MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

28 ciuns 2025 poky Ne 171

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHHUX
iMyHo0Oio/T0riYHHX MpenapaTiB) Ta BHeCEHHs 3MiH [I0 peecTpaliiiHUX MaTepiajiB

BianosigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 3,
26, 30, 49 Tlopsaky meprkaBHOI peecTpaiiii (repepeecTpaiiii) aiKapCcbKuX 3acobiB,
3aTBep/pKeHoro roctaHoBoro Kabinety MiuicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376 (B pemakiiii moctaHoBu KabiHety MiHicTpiB Ykpainu Bif 26 kBitHs 2024
poky Ne 529), aG3aily ABafLATh I’STOr0 MigNyHKTY 12 TyHKTY 4 ITomoKeHHs Tpo
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHH, 3aTBeppKeHoro rnocraHoBoro Kabinery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poxy Ne 267 (B pejakiiii IOCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/IbTaTiB eKCIIePTHU3M peeCcTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeaAUUHUX
iMmyHOoOio/loTiuHMX  TIperapariB), 110 TIOfiaHi Ha [Iep)KaBHY  peeCTpariito
(mepepeecTpaLiif0) Ta BHECEHHSI 3MiH [0 peeCcTpaLiiHUX MarepiasiB, MPOBeJeHUX
Jlep>KaBHUM  TiIMPUEMCTBOM  «Jlep>KaBHUM eKCHepTHUM LeHTp MiHicTepcTBa
OXOPOHM 3/I0POB’S] YKpaiHW», BHMCHOBKIiB II[0J0 eheKTHBHOCTi, Oe3meuHoCTi Ta
AKOCTI, IJOA0 eKCIIepTHOI OLIHKMU CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peecTtpallii (mepepeecTtpailii), 11070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiaaiB Ta peKoMeHZallii Woro Ao Jep>kaBHOl
peectpaiiii (repepeectpaiiii) abo BHeCeHHs 3MiH [0 peeCTpalliiHUX MaTepiaiB

HAKA3Y1O:

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

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peeCTPy JiKapChbKUX 3aco06iB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
JIOJJaTKOM 2.



2

3. BHectn 3MiHM [0 peecTpauiMHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapcbKMX 3acobiB YKpaiHM Ha JKapceKi 3acobu (MeauuHi iMyHOOiosoriudi
TriperapaTy) 3riJJHO 3 JOAATKOM 3.

4. dapmareBTHuHOMY YyrpaBmiHHIO (Onekcangpy ['piteHky) 3abesneunTtu
OTIPWIIOZHEHHSI 1IbOT0 Haka3y Ha odiuiliHomy BeOcaiiti MiHicTepcTBa 0XOpOHU

3/10pOB’s YKpaiHU.

5. KOHTpO/1b 32 BUKOHAHHAM LIbOI'0 HaKa3y IOK/IaCTy Ha 3acTyrnHuWka MiHicTpa
Enema AzamaHoBa.

MinicTp BikTop JIAIIIKO



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Aopatok 1

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

Bif, 28 ciyHAa 2025 poky Ne 171

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHozo
3acoby yrnakoska) nocsioYyeHHs1
1. | ANiPON pO3unH ANs iHQys3il, Mictpan AHrnis BEM lnay CaH. TypeuunHa Peectpauis Ha 5 pokis 3a He UA/20748/01/02
100 mr/mn, no 4 mn Kenitan Be Tik. A.C. peyenmom nionsizae
(400 mr) a6o 8 mn MeHeKMeHT Pestome MYP Bepcisa 0.2 gofaeTbes.
(800 mr) y chnakoHi, no Nimiten MepiognyHICTb NOAAHHA PErynsipHO
1 donakoHy B OHOB/THOBAHOTO 3BITY 3 6e3nekwu,
KapTOHHI navui BiANOBIAHO A0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
300pOB'a YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaYeHMn y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neKu.
2. | ANIPON pO3unH ANs iHQys3il, Mictpan AHrnis BEM lnay CaH. TypeuunHa PeecTpauis Ha 5 pokis 3a He UA/20748/01/01
400 mr/100 mn, no 100 Kenitan Be Tik. A.C. peyenmom niosnsieae
M (400 mr) y MeHeKMeHT Pestome MYP Bepcisa 0.2 gofaeTbes.
chnakoHi, no 1 Nimiten MepiognyHiCTb NOAAHHA perynsipHo
h1akoHy B KapTOHHii OHOBJ/THOBAHOIO 3BITY 3 6e3nekwu,
naui BiANOBiAHO A0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepaXeHoro
Haka3zom MiHicTepcTBa OXOPOHU
34,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3i CTpOKaMu, 3a3Ha4eHuMmn y
nepioANYHOCTI NOAaHHA perynsapHMX
3BITiB 3 6e3neKu.
3. | AEKCMEAETOMI | KoHUeHTpaT ans Bakctep HigepnaHngm BAKCTEP IHgis peecTpauis Ha 5 pokis 3a He UA/20749/01/01
AVNH-BAKCTEP pO34uHy A5 iHQY3il, XongiHr Bi.Bi. SAPMACBHIOTIK peyenmom nionsieae
100 mkr/mn, no 2 Mny AN3 IHAOIA Pestome nnaHy ynpas/iHHA pusmkamu
chnakoHi, no 5, 10 a6o MPAVBIT Bepcis 0.1 gopaeTbes.
25 chnakoHiB y NIMITEL MepiognyHICTb NOAAHHA PerynsipHo
KapTOHHI KOpooLi OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pOB’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Hakasy MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepiognMYHOCTI MoAaHHSA perynsipHux
3BITIB 3 6e3neku.
4. | OIA3ENAM KpucTaniyHmi AT "dapmak” Ykpaina CEHTAYP IHais peecTpauist Ha 5 pokis - He UA/20750/01/01
MOPOLLIOK (Cy6CTaHLis) SAPMACBIOTIK nionsizae
Yy NoABIHNX AJIC NMPANBET
nosieTuIeHoBMX NIMITEL,
naketax gns
chapmaLeBTU4YHOro
3acTocyBaHHs
5. | OIA3EMNAM- PO34MH A8 iH'eKUIR, 5 AT "dapmak” Ykpaina AT "dapmak” YKkpaina peecTpauist Ha 5 pokiB 3a He UA/20757/01/01
DPAPMAK Mr/mMn no 2 mMn B peyenmom niosnsieae
amnyni 3i Pestome MYP Bepcisa 1.0 gogaerbcs.
CBIT/103aXM1CHOTO CKNa,; MepiognyHICTb NOAAHHS PerynsipHoO
no 5 amnyn y 6nictepi; OHOBJ/IHOBAHOrO 3BITY 3 6e3neku,
no 2 6nictepun y naui BiANOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTsepikeHoro
Haka3zom MiHicTepcTBa OXOPOHU
370poB’A YKpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULT YkpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y peaaxuii
Hakasy MiHicTepcTBa OXOPOHM
3[10pOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHuMmn y
nepioANYHOCTI NOAaHHA PerynsapHMX
3BITiB 3 6e3neKu.
6. | MITPYNO Kancynu Teepai no 50 Mdparizep CLIA BMNPOGYBaHHS CLIA/ peecTpauisi Ha 5 pokis 3a He UA/20751/01/01




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
mr no 10 kancyn Eiy.Ci.Mi. cTabinbHOCTI: HimeuunHa peyenmom nionsizae
TBEpAMX y 6nicTepi, no | KopnopeiwH Mdpaiizep IHK., Pestome nnaHy ynpasniHHA pyU3nkamm
3 6nictepuy CLIA Bepcis 1.2 gogaetbesa. MepioguuHicTb
KapTOHHI/ Kopoo6Li NOAAHHS PerynsipHO OHOBJTHOBAHOTO
BVMPOGHMLTBO, 3BiTy 3 6e3neku, BiANoBigHO A0
TeCcTyBaHHS npu Mopsaky 34iicCHeHHs
BUMYCKY, thapmakoHarnsgy, 3aTBepikeHoro
BMNPO6YBaHHSA Haka3zom MiHicTepcTBa OXOpPOHU
cTabinbHoCTI, 370poB’A YKpaiuu Bif 27 rpyaHa 2006
NepBUHHE i poky Ne 898, 3apeecTpoBaHoro B
BTOPVHHE MiHicTepcTBi tocTUUl YkpaiHu 29 ciuHs
nakyBaHHs, 2007 poky 3a Ne 73/13340 (y pegaxuii
MapKyBaHHS, Haka3sy MiHicTepcTBa OXOPOHU
BUNYCK cepil: 3[10pOB'A YKpaiHu Bif 26 BepecHs
Mdpaiizep 2016 poky Ne 996), CTaHOBUTb: 3rifHO
MeHtohekuypuH 3i CTpOKaMu, 3a3Ha4eHuMmn y
r Joinunexg, nepioANYHOCTI NOAaHHA perynapHmMX
v6X, 3BITIB 3 6e3neku.
HimeyunHa
7. | MOKCU®DIIOKCA | TabneTku, BKpUTI AT Ykpaina AT YKkpaina peecTpauist Ha 5 pokis 3a He UA/20752/01/01
Uu1H N1iBKOBOIO "Ny6Hncpapm” "Nly6Hnchapm” peyenmom nionsizae
060/10HKO10, M0 400 Pestome MYP Bepcia 0.1 gofaeTbes.
mr, no 5 a6o 10 MepiognyHICTb NOAAHHA PerynsipHoO
Tabnetok y 6nictepi, OHOB/THOBAHOTO 3BITY 3 6e3nekwu,
no 1 6nictepy B nauyuj BiANOBIAHO A0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
3[,0p0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaYeHMN y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neKu.
8. | POCPOMILUUNH- rpaHynun ans TOB «TeBa Ykpaina Agichapm EAL, Bonrapis peecTpauist Ha 5 pokis 3a He UA/20753/01/01
TEBA OpasibHOro Po3ynHy no Ykpaina» peyenmom nionszae

3r; no 8 rrpaxyn gna
OPa/ILHOIO PO3YUHY Y
calle; no 1 calle B
KapTOHHIA KOpooLi

Pestome nnaHy ynpas/iHHA pusnkamu
Bepcis 1.0 gogaetbea
MepioAnyHICTL NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3AiCHEHHS
hapmakoHarnsgy, 3atBepiKeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
340pOB’sA Ykpaiuu Bifg 27 rpyaHs 2006




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUl YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHM
3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHuMmn y
nepioANYHOCTI NOJaHHA perynsapHMX
3BITiB 3 6e3neKu.
9. | UE®PACUHY Tabnetku, no 20 Llecpak KI Himeuunna Lledpak KI HimeuunHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/20754/01/01
Tabnetok y 6nictepi; peuenma
no 1 a6o 3 6nictepu B Pestome MYP Bepcia 01 goaaeTbes.
KapTOHHIA KOopoo6Li MepiognyHicTb NOAAHHSA PerynsipHo
OHOBJIIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3om MiHicTepcTBa OXOPOHU
340poB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHM
3[10pOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepioANYHOCTI NOJaHHA PerynsapHmMX
3BITiB 3 6e3neku.
10. | UNCNNATUH NMOPOLLIOK (Cy6CTaHList) TOB "lOpis- Ykpaina [eTepo /1a63 IHais peecTpauif Ha 5 pokis - He UA/20755/01/01
y NoABiliHNX Papm" Nimiten nionsieae
nonieTuIeHoBMX
nakeTtax gns
chapmaLeBTUYHOro
3acToCyBaHHs

B.o. HauaTLHUKA
dapMaLeBTUYHOT0 yIIpPaB/IiHHA

Onexkcanap I'PIHEHKO




IIEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEJNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB),
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Aopartok 2
[0 Hakasy MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «[po aepxaBHY
peecTpauito (nepepeecTpauito)
NiKapcbK1UX 3aco06iB (MeguYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux
marepianis»
Bij 28 ciuns 2025 poky Ne 171

AKI

Ne Hassa dopma sunycky 3asssHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoska) nocBi04Y€eHHs1
1. | AllIb®A NopoLLOK AT YkpaiHa Cyuxoy dyuiinai Kuraii MepepeecTpauisi Ha HEOOMEXEHWIA - He UA/17938/01/01
NINoeBA KpUcTaniuHuin "KNIBCbKWI ®dapmacstoTikan Ko., TEPMIH nidnsizae
KUCMNOTA (cybeTaHuis) y BITAMIHHWIA nrg,
(TIOKTOBA nakeTax noABinHUX 3ABO4"
KNCNOTA) nonieTuIeHoBMX
ans
chapmaL,eBTU4YHOro
3aCTOCyBaHHs
2. | ADPUNAA cycneHsis opanibHa 3 | Jenbta Megiken LLiBeiuapis AJTKANIOIA, AL, Ckon'e MiBHiYHa MepepeecTpauisi Ha HeOGMEXEHWIA 6e3 niossieae UA/17927/01/01
cupon abprKocoBUM MpomoyLH3 Al MakeoHis TEePMiH. peuenma

cmakom, 100 mr/5
ms1; o 100 mny
donakoHi, no 1
chnakoHy B
KOMNEeKTi 3i
LUMPULLOM-
[103aTOpPOM y
KapTOHHIA Kopoo6Li

OHOB/EHO iHGOpMaLito B IHCTPYKLT
[ANA MeAnYHOro 3acToCyBaHHs
nNiKapcbKoro 3acoby y po3ginax
"Oco61MBOCTI 3aCTOCYyBaHHA",

"3acTocyBaHHS y nepiog, BariTHOCTI

abo rogyBaHHsa rpyaar”,

"Mepepo3yBaHHA", "M06IYHI peakuii”

BiZANOBIAHO [0 iHdopMaLii Wwoao
MeAMYHOro 3acTOCYBaHHs
pedepeHTHOrOo /likapcbKoro 3acoby
(BPY®EH, cupon 100 mr/5 mn,
CyCMeH3isi opasibHa), a TakoxX Yy po3aini

"Mo6ivHI peakuii” LWo0A0 BaXKMBOCTI
3BiTyBaHHS Npo MoGiYHI peakw;i.

Pestome nnaHy ynpasniHHA pusnkamu
Bepcis 2.1 gopaetbea

MepiognyHICTb NOAAHHA PerynspHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku,

BiANOBIAHO A0 MopsAaKy 34iNCHEHHS

thapmakoHarnsgy, 3aTBepAkeHoro
Haka3zom MiHicTepcTBa OXOPOHU

340pOB’A Ykpainu Big 27 rpyaHs 2006




Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUl YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHM
30,0p0B'A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepioANYHOCTI NOAaHHA PerynsapHmMX
3BITiB 3 6e3neKu.
3. | BENAAOHU €KCTpaKT rycTuii My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa MepepeecTpauisi Ha HeOGMEXEHWIA - He UA/18222/01/01
EKCTPAKT (cy6eTaHuin) y akuioHepHe TOBapucTBO "HaykoBo- TEPMIH niosnsieae
rYCTWUM 1,5% | noggilinux TOBapuCTBO BVMPOGHNYNIA LEHTP
nonieTuIeHoBmX "HaykoBo- "BopLyariBcbkuii
naketax gns BMPOGHUYNIA XiMiKo-
thapmaueBTUYHOro LeHTp hapmaueBTUYHNI
3acTocyBaHHA "BopLyariBcbkuii 3asofg"
Ximiko-
hapmaLleBTUYHN
1 3aBog"
4. | BJIOKMAKC TabNEeTKN, BKPUTI ANKANOIL AL Pecny6nika | ANKANOIA Afl Ckom’e | Pecny6sika MepepeecTpaLlisn Ha HEOBMEXeHWI 6e3 nionsizae UA/17954/01/01
PANIA NNiBKOBOO Ckorn'e MiBHIiYHaA MiBHIiYHaA TEPMIH. peuyenma
060/10HKOI0, N0 684 MakefoHis MakefoHis OHOB/IEHO iH(hopMaLLito B IHCTPYKLUIT
mr; no 10 TabneTok 0015 MEeQUYHOT0o 3acToCyBaHHSA
y 6nicTepi, no 1 abo nikapcbkoro 3acoby y po3ginax
2 6nictepu y "Oco6nmBOCTI 3acTOCyBaHHA",
KapTOHHI KopoobLi "Mo6iuHi peakuii" BigNoBIgHO A0
OHOBJIEHOT iHhopMaLii 3 6e3neku
Aito40i pevoBUHN.
Pestome nnaHy ynpasriHHA pusmkamu
Bepcia 2.1 gojaeTbes.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/OBAHOrO 3BiTY 3 6Ge3neKku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU
300pOB'a YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepiognMyYHOCTi MoAaHHSA perynspHux
3BITIB 3 6e3neku.
5. | EDOKCABAH | nopotok AT YkpaiHa XoHoyp Na6 NMimiten IHAis MepepeecTpauis Ha HeobMexXeHui - He UA/18026/01/01
Y TO3UNAT (cy6eTaHuis) y "KNIBCbKN (OHIT 1) TEPMiH nionsizae




Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MOHOrIAPA nakeTax noABiHMX BITAMIHHW1I
T nosnieTuIeHoBMxX 3ABOA"
ans
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
6. | EHTEPOCME | nopowok gns TOB YkpaiHa TOB "TepHodhapm" YkpaiHa MepepeecTpauis Ha HeObMeXeHWA 6e3 nionsi2ae UA/18203/01/01
KTUT opasibHOT cycneHsil "TepHodpapm" TEepMiH. peyenma
no3r;no3,76r OHOB/IEHO iH(hopMmaLLito B IHCTPYKLT
MOPOLLKY Y calle; rno [ONs MeANYHOro 3acToCyBaHHSA
10 a6o 30 cawe B nikapcbKoro 3acoby B po3ginax
naJi 3 KapToHy "Cknaf" (pegaryBaHHsi TEKCTY 6e3
3MiHV iHchopmaii),
"MicLe3HaxomKeHHs! BUpOGHMKa Ta
agpeca MicLs NpoBapKeHHs oro
OiSNbHOCTI/MiCLe3HaXOKEHHS
3anBHUKA" (pefaryBaHHsa TekcTy 6e3
3MiHVM iHchopmaLii) BiANoBiAHO A0
martepianis peecTpawiiHoro 4OChbeE.
Pestome nnaHy ynpasniHHA pusnkamu
Bepcis 1.0 gogaetbes.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3AiNCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHM
304,0p0B'A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepioANYHOCTI NOJaHHA perynsapHmMX
3BITiB 3 6e3neku.
EPONON® po34uH Ans KHBMI "ICHA" Ykpaina TOB "Cnasis 2000" Ykpaina MepepeecTpavis Ha 5 pokiB. 6e3 niosnsieae UA/18204/01/01
OHOB/IEHO iHGhopMaLito y po3ainax peuenma

30BHILUHLOrO
3acrtocyBaHHs, 0,1
mr/mn, no 20 mn Ta
no 50 mny
hnakoHax
nosiMepHuX 3
ypeTpasibHO
Hacagkoto; no 1
donakoHy B nauuj

"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiof BariTHOCTI
ab0o rogyBaHHA rpyaa” iHCTpyKUii Ans
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby BignoBiAHO 4,0 OHOB/EHOI
iHbopmauii woao 6esnekn
3aCTOCYBaHHS fjl040i PevoBnHN Ta 'y
po3gini "MobivHi peakuii” wono
BaX/IMBOCTI 3BiTYBaHHS NPO NO6iYHi

peakLiii, a TakoX y po3gaini
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

nocsBi0o4YeHHs

"Moka3aHHsA"(pefakTopChbKi NpaBkm).

Pestome nnaHy ynpas/iHHA pusnkamu
Bepcia 1.0 gogaetbes.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), CTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepiognMyYHOCTi NoAaHHSA perynspHux
3BITIB 3 6e3neku.

E€BPOHEKC

PO34UH O151 iH'EKLLNA,
100 mr/mn, no 5 mn
B amnyni, no 5
amMnyn y KapToHHilA
Kopobui

€Bpo faiidkep
Mpaisit Nimiteq

IHAis

Crepun-[xeH Nalic
Caliencus (M) NTg,

IHAis

MepepeecTpauisi Ha HEOOMEXEHMIA
TEPMiH.

OHOB/EHO iHGhOpMaLito B IHCTPYKLT
AN MeAnYHOro 3acToCcyBaHHs
nikapcbKoro 3acoby B posginax:
"Cknapg" (pefaktopcbke
BUNpaBfeHHs), "MokasaHHA"
(pepaKkTopcbke BUNPAaBIEHHS),
"MpoTrnokasaHHsa", "B3aemogis 3
IHLWMMK NiKkapcbknuMy 3acobamu Ta
iHWIi BMAW B3aemogiin", "OcobmBocCTi
3acTocyBaHHSA", "3acToCyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs Ta
no3n", "Mo6iyHi peakuyii” BignoBigHO A0
OHOB/EHOI iHGhopMaLii Npo MeanyHe
3aCTOCyBaHHS ped)epeHTHOro
nikapcbkoro 3acoby (Cyklokapron 100
mg/mL solution for injection/infusion).

Pestome nnaHy ynpasniHHA pusnkamu
Bepcia 1.1 gofaeTbes.
MepioanyHICTb NOAaHHSA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBiAHO A0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B

3a
peyenmom

He
nidnsieae

UA/18021/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
300pOoB'a YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3HayeHMn y
NepioANYHOCTI NOAaHHA PErynsapHUX
3BITIB 3 6e3neku.

IHCYNPUA

TabneTkn no 2 mr;
no 15 tabnetok y
6nictepi; no 2
6nictepy B
KapTOHHIA Kopoo6Li

TOB «YOPNL
MEONLUMH»

Ykpaina

YOP/IA, MEAVLH
INIAU CAH. BE TIXK.
AL

TypeyunHa

MepepeecTpaLis Ha HEOOMEXEHNIA
TEepMiH
OHOB/IEHO iH(hopMmaLLito B IHCTPYKLUT
[ONs MeANYHOro 3acTocyBaHHSA
nikapcbKoro 3acoby y po3ginax
"®apmakonoriyHi BnacTneocTi”,
"MpoTmnokasaHHa", "OcobanMBOCTI
3acTocyBaHHs", "Crocib 3acTocyBaHHs
Ta go3un", "MobivHi peakuii” BignosigHO
[0 iHdhopmauii pechepeHTHOro
nikapcbkoro 3acoby (AMAPUI,
Tabnetku, 2 mr, 3 Mr, 4 Mr), a Takox
OHOB/IEHO iHhOpMaLLito B po3gini
"Mo6iuHi peakuyii” IHCTPYKUiT Ans
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro
3aco6y Wo040 BaX/IMBOCTI 3BiTYBaHHS
npo NoGiyHi peakuii.

Pestome nnaHy ynpas/iHHA pusmkamu
Bepcis 2.0 gogaeTbes.
MepioguyHICTb NOAAHHA PerynsipHo
OHOB/OBAHOrO 3BiTY 3 6Ge3neKu,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Hakasy MiHicTepcTBa OXOPOHU
300pOB'a YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpoKamMu, 3a3Ha4eHUMmn y
nepiognMYHOCTI MoAaHHSA perynspHux
3BITIB 3 6e3neku.

3a
peuyenmom

He
nionsieae

UA/18083/01/01

10.

IHCYNPUA

Tabnetkun no 3 mr,
no 15 TabneTtok y
6nicTepi; no 2
6nictepu B
KapTOHHI/ Kopobui

TOB «YOP/I
MEONLIH»

YkpaiHa

YOPNL, MEAVNLMH
INIAY CAH. BE TIX.
AL

TypeyunHa

MepepeecTpauisi Ha HEOBMEXEHWIA
TEPMIH
OHOB/IEHO iHGhopmaLito B IHCTPYKLT
AN MeANYHOro 3acToCyBaHHs
NiKapcbKoro 3acoby y posginax

3a
peuyenmom

He
nionsieae

UA/18083/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

"®apmakonorivyHi BracTmeBocTi”,
"MpoTunokasaHHsA", "OcobnnBOCTI
3acTocyBaHHs", "Cnocib 3acTocyBaHHS
Ta gosun", "MNo6ivHi peakuii” BiaNoBigHO
[0 iHdopmauii pechepeHTHOro
nikapcbkoro 3acoby (AMAPU,
Tabnetku, 2 Mr, 3 Mr, 4 Mr), a Takox
OHOB/EHO iH(hopmaLito B po3aini
"Mo6iuHi peakuii" IHCTPYKUIT ANs
MeAMYHOr0o 3aCTOCYBaHHS NiKapCbKoro
3aco0by LWoA0 BaX/IMBOCTI 3BITYBaHHSA
npo No6iyHi peakLii.

Pestome nnaHy ynpas/iiHHA pusnkamu
Bepcis 2.0 fofaeTbes.
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku,
BiNOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTsepikeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUl YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHM
30,0p0B'A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognMyYHOCTi NOAaHHA PerynsapHux
3BITiB 3 6e3neKu.

11.

IHCYNPUA

TabneTkn no 4 wr,
no 15 ta6nertok y
6nictepi; no 2
6nictepy B
KapTOHHIlA KOpooLi

TOB «YOPNL,
MEANLNH»

YkpaiHa

YOPA, MEAVLH
I/IAY CAH. BE TIDXK.
AL,

TypeyunHa

MepepeecTpauisi Ha HeOGMEXEHWIA
TEPMIH
OHOB/EHO iHGOpMaLito B IHCTPYKLT
[ANA MeAnYHOro 3acToCyBaHHs
nNiKapcbKoro 3acoby y po3ginax
"apmakonoriyHi BractneocTi”,
"MpoTunokasaHHsa", "OcobaMBOoCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHsA
Ta gosun", "MNo6iyHi peakuii" BiANOBIAHO
[0 iHhopmaLii pechepeHTHOro
nikapcbkoro 3acoby (AMAPUI,
Tabnetkn, 2 mr, 3 Mr, 4 Mr), a Takox
OHOBJIEHO iHChopMaLiito B po3gini
"Mo6ivHI peakuil™ IHCTPYKUIT Ana
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3ac00y W00 BaX/MBOCTI 3BiTyBaHHS
npo No6ivHI peaxui.

3a
peuyenmom

He
nionsieae

UA/18083/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

Pestome nnaHy ynpasniHHA pusnkamu
Bepcia 2.0 gofaeTbes.
MepioAnyHICTb NOAaHHSA PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHHU
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
300pOB'a YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3HayeHMn y
NepioANYHOCTI NOAaHHA PErynsapHUX
3BITiB 3 6e3neku.

12.

KETOPON
EKCNPEC

TabneTtku, Wwo
AncnepryoTbes B
POTOBI NOPOXHWHI,
no 10 mr; no 10
Tabnetok y 6nictepi;
no 1 a6o 10
6nicTepiB B KOPOOL

4-p Pepai'c
Na6opaTopic
nrg

IHgis

[-p Peagi'c
Na6opaTtopic /Nimiteq,

IHgis

MepepeecTpaLis Ha HEOOMEXeHNIA
TEepMiH
OHOB/IEHO iH(hopMmaLLito B IHCTPYKLUIT
[ONs MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3gaini
"Oco611BOCTi 3aCTOCyBaHHA"
BiANOBIAHO [0 OHOBAEHOT iHchopmaLyii
3 6e3neku Ailo4oi peyoBUHY.

Pestome nnaHy ynpas/iHHA pusmkamu
Bepcis 1.1 gopaetbes.
MepioguyHICTb NOAAHHA PerynsipHo
OHOB/OBAHOrO 3BiTY 3 6Ge3neKu,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Hakasy MiHicTepcTBa OXOPOHU
300pOB'a YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpoKamMu, 3a3Ha4eHUMmn y
nepiognMYHOCTI MoAaHHSA perynspHux
3BITIB 3 6e3neku.

3a
peyerimom

He
nionsieae

UA/18105/01/01

13.

HEWPAKCWH
®B

PO34UH ANS iH ekt
no 2 mMn B amnyni;
no5amnyny
KOHTYPHIl
YapyHKOBIli ynakoBLi

AT "Kanuekc"

Nartsia

BCi cTagii
BMPOGHNYOro
npovecy, KpiMm BUMYCKy
cepii:

XBM ®apma c.p.o.,

CnoBayunHa
/ NatBis

MepepeecTpauisi Ha HEOBMEXEHWIA
TEPMIH
OHOB/IEHO iHGhopMmaLito y po3ainax
"Moka3aHHs"(KOpeKTopChki NpaBku) Ta
"Mo6ivHI peakui” L0A0 BaXKINBOCTI

3a
peyenmom

He
nionsieae

UA/16907/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(nipaoHi); no 1 abo CnoBay4mHa 3BITyBaHHS Npo Mo6iYHI peakwi, a
2, ab0o 5 KOHTYPHUX Takox A0 po3ainis "®apmakonoriyHi
YapyHKOBUX BUPOGHWK, KU BnactmsocTi", "MpoTunokasaHHs",
ynakoBOK (Miaf0oHIB) Bignosigae 3a "B3aemogisl 3 iHWMMW fliKapCbKUMu
y nayui 3 kKapToHy KOHTPO/b 3aco6amu Ta iHWi BUamn B3aemogiii",
cepii/BunNpobyBaHHs: "Oco61MBOCTI 3aCTOCyBaHHA",
AT "IpiHgekc", Natsis; "3acTocyBaHHs y nepiog, BariTHOCTI
BUPOGHUK, KNI abo rogyBaHHs rpyaa”, "Cnoci6
BiAnoBigae 3a BMNycK 3acTocyBaHHs Ta fo3un", "MobiyHi
cepii: peakuii”, "HecyMicHicTb" iHCTpyKL,i
AT "Kanuekc", Nlatsis 019 MeANYHOro 3aCTOCyBaHHSA
nikapcbkoro 3acoby BifnoBigHO A0
pedhepeHTHOro nikapcbKoro 3acoby
Minbrama po3uvH ans iH'exuiii.
Pestome nnaHy ynpasniHHA pusukamu
Bepcia 2.0 gofaeTbes.
MepioAnyHICTb NOAaHHA PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3AiACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHHU
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
300pOB'a YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3HayeHMn y
NepioANYHOCTI NOAaHHA PErynsapHUX
3BITiB 3 6e3neku.
14. | HE®GONAMY NMOPOLLOK AT "dapmak” Ykpaina 3aknagm Monbwa MepepeecTpaLis Ha HEOOMEXEHNIA - He UA/18062/01/01
FIAPOXNOPU | (cy6cTaHuis) y dapmaueBTUUHE TEepMiH nionsizae
4 MiLLKax Npo30pux Monbhapma C.A.,
nosieTUIEeHoBMX Monblwa
ans
chapmaLeBTU4HOro
3aCTOCyBaHHs
15. | CNUPT po34uH Ans TOB "®dapma Ykpaina TOB "®apma Yepkac” Ykpaina MepepeecTpauisi Ha HEOOMEXEHWIA 6e3 niossieae UA/18074/01/01
KAM®OPHWIA | 30BHilLHLOrO Yepkac" TEPMIH peyenma
3aCTOCyBaHHA, MepioanyHICTb NOAaHHA perynsipHo

cnupToBuii 10 %, no
40 mn y chnakoHax

OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBiAHO A0 MopsaKy 34iCHEHHS
thapmakoHarnsigy, 3aTsepikeHoro

Haka3zom MiHicTepcTBa OXOPOHU

3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006

poky Ne 898, 3apeecTpoBaHoro B
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
300pOoB'a YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3HayeHMn y
NepioANYHOCTI NOAaHHA PErynsapHUX
3BITIB 3 6e3neku.
16. | XNOPAM®EH | nopoLuok TOB "ENNIC- YkpaiHa Bunyck cepii: Nartsis/ MepepeecTpauis Ha HeObMeEXeHWA - He UA/18359/01/01
IKON (cybeTaHuis) y YKPAIHA" TOB "EMMNIC", NaTBis; Kutaii TEepMiH nionsizae
nakeTax
nonieTuIeHoBmX Yci cragii
NnoABINHMX Ans BMPOOHULITBA, 3a
chapmaLeBTU4YHOro BUHATKOM BUMYCKY
3aCcTOCyBaHHA cepii:
AHMKOY XyaKCiHr
Kewmikan Ko., N14,.,
Kutai
17. | UE®TA3UAN | nopoliok ans TOB "HOpis- YkpaiHa TOB "lOpig-dapm"”, YkpaiHa MepepeecTpauisi Ha HEOBMEXEHMIA 3a He UA/18147/01/01
M HOPISA- PO34nHYy A5 iH'eKUI Papm” YkpaiHa TEepMiH peyenmom nionsizae
PAPM no 1000 wr; 1 abo (nakyBaHHs i3 hopmu OHOB/IEHO iH(hopmaLito B IHCTPYKLIT

no 10 donakoHiB 3
MOPOLLKOM Y KOpO6Lyi

in bulk HCMNC Xe6el
XyamiH
dapmacbloTikau
Komnasi Nimites,
KuTaii)

[ONA MeiNYHOro 3acToCyBaHHs
nikapcbKoro 3acoby y po3gini
"Oco61MBOCTI 3aCTOCyBaHHS"

BiNOBIAHO 4O OHOBNEHOI iHChopMaLi
3 6e3neku [ilo4oi peyoBMHM, a Takox y
po3gini "MobivHi peakuii” wono
BaX/IMBOCTI 3BiTYBaHHS NPO NO6iYHi
peakuji. 3aTBepA)KEHHS KOPOTKOT
XapakTepucTHKM NikapCbKoro 3acoby.
Pestome nnaHy ynpas/iHHA pusnkamu
Bepcis 1.2 gogaetbes.
MepioAnYHICTL NOAaHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3atBepiKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B

MiHicTepcTBi tocTuuil YkpaiHu 29 ciuHs

2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa 0XOPOHU

30,0p0B'A YKpaiHu Big, 26 BepecHs

2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3Ha4eHMn y

nepiognMYHOCTI NOoAaHHSA PerynsipHux
3BITiB 3 6e3neKu.
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B.o. HauanIbHUKA
dapmMaleBTUYHOI0 YNpaB/IiHHSA Onekcanap I'PIHEHKO



ITEPEJIIK

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

Bij 28 ciuns 2025 poky Ne 171

JIIKAPCBKMX 3ACOBIB (MEJUYHMX IMYHOBIOJ/IOTTYHUX MMPEIMAPATIB), 1[040 AKX BYJIM BHECEHI
3MIHH /10 PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCATECS 10 TEP>KABHOT'O PEECTPY JIIKAPCBKHX
3ACOBIB YKPAIHUA

Ne Hassa ®dopma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
1. | ABPON® cupon, 30 mr/5 mn; TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiis: 6e3 nionsizae UA/9928/02/02
no 100 mny "TNEQ®APM PAPM" 3MiHu | TUNY: 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkuii peuenma
hnakoHi 3 nTa" 3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo

nonietTusneHy abo
ckna; no 1 donakoHy
3 MipHOIO
CK/IIHOYKOIO B
KapTOHHIA ynakoBL,i

BBEAEHHSA AOAATKOBOI AiNbHULI BUPOGHMLTBA A5
YyacTuHK abo BCbOro BUPOBHNYOro npoLecy
rOTOBOrO /liKapCbKOro 3acoby (AinbHULA, Ha AKil
NpoBOAATLCA ByAb-sKi BUPOGHMYI cTagil, 3a
BUHATKOM BUMYCKY Cepiii, KOHTPOIIO AKOCTI,
NepPBUMHHOTO Ta BTOPMHHOIO NakyBaHHS, A1
HeCTepWIbHUX JliKkapCbknx 3aco6iB) - CynyTHs
3MiHa: 3MiHU 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6.
3MiHN Yy BUPO6HULTBI. 3amiHa abo BBEAEHHS
[0[AaTKOBOI AiNbHULI BUPOGHMLTBA A5 YACTUHN
a60 BCbOro BYUPOGHNYOro NpoLiecy roToBoro
NikapcbKoro 3acoby (AinbHUUA A1 BTOPUHHOTO
nakyBaHHs) - CynyTHs 3MiHa: 3MiHM 3 SIKOCTi.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3amiHa abo BBeAEeHHA [0AaTKOBOI AiNbHUL
BMPOGHMLITBA A/151 HaCTUHM ab0 BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3acoby (ginbHUUSA 4118 NEPBUHHOIO NakyBaHHS) -
BBE/IEHHA a/lbTepHaTUBHOTO BUPO6HNKa TOB
«NEAPAPM NTO», YkpaiHa, BiANOBiganbHOro 3a
NepBUHHE NaKyBaHHs, BTOPUHHE NakKyBaHHA Ta
6yab-sKi BAPO6HUYI CTaAji, 3a BUHATKOM BUMYCKY
Ccepiii, KOHTPOIHO AKOCTi, NEePBUHHOTO Ta
BTOPVHHOIO NaKyBaHHS, /19 HECTEPUTbHUX
nikapcbknx 3acobis,
3arBepaeHo:
Bunpo6HMK(1) NikapcbKoro 3acoby:
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

TOB "KYCYM ®APM"
40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, By1.
Ckpsi6iHa, 54
3anponoHoBaHo:
Bunpo6HMK(1) Nnikapcbkoro 3acoby:
TOB "KYCYM ®APM"
40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, By/I.
Ckpsi6iHa, 54
abo
TOB "TMEA®APM NTA",

40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, By.
[Jasunpaoscbkoro Mpuropis, 54
BBeaeHHs 3MiH NpoTArom 6-T1 MicALUiB 3 Aatu
3aTBEPKEHHS.
3MiHun | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOTrO NiKapCbKoro 3acoby
(3amiHa abo foAaBaHHS BUPOGHMKA, WO
BiAANOBiAaE 3a BBE3EHHSA Ta/abo BUMNYCK cepil) -
Bkntoyaroun KOHTposib/BUNpobyBaHHSA cepii -
BBefeHHs1 anlbTepHaTUBHOTO BUpo6bHuka TOB
«NEAPAPM NTO», YkpaiHa, BiANOBiganbHOro 3a
BUMYCK Cepii, BKIOYA0UM KOHTPOIb SKOCTI
3arBepaKeHo:

TOB "KYCYM ®APM" 40020,YkpaiHa, Cymcbka
o6nactb, M. Cymu, Byn. CkpsibiHa, 54
3anponoHoBaHo:

TOB "KYCYM ®APM" 40020, YkpaiHa, Cymcbka
o6nactb, M. Cymu, Byn. CkpsibiHa, 54 a6o TOB
"TNEA®APM NTA", 40020, YkpaiHa, Cymcbka
o6nacTb, M. Cymu, By/. [laBnaoBcbKoro Ipuropis,
54

3MiHU BHECEHO B IHCTPYKLi0 415 MeAUYHOT0
3aCTOCyBaHHSA Nikapcbkoro 3acoby y po3ainm
"Bmpo6HuK", "MicLe3HaxomkeHHs BUPOGHMKa Ta
ajpeca MicLa NpoBaKEHHS MOro AisnbHOCTI" 3
BiANOBIAHMMM 3MiHAMUW B TEKCTI MapKyBaHHs
ynakoBoK. BBeieHHS 3MiH NpPOTArom 6-Tu micsiuis
nicns 3aTBepKEeHHs.

ABPO/I®

cupon, 15 mr/5 mn;
no 100 mny
chnakoHi 3
nonietTuneHy abo
ckna; no 1 donakoHy
3 MipHOI0
CK/ISIHOYKOIO B
KapPTOHHI ynakosLi

TOB
"TNEA®APM
nTa

YKpaiHa

TOB "KYCYM
DAPM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TURY: 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKuii
3aci6. 3MiHM y BUpobHUUTBI. 3amiHa abo
BBEJEHHSA A0AATKOBOI Ai/IbHULi BUPOOHULTBA AN
4acTUHK abo BCbOro BUPOBHNYOTo npoLecy
rOTOBOrO JliKapCbkoro 3acoby (A4inbHULSA, Ha SKil
npoBoAATLCA ByAb-AKi BUPpOOHUYI cTagjl, 3a
BWHATKOM BUMYCKY CEpiii, KOHTPOO SKOCTI,

6e3
peyenma

nionsieae

UA/9928/02/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

NepPBMHHOTO Ta BTOPVMHHOIO NakyBaHHSA, A1
HeCTepW/IbHUX JliKapCbknx 3aco6iB) - CynyTHs
3MiHa: 3MiHKM 3 SIKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHN Yy BUPO6HMLTBI. 3amiHa ab0 BBEAEHHS
[04aTKOBOI Ai/TbHUL BUPOBHULTBA [/151 YACTUHA
a60 BCbOro BUPOBGHMYOro npoLecy rotoBoro
nNiKapCcbKoro 3acoby (4inbHULA A1 BTOPUHHOTO
nakyBaHHs) - CynyTHA 3MiHa: 3MiHU 3 SIKOCTI.
[oTOBWIA Nnikapcbkuid 3aci6. 3MiHN Y BUPOGHULTBI.
3amiHa abo BBeAEHHS1 4OAATKOBOI Ai/TbHUL
BMPOGHMLITBA A151 YaCTMHM abo BCbOro
BMPOGHMYOro NPOLLECY FOTOBOTO /liKapCbKOro
3aco6y (AiNbHWUA 415 MEPBMHHOIO MakKyBaHHS) -
BBEJEHHS afibTepHaTUBHOroO BUpobHUKa TOB
«TNEAPAPM NTO», YKpaiHa, BiANOBIAAILHOIO 3a
NepBUHHE NaKyBaHHs, BTOPUHHE NaKyBaHHA Ta
6yab-5Ki BAPOOHUYI cTajl, 38 BUHATKOM BUMYCKY
cepiii, KOHTPOIHO AKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NaKyBaHHS, /19 HECTEPUTbHIX
nikapcbkux 3acobis,
3arBepaKeHo:

Brpo6HWK(M) nikapcbKoro 3acoby:

TOB "KYCYM ®APM"

40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, ByA.
CkpsbiHa, 54
3anponoHoBaHo:

Bunpo6HMK(1) Nikapcbkoro 3acoby:

TOB "KYCYM ®APM"

40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, By1.
Ckpsi6iHa, 54
abo
TOB "TNIEA®APM NTA",

40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, Bys.
[Jasunpaoscbkoro puropis, 54
BBefeHHA 3MiH NPOTArom 6-Tu MicAUiB 3 gatn
3aTBEPKEHHS.
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapPCbKNi
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHK, LLI0 CTOCYIOTLCSA BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO /iKapCbKOro 3acoby
(3amiHa abo gofaBaHHA BUPOOHUKA, WO
BiANOBIAAE 3a BBE3EHHA Ta/abo BUMNYCK cepil) -
Bktoyatoun KOHTposib/BUNpobyBaHHS cepii -
BBeneHHs anbTepHaTMBHOIO BUpo6HuKa TOB
«TNEAPAPM NTO», YKpaiHa, BiANOBIA&ILHOIO 3a
BUMYCK Cepii, BKNOYAUN KOHTPO/Tb AKOCTI
3arBepaeHo:

TOB "KYCYM ®APM" 40020,YkpaiHa, Cymcbka
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

obnactb, M. Cymu, Byn. CkpsibiHa, 54
3anponoHoBaHo:

TOB "KYCYM ®APM" 40020, YkpaiHa, Cymcbka
obnactb, M. Cymu, Bysn. CkpsibiHa, 54 abo TOB
"TNEAPAPM NTA", 40020, YkpaiHa, Cymcbka

obnactb, M. Cymu, Byn. [laBnaoBcbkoro Ipuropis,
54
3MiHV BHECEHO B IHCTPYKLiO AN18 MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ginun

"Bmpo6HuMK", "MicLe3HaxomkeHHs BUPOGHMKa Ta
ajpeca MicLa NpoBaXeHHS Moro AisnbHocTI" 3

BIANOBIAHUMY 3MiHAMYW B TEKCTI MapKyBaHHS
yrnakoBOK. BBeeHHS 3MiH NpoTArom 6-Tu micsuis
nicns 3aTBepKeHHs.

AIPTEK

aepo3osb Ans
iHransuin
[030BaHwnit, 25/125
MKr/go3y, no 120
[103 B a/llOMiHiEBOMY
KOHTeliHepi 3
[103yH0UMM
KnanaHom i
PO3NWIOKYOID
Hacagkoto 3
3aXUCHUM
KOBMaykom; no 1
KOHTEeWHepy B
KapTOHHI Kopo6Lyi

neHmapk
dapMacbTUK
ans /114,

IHais

neHmapk
dPapmacboTuKan3
nra.

IHais

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
TexHiyHa nomusnka (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460). TexHiuyHa nomusika (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460).
BrinpaBneHHs TexHiuHoi noMunku B MKA.
BunpaBneHHs1 TEXHIYHOI NOMW/IKU B METOAAX
KOHTPO/IH0 SIKOCTI, NOB’A3@HO 3 HEBIPHO
BVK/TaAEHNM MYHKTOM 5. «P0o3Mmip yacTtok» B
crneuungikaii Ta MeToAax KOHTPOsIO AKOCTI - Aitova
pegakuisi, Po3mip yactok. Po3mip yacTok
BM3HAYatoTb 3a AOMOMOroK MiKPOCKOMii.
BcTaHOBNIOOTL KNanaH A03yBasibHOro iHransaTopa
nepneHAnKyNsSPHO HanpsaMy PO3NUIEHHS.
BWKOHYIOTb OAHO PO3MNWIEHHS Ha YnCTe
npegMeTHe CK0 3 BiAcTaHi 5 ¢M Big KiHUA
MyHALWTYKa. JocnifpkyoTb npenapar nig,
MiKpOCKOMoM, 06/1aAHaHUM KaslibpoBaHM OYHUM
MIiKPOMETPOM, BUKOPUCTOBYOUN Npr6aAM3HO 40-
KpaTHe 36inbLueHHs. Mikpockon hoKyCyoTb Ha
yacTkax 25 nonis 3opy no6sm3y Bif LEHTPY
BMNPO6GOBYBAHOTO 3paska i peecTpyoTb Po3Mip
OKpEMMX YaCTOK. PeecTpytoTb KiflbKiCTb i pO3Mip
BCIX OKPEMUX KPUCTaNIYHMX YaCTOK. MNponoHoBaHa
pepakuisi. Po3mip yactok. Po3mip yacTtok
BM3HAYal0Tb 3a J0MNOMOroK MiKPOCKOMil.
BcTaHoBNIOOTL KNanaH [03yBaslbHOro iHransaTopa
nepneHAuKyNAPHO HaNpPsiMy PO3MUIEHHS.
BrKOHYOTb OHO PO3NUIEHHS Ha YyncTe
npeaMeTHe CKo 3 BigcTaHi 5 cM Big KiHUSA
MyHALWTYKa. JocnigpkytoTe npenapar nig,
MiKpoCKonom, o61agHaHUM KaslibpoBaHM OYHUM
MIKPOMETPOM, BUKOPUCTOBYHOUY
npn6n3HO 40-kpaTHe 36inbLueHHs. Mikpockon
doKyCyTb Ha YacTkax 5 nonis 3opy no6susy Big

3a
peyernmom

UA/13755/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
LleHTpy BUNPO6GOBYBAHOTO 3pa3ka i PeecTpytoTb
PO3Mip OKpeEMUX HaCTOK. PEECTPYIOTb KiNbKICTb i
PO3Mip BCiX OKPEMUX KPUCTaTIUHNX
4yacToK.3a3HaueHe BUMpaB/IeHHs BifnoBigae
apxiBHUM MaTepiasiam peecTpaujiiiHoro 4ocbe
4. | AIPTEK aeposo/b Ans 'neHmapk IHAiA neHmapk IHAisa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/13756/01/01
iHransuin dapmacboThK dapmacbloTrKans TexHiyHa nomunka (3rigHo Hakasy MO3 Big peyenmom
[030BaHwnit, 25/250 ans Jta,. nra. 23.07.2015 Ne 460). BunpaBneHHs TEXHIYHOT
Mkr/go3y, no 120 nomunku B MKA. BunpasneHHs TEXHIYHOT
[103 B 2/1IlOMiHIEBOMY MOMWUJIKV B MeTOAax KOHTPO/IKO AKOCTi, NOB’A3aHO 3
KOHTeliHepi 3 HEeBIPHO BMKNAAEHUM NYHKTOM 5. «Po3mip YacTok»
[03yH04nM B creuugikaii Ta MeTogax KOHTPOsIO SKOCTi. [itoua
K1anaHom i pepakuisi. Po3mip yactok. Po3mip yacTok
PO3NMIOKOYOID BM3HAYaloThb 3a J0MOMOroK MiKpPOCKOMii.
Hacajkoro 3 BcTaHoBNIOOTL KNanaH A03yBaslbHOIO iHrasaTopa
3aXUCHUM nepneHAvKyIAPHO HanpsiMy PO3MUIEHHS.
KoBMaykom; no 1 BWKOHYIOTb OIHO PO3MW/IEHHS Ha YMCTe
KOHTeliHepy B npeaMeTHe CKo 3 BiAcTaHi 5 cm Bif KiHUA
KapTOHHIli KopoobLi MyHALWTYKa. [JocnimpKyoTe npenapart nig,
MIiKPOCKOMOM, 06/1ajHaHUM KanibpoBaHUM OYHUM
MiKpOMETPOM, BUKOPUCTOBYOUM Npr6an3Ho 40-
KpaTtHe 36inbLleHHs. Mikpockon ¢hoKycyoTb Ha
YyacTkax 25 nonis 30py No613y Bif LEHTpY
BMNPO6GOBYBaAHOrO 3paska i PeecTpyoTb po3mip
OKpEMMX YaCTOK. PeecTpytoTb KiflbKiCTb i po3mip
BCIX OKPEMUX KPUCTANIYHMX YacTOK. MponoHoBaHa
pegakuisi. Po3mip yactok. Po3mip yacTok
BM3HAYaloTb 3a AOMOMOroK MiKPOCKOMii.
BcTaHOBNIOOTL KNanaH A03yBasibHOro iHransaTopa
nepneHAnKyNsSPHO HaNpsaMy PO3NUIEHHS.
BWKOHYIOTb OIHO PO3MNWIEHHS Ha YMCTe
npegMeTHe CK0 3 BiAcTaHi 5 cM Big KiHUA
MyHALWTYKa. JocnifpkyoTb npenapart nig,
MiKpOCKOMoMm, o6/1aAHaHUM KaslibpoBaHM OYHUM
MIKPOMETPOM, BUKOPUCTOBYOUN Npr6aAM3HO 40-
KpaTHe 36inbLueHHs. Mikpockon hoKyCyoTb Ha
yacTkax 5 nonis 3o0py no6nu3y Big, LEHTPY
BMNPO6GOBYBAHOIO 3paska i peecTpytoTb po3Mip
OKpEMMX 4acTOK. PeecTpytoTb KiflbKiCTb i pO3Mip
BCiX OKpeMMX KpUCTaiuHMX YacTok. 3a3HaveHe
BUNPaB/IEHHS BiANOBiAaE apXiBHUM MaTepianam
peecTpauinHOro 40Cbe
5. | AKBAOETPU PO34YunH BOAHWIA ANs dPapmaneBTUy Monblwa Brpo6HMLTBO, Monblwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a He UA/9205/01/01
M® BITAMIH nepopasnbHOro HWi 3aBOf, nepBrHHe Ta 3MiHu | TUNY - 3MiHK 3 IKOCTi. FoTOBUIA NiKapCbKuii peuyenmom nionsieae
D3 3acTocyBaHHA, «MONb®APM BTOPVHHE 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa
15000 MO/mn; no 10 A» C.A. nakyBaHHs, iMnopTepa/3aMiHK, LLIO CTOCYOTLCA BUMYCKY cepii Ta

Mn abo no 15 mn
abono 30 may

KOHTPO/b Ccepil:
PapmaueBTUYHNI

KOHTPOJH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo fofaBaHHS BUPOGHMKA, Lo
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

chnakoHi 3
KpanenbH1M
Josaropowm; no 1
ch1akoHy B
KapTOHHIA nauwi

3aB0f,
«MNONNb®APMA»
C.A., MonbLya;
Bunyck cepii:
dapmaneBTUYHNI
3aBOf,
«MOJIbGAPMA»
C.A,, MonbLa

BiANOBIAAE 3a BBE3EHHA Ta/abo BMNyck cepii) - He
BK/THOHAI0UN KOHTPO/IL/BUNPOBYBaHHSA cepil -
nepeHeceHHst BUPOOGHWYOI finbHNL
BiANOBIAA/IbHOI 3@ BUMYCK Cepil 3aTBEpKEHOr0
BUPOGHMKa PapmaLeBTUUHNIA 3aBOf,
"MONb®APMA" C.A,, MonbLia
(Bignin MepaHna B Cepapgi, Byn. Bnagncnasa
NokeTka 10, 98-200 Cepaps, MonbLua/
Medana Branch in Sieradz 10, Wladyslawa
Lokietka Str., 98-200 Sieradz, Poland). 3miHu
BHECEHO B iHCTPYKL,i0 415 MEANYHOrO
3aCTOCyBaHHA NikapcbKoro 3acoby oo
HalilMeHyBaHHA BUPOOHMKA 3 BiAMOBIAHNMM
3MiHaMK y TeKCTi MapKyBaHHSA ynakoBKu
nikapcbKoro 3acoby. BeeAeHHs 3MiH NpoTArom 6-
TV MiCALIB NicNa 3aTBEPMKEHHS. 3MiHuM | Tuny -
AZMiHICTpaTWBHI 3MiHU. 3MiHA HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaLKEHHSA AiS/IbHOCTI
BVPOGHMKa/imnopTepa roToBoro ikapcbKoro
3aco0by, BKIYauu AinbHNLI BUNYycky cepii abo
MicLie NpoBeAEHHS KOHTPOTIO AKOCTI. (AISNbHICTb,
3a AKy Bignosigae BUPO6HMK/iMnopTep,
BK/IO4A0UM BUMYCK Cepiid) 3MiHa Ha3BU BUPOGHMKa
dapmaneBTnyHuii 3aBog “MONb®APMA” C.A.
Bigain Mepara B Cepag3i y 3B's3Ky i3 yHicbikauieto
— NpVBeAeHHsA [0 €AUHOT (DOPMU HaNMCaHHSA
BUPOGHMKA, a came PapmMaLeBTUUHMIA 3aBOg,
“MONb®APMA” C.A. 3MiHN BHECEHO B iIHCTPYKL,i1O
ANA MeAUYHOro 3acTOoCyBaHHS NikapcbKoro 3acoby
o4O YHithikauil HanMcaHHA Ha3BM BUPOGHUKA,
TO6TO NepeHeceHHs enemMeHTy «Biggin MegaHa B
Cepapzi» [0 po3ainy «MicLe3HaxomKeHHs
BMPOGHMKA Ta afpeca MicLA NPOBa[KEHHS 1ioro
OiSNIBHOCTI» 3 BiANOBIAHNMMW 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKV NikapcbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPAKEHHS.

ANJAPA

KpeMm 5 %; no 250 mr
B calle; no 12 cawe
B KOPOOLii 3 KApTOHY

Biatpic
Xerckea
Nimiteq

Ipnangis

BMPOBHULTBO,
BMNPOBYBaHHSA
KOHTPOJTIO AKOCTI
(hi3nKO-XimiYHi):
C.N.M.
KoHTpakTdapma
'M6X, HimeuuunHa,;
BMNPOBYBaHHSA
KOHTPO/TIO AKOCTI
(Mmikpo6ionoriyHi):

Jlabop JIC CE i Ko.

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHNX JaHnx nNpo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHVX faHux
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiJaIbHOI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHA
Bifl yNOBHOBaXXEHOI 0cobu, BiANoBiga/IbHOI 3a

3a
peyenmom

UA/12999/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KI, HimeuuunHa; 3[jicHeHHs hapMakoHarisay (BKIYakum
nepBuHHe KOHTaKTHi AaHi) Ta/abo 3MiHU Y PO3MiLLEHHI
nakyBaHHs, macTep-gaiina cuctemu papmakoHarnsgy) 3miHa
BTOPUHHE KOHTaKTHUX AaHVX YyNOBHOBaXKEHOi 0co6M
nakyBaHHs, 3asBHUKA, BiAMOBiAa/IbHOI 3a hapMakoHarnag,
BBE3EHHS Ta BUNYCK 3MiHa MicLe3HaxomKeHHs MacTep-caiina
cepiii: cuctemu chapmakoHarnagy. 3miHa micus
Csicc Kenc 'm6X, 3[iACHEHHSI OCHOBHOT AiSiNIbHOCTI 3
HimeuunHa hapmakoHarnsgy.
7. | ANIKCOIf, cycneHsis ans IHMYHOTEK, Icnanis IHMYHOTEK, C./. IcnaHis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3a UA/17900/01/01
(MONIMEPWU3 | nigwikipHoro C.. 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenmom
OBAHWIA BBefeHHs 2000 Ta Ta thapmakoHarnsgy. BeegeHHs abo 3miHn oo
EKCTPAKT 10000 TO/mn; no y3araJlbHeHUX AaHux npo cuctemy
ANEPTEHY) 2,5 Mn y dhNakoHi; hapmakoHarnsgy (BBeeHHs y3arasibHeHUX AaHnX

pnakoH 3 MPO30poro
ckna |l Tuny 3
npo6koto 3
ByTUNKayuyKy,
3aKyrnopeHuii
KOBMa4KoM CPiGHOro
(cbnakonn A 2000
TO ansa
noYaTKoOBOro
nikyBaHHs) abo
61aKUTHOTO KONbOpY
(cpnakoHu B 10000
TO ansa
nigTPUMYB&aJTbHOIO
NiKyBaHHS); no 2
chnakoHmn (yKynopeHi
KOBMa4yKoM Cpi6HOro
(cpnakoHn A 2000
TO ansa
noYaTKoOBOrO
NiKyBaHHA) Ta
6/1aKUTHOTO KOSbOPY
(cbnakoHu B 10000
TO ansa
niATPYMYBaIbHOTO
nikyBaHs)) abo no 1
hnakoHy
3aKyrnopeHomy
KOBMa4KkoM
61aKUTHOTO KONbopy
(cbnakoHn B 10000
TO ansa
nigTPUMYBasIbHOTO
NiKyBaHHs) y 6iniii

npo cuctemy hapMakoHarnsay, smiHa
YMOBHOBaXEHOI 0cobu, BiANoBiAabHOT 3a
3AiicCHEHHS chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuUKa Ans 34INCHEeHHs
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOT 0co6MU, BiANOBiLa1bHOI 3a
3[jicHeHHs dhapmakoHarnsay (BKIoyarum
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-palina cuctemu hapmMakoHarnsay) -
3MiHa KOHTaKTHOT 0CO6U 3asiBHUKA,
BiANOBiAaNbLHOI 3a chapmakoHarnsag, B YKpaiHi.
[itova pepgakuis: AynnixiHa TeTsaHa BikTopiBHa.
MponoHoBaHa pepgakuis: CTawwyk TeTaHa
CepriiBHa. 3MiHa KOHTaKTHUX JaHWUX KOHTaKTHOT
0cobu 3as1BHMKA, BiANOBIAALHOT 38
thapmakoHarnag B Ykpaini




24

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Kopoo6u;i 3
yAapocTiiikoro
nAacTuky, Wo
3anoBHeHa
cniHeHUM
marepiasiom
8. | AZIMIPAN PO3YMH ANS iH'EKUiA, Megokemi Kinp Megokemi NimiTepq, Kinp BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3a UA/9465/01/01
75 mr/3 mn nTa 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peyenmom
no 3 mn B amnyni; Ta chapmakoHarnsagy. BeegeHHs abo 3miHm o
no 5 amnyny y3arasibHeHNX JaHnx npo cuctemy
6nictepi; no 1 a6o 2 hapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHUX
6nictepn y npo cuctemy thapmakoHarnsgy, 3miHa
KapTOHHI Kopo6Lyi YMOBHOBaXEHOI 0cobu, BiANoBiAabHOT 3a
3AiicCHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuUKa Ans 34INCHEeHHs
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOT 0co6MU, BiANOBILa1bHOI 3a
3[jicHeHHs dhapmakoHarnsay (BKIoyarum
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-aiina cuctemu chapmakoHarnisgy). 3miHa
KOHTaKTHOI 0CO6M 3as1BHVKA, BignoBigasibHOI 3a
thapmakoHarnag B Ykpaii.
Litova pepakuia: Menex liogmuna
OnekcaHgpiBHa. MNponoHoBaHa peAakuis:
MapauweHko Hatanis BonogumupisHa. 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOT 0CO6U 3asABHNMKa,
BiANOBiAaNbHOI 3a (hapmakoHarnsg B YKpaiHi.
9. | ANYBIA® TabneTku, BKpUTI E66Bi LBeiiuapi NOBHUIA LMK HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a He UA/6423/01/01
NAiBKOBOO Biochapmacsto a BMpO6GHUUTBA: 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuyenmom nionsieae
06010HKot0, No 200 Tikan3 MmeX E668i [loiiuneHg, Ha3BW NikapcbKoro 3acoby. 3MiHEHO Ha3By
mr/50 mr; no 120 M6X i Ko. KI' nikapcbkoro 3acoby. 3atBepmxeHo: A/TYBIA.

TabneTok y hNakoHi;
no 1 dpnakony y
KapTOHHI Kopo6Lyi

3anponoHoBaHo: AJTYBIA®. BBeeHHS 3MiH
NPOTAroM 6-TW MICALIB MiC/1A 3aTBEPAKEHHS.
3MmiHu |l Tuny - 3MiHK Woao 6e3nekn/edpeKTBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHu) - 3MiHW BHECEHO
[0 IHCTPYKUiT 4519 MeAMYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainy
"Micue3HaxompKeHHs BUPO6HMKa Ta afgpeca Micus
NPOBaZKEHHS Oro AisNbHOCTI", a TakoX 3MiHK
BHECEHO [0 IHCTPYKLi 419 MeAUYHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3gainy
"B3aemogis 3 iHWVMKU fikapcbkuMu 3acobamu Ta
iHWIi BUAM B3aEMOAIIi" BigNOBIAHO A0 OHOB/EHOI
iHhopMawLii 3 6e3nekn 3aCToCyBaHHS NiKapcbKoro
3ac00y, a TakoX [0 NYHKTY 17 TEeKCTY MapKyBaHHS
BTOPWHHOT YNakoBKW NiKapCbKoro 3acoby
BHOCUTbLCS Ha3Ba KoMnaHii BUpo6bHWKa. BBegeHHs
3MiH NpOTArom 6-T1 MicALIB Micna 3aTBEPAKEHHS
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
10. | ANTYBIA® TabneTkun, BKpUTI E66Bi Lseiuapi MOBHWIA LMK HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiis: 3a He UA/6423/01/02
NAiBKOBOO Biochapmacbto A BMpo6GHUUTBA: 3MiHW | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom niosnsieae
060n0HkKot0, No 100 Tikan3 MmoX E66Bi [oiiunens, Ha3BW NikapcbKoro 3acoby. 3MiHEHO Ha3By
mr/25 mr; no 60 v6X i Ko. KI nikapcbkoro 3acoby. 3atBepmxeHo: A/TYBIA.
TabneToK y chriakoHi; 3anponoHosaHo: AJTYBIA®. BeeeHHS 3MiH
no 1 dpnakony y NPOTAroM 6-TW MIiCALIB MiCNA 3aTBEPKEHHS.
KapTOHHIli Kopoobui 3Mminu |l Tuny - 3miHn Wwoao 6e3nekn/edhekTBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu) - 3MiHW BHECEHO
[0 IHCTPYKUiT 418 MeAnyYHOro 3acTocyBaHHs
NikapcbKoro 3acoby A0 po3ainy
"MicLe3HaxomKeHHs1 BUpOGHMKa Ta afpeca Micus
NPOBAKEHHS Or0 Ais/IbHOCTI", a TakoX 3MiHN
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHSA fikapcbkoro 3acoby Ao po3ainy
"B3aemogisa 3 iHWVMK NikapcbkuMn 3acobamu Ta
iHLWIi BUAM B3aEMOAI" BigNOBIAHO 40 OHOB/IEHOI
iH(hopMaLii 3 6e3nekn 3acToCyBaHHS NiKapcbKoro
3ac06y, a TakoX [0 NyHKTY 17 TEeKCTY MapKyBaHHS
BTOPWHHOT YNakoBKW /iKapCbKOro 3acoby
BHOCUTbLCS Ha3Ba KoMnaHii BUpO6HWKa. BBegeHHSA
3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepAKeHHS
11. | ANIbBYBEH PO34unH ANs iHQy3il TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3a UA/15875/01/01
10 %; no 50 mn, 100 "BIODAPMA MNA3MA", YkpaiHa 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOoTOBMIA NiKapCbKui peyenmom
My chnakoHi; no 1 MNA3MA" (BUPOGHMLTBO, 3aci6. KOHTpO/1b FOTOBOro NiKapcbKoro 3acooby.
chnakoHy y nauui 3 nepBuHHE Ta 3miHa napameTpiB cneuudikayii Ta/abo
KapTOHY BTOPUHHE [OMyCTUMUX MEX rOTOBOTrO NiKapCbKoro 3acoby
nakyBaHHs1, (3BYXKEHHS [ONYCTUMUX MEX) - 3BYXXEHHS
KOHTPO/b SKOCTI, [ONyCTUMMX MeX 3a M. «bakTepianbHi
BWMYCK Cepiid) €HOO0TOKCUHU» 3 «MeHLe 1.7 MO/M» 00 «MeHLe
1.3 MO/mn» ana 20% po3unHy. HopmyBaHHS
BMiCTy 6akTepiasibHMX eHA0TOKCHHIB Ans 10 %
PO34MHY He 3MiHIETbCA (MeHLwWwe 1.3 MO/mn).
MeToavka BU3HAYEHHS 3aNMLIaeTbCs 6e3 3MiH.
Takox, BHECEHHS peakLiliHiX 3MiH 40 onucy
MeToAy KOHTPO/II0 3a N. «bakTepiasibHi
€HJOTOKCUHM», a came - BUTyYeHHs geTtanizauil
onuncy MeTOAVKM NPOBeAEHHS BUMPOOYBaHHSA
12. | ANiIbbYBEH PO34nH ANs iHQys3il TOB YkpaiHa TOB "BIO®PAPMA YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/15875/01/02
20 %; no 50 mn, 100 "BIOPAPMA MNA3SMA" 3MiHu | TURY - 3MiHK 3 SKOCTI. FOTOBWIA NiKapPCbKNi peyenmom
My dpnakoHi; no 1 MNA3MA" (BpOGHMLTBO, 3aci6. KOHTposib roTOBOro NikapcbKoro 3acoby.
hnakoHy y nauui 3 nepBrHHe Ta 3MiHa napameTpiB cneuudikauii Ta/abo
KapTOHYy BTOPVIHHE LOMYCTUMMX MEX FOTOBOTO JTiKapCbKOro 3acoby
nakyBaHHs, (3BY)XEHHSI fOMYCTUMUX MEX) - 3BYXXEHHSA

KOHTPO/b SIKOCTI,
BWMYCK Cepiii)

[onycTuMmmx mMex 3a n. «bakrepianbHi
€HAO0TOKCUHM» 3 «MeHLe 1.7 MO/Mn» A0 «MeHLle
1.3 MO/mn» ana 20% po3ymHy. HopMmyBaHHSA
BMICTy 6akTepiasibH/X eHO0TOKCKHIB Ana 10 %
PO34MHY He 3MiHIETbCA (MeHwe 1.3 MO/mn).
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MeToguka BU3HaUEHHS 3anLIaeTbCs 63 3MiH.
Takox, BHECEHHA pefakLUiliHNX 3MiH A0 onucy
MeToAy KOHTPOsIo 3a N. «bakTepianbHi
€HAO0TOKCUHU», a came - BUTyYeHHs geTanizauii
onuncy MeToAvKM NpoBeAeHHS BUMPOOyBaHHA
13. | AMBPOKCO/ | Tta6netku no 30 mr; MAT YkpaiHa MAT YkpaiHa/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 nidnsieae UA/2084/01/01
no 10 Tabnetok y "KviBmegnpen «KviBmegnpenapar» CnoBeHis 3miHu | TMny - 3MiH Woao 6e3nekn/edeKTUBHOCTI peyenma
6nictepi; no 2 apar” , YkpaiHa; TOB Ta (hapmakoHarnagy. BHeceHHs abo 3miHa(u) Ao
6nictepn y nauui «Mapigpapm», 3060B'13aHb Ta YMOB BMAaYi peecTpauiinHoro
CnoBeHis nocBiAYeHHs, Bktoyaroun MiaH ynpaeniHHA

pu3nkamm (3acTocyBaHHA TEKCTY, AKWIA
NOroKEeHN 3 KOMMETEHTHUM OpraHom)
3asBHMKOM HalaHO OHOBJIEHWIA MNaH ynpasiHHA
pu3nkamm Bepcisa 1.0. 3MiHY BHECEHO [0 YacTuH: |
«3arasibHa iHgpopmais» |1l «Cneuundikauis 3
6e3nekn» Il «MnaH 3 dhapmakoHarnagy» V
«3axoam 3 MiHiMi3auji pusukie» VI «Pestome nnaHy
ynpaBniHHS pusnkamu» VIl «[logatku». B mexax
3MiHV HaAaHO OHOBJIEHUIA NaH yNpaBs/liHHA
pusukamu, Bepcis 1.0 - Pe3ome nnaHy ynpas/iHHA
pusnkamun gogaetbes. 3Minm | Tuny - 3MiHu Woa0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHW) - 3MiHV BHECEHO A0 IHCTpyKUii ans
MeAUYHOro 3aCToCyBaHHA NiKapCbKoro 3acoby
CTOCOBHO peflakTOPCbKMX MPaBOK TEKCTY B
po3ainax "Cknag'", "®apmMakosoriuHi BnactmsocTi"
nigpo3ainu "®apmakogvHamika' Ta
"®apmakokiHeTuka", "MpoTunokasaHHs",
"Oco61BOCTI 3aCTOCYBaHHA", "3acTOCyBaHHS Yy
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"34aTHICTb BNIMBATY Ha LUBWAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM abo iHWMK
MexaHismamu', "Cnocib 3acTocyBaHHs Ta fosmn",
"MepeposyBaHHa", "Mo6ivHI peakuii” (LWogo
BaX/IMBOCTI 3BITYBaHHS NPO NOBGIYHI peakLir).
TepmiH BBEAlEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPMAKEHHSA. 3MiHU | TUny - 3MiHW WoA0
6e3nekn/edpekTUBHOCTI Ta thapmakoHarniagy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeJUYHOr0 3aCTOCYBaHHS
reHepuYHNX/ribpuaHNx/6ionodibHNX NMikapCbknx
3ac06iB nicna BHECEHHSA TiET camoi 3MiHN Ha
pedhepeHTHUI npenapar (3MiHa He NnoTpebye
HaZjaHHS XOAHMX HOBUX AOAATKOBUX AaHWX) -
3MiHU BHECEHO A0 IHCTPYKLiT ANS MeanyHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3zainis
"®apmakonorivyHi B1acTMBOCTI" Migpo3ain
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
"®apmakokiHeTuka", "Ocob/MBOCTi 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHs Ta fo3u", "Mo6iuHi peakuii”
BiANOBIAHO A0 iHopMaLii pethepeHTHOro
nikapcbkoro 3acoby flasonsaH, Tabnetku no 30 mr.
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micAuis nicns
3aTBEPKEHHS
14. | AMIOOAPOH- | Ta6netku no 200 wmr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3a UA/6506/01/01
OAPHULUA no 10 TabneTtok y "papmaueBTu "®apmMaueBTUYHA 3MiHu | TUNy - 3MiHK 3 AKkocTi. CepTudikat peyenmom
KOHTYPHIli yHa hipma dipma "JapHuus" signosigHocTi/l E-cepTudikar BignosigHocTi
YapyHKOBIl "NapHuus" €Bponeiicbkin dhapmakonei/MoHorpadii. 3miHu,
ynakosLi; no 3 noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
KOHTYPHI YapyHKOBI BigMNoBIAgHICTL A0 MOHorpadii 4PY abo
yMakoBKU B MayLli €Bponelicbkoi hapmakonei, abo iHwoTi
HauioHanbHOI chapmakonei gepxasu €C (iHLi
3MiHM) NnpuBeAeHHsA cneumdikaLii Ta aHaniTUYHNX
meToank AdI MoBigoH Ao BUMor moHorpadii EP Ta
oy
15. | AMCOPBIH MOPOLLIOK ANs AT «dapmak» YkpaiHa AT «dapmak» YkpaiHa BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 6e3 UA/17825/01/01
OpasTIbHOT cycneHsii 3MiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBMIA NikapCbKui peyenma

no3r;no3,76rs.
cawe; no 10 a6o 30
calue y nayui

3aci6. CuctemMa KoHTeliHep/3aKynoptoBasibHU
3aci6. 3miHa napameTpiB cneumdikauiin Ta/abo
[0MyCTUMMX MEX MEPBUHHOI YNakoBKy roTOBOrO
niKkapcbKoro 3acoby (BUyYEHHSI HE3HAYHOro
nokasHuka (Hanpvknag 3acTapisioro NokasHuka)) —
OHOBJ/IEHHS po3gainy 3.2.P.7 Cuctema koHTeliHep/
3aKynopoBasTIbHUI 3aci6, a came: BUNyUYEeHHS 3
cneuudikaLii Ha doonbronneny (ponbra
a/loOMiHIEBA JlaMiHOBaHa nanepom Ta
nonietuneHom) n. «padivyHe ohopmNeHHS,
NpaBU/IbHICTb HAHECEHHS TeKCTy», «LLnpunHa
chonbronneHy», «BusHauyeHHs1 HaginHOCTI
HaHeCceHHs Apykapcbkux dapb Ta 3aXMCHOro naky
Ha goonbry (Agresis chnekcorpadyCbkoro Apyky)»,
«CTIillKiCTb MOBEPXHEBOTO LWapy poNbronsieHy Ao
BMCOKOI TemnepaTtypu (TemnepaTtypHuii TecT)»,
«CKnetoBaHHsA». 3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHKii 3aci6. 3MiHa
napameTpiB cneyndikauii Ta/abo JonycTUMmx
MeX NepPBUHHOI YNakoBKM rOTOBOIO NiKapCbKOro
3aco6y (iHLi 3MiHK) - OHOBNEHHSA po3ainy 3.2.P.7
CucTtema KoHTeliHep/ 3akynoptoBasibHUiA 3acio, a
camMe: BHECEHHS 3MiH [0 cneuumdikauii Ha
honbronneHy (honbrn antomiHieBoi namiHoBaHoOT
nanepom Ta nonieTuneHom) 3a n. «30BHiLLHIi
BUrNAL». 3MiHM | TURY - 3MiHK 3 AKoCTi. FoToBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBa/ibHUIA 3aci6. 3miHa
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
napameTpiB cneundikauii Ta/abo gonycTuMmx
MeX MepPBUHHOI YMakKoBKM rOTOBOTO NiKapCbKOro
3ac06y (iHLWi 3MiHN) — OHOBNEHHA po3giny 3.2.P.7
Cuctema KoHTeliHep/ 3aKynoproBasibHWiA 3aci6, a
camMe: BHECEHHS 3MiH [0 cneuuadikauii Ha
dhonbronneny (oosbru antoMiHieBOi namiHOBaHOT
nanepom Ta nonietuneHom) 3a n. «LLinbHicTb
hOIbroneHy».
3MiHuW | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkwii
3aci6. Cuctema KoHTeliHep/3aKynopoBasibHNI
3aci6. 3MiHa nocTavasibHMKa NakyBaslbHUX
MaTepianis abo KOMNAEKTYUMX (SKLLO 3a3Ha4YeHo
B [1OCb€) (3amiHa abo foAaBaHHS nocTavyaibHuKa)
(B.I.r.7. (6) 1A)
— BHECEHHS a/lbTepPHATMBHOTO MocTavyasibHuKa
maTepiasly ynakoBku A1 BUrOTOB/IEHHS calle 3
honbronneny (doobryu antoMiHieBOi namiHOBaHOT
nanepom Ta nonietTuneHom) — Pinii «BiHnak» TOB
«CTONNYHWI MANH», YKpaiHa.
16. | APTUDPUH- PO3UYuH AnA TOBAPUCTB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a He UA/1349/01/02
340POB'A iH'eKLii; O3 BMPO6GHMLTBA, YTOUYHEHHA HanNUCaHHA JlikapcbKoi hopmu B peyernmom nidnsieae
ToBapucTBo 3 OBMEXXEHO KOHTPO/b SKOCTI, Hakasi Ne 87 Big 13.01.2025 B npoueci
06MeXeHo 10) BMNYCK cepil: BHECEHHSA 3MiH (3MiHu | TNy - 3MiHK 3 AKOCTI.
BiANOBIAAILHICTIO BIANOBIAAN TosapucTBo 3 oTOBMIA NiKapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
"®apmaveBTUYHa bHICTIO 06MexeHot 3miHa iMnopTepa/3MiHu, L0 CTOCYTLCS BUMYCKY
KOMNaHis «KOPMNOPAULY BiANOBIf&/IbHICTIO cepil Ta KOHTPOJI0 AKOCTI rOTOBOrO NiKAPCLKOro
"3popos'a™: no 1,7 A "®dapmavueBTuyHa 3acoby (3amiHa abo AofasaHHsA BUPOOHNKA, LLO
M B amnysii; no 10 «3[0POB’A» KOMMaHis BiANOBiAaE 3a BBe3EHHA Ta/abo BMNyck cepii) - He
amnyn y KapTOHHil "3popos'sa"”, BK/1HOYA0UN KOHTPO/IL/BUNPOBYBaHHSA cepil -
Kopobui 3 YkpaiHa; [opasaHHA dyHKLiT BUNYCK cepii BXxe
neperopogkamu; no BCi cTagji 3aTBEPAKEHOMY BUPOGHUKY: TOBapuCTBO 3
1,7 mn B amnyni; no BMpPOGHULTBA, o6MmexeHoto BignosiaanbHicTio "®APMEKC MPyM"
5 amnyn y 6nictepi; KOHTPO/b SKOCTI, (YkpaiHa, 08301, Kniscbka 0611., MmicTo Bopucnins,
no 2 6nictepu B BUMYCK Cepii: Bynuus LLleBueHka, 6yamHok 100), skuii Bignosigae
KapTOHHIA KopobL; ToBapucTBO 3 3a BCI cTafii BUPOOHULITBA, KOHTPOb SKOCTI.
no 1,7 mn B amnyni; 06MEeXEHO 3MiHV BHECEHO B IHCTPYKLitO 4719 MeANYHOro

no 10 amnyny
6nictepi; no 1
6nictepy B
KapTOHHI KopobL;
no 1,7 mn y kapnyni;
no 10 kapnyny
6nicTepi; no 5
6nictepiB y
KapTOHHI Kopoo6Lii.
ToBapucTBO 3
06MexeHot
BiANOBIAA/ILHICTIO

BiANOBiAa/IbHICTIO
"OAPMEKC I'Pynmn"
Ykpaina

3acTocyBaHHsA y po3aiv "Bupo6HuK” Ta
"MicuesHaxopkeHHs BUPO6HMKa Ta afpeca Micus
NPOBaKEHHS NOT0 Ais/IbHOCTI" y 3B'A3KY 3
BBEEHHAM [0aTKOBOro BUPOBHMKA Ta AK
HacnifokK - BignoBiAHi 3MiHW y TEKCTI MapKyBaHHS
ynakoBKM Nikapcbkoro 3acoby. BeefeHHs 3MiH
NpoTArom 6TV MiCALiB NiCNSA 3aTBEPAXKEHHS. 3MiHN
| TMNy - 3MiHK Wwoao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - OHOBNEHO TEKCT
MapKyBaHHA NMepBUHHOT Ta BTOPUHHOI YNakoBKU
nikapcbKoro 3acoby, a came BUSTy4eHO
iHchopmauito, 3a3Ha4YeHy pocCiiiCbKOK MOBOH), Ta
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

“@APMEKC IPYIM”:
no 1,7 mny kapnyni;
no 10 kapnyny
6nicTepi; no 5
6nicTepiB y
KapTOHHI KOpo6Li

BHECEHO 3MiHU | HE3HAYHI peAakuiliHi NnpaBku y .
2, 5, 6 nepBMHHOI ynakosku Tan. 2, 4, 5, 6, 11, 17
BTOPUHHOI YNakoBKM NiKapCbKOro 3acoby.
BBefeHHs1 3MiH NpoTArom 6Tu micsuis nicns
3aTBepKeHHs). Pefakuis B Hakasi - ToBapucTso 3
06MeXeHol0 BignosifanbHICTIO "dapmaleBTuyHa
KommnaHia "3gopos'a”: no 1,7 mn B amnyi; no 10
amnys y KapTOHHIli KOpob6Li 3 neperopogxamu; no
1,7 mn B amnyni; no 5 amnyn y 6nictepi; no 2
6nicTepy B KapTOHHI kopo6uj; no 1,7 mn B
amnyni; no 10 amnyn y 6nictepi; no 1 6nictepy B
KapTOHHIiA kopo6ui; no 1,7 mn y kapnyni; no 10
Kapnyn y 6nictepi; no 5 65icTepiB y KapTOHHii
KopobLi. TOBapnCTBO 3 06MEXEHOID
BignosiganbHicTio “PAPMEKC M'PYM”: no 1,7 mny
kapnyni; no 10 kapnyn y 6nictepi; no 5 6nictepis y
KapTOHHI Kopo6ui. BipHa pegakuis - po3unH
AN iH'ekuiii; ToBapucTBO 3 0GMEXEHO
BignoBiganbHicTIO "®apMaLeBTUYHA KOMNaHIA
"3popos'a": no 1,7 mn B amnyni; no 10 amnyn
Y KapTOHHIi KOpoO6Li 3 neperopogkamu; no 1,7
MA B amnysii; no 5 amnyn y 6nictepi; no 2
6nicTepu B KapTOHHI Kopo6Li; no 1,7 Mn B
amnyni; no 10 amnyn y 6nictepi; no 1 6nicrepy
B KapTOHHI KOpo6Li; no 1,7 mn y kapnyni; no
10 kapnyn y 6nictepi; no 5 6nicrepiB y
KapTOHHili kopo6Li. ToBapucTBO 3 0GMEXEeHOI
BignoBiganbHicTio “©@APMEKC 'PYN”: no 1,7
MA y Kapnysi; no 10 kapnyn y 6nictepi; no 5
6nicTepiB y KAPTOHHIl KOpo6L.

17.

ATOPBACTA
TWUH 10
AHAHTA

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO10, M0 10
mr, no 10 TabneTok
y 6nictepi; no 3
6nictepu y Kopobui

AHaHTa
Megikeap N14.

Benuka
BpuTaHis

AHaHTa Megikeap
NimiTes, IHAis

ApTypa
dapmacbioTikans
Met. NT4., IHAiA

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOoTOBMIA NiKapCbKui
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYIOTLCSA BUMYCKY cepii Ta
KOHTPOJIO0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gopasaHHS BUPOGHMKA, WO
BiANOBIAAE 3a BBE3EHHA Ta/abo BMMNYCK cepil) -
B/itoyatoumn KOHTposb/BUNPOBYBaHHSA cepii -
3amiHa BMPOOHUYOI AiNbHULI | MicLs NPOBEeAEHHS
KOHTPOJII0 SIKOCTi FOTOBOTO JlikapcbKoro 3acoby,
BK/IIOYat0uM /BUNPO6YBaHHA cepii, a came AHaHTa
Megikeap JlimiTeq 3amictb ®namiHro
dapmacboTukasic JITa. 3aTBepmKeHuii BUPOGHUK
ApTypa dapmacbtoTikans MeT. /ITh. 3anuwaeTbes.

3aTBepaKeHo: BMpOGHMK NikapcbKoro 3acoby:
®namiHro ®apmacototukanc Ta,.,
E-28,0nn.®aep bpireiig, M.I.A.C., Tanogxa,

3a
peyenmom

He
nionsieae

UA/0688/01/01
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n/n

JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o

18.

ATOPBACTA

PaiioH Paiirag, MaxapawTtpa, IH-410 208, IHgis
Aptypa ®apmacbtoTikans MeT. 114,

1505 Moprtisa Poyg, Wpi Citi CE3, CeTaBeny
Mangan, PaiioH Yittop -517 588, wrat AHaxpa
Mpagew, IHAjsA
3anponoHoBaHo:

Brpo6HYK nikapcbKoro 3acoby:

AHaHTa Megikeap Nimites, IHgis Yak 17 M1, Arpo
dya napk Poyg, PIIKO IHgacTpian Epia, Ygior
Bixap, LWpiranranarap - 335002 (PagxacTtaH),

IHais
ApTtypa ®apmacsbtoTikans Met. N114.
1505 Moprtisa Poyg, Wpi Citi CE3, CeTaBeny
Mangan, PaiioH Yittop -517 588, wrat AHAxpa
MpageLw, IHAIS. 3MiHWM BHECEHO B IHCTPYKLi0 ANs
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKoro 3acoby y
po3ainu "BupobHuk", "MicLie3HaxomKeHHs

BMPOGHMKA Ta afpeca MicLA NPOBa[KEHHS 1ioro
LisiNbHOCTI" 3 BigNOBIAHMMM 3MiHAMMW B TEKCTI

MapKyBaHHS1 yNakoBOK BBefileHHs1 3MiH NpoTsArom

3-x MicsauiB nicnsA 3aTBEpLKEHHA. 3MiHK | Tvny -

3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y

BMPO6HULTBI. 3amiHa abo BBEEHHS 4,0AaTKOBOI

AiNbHULI BUPOBGHMLTBA [/19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOrO NiKapCbKOro

3aco6y (ginbHMLSA, Ha SiKili NPoOBOAATLCA By Ab-SiKi

BMPOGHWYI cTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJIHO AKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, 419 HECTEPUIIbHUX NiKaPCbKNX
3aco6iB) - BeegeHHs 3MiH NpoTsArom 3-x micsuis

nicns 3aTBepmkeHHs. CynyTHS 3MiHa - 3MiHu 3
AKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y

BMPOOHULTBI. 3amiHa abo BBeEeHHS [0AaTKOBOI

AiNbHULI BUPOBGHMLTBA A1 YacTuHM abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro

3aco6y (AiNbHULA AN BTOPUHHOTO NakyBaHHS) -

3MiHu 3 sKocCTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHM y
BMPO6HULTBI. 3amiHa abo BBEEHHS [,0AaTKOBOI
AiNbHULI BUPOBGHMLTBA [/19 YacTUHM abo BCbOro
BMPOGHNYOrOo NpoLecy roToBOTO NiKapCbKOro
3acoby (AinbHULA AN NEePBUHHOIO NakKyBaHHS) -
3amiHa AinbHuLi BUpobHMLTBA rOTOBOrO
nikapcbKoro 3acoby, a came AHaHTa Megikeap
NimiTe 3amicTb ®namiHro dapmacbiotTukasic J114,.
3aTBEPMKEHNI BUPOOHNK ApTypa
dapmacbtoTikans MMBeT. JIT4. 3aNMWaeTbCs.

nocsi0OYeHHs

TabneTku, BKPUTI

TUH 20

AHaHTa

NNiBKOBOK

Megikeap /T4.

Benwvka
BputaHis

AHaHTa Megikeap
Nivitea, IHaia

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:

3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBMIA NikapCbKuii

3a

He

UA/0689/01/01

peyenmom

nionsieae
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Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
AHAHTA o6onoHkoto, no 20 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa
Mr, no 10 TabneTok ApTypa iMnopTepa/3miHu, L0 CTOCYIOTLCA BUNYCKY cepii Ta
y 6nictepi; no 3 dapmacbioTikan3 KOHTPOJIH0 SIKOCTi FOTOBOTrO NiKapCbKoro 3acoby
6nicTepu y kopobu,i MeT. N14., IHAia (3amiHa abo foaaBaHHS BUPOGHMKA, WO

BiAANOBiAaE 3a BBE3EHHSA Ta/abo BUMNYCK cepil) -
Bkntoyaroun KOHTposib/BUNpobyBaHHSA cepii -
3amiHa BMPO6HUYOI AiNbHULI | MicUs NPOBEeAEHHS
KOHTPOJtO SIKOCTi FOTOBOrO NikapCbKoro 3acoby,
BK/IlOYatoumM /BUNPOBYBaHHA cepil, a came AHaHTa
Megikeap flimiTes 3amicTb ®namiHro
dapmacboTukasic JITa. 3aTBepmKeHnii BUPOGHUK
ApTypa dapmacbtoTikans MBeT. J/ITh. 3anuwaeTbes.

3arBepakeHo: BUpo6HWK nikapcbkoro 3acoby:
®namiHro ®apmacbiotukanc /1714.,
E-28,0nn.®aep bpireiig, M.I.A.C., Tanogxa,
PaiioH Paiiraa, Maxapawtpa, IH-410 208, IHgis
ApTtypa ®apmacsbtoTikans Met. N114.

1505 Moprisa Poyg, Wpi Citi CE3, CeTaBeny
Mangan, PaiioH Yittop -517 588, wrat AHaxpa
Mpagew, IHAis
3anponoHoBaHo:

Bupo6HuK nikapcbkoro 3acoby:

AHaHTa Megikeap flimitea, IHgia Yak 17 M/, Arpo
dya napk Poyg, PIIKO IHgacTpian Epia, Ygior
Bixap, LLpiraHraHarap - 335002 (PagxactaH),
IHais
ApTtypa ®apmacbtoTikans Met. N114.

1505 Moprtia Poyg, Wpi Citi CE3, CeTaBeny
Mangan, PaiioH YitTop -517 588, wrat AHaxpa
Mpageww, IHAIS. 3MiHM BHECEHO B IHCTPYKLUil0 ANs
MeAMYHOro 3aCTOCyBaHHA NikapCbKoro 3acoby y
po3ainu "BupobHuk", "MicLe3HaxomKeHHs
BMPO6GHMKA Ta agpeca MicLsa NPoBaKeHHs 11oro
LifNbHOCTI" 3 BiANOBIAHVMMN 3MiHAMMW B TEKCTI
MapKyBaHHs yNakoBOK BBeieHHs1 3MiH NpoTSrom
3-x MicAUiB MicnA 3aTBepAKEHHS. 3MiHu | TNy -
3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOOHULTBI. 3amiHa abo BBeEHHS [0AaTKOBOI
AiNbHULI BUPOBGHMLTBA A1 YacTuHM abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3aco0y (fiNbHULA, Ha SKil NPOBOAATLCA Gy Ab-AKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJII0 AKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, 4151 HECTEPUIIbHUX NiKAPCbKNX
3aco6iB) - BBegeHHs 3MiH NpoTsArom 3-x micsuis
nicnsa 3arBepaxeHHs. CynyTHA 3MiHa - 3MiHU 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. 3MiHn y
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BMPO6HULTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI
AiNbHULI BUPOGHMLTBA /18 YacTUHM abo BCbOro
BMPOGHMYOro NPOLLeCY rOTOBOTO /1iKapCbKOro
3aco6y (AiNbHWLA AN BTOPUHHOTO NaKyBaHHS) -
3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOOHULTBI. 3amiHa abo BBEEHHS [04aTKOBOI
AiNbHULI BUPOBGHMLTBA A1 YacTuHM abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3aco6y (AiNbHWUA 415 NEPBUHHOIO NakyBaHHS) -
3amiHa ginbHWL BUpO6HULITBA FOTOBOTO
nikapcbkoro 3acoby, a came AHaHTa Megikeap
NimitTeq 3amictb ®namiHro PapmacboTrkasc /T4,
3aTBEpIXEHUNIA BUPOGHMK ApTypa
PapmacbioTikans MeT. JIT4. 3aNMWaeTbCs.
19. | ATOPBACTA | Tabnetku, BKpUTI TOB «TeBa YkpaiHa TeBa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/16377/01/01
TUH-TEBA MN/1iBKOBOIO YkpaiHa» 3miHu | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
060/10HKOI0 M0 10 Ta (hapmakoHarnagy. BHeceHHs abo 3miHa(u) Ao
mr: no 10 TabneTok 3060B'13aHb Ta YMOB BMAaYi peecTpauiinHoro
y 6nicTepi; no 3 abo nocBiAgYeHHs, BkoYaroun MaaH ynpaeniHHA
6, abo 9 bnictepiB y pr3nkKamu (iHLWi 3MiHK) - 3asiBHUKOM HaZaHo
Kopob6ui; no 15 OHOB/IEHUI MnaH ynpaBniHHA pyu3vkamu Bepcis
Tabnetok y 6nictepi; 2.0. 3miHM BHeceHO 80 YacTuH: | «3arasnbHa
no 2 abo 4, a6o 6 iHhopmauis» 1l «Crneundikanis 3 6e3nekm» V
6nicTepis y kopoobLi «3axoam 3 MiHimisauii pusukie» VI «Pestome nnaHy
ynpaBniHHa pusnkamu» VIl «[JoaaTku» (404aTOK-
8) y 3B’A3KY 3 OHOB/IEHHAIM ileHTUIKOBAHNX Ta
NOTEHLiHNX PU3MKIB Ha NiACTaBi aKTyanbHOT
iHcpopmauii pechepeHTHoro 13 Copric. Pestome
MnaHy ynpasniHHA pu3nkamun Bepcis 2.0
[0A3€ETbCA
20. | ATOPBACTA | Tabnetku, BKpUTI TOB «TeBa YkpaiHa Tesa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/16377/01/02
TUH-TEBA NAiBKOBOO YkpaiHa» 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peyenmom
060n0HKot0 Nno 20 Ta hapmakoHarnsgy. BHeceHHst abo 3miHa(n) oo
mr: no 10 TabneTok 3060B'A3aHb Ta YMOB BuAadi peectpauiiiHoro
y 6nictepi; no 3 aéo NoCBIAYEHHS, BKIoYatoun MNnaH ynpasiHHA
6, a6o 9 6nicTepiB y pv3vkamu (iHWi 3MiHK) - 3asBHUKOM HagaHo
Kopo6uj; no 15 OHOB/IeHUIA MNnaH ynpasniHHA pusnkamu Bepcis
Tabnetok y 6nictepi; 2.0. 3MiHM BHECEHO [0 YacTuH: | «3aranbHa
no 2 a6o 4, abo 6 iHpopmauis» Il «Cneuymdpikanis 3 6e3nekn» V
6nicTepiB y KopobLi «3axoaM 3 MiHiMi3aLji pusukie» VI «Pestome nnaHy
ynpasniHHA pusmkamm» VIl «ogaTkm» (o4aTok-
8) y 3B'A3KY 3 OHOB/IEHHSIM iAEHTUIIKOBAHNX Ta
NOTEHLIHNX PU3MKIB Ha NiACTaBi akTyanbHOT
iHcbopmawii pedpepeHTHOro /13 Copric. Pestome
MnaHy ynpaeniHHS pusmkamm Bepcis 2.0
[0A3ETbCA
21. | ATOPBACTA | TabneTku, BKpUTI TOB «TeBa YkpaiHa TeBa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/16377/01/03
TUH-TEBA NAiBKOBOO YKpaiHa» 3MiHu | TMny - 3MiHK Woao 6e3nekn/edpeKTMBHOCTI peyenmom
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
o060n0Hkot0 no 40 Ta hapmakoHarnsgy. BHeceHHst abo 3miHa(n) oo
Mmr: no 10 TabneTok 3060B'AA3aHb Ta YMOB Buaui peecTpauiiiHoro
y 6nictepi; no 3, abo NOCBiAYEHHS, BKIoYatoun MNnaH ynpasiHHA
9 6nicTepiB y pv3vikamu (iHWi 3MiHK) - 3asBHMKOM HaJaHo
Kopobui OHOB/IEHUIA MNaH ynpaBniHHA pyU3nkaMu Bepcis
2.0. 3miHn BHeceHO [0 YacTuH: | «3arasibHa
iHpopmauis» Il «Cneumdpikanis 3 6e3nekun» V
«3axoam 3 MiHiMi3aLji pusukie» VI «Pestome nnaHy
ynpasniHHA pusmkamm» VIl «ogaTkm» (404aToK-
8) y 3B'A3KYy 3 OHOB/IEHHAIM ifE€HTUIKOBAHNX Ta
NOTEHLiiHNX PU3MKIB Ha NiACTaBi aKTyanbHOT
iHcbopmawii pedpepeHTHOro /13 Copric. Pestome
MnaHy ynpasniHHA pusukamu sepcis 2.0
[0Aa€ETbCA
22. | ATOPBACTA | TabneTku, BKpUTI TOB «TeBa YkpaiHa TeBa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/16377/01/04
TUH-TEBA MN/1iBKOBOIO YkpaiHa» 3miHu | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
060/10HKOI0 M0 80 Ta (hapmakoHarnagy. BHeceHHs abo 3miHa(u) Ao
mr: no 10 TabneTok 3060B'13aHb Ta YMOB BMAaYi peecTpauiinHoro
y 6nicTepi; no 3, abo nocBiAgYeHHs, BkoYaroun MaaH ynpaeniHHA
9 6nicTepiB y pr3nkKamu (iHLWi 3MiHK) - 3asiBHUKOM HaZaHo
Kopoobui OHOB/IEHUI MnaH ynpaBniHHA pyu3vkamu Bepcis
2.0. 3MiHM BHECEHO A0 YacTuH: | «3aranbHa
iHhopmauis» 1l «Crneundikanis 3 6e3nekm» V
«3axoam 3 MiHimisauii pusukie» VI «Pestome nnaHy
ynpaBniHHa pusnkamu» VIl «[JoaaTku» (404aTOK-
8) y 3B’A3KY 3 OHOB/IEHHAIM ileHTUIKOBAHNX Ta
NOTEHLiHNX PU3MKIB Ha NiACTaBi aKTyanbHOT
iHcpopmauii pechepeHTHoro 13 Copric. Pestome
MnaHy ynpasniHHA pu3nkamun Bepcis 2.0
[0A3€ETbCA
23. | BAKTEK- cnpei IHMYHOTEK, IcnaHis IHMYHOTEK, C.J1. IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/20247/01/01
MB130 / Cy6niHrBasIbHUIA, C.J. 3MiHK | TUNY - 3MiHK WoAao 6e3nekn/edeKTUBHOCTI peuyenmom
BACTEK- cycneHsis, 300 Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
MV130 FTU/mMn, no 9 mny y3araJlbHeHUX AaHux npo cuctemy

hNakoHi 3aKkpuTomy
N1acTMKOBUM
annikaTopom i3
BOYyl0BaHNM
posnunoBayeM, no
2 thnakoHn y
N1acTuKoBili kopobLi

thapmakoHarnagy (BBefieHHs y3arasibHeHUX faHnx
npo cuctemy hapMakoHarnsay, smMiHa
YMOBHOBaXeHOI 0cobu, BiANOBiAabHOT 3a
3AjiicHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuUKa Ans 34iINCHeHHs
thapmakoHarnagy B YKpaiHi, AKLLO BOHA BigMiHHA
Bif, yNOBHOBaXeHOT 0co6MU, BiANOBIAabHOI 3a
3[jicHeHHs hapmakoHarnsay (Bkoyarum
KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
mMacTep-palina cuctemu papmMakoHarnsay) -
3MiHa KOHTaKTHOT 0CO6W 3asiBHUKA,
BiANOBiA&/IbHOT 32 hapmakoHarnsag, B YkpaiHi.
[itova pepgakuis: AynnixiHa TeTsaHa BikTopisHa.
MponoHoBaHa pegakuis: Ctalwyk TeTaHa
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

CepriiBHa. 3MiHa KOHTAKTHUX JaHWUX KOHTaKTHOT
0cobu 3as1BHMKA, BiAMNOBiAa/IbHOT 38
hapmakoHarnag B Ykpaiti

24.

BAKTOJTIOKC

MOPOLLIOK A7A
PO3YMHY ANS iH'EKLi
no 0,5r; 1 donakoH 3
MOPOLLKOM Yy nauui 3
KapTOHY

M. BIOTEK
NIMITEL

Benuka
BpuTaHis

Actpan CrepiTek
MpaiiBiT NimiTeq

IHais

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y KOpoTkii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKLiT 415 MeanYHOro
3acTOCyBaHHSA Ha MmigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn MikapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHSA
nikapcbKoro 3acoby B nicispeecTpaviiiHvin nepiog,
ab0 Sk pe3ysibTaT OLiHKM 3BiTY 3 AOCNIAXEHb,
npoBeAeHWX BigNoBIAHO A0 NnaHy neaiatpuydHmnx
pocnigxeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOB&XEHNM OpraHom)
3MiHM BHECEHO B IHCTPYKLIit0 419 MEANYHOTO
3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis
"Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakwi
BifNoBigHO A0 iHhopMaL,i LWoao 6e3neku
3aCcTOCYyBaHHS Ail040i PEYOBUHM 3riHO 3
pekomeHgauieto PRAC.

3a
peyenmom

He
nionsieae

UA/16061/01/01

25.

BAKTOJIOKC

NOPOLLIOK ANA
PO34MHY ANS iH'EKLi
no 1,0 r; 1 donakoH 3
MOPOLLKOM Y nauui 3
KapTOHY

M. BIOTEK
NIMITEL,

Benwvka
BputaHis

Actpan CrepiTek
MpaisiT NimiTeq

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3miHu | TUny - 3MiHK Wwoao 6esnekn/edheKTUBHOCTI
Ta dpapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii AN MeAUYHOro
3acTOCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3neKu NikapCbKoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B MicspeecTpaviiiHvi nepiog,
abo sK pe3ynbTar OUiHKM 3BIiTY 3 LOCNIKEHb,
npoBefeHnX BigNOBIAHO A0 NNaHy negiaTpUyuHmX
pocnigxeHb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXEHNM OpraHom)
3MiHV BHECEHO B IHCTPYKLi0 4151 MeguyHoro
3aCTOCyBaHHS NiKapCcbKoro 3acoby A0 po3ainis
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iYHI peakwii”
BiANOBIAHO A0 iHchopMau,ii LWoAo 6e3nekn
3acToCyBaHHS Ajitlo4oi PeYOBWHM 3rifHO 3
pekomeHgauieto PRAC.

3a
peyenmom

He
nidnsieae

UA/16061/01/02

26.

BIOBEH
MOHO®

PO34MH NS iHdys3ii
5%; no 25 mn, 50 mn
abo 100 mny
donakoHi; no 1
hnakoHi y nauui 3
KapTOHY

TOB
"BIO®APMA
MNA3MA"

YKpaiHa

TOB "BIOPAPMA
MNA3MA", YkpaiHa (
Brpo6HMLTBO,
nepBuHHe Ta
BTOPUHHE
naxyBaHHs,
KOHTPO/1b SIKOCTI,

YKpaiHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais:
3MiHY | TNy - 3MiHK 3 aKocTi. A®Il. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHsa APl abo
BMXIAHOTO MaTepiany/MpomiKHOro
NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea API (iHWi 3MiHM y MeTofax
BMMNPOOYBaHHS (BK/OYAK4UM 3aMiHy abo

3a
peyenmom

UA/14526/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

BWMYCK Cepii)

[0MNoBHEHHS) AdD| abo BKXiAHOro/NpoMiKHOro
npoAaykKTy). 3mMiHa po3Mipy MiHinynis, WO
BUKOPUCTOBYIOTLCA ANnA MNJ/1P-TectyBaHHA 3 576 Ha
480. - 3miHun | TMNY - 3MiHK 3 AKOCTi. AdI.
KoHTponb A®I. 3miHa y MeTogax BUNPoOGyBaHHs
A®| abo BuxigHOro matepiany/npoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHuLUTBa AP| (HE3HAYHI 3MiHW Y
3aTBEPMKEHNX MeToAax BUNpobyBaHHS).
BHeceHHs He3HauHVX 3MiH 40 METOAVKM
BU3HAUYEHHS TUTPY aHTU-D aHTUTIN y MiHinynax
naasMu NAVHN 4N8 dpakuioHyBaHHS BiANOBIAHO
o cneumndikayii «Mnasma noguHu ans
hpakuioHyBaHHs». BigpegaroBaHe nocunaHHs Ha
€Bponelicbky thapmakoneto 3 Eur. Ph. Ha
3arasibHonpuitHaTe Ph.Eur.

27.

BIOBEH
MOHO®

PO34unH ANs iHgys3il
5%; no 25 mn, 50 mn
abo 100 mny
thnakoHi; no 1
dhnakoHi y nauuj 3
KapTOHY

TOB
"BIO®PAPMA
MNA3MA"

YKpaiHa,

TOB "BIO®APMA
MAA3MA", Ykpaina (
BMPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BMNYCK CePiii )

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKaPCbKN
3aci6. KOHTposib roTOBOrO NikapCbKoro 3acoby.
3MmiHa y meTogax BUnpobyBaHHsA roTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOOYBaHHS).
HesHayHa 3MiHa 40 MeTOAMKN BU3HAUYEHHSA TUTPIB
aHTU-A Ta aHTu-B remarntoTuHiHiB B /13 bioBeH
MoHO®, po3unH ans iHdysini 5% no 25 mn, 50 mn,
100 mn, a came:

* BUIYYEHO NOCU/IAHHSA HA BUKOPUCTaHHS
€epUTPOLIMTIB KOMEPLLIIHOTO NOXOMKEHHS,
BUKOPWCTaHHS MyniB epuTPOLMTIB NPUBEAEHO [0
sumor dY/Ph. Eur. 2.6.20; NpONOHYeTbCA
3aMiHUTK BUPOGHMKa KOMEPLHOrO nanaiHy Mapku
«CEPOSIOTiYHN», a came 3aMiCTb BUKOPUCTaHHS
«Papain solution for papainizing red cells» (ID-
Papain, 06311, DiaMed, LLBeiiuapisi)
nponoHyeTbes «Freeze Dried Papain» (1G57292,
Immucor); BunyyeHa 3aiBa getanizauis B ONUCI
06p06KN OCamKEHNX €PUTPOLMTIB PO3YNHOM
nanainy, 3p06,1eHO NOCUNAHHS Ha IHCTPYKLO
BMPOGHWKA; BigpefaroBaHa Hassa Aitoumx
pedhepeHTHNX CTaHAapTiB, BUTy4eHa 3aiiBa
feTanizauis wopao 36epiraHHA BiAHOBIEHNX
CTaHAapTHUX 3pa3kiB (3p06/IEHO NOCK/IaHHA Ha
IHCTpYKLit0 BUpOOHUKA). MeTog BU3HAYEHHS Ta
KpUTepili NPUAHATHOCTI FPaHNYHOrO 3HAYEHHS
TUTPY aHTK A Ta aHTU-B remarntioTuHiHIB
3anuwaTbes 6e3 3MiH. - 3MiHW | Tuny - 3MiHK 3
sKocTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax

3a
peyenmom

UA/14526/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

BMNPOOYBaHHSA rOTOBOIO /liKApCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPAKEHNX METOAAxX
BUNPO6YBaHHSA). BHECEHHS HE3HAYHUX 3MIH [0
MEeTOAMKN «AHTUTINA A0 Bipycy renatuty A» y M3
BioBeH MOHO®, po3unH Ans iHdysiid 5% no 25 mn,
50 mn, 100 mn, a came - AofaBaHHA
a/lbTEPHATUBHOIO CTaHAapTHOro 3paska Ph.Eur.
Reference Standard «Human hepatitis A
Immunoglobulin BRP», (code: H0950000) y sikocTi
PO34MHY NOPIBHAHHA. MeToAVKa BU3HAYEHHS
cneumdivyHOl aKTUBHOCTI @aHTUTIN 40 Bipycy
renatuty A, TecT-cuctema «Anti-HAV ELISA»
(kaT. Ne KAPG4AGE3, Diasourse ImmunoAssays
S.A., benbris) Ta KpuTepii NPUAHATHOCTI
3a/mwaroTbes 6e3 3MiH. TakoxX, KOpUCTYHUMCh
Harofi0t0, MPOMOHYETLCA BUYUYNTN 3 METOAMK 3a
nokasHnkom «CneyndiyHa akTUBHICTb: «AHTUTINA
[0 Bipycy renatuty A» Ta «AHTuUTIiNa o HBSAg»
iHhopMaLito MPO BUKOPUCTAHHSA a/lbTEPHATUBHUX
TecT-cucTeM BUPOGHULTBA KOMNaHii «BekTop-
BecT», pocilicbkoi chepepauii. JaHi TecT-cuctemm
(hakTMYHO He BUKOPUCTOBYHOTLCA 3 2021 poky.
MeTog, BU3HaYeHHs Ta KpUTepiit NPUAHATHOCTI
rPaHNYHOro 3HaYeHHsA TUTPY aHTK A Ta aHTU-B
remar/IloTUHIHIB 3a/IMWaloTbCs 6€3 3MiH. - 3MiHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPOGyBaHHSA roTOBOrO /iKapCbKoro
3aco0y (He3Ha4yHa 3MiHa y 3aTBepKEHNX
MeTofax BUNPo6yBaHHS). BHECEHHA HE3HAYHUX
3MiH 10 METOAMKN BU3HAYEHHS
«AHTUKOMMNIEMEHTaPHOT akTUBHOCTI» Yy /13
BioBeH MOHO®, po3unH Ans iHdy3iid 5% no 25 mn,
50 mn, 100 mn. MeTog, BUSHa4YeHHs Ta Kputepii
NPUAHATHOCTI FPAHNYHOTO 3HAYEHHS
aHTVKOMMMIEMEHTAPHOI aKTMBHOCTI 3a/IULLATLCSA
6e3 3MiH. - 3MiHu | TMny - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOIb rOTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTofax BMNpo6yBaHHA rOTOBOr0O
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMAXEHNX METOAAX BUNPOOYBaAHHS).
BHeCeHHS He3HauHVX 3MiH 40 METOANKM
BV3HAYEHHsA TUTPY aHTu-D aHTuTiny N3 Ta
Hepo3dhacoBaHiii (MPOMiXHIlA) NPOAYKL,T, OCKi/TbKK
MeTOoAMKa BU3HAYEHHS AN LUX NPOAYKTIB
iieHTnYHa. MeTog, BU3HAYEHHS Ta KpUTepiii
NPUAHATHOCTI FTP@HNYHOTO 3HAYEHHS TUTPY aHTK-D
AHTUTIN 3a/IMWwaloTbes 6e3 3MiH. BigpegarosaHe
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

nocunaHHsA Ha €sponencbky hapmakoneto 3 Eur.
Ph. Ha 3aransHonpuiiHaTe Ph.Eur. CynyTHs 3miHa
- 3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BUNpobyBaHHs AdD| abo BuXigHOro
mMarepiany/npoMiKHOro NpoAyKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuutea AdI
(He3HauHi 3MiHN y 3aTBEpPKEHNX METOAAX
BUNPOBYBaHHS). - 3MiHW | TUMY - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTposib rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEpAKEHUX MeTohax
BMNPOGYBaHHS). BHECEHHSI HE3HAYHMX 3MiH A0
MeTOAVKN BU3HAYEHHSI aKTUBHOCTI aKTneaTopy
npekanikpeiny y MN3. - 3miHn | Tuny - 3miHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAXEHNX MeToAax
BMNPO6YBaHHS). BHECEHHSI HE3HAUYHMX 3MiH [0
MeTOAMKM BUNPOBYBaHHSA 3a n.«lgeHTudikavis», a
came - BUNIyYEHHS 3 MeToAVKM «laeHTundpikauis»
«CbIBOPOTKM 4151 UMMYHO3M1eKTpochopesa nNpoTue
CbIBOPOTOYHbIX GE/IKOB KPOBU Ye/I0BEKA CyXas»,
BMpOo6HMLTBa 3AT «MUKpOreH» pociicbKoi

henepadii.

28.

BICENTON

CyCneHsis opasibHa,
200 mr/40 mr/5 mn
no 80 Mn y doNakoHi;
no 1 dpnakony i
MipKOIO 3 NoAjisiKkamu
B KapTOHHI Kopo6Lyi

PapmaLesTny
HUIA 3aBOf,
"MONb®APM
A" C.A.

Monbwa

Brpo6HMLTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTpO/b cepii:
dapmaneBTUYHNI
3aBo/
«MOJIbGAPMA»
C.A., MonbLya;

Bunyck cepii:
dapmaLeBTUYHNI
3aBog
«MOJIbGAPMA»
C.A, MonbLa

Monbwa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
3MiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/aMiHn, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO /liKapCbKOro 3acoby
(3amiHa abo gofaBaHHA BUPOOHUKA, WO
BiAnoBifae 3a BBe3eHHS Ta/abo BMnyck cepii) - He
BK/10HAI0UM KOHTPO/1b/BMNPOGYBaHHSA cepii.
MepeHeceHHsA BUPOBHWYOI Ai/TbHUL
BiANOBIAA/IbHOI 3@ BUMYCK Cepii 3aTBEPA)KEHOrO
BMPOGHMKa DapMaLeBTUYHWIA 3aBOf,
"MONb®APMA" C.A., MonblLa, BiANOBIA&/ILHOTO
3a NOBHUIA LMK BUPOGHMLTBA. 3MiHWM BHECEHO B
IHCTPYKLUiO 4151 MeANYHOrO 3aCTOCyBaHHS
niKkapcbKoro 3acoby y po3ginin "BUpo6HuK" Ta
"Micue3HaxomKeHHs BUPOOHMKa Ta agpeca Micus
NPOBaKEHHS NOro Ais/IbHOCTI" Ta K HACigoK - Y
TEKCT MapKyBaHHs yNakoBOK /likapCbKOro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUIB nicns
3aTBEpMXEHHS. 3MiHM | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu Micus
NpPOBaKEHHA AiS/IbHOCTI BUPOOHUKa/imnopTepa

3a
peyernmom

He
nionsieae

UA/9311/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

roTOBOrO /liKapCbKOro 3acoby, BKIOYaun
AinbHUUI BUNYyCKy cepii abo micue npoBeAeHHs
KOHTPOJIIO SIKOCTI. (AIANbHICTb, 3a AKy Bignosifae
BMPOGHUWK/IMNOpPTEp, BK/IOYAKOYM BUMYCK Cepili) -
3MiHa Ha3BW Ta agpecy BUPO6HMKa
dapmaveBTuyHuii 3aBog "MONBPAPMA" C.A., a
came NpuBeAEeHHAM 0 EANHOTO HaNNCaHHs, y
3B'A3KY 3 UMM YacTuHa Ha3Bu "Bigain MepgaHa B
Cepaggsi" nepeHeceHo A0 agpecy BUpobHUKa.
3MiHU BHECEHO B IHCTPYKLi0 415 MeAUYHOT0
3aCTOCyBaHHSA Nikapcbkoro 3acoby y po3ainm
"BupobHuK" Ta "Micue3HaxomKeHHs BUpoOHMKa Ta
afpeca MicLs NPOBaXEHHS Oro Ais/bHOCTI" y
3B'A3KY 3i 3MiHOIO Ha3BM Ta agpecy BUPOOHKMKa, a
came npusBefeHHsAM A0 €4MHOT0 HanMcaHHs, Ta Ak
HacnifokK - y TeKCT MapKyBaHHS yNakoBOK
nikapcbKoro 3acoby. BeeeHHs1 3MiH NpoTArom 6-
TN MicsiLiB nicns 3aTBeppKeHHs

29.

BPOMIEKCU
H

TabneTku No 8 mMr no
20 TabneTtok y
6nictepax; no 20
Tabnetok y 6nictepi;
nol,2a6o3
6nictepn y nauui 3
KapTOHY

MAT
«MoHpapm»

Ykpaina

MAT «MoHdapm»

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/edeKkTUBHOCTI
Ta thapmakoHarnagy. 3MiH1 y KOpoTkiii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeAn4YHOro
3aCTOCYBaHHSA reHepUYHNX/TIBPMAHNX/6I0N0AIGHNX
nNikapcbKux 3acobiB Micns BHECEHHS Tiei camol
3MiHV Ha pedhepeHTHW1 Npenapar (3MiHa He
noTpebye HafaHHS XXOAHWUX HOBUX AOAATKOBUX
AaHvx) 3MiHN BHECEHO A0 iHCTPYKLi ANs
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
posginis: "MpoTunokasaHHs", "Oco6MBOCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHA rpyaar”, "3aaTHicTb
BNAMBaTY Ha LUBUAKICTb peakLil Npu KepyBaHHi
aBTOTPaHCMNOPTOM abo iHLWMMK MexaHismamu'",
"Mo6iyHI peakuii BiANOBIAHO [0 pedepeHTHOro
nikapcbKoro 3acoby bpomrekcuH - 340poB'a,
Tabnetkn. BBeeHHS 3MiH NpOTArom 6-Tu MicALiB
nicnsa 3aTBepKeHHs. 3MiHY | Tuny - 3MiHK Woao0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHW)
3MiHV BHECEHO A0 IHCTPYKUIT 4151 MEAUYHOTO
3acToCyBaHHSA NikapcbKoro 3acoby Ao po3giny
"Mo6iuHI peakwyi" W040 BaXMMBOCTI 3BiTyBaHHS
npo no6iyHi peaxuii. BBeAeHHS 3MiH NPOTArom 6-
TN MicsiLiB Nicnsi 3aTBEPAKEHHS.

6e3
peyenma

nionsieae

UA/1688/01/01

30.

BPOHXO-
MYHAN®

Kancynv Teepgi no 7
Mmr, no 10 kancyn y

6nictepi; no 1 a6o 3

CaHpo3
dapmacbioTika

n3 a.ga.

CnoseHis

KOHTPO/b cepii
(mwe
MiKpO6ionorivHuni),

CnoseHis/
Lseiiuapis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus

6e3
peyenma

niosnsieae

UA/14314/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
6nictepu B BUMYCK Cepii: NpPOBaPKEHHS AiS/IbHOCTI BUPObHUKa/imnopTepa
KapTOHHIlA KopooLi Nex roTOBOro Nikapcbkoro 3acoby, BKIYaruu
dPapmaLeBTUIHa AinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KoMnaHis g.4., KOHTPOJI0 SIKOCTI. (AiANbHICTb, 3a Ky BignoBifae
CnoseHis; BMPOGHUWK/IMNOpPTEpP, HE BK/IOYAKUM BUMYCK cepili)
- BHacnigok BigokpemneHHs komnaHii SANDOZ
nepBUHHE Ta Bif kKomnaHii Novartis 6y/10 CTBOPEHO HOBY Ha3By
BTOPUHHE IOPUANYHOT 0c06WU, L0 OTPMMana HOBWI NOYTOBUIA
nakyBaHHs, iHAeKc. Y pesynbTari BifbyaeTbcsa 3miHa Ha3Bw,
KOHTPO/b cepii agpecy (MOLWWTOBOrO iHAEKCY) Ta dYHKL,A
(okpim BMPOOHUKa, LLLO BiAMNOBIAAE 3a NepBUHHA i
MiKpO6i0/10riYHOr0): BTOPUHHA YNakoBKa, KOHTPOb cepil, 403BiN Ha
HoBaprTic BMMYCK cepii 3 "/lek dapMaLeBTNYHa KOMNaHis
dapmacbioTikan 40.4., Beposlkoa 57, /lio6naHa 1526, CnoseHis"
MaHyhakTypuHr ("Lek Pharmaceuticals d.d., Verovskova 57, 1526
NNC, CnoseHis; Ljubljana, Slovenia") Ha "HoBapTic
dapmacbioTikan MaHydakTypuHr fI1C, Byn.
BMPOBHULITBO in BeposukoBa 57, /llo6nsHa 1000, CnoseHis"
bulk, koHTponb cepii: ("Novartis Pharmaceutical Manufacturing LLC,
OM dapma CA, Verovskova ulica 57, 1000 Ljubljana, Slovenia") 3
LLBeliuapis PYHKLiSIMW: NEePBUHHE Ta BTOPMHHE NakKyBaHHS,
KOHTpPO/Ib cepii (0KpiM MiKpoG6ionoriyHoro).
daKTNYHe MicLe3HaxX0MKEHHS He 3MiHMIOCS.
®YHKLT KOHTPOSb cepii (nLwe MikpobionorivyHuii)
Ta BUNyCKy cepii i Haaasli BUKOHYBaTUMYTbCS
KoMnaHieto "Jlek dapmaleBTUYHa KOMNaHisa A4.4.,
ByN. BeposLukosa 57, liobnsHa 1526, CrnoseHis"
("Lek Pharmaceuticals d.d., Verovskova ulica 57,
1526 Ljubljana, Slovenia"). Takox 3anpornoHOBaHO
pejakLiiiHi 3MiHK, a caMe: -BK/THOYEHHS C/loBa
"ulica" (To6T0 ByNuUsA) A0 agpecy BUPOOGHUUNX
ainbHMUb "Novartis Pharmaceutical Manufacturing
LLC, Slovenia " Ta "Lek Pharmaceuticals d.d.,
Slovenia"; 3miHn BHeceHo y po3ainu "Bupo6Huk"
Ta "Micue3HaxomKeHHs BUPOOHMKa Ta Moro
afipeca MicLs NpoBaKEHHS AisNIbHOCTI" B
IHCTPYKUiO 4N MeANYHOro 3aCTOCYBaHHA Ta K
HacnifokK - y TeKCT MapKyBaHHA yNakoBKu
nikapcbKoro 3acoby. BeeAeHHS 3MiH NpoTArom 6-
TV MiCALIB NicNa 3aTBEPMKEHHS. 3MiHuM | Tuny -
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHWM BHECEHO Y
TEKCT MapKyBaHHS NepBuHHOI (M. 3, 4, 6) Ta
BTOPUHHOI (N. 8, 11, 14, 17) ynakoBKu NiKkapCbKOro
3aco6y. BBefeHHA 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepKEeHHs.
31. | BA3ABITAN® | kancynu, no 10 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/6628/01/01
kancyn y 6nicrepi, "YKpaiHcbka "ACTPA®APM", 3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBMIA NikapCbKuii peyenma
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
no 3 6nictepu B thapmaneBTuy YkpaiHa; MNpAT 3aci6. KOHTposib rOTOBOTO NikapCbKoro 3acoby.
KOpo6L,i 3 KapTOHY; Ha KomnaHis" "Bionik", YkpaiHa 3MiHa y MeTofax BUNPO6YBaHHS roTOBOrO
no 90 kancyny nikapcbKoro 3acoby (He3HayHa 3MiHa 'y
6aHuj, no 1 6aHui B 3aTBEPXEHUX MeToAax BUNpobyBaHHA) HesHauHi
KopoOLi 3 KapToHY 3MiHM 3@ NOKa3HUKOM «KinbKiCHe BU3HAYEHHS.
Tiaminy xnopug, PubodnasiH, Mipngokcuny
rigpoxnopug, HikoTrHoBa KucnoTa» MeTogom
BEPX. 3MiHuK cTOCYOTbCA NPO6ONiAroTOBKN, YMOB
XpomaTorpagpyBaHHs Ta po3paxyHKOBUX hopMy/i.
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapPCbKNi
3aci6. KOHTpO/1b rOTOBOro NiKapcbKoro 3acoby.
3mMiHa y MeToax BUNpobyBaHHS rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS)
HesHauHa 3MiHa y NpuroTyBaHHi pO34nHy
MOPIBHAHHSA 3a NOKa3HUKOM «laeHTudikauis. MHkro
6ino6a, pytuH» metogom TLLX.
32. | BAIAPOKC TabneTkun, BKpUTI KPKA, 4.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasis: 3a UA/16269/01/01
MN/1iBKOBOIO HoBo mecTo bulk", nepBuHHe Ta 3miHu | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
060/10HKO10, 10 BTOPVHHE Ta (hapmakoHarnsgy (iHwi 3miHu) - 3MiHW BHECEHI
mr/80 mr; no 10 nakyBaHHs, y TEKCT MapKyBaHHs1 BTOPUHHOI YNakoBKu
Tabnetok y 6nictepi; KOHTPO/b Ta BUMYCK nikapcbkoro 3acoby n. 8. "ara 3akiH4eHHs
no 3 abono9 cepii: KPKA, a.4., TepMmiHy npugarHocTi”; y n. 12. "Homep
6nicTepis y kopoobLi Hoso mecTo, peecTpauiiHoro noceigyeHHs" (419 403yBaHHA
CnoBEHist; KOHTPO/Tb 10mr/160Mr); a TakoX Y TEKCT MapKyBaHHS
cepit: NepBUHHOI Ta BTOPUHHOI yrnakosku n. 17. IHWE Ta
KPKA, a.4a., Hoso n. 6. IHLWE KoHKpeTn30BaHO iHdhopmavito npo
mecTo, CroBeHis noroTvn BUpo6bHUKa. TepMiH BBEAEHHS 3MiH -
NpOTArom 6 MicsiLiB MicNsi 3aTBEPAKEHHS.
33. | BAIAPOKC TabneTkun, BKpUTI KPKA, 4.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasis: 3a UA/16269/01/02
NAiBKOBOO HoBo mecTO bulk”, nepsuHHe Ta 3MiHn | TUnYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
060/510HKO10, 20 BTOPVHHE Ta (papmakoHarnsagy (iHwi 3miHu) - 3MiHW BHECEHI
mr/80 mr; no 10 nakyBaHHs, Yy TEKCT MapKyBaHHA BTOPUHHOI YNaKoBKu
Tabnetok y 6nictepi; KOHTPO/b Ta BUMYCK nikapcbkoro 3acoby n. 8. "[arta 3akiH4eHHs
no 3a6ono9 cepii: KPKA, a.4., TepMmiHy npugartHocTi; y n. 12. "Homep
6nicTepis y KopoobLi HoBso mecTo, peecTpaLuiiHoro noceigyeHHs" (419 403yBaHHA
C/0BEHIfA; KOHTPO/b 10Mr/160Mmr); a TakoX Yy TEKCT MapKyBaHHS
cepit: NepBUHHOI Ta BTOPUHHOI yrnakosku n. 17. IHWE Ta
KPKA, a.4a., Hoso n. 6. IHLWE KoHKpeTn30BaHO iHhopmavito npo
mecTo, CroBeHis noroTyn BUpo6bHUKa. TepMiH BBEAEHHS 3MiH -
NpoTSArom 6 MicsiLiB MicNs 3aTBEPKEHHS.
34. | BAJIAPOKC TabneTkn, BKPUTI KPKA, 4.4., CnoBeHisi BMPOGHMLTBO "in CnoseHisi BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a UA/16269/01/03
NAiBKOBOO HoBo mecTO bulk", nepsuHHe Ta 3MiHn | TUNy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom

060n0HkKot0, 10
mr/160 wmr; no 10
Tabnetok y 6nictepi;
no 3 abo no 9
6niicTepiB y Kopobui

BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,

Ta hapmakoHarnagy (iHwi 3mMiHun) - 3MiHWM BHeCeHi
Y TEKCT MapKyBaHHS BTOPUHHOI YNakoBK/
nikapcbkoro 3acoby n. 8. "[arta 3akiH4eHHs
TepMiHy npugatHocTi'; y n. 12. "Homep
peeCTpaLiiiHOro NocBigYeHHs" (419 A03yBaHHS
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
CnOBEHis; KOHTPO/Tb 10mr/160Mr); a TakoX Y TEKCT MapKyBaHHS
cepit: NepBUHHOI Ta BTOPUHHOI yrnakosku n. 17. IHLWE Ta
KPKA, a.4., Hoso n. 6. IHLE KoHKpeTn30BaHO iHhopmaLiito npo
mecTo, C/ioBeHis noroTvn BUpo6bHUKa. TepMiH BBEAEHHS 3MiH -
NpOTArom 6 MicsiLiB MicNsi 3aTBEPAKEHHS.
35. | BAJIAPOKC TabneTkun, BKpUTI KPKA, 4.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/16269/01/04
MN/1iBKOBOIO HoBo mecTo bulk", nepBuHHe Ta 3miHu | TMny - 3MiH Woao 6e3nekn/edeKTUBHOCTI peyenmom
060/10HKO10, 20 BTOPVHHE Ta (hapmakoHarnsgy (iHwi 3miHu) - 3MiHW BHECEHI
mr/160 wr; no 10 nakyBaHHs, y TEKCT MapKyBaHHs1 BTOPUHHOI YNakoBKu
Tabnetok y 6nictepi; KOHTPO/b Ta BUMYCK nikapcbkoro 3acoby n. 8. "ara 3akiH4eHHs
no 3 aéono9 cepii: KPKA, a.4., TepMmiHy npugarHocTi; y n. 12. "Homep
6nicTepis y kKopoobLi Hoso mecTo, peecTpauiiHoro noceigyeHHs" (419 403yBaHHA
CnoBEHist; KOHTPOJTb 10mr/160Mr); a TakoX Y TEKCT MapKyBaHHS
cepit: NepBUHHOI Ta BTOPUHHOI yrnakosku n. 17. IHWE Ta
KPKA, a.4a., Hoso n. 6. IHLWE KoHKpeTn30BaHO iHdhopmavito npo
mecTo, CroBeHis NoroTvn BUpo6bHUKa. TepMiH BBEAEHHS 3MiH -
NpoTArom 6 MicsiLiB MicNsi 3aTBEPAKEHHS.
36. | BEHOPM TabneTkun, BKpUTI TOB YkpaiHa TOB "TepHodhapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 6e3 nionsizae UA/18081/01/01
NAiBKOBOO "TepHodhapm™ YTOUYHEHHSA cTaTyCy peKknamyBaHHS B Hakasi peyenma
060/10HKO10, No 500 MO3 Ykpainu Ne 28 Big 03.01.2025 B npoueci
mr, no 10 TabneTok nepepeecTpaLii. Pegakuisi B Hakasi - He nignsarae.
B 6nicTepi, no 3 abo BipHa peaakuis - nignsrae.
no 6 6nictepis y
nayui 3 KApTOHY
37. | BITAMIHC TabneTkn XyBasbHi AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 6e3 UA/5623/01/01
500 3 anenbCYHOBUM "KNIBCbKWI BITAMIHHUIA 3MiHu | TUNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenma
cmakom o 500 wmr, BITAMIHHWIA 3ABOA" Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
no 10 Tabnetok y 3ABO" y3arasibHeHux gaHux npo cucrtemy
6nicTepi; no 3 abo 6 thapmakoHarnagy (BBefjeHHs y3araslbHeHUX faHux
6nicTepiB B nauuj; npo cuctemy hapMakoHarnsay, smiHa
no 30 Tabnetok y YNOBHOBaXeHOI 0co6u, BiANOBiAaIbHOT 3a
KOHTEliHepi 3AiicCHEHHS chapMakoHarnsay; KOHTaKTHOI 0co6u 3
(6aHouuj); no 1 hapMakoHarnsay 3asBHUKa Ans 34iINCHEeHHs
KOHTEliHepy thapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
(6aHouuj) y nauuj; Bifl yNOBHOBaXXeHOI 0cobMu, BifNoBifas/IbHOT 3a
no 10 TabneTtok y 3filicHeHHs dhapMakoHariagy (Bkovaroun
6nictepax; no 30 KOHTaKTHi AaHi) Ta/abo 3MiHU Y PO3MiLLEHHI
Tabnetok y macTep-haiina cuctemu chapmakoHarnsgy) -
KOHTelHepax 3MiHa yNoBHOBa)XXeHOI 0CO6M 3asiBHMKA,
(6aHoukax) BiANoBiAa/IbHOT 32 hapmakoHarnsg.
[itoya pepakuis: Konsga Biktopis BikTopisHa. -
[MponoHoBaHa pegakuis: babuka AmMutpo
AHaTONIKoBNY. - 3MiHA KOHTaKTHUX AaHuX
YMNOBHOBaXeHOT 0CObM 3as1BHMKA, BiAMNoBigasIbHOT
3a (hapmakoHarnag.
38. | BITAMIHC TabneTkn XyBasbHi AT YkpaiHa AT "KMUIBCbKUIA YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 6e3 UA/5624/01/01
500 3 JIMMOHHUM CMaKoM "KNIBCbKWM BITAMIHHWIA 3MiHM | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenma
no 500 mr, o 10 BITAMIHHUIA 3ABO4" Ta hapmakoHarnsay. BeegeHHs abo 3miHn go
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Tabnetok y 6nictepi; 3ABOA" y3arasibHeHVX AaHnxX Npo cuctemy
no 3 a6o 6 6nictepis hapmakoHarnsgy (BBeeHHs y3araslbHeHUX JaHnX
B nauuyj; no 30 npo cuctemy thapmakoHarnsgy, 3miHa
Tabnetoky YMOBHOB&XEHOI 0cobu, BiANoBiAaIbHOT 3a
KOHTeliHepi 3fiiicCHeHHs hapMakoHarnagy; KOHTakTHOT 0cobu 3
(6aHouu;); no 1 chapmakoHarnsgy 3asBHUKa A1 34iACHEHHS
KOHTEliHepy hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
(6aHouuj) y nayui; Bif, yNOBHOBaXeHOT 0co6Mu, BiANOBifa1bHOI 3a
no 10 TabneTtok y 3[jicHeHHs1 hapMakoHarnisay (BKIYarum
6nictepax; no 30 KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
Tabnetok y mMacTep-alina cuctemu hapMakoHarnsay) -
KOHTeliHepax 3MiHa YyNoBHOBaXXEHOI 0COb6M 3asiBHUKA,
(6aHoukax) BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
[itova pepakuin: Konaga Bikropis BikTopiBHa. -
MponoHoBaHa pepakuis: babvka mnTpo
AHATONIA0BMY. - 3MiHA KOHTaKTHUX AaHUX
YNOBHOB&XEHOT 0COOM 3aABHUKA, BiANOBIAaIbHOT
3a (hapmakoHarang.
39. | BITAMIHC TabneTkn XyBasbHi AT YkpaiHa AT "KNIBCbKNW YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 6e3 UA/1861/01/01
500 3 NepPCUKOBUM "KNIBCbKM BITAMIHHW 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/edeKkTUBHOCTI peuenma
cmakom no 500 wr; BITAMIHHWIA 3ABO" Ta chapmakoHarnsagy. BeegeHHs abo 3miHm o
no 10 Tabnetok y 3ABO4" y3araJlbHeHUX aHux npo cucrtemy
6nictepi; no 3 abo 6 hapmakoHarnsgy (BBeeHHs y3araslbHeHUX AaHuX
6nicTepis B NauvLy; npo cuctemy thapmakoHarnsgy, 3amiHa
no 30 Tabnetok y YMOBHOBaXeEHOI 0cobu, BiANoBiAabHOT 3a
KOHTEliHepi 3AiicCHEHHS chapMakoHarnsay; KOHTaKTHOI 0co6u 3
(6aHouui); no 1 thapmakoHarnsgy 3asiBHUKa Ans 34iICHEHHSA
KOHTEliHepy hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
(6aHouuj) y nauui; Bif, yNOBHOBaXeHOT 0co6MU, BiANOBiLa1bHOI 3a
no 10 TabneTok y 3[jicHeHHs dhapmakoHarnsay (BKIoyarum
6nictepax; no 30 KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
Tabnetok y MacTep-palina cuctemu hapmMakoHarnsay) -
KOHTelHepax 3MiHa YyNOBHOBaXXEHOI 0CO6M 3asiBHUKA,
(6aHoukax) BiANOBIAa/IbHOI 3a hapmakoHarnsg,.
[Litova pepakuin: Konaga Bikropist BikTopiBHa. -
MponoHoBaHa pepakuis: babuka AmnTpo
AHaTONIi0BMY. - 3MiHA KOHTaKTHUX AaHUX
YMNOBHOBAXEHOI 0CO6M 3as1BHMKA, BifnoBiga/bHOT
3a (hapmakoHaraag,.
40. | BMPIB NMopoLIoK AN Takega Ipnangis BiANOBiAa/IbHWIA 32 Ipnangis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a He UA/15706/01/01
pO34nHy Ans dapmachbioTika BMNYCK cepil: HimewunHa/ | 3miHu Il TNy - 3miHK Wwopo 6e3nekn/edpekTMBHOCTI |  peyernmom nionsieae
iHdpysiil, no 400 OJ, n3 LWariep CLUA Ta chapmakoHarnsagy. IHwi 3miHu, sKi He BBIALWAN Y
1 chnakoH 3 IHTepHeLLHN dapmachbioTikan3 Leli po3ain, ski BKIYaTh NoAaHHSA pe3ynbTaTiB
NMOPOLLKOM Y ATl lpnaHgis Ipnangis Nimitea, [ocnimpkeHb [0 KOMNETEHTHOrO opraHy -
KapTOHHIli KopoobLi BpeHu Ipnangis; BHeceHHs 3MiH fo [HCTpyKLii A5 meguyHoro
Takega 3acTocyBaHHS Nikapcbkoro 3acoby, a came

dapmacbioTikan3
IHTepHewHn Al

OHOBNEHHSA Nigpo3ainy "KniHiyHa epekTUBHICTb Ta
6e3neka” po3giny "®apmakosnioriyHi BNacTuBoCTi.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

IpnaHgis Bperuy,
Ipnangis;
BVMPOGHULTBO
nikapcbKoro 3acoby,
KOHTPO/b AKOCTI
cepii, BisyanbHa
iHCneKu,is:
BeTTep ®apma-
®epTirtoHr MM6X
EHga Ko. KT,
HimeuuunHa,;
BVPOGHMLTBO
nikapcbKoro 3acoby,
KOHTPO/b AKOCTI
cepii:
KeHmKiH
Baiio®apma, T
(a6a EmepoxeHT
BanoConywins
(CibiAi#), CLUA,;
KOHTPOb AKOCTI
cepii, BisyanbHa
iHCneKu,is:
BeTTep ®apma-
®epTirtoHr M6X
EHpA Ko. KT,
HimeyuunHa;
Bettep ®apma-
PepTirtoHr MM6X
EHpA Ko. KT,
HimeyvunHa;
Bi3yasibHa iHCneKUis:
BeTTep ®apma-
®epTirtoHr M6X
EHpA Ko. KT,
HimeyuunHa;
KOHTPO/b AKOCTI
cepit:
Laliep XblomeH
[xeHeTik Tepanic,
CLUA;
Yapnb3 Pisep
Na6opaTopi3
Alineng Nnra,
Ipnangis;
MapKyBaHHS Ta
nakyBaHHs,
AnCTpnbyLis

dapmakoguHamika" 3 METOI f0faBaHHS
iHbopmauii Wwoao pesynbTaTiB foCiiKeHHA SHP-
GCB-402: baraToLeHTpoBe, Bigkpute
HEeKOHTpONboBaHe JochimpkeHHs IV a3n, B skomy
NPOCNEKTUBHO OLiHIOBABCA BN/IMB NiKapCbKOro
3aco6y Bnpie Ha KiICTKOBY NaTo/I0Orit0 Y NauieHTiB 3
xBopo6oto [owe 1-ro Tuny, AKi paHile He
OTpVMYBaIN NiKyBaHHA. 3MiHW BHECEHO [0
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby A0 po3zinis "®apmakosioriyHi
BnactmsocTi", "Mo6ivHi peakuii". BBeAeHHSA 3MiH
NPOTAroM 6-TW MIiCALIB MIiCNA 3aTBEPKEHHS.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
roToBOro
nikapcbKoro 3acoby:
LiEAYEN Cannnaii
YeiiH, Higepnangy;
LiEAYEN Cannnaii
YeiiH, Higepnanam
41. | TA3IBA® KOHLeHTpaT Ans TOB «Pouw YkpaiHa Brpo6HMUTBO HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3a UA/14232/01/01
pPO34nHy Ans YkpaiHa» Hepo3gacoBaHoT LLseiiuapis 3MiHu | TUnYy - 3MiHK 3 AKoCTi. A®l. BUpO6GHMLTBO. peyenmom
iHdpysin, 1000 mr/40 NpoAyKuii, NnepBuHHe 3MiHn BUNpobyBaHb abo AOMYCTUMUX MEX Y
M; no 40 My nakyBaHHs, npoueci BUpo6HuuTea Adl, Lo BCTAHOBMEHI Y
hnakoHi; no 1 BUNPOBYBaHHSA crneundikaLisx (3ByXXEHHS f0MYCTUMUX MEX)

nakoHy y
KapTOHHIli KopoobLi

KOHTPOJIO0 SKOCTI:
Pow [iarHocTukc
M6X, HimeuyunHa,;
BTopuHHe
nakyBaHHS, BUNYCK
cepii: ®.XopdmaHH-
Na Pow 14,
LLiBeiiuapis

3BYXEHHS AOMYCTUMUX MEX A1 NMOKa3HWKIB
6iOHaBaHTaXKEHHS Ta eHA0TOKCUMHM 415 eTanis
360py Ta ouneHHs A®| B npoueci BUPOGHULITBA.
Mexi 3BYXXeHi A1 NOKpaLL,EHHS CTINKOCTI npoLiecy.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEpPKEHHSA. 3MiHU | TUNY - 3MiHU 3 AKOCTI. ADL.
Brpo6HMLUTBO. 3MiHM BUNpPO6yBaHb abo
OONyCTUMUX MEX Y mpoueci BupobHuyTtea Adl, wo
BCTaHOB/EHI Y cneumdikaLisx (BU1yYeHHs
HecyTTEBOro BUNPoOyBaHHS)
BunyyeHHs B1unpobyBaHHA Ha nenTocnipy B
npoueci Bupo6HuLTBa A®I (4158 KOHTPONIO
preharvest cell fluid (PHCCF)) metogom MN/1P B
peasibHOMy Yaci Ha OCHOBI CTATUCTUYHUX AaHWX.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHK 3 AKOCTI. ADI.
KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHs
A®I ab0 BMXigHOro MaTepiasy/npoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BUpobHuuTBa A®| (He3HaYHI 3MiHK y
3aTBEpPKEHNX MeTofax BUNpobyBaHHs) HesHauHi
3MiHM y 3aTBEPMKEHNX MeToax BUNPobyBaHHS B
npoueaypi TecTyBaHHA BMiCcTy MNonokcamepy 188
npu BUMNYCKY akTUBHOI cybCcTaHLil 06iHyTy3ymab 3
METO OHOBJ/IEHHS KPUTEPITB NPUAATHOCTI
cMcTeMu 41A NigBULLEHHS HaAIAHOCTI MeToay.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicas

3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHK 3 AKOCTI. ADI.

Brpo6HMLUTBO. 3MiHM B NpoLeci BupobHuutea AdI
(He3HauyHa 3MiHa y npoueci BupobHuLTBa Adl)
HesHauHa 3miHa y npoueci BupobHuuTtea A®| ans
YCYHEHHS BiXuneHHs pH Ta pegakuiiHi npaBku.
BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicas
3aTBEPAKEHHS. 3MiHM Il TURY - 3MiHK 3 AKOCTI.
A®|. BupobHuLTBO. 3MiHa BUPOGHMKA
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOBHMYOMY npoueci API,
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o

abo 3miHa BUpOGHYKa (BKIOYaKouu, Ae HeobXigHo,
MicLle NpoBefeHHSA KOHTPOsto AkocTi) AdI (3a
BiICYTHOCTI cepTucpikata BignoBigHOCTI
€Bponeiicbkin hapmakonei y 3aTBepaXeHOMY
nocbe)(3miHa B A®| 6ioNoriyHOro NoxXompkeHHs abo
BUXifHOMY MaTepiani/peareHTi/npomMKHOMY
NPOAYKTI, L0 BUKOPUCTOBYIOTLCA A/1A
BMPOGHMLTBA 6i0/10rYHOr0/iMyHOOTIYHOTO
nikapcbkoro 3acoby ) flogaBaHHs
anbTepHaTUBHOro BMpo6Huka APl Fuijifilm
Diosynth Biotechnologies Denmark ApS
BiANOBIAa/IbHOrO 3a BUPO6GHULTBO AD|, KOHTPOb
B npoveci Bupo6bHuutBa A®I|, KOHTPO/Ib SKOCTI
A®I, BUNpobyBaHHsA cTabiNbHOCTI, Ta 36epiraHHs
(AS Ta WSB A®I). Nepegaya TexHonorii
BUPOGHMLTBA AD| 3 3aTBEPKEHOr0 MavigaHumka
PZ (Roche Penzberg) Ha 3anponoHoBaHuii
maiigaHumk FDBD (Fujifilm Diosynth
Biotechnologies Denmark ApS, Denmark).
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS.

nocsi0OYeHHs

42.

FENA-MEPL,

KOHUEeHTpaT ans
PO34KHyY Ans
iHQy3in, 5 /10 mn;
no 10 mn B amnyni;
no 10 amnyny
KapTOHHI Kopo6Lyi

Mepu
dapmachbioTika
nc rméx

HimeuunH
a

B. BpayH
MencyHreH Al',
HimeuunHa
( npoaykuis in bulk,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs);

Mepy, ®apma Mv6X
i Ko. KlraA,
HimeuunHa
( BUPOGHMK,

BiANOBiAa/IbHWIA 32

BUNYyCK cepii
KIHL,EBOro
NPOAYKTY);

MpecTix MNMpomoyLUH

Bepkaydcdoepaepy

Hr & Bepbecepsic

'mM6X, HimeyunHa
( BTOpUHHE

nakyBaHHs);

X.E.N.MN. TM6X,
HimeyunHa
( BTOpUHHE
nakyBaHHs)

HimeyuunHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta chapmakoHarnsagy. BeegeHts abo 3miHm o
y3arasibHeHNX JaHnxX npo cucTemy
dhapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHnx
npo cuctemy hapMakoHarnsay, smMiHa
YMOBHOBaXeEHOI 0cobu, BiANoBiAabHOT 3a
3AiicCHEHHS chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuUKa Ans 34INCHeHHs
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNOBHOBaXKeHOT 0co6MU, BiANOBiLa1bHOI 3a
3[jicHeHHs dhapmakoHarnsay (BKIroyarum
KOHTaKTHi AaHi) Ta/abo 3MiH1 Yy PO3MiLLEHHI
MacTep-aiina cucremu chapmakoHarnisgy). 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHVKa, BifnoBiganbHOT

3a thapmakoHarnag.

Litova pepgakuis: Julia Praff. MponoHoBaHa
pegakuist: Dr. Julia Gehricke. 3miHa KOHTaKTHMX
[aHnX YNoBHOBaXXEHOT 0CObY 3asBHMKA,
BiANOBIAa/ILHOT 32 hapmakoHarnsag.

3a
peyenmom

UA/0039/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
43. | TENA-MEPL, rpaHynsat, 3r/5r, no Mepy, HimeuunH Mpopaykuis in bulk: HimeuunHa/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiis: bes UA/0039/02/01
5 ry nakeri; no 30 dapmachbioTika a Knoke dapma- LBeiiuapis 3MiHn | TUny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peuenma
abo 50 a6o 100 ne rméx Cepsic 'M6X, Ta chapmakoHarnsagy. BeegeHHua abo 3miHn o
nakeTiB y KAPTOHHIi HimeuumnHa; AciHo y3arasibHeHVX AaHnX Npo cucTemy
Kopobui dapma Arl, hapmakoHarnsgy (BBeeHHs y3araslbHEHUX JaHNX
LBeliuapis; npo cuctemy thapmakoHarnsgy, amiHa
YMOBHOB&XEHOI 0co6bu, BiANoBiAaIbHOT 3a
MepBuHHE Ta 3fjiiicCHeHHs hapMakoHarnagy; KOHTaKTHOT 0cobu 3
BTOPVHHE chapmakoHarnsgy 3asBHWKa A1 34iACHEHHS
nakyBaHHs: Kroke hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
dapma-Cepsic Bif, yNOBHOBaXeHOT 0co6MU, BiANOBifabHOI 3a
M6X, HimeuyunHa,; 3[jiicHeHHs1 hapMakoHarnsay (BKIYarum
KOHTaKTHi AaHi) Ta/abo 3MiHN y PO3MiLLEHHI
BupobHuk mMacTep-alina cuctemu hapMakoHarnsay) -
BiANOBIAaIbHUIA 38 3MiHa YyNOBHOBaXXEHOT 0COOM 3asiBHUKA,
BMMYCK cepil BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
KIHLLeBOro NPOAYKTY: [Litova pepgakuis: Julia Praff. MponoHoBaHa
Mepy, ®apma M'M6X i pegakuis: Dr. Julia Gehricke. 3MiHa KOHTaKTHUX
Ko. Kl'aA, [aHVX YNOBHOB&XEHOI 0COOU 3asBHNKa,
HimeuuunHa; BiANoBiAaIbHOT 32 hapmakoHarnsz
BTopuHHe
nakysaHHs: X.E.J1.I.
'm6X, HimeuunHa;
MpecTix MNpomMoyLUH
Bepkaydcdoepaepy
Hr & Bepbecepsic
m6X, HimeyunHa
44. | TENAMETIOH | niocpinisat ans TOB YkpaiHa BVMPOGHMLTBO YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasis: 3a UA/18995/01/01
® PO3UMHY ANS iH'EKLi "APTEPIYM po3uunHHuka: NAT 3MmiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi peyenmom
no 500 mr, no 5 nTg "Tanuucapm”, 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa po3Mmipy cepil
pNakoHiB 3 YkpaiHa,; (BK/IKOYalOUM gianasoH po3mipy cepil) roToBoro
niodpinizatom y BVPOGHMLTBO nikapcbKoro 3acoby (36inbweHHs go 10 pasis

KOMMNeKTi 3 5
amnynamm
PO3YMHHMKa MO 5 MN
Y KOHTYpHil
YapyHKOBIli
ynakosui; no 1
KOHTYPHIit
YapyHKOBIli ynakoBLyi
B nauuj

niocpinizaty, BUNycK
cepii roToBOro
nikapcbKoro 3acoby:
NAT
"KniBmegnpenapar”,
YkpaiHa

NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) -
BBeneHHs1 [O4aTKOBOro po3Mipy cepii ans
niogpinizaty. [jtoya pegakuis: Po3mip cepii
Niodpinizat gns po3unHy ans iH'ekuiid. 80,0 n (wo
Bignosigae 16000 chnakoHam). MponoHoBaHa
pepakuis: Po3mip cepii /13 Niodinizat ans
pO34nHy ans iH'ekuiii: 80,0 n (Lo Bignosigae
16000 chnakoHam); 220,0 n, (wo Bignosigae 44000
chnakoHam). 3miHu | TNy - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOBHULTBI.
3MiHa po3mipy cepii (BkIOYatoum giana3oH
po3mipy cepii) roTOBOro NikapcbKoro 3acoby
(36inbLUeHHs A0 10 pasiB NOPIBHAHO i3
3aTBEPKEHUM PO3MipoM) - BBegeHHs
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

[04aTKOBOro PO3Mipy cepii AN PO3UMHHMKA.
[litova pepakuin: Po3mip cepii. Po3unHHMK: 110 n
(wo cknagae He binble 20,754 TUC. WIT. amnyn);

220 n (wo cknagae He 6inble 41,510 Tuc. Wr.
amnyn). MponoHoBaHa pegakuis. Po3mip cepii 13
Po3unHHmk: 110 n (wo cknagae He 6inble 20,754
TuC. WT. amnyn); 220 n (Wwo ckiagae He 6inblue

41,510 TvC. WT. amnyn);

240 n (wo cknagae He b6inblue 45,283 Tuc. WT.

amnyn).

45,

FNHOMAKC
xn

cynosuTopii
BariHanbHi, 0,2 r/0,3
r/0,1r;no 3
BariHaIbHUX
cynosuTopii y
cTpwni; no 1 ctpuny
Y KapTOHHIi nayi

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

EKCENTIC INAY
CAHAI BE
TIOXAPET

AHOHIM WIPKETI

TypeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUnYy - 3MiHn 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkilt hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOBEHOrO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ons
A®I; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBMHY (CepTuddikaTt BiAMnoBIgHOCTI
€Bponeiicbkili hapmakonei) - HoBuii ceptudpikat
Bif} BXXe 3aTBEpAKEHOro BUPOBGHMKA - NOAAHHS
HOBOro cepTucpikata BigNOBIAHOCTI €BPONENCHKIl
thapmakonei Ne RO-CEP 2020-068-Rev 01
(3aTBEepmxeHo: OP-TNZ-Ph.Eur/AP/001/07) pns
A®| TiokOHa30/y Bif, 3aTBEPAKEHOTO BUPOOHUKA
Optimus Drugs Private Limited, IHAis.- 3MiHu |
TMny - 3MiHK 3 siKoCTi. CepTudikat
signosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI abo BMNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: 4ns
A®I; ons BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHULTBI AdDI; ans
[0NOMDKHOT peyoBrHU (cepTudikat BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif, y)ke 3aTBepAXeHOro BUPO6HUKa -
noJiaHHs OHOBJ/IEHOro cepTuddikarta BiANOBIAHOCTI
€ponelicbkiii hapmakonei Ne CEP 2020-068-Rev
02 pna A®| TiokoHa3o/y Bif 3aTBEpPAKEHOTO
BUpo6HMKa Optimus Drugs Private Limited, IHAais.

3a
peyenmom

UA/19898/01/01

46.

rnneino®
MET

TabneTkn, BKPUTI
NAiBKOBOKO
06010HKOH0, No 50
mMr/1000 mr, no 10

KPKA, o.4.,
HoBo mecTto

CnoBeHis

BMPOGHMLTBO "in
bulk”, nepsuHHe Ta
BTOPUHHE
nakyBaHHs,

CnoseHis/
HimeyunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHn | TUny - 3MiHK Woao 6e3nekn/edeKTBHOCTI
Ta (hapmakoHarnagy. 3MiHU y KOpOoTKiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi

3a
peuyerimom

He
niosnsieae

UA/20313/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Tabnetok y 6nictepi, KOHTPO/b Ta BUMYCK MapKyBaHHS Ta IHCTPYKU|ii A1 MeAUYHOro
no 3 a6o no 6 cepii: KPKA, a.4., 3aCTOCYBaHHSI TeHepUYHNX/TIGPUAHMX/6i0N0AIGHNX
6nictepiB y HoBo mecTo, NiKapcbknx 3acobiB nic/isi BHECEHHSA TiEl camoi
KapTOHHI Kopo6Lyi CnoBeHis; 3MiHM Ha pedhepeHTHMIA npenapart (3MiHa He
BTOPUHHE noTpebye HafaHHA XOAHWX HOBUX AOAATKOBUX
nakyBaHHsa Ta AaHuvx) - 3MiHW BHECEHI [0 IHCTPYKLi Ans
Bunyck cepii: TAL MeJMYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby Ao
$apma NvbX, po3ainy "Mo6iuHi peakuii™ 3rigHO 3 iHhopmaLieto
HimeyunHa; LLIOAO0 MEANYHOrOo 3aCTOCYBaHHA pethepeHTHOro
KOHTPO/b cepii nikapcbkoro 3acoby (Eucreas® film-coated tablets
(isnyHi Ta XiMiuHi 50 mg/850 mg, 50 mg/1000 mg). BBegeHHA 3MiH
METOAMN KOHTPOSIIO): NPOTAroM 6-TW MIiCALIB MIiCNA 3aTBEPKEHHS.
HN30X 3miHu | TUny - 3MiHn Woao 6e3nekn/edeKTUBHOCTI
(HauioHanbHi Ta (papmakoHarnsgy (iHwi 3miHu) - 3MiHW BHECEHi
naboparopis 3a [0 IHCTPYKUiT 418 MeAnyYHOro 3acTocyBaHHS
34paB'e, OKOJE iH NikapcbKoro 3acoby A0 po3ainy
XpaHo), CroBeHis; "MicLe3HaxomKeHHs1 BUPOGHMKa Ta afpeca Micus
KOHTpPO/b cepii NPOBaXEHHS MOro AianbHOCTI" (BHECEHO
(chiznuHi Ta XimiuHi pefakuiiiHy npasky). BBeeHHS 3MiH NnpoTsrom 6-
MeTOAW KOHTPONIO: TU MiCALiB MiCNS 3aTBEPAKEHHSN
KeMilicbKi IHCTUTYT,
LieHTp 3a
Banigaviicke
TEXHONOTIE iH
aHaniTiko (LIBTA),
CnoBeHifi; KOHTPO/b
cepii (Tinbku gi3nyHi
Ta XiMiuHi meToan
KOHTpOnNt0): JlabeHa
4.0.0., CnoBeHis;
KOHTPO/b cepii
(isnyHi Ta XiMiuHi
METOAMN KOHTPOSIIO):
Kewminab g.0.0.,
CnoBeHifi; KOHTPO/b
cepii (thianyHi Ta
XiMiuHi meToAN
KOHTponto): TAL,
dapma N'vbX,
HimeyvunHa;
KOHTPO/b cepii
(mikpobionoriyHi
MeTOAW KOHTPOSIHO):
Nabop /1IC CE & Ko.
KI, HimeuunHa
47. | TNINBINO® TabneTku, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO “in CnoBeHis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3a He UA/20313/01/01
MET NAiBKOBOO HoBo mecTO bulk", nepsuHHe Ta HimeyunHa 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/edeKkTUBHOCTI peyenmom niosnsieae
06010HKoH0, No 50 BTOPVHHE Ta chapmakoHarnagy. 3MiHu y KopoTkiii
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
mr/850 wr, no 10 nakyBaHHs1, XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
Tabnetok y 6nictepi, KOHTPO/b Ta BUMYCK MapKyBaHHA Ta IHCTPYKLii NS MeguyHoro
no 3 abo no 6 cepii: KPKA, a.4., 3aCTOCYBaHHSA reHepUYHUX/TIBPMAHNX/6I0NOAIGHNX
6nicTepiB y HoBo mecTo, NiKapCbKNX 3acobiB Mic/1s BHECEHHS Tiei camol
KapTOHHI Kopo6Lyi CnoBeHis; 3MiHV Ha pedhepeHTHW1 Npenapar (3MiHa He
BTOPWHHE noTpebye HafaHHS XOL4HUX HOBUX A0AATKOBUX
nakyBaHHs Ta OaHux) - 3MiHW BHECEHI [0 IHCTPYKLi Ans
Bunyck cepii: TAL MeJMYHOr0 3aCTOCYBaHHS NikapCbKoro 3acoby Ao
®apma N'v6X, po3giny "MobiuHi peakuii" 3rigHO 3 iHhopmaLiieto
HimeyvunHa; |00 MEMYHOrO 3aCTOCyBaHHS pethepeHTHOro
KOHTPO/b cepii nikapcbKoro 3acoby (Eucreas® film-coated tablets
(chiznuHi Ta XimiuHi 50 mg/850 mg, 50 mg/1000 mg). BBeaeHHS 3MiH
METOAN KOHTPOJSIHO): NPOTAroM 6-T1 MICALIB MiC/IA 3aTBEPKEHHS.
HN30X 3MiHn | TUNYy - 3MiHK Woao 6e3nekn/edheKTNBHOCTI
(HaujoHanbHi Ta dpapmakoHarnagy (iHwi 3miHun) - 3MiHW BHeCeHi
nab6oparopis 3a 00 IHCTPYKLiT 4715 MeANYHOro 3acTocyBaHHS
34paB'e, OKOME iH nikapcbKoro 3acoby A0 po3ainy
XpaHo), CnoseHis; "Micue3HaxomkeHHs1 BUPO6HMKa Ta agpeca Micus
KOHTPO/b cepii NPOBaPKEHHS OO Ais/IbHOCTI" (BHECEHO
(isnyHi Ta XiMiuHi pefakuiiiHy npaBky). BBeieHHS 3MiH NpoTArom 6-
MEeTOAMN KOHTPOSIHO: TN MicsLiB NicNs 3aTBepipKeHHs
Kemilicbki iIHCTUTYT,
LieHTp 3a
Basnigauiicke
TEXHONOri€ iH
aHanitiko (LUBTA),
CnoBEHiIA; KOHTPO/Tb
cepil (Tinbkn i3nyHi
Ta XiMiYHi meToau
KOHTpON): NlabeHa
4.0.0., CnoBeHis;
KOHTPO/b cepii
(chiznuHi Ta XimiuHi
MeTOAW KOHTPOSIHO):
Kewminab g.0.0.,
CnOBEHISA; KOHTPO/Tb
cepii (chianyuHi Ta
XiMiYHi MeTOAN
KOHTpoNt): TAL,
dapma N'v6X,
HimeuyuunHa,;
KOHTpPO/b cepii
(mikpobionoriyHi
MeTOAW KOHTPOS0):
Na6op JIC CE & Ko.
Kr, HimeyunHa
48. | AAVBOBET Mas3b no 15 r a6o 30 JNNIEO dapma [aHia JNNIEO Nab6opartopic Ipnangis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 niosnsieae UA/7276/01/01
r masiy Ty6i; no 1 AIC Niviten 3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBMIA NikapCbKuii peyenma
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

49.

Ty6i y KAPTOHHIl
Kopobui

3aci6. KoHTposib roToBOro nikapcbkoro 3acoby
(iHWi 3mMiHM) OHOBNEHHS YXXe 3aTBepPKEeHUX
MeTOZiB KOHTPOJII0 AKOCTi Nikapcbkoro 3acoby, a
came: BUKNAAEeHHS TEKCTY AePXaBHOK MOBOIO
3riHO CyYacHWX BUMOT. 3MiHU | TUny - 3MiHK 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonycTMMNX MEX rOTOBOrO
nikapcbKoro 3acoby (iHwi 3miHu) MpuBeaeHHs
nokasHuka “Onuc” B MKA /13 go P/, (yTO4HEHHS
nepeknagy 3 aHrniicbkoi MoBM). 3anponoHOBaHO:
Masb Bif 6i/10ro [0 XOBTOro KO/Ibopy. 3MiHN
BHECEHO B iHCTPYKL,iO 415 MEANYHOIO
3acTocyBaHHSA NikapcbKoro 3acoby y po3gin
«Jlikapcbka chopma» (OCHOBHI Oi3NKO-XiMiYHi
B/1acTVBOCTI). BBeAeHHS 3MiH MpoTsArom 6-tm
MicALiB Nic/1a 3aTBePAKEHHS.

AE3O®EMO
HO® 75

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO10, N0
0,075 wmr; no 1 abo
no 3, abo no 6
6nictepis no 28
Tabnetok y
KapTOHHIli Kopoobui

TOB «MIBE
YKPAIHA»

YkpaiHa

mi6e MmbX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasis:
3MmiHu | TMNY - 3MiHK 3 SKOCTI. FOTOBMIA NiKapCbKNi
3aci6. CuctemMa KoHTeliHep/3aKynoptoBasibHUI
3aci6. 3MiHa y NepBUHHIli yNakoBLji roTOBOro
nikapcbKoro 3acoby (SKicHWi Ta KiNbKiCHWIA cknag)
- TBepai nikapcbki opmu - OHOB/EHHA p. 3.2.P.7.
CucTtema KoHTeliHep/ 3aKkynoptoBasibHWIA 3acio, a
came 3asBHUK [0Aa€ NOCUIAaHHA Ha Te, L0 XOAeH
3 MaTepianis, ki BUKOPUCTOBYHOTLCA ANS
NepBMHHOIO NakyBaHHA, He MiCTUTb nitrocellulose,
OCKiNbKW B AEAKNX 0COBNMNBO CTapuX 3asBax
noctavanibHUKIB 3a3HaveHo, Lo nitrocellulose
BVMKOPUCTOBYETLCA SIK OCHOBA A/151 APYKapPChKOT
hapbu. AntomiHieBa honbra 3 HITPOLLE/H0/1030H0
BXE jaBHO He BMKOPUCTOBYETHLCSH. 3aXVCHWIA
edhbekT antoMiHieBOT (honbrn 06yMOBAEHWI
a/IlOMIHIEBMM LLAPOM, iKW He BYB 3MiHEHWIA.
YKofHMX 3MiH He 6y10 BHECEHO [0 creumdikawii
Ta MeToZiB BUNpoOyBaHHA ynakoBku. B pamkax
LMX 3MiH NPOMNOHYETLCA OHOBUTU POPMY/THOBAHHS
Ta popmart Bcboro po3ainy 3.2.P.7., BHeceHi
peaakuiiHi 3MiHn. 3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHKii 3aci6. 3MiHa
nocTavasibHvKa nakysasibHUX martepianis abo
KOMMNIEKTYOUMX (SKLLO 3a3Ha4YeHO B [OCHE)
(BMNyYEeHHS MocTavasibHKKa) OHOBMIEHHS P.
3.2.P.7. Cnctema koHTelHep/ 3aKynoproBasibHUI
3acib, a came BW/Ty4YEHO BCi NOCUIAHHS Ha Pi3Hi
Ha3BW BUPOGHUKIB, 38 BUHATKOM Ha3B, 3a3Ha4YeHNX
y exemplary technical documentation.

3a
peyerimom

UA/16503/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
50. | AEKCA/MIH® | po3uuH gns MeHapiHi IMokcemby Brpo6HMUTBO in ITanisa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiis: 3a UA/3764/01/01
IH'EKT iH'eKUil/iHdy3iiA, 50 IHTepHeLloHan pr bulk, nepsuHHe Ta 3MiHu | TUNY - 3MiHK 3 siKocTi. A®I. BUpo6GHMLTBO. peyenmom
Mr/ 2 M71; o 2 Mn B OnepefioHe BTOPVHHE 3miHa po3mipy cepii (Bktovatoumn gianasoHu) Ad|
amnyni; no 1 amnyni Nrokcembypr nakyBaHHs1, ab0 NpOMiXXHOro NPoAyKTY, SKUIA 3aCTOCOBYETHLCA Y
B KOHTYPHIii C.A. KOHTPO/b Ta BUMYCK npoveci Bupo6Huutea A®I (36inbLieHHs go 10
YapyHKOBIl cepiii: A. MeHapiHi pasiB NOPIBHAHO i3 3aTBEPIXXEHUM PO3MIPOM) -
ynakosui, 1 MaHythakTypiHr BktoueHHs! anbTepHaTUBHOIO PO3Mmipy cepii
KOHTYpHa YapyHKoBa JloricTike eHp, 610,5-928,5 kr gns Aitoyoi peyoBuHU
ynakoBka B Cepsicec C.p.J1., aekckeTonpodeHy TpoMeTaMosly Ha A04AaTOK A0
KapTOHHI KopobL; ITania; Anbcacirma 3aTBEPKEHOr0 Aiana3oHy po3mipy cepii 407-619
a6o no 5 amnyn y C.n.A., ltanis K.
KOHTYpHIlA
YapyHKOBIli
ynakosui, 1
KOHTYpHa YapyHkoBa
ynakoBka B
KapTOHHIA KopobL;
a6o no 5 amnyny
KOHTYPHIi
YapyHKOBIl
ynakoBL, 2 KOHTYpPHI
YapyHKOBI YNakoBKu
B KapTOHHIi Kopo6Lyi
51. | ANKNO®PEHA | cnpeii HalKipHWIA, TOBAPUCTB YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 6e3 nionsizae UA/1539/03/01
K-3AOPOB'AA | po3uuH, 40 mr/mn no 03 o6MmexeHo 3miHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenma
YNbTPA 30 mn abo no 50 mn OBMEXXEHO BiANOBIf&/IbHICTIO Ta (papmakoHarnsgy. 3miHa y KopoTkili
y thnakoHi 3i ckna 3 10) "®apmaueBTNYHaA XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
KnanaHoM-Hacocom, BIAMOBIOAN KomnaHia "3gopos'a” MapKyBaHHS Ta IHCTPYKU|ii AN MeAUYHOro
Hacafkoto- bHICTHO 3acTOCyBaHHSA Ha niactasi perynsipHo
posnuaoBavem Ta «KOPTMOPALLI OHOB/IOBAHOrO 3BITY 3 6e3neKn Nikapcbkoro
3aXVCHUM A 3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
KoBnaykom; no 1 «300POB’A» nikapcbKoro 3acoby B nicspeecTpaviiiHnii nepios,

hnakoHy y Kopobui 3
KapTOHY

ab0 Sk pe3ynibTat OLiHKM 3BiTY 3 AOCNIAKEHb,
npoBefeHnX BigNOBIAHO A0 NAaHy nefiaTpUyHmX
pocnipkeHb (PIP) (3MiHY y3roakeHo 3
KOMNETEHTHUM YNOBHOBAXEHNM OpraHom)
3MiHM BHECEHI A0 iIHCTPYKLi 415 MeguyHoro
3acTOoCyBaHHSA Nikapcbkoro 3acoby y po3gainis
"MpoTrnokasaHHsA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaaro” BignoBigHo Ao
OHOBNEHOT iHhopMaLii 3 6e3neku Aitoyol
peyosuHn. CynyTHS 3MiHa - 3MiHK WoA0
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB
BMAaYi peecTpaviiniHoro NocBigYeHHS, BK/IOYaumn
MnaH ynpasniHHA pu3nkamu (3acTocyBaHHS
TEKCTY, SKMIA NOroAKeHUli 3 KOMNETEHTHUM
opraHom), 3asiBHMKOM HaaHO OHOBAEHWIA MNnaH
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
ynpas/iHHA pu3nkamu Bepcis 2.0. 3MiHU BHECEHO
[0 yacTuH: | “3aranbHa iHdopmauis”, V “3axoam 3
MiHimi3auii pu3ukis”, VI “Pestome nnaHy
ynpaBniHHa pusvkamu”, VIl “dopatkn” y 38’A3Ky 3
OHOBJ/IEHHSIM iHChopMaLii 3 6e3nekun Ajiroyoi
PeyoBUHM AVKNOdEHAK Ha NiACTaBi pekoMeHaaLlii
PRAC. B mexXax 3MiH1 HajaHO OHOBJ/IEHWIA N/1aH
ynpasiHHA pusmkamu, sepcis 2.0.
PestoMe nnaHy ynpasiHHA pu3vkamun oAaETbCs.

52. | ANKNO®PEHA | renb, 30 mr/rmo 501 | TOBAPUCTB YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 6e3 nionsizae UA/1539/01/02
K-300POB'A y Ty6i; no 1 1y6i B 03 06MEeXeHO 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peuenma
DPOPTE KapTOHHIli Kopoobui OBMEXEHO BiANOBIAANbHICTIO Ta dpapmakoHarnsgy. 3miHa y KopoTkil

10] "®apmaveBTUYHa XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
BIAMOBIAAN KOMnNaHis MapKyBaHHA Ta iHCTPYKLii ANA MeguyHoro
bHICTHO "3popos'a”, 3acTOCyBaHHA Ha MigcTasi perynspHo
«KOPTMOPALII YkpaiHa (Bci cTagii OHOB/THOBAHOrO 3BITY 3 6e3nekn NikapcbKoro
2| BMpOBGHULTBA, 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHSA
«300POB'A» KOHTPOb AKOCTI, nikapcbKoro 3acoby B nmicnspeecTpaviiiHvin nepiog,
BUMNYCK cepil); ab0 Sk pe3ysibTaT OLiHKM 3BTy 3 AOCNIAXEHb,
ToBapucTBO 3 npoBeeHUX BiANoBIAHO A0 NNaHy nefiaTpuyHmMX
obmexeHo pocnigxeHb (PIP) (3MiHy y3rogxeHo 3
BiANOBiAANbHICTIO KOMMETEHTHVM YNMOBHOB&XXEHNM OpraHoM)
"®apmMaueBTUYHA 3MiHM BHECEHI [0 iIHCTPYKLIT N8 MeguyHoro
KOMnNaHis 3acTOCyBaHHS NikapCbKoro 3acoby y po3ainis
"3p0poB'a”, YkpaiHa "MpoTrnokasaHHsA", "3acTocyBaHHS Y nepiog,
(Bci cTagii BariTHOCTi abo rogyBaHHA rpyaar” BignoBigHoO 40
BMPOGHMLTBA, OKPIM OHOB/IEHOT IHdopMaLiii 3 6e3neku gitouoil
KOHTPOJII0 SKOCTi Ta peyoBuHW. BBEAEHHS 3MiH MPOTAroM 6-TW MicsL,iB
BMNYCKY cepii) nicnsa 3aTBepxeHHs. CynyTHA 3MiHa - 3MiHW
oo 6esnekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
3060B'AA3aHb Ta YMOB BUaui peecTpauiiiHoro
noceigyeHHs, BkNtoyaroun Mnax ynpasniHHA
pu3nkamm (3acToCyBaHHsA TEKCTY, KW
NOrofKEHW 3 KOMMETEHTHUM OPraHoMm)
3aABHMKOM HafaHO OHOB/EHWi NnaH ynpasniHHA
pv3ukamm Bepcis 2.0. 3MiHM BHECEHO A0 YacTuH: |
“3aranbHa iHhopMauia”, V “3axoau 3 MiHiMisauji
pu3ukis”, VI “Pestome nnaHy ynpasniHHA
pusnkamun”, VII “OopaTtkn” y 38’a3Ky 3 OHOBIEHHAM
iHcbopMmawLii 3 6e3nekun 4ityoi pevyoBUHN
AviknodpeHak Ha nigctasi pekomeHgauin PRAC. B
MeXax 3MiHW HaJaHO OHOB/IEHUI MNaH YNpasiHHA
pusnkamu, Bepcis 2.0. Pe3toMe nniaHy ynpas/iiHHA
pv3nkaMn 10AAETHCS.

53. | ANDEPENIH nopoLlokK no 3,75 mr INCEH PpaHuis Mopowuok ®paHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/0695/01/02
® Ta PO3YMHHUK Ans PAPMA BupobHuLTBO Ta ITanis 3MiHu Il TUNy - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii peuyenmom

cycnexsii gns nakysaHHs:INMCEH /benbris 3aci6. Cuctema KoHTeliHep/3aKynopoBaibHUM
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
iH'exuin ®APMA BIOTEK, 3aci6. 3MiHa y NepBYHHIli yNakoBLji roTOBOr0
NPOJSIOHIOBaHOro dpaHuis; nikapcbKoro 3acoby (Tvn KoHTeliHepa abo
BMBI/IbHEHHS; 1 amma- [lofiaBaHHsA HOBOro KOHTelHepa) - CTepubHi
th/1aKoH 3 MOPOLLUKOM BMMPOMIiHIOBAHHS: nikapcbki 3acobu Ta nikapcbki 3aco6m
Yy KOMM/IEeKTi 3 INCEH ®APMA 6i0N0rivYHOro/iMyHOOMNYHOTO NOXOXKEHHS -
PO3UYNHHWUKOM MO 2 BIOTEK, ®paHuis; [lofaBaHHA anbTepHaTUBHOT
mn (maHiT (E 421), abo 6pombyTuKay4ykoBoi NPobKn. FK NoToUHA
BO4A ANs iH'EKLii) B CTEPIOXXEHIKC 3apeecTpoBaHa 6pomMbyTuIKayyykoBa Npobka,
amnyni, Wnpuuom ITANIA C.IN.A,, 3anpornoHoBaHa npobka signosigae EP 3.2.9,,
NS 04HOPa30BOro ITanis; TEXHIYHI XapakTepucTukn, cneuudikaii Npo6ok
BMKOPUCTaHHA Ta aboCTEPIIXKEHIKC €KBiBaJIEHTHI.
ABoma ronkamu (y BE/NbIA CA
6nicTepHii (PNEPYC), benbris;
ynakosLi) y BTOpuHHE
KapTOHHIi Kopo6Lyi nakyBaHHs,
KOHTPO/Ib AKOCTi Ta
BUMYCK NikapCbKoro
3acoby: INMCEH
®APMA BIOTEK,
dpaHuis;
PO34YMHHKK
Brpo6HMUTBO,
nepBuHHe
nakyBaHHs Ta
KOHTPO/b SIKOCTI:
CEHEKCI, ®paHuis;
BTopuHHe
nakyBaHHs Ta
Bunyck cepii: INCEH
®APMA BIOTEK,
PpaHuis
54. | ANDEPENIH nopotuok no 11,25 INCEH PpaHuis Mopowuok ®paHuia/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/9454/01/01
® Mr Ta PO3YMHHUK PAPMA Brpo6HMuTBO Ta ITanis 3MiHn Il TUnYy - 3MiHK 3 AKOCTi. [OTOBWIA NiKapCbKWii peyenmom
Ans cycnewsii ons nakyBaHHs:INCEH /benbris 3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHNI

iH'exuil ®APMA BIOTEK, 3aci6. 3MiHa y NepBUHHIli yNakoBLji roTOBOro
MPOSIOHIOBaHOro dpaHuis; niKapcbKoro 3acoby (Tun KoHTeliHepa abo
BMBI/TbHEHHS; 1 Famma- [0faBaHHsA HOBOrO KOHTelHepa) - CTepusbHi
(h1aKoH 3 MOPOLLKOM BUNPOMIHIOBaHHSA: nikapcbki 3ac06M Ta nikapcbki 3acobu

Y KOMMIEeKTi 3 INCEH ®APMA 6i010ri4YHOro/iMyHOOMNYHOTO MOXOKEHHS -
PO3YNHHWUKOM M0 2 BIOTEK, ®paHuis; JopaBaHHA asibTepPHATUBHOT

M (MaHiT (E 421), abo 6poMOBYTUNKAYUYKOBOT MPOBKN. HK NOTOYHA
BOAA ANS iH'EKLiR) B CTEPIOXEHIKC 3apeecTpoBaHa 6pombyTukayyykosa npobka,
amnyni, Wnpruom ITANA C.NA, 3anpornoHoBaHa npobka Bignosigae EP 3.2.9.,
4151 04HOPAa30BOro ITanis; TeXHiYHi XxapakTepucTuku, cneumdikaii npo6ok
BVMKOPUCTaHHA Ta aboCTEPIOXEHIKC €KBiBa/1IEHTHI.

TpbOMa rofikamm (y BENbIIA CA

6nicTepHil (PNEPYC), benbris;

ynakosLi) y BTOpuHHe
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KapTOHHI Kopo6Lyi nakyBaHHs1,
KOHTPO/b AKOCTi Ta
BWMNYCK NiKapCbKoro
3acoby: INCEH
®APMA BIOTEK,
PpaHLis;
PO34YMHHKK
Bupo6bHuuTBO,
nepBuHHE
nakyBaHHs Ta
KOHTPO/b SIKOCTI:
CEHEKCI, ®paHuis;
BTopuHHe
nakyBaHHs Ta
Bunyck cepii: IMCEH
®APMA BIOTEK,
PpaHuis
55. | OIOCMIH NMOPOLLOK MPAT YkpaiHa CwnuyaHb Ceni Kutaii BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: - UA/15593/01/01
(cybcTaHuis) y "OITOGAPM" dapmacboTVKas 3MiHn | TURY - 3MiHK 3 akocTi. A®I. (HLWi 3MiHK) -
nakeTax noABiNHUX Ko., N14. OHOBNEeHHS AM® no Bepcii Ne 13 (2023-09-04),
nonieTueHoBmx npu LbOMY y BUPOGHUYOMY MPOLECi 3MiH He
ans BigbyBaeTbCsA. [prBEAEHHS AOKYMEHTIB
dhapmaL,eBTUYHOro peecTpaLiiHoro A0CbE 40 OHOB/IEHNX [OKYMEHTIB
3acTocyBaHHA [OM®, a came: BHECEHHS YTOUHEHHS B PO34in
MK$ 3rigHo oHoBnieHoro AM®:
- p. «CKnag» - yTOUHEHHSI MeX KiJIbKOCTi Ai0CMiHYy
(3aTBEpAXKEHO: ...CybCTaHLis MICTUTb HE MEHLUEe
90,0% i He 6inblue 102,0 % 7-[[6-O-(6-[eokci-a-L-
MaHHomipaHo3un)-p-D-rakonipaHo3usjokcu]-5-
rigpokcun-2-(3-rigpokcun-4-metokcudpeHin)-4H-1-
6eH30nipaH-4-0Hy, Yy nepepaxyHky Ha 6e3BofHy
PeyoBMHy; 3anNpPONOHOBAHO: ... XiMi4yHa Ha3Ba: 7-
[[6-O-(6-Aeokci-a-L-maHHonipaHo3un)-p-D-
rntokonipaHosunjokcu]-5-rigpokcu-2-(3-rigpokcun-4-
MeToKcudoeHin)-4H-1-6eH3onipaH-4-oH.
Cy6cTaHuis mictuTb Big 90,0% go 102,0 %
[ioCMiHy, B nepepaxyHKy Ha 6e3BOAHY PeYOBUHY.)
- cneumdpikauis 3a n. «PO3YMHHICTbY,
«lgenTudpikauin. AiocMiH», «MBY», «KinbkicHe
BU3HauYeHHS. [lioCMiH»; - METOAM KOHTPO/O 3a N.
«PO34MHHICTb», «lgeHTudikauis. JiocMiH»,
«CynpoBigHi foMmilkn», «Boga», «MBY»,
«KinbKicHe BU3HAYEHHSI») - p. «TepMiH
npuaaTHoCTI» (3aTBepaKeHo: TepMiH
npuAaTHOCTI. 3 POKK, 3anpONOHOBaHO: TepMiH
npuaaTHOCTI. 4 POKK.)
56. | AOMPUO® TabneTku, BKPUTI TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 nignsrae UA/8976/01/01
060/10HKO0, Mo 10 "TNEJ®APM PAPM" 3miHu | TMny - 3MiHn Wwopao 6esnekn/edekTUBHOCTI peyenma
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
mr, no 10 TabneTok nTn

y 6nicTepi; no 1 abo
no 3 6nictepu B
KapTOHHI/ ynakoBsL,i

Ta thapmakoHarnagy. 3MiHu y KOpOoTKiii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT AN MefUyYHOro
3aCTOCYBaHHS TeHepUYHNX/TIBPUAHNX/6I0N0AIGHNX
nikapcbkunx 3acobiB Nic/is BHECEHHA TiEl camol
3MiHW Ha pedhepeHTHWI npenaparT (3MiHa He
noTpebye HafiaHHA XOAHNX HOBUX AOAATKOBUX
[aHuX) - 3MiHN BHECEHO [0 iHCTPYKUiT ANns
MeAMYHOro 3acTOCyBaHHS NikapcbKoro 3acoby o
po3ginis "®apmakosnoriyHi BNacTuBocCTi",
"MpoTunokasaHHA", "B3aemogis 3 iHWMK
NikapcbKMU 3aco6amu Ta iHLWi BUAW B3aemogiii",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHs y
nepiog BariTHoOCTi abo rogyBaHHs rpyaar”,
"3AaTHICTb BNAMBATY Ha LIBUAKICTb peakLii npu
KepyBaHHi aBTOTPaHCMoOpTOM abo iHWMMK
MexaHismamu", "Cnocib 3acTocyBaHHsA Ta fo3m",
"Aitn", "MepegosysaHHs", "Mob6iyHi peakuii”
BiANOBIAHO A0 pechepeHTHOro NikapcbKoro 3acoby
Motilium 10 mg film-coated tablets. BBegeHHs 3MiH
NPOTAroM 6-TW MIiCALIB MIiC/A 3aTBEPKEHHS.
3miHu | TUny - 3MiHn Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu) - 3MiHW BHECEHO
[0 IHCTPYKUIT 418 MeAnyYHOro 3acTocyBaHHS
nikapcbkoro 3acoby Ao po3gainy “lMNo6iyHi peakuii”
111010 BaXX/IMBOCTI NOBIAOM/IEHHS MPO NOGIYHI
peakuji. BBegeHHA 3MiH NPOTAroM 6-Tn MicsiLiB
nicns 3aTBepmkKeHHs. 3MiHu | Tuny - 3MiHN WoAao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsay.
BHeceHHs abo 3miHa(1) [o 3060B'A3aHb Ta yMOB
BMAaui PEECTPALiiHOr0 NOCBIAYEHHS, BK/IOYa4M
MnaH ynpasniHHSA pu3nkamu (3acTocyBaHHS
TEKCTY, SKMIA NOTOAKEHUIE 3 KOMNETEHTHUM
opraHom) - 3asiBHMKOM HafiaHO OHOBMEHWI MnaH
ynpas/iHHA pu3ukamu Bepcis 2.0. 3MiHW BHECEHO
[0 YacTuH: | «3aranbHa iHdhopmavis»

Il «Cneunddikauis 3 6e3nekn» V «3axoam 3
MiHimi3auii pusmkiB» VI «Pe3toMe nnaHy
ynpaBiHHA pusnkamm» VIl «ogaTtku» (qogaTkm

1-8)

Y 3B’A13Ky 3 OHOBJ/IEHHSAM iHhopMaLl 3 6e3nekn
L0401 pevOBMHN JOMMNEPUAOHY Maneat
BiANOBIAHO [0 akTyasnbHOI pedyepeHTHOI

iHChopMawLii, a TakoX Yy 3B'A3KY i3 3MiHOO hopmarty
BiAgnosigHo Ao sumor Evaluation Guidance on the
format of the risk management plan (RMP) in the
EU —in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying GVP




56

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Module V Rev.2 Human Medicines).Pe3stlome
MnaHy ynpaBniHHA pu3nkamun Bepcis 2.0
[0A3€ETbCA
57. | OOP3ITIM® OYHi Kpansi, po3yuH; AT YkpaiHa AT "KNIBCbKUW YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3a UA/16271/01/01
no 5 mn y cnakoHi "KNIBCbKM BITAMIHHW 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peyenmom
nonieTuseHoBoMy 3 BITAMIHHWIA 3ABO/[", YkpaiHa Ta chapmakoHarnsagy. BeegeHts abo 3miHm o
KpanensHuueto Ta 3ABO4" (BMPOGHMLTBO 3 y3araslbHeHuUX AaHux npo cucrtemy
KOHTpOIEM NepLIoro npoaykuii in bulk hapmakoHarnsgy (BBeeHHs y3araslbHeHUX AaHnX
po3KpuTTS; Mo 1 «Padhapm C.A.», npo cuctemy thapmakoHarnsgy, 3miHa
chnakoHy y nauui 3 Ipeuis) YMOBHOBaXeEHOI 0cobu, BiANoBiAabHOT 3a
KapTOHY 34ilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapMakoHarnsay 3asBHuUKa Ans 34INCHEeHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT 0co6u, BiANOBiLa1bHOI 3a
3[jicHeHHs dhapmakoHarnsay (BKIroyarum
KOHTaKTHi AaHi) Ta/abo 3MiH1 Yy PO3MiLLEHHI
mMacTep-gaiina cuctemu papmMakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHVKa, BifnoBiganbHOT
3a thapmakoHarnag.
[Oitova pepakuin: Konaga Biktopia BiktopiBHa.
MponoHoBaHa pepakuis: babuka AmMnTpo
AHaTonilioBnY. 3MiHa KOHTaKTHUX AAHUX
YMNOBHOBAaXEHOI 0CO6M 3as1BHMKA, BifnoBigas/bHOT
3a (papmakoHarnaag
58. | AOUETAKCE KOHUeHTpaT ans EBEBE ABCTpIs NOBHWIA LMK ABCTpIA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a He UA/11091/01/01
N "EBEBE" pO34nHy Ans dapma BMpO6GHULTBA: 3MiHuM | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peuyenmom nionsieae
iHdpysii, 10 mr/mn no lec.m.6.X. ®APEBA YHTepax Ta thapmakoHarnagy. 3MiHu y KopoTkiii
2 mn (20 mr) a6o 8 Hdor. KI M6X, ABCTpis; XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
mn (80 mr), abo 16 BMNYCK cepil: MapKyBaHHS Ta iHCTPYKLii ANA MeguyHoro
mn (160 mr) y EBEBE ®apma 3aCTOCYBaHHS reHepUYHNX/TiIBpPMAHNX/6I0N0AIGHNX
hnakoHi; no 1 lec.m.6.X. Haor. KT, nikapcbKnx 3acobiB Micns BHECEHHS Tiei camol
thnakoHy B KOPO6L ABCTpis 3MiHV Ha pedhepeHTHW1 Npenapar (3MiHa He
noTpebye HafaHHS XOL4HUX HOBMX A0AATKOBUX
[OaHunxX)-3MiHN BHECEHO [0 iHCTPYKUiT ANns
MeAMYHOro 3aCTOCyBaHHSA /likapCbKoro 3acoby y
po3ainu "®apmakonoriyHi B1acTueocTi”,
"MpoTunokasaHHa", "OcobnBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo rofyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs Ta 4o3n",
"Mob6iuHi peakuii" BignoBigHO A0 iHdopMaLil Wwoao
MeAMYHOro 3acToCyBaHHs pethepeHTHOro
nikapcekoro 3acoby (TAKCOTEP®, koHLUeHTpaT
0N po34rHy Ans iHdpysiin). BBegeHHS 3MiH
NPOTSArom 6-Tv MiCAILB NicNs 3aTBEPAKEHHS
59. | APOTABEPU | nopouiok TOB YkpaiHa Pa Yem dapma IHais BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: - UA/16253/01/01
HY (cybeTaHuis) y «NMEAPAPM Nimiten 3miHa 3asBHuKa /13 (MIBI) (BnacHuka
FIAPOXMOPU | noggiliHux NTO» peecTpaLiiHoro noceifgyYeHHs) (3rigHo Hakaly MO3

i

nonieTuaeHoBmx

Big 23.07.2015 Ne 460): 3atBepgxeHo: TOB
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

nakeTax Asns
thapmaL,eBTUYHOTO
3aCTOCYBaHHs

«KYCYM ®APM», YkpaiHa 3anponoHosaHo: TOB
«TNEAPAPM NTO», YKpaiHa

60.

AYCTAPIH®

Kancynu m'ski no 0,5
mr; no 10 kancyn y
6nictepi; no 3
6nictepn y navui

AT

"KUIBCbKWN

BITAMIHHWA
3ABOJ"

Ykpaina

AT "KNIBCbKUW
BITAMIHHWIA
3ABO/[", YkpaiHa
(BMPOGHMLTBO 3
npoaykuii in bulk
"FAM CA", MpeLis)

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta chapmakoHarnsagy. BeegeHts abo 3miHm o
y3ara/ibHeHNX JaHnx npo cuctemy
dhapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHnx
npo cuctemy hapMakoHarnsay, smiHa
YMOBHOBaXeEHOI 0cobu, BiANoBiAabHOT 3a
3AiicCHEHHS chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuUKa Ans 34INCHEeHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT 0co6u, BiANOBiLa1bHOI 3a
3[jicHeHHs dhapmakoHarnsay (BKIroyarum
KOHTaKTHi AaHi) Ta/abo 3MiH1 Yy PO3MiLLEHHI
mMacTep-gaiina cuctemu papmMakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHVKa, BifnoBiganbHOT
3a thapmakoHarnag.

[Oitova pepakuin: Konaga Biktopia BiktopiBHa.
MponoHoBaHa pepakuis: babuka AmMnTpo
AHaTonilioBnY. 3MiHa KOHTaKTHUX AAHUX
YMNOBHOBAaXEHOI 0CO6M 3as1BHMKA, BifnoBigas/bHOT
3a (papmakoHarnaag

3a
peyenmom

UA/18478/01/01

61.

EZJOKCAKOP
i)

TabneTku, BKpUTI
nniBKOBOKO
060/10HKO0 Mo 30
mr; no 10 TabneTok
y 6nictepi, no 3
6nicTepy y nauui

AT

"KNIBCbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KMIBCbKUN
BITAMIHH
3ABOA"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHuM | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta chapmakoHarnsagy. BeegeHHs abo 3miHn o
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnagy (BBefieHHs y3araslbHeHUX faHux
npo cuctemy hapMakoHarnsgy, smiHa
YMOBHOBaXeHOI 0cobu, BiANOBiAabHOT 3a
3AiicCHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuUKa Ans 34iINCHeHHs
thapmakoHarnagy B YKpaiHi, AKLLO BOHA BigMiHHA
Bifj, yNOBHOBaXKeHOT 0co6MU, BiANOBiAabHOI 3a
3[jicHeHHs hapmMakoHarnsay (Bkovarum
KOHTaKTHi AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
macTep-galina cuctemu papmMakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHVKa, BifnoBiganbHOT
3a (hapmakoHarnag,.

[Oitova pepakuin: Konaga Biktopia BiktopiBHa.
MponoHoBaHa pepakuis: babuka AmnTpo
AHaTonilioBnY. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBAXEHOI 0CO6M 3as1BHKKA, BifnoBigasbHOT
3a (hapmakoHarnag

3a
peyenmom

UA/19020/01/02

62.

EZJOKCAKOP
il

TabneTku, BKpUTI
nAiBKOBOO
060/10HKO0 M0 15

AT
"KI/I'I'BCbKI/II{I'
BITAMIHHAW

Ykpaina

AT "KMIBCbKUN
BITAMIHHN
3ABOA"

YKpaiHa

BHECEHHS 3MiH IO peecTpaLiiiHux maTepianis:
3MiHK | TUNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn oo

3a
peuyenmom

UA/19020/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

mr; no 10 TabneTok
y 6nictepi, no 3
6nicTepy y nauui

3ABO["

y3ara/ibHeHNX JaHnx npo cuctemy
dhapmakoHarnsgy (BBeieHHs y3arasibHeHUX AaHnx
npo cuctemy hapMakoHarnsgy, amiHa
YMOBHOB&XEHOI 0cobu, BiANoBiAaIbHOT 3a
3fiiicCHeHHs hapMakoHarnagy; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOT 0co6Mu, BiANOBifa1bHOI 3a
3pilicHeHHs hapMakoHarnagy (Bkayarym
KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
macTep-gaiina cuctemy papmMakoHarnsay) 3miHa
YNOBHOBaXeHOT 0cobM 3as1BHMKA, BifMnoBigas1bHOT
3a thapmakoHarnag.

[Oitova pepakuin: Konaga Biktopia BiktopiBHa.
MponoHoBaHa pepakuis: babvka mnTpo
AHaTonilioBnY. 3MiHa KOHTaKTHUX AAHUX

YNOBHOB&XEHOT 0COOM 3aABHUKA, BiANOBIAaIbHOT
3a (papmakoHarnag

63.

EZJOKCAKOP
i)

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKOI0 M0 60
mr; no 10 TabneTok
y 6nictepi, no 3
6nicTepy y nauui

AT

"KUIBCbKN

BITAMIHHWA
3ABOJ"

Ykpaina

AT "KWTBCBKIAT
BITAMIHHWIA
3ABOS"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/edeKkTUBHOCTI
Ta chapmakoHarnsagy. BeegeHHs abo 3miHm o
y3arasibHeHNX JaHnX npo cucTemy
dhapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHnX
npo cuctemy hapMakoHarnsay, smiHa
YMOBHOBaXeEHOI 0cobu, BiANoBiAabHOT 3a
3AiicCHEHHS chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuUKa Ans 34iINCHeHHs
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOT 0co6MU, BiANOBiLa1bHOI 3a
3[jicHeHHs dhapmakoHarnsay (BKIoyarum
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
mMacTep-gaiina cuctemu papmMakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHVKa, BifnoBiganbHOT
3a thapmakoHarnag.

[Oitova pepakuin: Konaga BikTopia BiktopiBHa.
MponoHoBaHa pepakuis: babuka AmnTpo
AHaTonilioBnY. 3MiHa KOHTaKTHUX AAHUX
YMNOBHOBAXEHOI 0CO6M 3as1BHMKA, BifnoBiga/bHOT
3a (hapmakoHarnag

3a
peyenmom

UA/19020/01/03

64.

ENIrAPA 22,5
Mr

MOPOLLIOK ANsi
NpUroTyBaHHs
PO3UmnHy ans
NiALWKIPHUX iH'EXLi
no 22,5 wmr;
KOMMMEKT MIiCTUTb 2
NOTKN:

- 1 NOTOK MICTUTb
nonepegHLo

Pekoppaarti
IHaacTpia
Ximika e
dapmaceBTika
C.n.A.

ITanisa

BiANOBiAa/IbHWIA 32
BTOPWHHY YNakoBKy
Ta BUNycK cepii:
AcTtennac ®apma
Opon b. B.,
HigepnaHngy;
BiANOBiAa/IbHWIA 32
BUPOGHMLTBO
wnpuya A, wnpuua

HigepnaHnan
/ CLUA

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta thapmakoHarisgy. 3miHa y KOpoTkii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKLiT 415 MeAn4YHOro
3acTOCyBaHHS Ha MigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B nicspeecTpaviiiHvin nepiog,

3a
peyenmom

He
nionsieae

UA/5758/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
HamnoBHEHWIA WNpwL, B, KiHLEBY ynakoBKy ab0 Sk pe3ysibTaT OLiHKM 3BiTY 3 AOCNIAXEHb,
A 3 PO34YNHHNKOM Ta KOHTPO/Ib AKOCTI: npoBefeHUX BiANoBigHO A0 NNaHy negiatpuyHmMX
(noni(DL-nakTna-Ko- Tonmap IHK., CLUA, pocnigkeHs (PIP) (3MiHy y3rofkeHo 3
rnikonig) nonimep, BiAnoBigabHNIA 3a KOMMETEHTHVM YMOBHOB&XXEHNM OpPraHoM)
N-meTun-2- BMPOGHMLTBO 3MiHV BHECEHO A0 iHCTPYKUIT AN MEAUYHOTO
niponigoH) no 457 wnpuua b Ta itoro 3aCcTOCyBaHHS NikapcbKoro 3acoby [o po3ainis
Mr, NMopLUeHb BTOPUHHY YMaKoOBKY: "Oco6nmBoCTi 3acTocyBaHHA" Ta "Mo6ivHi peakuii”
wnpuua b ta Tonmap IHk., CLUA BiANOBIAHO A0 pekomeHaauiin PRAC.
nakeTuk 3
BOJIOrONOrIMHAUN
M areHToMm;
- 2 NOTOK MICTUTb
nonepeHbLo
HanoBHEHWI WnpuL,
b 3 nopotukom,
CTepusibHY roniky Ta
nakeTuk 3
BO/I0rONOrIMHauu
M areHToMm.
Komnnekr y
KapTOHHI Kopobui
65. | ENIFAPA 45 MOPOLLIOK ANs Pekopgaari ITanis BiANOBiAa/IbHWIA 32 HinepnaHvgn BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3a He UA/5758/01/03
Mr NPUroTYBaHHA IHaacTpia BTOPVHHY YNaKoBKY / CWWA 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peyenmom nionsieae
po3unHy AnA Ximika e Ta BUNyCK cepii: Ta dpapmakoHarnsgy. 3miHa y KopoTkili
NiAWKIPHUX iH'EXLi dapmaceBTika AcTtennac ®apma XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
no 45 Mr; KomnnekT C.n.A. Opon B. B., MapKyBaHHA Ta iHCTPYKLii 418 MeguyHoro
MICTUTb 2 NOTKK: HigepnaHgu; 3acTOCyBaHHSA Ha MmigcTasi perynsipHo
- 1 NOTOK MiCTUTb BiAnoBiganbHMIA 3a OHOB/THOBAHOrO 3BITY 3 6e3neKkn NikapcbKoro
nonepegHbL0 BUPOGHMLTBO 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHSA

HanOBHEHWIA LUNPULL
A 3 PO3YMHHUKOM
(noni(DL-naktng-ko-
rnikonig) nonimep,
N-meTun-2-
niponifoH) no 434
Mr, NOpLIEeHb
wnpuua b ta
nakeTuk 3
BOJ1I0TONOININHAKYM
M areHTom;

- 2 NIOTOK MiCTUTb
nonepeaHbLO
HarMoBHEHWI WnpuL,
B 3 nopotukom,
CTEPWUIIBbHY TONKY Ta
naxkeTuk 3
BOJ10TONOrNINHAKYM
M areHToMm.

wnpuya A, wnpuua
B, KiHUEeBYy ynakoBky
Ta KOHTPOJIb AIKOCTI:
Tonmap IHk., CLUA

nikapcbKoro 3acoby B nmicispeecTpaviiiHvin nepiog,
ab0 Sk pe3ysibTaT OLiHKM 3BiTY 3 AOCNIAXEHb,
npoBeAeHWX BigNoBIAHO A0 NnaHy neaiatpuydHmnx
pocnigxeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOB&XEHNM OpraHom)
3MiHV BHECEHO A0 IHCTPYKUIT 4151 MEAUYHOTO
3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA" Ta “Mo6ivHi peakuii”
BiANOBIAHO A0 pekomeHaaLiin PRAC.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Komnnekr y
KapTOHHIl KopoobLi
66. | ENIFAPA 7,5 MOPOLLIOK AN Pekopgari ITanisa BiAnoBiganbHNI 3a Higepnangn BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a He UA/5758/01/01
Mr NpUroTyBaHHsA IHpacTpia BTOPUHHY YMakKoBKY / CLLA 3miHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom nionsizae
pPO34nHy Ans Ximika e Ta BUNycK cepi: Ta (papmakoHarnsgy. 3miHa y KopoTkili
NiAWKIPHUX TH'EXLi dapmacesTika AcTtennac d®apma XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTi
no 7,5 Mr; KOMnaexkT C.n.A. tOpon b. B., MapKyBaHHS Ta IHCTPYKU|ii AN MeAUYHOro
MICTUTb 2 NTOTKK: HigepnaHgu; 3acTOoCyBaHHSA Ha niactasi perynsipHo
- 1 NOTOK MiCTUTb BiAnoBigabHWI 3a OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapCbKoro
nonepeaHbLO BVPOGHMLTBO 3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
HamnoBHeHWIA WnpuL, wnpuua A, wnpuua nikapcbKoro 3acoby B nicspeecTpaviiiHnii nepios,
A 3 PO34YMHHMKOM B, KiHLUEBY ynakoBky ab0 fK pe3ysibTat OLiHKM 3BiTY 3 AOCNIAKEHb,
(noni(DL-nakTna-Ko- Ta KOHTPO/Ib AIKOCTI: npoBefeHnX BigNOBIAHO A0 NAaHy nefiaTpUyuHmX
rnikonig) nonimep, Tonmap IHk., CLLA pocnipkeHb (PIP) (3MiHY y3roXeHo 3
N-meTun-2- KOMMETEHTHVUM YNOBHOB&XXEHNM OpPraHoM)
niponigoH) no 343 3MiHU BHECEHO [0 IHCTPYKLUIT A1 MeANYHOro
M, MOpLUEHb 3acTOCyBaHHS NikapcbKoro 3acoby Ao po3zainis
wnpuua b ta "Ocob6nmBocTi 3acTocyBaHHA" Ta "Mo6GiyHI peaku;i”
nakeTuk 3 BiANOBIAHO A0 pekomeHAauin PRAC.
BO/IOrONOrIMHA4N
M areHTom;
- 2 NOTOK MICTUTb
nonepeaHbLO
HanOBHEHWIA LUNPULL
B 3 nopotukom,
CTepusbHY ronky Ta
nakeTuk 3
BOJIOrONOrIMHAUN
M areHToMm.
Komnnekr y
KapPTOHHI KOpOOLi
67. | ENI®OP TabneTkn Mdpaiizep CWA Bupo6bHuuTBO, Ipnangis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a He UA/14972/01/01
MPOJIOHroBaHOI fji Eiu.Ci.Mi. nepBrHHe Ta HimeuunHa 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom nionsizae
no 100 mr no 14 KopnopeWiLH BTOPVHHE HalilMeHyBaHHs Ta/abo agpecy Micus
Tabnetok y 6nictepi; nakyBaHHs1 KOHTPO/1b NpoBaKEHHS AisIbHOCTI BUpOOHUKa/imnopTepa
no 2 6nictepu B AKOCTI: rOTOBOrO /1iKapCbKOro 3acoby, BK/IYaum

KapTOHHIli KopoobLi

Mdpaiizep IpnaHgis
dapmacbloTikan3
Nittn KonHenn,

Hblo6pigx, lpnaHais

lMepBuHHE Ta
BTOPWHHE
nakyBaHHs, BUNYCK
cepit:
Mcpaiizep
MeHtohekyypuHr

AinbHULI BUNYCKy cepii abo MicLe NpoBedeHHs
KOHTPO/I0 SKOCTI. (4iSNbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/IMNOPTEp, BKKOYAKOUM BUMYCK Cepili) -

3MiHa agpecy BUpo6HuKa M3 y 3B'A3KyY 3
OHOBJ/IEHHAM afpecu Ha BUMOTY MiCLEEBOro opraHy
OXOPOHW 34,0POB'S BIANOBIAA/ILHOI 3a BuAavy
niueHsii Ha BUpo6HULTBO. Byno pekomeHa0BaHO
BKasaTu Di3nYHy afpecy AiNbHULL 3aMiCTb
MOLUTOBOI CKPMHBKMN. MicLe3HaxomKeHHs
BMPOGHMKA, BUPOOHMYA AiNbHULSA Ta YCi BUPO6HUYI
onepavii 3anwaTbCs He3MiHHUMK. [jtova
pegakuisi: MNdpaiizep MeHoekvypuHr floiuneHs
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

[Loiuneng Mm6X,
HimeyunHa

vm6X / Pfizer Manufacturing Deutschland GmbH.
BeTpibwTeTTe ®paiibypr, Mycsanbaanb 1, 79090
®paliibypr, HimeuunHa / Betriebsstatte Freiburg,
Mooswaldallee 1, 79090 Freiburg, Germany.
MponoHoBaHa pepakuisi: MNdaiizep
MeHtocbekuypuHr JoiiuneHg MveX / Pfizer
Manufacturing Deutschland GmbH. MycBanbgasnb
1, 79108 ®paliibypr Im Bpaiicray, HimeuunHa /
Mooswaldallee 1, 79108 Freiburg Im Breisgau,
Germany. 3MiHVM BHECEHO B iHCTPYKLit0 An1s
MeAMYHOro 3aCTOCyBaHHA NikapCbKoro 3acoby y
po3ain «MicLesHaxoMkeHHs BUPO6HMKa Ta
ajpeca MicLs NPOBaKEHHS MOro AisiIbHOCTI» 3
BifNOBIAHVMMN 3MiHAMM Y TEKCTi MapKyBaHHS
ynakoBKM NikapcbKoro 3acoby. BeefeHHsA 3MiH
NpOTArom 12-Tu MicsLiB NiCNs 3aTBEPAXKEHHS -
3MiHn | TUny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta dhapmakoHarnagy (iHwi 3mMiHu) - 3MiHW BHECEHO
B TEKCT MapKyBaHHs NepBuHHOI (M. 4. «JATA
3AKIHYEHHA TEPMIHY MPUAATHOCTI») Ta
BTOPWHHOT (M.8. «AATA 3AKIHUEHHA TEPMIHY
MPUOATHOCTI», n. 16. «IHOOPMALIIA, AKA
HAHOCUTBCS LUPNGTOM BPAI/IA») ynakosok
nikapcbkoro 3acoby. BeefeHHsA 3MiH npoTarom 12-
TV MicALIB Nic/1s 3aTBepPAKEHHSI

68.

ENI®OP

TabneTku
NPOJIOHroBaHOI fji
no 50 mr no 14
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHIli KopoobLi

Mdpaiizep
Eiu.Ci.Mi.
KopnopeWLH

CWA

Bupo6bHuuTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS KOHTPO/Ib
AKOCTI:
Mdpaiizep IpnaHgis
dapmacbloTikans,
Ipnangis

MepBuHHE Ta
BTOPUHHE
nakyBaHHS, BUNYCK
cepit:
Mdparizep
MeHtohekuypuHr
[Loiuneng MvéX,
HimeuunHa

Ipnangis/
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NpoBapPKEHHS AisIbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO NikapCbKOro 3acoby, BKIYaK4M
AinbHULI BUNYCKy cepii abo MicLe npoBedeHHs
KOHTPO/I0 SKOCTI. (4iSNbHICTb, 3a Ky BiAnosigae
BMPOGHMK/IMNOPTEp, BKKOYAKOUM BUMYCK Cepili) -
3miHa agpecu BUpo6Huka M3y 3B8'A3Ky 3
OHOB/IEHHAM aApecu Ha BUMOry MiCLIEBOr0 opraHy
OXOPOHU 37,0POB'S BIANOBIAA/ILHOI 3a BuAavy
niueHsii Ha BUpo6HULTBO. Byno pekomeHa0BaHO
BKasaTu Di3nyHy afpecy AiNbHULL 3aMiCTb
MOLUTOBOI CKPMHBKM. MicLe3HaxomKeHHs
BMPOGHMKA, BUPOOHMYA AiNbHULA Ta YCi BUPO6HUYI
onepavuii 3anwaTbCs He3MiHHUMK. [itova
pepakuis: Mdpaiizep MeHoekuypuHr Joliunexs,
vm6X / Pfizer Manufacturing Deutschland GmbH.
BeTpi6TeTTe ®paiibypr, Mycsanbaans 1, 79090
dpainbypr, HiveuunHa / Betriebsstatte Freiburg,
Mooswaldallee 1, 79090 Freiburg, Germany.
MponoHoBaHa pepakuisi: MNdaiizep
MeHtodoekuypuHr JonuneHg MmeX / Pfizer

3a
peyenmom

He
nidnsieae

UA/14972/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

Manufacturing Deutschland GmbH. MycBanbgasnb
1, 79108 ®paiibypr Im Bpaiicray, HimeuunHa /
Mooswaldallee 1, 79108 Freiburg Im Breisgau,

Germany. 3MiHVM BHECEHO B iHCTPYKLit0 An1S
MeAMYHOro 3aCTOCyBaHHA NikapCbKoro 3acoby y
po3ain «MicuesHaxoMkeHHs BUPO6HMKa Ta
ajpeca MicLs NPOBaKEHHS MOro AisifIbHOCTI» 3
BiNOBIAHVMMN 3MiHAMM Y TEKCTi MapKyBaHHS
ynakoBKuW NikapcbKoro 3acoby. BeefeHHA 3MiH
NpoOTArom 12-Tu MicsLiB NiCNs 3aTBEPAXKEHHS -
3MiHn | TUNYy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI

Ta dhapmakoHarnagy (iHwi 3mMiHu) - 3MiHW BHECEHO
B TEKCT MapKyBaHHs NepBuHHOI (M. 4. «JATA
3AKIHUEHHA TEPMIHY MPUOATHOCTI») Ta

BTOPWHHOT (M.8. «AATA 3AKIHUEHHA TEPMIHY
MPUOATHOCTI», n. 16. «IHOOPMALIA, AKA

HAHOCUTBLCS LUPNGTOM BPAI/IA») ynakosok

nikapcbkoro 3acoby. BeefeHHsA 3MiH npoTarom 12-

TV MiCALIB Nic/1s 3aTBepAKEHHSI

69.

EMOKNOT

MOPOLLIOK Ta
PO3YMHHMK oNsi
PO34nHyY Ans
iHdpys3ii, 1000
MO/10 mn; donakoH
Ne 1 3 nopoLukom no
1000 MO'y
KOMMNEKTi 3
PO34MHHKKOM (BOAa
Ans iH’ekujin) no 10
My donakoHi Ne 1
Ta Habopom ans
PO3UYMHEHHS i
BBEJEHHA Y
KapTOHHIli Kopoobui

KEAPIOH
C.INA.

ITanis

KEAPIOH C.IM.A.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKaPCbKN
3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[0MNYyCTUMUX MEX FOTOBOrO /iKapCbKOro 3acoby
(iHLWi 3MiHW) - BHECEHHSA HE3HAYHUX 3MiH [0
Cneumdpikanii M3 3a nN. «30BHILWLHI BUrIA4
(XxapaKkTepucTukmn)», y 3B'A3Ky 3 NPUBELEHHAM Y
BiANOBIAHICTb A0 MoHorpadii EP 0275 Human
coagulation Factor VIII, a came chpasy «friable
solid» 3miHeHo Ha «friable mass». 3aTBepaKeHo:
Appearance (Characters) White or pale yellow,
hygroscopic powder or friable solid.
3anponoHoBaHo: Appearance (Characters) White
or pale yellow, hygroscopic powder or friable
mass. 3MiHM BHECEHO B IHCTPYKLiO AN
MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
po3ain "OCHOBHI i3nKO-XiMiYHi BNacTUBOCTI".
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBEPMAKEHHS. 3MiHM | TMny - 3MiHM 3 SIKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHSI FOTOBOMO NiKApCbKOro 3acoby (iHLwi
3MiHM Y MeTofax BUNpo6yBaHb (BK/IHOHAKUM
3amiHy abo fOMOBHEHHS)) - BHECEHHSI HE3HAYHOT
3MiHM y npoueaypi BunpobysaHHs 13 3a .
«LnTpatu», y 38'A3Ky i3 BBEAEHHAM
aNbTepHaTMBHOIO Habopy A5 KiSlbKiCHOro
BM3HayeHHs umTpartis «Enzytec Liquid Citric Acid»,

3a
peyenmom

He
nidnsieae

UA/17394/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

komnaHii Boehringer Mannheim, gga peareHtun
SIKOrO NpefcTaBfeHi y pifkii chopmi, roTosiin fo
3acTocyBaHHSA (3aTBEpMAXEHNI Habop «Citric
Acid», komnaHii Boehringer Mannheim, skuii
CKNafaeTbCs i3 ABOX peareHTiB y BUTNA4j
nioghinisatis, WO NOTPebYOTb PO3UNHEHHS NpK
3acTocyBaHHi). ETanu nigrotoBku Ta po3BeAeHHs
3paskiB, a TakoX napameTpu
CNeKTPOhOTOMETPUYHOTO BUMIPIOBaHHS
3a/IMLWATbCA HE3MIHHUMUW. 3MiHu | TURY - 3MiHK 3
AKocTi. [0TOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa y MmeTogax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby (iHwWi
3MiHW Y MeToAax BUNpo6yBaHb (BKIOUA0UM
3aMiHy abo [ONOBHEHHS)) - BHECEHHA He3HayHol
3MiHM y mpoueaypi Bunpo6ysaHHs 13 3a .
«Hartpiii», noB’si3aHa i3 BBELEHHSIM HOBOTO
npunagy ANS-301 i ANS-302 gnst BU3HaYeHHSA
HaTpito.

70.

EMOKNOT

MOPOLLIOK Ta
PO3YMHHMK oNsi
PO34nHyY Ans
iHdpysii, 500 MO/10
M/1; chriakoH Ne 1 3
nopotukom no 500
MO y koMnnekTi 3
PO34MHHMKOM (BOAA
Ans iH’ekujin) no 10
My cpnakoHi Ne 1
Ta Habopom ans
PO3YMHEHHS i
BBEJEHHA Y
KapTOHHIl KopoobLi

KEAPIOH
C.INA.

ITanis

KEAPIOH C.IM.A.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKaPCbKN
3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[0MNYyCTUMUX MEX FOTOBOrO /iKapCbKOro 3acoby
(iHLWi 3MiHW) - BHECEHHSA HE3HAYHUX 3MiH [0
Cneumdpikanii M3 3a nN. «30BHILWLHI BUrIA4
(XxapaKkTepucTukmn)», y 3B'A3Ky 3 NPUBELEHHAM Y
BiANOBIAHICTb A0 MoHorpadii EP 0275 Human
coagulation Factor VIII, a came chpasy «friable
solid» 3miHeHo Ha «friable mass». 3aTBepaKeHo:
Appearance (Characters) White or pale yellow,
hygroscopic powder or friable solid.
3anponoHoBaHo: Appearance (Characters) White
or pale yellow, hygroscopic powder or friable
mass. 3MiHM BHECEHO B IHCTPYKLiO AN
MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
po3ain "OCHOBHI i3nKO-XiMiYHi BNacTUBOCTI".
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBEPMAKEHHS. 3MiHM | TMny - 3MiHM 3 SIKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHSI FOTOBOMO NiKApCbKOro 3acoby (iHLwi
3MiHM Y MeTofax BUNpo6yBaHb (BK/IHOHAKUM
3amiHy abo fOMOBHEHHS)) - BHECEHHSI HE3HAYHOT
3MiHM y npoueaypi BunpobysaHHs 13 3a .
«LnTpatu», y 38'A3Ky i3 BBEAEHHAM
aNbTepHaTMBHOIO Habopy A5 KiSlbKiCHOro
BM3HayeHHs umTpartis «Enzytec Liquid Citric Acid»,

3a
peyenmom

He
nidnsieae

UA/17394/01/01




64

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

komnaHii Boehringer Mannheim, gga peareHtun
SIKOrO NpefcTaBfeHi y pifkii chopmi, roTosiin fo
3acTocyBaHHSA (3aTBEpMAXEHNI Habop «Citric
Acid», komnaHii Boehringer Mannheim, skuii
CKNafaeTbCs i3 ABOX peareHTiB y BUTNA4j
nioghinisatis, WO NOTPebYOTb PO3UNHEHHS NpK
3acTocyBaHHi). ETanu nigrotoBku Ta po3BeAeHHs
3paskiB, a TakoX napameTpu
CNeKTPOhOTOMETPUYHOTO BUMIPIOBaHHS
3a/IMLWATbCA HE3MIHHUMUW. 3MiHu | TURY - 3MiHK 3
AKocTi. [0TOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa y MmeTogax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby (iHwWi
3MiHW Y MeToAax BUNpo6yBaHb (BKIOUA0UM
3aMiHy abo [ONOBHEHHS)) - BHECEHHA He3HayHol
3MiHM y mpoueaypi Bunpo6ysaHHs 13 3a .
«Hartpiii», noB’si3aHa i3 BBELEHHSIM HOBOTO
npunagy ANS-301 i ANS-302 gnst BU3HaYeHHSA
HaTpito.

71.

EHEMA-
CENNA
OJJHOPA3OB
A KMI3MA

PO3YMH peKTaNbHWNA,
16 r/6 rno 120 mny
thnakoHi, no 1
dhnakoHy 3 KaHtonet
3 KPULLKOHO Y
KapTOHHI ynakoBLi

XIMIYHO-
®APMALIEBT
NYHA
NNTABOPATORPI
A"A. CENNA"
C.P.J.

ITanis

XIMIYHO-
PAPMALIEBTUYHA
NABOPATOPIA "A.

CENNA" C.P.JL.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI
Ta dpapmakoHarnsagy (iHwi 3miHu) - 3MiHWM BHECEHi

Yy TEKCT MapKyBaHHA nepsuHHOI n. 6. IHWE Ta

BTOPUHHOI n. 17. IHLWE ynakoBoOK nikapCbkoro

3aco6y. TepmiH BBeZleHHS 3MiH - NPOTArom 6

MiCsILiB MicNs 3aTBEpIKEHHS

6e3
peyenma

UA/16016/01/01

72.

ENAZON
HEO

Kancysm m'siki, no 5
Kancyn y 6nictepi;
no 6 a6o 12
6nicTepiB y nauu;
no 10 kancyny
6nictepi; no 3 abo 6
6nicTepiB y nauui

AT

"KNIBCbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KI/I'I'BCI:KI{II/I
BITAMIHH1N
3ABO"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHn | TUny - 3MiHK Woao 6e3nekn/edeKTBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn o
y3arasibHeHVX faHnx Nnpo cuctemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX gaHux
npo cuctemy thapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32
34ilicHeHHA hapMakoHaraay; KOHTaKTHOT 0cobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarniagy B YKpaiHi, SKLLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobwu, BignoBiganbHOT 3a
3[jicHeHHs1 hapMakoHarnsay (BkIrYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
mMacTep-aiina cuctemu hapmMmakoHarnsay) -
3MiHa YyNoBHOBaXXeHOI 0CObM 3asiBHUKA,
BiAnoBiganbHOI 3a thapmakoHarnsag,. fitoua
pepakuis: Konsga Biktopist BikTopiHa.
MponoHoBaHa pefakuis: babuka Amutpo
AHatonilioBuy. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6M 3asBHYIKA, BifgnoBiganbHOT
3a hapmakoHarnsg

bes
peyenma

UA/12187/01/01

73.

EPIrOLETAN

TabNeTkn, BKPUTI

AT

YKpaiHa

AT "KMIBCbKUI

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasis:

6e3

UA/17457/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
M/1iBKOBOIO "KUIBCBKII BITAMIHHAW 3miHu | TUny - 3MiHn Woao 6e3nekn/edeKTUBHOCTI peyenma
060/10HKOI0 M0 5 Mr; BITAMIHHUIA 3ABO4" Ta (papmakoHarnsgy. BeegeHHs abo 3MiHn o
no 10 Tabnetok y 3ABOL" y3araJlbHeHUX AaHux npo cucremy
6nicTepi; no 1 a6o 3 thapmakoHarnagy (BBeAEHHS y3araslbHeHVX JaHux
6nicTepy y nauui npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XXEHOT 0CO6MU, BiANOBiAa/IbHOI 3a
3[ificHeHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
Bifl yNOBHOB&aXXeHOI 0cobwu, BigNoBifasibHOT 3a
3[jficHeHHs1 hapMakoHarsay (BkIryarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
macTep-aiina cuctemy papmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0COOM 3asBHUKA, BiANOBIAaIbHOT
3a (hapmakoHarnsg,
[itoua pepakuis: Konspa Biktopis BikTopiBHa.
MponoHoBaHa pefakuis: babuka AmMutpo
AHaToniioBNY. 3MiHa KOHTAKTHUX AaHNX
YMOBHOB&XEHOI 0CO6M 3asBHVIKA, BifnoBiganbHOT
3a (hapmakoHarnag
74. | EPNIOTUHIB TabneTkun, BKpUTI KPKA, 4.4., CnoBeHis KOHTPOb cepii Ta Cnosenis/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/18714/01/01
KPKA MN/1iBKOBOIO HoBo mecTo BMnyck cepii: KPKA, XopBaris 3miHu | TMny - 3MiH Woao 6e3nekn/edeKTUBHOCTI peyenmom
060/10HKOI0 M0 25 4a.4., Hoso mecto, Ta hapmakoHarnsgy. 3miHa yactotu Ta/abo
mr, no 10 TabneTok CnoseHis; TEPMiHiB NOAAHHSA PerynsipHO OHOB/IIOBAHUX 3BITIB
y 6nicTepi, no 3 BMPOBHULITBO «in 3 6e3neku fikapcbknx 3acobiB - 3mMiHa YacToTu Ta
6nictepu y Kopobui bulk», nepsuHHe Ta [art nofaHHA perynsipHO OHOB/IIOBAHOIO 3BITY 3
BTOPVIHHE 6e3neku
nakyBaHHS, [itoyva pepakuis: Yactota nogaHHa perynspHo
KOHTpO/b cepii Ta OHOBJIOBAHOrO 3BiTYy 3 6e3nekun 1 pik
BMNycK cepii: KPKA- KiHueBa gata gns BkaouveHHs gaHnx go PO36 -
®APMA p.0.0., 17.11.2018 p.
XopBartisi; BTOPYHHE Jarta nogaHHs - 26.01.2019 p.
nakyBaHHsa: KPKA, lMponoHoBaHa pegakuis: YactoTa nogaHHs
a.a., Hoso mecTo, perynsipHo OHOBJIOBAHOrO 3BiTY 3 6e3nekn 3 poku
CnoseHisa KiHueBa fata ans BktoYeHHs faHux fo PO36 -
17.11.2026 p.
[ata nogaHHs - 15.02.2027 p. PekomeHA,0BaHO [0
3aTBEPKEHHA BiANOBIAHO A0 NEpiogNUYHOCTI
NnoJaHHs perynsipHO OHOB/OBaHMWX 3BITIB 3
6e3neku nikapcbkux 3acobis y €C.
75. | EPNIOTUHIB TabneTku, BKPUTI KPKA, a.4., CnoseHis KOHTpO/b cepii Ta CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/18714/01/02
KPKA NAiBKOBOO HoBso mecTo Bunyck cepii: KPKA, Xopsaris 3MiHn | TMny - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI peyernmom

060/10HKO0 Mo 100
mr, no 10 TabneTok
y 6nictepi, no 3

6nicTepu y kopobui

n0.4., Hoeo mecto,
CnoseHis;
BMPOBHULITBO «in
bulk», nepsuHHe Ta
BTOPVHHE
nakyBaHHs,

Ta chapmakoHarnsgy. 3miHa yactotu Ta/abo
TEPMIHIB NOAaHHA perysisipHO OHOBJIHOBaHYX 3BITIB
3 6e3nekn nikapcbkrx 3acobiB - 3MiHa YacToTn Ta

JaT nofaHHA perynsapHoO OHOBJ/OBAHOIO 3BIiTY 3
6e3neku
[itoya pegakuin: Yactota nogaHHs peryasipHo
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KOHTpO/b cepii Ta OHOB/IKOBAHOTO 3BITYy 3 6e3nekn 1 pik
Bunyck cepii: KPKA- KiHueBa gata ans BktoYeHHs gaHux fo PO36 -
®APMA p.0.0., 17.11.2018 p.
XopBaTisi; BTOPUHHE [ara nogaHHs - 26.01.2019 p.
nakysaHHsa: KPKA, MponoHoBaHa pepakuis: YactoTta nogaHHA
4a.4., Hoso mecTo, perynsipHoO OHOBJ/IHOBAHOIO 3BITY 3 6e3nekn 3 poku
CnoBeHis KiHueBa gata ans BkItoHeHHs gaHux go PO36 -
17.11.2026 p.
[ata nogaHHs - 15.02.2027 p. PekomeHA0BaHO [0
3aTBEPAKEHHS BIANOBIAHO A0 NepioanYHOCTI
nofaHHA perynsapHO OHOB/IOBAHUX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y EC.
76. | EPNOTUHIB TabneTku, BKpUTI KPKA, a.4., CnoBeHis KOHTpO/b cepii Ta CnoBeHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/18714/01/03
KPKA NAiBKOBOO HoBo mecTo Bunyck cepii: KPKA, Xopsaris 3MiHuM | TUNY - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peyenmom
060/10HKO0 Mo 150 a.4., Hoso mecTo, Ta hapmakoHarnsgy. 3miHa Yactotu Ta/abo
mr, no 10 Tabnetok CnoBeHis; TEPMiHiB NOAAHHSA PerynsipHO OHOBJ/IHOBAHUX 3BITiB
y 6nictepi, no 3 BMPOBGHULITBO «in 3 6e3nekn nikapcbkmx 3acobis - 3MiHa 4acToTn Ta
6nicTepu y kopobu,i bulk», nepsrHHe Ta AaT NofaHHs perynspHO OHOB/IOBAHOTO 3BiTY 3
BTOPUHHE 6e3neku
nakyBaHHs1, [itova pepakuis: Yactota nogaHHa perynsapHo
KOHTPOb cepii Ta OHOB/IOBAHOTO 3BiTYy 3 6e3nekn 1 pik
BMNycK cepii: KPKA- KiHueBa gata ans BkItoUeHHs gaHux go PO36 -
®APMA p.0.0., 17.11.2018 p.
XopBsaTisi; BTOPUHHE [ara nogaHHs - 26.01.2019 p.
nakysaHHsa: KPKA, lMponoHoBaHa pepakuis: YacToTa nogaHHs
a.n., Hoeo mecTo, perynsipHoO OHOBJIOBAHOrO 3BiTY 3 6e3nekn 3 poku
CnoBeHis KiHueBa gata ans BkaouveHHs gadnx go PO36 -
17.11.2026 p.
[Jarta nogaHHs - 15.02.2027 p. PekomeHA0BaHO 40
3aTBEPKEHHS BIANOBIAHO A0 NepioANYHOCTI
nofAaHHA PerynspHO OHOB/IIOBAHUX 3BITIB 3
6e3neku nikapcbkux 3acobis y €C.
77. | ETAM3UNAT- | Tabnetku no 250 wr; AT Ykpaina AT "KNIBCbKNW YKpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/7572/01/01
KB no 10 Tabnetok y "KNIBCbKW BITAMIHHW 3MiHn | TUnYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
6nictepi; no 5 BITAMIHHUIA 3ABO4" Ta (hapmakoHarnsgy. BeegeHHs abo 3miHn oo
6nicTepiB y nauui 3ABO" y3araJlbHeHUX AaHux npo cucrtemy

dhapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHnx
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBiAa/IbHOI 3a
34ilicHeHHA hapMakoHarnagy; KOHTaKTHOT 0cobu 3
chapmakoHarnsgy 3asBHuKa A1 34iACHEHHS
hapmakoHarniagy B YKpaiHi, SKLLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobwu, BignoBiganbHOT 3a
3[jicHeHHs1 hapMakoHarnsay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
macTep-gaiina cuctemy hapmakoHarnsgy) 3miHa
YNOBHOBAXEHOI 0CO6M 3as1BHKKA, BifnoBigasibHOT
3a (hapmakoHarnsg,.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
[itoua pepakuis: Konspa Biktopis BikTopiBHa.
MponoHoBaHa pefakuis: babuka AmMutpo
AHaToniioBNY. 3MiHa KOHTAKTHUX AaHNX
YMOBHOB&XEHOI 0CO6M 3asBHVIKA, BifnoBiganbHOT
3a (hapmakoHarnag
78. | E®/IOPAH Tabnetku no 400 mr KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/0928/01/01
no 10 Tabnetok y HoBo mecTo MecTo 3miHu | TMny - 3miHK 3 AkocTi. CepTudikar peyenmom

thnakoHi; no 1
hnaKkoHy B
KapTOHHI Kopo6Lyi

BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkin thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOroO cepTudiikata
Bi4NoBIAHOCTI a60 BUyYEHHS cepTudikaTa
BIANOBIAHOCTI EBponeiickbkili hapmakonei: ans
A®l; pns BUXigHOroO
marepiany/peareHTy/npoMbKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BigMnoBigHOCTI
€Bponeiicbkil hapmakonei) - OHOBNEHWIA
cepTudikaT Bif, y)xe 3aTBepAXEeHOro BUPOOHUKA -
noAaHHA OHOBMIEHOTO cepTudikaTa BifnoBigHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2001-450-
Rev 06 (3aTBepmxeHo: R1-CEP 2001-450-Rev
05 ) ana A®l meTpoHigasony Bif yxe
3aTBepxeHoro Bupo6Hvka Unichem Laboratories
Limited. 3miHu | Tvny - 3MiHK 3 AKOCTI.
Ceprtudpikat BignoigHocTi/l E-cepTudpikat
BiANOBIAHOCTI EBpONEiiChkilt
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOIO cepTudpikaTa BigNoBigHOCTI abo
BW/IyYEeHHs cepTudikaTa BifnoBigHOCTI
€sponelicbkin hapmakonei: ana A®l; ans
BMXigHOro Matepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHWLTBI
A®I; ans [ONOMIXHOT pevoBuHU (cepTudikar
BiANoBiAHOCTI EBponelickbki hapmakonei) -
OHOB/IEHMIA cepTUIKaT Bif yXe 3aTBEPAXEHOr0
BMPOGHMKA - NOJaHHS OHOBEHOrO cepTuddikata
BiAgnoBigHoCTi EBponelickkin hapmakonei R1-CEP
2001-450-Rev 07 ana A®l meTpoHigasony Bif yxe
3aTBEpAXEHOro BMpo6Huka Unichem Laboratories
Limited. 3miHun | TNy - 3MiHW 3 AKOCTI. [OTOBMIA
nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKoro
3ac006y (iHLWi 3MiHW) - OHOBMIEHHS YXXe
3aTBEPAKEHNX METOAIB KOHTPOJIIO SKOCTI
NiKapcbKoro 3acoby, a came: BUKNaAEeHHA TEKCTY
[lepXXaBHOK MOBOIO 3riJHO CYy4aCHNX BUMOT.
BBefeHHS 3MiH NpoTArom 6-Tn MicALiB 3 Aatu
3aTBEpPKEHHS. 3MiHU | TUNY - 3MiHKU 3 AKOCTI. ADL.
KoHTposnb A®I. 3miHa y meTogax BUNnpobyBaHHs
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
A®| abo BMxigHOro Matepiany/MpoMiXXHOro
NpOAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea A®I (iHWwi 3MiHM y meTogax
BMNpobyBaHHA (BK/IOYaOuM 3amiHy abo
[0NOBHEHHS) APl abo BMXiAHOrO/MPOMIXHOTO
NPOAYKTY) - fiofiaBaHHsA METOAY KOHTPOSTHO
pomiwkn N-Nitrosodibuthylamine (NDBA) not more
than 6.6 ppb by in-house GC-MS/MS.
79. | EBPOHEKC PO3YMH ANS iH'EKUi, €Bpo IHAiA Crepun-[hxeH Naiidp IHAisa BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3a nionsizae UA/18021/01/01
100 mr/mn no 5 mn B Naiidokep Caiiencus (M) Ntg, 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
amnyni; no 5 amnyn MpaiiBiT HalilMeHyBaHHs Ta/abo agpecu Micus
Y KapTOHHI Kopobui Nimiteq NpOBaKEHHS AiS/IbHOCTI BUpOOHUKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIOYaun
AinbHUUI BUNYycKy cepii abo micue npoBefeHHs
KOHTPOJI0 SIKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHUWK/iIMNOpPTEp, BK/IOYAKOUM BUMYCK Cepild) -
3MiHa HaliMeHyBaHHS Ta agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA rOTOBOrO
nikapcbkoro 3aco6y. 3mMiHM BHECEHO B iHCTPYKLitO
ANA MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby
y po3ainu "BupobHuk" Ta "Micue3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLsa NpoBaKeHHs 1oro
LisNbHOCTI" 3 BigNOBIAHMMMN 3MiHAMMW B TEKCTI
MapKyBaHHs1 yNnakoBOK. TepMiH BBEAEHHS 3MiH -
NpoTsArom 6 MicsiLiB MicNsi 3aTBEPAKEHHS.
80. | XXAHIH® TabneTku, BKPUTI Baiiep Al HimeuunH NOBHUIA LMK HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a He UA/5169/01/01
060/10HKO0; Mo 21 a BMPOGHMLTBA: 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapCbKMi peyenmom nionsizae
Tabnetui y 6nictepi Baiiep Baiimap 3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHWI
3 Ka/IeHA4apHOK m6X i Ko. KI, 3aci6 (iHWi 3MiHM) BUAAIEHHSA NPOMDKHOT YyNakoBK1
WKas1o1o; no 1 HimeuumnHa; (manepoBoro milleuky) Ans nikapcbkoro 3acooby, 3
6nictepy B nepBrHHa Ta BHECEHHSM BiZNOBiAHNX 3MiH [0 p. «YNnakoBka». A
KapTOHHI naywi BTOPVHHA yNakoBKa: TaKkoX 3MiHV BHECEHI B iHCTPYKLiO 415 MeguyHoro
Baliep Arl, 3acToCyBaHHS NikapCcbKoro 3acoby y po3gin
HimeuunHa «YnakoBka» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS yNakoBK/ NikapCbKoro 3acoby.
BBeaeHHs 3MiH npoTarom 4 micsAuis nicns
3aTBEPAKEHHSA
81. | XXO3Erya® TabneTku, BKpUTI AT YkpaiHa KOHTPOb cepii Ta YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/19899/01/01
NAiBKOBOIO "KNIBCbKWM Bunyck cepii: AT 3MiHn | TMny - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI peuyenmom
060n0HKot0 No 3 BITAMIHHUIA "KUIBCbKWN Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
mr/0,02 mr; no 28 3ABO" BITAMIHHUIA y3araslbHeHUX AaHuX Npo cuctemy
(24 TabneTkn 3ABO/[", YkpaiHa; hapMakoHarnsigy (BBeAEHHS y3araslbHEHUX JaHNX
POXEBOro Konbopy + BUPOOHNLTBO npo cuctemy hapmakoHarnsgy, amiHa
4 TabneTkm Hepo3gracoBaHo! YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a

(nnaue6o) 6inoro
KONbopy) TabneTok y
6nictepi; no 1
6icTepy pasom 3

npoayKuii, NepBnHHa
Ta BTOPUHHa
ynakoBKa, KOHTPO/1b
cepii Ta BMNycK

3[ilicHeHHs1 chapmakoHarnsay; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asiBHUKa A5 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
Bif, YMOBHOBaXXEHOI 0CO6M, BiANOBigaIbHOI 3a
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KapTOHHUM cepii: Cingea 3[jicHeHHs hapMakoHarisay (BKIYakum
dyTNsapom Ans ®apwma, C.J1., KOHTaKTHi AaHi) Ta/abo 3MiHU Y PO3MiLLEHHI
36epiraHHs Icnanis macTep-haiina cuctemu dpapmakoHarnsgy) 3miHa
6nicTepa, TWXHEBUM YMOBHOB&XEHOI 0CO6M 3asBHVIKA, BifnoBiganbHOT
kaneHgapem- 3a thapmakoHarnag.
CTiKEpOM y nauli [itoya pepakuis: Konsga Biktopis BikTopisHa.
MponoHoBaHa pepakuis: babuka AMnTpo
AHaToniioBMY. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXeHOT 0cobM 3as1BHMKA, BiAMnoBigas1bHOT
3a (hapmakoHarnag
82. | 30INEB PO34uH ANs iHQy3il, [JouipHe YkpaiHa [JouipHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a He UA/12767/01/01
500 mr/100 mn, no nignpyeMcTBo nignpMeEMCTBO 3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI peyenmom nionsizae
100 mny koHTellHepi | “"®apmatpeing” "®apmarpeiig" Ta dpapmakoHarnsgy. 3miHa y KopoTkili
3 NoniBiHIIX10pUaY; XapakTepucTuLi nikapcbKoro 3acoby, TeKCTi
no 1 KoHTeliHepy B MapKyBaHHS Ta IHCTPYKUii AN MeAUYHOro
nonieTnieHoBoMy 3aCcToCyBaHHSA Ha MigcTasi perynspHo
nakeTi B KAPTOHHIl OHOBJ/IOBAHOIO 3BITY 3 6e3neKkun NikapcbKoro
ynakoBLi 3acoby, abo gocnimkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B MicspeecTpaviiiHvi nepiog,
abo sk pe3ynbTar OUiHKM 3BITY 3 LOC/NIKEHD,
npoBefeHnX BigNoBIAHO 40 NNaHy negiaTpuyuHmX
pocnigxeHs (PIP) (3MiHy y3romxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHN BHECEHO [0 IHCTPYKLUIT AN MeAUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3gim
"Oco611BoCTi 3acTocyBaHHA", "MNepeno3yBaHHA",
"Mo6iuHi peakwyji" BigNOBIAHO A0 OHOBNEHOI
iHchopmawii 3 6e3nekn Ajto4oi peyoBuHW. TepMmiH
BBEJEHHS 3MiH NMPOTAroM 6 MicALiB nicns
3aTBEPKEHHS.

83. | IHPAHPUKC cycneHsia (DTPa- nakcoCmiTKn Benvka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a He UA/16235/01/01
FEKCA HBV-IPV) ans AH EkcnopT BpuTaHis Bionoaxikan3 C.A. 3MiHu | TMNY - 3MiHK 3 IKOCTi. FOoTOBUIA NiKapCbKuii peuyenmom nionsieae
KOMBIHOBA iH’ekuii no 0,5 mn (1 Nimiteq 3aci6. CtabinbHICTb. 3MiHa y TepMiHax
HA [03a) Ta nioginisar npugaTHocTi abo ymoBax 36epiraHHsi roTOBOro
BAKUUHA (Hib); 1 nonepeHbO NiKapcbKoro 3acoby (36i/1bLUEHHS TEPMIHY
ansa HanoBHEHUN NpUAATHOCTI FOTOBOTO JIiKApCbKOro 3acoby) - Ans
MPO®INAKT 04HOPAa30Buii TOProBoi ynakoBky (MiATBEPAKYETLCA AaHUMU
KU wnpuy, (no 0,5 mn (1 peanbHOro vacy) - 36i/bLUEHHS TEPMiHY
ONDTEPII, [03a)) Y KOMMN/IeKTi 3 npuaaTHOCTI AN KIHLEBOro NpoAaykTy 3 3 pokiB A0
MNPABLSA, [ABOMa rosikamu Ta 4 pokiB Npu 36epiraHHi Npu Temneparypi 2° - 8°C y
KALUTHOKY hnakoH 3 3axuLLEeHOoMy Bif, CBITAa MicLi. 3MiHWN BHECEHI A0
(ALENONAP | niodinizatom (Hib) IHCTPYKLT A1 MEANYHOr0o 3aCTOCYBaHHS
HNA ansa 1 nosn, wo nikapcbKoro 3acoby y po3ain "TepMiH
KOMMNOHEHT | 3miwyloTbcs nepeq, npuaatHocTi" (36iNbLUeHHA TepPMiHY NpUAaTHOCTI 3
), TENATUTY BMKOPUCTaHHAM; ABi 3 pokiB A0 4 pokiB). TepMiH BBEAEHHS 3MiH -

B, rosiku, W NPOTArom 6 MicsLiB nicna 3atBeppkeHHs. 3MiHu |l
noniomien npuy, Ta dpnakoH My - 3MiHK 3 AKOCTi. MeguuHi NpucTpol. 3miHa
TYTA repMeTnyHo NPUCTPOIB [/18 BUMIpHOBaHHS 031 ab0 BBEAEHHS
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3AXBOPHOB 3anakoBaHi y nikapcbKoro 3acoby (AofaBaHHa abo 3amiHa
AHb, N1acTUKOBUIA NPUCTPOLO, AKNIA € HEBIA'EMHOK YAaCTUHO
3BYAHUKOM | koHTeiiHep; no 1 abo NepBUHHOT yNakoBkW) - BBeieHHs HOBOro Tuny
AKNX € no 10 nnacTuKoBmnx LINpuULIB 3i ckna Tuny |, 'yMoBOK MPO6KO0
HAEMOPHIL KOHTeliHepiB y NOPLUHA Ta HAKOHEYHUKOM LINpULA i3 CUHTETUYHOT
us KapTOHHI Kopoo6Li 3 rymu.
INFLUENZAE | mMapKyBaHHAM 3MiHu BNIMBaOTb HA MOAyb 3 peecTpaviiHoro
TANY B YKpaiHCLKOK MOBOIO; nocbe, MK, peecTpauiiHe nocBigYeHHs. 3MiHU
1 nonepefHb0 BHECEHI [0 IHCTPYKUIi AN MeguyHoro
HanoBHeHN 3aCTOCYBaHHS NikapcbKoro 3acoby y po3ain
04HOPAa30Buii "YnakoBKa"LWWoA0 rapMoHi3auii nopTgonio
wnpuy, (no 0,5 mn (1 LLINPULIB, WO BUKOPUCTOBYIOTHCA A1 BBEAEHHS
[03a)) Y KOMMJIEKTi 3 BaKLMHM Ta SIK Hacnigok Ao posainy "Cnoci6
[ABOMa rosikamu Ta 3acTocyBaHHA Ta A03u", BignosigHa iHopmavis
hnakoH 3 3MiHeHa B TEKCTi MapKyBaHHS yrNakoBKM
niodpinizatom (Hib) nikapcbkoro 3aco6by. TepmiH BBEAEHHS 3MiH -
ansa 1 gosw, wo NpoTArom 6 MicALiB Nicnsa 3aTBepLKEHHS.
3MiLYOTbCA nepes
BUKOPUCTaHHAM; ABi
rofiku, Wwnpuy, Ta
hN1akoH repMeTuyHO
3anakoBaHi y
nNacTKoBUiA
KOHTeliHep; no 1 abo
no 10 nnacTukoBux
KOHTeliHepiB y
KapTOHHIli KOpo6Lii 3
MapKyBaHHSAM
aHrniicbko MOBOKO
3i CTpMKepom
YKPaIHCbLKOK MOBOH
84. | IHPAHPUKC cycneHsia (DTPa- nakcoCmiTKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a He UA/16235/01/01
FEKCA HBV-IPV) gna AnH Ekcnopt BputaHis Bionogxikans C.A. 3MiHM | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI peyenmom nionsizae
KOMBIHOBA | iH’ekujii no 0,5 mn (1 Nimiteq Ta dpapmakoHarnsagy (iHwi 3miHu) - 3MiHWM BHECEeHi
HA [o3a) Ta nioginisar [0 TEKCTY MapKyBaHHS yNnakoBKMW NiKapCbKoro
BAKUUHA (Hib); 1 nonepeaHb0 3aco6y Ao n.8 Ta n.17 BTOPMHHOI ynakoBku Ta n.4
ana HanoBHeHW n. 6 NEPBMHHOT YNaKOBKMW.
MPODINAKT 0HOPAa30Buii TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicauiB nicns
KN wnpwy, (no 0,5 mn (1 3aTBepMKEHHS. 3MiHK | Tuny - AgMiHICTpaTUBHI
OUNDTEPII, [03a)) Y KOMMJIeKTi 3 3MiHW. 3MiHa Ha3BW NiKapcbKoro 3acoby - 3miHa
NnPABLUA, ABOMa ronkamv ta Ha3BM /iKapCbKOro 3acoby: 3aTBEPKEHO -
KALUTIOKY chnakoH 3 IHOAHPUKC FEKCA™ (INFANRIX HEXA™)
(ALENONAP | niodpinizatom (Hib) Kom6iHoBaHa BakuuHa 4718 NpodinakTkm
HNIA ana 1 nosu, wo AndhTepil, NpaBLs, KaLnoKy (auentonspHuii
KOMMOHEHT | 3wmiwyoTbcs nepeg, KOMMOHEHT), renatuty B, noniomienity Ta
), TENATUTY BMKOPUCTaHHAM; OBi 3axBOpPOBaHb, 30yAHUKOM sikux € Haemophilus
B, rosiku, LWnpuL, Ta influenzae Tuny b. 3anponoHosaHo - IHOPAHPUKC
noniomieni h1aKoH repmMeTnyHO TEKCA KombiHoBaHa BakuuHa A5 npodifakTukm




71

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
TY TA 3anakoBaHi y AndpTepii, Npasus, Kawwioky (auentonsapHuii
3AXBOPHOB N1acTUKOBUIA KOMMOHEHT), renaTuty B, noniomienity Ta
AHb, KOHTeliHep; no 1 abo 3axXBOpIOBaHb, 36yaHMKOM skmx € Haemophilus
3BYAHNUKOM | no 10 nnacTukoBmx influenzae Tuny b.
AKNX € KOHTeliHepiB y TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
HAEMOPHIL KapTOHHI Kopoo6Li 3 3aTBEPAKEHHSA. 3MiHM Il TMNy - 3MiHK WoA0
us MapKyBaHHSIM 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsaay.
INFLUENZAE | yKpaiHCbKOI MOBOIO; 3MiHU Y KOPOTKili XapakTepucTuL,i NikapCbKoro
TNy B 1 nonepefHbLO 3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
HarnoBHEHW MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
04HOPAa30Buii [aHnUMy 3 KOCTI, AOKMIHIYHUMM, KTIHIYHUMU
wnpuy, (no 0,5 mn (1 JaHnMK Ta fjaHumu 3 chapmakoHarnagy - 3miHm
[03a)) Y KOMMJIEKTi 3 BHECEHO A0 iIHCTPYKLi 415 MeguyHOro
[BOMa rofikamu Ta 3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainis
hnakoH 3 "Cknapf" (BHeCeHi yTOUHeHHs iHdhopmalii 6e3
niodpinizatom (Hib) hakTU4HOT 3MiHM ckiagy), "IMyHonorivHi Ta
ans 1 nosn, wo 6ionoriyHi BnactusocTi"”, "MpoTunokasaHHA",
3MiLYOTbCA nepes "B3aemogisa 3 iHWYMKU NikapcbkumMn 3acobamu Ta
BMKOPUCTaHHAM; OBi iHLWIi BUAM B3aemogiii”, "OcobanBocCTi
rofiku, Wwnpuy, Ta 3acTocyBaHHA", "3acToCcyBaHHS Yy nepiop,
hN1akoH repMeTuyHO BariTHOCTI abo rogyBaHHA rpyaat” (pefaryBaHHs
3anakoBaHi y TEKCTy Ta YTOUYHEHHS nepeknagy), "Cnocib
nNacTKoBUiA 3aCTOCyBaHHA Ta Ao3n" (pefaryBaHHsA TEKCTY Ta
KOHTeliHep; no 1 abo YTOUHEHHs1 nepeknagy), "Aitn" (pepgarysaHHs
no 10 nnacTUKoBmX TEKCTy Ta YyTOYHeHHsI nepeknagy), "MobiyHi
KOHTeliHepiB y peaxuii”, "3asBHUK Ta/abo npeacTaBHUK
KapTOHHIli KOpo6Lii 3 3aaBHMKA", "MicLe3HaxoMKeHHs 3anBHMKa Ta/abo
MapKyBaHHSAM npeAcTaBHUKa 3asBHMKA" BifNOBIAHO [0
aHrNincoLKo MOBOH MarepianiB peecTpauiiiHoro Aocke, K HacNiaok,
3i CTpMKepom 3MiHV BHECEHO 0 TEKCTY MapKyBaHHS yNakoBKu
YKpaiHCbLKOH MOBOO nikapcbKoro 3acoby B N. 3 BTOPUHHOT yNakoBKK
niKapcbKoro 3acoby (BHeCeHi yTOYHEeHHS
iHchbopMmawii 6e3 thakTUuHOI 3MiHK cknagy). TepMiH
BBE/IEHHS 3MiH - NMPOTArom 6 micAuiB nicns
3aTBEPAKEHHS.

85. | IHPAHPUKC cycneHsis gns nakcoCwmitKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/13939/01/01
InB iH'ekuii mo 0,5 mny AiH EkcnopT BputaHis Bionomxikans C.A. 3MmiHu | TUny - 3MiHK 3 akocTi. A®l. BUpo6HMUTBO. peyenmom
KOMBIHOBA nonepegHbL0 Nimiteq 3MiHa BUPOGHMKA BUXiZHOro/MPOMKHOIo
HA 3aMnoBHEHOMY NpoayKTy/peareHTy, Lo BUKOPUCTOBYOTHCA Y
BAKLUVHA 04HOpPa30BOMY BMPO6HMYOMY npoueci A®I, abo 3miHa BUPO6HUKa
ansa LINPpULi Y KOMNAEKTI (BKOYatoum, ae HeobXiAHO, MicLe NPOBeAEHHS
MPODINAKT 3 ronkoto; no 1 abo KOHTPO/O sIKOCTI) ADI (3a BigCYTHOCTI
KN 10 nonepegHbLO cepTudikaTa BiANOBIAHOCTI EBpONechbkili
OUNDTEPII, 3anoBHEHNX thapmakonei y 3aTBepyKeHOMY [0Cbe)(HOBa
NMPABLA, 0fiHOPa30BuX OinbHUUS ANns 36epiraHHs Mon10BHOro 6aHKy KNiTWH
KALLTFOKA LINpuLB y Ta/abo Pobounx 6aHKiB KIiTUH) - 3amiHa
(ALENONAP | nnacTtukoBoMy BUPOBHMYOT AinbHUL ANs 36epiraHHsA F0N10BHOIO
HUIA KOHTeliHepi; no 1 6aHKy KniTuH Ta Po6o4oro 6aHky KitnH andptepii
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KOMMOHEHT | koHTeliHepy B Ta npaBL#A 34iICHIOETLCA B 3B'A3KY 3 peecTpalieto
)TA KapTOHHIlA KopooLi HoBoOro BMpo6Huka "GlaxoSmithKline Biologicals
noniomien Kft", Godollo, YropLimHa, skuit 6yae BUKOHYBaTK
TY AaHi pyHKUiT. 3MiHK | Tuny - 3miHK 3 akocTi. AdI.

KoHTposnb A®I. 3miHa y napameTpax crneumdikavivi
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWUI/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BUpobHuuTBa AP| (3BY)KEHHSA JOMYCTUMUX
MeX, BU3HAUYEHUX Yy cneumndikauii) - 3ByXeHHS
napameTpis cneuuqikalii 4na HaniBNpoAyKTiB
aKTVMBHWX Cy6CTaHLii AN TEepiliHWIA aHAaTOKCUH Ta
npaBsLeBWn aHATOKCKH Y NpoLieci BUPOOHMLTBA Ha
eTani OYULLEHHS Nepes, eTanom CTePUbHOI
hinbTpavji 415 3anponoHOBaHOro BUPOBHMKa
"GlaxoSmithKline Biologicals Kft", YropwuHa, a
came - 3MiHa KpUTepiiB NPUAHATHOCTI ANs
nokasHuka bioHaBaHTaXeHHs 3aTBepakeHo
Bioburden TAMC < 4000 CFU/mI TYMC< 400
CFU/ml 3anponoHoBaHo Bioburden <10 CFU/100
ml - 3miHu | TMny - 3miHK 3 AkocTi. APl. KoHTponb
A®I. 3miHa y napameTpax cneuundikauiii Ta/abo
[OMYCTUMMUX MeX, BU3HAYEHNX Y crieumaikaLisax
Ha A®l, a0 BUXiLHWIA/NPOMIDKXHNIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTBa APl (4ONOBHEHHS
cneuudikaLyii HOBUM NOKa3HUKOM SIKOCTi Ta
BiAMNOBIAHMM METOA0M BUNPOBYBaHHS) -
JonoBHEHHS cneumaikaLii nokasH1kom BmicT
€HJ0TOKCUHIB A/15 HaNiBNPOAYKTIB aKTUBHUX
cy6cTaHuii gndpTepiliHnin aHaTokerH DT (< 8,0
EU/100 Lf.) Ta npaBueBwuii aHaTokcuH TT (< 5,0
EU/100 Lf.) 3 BignoBigHUM METOA0M KOHTPO/O
(KIHETUYHWIA XPOMOTEHHWI MEeTOA) A1 BUPOOHMKA
"GlaxoSmithKline Biologicals Kft", YropwuHa". o
LibOro yacy Ans HaniBnNpoayKTiB aHaTOKCUHY
(andpTepiiHoro Ta npasLEeBOro) He 6ys0
BCTaHOB/IEHO XXOLHWX KPUTEPIIB MPUAHATHOCTI
LLIOA0 BMICTY €HAO0TOKCHHIB. KOHTPOb AaHoro
noKasHWKa 34jiiCHI0OBaBCS Ha MPOMiIXXHOMY MPOAYKTi
AndhTepiiiHo-NpaBLEeBWii aacopboBaHuii
aHaTokcuH (DTcc) 3 KpUTepiemM NPUAHATHOCTI <
107 IU/mL meTogom renb-Tpom6. 3miHu | Tuny -
3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuugikauii Ta/abo AonycTUMmx
MeX, BU3HaUYeHX y crneumndikayisx Ha Adl, abo
BUXiAHWIA/NPOMIKXHWIA NpOAYKT/pearexT, Wo
BMKOPWCTOBYIOTbCS Y npoueci BUpobHuutea Ad®I
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(BMTyYEHHS HE3HAYHOrO MOKa3HMKa AKOCTi
(Hanpuknag, BUNy4YeHHs 3acTapinioro

NnoKasHuka))BuyyeHHsi HE3HAYHOrO NoKasHUKa
AKocTi BMicT cynbdaty MeTof0oM iOHOOBMiHHOT
XpomaTorpadii i3 cneumdikanin ansa
HaniBnpogykTie A®| andbTepiliHnii aHaTtokcud DT
Ta npaBLEBWn aHATOKCUH TT A58 BUPOOHMKaA
“GlaxoSmithKline Biologicals Kft", YropwuHa.
3MiHu | TURY - 3MiHK 3 axkocTi. A®l. BUpobHMUTBO.
3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX Y
npoueci BupobHuLUTBa A®I, 110 BCTAHOB/IEHI Y
cneundikauisix (BUIy4YeHHsI HECYTTEBOIO
BMNPOGYBaHHS) - BunyyeHHs BUNPOGyBaHHS Ha
3aranbHWi BMICT a30Ty (MikonepauiiHuii
MOHITOPUHT), sike NPOBOAMSIOCH MiCASi PO3YMHEHHS
ocagy nepep ynbtpadinbrpatieto nig yac
BMPOGHULITBA ANCPTEPIAHOTO aHATOKCUHY. 3MiHN |
TUNYy - 3MiHK 3 IKOCTi. TOTOBWIA Nnikapcbkuid 3acio.
3MiHU Yy BUPOGHMLTBI. 3MiHN Y npoLeci
BMPOOHULITBA FOTOBOTrO NiKapCbKoro 3acooby,
BK/THOHAI0UM MPOMIXKHWIA NPOAYKT, LU0
3aCTOCOBYETLCSA MNPV BUPOOHNULTBI FOTOBOrO
nikapcbkoro 3acoby (iHwWi 3mMiHW) - 3MiHN B
NepPBUHHIA yNakoBLi KOHTeHepIB, AKi
BMKOPWCTOBYIOTBLCS B MPOLiECi BUPO6HULTBA
KiHLLEeBOro NMPOMDKHOIO NPOAYKTY A1 BUPOOHUKaA
"GlaxoSmithKline Biologicals", Saint-Amand-Les-
Eaux, ®paHuis, a came: - 3amiHa KOHTeliHepiB A5
36epiraHHsa po3umHy NaCl, siki BUKOPUCTOBYHOTbCSA
nig yac agcop6uii DT (gudpTepiliHoro aHaToOKCUHY)
i TT (npaBLEBOro aHaTOKCUHY), 3 KOHTEHEPIB
Nalgene o6’emom 50 1 Ha NNacTMKOBI NakeTw. -
3MiHa KoHTeliHepiB ans 36epiraHHa Al(OH)3, sk
BMKOPWCTOBYIOTbCA N5 agcop6uii DT i TT, 3i
CKSIHWX NAIAWOK 06'eMoM 50 N1 Ha KOHTelHepu
Nalgene o6'emom 50 5. - 3miHa TEXHONOTYHOrO
KOHTelHepa, SK1ii BUKOPUCTOBYETLCA Ha eTanax
nonepeaHboi aacopbLii, 3 AEKITbKOX CKIAHUX
nnawok o6'emom 50 1 Ha ogHy 140-niTpoBy
EMHICTb 3 HEpXaBitouoi CTasli, 41 aHATOKCUHY. -
3MiHa KoHTeliHepiB Ans 36epiraHHA DTcc
(audbTepiiiHo-npaBLeBuli aacop6oBaHuii
KOHLLeHTpAaT/KOH'torar) 3i CKISHMUX NASLWOK 06'eMOM
20 n Ha ogHopa3oB.i naketn o6'emoM 20 1. JaHi
3MiHV BHOCATLCSA 3 METOO CMPOLLEHHS
BMPOBGHNYOro Npouecy Ta 3MEHLLIEHHS BUPOOHNYNX
MaHinynsuii (process simplification), wo niasuiye

CTepU/IbHICTb Npouecy BUpoOHULTBA. 3MiHK | TUNY
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- 3MiHM 3 sKOCTi. FOTOBWMIA NiKapCbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHU Y NpoLieci BUPOGHMLTBA

roTOBOro NikapCbKoro 3acoby, BKIYaKum
NPOMDKHUIA MPOAYKT, LLO 3aCTOCOBYETLCA NpY
BMPOOHULITBI FOTOBOTO J1iKapCLKOro 3acoby (iHLWi
3MiHK) - 3MiHa TepMiHY NPUAATHOCTI MPOMIXHOIO
npoaykTy andptepiiHo-npasLeBuii agcopboBaHuii
KoH'toraT/koHueHTpat (DTcc) 3 36 micauiB Ha 24
Micsaui ansa BupobHuka GlaxoSmithKline
Biologicals, Saint-Amand-Les-Eaux, ®paHujs.
3anponoHoBaHWii TepMiH NPUAATHOCTI MPOMIXXHOIO
npoaykty DTcc (24 mic) € goctaTHiM Ta
3abe3neyye AOCTATHIO THYYKICTb LLOAO YNPaB/iHHA
3anacamu NpoaykTy. 3MiHu | TUny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTposib rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS rOTOBOrO NikapCbKoro 3acoby (iHLwi
3MiHM Yy MeTogax BUNpobysaHb (BKIHOHAK0UN
3amiHy abo JONOBHEHHS)) - 3MiHa MeToay
TeCTyBaHHS Ha CTEPW/bHICTb BHOCUTLCA AN
KIHLLeBOro NnpoMixHoro npogykty DTcc, 3 meToay
iHokynauii (Ph. Eur. 2.6.1) Ha meToa MembpaHHOT
inbTpavii (Ph. Eur. 2.6.1). MeTog 6yB
Ba/1ifloBaHWi NOKa/IbHO B YMOBaX 3aCTOCYBaHHS
Ha caliTi SAE, ®paHLis, OcKibku Le
chapmakoneliHuii TecT Ha BU3HAYEHHS
MiKpo6iooriyHOT YiCTOTH. [laHa 3MmiHa He BN/vBae
Ha 6e3neky Ta SKiCTb r0TOBOro NPOAyKTy. 3MiHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo gonycTuMmx
MeX roTOBOrO JlikapCbKoro 3acoby (BuUny4YeHHs
HEe3Ha4YHOro NokasHuka (Hanpukiag 3actapisioro
NoKa3HuKa, Takoro K 3anax Ta cmak, abo
iieHTUdpikauis 6apBHMKIB UM CMaKOBUX 106aBOK)) -
BunyyeHHs nokasHunka BMICT eHO0TOKCUHY
MEeTOA0M OBGUMCEHHS i3 cneundikauil 4ns
KiHLLeBOro NpoMiXHOro npoaykTy DTcc, ockinbku
KpuTepii NPUAHATHOCTI LWOA0 BMICTY €HAOTOKCUHY
3a6e3nevyoTbCA TECTYBaHHAM Ha BMICT
€HAO0TOKCUHY 719 aKTUBHUX Cy6CTaHLil
andTepiiiiuii aHatokeyH (DT) Ta npaBLeBuit
aHaTokcuH (TT). 3minHu Il Trny - 3MiHKM 3 AKOCTI.
A®I. BupobHuLTBO. 3MiHa BUPOGHMKA
BWXi4HOrO/MPOMIXXHOro NPoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHMYOMY npouieci Adl,

a60 3MiHa BUPOGHWMKa (BKNOYatouu, ae HeobxigHo,
MicLie NpoBefeHHs KOHTPOIIo akocTi) AdI (3a
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BiICYTHOCTI cepTucpikaTa BignoBigHOCTI
€Bponeiicbkiil hapmakonei y 3aTBepaXeHoOMY
pocke)(3miHa B A®| 6ionoriyHoro noxomkeHHs abo
BMXifHOMY MaTepiani/peareHTi/npomMbKHOMY
NPOAYKTI, L0 BUKOPUCTOBYIOTLCA AN1A
BMPOGHMLTBA 6i0/10rYHOrO/iMyHONOTIYHOTO
nikapcbKoro 3acoby ) - JogaHHsa “GlaxoSmithKline
Biologicals Kft”, Homoki Nagy Istvan utca 1. 2100
G0odolld, YroplimHa, K anbTepHaTUBHOIO
BMPOGHWKA, BiAMoBifaIbHOTO 3a BUPOOHULTBO Ta
NpoBeAeHHA KOHTPOJII0 SIKOCTi NPy BUNYCKY AN
aKTMBHMX CyOCTaHUil AnbTepiliHniA aHaTOKCUH
(DT) Ta npaBueBuii aHaTokcuH (TT). JaHa 3miHa
BK/tOYAE B cebe: - BBeAEHHS a/lbTePHATVBHOIO
BUXOAY aKTUBHOI cyGCTaHLil AndoTepiliHniA
aHaTOKCWH Ha eTarni fo3piBaHHSA NpubIn3HO Bif
480 n no 550 n ans BupobHuka "GlaxoSmithKline
Biologicals Kft", Godollo, YropwuHa, B
[OMOBHEHHSA 4,0 NOTOYHOIO 3aTBEPKEHOTO
BUxoay npu6nusHo 310 n ana 3aTBepakKeHoro
BMpOo6HUKa "GSK Vaccines GmbH", Marburg,
HimeuuunHa; - BBEIEHHA a/lbTEPHATUBHOIO BUXOAY
aKTUBHOI cybCcTaHUil AndTepiliHnii aHaTOKCUH Ha
eTani geTokcukauii npn6ansHo Big 1440 n go 2750
n ans BMpo6bHuka "GlaxoSmithKline Biologicals
Kft", Godollo, YropwuHa, B 4ONOBHEHHSA [0
NMOTOYHOrO 3aTBEPKEHOr0 BUXOAY NPUGAN3HO Bif,
1560 n go 3600 n Ans 3aTBEPLKEHOr0 BUPOOHMKA
"GSK Vaccines GmbH", Marburg, HimeuunHa.
Po3wmip cepii He 3MIHIOETbCS, i KiIHLLEBWIA
KOHLEHTPOBaHWUIA 06'eM aKTUBHOI cybCTaHLi
AndTepiiHMA aHaToKCuH (100 n) 3aMwaeTbes
TakyM camum, SiK NS 3aTBEPAXKEHOro BUPOBHMKa
"GSK Vaccines GmbH", Marburg, HimeuuuHa. -
BBE/eHHA aNbTepHaTMBHOIO BUXOAY aKTUBHOI
cy6CTaHUil NpaBLUEeBUi aHAaTOKCKH Ha eTani
aeTokcukauii npn6nunsHo 700 n ans BUpobHuka
"GlaxoSmithKline Biologicals Kft", Godollo,
YropLyHa, B JONOBHEHHA A0 NOTOYHOIO
3aTBEPKEHOro BUXo4y npubnunsHo Big 220 n o
260 n ansa BupobHuka "GSK Vaccines GmbH",
Marburg, HimeuunHa. Po3mip cepii He 3MiHIOETbCS,
i KIHLLEBWI KOHLLEHTPOBaHMI 06'EM aKTUBHOI
cybcTaHUil npaBLEeBKii aHATOKCKH (LinboBuiA 06'eM
50n, gianasoH 18-36 1) 3a/IMWAETbCA TakuM
camuM, SiK AN 3aTBEepA)KEHOro BUpo6Huka "GSK
Vaccines GmbH", Marburg, HimeuunHa. BeegeHHs

aNlbTePHATMBHOIO BUXO/Y aKTVBHMX CyBCTaHLiin Ha
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NeBHUX eTanax BUPOGHULTBA MOB'A3aHO 3
BMPOBHNYMMMN NOTYXHOCTAMU HOBOTO
3anponoHOBAHOr0 BUPOBHMKA, a caMe - 3afisiHHSA
MEHLLIOI YM BifIbLUOT KiTbKOCTi EMHOCTEN Ha Pi3HUX
eTanax BUPOGHMLITBA Ta CMPOLLEHHS
nepemilLeHHss M hepmeHTepamMmn Ta EMHOCTAMM
4ns 360py HaniBNPOAYKTY. Takox, BHECEHHS
pefakuiiiHux npaBok o po3ginis 3.2.5.2.1,
3.2.S.2.6. ANA aKTMBHUX CyOCTaHLil AndTepiiHuii
aHaTokcuH (DT) Ta npaBueBuit aHaTokcuH (TT).
3MiHu Il TUny - 3MiHu 3 akocTi. A®Il. Cuctema
KOHTeliHep/3aKynoptoBasibHWiA 3aci6. 3MiHa y
6e3nocepeHiin ynakosui A®I (skicHi Ta/abo
KiNbKICHi 3MiHM cKnagy Ans CTepunbHUX Ta
He3aMopoXeHux A®| 6i0/10ri4HOro/iMyHONOTYHOTO
NMOXOKEHHST) - 3MiHW B NEPBUHHINA ynakoBLi
LitoUnX peqyoBUH/MPOMDKHUX NPOAYKTIB
andbTepiiiHoro aHatokcuHy (DT) Ta npaveBoro
aHaTokcuHy (TT), BUpo6IeHMX Ha AibHULI
"GlaxoSmithKline Biologicals Kft", YropLyuHa,
BK/1I0YAIOTb: - 3MiHa NepPBMHHOI YNakoBKW 15
NPOMDKHUX NPOAYKTIB AiH040I Pe4YOBUHM
ANTepIiiHMIA aHATOKCUH B NPOLIECi BUPOGHMLTBA!
Ha eTanax ynbTpadinbTpauii Ta TEXHONOTIYHOI
hinbTpavii, 3 ogHopa3oBoro nakera o6'emom 100
/1 HAa EMHICTb 3 Hepxasitouoi cTasli 06’emom 150 ;
Ha eTarni oca/pkeHHs1 3 0IHOPa30BOro nakerta
06'emom 100 51 Ha EMHICTb 3 HEpPXaBitoyoT cTani
06'emom 200 . - 3MiHa NEPBMHHOI YNakoBKW A/1s
NPOMDKHUX NPOAYKTIB Ait0H0I PevoBUHM
npasLeBWn aHAaTOKCKH B NPOLECi BUPOGHMLTBA Ha
eTani ocafpkeHHs1 3 04HOPa30BOro naketa 06’eMom
500 11 Ha EMHICTb 3 HEPXaBIilOYOi CTasli 06'EMOM
400 n. - 3miHa KOHTelHepiB A51a 36epiraHHsA
HeoumnLEeHoro AMTepiiHOro aHaTOKCUHY
(NPOMiXHWIA NPOAYKT Ajito40T PEeYOBUHM) 3
noninponisieHoBUX NASALWOK 06'emom 20 11 Ha
ofHopa3oBi nakeTn 06'eMom 20 1, | HeoUULLLEHOTO
NpaBLEBOro aHATOKCUHY (MPOMIXXHWIA NPOAYKT
[il040T PEYOBVHN) 3i CKISAHUX NASALWOK 06'emom 20
N Ha ofHopa3oB.i naketn 06’emom 20 . - 3MiHa
KOHTelHepiB Ans 36epiraHHs HaniBNPOAYKTIB
npaBLLEBOr0 aHATOKCUHY (Zilo4a peyoBuHa) i3
CKNAHUX NAAwok (o6'emom 20 n a6o 5 n) Ha
0fHOpa3oBi NakeTn 06'eMom 5 1. - 3miHa
KOHTeliHepiB 4151 36epiraHHs HaniBNpoayKTiB
AN TEPIHOTO aHATOKCUHY (Ajtoya peyoBuHa) 3i
CKNSIHWX NAsSWOoK 06’'emomM 20 N1 Ha 04HOPA30BI
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nakeTtu 06’emom 5 n1. 3MiHM NEPBUHHOI YNaKkoBK/ B
npoueci BUPOGHULITBA Ha eTanax
ynbTpadinbTpavii, oca/pkeHHs, Ta Ha Pi3HNX
eTanax TeXHOOriYHOI thinbTpaujii (BKIYaumn
eTanu giacinbTpauii, ynbTpakoHLEeHTpaLil, TOLLO)
noB'A3aHi i3 3aiHHAM B NpoLec BUPO6GHULTBA
€MHOCTEN 3 HEPXaBitoyoT cTai, Lo BXe HasiBHI Ha
BMPOGHMUIN AinbHuui "GlaxoSmithKline Biologicals
Kft", YropLmHa. 3MiHW B CMCTEMI KOHTeHepiB A/1s
36epiraHHs NOB’A3aHi 3i CNPOLLEHHAM
BMPOBHMYOro npouecy (MeHLe BUPOBHNYMX
MaHinynauii), Ta, K Hacnigok, npusseayTb 40
Kpavwloi rapaHTii CTepUIbHOCTI NpoLieCy: CTePUIIbHI
BigdinbTpoBaHi Macu HaniBnpogykTis DT i TT
po3noginsaTbea 6e3nocepeHbL0 B O4HOPA30BI
nakeTy yepes 3akpuTy cuctemy posnoginy 6e3
[04aTKoBOro etany nepeHeceHHs. KiHuesuii 06'em
BMXOAY NPOMDKHUX PEYOBUH/HANIBNPOAYKTIB
aitoumx pevoBuH DT i TT 3annwaeTbes 6€3 3MiH.
3MiHu 1l TUny - 3MiHK 3 akocTi. APL. KoHTposnb AdPI.
3miHa y meTofax BunpobysaHHsa APl abo
BMXiAHOrO Matepiany/npomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea APl (cyttesa 3MiHa y
6ionoriyHoMy/iMmyHONOriYHOMY/iIMyHOXIMIYHOMY
MeTogi BunpobyBaHHA abo MeTofi, y AKOMY
BMKOPWUCTOBYETLCS BioNOrivHUiA peareHT ans
6ionoriyHoro A®l, abo iioro 3amiHa) - 3miHa
MeToAy TeCTyBaHHsi 6ioHaBaHTaXKEHHA METOA0M
MeM6paHHOI dinbTpauii 3rigHo sumor Ph.Eur.
2.6.12. ansa Bupo6Huka "GlaxoSmithKline
Biologicals Kft", YropwumHa, i3 3MiHO KpuTepiiB
NPUIAHATHOCTI (NPO WO 3asB/IEHA OKpeEMa 3MiHa).
OckiNlbkn faHuii Metof € chapmakoneiHnM, TO BiH
6yB BaigoBaHW1 NI0Ka/IbHO Ha AifIbHUL
3anpornoHoOBaHOro BMpo6HuKa. [laHa 3MiHa
noBs'A3aHa 3 pekomeHgauismMm B HacTaHoBi EC
(EMA/CHMP/CVMP/QWP/BWP/850374/2015), Ta
3abe3neynTb AOAATKOBY rapaHTito TOro, Lo
6iOHaBaHTaXXEHHS nNepes, eTanom OCTaToYHOT
CTepu/ibHOI (hinbTpauii 4o6pe KOHTPOTETLCA Ta
Bignosigae pekomeHgauiam €C. 3minu Il Tuny -
3MiHu 3 sKocCTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHM y
BMPO6HULTBI. 3amiHa abo BBEEHHS 4,0AaTKOBOI
AiNbHULI BUPOBGHMLTBA [/19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLLecy roTOBOrO NiKapCbKOro
3aco6y (ginbHMLSA, Ha SKili NPoBOAATLCA By b-SiKi
BUPOGHWYI cTagii, 33 BUHATKOM BUMYCKY Cepild,
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NpOBefEeHHS KOHTPOJO SAKOCTi Ta BTOPUHHOMO
nakyBaHHs1, 4151 NiKapCbKMX 3ac06iB
6i0/10r4HOr0/iIMyHONOrYHOrO MOXOKEHHS abo
NiKapcbknx )opM KOMMIEKCHOTO (CKNagHoro)
BUPOGHMYOro npouecy) - JoaaHHa
«GlaxoSmithKline Biologicals», Rue des Aulnois,
637 F-59230 Saint-Amand-Les-Eaux, ®paHuis, sk
anbTepHaTUBHOIO BUPOGHMKA, BifNOBIAaIbHOMO 3a
BVMPOGHMLTBO Ta KOHTPOb SKOCTI NPV BUMNYCKY ANA
KIHLLEBOro NPOMDKHOr0 MPOAYKTY afacopboBaHnii
andbTepiliHo-npaBLeBuii koH'toraT (DTcc),
BK/1IOYAOUM: - 3MEHLLEHHS PO3Mipy cepil KiHLeBoro
NPOMDKHOrO NPOAYKTY ANdhTepiliHO-NpaBLEeBuii
aficopboBaHuii KOH'tOraT, BUTTOB/IEHOTO Ha
AinbHuui «GlaxoSmithKline Biologicals», Saint-
Amand-Les-Eaux, ®paHuis, 3 750 n go 500 n, wo
MOB’AA38HO i3 MEHLLOK MiCTKICTIO MOGINIbHNX
emHocTeli (575 n) Ha BUPOBHMLTBI AN
3anponoHOBaHOro BUPOOHMKa
86. | IHPAHPUKC cycneHsia (DTPa- nakcoCwmitKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 pPEeECTpaLiiHNX MaTepianis 3a UA/15832/01/01
INB XIB IPV) ans iv’exuiii no AiH EkcnopT BputaHis Bionomxikans C.A. 3MmiHu | TUny - 3MiHK 3 akocTi. A®l. BUpo6HMUTBO. peyenmom
KOMBIHOBA 0,5wmn (1 po3a) Ta Nimiteq 3MiHa BUPOGHMKA BUXiZHOro/MPOMKHOIO
HA niodpinizar (Hib); NpoAayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BAKLUVHA cycnensia (DTPa- BMPO6HMYOMY npoueci A®I, abo 3miHa BUPO6HUKa
ansa IPV) ans iv’exuiii no (BKOYatoum, ae HeobXiAHO, MicLe NPOBeAEHHS
MPODINAKT 0,5mn (1 go3a) y KOHTPO/O sIKOCTi) ADI (3a BigCYTHOCTI
KN nonepeaHbLO cepTudikaTa BiANOBIAHOCTI EBpONechbkili
OUNDTEPII, HarnoBHeHOMY thapmakonei y 3aTBepyKeHOMY [0Cbe)(HOBa
NMPABLA, 0fiHOpa30BOMY OinbHUUS ANns 36epiraHHs Mon1oBHOro 6aHKy KNiTWH
KALLTHIOKY wnpui Ne 1y Ta/abo Pobounx 6aHKiB KIiTUH) - 3amiHa
(ALENONAP | KoMnnekTi 3 ABOMa BUPOBHMYOT AinbHUL ANs 36epiraHHsA F0N10BHOIO
HUIA rosikamy Ta 6aHKy KniTuH Ta Po6o4oro 6aHky KiTuH gudptepii
KOMMOHEHT | niodpinizat (Hib) y Ta npaBL#A 34iICHIOETLCA B 3B'A3KY 3 peecTpaLlieto
), hnakoHi Ne 1, o HoBOro BMpo6Huka "GlaxoSmithKline Biologicals
noniomien 3MiLYOTbCA nepes Kft", G6dollo, YropwwmHa, skuii 6yae BUKOHyBaTK
TY TA BMKOPUCTaHHAM: Mo AaHi pyHKUiT. 3MiHK | TUny - 3miHK 3 akocTi. AdI.
3AXBOPHOB 1 nonepefHbO KoHTponb A®I. 3miHa y napameTpax crneumdikawivi
AHb, HanoBHeHOMY Ta/abo foNyCTUMUX MEX, BUHAYEHNX Y
3BYAHNKOM | ogHopa3oBoMy cneuudikauisx Ha A®l, abo BUXigHWUIA/MPOMIXHWIA
AKX € LINPULY Y KOMNAEKTI npoAayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
HAEMOPHIL 3 [BOMa rosikamu Ta npoueci BupobHuuTea Ad| (3By)KEHHSA JOMYCTUMUX
us 1 donakoHoM 3 MeX, BU3HaUYeHX Yy cneumndikauii) - 3ByKeHHS
INFLUENZAE | niocpinizatom (Hib) y napameTpis crneuuqikaii 4na HaniBNpoAyKTiB
TNy B BaKyyMHiii aKTUBHMX CybCTaHLin AnbTepiiHniA aHaTOKCUH Ta

CTepUsbHIl npaBsLeBWl aHATOKCKH Y NpoLieci BUPOOHMLTBA Ha
ynakosLi; no 1 eTani O4ULLEHHSI Nepes, eTanom CTepUbHOI
BaKyyMHiit hinbTpauji 415 3aNponoHOBAHOIo BUPOBHMKA
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CTEpWUsIbHIl ynakoBLi
Y KapTOHHIli kopobui

"GlaxoSmithKline Biologicals Kft", YropwuHa, a
came - 3MiHa KpUTepiiB NPUAHATHOCTI ANs
nokasHuka bioHaBaHTaXeHHs - 3aTBepaXeHO
Bioburden TAMC < 4000 CFU/ml; TYMCs 400
CFU/ml; 3anponoHoBaHo Bioburden <10 CFU/100
ml - 3miHu | TMny - 3miHk 3 AkocTi. APl. KoHTponb
A®l. 3miHa y napameTpax crneuundikauiii Ta/abo
[OMYCTUMMUX MeX, BU3HAYEHNX Y creumaikaLisax
Ha A®l, a0 BUXiLHWIA/NPOMIDXHNI
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTBa APl (4ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM SIKOCTi Ta
BiAMNOBIAHMM METOA0M BUNPOBYBaHHS) -
JonoBHEHHSA cneumaikaLii nokasH1kom BmicT
€HJOTOKCUHIB A4N15 HaNiBNPOAYKTIB aKTUBHUX
cy6cTaHuii gndpTepiliHnii aHaTokewH DT (< 8,0
EU/100 Lf.) Ta npaBueBwuii aHaTokcuH TT (< 5,0
EU/100 Lf.) 3 BignoBigHUM METOAOM KOHTPOO
(KIHETUYHWIA XPOMOTEHHW MEeTOA) A1 BUPOOHMKA
"GlaxoSmithKline Biologicals Kft", YropwuHa". o
LibOro yacy A5 HaniBnpoayKTiB aHaTOKCUHY
(andpTepiiHoro Ta npasLEeBOro) He 6y0
BCTaHOB/IEHO XXOLHWX KPUTEPIIB MPUAHATHOCTI
LLIOA0 BMICTY EHAOTOKCHHIB. KOHTPOb AaHoro
noKasHuKa 34jiiCHI0OBaBCS Ha MPOMiIXXHOMY MPOAYKTi
AndhTepiiiHo-NpaBLEeBWil aacopboBaHuii
aHaTokcuH (DTcc) 3 KpUTepiemM NPUAHATHOCTI <
107 IU/mL meTogom renb-Tpom6. 3miHu | Tuny -
3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuugikauii Ta/abo AonycTUMmx
MeX, BU3HaUYeHX y crneumndikayisx Ha Adl, abo
BUXiAHWIA/NPOMIKXHWIA NpoAYyKT/pearexT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad®|
(BVMNYYEHHSI HE3HAYHOTO MOKa3HMKa SIKOCTI
(Hanpuknag, BUTyYeHHs 3acTapifioro nokasHuka)) -
BunyyeHHs He3HAYHOro NoKasHMKa SKOCTi BmicT
cynbhaTy MeTof0M ioOHOOGMIHHOT XxpomaTorpadii
i3 cneyudikayin 4na HaniBnpoaykTis AdI
AndbTepiiiHniA aHaTokcuH DT Ta npaBuUeBwii
aHatokcuH TT gns Bupo6Huka “GlaxoSmithKline
Biologicals Kft”, YropwmHa. 3miHu | Tuny - 3MiHu 3
akocTi. A®l. BUpo6bHMLTBO. 3MiHM BUNPO6yBaHb
abo gonycTummx Mex y npoueci BUpobHuuTBa
A®I, Wo BCTAHOB/EHI Y cnewudikaisx
(BUyYEHHSI HECYTTEBOIO BUNPOOYBaHHSA) -
BunyyeHHs BUNpobyBaHHA Ha 3arasibHuiA BMIiCT
a3oTy (MkonepawifiHWiA MOHITOPUHT), sike
NpPOBOAMIOCH NiCNs PO3YMHEHHA Ocady nepej
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ynbTpadinbTpalieto nig yac BUpobHMLTBa
AN TEPIIHOTO aHATOKCUHY. 3MiHKM | TUNY - 3MiHK 3
AKOCTI. FoTOoBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHU Y NpoLeci BUPO6HMLITBA
roTOBOrO fliKapcbKoro 3acoby, BKIoYaun
NPOMIKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOGHULITBI FOTOBOrO /iKApCbKOro 3acoby (iHLwi
3MiHM) - 3MiHU B NEPBUHHI yNakoBLi KOHTEHepIB,
SIKi BAKOPUCTOBYIOTLCS B NPOLECi BUPOOHULITBA
KiHL,EBOro NPOMDKHOrO MPOAYKTY A4J/15 BUPOOHMKA
"GlaxoSmithKline Biologicals", Saint-Amand-Les-
Eaux, ®paHLujisi, a came: - 3amiHa KOHTelHepiB ANns
36epiraHHsa po3umHy NaCl, siki BAKOPUCTOBYHOTbCS
nig yac agcop6uii DT (gudbTepiliHOro aHaTOKCUHY)
i TT (NpaBLEBOro aHaTOKCWHY), 3 KOHTENHepIB
Nalgene o6’emom 50 1 Ha N1acTMKOBI NakeTw. -
3MiHa KoHTeliHepiB Ansa 36epiraHHA Al(OH)3, ki
BMKOPWCTOBYIOTbCA A5 agcopbuii DT i TT, 3i
CKNAHUX NAALWOK 06'eMoM 50 11 Ha KOHTeHepw
Nalgene 06'emom 50 . - 3MiHa TeXHO/0rM4YHOro
KOHTelHepa, SIK1iAi BUKOPUCTOBYETLCS Ha eTanax
nonepeaHbOi afcop6uii, 3 AEKINIbKOX CKASHNUX
nnsawok o6'emom 50 N Ha ogHy 140-niTpoBy
EMHICTb 3 HEpXaBitouoi CTasli, A1 aHATOKCUHY. -
3MiHa KoHTeliHepiB An1s 36epiraHHA DTcc
(andpTepiiHo-nNpaBLeBunii agcopboBaHuii
KOHLLeHTpaT/KOH'torar) 3i CKNSHUX NAAWOK 06'eMoM
20 n Ha ogHopa3oBi naketn 06'emom 20 n. JaHi
3MiHW BHOCATHCS 3 METOI CMPOLLEHHS
BMPOGHMNYOro NpoLecy Ta 3MEHLLIEHHS BUPOBHNYMX
MaHinynauii (process simplification), wo niasuiiye
CTepPWIbHICTb NpoLecy BUPOOHMLTBA. 3MiHM | TUny
- 3MiHK 3 AiKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOBGHULTBI. 3MiHM y Mpoueci BUpo6bHULTBa
roTOBOrO fliKapcbKoro 3acoby, BKIoYaoun
NPOMIKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOGHULITBI FOTOBOrO /iKapCbKOro 3acoby (iHLwi
3MiHK) - 3MiHa TepMiHy NPUAATHOCTI NPOMIXHOro
npoaykTy andTepiliHo-npasLeBuii agcopboBaHuii
KoH'torat/koHueHTpat DTcc 3 36 micAuiB Ha 24
Micaui ana BupobHrka GlaxoSmithKline
Biologicals, Saint-Amand-Les-Eaux, ®paHujs.
3anponoHoBaHWi TepMiH NPUAATHOCTI MPOMIKHOIO
npopaykty DTcc (24 mic) € goctaTHiM Ta
3abe3neyye fOCTaTHIO THYYKICTb LLOAO YNpaBAiHHA
3anacamu NpoAaykTy. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTposib roToBOro
nikapcbKoro 3acoby. 3miHa y metofax
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BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby (iHwWi
3MiHM Y MeToAax BUNpo6yBaHb (BKIOUA0UM
3amiHy abo AONoBHEHHS)) - 3MiHa MeToay
TeCTyBaHHS Ha CTEPW/bHICTb BHOCUTLCA 4151
KiHLLeBOro npomikHoro npogykty DTcc, 3 meTogy
iHokynauii (Ph. Eur. 2.6.1) Ha meTof MembpaHHOT
inbTpavii (Ph. Eur. 2.6.1). MeTog 6yB
Ba/1ijoBaHN OKa/IbHO B YMOBaX 3aCTOCYBaHHS
Ha caiiTi SAE, ®paHLjisi, OCKiNbku Le
thapmakoneiHuii TeCT Ha BU3HAYEHHS
MiKpo6ioioriyHoi uncToTh. JaHa 3miHa He Brn/MBae
Ha 6e3neky Ta AKiCTb roTOBOro NPoAyKTy. 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudgikauii Ta/abo AonycTUMmX
MEX roTOBOrO /iKapCbKOro 3acoby (BUyYeHHs
He3Ha4yHOro nokasHuka (Hanpvknag, 3actapinoro
nokasHuKa, Takoro sik 3anax ta cmak, abo
iaeHTndikauis 6apBHVKIB UM CMakoBUX J06aBOK)) -
BunyyeHHs nokasHvka BMiCT eHA0TOKCUHY
MeToA0M 06YMCNEHHS i3 cneundikauii 4ns
KIHL,EBOro NpomikHoro npoaykty DTcc, ockinbku
KpuUTepii NPUAHATHOCTI LWOAO BMICTY EHAOTOKCUHY
3a6e3nevyoTbCA TECTYBAHHAM Ha BMICT
€HJOTOKCUHY A1 aKTUBHUX Cy6CTaHLIil
AndpTepiitHnii aHaTtokcuH (DT) Ta npaBLeBuii
aHaToKCuH (TT). 3miHu Il TMny - 3MiHK 3 AKOCTI.
A®|. BupobHuLTBO. 3MiHa BMPOGHMKA
BVXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPOBHMYOMY npoueci AdI,
abo 3miHa BUpOGHYKa (BKIOYalouu, Ae HeobXigHo,
MicLle NpoBefeHHSA KOHTPOso AkocTi) AdI (3a
BiICYTHOCTI cepTucpikata BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMY
nocbe)(3miHa B A®| 6ioNoriyHOro NoxXomkeHHs abo
BUXifHOMY MaTepiani/peareHTi/npomMKHOMY
NPOAYKTI, L0 BUKOPUCTOBYIOTLCA A/1A
BMPOGHMLTBA 6i0/10rYHOr0/iMyHOOTIYHOTO
nikapcbKoro 3acoby ) - AlogaHHsA “GlaxoSmithKline
Biologicals Kft”, Homoki Nagy Istvan utca 1. 2100
G0odolld, YroplimHa, Sk anbTepHaTUBHOIO
BMPOGHWKA, BiAMOBifa/IbHOTO 3a BUPOOHULTBO Ta
NPOBeAEHHA KOHTPOJIIO SIKOCTi NPV BUNYCKY A5
aKTUBHUX Cy6CTaHLin AudTepiiHniA aHaTOKCUH
(DT) Ta npaBueBuii aHaTOKCUH (TT). JaHa 3miHa
BK/IOYAE B cebe: - BBeieHHS a/lbTePHATVIBHOIO
BMXOZy aKTUBHOI CyGCTaHLii AndpTepiliHmia
aHaTOKCWH Ha eTarni fo3piBaHHsA Npuban3HO Bif
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480 n po 550 n gna BupobHuka "GlaxoSmithKline
Biologicals Kft", Godollo, YropwuHa, B
[OMOBHEHHSA A0 NOTOYHOIO 3aTBEPLKEHOrO
Buxogy npnbnunsHo 310 N Ans 3aTBepAKEHOro
BMpo6HUKa "GSK Vaccines GmbH", Marburg,
HimeuyuunHa; - BBEIEHHSA a/lbTEPHATUBHOIO BUXOAY
aKTUBHOI cybCcTaHUil AudTepiliHniA aHaTOKCUH Ha
eTani getokcukauii npuéansHo Big 1440 n go 2750
n ans smpobHuka "GlaxoSmithKline Biologicals
Kft", G6dolld, YroplumHa, B AONOBHEHHS A0
NOTOYHOTO 3aTBEPLKEHOTO BUXOAY NPUGN3HO Big,
1560 n go 3600 n Ansa 3aTBEPLKEHOr0 BUPOBOHMKA
"GSK Vaccines GmbH", Marburg, HimeuuunHa.
Po3wmip cepii He 3MiHIOETbCS, i KiIHLLEBWIA
KOHLLEHTPOBaHW 06'eM akTUBHOT cy6CTaHLji
AndTepiHMiA aHaTokcuH (100 ) 3aMwaeTbes
TakuM camum, SiK NS 3aTBepAKEHOro BUpPobHMKa
"GSK Vaccines GmbH", Marburg, HimeuuuHa. -
BBE/IeHHS a/IbTEePHATMBHOIO BUXOAY aKTUBHOI
cy6CTaHLii NpaBLEeBKii aHAaTOKCKH Ha eTani
netokcukauii npn6amsHo 700 N 415 BUpobHUKa
"GlaxoSmithKline Biologicals Kft", Godollo,
YropLyHa, B JONOBHEHHS A0 NOTOYHOrO
3aTBEPKEHOr0 BUXoAY npubnunsHo Big 220 n o
260 n ans BupobHuka "GSK Vaccines GmbH",
Marburg, HimeuyuuHa. Po3mip cepii He 3MiHIOETbCS,
i KIHLEBWI KOHLEHTPOBaHUI 06'€M aKTUBHOT
cybcTaHUii NpaBLEeBWii aHATOKCKH (LiNboBuiA 06'eM
50n, giana3oH 18-36 ) 3a/IMWAETbCA TakuM
camuM, K AN 3aTBepAyKeHoro Bupo6Huka "GSK
Vaccines GmbH", Marburg, HimeuunHa. BBegeHHs
anbTepHaTMBHOrO BUXOAY aKTUBHUX CyOCTaHLiin Ha
neBHMX eTanax BUpoOHMLTBA NOB'A3aHO 3
BUPOBHNYMMM NOTYXHOCTAMU HOBOTO
3anponoHOBaHOro BUPOGHWKa, a came - 3agisHHS
MEHLLOT YM BiNbLUOT KiNIbKOCTi EMHOCTEN Ha Pi3HUX
eTanax BUPOGHMLITBA Ta CMPOLLEHHS
nepemMilLeHHa MK hepmMeHTepamm Ta EMHOCTAMU
[Ansa 360py HaMiBNPOAYKTY. TakoX, BHECEHHS
pefakuiiiHux npaBok o po3ginis 3.2.S.2.1,
3.2.5.2.6. pns aKTMBHUX cybCTaHLil andbTepiliHmia
aHaTtokcuH (DT) Ta npaBLeBuiA aHaToKCUH (TT).
3minu |l Tuny - 3miHn 3 akocTi. A®l. Cuctema
KOHTeliHep/3akynopoBanbHuii 3aci6. 3MiHa y
6e3nocepeHili ynakosui A®I (skicHi Ta/abo
KifIbKiCHI 3MiHU cKnagy A5 CTepUIbHIX Ta
He3aMopoXxeHnx A®| 6io/10rivyHOro/iMyHONOTIYHOTO
NOXOKEHHS) - 3MiHW B NEPBUHHII yNnakoBLi
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[il04nX peyvoBUH/MPOMIXHMX MPOAYKTIB
AndpTepiiiHoro aHaTokcuHy (DT) Ta npaueBoro
aHaTokcuHy (TT), BUpOBIEeHMX Ha AiNbHUL
"GlaxoSmithKline Biologicals Kft", YropwuHa,
BK/1H0YaAI0Th: - 3MiHa NEPBUHHOI YNakoBKW A5
NPOMDKHUX NPOAYKTIB Ait0H0I PeyoBUHN
AVbTepifiHWA aHATOKCUH B NPOLIeCi BUPOGHMLTBA:
Ha eTanax ynbTpadinbTpaLii Ta TeXHOMOor4YHOT
inbTpauii, 3 ogHopa3oBoro naketa o6'emom 100
11 HA EMHICTb 3 Hepxasitouoi cTasti 06’emom 150 ;
Ha eTani oca/xeHHs 3 0/HOPa30BOro nakerta
06'emom 100 51 Ha EMHICTb 3 HepXasitoyol cTani
06'emom 200 n. - 3mMiHa NEPBUHHOI YNakoBK/ A1
NPOMIXHWUX MPOAYKTIB Ait040I peYOBUHN
npaBLEeBWA aHATOKCUH B NPOLieCi BUPOGHULTBA Ha
eTani ocafpkeHHs1 3 0HOPa30BOro naketa 06’eMom
500 11 Ha EMHICTb 3 HEpPXaBiloyoi cTasli 06'eMOM
400 n. - 3MiHa KoHTeliHepiB Ans 36epiraHHs
HeouLLEHOro ANMTEPINHOrO aHaTOKCUHY
(NPOMIXXHWIA NPOAYKT Aito4oi peyoBUHM) 3
noninponisnieHoBux NASALWOK 06'emom 20 N Ha
oAHopa3oBi nakeT 06'emom 20 51, i HEOUMLLLEHOTO
npaBLEBOro aHaTOKCKHY (MPOMIXXHWIA NPOAYKT
AitoY0i pevoBUHM) 3i CKNSHUX NAALWOK 06’'eMom 20
N Ha ogHopas3oBi nakeTy 06’emom 20 1. - 3MiHa
KOHTeliHepiB AN 36epiraHHs HaniBNpPoAyKTiB
NpaBLEeBOro aHaTOKCUHY (4ilo4ya peyoBuHa) i3
CKNAHMX naswok (06'emom 20 N1 abo 5 1) Ha
ofHopas3oBi nakeTn 06'emMom 5 1. - 3miHa
KOHTelHepiB Ans 36epiraHHs HaNiBNPOAYKTIB
OVNTEPIHOTO aHATOKCHHY (A4jtoya peyoBuHa) 3i
CKISIHMX NAALWOK 06'eMoM 20 1 Ha 0gHOPa30Bi
nakeTu o6’emom 5 n1. 3MiHU NEPBUHHOI YNaKkoBK/ B
npoLeci BUpobHULITBa Ha eTanax
ynbTpadinbTpaLii, ocafXeHHs, Ta Ha Pi3HUX
eTanax TeXHONOoriYHOI (inbTpauii (BkNoUaum
eTanu giaduinbTpadii, yNbTpakoHLeHTpaw,i, ToL0)
noB'A3aHi i3 3a4iHHAM B npoLec BUPOOHULTBA
€MHOCTEl 3 HepXaBitoyoi cTarli, WO BXe HasBHI Ha
BMPOGHUUIN ainbHuui "GlaxoSmithKline Biologicals
Kft", YropwuHa. 3MiHM B cUCTEMi KOHTeHepiB Ans
36epiraHHs NOB’A3aHi 3i CNPOLLEHHAM
BVMPOGHMYOTO npouecy (MeHLle BUPOGHNYMX
MaHinynsuiit), Ta, SK Hacnifok, npu3seayTb [0
Kpawloi rapaHTii CTepUIbHOCTI NpoLiecy: CTepUIIbHI
BiAdinbTpoBaHi Mmacy HaniBnpoaykTis DT i TT
posnoginsoTbes 6e3nocepegHbO B 0AHOPA30BI
nakeTn Yyepes 3akpuTy cuctemy posnoginy 6es
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[04aTKOBOTO eTany nepeHeceHHs. KiHueBuii 06'em
BUXOAY NPOMIXXHUX pevyoBUH/HaNiBNPOAYKTIB
Aitoymx pevosuH DT i TT 3anmnwaeTbes 6€3 3MiH.
3MiHu |l Tuny - 3MiHn 3 akocTi. A®L. KoHTposnb AdL.
3MiHa y meTofax BuUnpobyBaHHs AdD| abo
BUXiAHOro Matepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuLUTBa APl (CyTTEBA 3MiHA Y
6ionoriyHoMy/imyHONOriYHOMY/iIMyHOXIMIYHOMY
MeToZi BUNpobyBaHHs abo MeTogj, y skomy
BVIKOPVCTOBYETbLCS GiONOriYHUIA peareHT ans
6ionoriyHoro A®l, abo iioro 3amiHa) - 3miHa
MeToAy TeCTyBaHHsi 6i0HaBaHTaXKEHHA METOL0M
MeM6paHHOI goinbTpauii 3rigHo Bumor Ph.Eur.
2.6.12. ansa Bupo6bHuka "GlaxoSmithKline
Biologicals Kft", YropwuHa, i3 3MiHOW KpuTepiiB
NPUAHATHOCTI (MPO Lo 3asiB/IeHa OKpeMa 3MiHa).
Ockinbkn faHnii Metog, € hapMakoneHum, To BiH
6yB BaNig0BaHWn 10KaSIbHO Ha AifIbHUL
3anponoHoBaHoro BUpobHuka. jaHa 3miHa
nos'a3aHa 3 pekomeHgauismy B HactaHoBi EC
(EMA/CHMP/CVMP/QWP/BWP/850374/2015), Ta
3abe3neunTb JOAATKOBY rapaHTilo TOro, Lo
6ioHaBaHTaXKEHHS Nepes eTanom ocTaTouHOT
CTepubHO hinbTpauii J06pe KOHTPOMETLCS Ta
Bignosigae pekomeHgauiam €C. 3MiHu Il Tuny -
3MiHK 3 IKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHN y
BMPO6HULTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI
AiNbHULI BUPOGHMLTBA /18 YacTUHM abo BCbOro
BMPOGHMYOro NPoLLeCy rOTOBOTO liKapCbKOro
3aco0y (ginbHMLSA, Ha SKili NPOBOAATLCSA Oy Ab-AKi
BMPOGHWUYI CcTagii, 3a BUHATKOM BUMYCKY Cepil,
NpOoBeEHHs1 KOHTPOJO SIKOCTi Ta BTOPUHHOMO
nakyBaHHs, 4715 flikapCbknx 3aco6iB
6i0N0rivYHOro/iMyHO/0M4YHOr0 NOXOAKEHHSA abo
Nikapcbknx hopM KOMMIEKCHOro (CKNagHoro)
BMPOGHMYOro npouecy) - flogaHHs
«GlaxoSmithKline Biologicals», Rue des Aulnois,
637 F-59230 Saint-Amand-Les-Eaux, ®paHuis, sk
a/lbTEPHATUBHOIO BMPOBHMKA, BifNOBIAAIbHOMO 3a
BMPOOHMLTBO Ta KOHTPO/Ib AKOCTi NPY BUMYCKY ANS
KIHLLeBOro NpOMIXKHOTO NPOAYKTY afcopboBaHuii
AvdoTepiiHo-npaBueBwuii koH'toraT (DTcc),
BK/1HOYA0UN: - 3MEHLLEHHSI PO3MIpY cepil KiHLEeBOro
NMPOMIHOIO NPOAYKTY AndiTepiiHO-NpaBLEeBNiA
aficop6oBaHuii KOH'tOraT, BUITOB/IEHOTO Ha
AinbHuUi «GlaxoSmithKline Biologicals», Saint-
Amand-Les-Eaux, ®paHuis, 3 750 n go 500 n, wo
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NOB’A3aHO i3 MEHLLIOK MICTKICTIO MOBISTbHUX
eMHocTeli (575 ) Ha BUPOGHMLTBI ANs
3anpornoHOBaHOro BUPO6HMKa
87. | IHPAHPUKC cycneHsia gns nakcoCmiTKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/15120/01/01
™ iH'eKLil; cycnensia AnH Ekcnopt BputaHis Bionopxikans C.A. 3MiHn |l Tuny - 3miHn 3 akocTi. A®l. BupobHuuTso. peyenmom
KOMBIHOBA | ans iHekuyiii no 1 Nimiteq 3MiHa BUPOGHYVKa BUXIAHOTO/MPOMIXHOIO
HA no3si (0,5 mn) y npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BAKUVHA nonepeaHb0 BMpO6HUYOMY npoueci Adl, abo 3miHa BUpO6HMKa
ansa 3arnoBHeHOMY (BKTovatoun, fe HeobxigHO, MicLe NPOBeAEeHHS
MPODINAKT wnpuyi Ne 1y KOHTPO/O AKOCTi) AP (3a BiACYTHOCTI
KN KOMMNEKTi 3 OJHIE0 cepTucbikaTa BiANOBIAHOCTI EBPONENChKili
OUNDTEPII, abo gBoma ronkamu; hapmakonei y 3aTBepAXeHOMY JOCbE)(3MiHa B
MPABLSA, no 1 nonepesHbO A®| 6ionoriyHOro NOXoaxeHHs abo BUXigHOMY
KALUNMOKY HarnoBHEHOMY mMaTtepiani/peareHTi/MPOMiXKHOMY NPOAYKTI, WO
AUENONAP LINpUL Y KOMMEKTI BMKOPMCTOBYIOTbCS A1 BUPO6HULITBA
HA 3 ofHiel0 abo ABOMa 6i0N10riYHOro/iMyHO/OrNYHOTO JiKapPCLKOro 3acoby )
OYNLLEHA rofikamu y -fogaHHa “GlaxoSmithKline Biologicals Kift”,
IHAKTUBOBA | nnactukoBomy Homoki Nagy Istvan utca 1. 2100 Godollo,
HA PIOKA KOHTeliHepi; no 1 YropLumHa, siKk anbTepHaTUBHOIO BUPOOHMKA,
na1acTUKOBOMY BiANOBIA&/IbHOIO 3a BYPOGHULTBO Ta NPOBEAEHHS

KOHTEliHepy B
KapTOHHIlA KopooLi

KOHTPOJT0 SKOCTi NP BUMYCKY A8 aKTUBHUX
cybcTaHuUii andpTepiliHnii aHaTokerH (DT) Ta
npasLeBunin aHaTokcuH (TT). -JaHa 3miHa BKI4vae
B cebe: - BBE[lEHHA a/IbTEPHATNBHOIO BUXOAY
aKTUBHOI cybCTaHUil AndTepiliHnii aHaTOKCUH Ha
eTani go3piBaHHA Npnban3HO Big 480 11 fo 550 n
Ans Bnpo6Hrka GlaxoSmithKline Biologicals
Kft,YropLyuHa, B JONOBHEHHS A0 NOTOYHOrO
3aTBEPMXEHOro BUxoay npnbnusHo 310 n gna
3aTBepmkeHoro BupobHuka GSK Vaccines GmbH
Marburg, Germany; -BBefleHHS aflbTEPHATUBHOIO
BMXOZY aKTUBHOI cy6CcTaHLii AndyTepiliHmii
aHaTOKCUWH Ha eTarni feToKcukauii NpubansHo Big,
1440 n po 2750 n ans BUpPOGHMKa
GlaxoSmithKline Biologicals Kft,YropwuHa B
[OMOBHEHHSA [0 NOTOYHOIO 3aTBEPAKEHOTO
BMXoAy npubnnsHo 1560 n go 3600 n gns
3aTBepAxeHoro BupobHmka GSK Vaccines GmbH
Marburg, Germany. - Po3Mip cepii He 3MiHIOETbCS i
KIHL,EBUIA KOHLEHTPOBaHWUIA 06’€M aKTUBHOT
cybcTaHuii andpTepiiHnii aHatokeuH (100 n)
3a/MWAETLCA TakMM caMmuM, SK 415
3aTBepmxeHoro Bupo6Huka GSK Vaccines GmbH
Marburg, Germany. -BBe€HHSA abTePHATUBHOIO
BMXOZY aKTUBHOI Cy6CTaHLii NpaBLeBuii
aHaTOKCWH Ha eTani geTokcukauii npuéausHo 700
N ansa supobHuka GlaxoSmithKline Biologicals
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Kft,YropLvHa, B JONOBHEHHS A0 NOTOYHOTO

3aTBEpKEeHOro Buxoay npubnausHo Big 220 1 go
260 n pnsa supobHmka GSK Vaccines GmbH
Marburg, Germany. - Po3mip cepii He 3MiHIOETbCS i
KIHL,EBUIA KOHLEHTPOBaHWUIA 06’€M aKTUBHOT
cy6CTaHUii NpaBLEBUiA aHAaTOKCKH (LinboBuli 06'em
50 n, giana3oH 18-36 1) 3annwaeTbCs Takum
camMum, SiK ANns 3aTtsepakeHoro BupobHuka GSK
Vaccines GmbH Marburg, Germany. - Takox,
BHECEHHS pefakuiiiHux npaBok go p.3.2.S.2.1 1a
p.3.2.5.2.6 An1A aKTUBHUX CyOCTaHLi
andTepiiiiuii aHaTtokeuH (DT) Ta npaBLeBuit
aHaToKCuH (TT). - 3MiHM | TURy - 3MiHK 3 AKOCTI.
A®I. BupobHuLTBO. 3MiHa BUPOGHMKA
BWXiHOrO/MPOMIXXHOro NPoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHMYOMY npouieci Adl,
a60 3MiHa BUPOGHWMKa (BKNOYatouu, ae HeobxigHo,
MicLie NpoBeAeHHs KOHTPOIo aKkocTi) AdI (3a
BiICYTHOCTI cepTucpikaTa BignoBigHOCTI
€Bponeiicbkiil hapmakonei y 3aTBepaXeHoOMY
[ocbe)(HoBa AiNbHULA ANa 36epiraHHa Mon1oBHOro
6aHKy KniTuH Ta/abo Poboumnx 6aHKiB KIITUH) -
3amiHa BUPOGHMYOI AiNbHULI AN 36epiraHHs
[FonosHoro 6aHky KniTMH Ta Po6o4yoro 6aHky
KNiTUH gudptepii Ta npasus GSK Vaccines GmbH,
Emil-von-Behring-Str. 76, D-35041 Marburg,
Germany, y 3B'13Ky 3 peecTpaLiielo HOBOro
BMpobHuka “GlaxoSmithKline Biologicals Kft”,
Homoki Nagy Istvan utca 1. 2100 Godollo,
YropLyHa, sikuii 6yae BUKOHYBaTH Li COYHKLT. -
3minu Il Tuny - 3miHn 3 akocTi. A®l. Cuctema
KOHTeliHep/3akynopoBanbHuii 3aci6. 3MiHa y
6e3nocepeHili ynakosui A®I (skicHi Ta/abo
KifIbKiCHI 3MiHU cknagy A5 CTepUIbHNX Ta
He3aMopoXeHnx A®| 6io/10rivyHOro/iMyHONOTIYHOTO
NOXOKEHHS) - 3MiHW B NEPBUHHII yNakoBLi
[il04nX peyvoBUH/MPOMIXXHMX MPOAYKTIB
AndpTepiitHoro aHatokcuHy(DT) Ta npaBLeBoro
aeHatokcuHy (TT), BUpobaeHuX Ha AiNbHULI
“GlaxoSmithKline Biologicals Kft", YropwmHa,
BK/IOYAOTh: -3MiHA NEPBUHHOI YNakoBKW A1
NPOMIKHUX NPOAYyKTiB A®I andhTepiliHunii
aHaTOKCUH B MpoLieci BUpobHuyTea: - Ha etanax
ynbTpadinbTpaLii Ta TeXHOMOorYHOI (inbTpawii, 3
04HOPa30BOoro naketa 06’emom 100 N1 HA EMHICTL 3
Hepxasitouoi ctasti 06’emom 150 n;
* Ha eTani ocafxeHHs 3 0HOPa30BOro nakeTa

06’emoM 100 /1 Ha EMHICTb 3 HEpXaBitoyoi cTani
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06’emom 200 . - 3MiHa NepBUHHOT YMakoBKN ANs

NPOMiIKHUX NPoAyKTiB AD| NpaBLHBUIA aHATOKCUH B
npoueci BUpobHULTBA Ha eTani 0CapKeHHS 3
ofiHopa3oBoro naketa 06’emomM 500 /1 HA EMHICTb 3
Hepxagitouoi cTasi 06’emom 400 n -3MiHa
KOHTelHepiB 415 36epiraHHst HeoUMLLEHOTO
AN TEPINHOTO aHATOKCUHY (MPOMDKHUIA MPOAYKT
Aito40i pevoBUHM) 3 NOAINPONIZIEHOBUX M/IALLOK
06’emoM 20 11 Ha ofHOpa3oBi NakeTn 06’'emom 20
N, i HEOUNLLIEHOTO NapaBLLEeBOro aHaTOKCUHY
(NPOMXHWIA NPOAYKT AiH040i PEYOBUHM) 3i CKNSIHMX
nnsawok o6’emom 2071 Ha 0A4HOPA30BI NakeTn
06’emom 205 - 3miHa KOHTeliHepiB A4/15 36epiraHHs
HaniBNpPoAyKTiB NpaBLEBOro aHaTOKCUHY (gjitoya
PeyoBUHK) i3 CKNSAHMX NAALWOoK (06’emom 20 11 abo
5 ) Ha ogHopa3oBi nakeTn 06’'emom 5 11 -3miHa
KOHTeliHepiB AN 36epiraHHs HaniBNPoAyKTiB
ANTEPIiHOro aHaTOKCUHY 3i CKISHUX MASLLOK
o6’emom 20 N Ha ogHOpa3oBi nakeT o6’emom 5 i
- 3MiHN NEPBUHHOI YNaKkoBKWN B NPOLLECI
BMPOGHULITBA Ha eTanax ynbTpacdinbTpadii,
OCa/PKEHHA Ta Ha Pi3HUX eTanax TeXHOOr4HOT
inbTpavii (BkUatoum etanu giadinbTpawi,
yNbTPaKOHLUEHTpaL,i, TOL0) NOB’A3aHi i3
3aiiHHAAM B NpoL,ec BUPOOHNLTBA EMHOCTEN 3
HepXaBitouoi cTani, Lo BXe HasiBHi Ha BUPOGHWUIl
AinbHuui “GlaxoSmithKline Biologicals Kft”,
YropLumHa. - 3MiHM B CUCTEMi KOHTeHepiB Ans
36epiraHHsa NoB’A3aHi 3i CNPOLLEHHAM
BMPOGHNYOro npouecy (MeHLWHe BUPOBHUYMX
MaHinynsuii), Ta Sk Hacnigok, NpusBeayTb A0
KpaLLol rapaHTii CTEPUNIBHOrO NPOLLEeCy: CTePUIIbHI
BiAdinbTpoBaHi Macn HaniBnpoaykTie DT i TT
po3noginsaTbes 6e3nocepefHbL0 B 0AHOPA30BI
nakeTy Yyepes 3aKpuTy cucTemy posnoginy 6e3
[04aTKOBOro eTany nepeHeceHHs. KiHueBuii 06'em
BMXOAY NPOMDKHUX PEYOBUH/HANIBNPOAYKTIB
aitounx pevosuH DT i TT 3anmwwaeTbesa 6e€3 3MiH. -
3MiHn Il TUny - 3MiHK 3 akocTi. A®L. KoHTposnb AdL.
3miHa y meTogax BunpobyBaHHsA AdD| abo
BMXIZAHOro MaTepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npovueci BupobHuutea APl (cyTTeBa 3MiHa y
6ionoriyHoMy/imyHONOriYHOMY/iMyHOXIMIYHOMY
MeToZi BUNpobysaHHA abo MeTogj, y Akomy
BVIKOPVICTOBYETbLCS 6IOMOriYHUIA peareHT 4ns
6ionoriyHoro A®l, abo iioro 3amiHa) - 3miHa

MeToAy TEeCTyBaHHS 6ioHaBaHTaXEHHA B NPoLeCi




88

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

BMPOGHMLTBA A4J15 HAaMiBNPOAYKTIB aKTUBHUX
cybcTaHuUi andpTepiliHnii aHaTokerH (DT) Ta
npaBLEeBWin aHaToKcKH (TT) 3 MeTogy MociBy Ha
Yallkax Ha MeTog, MeMb6paHHOi hinbTpawii 3rigHo
BuMor EP 2.6.12 ansa BUpOGHWUYOT AiNbHULI
“GlaxoSmithKline Biologicals Kft”, ¥YropwuHa -
3miHu | TMny - 3miHu 3 AkocTi. APl KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo
O0NYyCTUMUX MEX, BUSHAYEHMX Y crevmdikalisax
Ha A®l, abo BMXigHWA/MPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BUpobHuuTBa AP| (3BY)KEHHSA [OMYCTUMUX
MEX, BU3HAUYEHNX Y cneuundikadii) - 3miHa
KpUTepIiiB NPUIRHATHOCTI y cneyudikalii B npoueci
BMPOGHMLTBA A/151 NOKa3HMKa «bioHaBaHTaKeHHS»
nepeg eTanoM CTepubHOI hinbTpauii npu
BMPOGHULTBI HaniBnpoaykTie A®| anchTepiliHnii
aHaTokcuH (DT) Ta npaBLeBuWii aHaTOKCUH (TT)
Ansa BUpo6HMYOT AinbHuui “GlaxoSmithKline
Biologicals Kft”, YropwimHa, y 38’3Ky 3i 3MiHOO
MeTo4y TeCTyBaHHS GiOHaBaHTaXKEHHS
3arBepmkeHo: Bioburden TAMC < 4000 CFU/m -
TYMC< 400 CFU/mI - 3anponoHoBaHo: Bioburden
<10 CFU/100 ml - 3miHu | Tuny - 3MiHK 3 AKOCTI.
A®I. KoHTposb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiAHWI/MPOMDKHUIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYIOTLCSA Y npoueci BupobHuutea APl
(monoBHeHHA crieymdikalii HOBUM NOKa3HUKOM
SKOCTi Ta BifNOBiAHM METOAOM BUNPOOYBaHHS) -
JopaHHa HoBOro napameTpy BMiCT eHAOTOKCUHIB
y cneuudikauito a8 HanisnpoaykTis AdI
AvdTepitHnin aHatokcuH DT (< 8,0 EU/100 Lf.) Ta
npa.LeBuit aHaTokcnH TT (< 5,0 EU/100 Lf) 3
BiZiNOBIAHUM METOAO0M TECTYBaHHS (KIHETUYHWIA
XpomoreHHuii Mmetog EP 2.6.14-meTog D) gns
BMpo6HUKa “GlaxoSmithKline Biologicals Kft”,
YropLymHa. - 3miHu | Tuny - 3MiHm 3 aKocTi. AdL.
KoHTponb A®I. 3miHa y napameTpax crneumdikawiii
Ta/abo [oNyCTUMUX MEX, BUSHAUYEHUX Y
cneyudikauisix Ha A®I, abo BUXigHWUIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoteci BUpo6HMLTBa AD| (BUNYUYEHHS
HEe3Ha4YHOro NoKasHuKa AKOCTI (Hanpuknag
BW/TyYEHHS 3aCTapifioro nokasHuka)) - BunyyeHHs
He3Ha4yHOoro rnokasHuka skocTi BmicT cynbdhaty
MeToA0M iOHOO6MIHHOI XpomaTorpadil i3
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cneumdikauin Ansa HaniBnpoaykTis AdI
AndbTepiiiHuiA aHaTokcuH DT Ta npaBuUeBwii
aHaTtokcuH TT gnsa BupobHuka “GlaxoSmithKline
Biologicals Kft", YropwuHa. - 3MiHu | Tuny - 3MiHn
3 AkocTi. A®l. BupobHMUTBO. 3MiHW BUNPOGYyBaHb
abo gonycTummnx Mex y npoueci BUpobHuuTBa
A®I, 10 BCTaHOB/EHI y cneuudikavisx
(BMlyYEeHHS HECYTTEBOTO BUNPOGYBAHHS) -
BunyyeHHsi BUNpobyBaHb Ha 3arasibHWii BMICT
asoTty (MbkonepauiiH1ii MOHITOPWHT) Ta
aHaTOKCUHY, L0 NPOBOAATLCA Ha eTani nicns
pO34YMHEHHS ocady nepes ynbTpadinsTpauiero nig,
yac BMPO6HULITBA MPOMIXHOIO NMPOAYKTY Aitoyoi
PeyoBVHY ANTEPINHNIA aHAaTOKCUH Ans
BMpobHUka “GlaxoSmithKline Biologicals Kft”,
YropwmHa. - 3MiHn |l Tuny - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3amiHa abo BBeAEeHHA [0AaTKOBOI AiNbHUL
BMPOBHMLITBA A151 YaCTUHM ab0 BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3aco0y (AiNbHULA, Ha SKil NPOBOAATLCA Gy Ab-AKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
NpoBefeHHS KOHTPOJO SKOCTi Ta BTOPUHHOTO
nakyBaHHs, 4151 SliKapCbKMX 3ac06iB
6i0/10rYHOr0/iIMyHOOrYHOTO MOXOAKEHHS abo
niKkapcbknx hopM KOMMNNEKCHOro (CKNagHoro)
BUPOGHMYOro npouecy) - ogaHHa
«GlaxoSmithKline Biologicals», Rue des Aulnois,
637 F-59230 Saint-Amand-Les-Eaux, ®paHuisi, K
a/lbTEPHATUBHOTO BUPOGHUWKA, BiNOBIfa/IbHOTO 3a
BMPOOHMLTBO Ta KOHTPO/Tb AKOCTI NPW BUMYCKY A5
KIHLLEBOTO NPOMIXHOr0 NPOAYKTY afcopboBaHuii
andbTepiiiHo-npasLeBuid koH'torat (DTcc),
BK/THOHAIOYUM:

-3MEeHLLUEHHS Po3Mipy cepii KIHLEeBOro NPOMiXHOro
npoaykTy andTepiliHo-npasLeBuii agcopboBaHuii
KOH'torar, BUITOBJ/IEHOTO Ha AifIbHNL
«GlaxoSmithKline Biologicals», Saint-Amand-Les-
Eaux, ®paHuis, 3 750 n go 500 A, wo noe’s3aHo i3
MEHLLIOKO MICTKICTIO MOGiSIbHNX EMHOCTel (575 n)
Ha BYPOGHULTBI 4719 3aNPONOHOBaHOro
BMPO6HMKa. 3MiHKW | TUMY - 3MiHK 3 AKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npoueci BUPOOHULITBA FOTOBOr0 NiKapCbKoro
3aco0y, BK/IOYakUy NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCSA MPU BUPOOHNULTBI FOTOBOTO
nikapcbkoro 3acoby (iHwWi 3mMiHW) - 3MiHN B
NEePBUWHHI yNakoBLi KOHTeWHepiIB, ki
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BMKOPWCTOBYIOTBLCS B MPOLiECi BUPO6HULTBA
KiHLLeBOro NMPOMDKHOIO NPOAYKTY A/151 BUPOOHUKaA
GlaxoSmithKline Biologicals, Saint-Amand-Les-

Eaux, ®paHuis, a came: -3amiHa KOHTellHepiB 41
36epiraHHsa po3umHy NaCl, siki BUKOPUCTOBYHOTbCSA
nig, vac agcop6uii AndpTepiitHoro aHaTokcuHy DT
Ta NpaBLEBOro aHaToKCKHy TT, 3 KOHTelHepiB
Nalgene o6‘emom 50 11 Ha N1acTMKOBI NakeTw;
-3MiHa KOHTelHepiB ansa 36epiraHHsa Al(OH)3, ski

BMKOPWCTOBYOTbCA 415 agcop6uii DT i TT, 3i

CKNAAHMX NIAWOK 06‘€MoM 50 N1 Ha KOHTelHepu
Nalgene o6‘emom 50 11 -3MiHa TEXHOMOTYHOTO
KOHTelHepa, SK1ii BUKOPUCTOBYETLCA Ha eTanax
nonepeaHboi aacopbLii, 3 AEKI/TbKOX CKIAHUX
nAawok 06‘emom 50 N Ha ogHy 140-niTpoBy
EMHICTb 3 HEpXaBito4oi CTasli, 415 aHATOKCHHY -
3MiHa KoHTeliHepiB Ans 36epiraHHsa DTcc 3i
CKNSAHWX NAAWOoK 06‘emomM 20 N Ha 04HOPAa30BI

naketn 06‘emom 20 n1.- 3MiHn | TUny - 3MiHM 3

AKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y

BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HULITBA

roTOBOrO /liKapCbKOro 3acoby, BKIOYaoun
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOGHULITBI FOTOBOrO NiKAPCLKOro 3acoby (iHLi
3MiHM) - 3MiHa TepMiHy NPUAATHOCTI MPOMIXXHOIO
npoaykTy andptepiliHo-npasLeBuii agcopboBaHuii
KOH'torat/koHueHTpaT DTcc 3 36 micauis Ha 24
Micsaui ansa Bupo6Huka GlaxoSmithKline
Biologicals, Saint-Amand-Les-Eaux, ®paHuis.
3anponoHoBaHuUii TepPMiH NPUAATHOCTI € AOCTATHIM
Ta 3abe3neyye AOCTATHIO THYYKICTb LLOA0
ynpasniHHA 3anacamu NpoayKTy. - 3MiHu | Tuny -
3MiHK 3 siKoCTi. FoToBUIA Nnikapcbkuii 3aci6.
KoHTposb roToBoro fikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPoGyBaHHSA rOTOBOrO /iKapCbKoro
3aco06y (iHWi 3MiHK Y MeTofax BUNpobysaHb
(BKNHOHAKOUM 3aMiHy @60 [OMOBHEHHS)) - 3MiHa
MeToAy BUNPOOYBaHHS Ha CTEPUNbHICTb, AKWi
BMKOHYETBLCA B crieymdikayisx KiHLeBoro
NPOMDKHOrO NPOAYKTY ANdhTepiliHO-NpaBLEeBuii
ancop6oBaHuii KoH'torat/koHueHTpat DTcc 3
meTogy iHokynsauii (EP 2.6.1) Ha meTop,
MeM6paHHoi hinbTpavii (EP 2.6.1) ans BupobHuka
GlaxoSmithKline Biologicals, Saint-Amand-Les-
Eaux, ®paHuis. - 3miHun | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTposb roToBoro
nikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo JONYCTUMUX MEX FOTOBOTO
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nNikapcbKoro 3acoby (BMy4eHHsS1 HE3HAYHOro
nokasHuka (Hanpvkiag 3acTapinoro NokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauis
6apBHYKIB Y1 CMaKoOBMX 406aBOK)) - BuiyyeHHs
He3HayHoro rnokasHvka cneumaqikauii, a came-
BW/Ty4YEHHS NoKasHyKa BMICT eHA0TOKCUHY
MEeTOAOM 06YUCIEHHS /15 KIHLEBOro NPOMKHOrO
npoaykTy andptepiliHo-npasLeBuii agcopboBaHuii
KOHUeHTpaT (DTcc) ans BMpobHuka
GlaxoSmithKline Biologicals, Saint-Amand-Les-
Eaux, ®paHLis, 0CKiflbK1n KpUTepii NPUAHATHOCTI
LLIOA0 BMICTY €HAOTOKCUMHY 3a6e3nevyeTbes
TeCcTyBaHHAM Ha BMICT €H,0TOKCUHY A/15 aKTUBHUX
cy6CTaHUili andpTepiliHoro aHaToOKCUHY Ta
NpaBLEBOrO aHATOKCUHY.

88.

IOHIKA

MOPOLLIOK A7A
OpasIbHOTO PO3YUHY;
no 4,4 r NnopoLuKy B
nakeTuky; no 5 abo
no 20 nakeTukiB y
KapTOHHI Kopo6Lyi

€Bpo
Naiidokep
MpansiT
Nimiteq

IHais

$AC NimiTepq,

IHais

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis:
3MiHu | TUNY - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta dhapmakoHarnagy (iHwi 3mMiHu) - 3MiHW BHECEHO
y TEKCT MapKyBaHHs nepBuHHOI (M. 2, 3, 4, 5, 6) Ta

BTOpPUWHHOI (. 2, 3, 8, 9, 11, 12, 13, 16 Ta 17)

yMakoBOK NMiKapCbKoro 3acoby. BBeAeHHS 3MiH

NpOTSArom 6-T MicsILiB Micnsi 3aTBEPAKEHHS

6e3
peyenma

UA/12484/01/01

89.

MnoA-HOPMIN

Tabnetku no 100
MKr; no 10 TabneTok
y 6nicTepi; no 5
6nictepiB y naui

AT

"KNIBCKWN

BITAMIHHW
3ABOA"

YKpaiHa

AT "KUIBCbKMN
BITAMIHHWA
3ABOJ"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3miHu | TUny - 3MiHK Wwoao 6esnekn/edheKTUBHOCTI
Ta dhapmakoHarnsgy. BeegeHHs abo 3miHu o
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnagy (BBeAeHHs y3arasibHeHVX faHux
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHa
Bifi yNOBHOBaXXeHOI 0cobMu, BiANoBifaibHOT 3a
3[jicHeHHs1 hapMakoHarsay (BkIYarum
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
macTep-aiina cuctemu hapmakoHarnsgy) -
3MiHa ynoBHOBaXKEHOT 0CO6U 3asBHUKA,
BiANOBIAa/ILHOT 3a hapmakoHarnsg. Aivova
pepakuis: Konsga BikTopisi BiktopiBHa.
MponoHoBaHa pegakuis: babuka mnTpo
AHaToniioBMY. 3MiHa KOHTaKTHUX AaHNX
YNOBHOB&XEHOI 0C06M 3asBHVKa, BifnoBiganbHOT
3a (hapmakoHarnsag

6e3
peuyenma

UA/6383/01/01

90.

noa-HoPmIn

Tabnetku no 200
MKr; no 10 Ta6neTok
y 6nicTepi; no 5
6nicTepiB y nauli

AT

"KNIBCbKWM

BITAMIHHW
3ABOJ"

YkpaiHa

AT "KUIBCbKMN
BITAMIHHWA
3ABOA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHu | TMny - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3amiHu o
y3ara/ibHeHNX faHnX Npo cucTemy
dhapmakoHarnsgy (BBefieHHs y3aralbHeHUX AaHnx

6e3
peyenma

UA/6383/01/02
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npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0co6Mu, BiANOBiJabHOI 3a
3AilicHeHHA (hapMakoHariaay; KOHTaKTHOT 0co6u 3
thapmakoHarnagy 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YKpaiHi, KO0 BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BifNoBifasIbHOI 3a
3[jicHeHHs hapMakoHarisay (BKIYakum
KOHTaKTHi AaHi) Ta/abo 3MiHU Y PO3MiLLEHHI
macTep-haiina cuctemu chapmakoHarnsgy) -
3MiHa ynoBHOBaXKEHOi 0CO6U 3asBHUKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsg. Aivova
pepakuis: Konsga BikTopis BikTopiBHa.
MponoHoBaHa pepakuis: babuka AmnTpo
AHaToniioBMY. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXeHOT 0cobM 3as1BHMKA, BiAMNoBigas1bHOT
3a (hapmakoHarnag

91. | KANIYM Tabnetku no 80 [Loiiue HimeuuunH [oitue Xomeonari- HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/11883/01/01
CYNb®YPUK | Tabnetok y thnakoHi; Xomeonari- a YHioH OXY- 3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI peyenma
YM CiNlb no 1 dpriakoHy B YHioH AXY- ApuHaiimiTTens Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
OOKTOPA KapTOHHIlA KopooLi ApuHaiimitten 'm6X & Ko. KI y3araslbHeHUX AaHux npo cuctemy
LLUKOCC/EPA b 'M6X & thapmakoHarnagy (BBefeHHs y3araslbHeHVX faHux
Ne6 Ko.KI npo cucteMy thapmakoHarnsay, 3mMiHa

YNOBHOB&XEHOT 0co6MU, BiANOBiAabHOI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KL BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobwu, BiANoBifa/IbHOT 3a
3[jicHeHHs hapMakoHariaay (BKIYakum
KOHTaKTHi fjaHi) Ta/abo 3MiHW Yy PO3MILLLEHHI
macTep-alina cuctemu hapmakoHarnsgy) -
3MiHa ynoBHOBaXKEHOi 0CO6U 3asBHUKA,
BiANoBiAa/IbHOT 32 hapmMakoHarnsg.

[itoua pepaxuis: Dr. Anja Hofner. - NMponoHosaHa
pepakuisi: Dr. Stephan Kohler. - 3miHa KOHTaKTHUX
[aHnx ynoBHOBaXEHOT 0CObY 3asiBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. - 3miHa
MicL,e3HaxXoKEHHS MacTep-ghaiina cuctemm

hapmakoHarnsgy.
3MiHa Micusa 3iCHEHHSI OCHOBHOI AiS/IbHOCTI 3
chapmakoHarnsgy.
92. | KANlYM Tabnetku, no 80 [Loiiue HimeuunH [Joitue Xomeonari- HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/11884/01/01
DOCDPOPUKY | TabneTtoK y chiakoHi; Xomeonari- a YHioH AXY- 3miHu | TUny - 3MiHK Wwoao 6esnekn/edheKTUBHOCTI peyenma
M Ciflb no 1 cpnakony y YHioH OAXY- ApuHaiimiTTens Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
OOKTOPA KapTOHHIli KopoobLi ApuHaiimitten 'm6X & Ko. KI y3araslbHeHUX AaHux npo cuctemy
LLIKOCC/IEPA b 'M6X & thapmakoHarnagy (BBeAeHHS y3araslbHeHVX gaHux
Ne5 Ko.KI npo cuctemy hapmakoHarnsgy, smiHa

YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
34ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0cobu 3
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thapmakoHarnagy 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KO0 BOHA BigMiHHA

Bifl yNOBHOBaXXeHOI 0cobMu, BifNoBifasIbHOI 3a
3[jicHeHHs hapMakoHarisay (BKIYakum
KOHTaKTHi AaHi) Ta/abo 3MiHU Y PO3MiLLEHHI

macTep-haiina cuctemu chapmakoHarnsgy) -

3MiHa ynoBHOBaXKEHOi 0CO6U 3asBHUKA,
Bi4NoBiAa/IbHOT 32 hapmakoHarnsg.

[itoua pepaxuis: Dr. Anja Hofner. - NMponoHosaHa
pepakuisi: Dr. Stephan Kohler. - 3miHa KOHTaKTHUX
[aHnx ynoBHOBaXEHOT 0CObY 3asiBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. - 3miHa
MiCL,e3HaxX0MKEHHS MacTep-haiina cuctemm
thapmakoHarnagy. - 3mMiHa Micus 34iCHEeHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnagy.

93.

KANIYM
XTOPATYM
Cinb
AOKTOPA
LLUKOCC/NEPA
Ne 4

TabneTku; no 80
Tabnetok y hN1akoHi;
no 1 dpnakoHy B
KapTOHHIli KopoobLi

[Loiiue
Xomeonari-
YHioH OXY-

ApuHaiimitren
b 'M6X &
Ko.KI

HimeuumnH
a

[oliue XomeonarTi-
YHioH AXY-
ApuHaiimitTens
v6X & Ko. KI

HimeuunHa

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis:
3MiHu | TUNY - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta chapmakoHarnsagy. BeegeHHs abo 3miHm o
y3ara/ibHeHNX JaHnxX npo cucTemy
dhapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHnx
npo cuctemy hapMakoHarnsay, smiHa
YMOBHOBaXeHOI 0cobu, BiANoBiAabHOT 3a
3AiicCHEHHS chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuUKa Ans 34INCHEeHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXKeHOT 0co6MU, BiANOBiLa1bHOI 3a
3[jicHeHHs dhapmakoHarnsay (BkIoyarum
KOHTaKTHi AaHi) Ta/abo 3MiH1 y PO3MiLLEHHI
MacTep-palina cuctemu papmMakoHarnsay) -
3MiHa YyNOBHOBaXXEHOI 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.

[itova pepakuis: Dr. Anja Hofner. - MponoHoBaHa
pegakuisi: Dr. Stephan Kohler. - 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CObY 3asBHMKA,
BignoBiganbHOI 3a hapmakoHarnsag. - 3miHa
MicLe3HaxXoMKeHHs macTep-haiina cuctemm
thapmakoHarnsgy.
3MiHa Micus 34iICHEHHA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy.

6e3
peyenma

UA/12586/01/01

94.

KATIIO
noauna,

Kpansii 04Hi, po3ynH
2% no 10 mny
KOHTeliHepi-
KpanenbHuuj; no 1
KOHTEliHepy-
KpanesnbHuui y
KapTOHHIli KopoobLi

TOB "YHIMEL
PAPMA"

CnoBaLbk
a
Pecny6nik
a

TOB "YHIME/[
DAPMA"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TMNY - 3MiHK 3 IKOCTi. FOoTOBUIA NiKapCbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM y npoueci
BUPOGHMLITBA FOTOBOTO /1iKapCbKoro 3acoby,
BK/THOHAI0UM NPOMIXKHWIA NPOAYKT, LU0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHu) -
BHeceHHs 3miH fo p.3.2.P.3.3. Onunc BUpO6HMYOro
npoLecy Ta KOHTPOJ/I0 NpoLecy, a came —

3a
peyenmom

UA/12808/01/01
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OHOBJIEHHS BUPOGHNYOro 061aAHaHHS.
BnpoBagKeHi KOHTPO/IbHI NPUCTPOI, AKi He
BM/IMBAOTb Ha NpoLec BUpobHMUTBa (Hanpuknag,
TECT Ha repMEeTUYHICTb, TECT Ha LiMiCHICTb).
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAXKEHHS. - 3MiHU | TURy - 3MiHM 3 SIKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3MiHW y BUPOOHNLTBI.
3MiHM y npoueci BUPOBHULITBA TOTOBOIO
NiKapcbKoro 3acoby, BKAOUAKUM NPOMIKHUIA
NPOAYKT, WO 3aCTOCOBYETLCA NPU BUPOOHWLTBI
roTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHK) -
[JeTani3auis onucy npoLecy BUPOGHULTBA OYHNX
Kpanesb, y 3B’A3Ky 3 BNPOBaKEHHAM 3MiHU
B.11.6.5. (#),I6, Ae [o BUPOGHMYOro npouecy
[0[aHo nepeBipKy LiNiCHOCTI NEPBUHHOI YNaKOBKM
Ta uinicHocTi cTepunisauiiHoro dinbTpa, Ae
npeAcTas/ieHi HOBI pe3ynbTaTu Banifauii npouecy
hinbTpavii. Pasom 3 TM, B npoLeci BUTOTOB/IEHHSA
BTOPWMHHOT YMakoBKM AOAAETLCS iH(hOpMaList LWoAo
MapKyBaHHS BTOPMHHOI YNakoBKW (CEepilHOCTI). -
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPMKEHHS. - 3MiHM | TMNY - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHN y npoLieci BUPO6HMLITBA FOTOBOIO
NikapcbKoro 3acoby, BKIOUAKUM NPOMKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHULTBI
roTOBOrO /liKapCbKoro 3acoby (iHLLi 3MiHW) -
[JeTtanizavyjis onucy npouecy BUPOGHMLTBA OYHMX
Kpanenb. [lo onucy BUPO6HMYOro npouecy 6yu
popani posginu «Weighing», «Coding»,
«Packaging». - BBefieHHS1 3MiH NpOTArom 6-Tu
MiCALiB Nicnsa 3aTBepMXKEHHS. - 3MiHW | Tuny -
3MmiHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpoNenchkiii
thapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeOoOXiAHICTIO NPUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4Py abo €sponeiicbkoi thapmakoner,
abo iHWOI HauioHasIbHOT hapmakonel gepxasun €C
(3miHa y cneumdikauisix, nos'sa3aHa 3i 3miHaMun B
Loy, abo €poneiicbkiii hapmakonei, abo iHLWii
HaLljioHanbHili hapmakonei gepxasu €C) -
MpuBeaeHHA cneumndikaLii Ta METOAIB KOHTPO/IO
SAKOCTi JOMOMDKHMX PEYOBWH A0 BUMOT MOHorpadii
EP. - 3miHun | TUny - 3MiHK 3 sAkocTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHWM y BUPOBHULTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/EHUX Y cneuudikauisx, nig vyac

BMPOGHULITBA rTOTOBOTO NiKapPCbKOro 3acoby
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

(momoBHeHHS abo 3amMiHa BUNpPoOyBaHHS B NpoOLieCi
BMPOGHMLTBA 3a pe3ynbTatamu AoCAimKeHb 3
6e3nekn abo akocTi) - lofasaHHA BUNPOOYBaHHSA
B NPOLeCi BUPOBGHULITBA 3a pe3y/ibTatamu
JocnimkeHb 3 6e3nekn Ta SKoCTi, a came-
BMNPOOGYBaHHSA Lii/lICHOCTI NEPBUHHOI YNakoBKH,
AKWIA ByNo foAaHo A4N15 MigBYLLIEHHS 6e3nekn Ta
SIKOCTi Ha OCcHOBI pekoMeHzaUili NCA. - BBeaeHHs
3MiH NPOTArOM 6-TW MICALB NiCNA 3aTBEPMAKEHHS.
- 3MiHu | TMNY - 3MiHKW 3 SKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3Mmipy cepii (BkItOYaouK gianasoH po3mipy
cepii) roToBOro Nikapcbkoro 3acoby (iHLWi 3MiHN) -
3MiHa po3mipy cepii CTepuIbHONO PO3UYNHY —
BUAaeHHs po3mipy cepii 10 000 chnakoHis.
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micns
3aTBEPAKEHHS.

95.

KAMbLIYM
CYNIb®YPUK
YM Clflb
JIOKTOPA
LLKOCCNEPA
Nel2

Tabnetku no 80
Tabnetok y cpriakoHi;
no 1 chnakony y
KapTOHHIli Kopoobui

[Joiiue
Xomeonari-
YHioH OXY-

ApuHarimitren
b F'M6X & Ko.
Kr

HimeyunH
a

[oiiue XomeonarTi-

YHioH OXY-

ApuHaiimiTTens
'm6X & Ko. KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasis:
3miHu | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3miHM 1o
y3arasibHeHUX JaHnX Npo cucTemy
dhapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHnx
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBiAa/IbHOI 3a
3[jificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarniagy B YKpaiHi, SKLLO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BignoBifaibHOT 3a
3[jficHeHHs1 hapMakoHarnsay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MilLEHHI
MacTep-caiina cuctemu papMakoHarnsgy) -3miHa
YMNOBHOBAaXEHOI 0CO6M 3as1BHMKA, BifnoBigas/bHOT
3a (hapmakoHarnsg,

[itoua pepaxuis: Dr. Anja Hofner. NMponoHoBaHa
pepakuis: Dr. Stephan Kohler. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0COOU 3asBHNIKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
MicLie3HaxoKeHHs1 MacTep-thaiina cuctemu
hapMakoHarnsgy. 3miHa mMicus 34iCHEHHs
OCHOBHOI AisiNIbHOCTi 3 hapmakoHarnsgy.

6e3
peyenma

UA/12195/01/01

96.

KAPBEAWNTO
n-KB

Tabnetku no 12,5
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu y nauui

AT

"KNIBCKWN

BITAMIHHW
3ABOA"

YKpaiHa

AT "KUNIBCbKU

BITAMIHHUN
3ABOJ"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3miHu | TUny - 3MiHK Wwoao 6esnekn/edheKTUBHOCTI
Ta dhapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHNX faHnxX nNpo cucTemy
thapmakoHarnagy (BBeAeHHS y3araslbHeHVX gaHux
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
34ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0cobu 3

3a
peyenmom

UA/8685/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

thapmakoHarnagy 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KO0 BOHA BigMiHHA

Bifl yNOBHOBaXXeHOI 0cobMu, BifNoBifasIbHOI 3a

3[jicHeHHs hapMakoHarisay (BKIYakum
KOHTaKTHi AaHi) Ta/abo 3MiHU Y PO3MiLLEHHI
macTep-gaiina cuctemu papmakoHarnsgy) 3miHa
YMOBHOB&XEHOI 0CO6M 3asBHVIKA, BifnoBiganbHOT
3a thapmakoHarnag.

[itoya pepakuis: Konsga Biktopis BikTopisHa.
MponoHoBaHa pepakuis: babuka AmnTpo
AHaToniioBMY. 3MiHa KOHTaKTHUX AaHWX

YNOBHOBaXeHOT 0cobM 3as1BHMKA, BifMnoBigas1bHOT
3a (hapmakoHarnag

97.

KAPBEAWNTO
Nn-KB

Tabnetku no 25 mr;
no 10 TabneTtok y
6nicTepi; no 3
6nictepy y nauui

AT
"KNIBCKWN
BITAMIHHW/IA

3ABOA"

YKpaiHa

AT "KMIBCBKUN
BITAMIHHN
3ABOA"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHNX faHnx nNpo cucTemy
thapmakoHarnagy (BBeAeHHs y3araslbHeHVX faHux
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiJaIbHOI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asiBHUKa AN5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobwu, BiANoBifa/IbHOT 3a
3[jicHeHHs hapMakoHarisay (BKIYakum
KOHTaKTHi fjaHi) Ta/abo 3MiHW Yy PO3MILLLEHHI
mMacTep-harina cuctemum papmakoHarisgy) 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHYVIKA, BifnoBiganbHOT
3a thapmakoHarnag.

[Litova pepakuisn: Konaga Biktopia BiktopiBHa.
MponoHoBaHa pepakuis: babuka mnTpo
AHaToniioBnY. 3MiHa KOHTaKTHUX AaHNX
YNOBHOB&XEHOI 0CO6M 3asBHVKa, BifnoBiganbHOT
3a (hapmakoHarnag

3a
peyenmom

UA/8685/01/02

98.

KBEHTIAKC®
SR

TabneTkun
MPOJIOHroBaHOI fji
no 50 wr; no 10
Tabnetok y 6nictepi;
no 6 a6o 9 6nictepis
y KOpoo6Li

KPKA, a.4.,
HoBso mecTo

CnoseHis

BMPOBHULTBO "in
bulk", nepsrHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b cepii Ta
Bunyck cepii: KPKA,
4.4., Hoso mecrto,
CnoBEeHis; KOHTPO/Tb
cepii: KPKA, g.4.,
HoBo mecTo,
CnoBeHis

CnoBeHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3miHu | TUny - 3MiHK Wwoao 6esnekn/edheKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHM) 3MiHU BHECEHO B

HCTPYKLO 415t MeANYHOrO 3aCTOCYyBaHHS
nikapcbkoro 3acoby A0 po3ain "rMob6iyuHi peakwyi”
CTOCOBHO 3BiTyBaHHS Npo No6ivHi peakLii. TepmiH
BBEEHHS 3MiH NMPOTAroM 6 MicALiB nicas
3aTBEPMKEHHS. 3MiHW | Tuny - 3MiHW Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiH1) 3MiHW BHECEHO B TEKCT MapKyBaHHS
BTOPVHHOI YNaKoBKM JliKapCbKOro 3acoby Ao
posginy 8 AATA 3AKIHYEHHA TEPMIHY
MPUAOATHOCTI Ta po3giny 17 IHLWE (cTtocoBHO
noroTvny BUPo6HMKA) Ta NEPBMHHOI yNakoBK/

3a
peyenmom

He
nidnsieae

UA/16479/01/01




97

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

nikapcbkoro 3acoby Ao posginy 6 IHLWE (ctocoBHO
norotuny BupobHuka). TepmiH BBeAEeHHSA 3MiH
npoTArom 6 micsAuiB NicnsA 3aTBepAKeHHs. 3MiHn |
Tuny - 3miHK Woao 6e3nekn/etpekTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLiT 415 MeANYHOro
3acToCyBaHHS Ha MigcTasi perynsapHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCTOCyBaHHs
nikapcbKoro 3aco6y B Mic/speecTpaviiiHnii nepios,
ab0 K pe3ynibTat OLiHKM 3BITY 3 AOCNIAXKEHb,
npoBefeHnX BigNOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnigkeHb (PIP) (iHWi 3mMiHW) 3MiHU BHECEHO B
IHCTPYKLi0 AN1S MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby Ao po3ginis "Blaemogis 3
HLIMMKW NikapcbKMKU 3aco6amMu Ta iHLWi BUuam
B3aemogiji", "OcobnnBoCTi 3aCTOCyBaHHA"
BiAMNOBIAHO A0 OHOBMEHOI iHChopMaL,i Woao
6e3nekun 3acTocyBaHHA Ajlo4oi pevyoBuHU. TepMiH
BBE/EHHS 3MiH NpoTArom 6 micsuis nicns
3aTBEPAKEHHSA

99.

KBEHTIAKC®
SR

TabneTku
MPOJIOHroBaHOI fji
no 150 mr; no 10
Tabnetok y 6nictepi;
no 6 a6o 9 6nictepis
y KOpoo6Li

KPKA, a.4.,
HoBso mecTo

CnoseHis

BMPOBHULTBO "in
bulk", nepsrHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTpO/b cepii Ta
BMnyck cepii: KPKA,
4.4., Hoso mecrto,
CnOBEHIS; KOHTPO/Tb
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis

CnoBeHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI
Ta cpapmakoHarnsagy (iHwi 3miHu) 3miHM BHECEHO B

HCTPYKL0 4151 MeANYHOrO 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3ain "rMob6iyHi peakwyji”
CTOCOBHO 3BiTyBaHHS Npo NobivHi peakLii. TepmiH
BBEJEHHS 3MiH NMPOTAroM 6 MicALiB nicns
3aTBEPMKEHHS. 3MiHKM | Tuny - 3MiHW Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM) 3MiHW BHECEHO B TEKCT MapKyBaHHS
BTOPVHHOI YNakoBKM JlikapCbKOro 3acoby Ao
posginy 8 JATA 3AKIHYEHHA TEPMIHY
MPUAOATHOCTI Ta po3giny 17 IHLWE (cTtocoBHO
noroTvny BUPO6HMKA) Ta NEPBUHHOI YNaKkoBKM
nikapcbkoro 3acoby Ao posginy 6 IHLWE (ctocoBHO
norotuny BupobHuka). TepmiH BBeEeHHS 3MiH
npoTArom 6 micsAuiB nicnsA 3aTBepAKeHHs. 3MiHu |

Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta

hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3acToCcyBaHHS Ha nigcTaBi perynsapHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicspeecTpaviiiHnii nepios,
ab0 Sk pe3ysibTar OLiHKM 3BiTY 3 AOCNIMKEHb,

3a
peyenmom

He
nidnsieae

UA/16479/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

npoBefeHnX BigNOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnigkeHb (PIP) (iHWi 3mMiHW) 3MiHU BHECEHO B
IHCTPYKLi0 ANA MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby Ao po3ginis "B3aemogis 3
HLWIMMKW NikapcbKMKU 3aco6amMu Ta iHLWi BUuam
B3aemogijit", "OcobnmnBoCTi 3acTOCyBaHHA"
BiAMOBIAHO 40 OHOBMEHOI iHChopMaL,i Woa0
6e3nekun 3acTocyBaHHA Ajlo4oi pevyoBUHU. TepMiH
BBEEHHS 3MiH NpoTArom 6 micauis nicns
3aTBEPAKEHHSA

100.

KBEHTIAKC®
SR

TabneTku
NPOJIOHroBaHOI fji
no 200 mr; no 10
Tabnetok y 6nictepi;
no 6 a6o 9 6nictepis
y KOpoo6Li

KPKA, a.4.,
HoBso mecTo

CnoseHisi

BMPOBHULTBO "in
bulk", nepsrHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/Ib cepii Ta
BMnycK cepii: KPKA,
4.4., Hoso mecrto,
CnOBEHIS; KOHTPO/Tb
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis

CnoBeHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI
Ta cpapmakoHarnsagy (iHwi 3miHu) 3miHM BHECEHO B

iHCTPYKLO 4151 MeAMYHOrO 3aCTOCYyBaHHS
nikapcbkoro 3acoby A0 po3ain "Mob6iyuHi peakwyji”
CTOCOBHO 3BiTyBaHHS Npo NobivHi peakLii. TepmiH
BBEJEHHS 3MiH NMPOTAroM 6 micALiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHW Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM) 3MiHW BHECEHO B TEKCT MapKyBaHHS
BTOPVHHOI YNakoBKM JlikapCbKOro 3acoby A0
posginy 8 JATA 3AKIHYEHHA TEPMIHY
MPUAOATHOCTI Ta po3sginy 17 IHLWE (cTtocoBHO
noroTvny BUPO6HMKA) Ta NEPBMHHOI YNaKkoBKM
nikapcbkoro 3acoby Ao po3sginy 6 IHLWE (ctocoBHO
norotuny BupobHuka). TepmiH BBeEeHHS 3MiH
npoTArom 6 micsAuiB nicnsA 3aTBepAKeHHs. 3MiHu |
Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3acToCyBaHHS Ha nigcTaBi perynsapHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn Nikapcbkoro
3acoby, abo focnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B nic/speecTpaviiiHnii nepios,
ab0 Sk pe3ynibTat OLiHKM 3BITY 3 AOCNIAKEHb,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyHmX
pocnigkeHb (PIP) (iHWi 3mMiHWM) 3MiHM BHECEHO B
iHCTPYKLit0 4158 MeQUYHOro 3acToCyBaHHS
nikapcbKoro 3acoby Ao po3ginis "B3aemogis 3
iHLWMMK NiKapcbKMK 3acobamu Ta iHLWi BUAW
B3aemogiin", "OcobmBoCTi 3acToCyBaHHA"
BiAMOBIAHO A0 OHOBMEHOI iHChopMaL,i Woao
6e3nekun 3acTocyBaHHA Ajlo4ol pevyoBuHN. TepMiH
BBEEHHS 3MiH NpoTArom 6 micauis nicns
3aTBEPAKEHHSA

3a
peyenmom

He
nidnsieae

UA/16479/01/03

101.

KBEHTIAKC®
SR

TabneTkn
NPOJIOHroBaHoI fji

KPKA, a.4.,
HoBso mecTo

CnoseHis

BMPOBHULTBO "in
bulk", nepsrHHe Ta

CnoBeHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3miHu | TMny - 3MiHn Wwopao 6esnekn/edekTUBHOCTI

3a
peyenmom

He
nidnsieae

UA/16479/01/04
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

no 300 mr; no 10
Tabnetok y 6nictepi;
no 6 a6o 9 6nictepis
y KOpoo6Li

BTOPUHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BMMycK cepii: KPKA,
4.4., Hoso mecrto,
CnOoBEHIS; KOHTPO/Tb
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis

Ta dhapmakoHarnsagy (iHwi 3miHu) 3miHM BHECEHO B
HCTPYKL,0 4151 MeANYHOrO 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3ain "MobiyuHi peakwyji”
CTOCOBHO 3BiTyBaHHS Npo NobivHi peakuii. TepmiH
BBEJEHHS 3MiH NMPOTAroM 6 micALiB nicns
3aTBEPMKEHHS. 3MiHW | TUNy - 3MiHW Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM) 3MiHW BHECEHO B TEKCT MapKyBaHHS
BTOPVHHOI YNaKoBKM likapCbKOro 3acoby A0
po3giny 8 JATA 3AKIHYEHHA TEPMIHY
MPUAOATHOCTI Ta po3giny 17 IHLWE (cTtocoBHO
noroTuny BUPo6HMKA) Ta NEPBUHHOI YNaKkoBKM
nikapcbkoro 3acoby Ao posginy 6 IHLWE (ctocoBHO
norotuny BupobHuka). TepmiH BBeAEeHHA 3MiH
npoTArom 6 micsAuiB NicnsA 3aTBepAKeHHs. 3MiHu |
Tuny - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLiT 415 MeANYHOro
3acTocyBaHHS Ha NigcTaBi perynsapHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCTOCyBaHHs
nikapcbKoro 3acoby B MicspeecTpaviiiHnii nepios,
ab0 K pe3ynbTat OLiHKM 3BITY 3 AOCNIAXKEHb,
npoBefeHNX BigNOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnigkeHb (PIP) (iHWi 3MiHW) 3MiHU BHECEHO B
IHCTPYKLi0 ANA MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby Ao po3ginis "B3aemogis 3
HLWIMMKW NikapcbKMKU 3aco6amMu Ta iHLWi BUam
B3aemogiji", "OcobnnBoCTi 3aCTOCyBaHHA"
BiAMNOBIAHO A0 OHOBMEHOI iHChopMaL,i Woa0
6e3nekun 3acTocyBaHHA Ajlo4oi pevyoBUHU. TepMiH
BBE/EHHS 3MiH NpoTArom 6 micauis nicns
3aTBEPAKEHHSA

102.

KETOJTIAK

Tabnetku no 10 mr;
no 10 TabneTtok y
6nicTepi; no 1
6nictepy B navui

AT

"KNIBCKWN

BITAMIHHUIA
3ABOA"

YKpaiHa

AT "KMIBCbKUN
BITAMIHHN
3ABOA"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHNX faHnx nNpo cucTemy
thapmakoHarnagy (BBefAeHHs y3araslbHeHVX faHux
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAabHOI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BiANoBifa/IbHOT 3a
3[jicHeHHs hapMakoHariaay (BKIYakum
KOHTaKTHi fjaHi) Ta/abo 3MiHW Yy PO3MILLLEHHI
MacTep-gharina cuctemu papmakoHarisgy) 3miHa

3a
peyenmom

UA/4802/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
YMOBHOB&XEHOI 0CO6M 3asBHVIKA, BifnoBiganbHOT
3a thapmakoHarnag.
[itoya pepakuis: Konsga Biktopis BikTopisHa.
MponoHoBaHa pepakuis: babuka AMnTpo
AHaToniioBMY. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXeHOT 0cobM 3as1BHMKA, BifMnoBigas1bHOT
3a thapmakoHarnag.
103. | KNATIHON® TabneTku, BKPUTI OPIrAHOCWH OAE EBepTomKeH Naiic IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/5974/01/01
060n0HkKot0, No 500 NIAVOCAEHC CaeHcus flimiTeq 3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI peyenmom
Mr + TabneTku, N3 (E® 3ET 1) Ta hapmakoHarnsgy (iHwi 3miHn). BHeceHo 3MiHu
BKPUTiI 060/TI0HKOHO, y TEKCT MapKyBaHHs1 NePBUHHOI (M. 6) Ta
no 250 mr + kancynam BTOPWHHOT (N. 17) ynakoBoK ) Ta 3po6/1eHo
no 30 wr; He3HauHi peAakLiliHi MpaBKn y TEKCTi MapKyBaHHS
KOMGIHOBaHMI1 Habip yNakoBOK NiKapcbKoro 3acoby.
A5 nepopasibHOro BBefeHHs1 3MiH NpoTArom 6-Tv MicAUIB micns
3acTocyBaHHA Ne42: 3aTBEPAKEHHS.
2 TabneTky XOBTOro
KOSIbOPY KpYr/iof
chopmu (THIga30ny)
+ 2 TabneTtkn
XXOBTOrO KO/IbOpY
JoBracToi hopmu
(knapuTpOMILUHY) +
2 Kancynu
(naHconpasony) y
cTpwni, no 7 cTpunis
Y KapTOHHI nauui;
KOMGIHOBaHWi1 Habip
NS nepopanbHOro
3acTtocyBaHHA Ne42:
2 TabneTkv XXOBTOro
KONbOPY Kpyrnor
dhopmm (TvHIgasony)
+ 2 Tabnetkmn
)XOBTOrO KONbOpY
posracToi oopmm
(knapuTpoMiuuHy) +
2 Kancynm
(naHconpasony) — y
6nicTepi, no 7
6nictepiB y
KapPTOHHIN nayui
104. | KNAUMO® NMopPOLLOK ABGOTT HimewunH | Oendpapm CeH Pewmi PpaHuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a He UA/2920/02/01
B.B. niodpinizoBaHuit Ans Nabopatopi3 a 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peuyenmom nionsieae
NPUroTyBaHHSA M6X Ta dpapmakoHarnsgy. 3miHa y KopoTkili
PO34nHyY Ans XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi

iHdpy3iin no 500 wr;
no 1 dnakoHy y

MapKyBaHHS Ta IHCTPYKUiT AN MeguyHoro
3aCTOCYBaHHS Ha MiacTasi perynsipHo
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KapTOHHIli KopoobLi OHOB/THOBAHOrO 3BITY 3 6e3nekn NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHsA
nikapcbKoro 3aco6y B nicnapeecTpaviiiHuii nepiog,
ab0 sk pe3ysibTaT OLiHKM 3BTy 3 AOCNIAKEHb,
npoBeAeHnX BignoBIAHO A0 NnaHy negiatpuydHmnx
pocnigkeHs (PIP) (3MiHy y3rofkeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVIM OpraHom)
3MiHV BHeceHOo A0 [HCTPpyKUii Ana MeguyHoro
3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis
"MpoTunokasaHHs", "B3aeMogis 3 iHLLIMMKY
nikapcbkrMK 3acobamu Ta iHLWi BUAM B3aeMoSiid",
"Oco61mBOCTI 3acTOCyBaHHA" BigNOBIAHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3Mekn 3acToCcyBaHHs
nikapcbkoro 3acoby (pekomeHgauii PRAC).
105. | KNAUMAO® CP | TabneTku, BKpUTI A660TT HimeuunH A66BI C.p.n. ITanis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a He UA/2920/01/01
MN/1iBKOBOIO NabopaTtopis a 3miHu | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom nionsizae
060/10HKOI0, 6X Ta (papmakoHarnsgy. 3miHa y KopoTkili
MPOIOHTOBaHOI Aji XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
no 500 mr; no 5, abo MapKyBaHHS Ta IHCTPYKU|ii AN MeANYHOro
no 7 TabneTok y 3acToCcyBaHHS Ha nigcTaBi perynsapHo
6nictepi; no 1 OHOB/IOBAHOrO 3BITY 3 6e3neKn Nikapcbkoro
6nictepy B 3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
KapTOHHIA KopobL; nikapcbKoro 3acoby B nicspeecTpaviiiHnii nepios,
no 7 TabneTtok y ab0 Sk pe3ynibTat OLiHKM 3BITY 3 AOCNIAKEHb,
6nicTepi; no 2 npoBefeHnX BigNOBIAHO A0 NAaHy nefiaTpUyHmX
6nictepu B pocnipkeHb (PIP) (3MiHY y3roakeHo 3
KapTOHHIl Kopoobui KOMMETEHTHVNM YNOBHOB&XEHNM OpPraHoMm)
3MiHU BHECEHO [0 IHCTPYKLUIii AN MeANYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3zainis
"MpoTtunokasaxHsa", "OcobnBOCTI 3aCTOCyBaHHS",
"B3aemogis 3 iHWKMKU NikapcbkMu 3acobamu Ta
iHLWi BMAW B3aeMogijit" BiANoBiAHO 0
pekomeHgauiin PRAC.
BBefeHHs1 3MiH NpoTArom 3-x MicsuiB nicns
3aTBEPKEHHS. - 3MiHK | Tuny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM) - 3MiHN BHECEHO [0 IHCTPYKLUIii ANs
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
po3ginis "Oco6MBOCTI 3acTOCyBaHHA" (A0MOMIKHI
peyoBuHM) Ta “MNo6iyHi peakuii” (MOBiJOMIEHHS
npo no6iyHi peakLii) BigNoOBIAHO A0 OHOB/IEHOT
iHhopmauii 3 6e3nekn 3acToCyBaHHA NikapCbKoro
3acoby. BBegeHHs 3MiH NpoTArom 3-box MicsiLiB
nicns 3aTBepAKeHHs.
106. | KOMBIrPUNM TabneTtkn OPIrAHOCUH OAE EBepTopxeH Nandg IHais BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 UA/2068/01/01
OEKCA® no 4 TabneTtkn y NAN®CAEHC CaeHcus JlimiTtep, 3MiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNii peuyenma
6nictepi 3 ponbrn N3 (E® 3ET I) 3aci6. KOHTpO/1b rOTOBOrO NiKapcbkoro 3acoby.

/TOMIHIEBOT i NNiBKN

3mMiHa y MeToax BUNpo6yBaHHS rOTOBOrO
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
NONIBIHISIX/TOPUAHOI; niKapcbKoro 3aco6y (iHLWi 3MiHM y MeToAax
no 1 6nictepy y BMNPO6YBaHb (BK/OUauM 3aMiHy abo
nauuji 3 KapToHy; No [OMNOBHEHHS)) 3MiHa Y MeTodax KOHTPOSIO AKOCTI
20 na4ok y rpynosiii nokasHuka lgeHTndpikauis. TapTpasunH
naJwi 3 KapToHy; niaMaHTOBWIA 61aKUTHUIA K HACNIAOK 3MiHa Y
no 8 TabneTok y cneuudikauii (3 BP, Ap.ll B (C® MeTtopg) Ha BP,
6nicTepi 3 dhonbru Ap.Ill B(MeTog BEPX). CynyTHS 3miHa - 3MiHu 3
aNIOMIHIEBOT | NNIBKU AKocTi. [0ToBWMIA Nikapcbkuii 3aci6. KoHTponb
NONIBIHIXOPUAHOI; roTOBOrO /liKapCbKoro 3acoby. 3MiHa napameTpis
no 1 6nictepy y cneuudikauin Ta/abo fonycTMMNX MEX rOTOBOrO
naJi 3 KapToHy; No nikapcbKoro 3acoby (iHWwi 3MiHK). 3MiHu | TNy -
10 nayoK y rpynosii 3MiHu 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6.
nauuj 3 KapToHy; KOHTpOsb roToBOro fikapcbkoro 3acoby. 3miHa
no 4 Tabnetkn y napameTpiB cneuudikauii Ta/abo fonycTUMmX
6nicTepi 3 donbru MEX roTOBOrO JliKapCbKOro 3acoby (BHECEHHS 3MiH
antomiHieBol; no 1 y [OCbE O/15 MPVBEAEHHS Y BiAMNOBIgHICTb 0
6nicTepy y nauui 3 3arasibHOT cTaTTi 2.9.40 «OAHOPIAHICTL 4,030BaHNX
KapToHy; no 20 oavHuLb» NdY/EBponeiicbkoi hapmakonei
navokK y rpynosii 3aMiCTb 3aTBEPKEHNX 3arasibHUX ctateit 2.9.5
naJwi 3 KapToHy; «OAHOopIgHICTb Macu» Ta/abo 2.9.6 «OaHOpPIAHICTL
no 8 TabneTok y [031») BunyyeHHst nokasHuka "OfHopIgHICTb
6nicTepi 3 dhonbru Macu" 3 MeTofiB KOHTPOJIKO SKOCTi FOTOBOrO
antomiHiesor; no 1 NiKapcbKoro 3acoby, OCKiNbKW 3aTBEepKEHN
6nicTepy y navui 3 mMeTog "OAHOPIAHICTb A030BaHWX O4UHULB"
KapToHy; no 10
navokK y rpynosiii
naui 3 KapToOHy;
no 4 TabneTtkm y
6nicTepi i3 chonbru
antoMiHiesoi; no 1
6nictepy y
naneposomy
KOHBepTi; no 20
nanepoBux
KOHBEPTIB Y rpynoBsiii
nayui 3 KapTOHY
107. | KOMBIrPUM Tabnetku in bulk: nro | OPFAHOCUWH OAE EBepTomxeH Naiid IHAjsA BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: - UA/2069/01/01
OEKCA® 5000 Tabnetok y NAN®CAEHC CaeHcus Jlimitep, 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOoTOBMIA NiKapCbKui
nakeTax N3 (E® 3ET I) 3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acooby.

3MiHa y MeTofax BUNPobyBaHHA rOTOBOrO
nikapcbkoro 3acoby (iHwWi 3MiHM y MeTogax
BMNpo6yBaHb (BK/OYaouM 3amiHy abo
[OMNoBHEHHS)) 3MiHa Y MeTodax KOHTPOJIHO AKOCTI
nokasHuka lgeHTudikauis. TapTpasuH
AiaMaHToBWI 61akMTHUI SK HACNIAOK 3MiHa Y
cneuudikayii (3 BP, Ap.ll B (C® MeTtopg) Ha BP,
Ap.lll B(MeTog BEPX). CynyTHs 3MiHa - 3MiHU 3
AKocTi. [0TOBWIA NikapcbKuii 3aci6. KOHTpob
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

roTOBOrO JliKapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonycTMMNX MEX rOTOBOrO
NikapcbKoro 3acoby (iHLWi 3MiHK). 3MiHu | TUny -
3MmiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuugikauii Ta/abo AonycTUMmx
MEX roTOBOrO JliKapCbKoro 3acoby (BHECEHHS 3MiH
y 8OCbE NS NPUBEAEHHS Y BiANOBIAHICTb [0
3arasibHOT cTaTTi 2.9.40 «OAHOPIAHICTL A030BaHNX
oanHNLb» AdY/EBponelicbkoi hapmakonei
3aMiCTb 3aTBEPPKEHNX 3arasibHUX cTarteid 2.9.5
«OAHOpIgHICTb Macu» Ta/abo 2.9.6 «OAHOPIAHICTL
[031») BrunyyeHHst nokasHuka "OfHOpIAHICTb
macu" 3 MeToAiB KOHTPOJIKO SIKOCTi FOTOBOrO
NikapcbKoro 3acoby, OCKibKu 3aTBepKeHWI
MeTog "OAHOoPIAHICTE A030BaHNX OANHULE"

108.

KOMMNEBIT
®

kancynu TeBepgi no
10 kancyny
6nicTepi; no 2
6nictepu B navuj

AT
"KNIBCKWN
BITAMIHHW/IA

3ABOA"

YKpaiHa

AT "KMIBCbKUN
BITAMIHHN
3ABOA"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHNX faHnx nNpo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHVX faHux
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAabHOI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KL BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobwu, BiANoBifa/IbHOT 3a
3[jicHeHHs hapMakoHariaay (BKIYakum
KOHTaKTHi fjaHi) Ta/abo 3MiHW Yy PO3MILLLEHHI
macTep-alina cuctemu hapmakoHarnsgy) -
3MiHa ynoBHOBaXKEHOi 0CO6U 3asBHUKA,
BiANOBIAa/IbHOT 3a hapmakoHarnsag. Aivova
pepakuis: Konsga Biktopist BikTtopisHa.
MponoHoBaHa pepakuis: babuka AmnTpo
AHaToniioBnY. 3MiHa KOHTaKTHUX AaHNX
YNOBHOB&XEHOI 0CO6M 3asBHVKa, BifnoBiganbHOT
3a (hapmakoHarnag

6e3
peyenma

UA/2090/01/01

109.

KOHTPAKTY
BEKC

renb, no 10, 20 a6o
50 ry Ty6i; no 1 Ty6i
Y KapTOHHii1 kopobui

Mepuy
dapmachbloTika
nc rméex

HimeyunH
a

BMPOBHULTBO,
nakyBaHHs,
KOHTPO/b AKOCTI i
BUMYCK rOTOBOr0
nikapcbKoro 3acoby:
Mepy, ®apma MvM6X i
Ko. KlaA,
HimeyuunHa;
BTOPUHHE
nakyBaHHs: MpecTix
MpomoyLiH

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3miHu | TUny - 3MiHK Wwoao 6esnekn/edheKTUBHOCTI
Ta dhapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHNX faHnxX nNpo cucTemy
thapmakoHarnagy (BBeAeHHS y3arasibHeHVX faHux
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnagy B YkpaiHi, KL BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBiganbHOI 3a

6e3
peuyenma

UA/6090/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

BepkaydcdypaepyH
r & Bepbecepsic
'm6X, HimeuunHa;
BTOPVHHE
naKyBaHHs:
X.E.N.M. TmM6X,
HimeuunHa

3[jicHeHHs hapMakoHarisay (BKIYakum
KOHTaKTHi AaHi) Ta/abo 3MiHU Y PO3MiLLEHHI
macTep-chaiina cuctemu chapmakoHarnsgy). 3miHa
YMOBHOB&XEHOI 0CO6M 3asBHVIKA, BifnoBiganbHOT
3a thapmakoHarnag.

[itoua pepakuis: Julia Praff. NMponoHosaHa
pegakuist: Dr. Julia Gehricke. 3miHa KOHTaKTHUX
[aHnx ynoBHOBaXEHOT 0CO6Y 3asBHUKA,
BiANOBiAaNbHOI 3a thapmakoHarnsg,.

110.

KOPBANKAN
Cc

kancynu m'ski; no 9
Kancyn y 6nictepax;
no 9 kancyny
6nicTepi; no 2 abo 3
6nictepu y nauui

AT

"KUIBCbKWN

BITAMIHHWA
3ABOJ"

Ykpaina

AT "KWTBCBKIAT
BITAMIHHWIA
3ABOS"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta chapmakoHarnsagy. BeegeHHs abo 3miHm o
y3arasibHeHNX JaHnxX nNpo cuctemy
dhapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHnx
npo cuctemy hapMakoHarnsay, smiHa
YMOBHOBaXEHOI 0cobu, BiANoBiAabHOT 3a
3AiicCHEHHS chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuUKa Ans 34INCHEeHHs
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOT 0co6MU, BiANOBiLa1bHOI 3a
3[jicHeHHs dhapmakoHarnsay (BKIoyarum
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-palina cuctemu hapmMakoHarnsay) -
3MiHa YyNOBHOBaXXEHOI 0CO6M 3asiBHUKA,
BiANoBiganbHOI 3a chapmakoHarnsag. fitoua
pefakuis: Konsiga Biktopist BikTopisHa.
MponoHoBaHa pepakuis: babuka AMnTpo
AHaTonilioBnY. 3MiHa KOHTaKTHUX AAHUX
YMNOBHOBAXEHOI 0CO6M 3as1BHMKA, BifnoBiga/bHOT
3a (papmakoHarnaag

Ees3
peuenma

UA/13448/01/01

111.

KOPBA/IMEH
T®

Kancynu m'ski no
100 mr; no 10
Kancyn y énictepax;
no 10 kancyny
6nictepi; no 3
6nicTepy y nauuj; no
20 kancyny
6nictepi; no 1 a6o
no 3, abo no 4
6nictepy y navui

AT

"KNIBCbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KMIBCbKUN
BITAMIHH
3ABOA"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta chapmakoHarnsagy. BeegeHHs abo 3miHn o
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnagy (BBefieHHs y3arasibHeHUX faHnx
npo cuctemy hapMakoHarnsay, smMiHa
YMOBHOBaXeHOI 0cobu, BiANOBiAabHOT 3a
3AjiicHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuUKa Ans 34iINCHeHHs
thapmakoHarnagy B YKpaiHi, AKLLO BOHA BigMiHHA
Bif, yNOBHOBaXeHOT 0co6MU, BiANOBIAabHOI 3a
3[jicHeHHs hapmakoHarnsay (Bkoyarum
KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
mMacTep-palina cuctemu papmMakoHarnsay) -
3MiHa YyNOBHOBaXXEHOI 0CO6M 3asiBHUKA,
BiANOBiAa/IbHOT 3a hapmakoHarnsag. Aivova
pefakuis: Konsiga Biktopist BikTopisHa.
MponoHoBaHa pepgakuis: babuka AMnTpo

6e3
peyenma

UA/3969/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

AHaTOoNIi0BMY.3MiHA KOHTAKTHUX AaHNX
YNOBHOB&XEHOT 0CO6M 3aABHUKA, BiANOBIAaIbHOT
3a (papmakoHarnag

112.

KOPJAPOH®

Tabnetku no 200 mr,
Ne 30 (10x3): no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHI kopobuy;
Ne 30 (15x2): no 15
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI Kopo6Lyi

TOB "CaHodi-
ABEHTIC
YkpaiHa"

Ykpaina

Brpo6HMUTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SKOCTi Ta
BMnNyck cepii M3:
CAHO®I| BIHTPOI
IHOACTPIA,
PpaHuis;
Brpo6HMUTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTi Ta
BMnyck cepii M3 (3a
BUK/OYEHHAM
MiKpO6ionoriuHoro
TeCTyBaHHS):
Onenna Xesnckea
XaHrepi Kd.,
YropumHa;
Mikpob6ionoriuHe
TecTyBaHHsa 13:
XIHOIH 3aBog
dapmauleBTUYHNX Ta
XimiyHux MNpoaykTis
Mpaiisit Ko. T4,
(XIHOTH Npaiisit
Ko. N14.) -
nignpMeEMCTBO
YaHikBesiba,
YropuuHa;
Mikpob6ionoriuHe
TecTyBaHHA N13:
EBPOAII XaHrepi
Nimiteq Nariabiniti
KomnaHi (EBPOAINI
XaHrepi /t4.),
YropLymHa

dpaHuin/
YropuimHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis:
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOoTOBMIA NiKapCbKui
3aci6. KoHTposib roToBOro nikapcbkoro 3acoby
(iHWi 3MiHW) -

OHOB/IEHHS BXe 3aTBEPIKEHUX METOAIB
KOHTPO/H0 SIKOCTi Nikapcbkoro 3acoby, a came
BUKNAAEHHS TEKCTY AEPXaBHOK MOBOIO 3rifHO
Cy4yacHWX BUMOT.

3a
peyenmom

UA/3683/02/01

113.

KOLUTA®

TabneTku, BKpUTI
nniBKOBOKO
o060n0Hkoto, no 50
mr/200 mr/25 mr, no
30 TabneTtok y
dpN1akoHi 3

M.BIOTEK
NIMITEL

Benuka
BpuTaHis

MavinaH
Nab6opaTopi3
Nimiten

IHAjia

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta dhapmakoHarnagy (iHwi 3mMiHu) - 3MiHW BHECEHO

[0 IHCTPYKUIiT 415 MeANYHOro 3acTOCyBaHHSA
niKapcbKoro 3acoby A0 po3ainy
"Micue3HaxoMkeHHs 3asaBHMKA" (YTOUHEHHS

3a
peyenmom

He
nionsieae

UA/19993/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
ocywyBayeM abo no iHchopmaw,ii) Ta 0 TEKCTY MapKyBaHHS YMakoBKM
180 TabneTok y nikapcbkoro 3acoby, a came o n. 14 (KATEFOPIA
hnakoHi 3 BIAMYCKY), n. 17 (IHLWE) BTOPUHHOI yNnakoBku; A0
ocyulysayem; no 1 n. 6 (IHWE) nepBMHHOI ynakoBKu
hNakoHy B
KapTOHHI KOpo6Li
114. | KPMHOH® renb BariHasbHWi 8 Apec TpengiHr | LBeiiuapi Bupo6Huk Benukobput BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3a UA/3490/01/01
%; no 1,45 r (wo C.A. A Hepo3gacoBaHoT aHis 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peyenmom
Bignosigae fosi gns npoaykuii Ta Ta chapmakoHarnsagy. BeegeHHs abo 3miHm o
BBefeHHA 1,125T) B KOHTPO/b SIKOCTI: y3arasibHeHNX JaHnx npo cuctemy
0[1HO4030BOMY [JeHpapoH Bpenac dhapmakoHarnsgy (BBeieHHs y3arasibHeHUX AaHnX
annikaTopi, Nivitea, npo cuctemy thapmakoHarnsgy, 3miHa
BK1afeHOMY B BenukobpuTaHis; YMOBHOBaXEHOI 0cobu, BiANoBiAabHOT 3a
bararoLuapoBy KoHTposib AKOCTi: 3AiicCHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
ynakoBky; o 6 abo Xepp MaHgj thapmakoHarnsgy 3asiBHUKa Ans 34iCHEHHSA
15 ogHOA030BUX PiuvappacoH fNimiteq, hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
annikaTopis y BenukobputaHis; Bif, yNOBHOBaXeHOT 0co6MU, BiANOBILa1bHOI 3a
KapTOHHI KOpOoobLii INepBUHHA ynakoBka: 3ilicHeHHs chapmakoHarniagy (Bkovaroun
Maponak ar, KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
Lseiiyapis; macTep-gaiina cuctemu papmMakoHarnsgy) 3miHa
BTopuHHa ynakoska YNOBHOB&XEHOI 0CO6Y 3asBHVKa, BifnoBiganbHOT
Ta BUMYCK cepii: 3a thapmakoHarnag.
LlenTpan ®apma [Litova pepakuisn: CabiHa Xakenb / Sabine Hackel.
(KoHTpaxT lMekiHr) MponoHoBaHa pepakuis: Enbke Cinbectp / Elke
Nimites, Sylvester.
BenukobputaHis
115. | IAUC TabneTtkn JTIOPAPMA ITanis NTIODAPMA C.M.A, ITanis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/18580/01/01
AMBPO3IA cy6niHreanbHi Ne40: C.N.A. ITanis (MOBHWIA LKA 3MiHn | TUny - 3MiHK Woao 6e3nekn/edeKTBHOCTI peyenmom

no 10 Ta6neTok no
300 AO (1
6nicTepHa ynakoBka)
Ta 30 TabneTok no
1000 AO (3
6nicTepHi ynakoBKw)
B KapTOHHilA

Kopobui; TabneTkn
cy6niHreanbHi Ne70:
no 10 Ta6neTok no
300 AO (1
6nicTepHa ynakoBka)
Ta 60 TabneTok no
1000 AO (6
6nicTepHux
ynakoBOK) B
KapTOHHIli KopoobLi

BMpO6GHUUTBA:
BMPOGHMLTBO,
nepBuHHe
nakyBaHHs1,
BTOPWHHE
nakyBaHHS,
KOHTPO/b cepii,
BUMYCK Cepii,
36epiraHHs)

Ta hapmakoHarnsgy. BeegeHHs abo 3miHn o
y3arasibHeHVX faHnx Nnpo cuctemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX gaHux
npo cuctemy thapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32
34ilicHeHHA hapMakoHaraay; KOHTaKTHOT 0cobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarniagy B YKpaiHi, SKLLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobwu, BignoBiganbHOT 3a
3[jicHeHHs1 hapMakoHarnsay (BkIrYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
mMacTep-aiina cuctemu hapmMmakoHarnsay) -
3MiHa YyNoBHOBaXXeHOI 0CObM 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,.

[itova pepakuisa: dpaHko ®pari. - NponoHoBaHa
pepakuis: JaHiene MapiHir. - 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0COOU 3asBHNKa,
BiAnoBigasIbHOI 3a hapmakoHarnsag. - 3miHa
KOHTaKTHOI 0CcO61 3as1BHYKa, BifnoBigabHOI 3a
hapmakoHarnsg B YkpaiHi.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
[itoua pegakuis: QynnixiHa TeTsiHa BikTopiBHa. -
MponoHoBaHa pepakuin: Ctawyk TeTaHa
CepriiBHa. - 3MiHa KOHTaKTHUX JaHWX KOHTaKTHOI
0co6u 3as1BHMKA, BiANoBiAa/IbHOT 3a
hapmMakoHarnag B YKpaii.
116. | NAUC TabneTtkn JTIOPAPMA ITanis NTIODAPMA C.MNM.A, ITanis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/18581/01/01
BEPE3A cy6niHreanbHi Ne40: C.NA. ITanis (MOBHWIA LKA 3miHu | TMny - 3MiH Woao 6e3nekn/edeKTUBHOCTI peyenmom
10 Tabnetok no 300 BMpO6GHUUTBA: Ta (papmakoHarnsgy. BeegeHHs abo 3miHM o
AO (1 6nictepHa BMPOGHMLTBO, y3aranibHeHVX faHnx npo cuctemy
ynakoBka) Ta 30 nepBuHHe dhapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHnx
Tabnetok no 1000 nakyBaHHs, npo cuctemy hapmMakoHarnsgy, smiHa
AO (3 6nicTepHi BTOPVHHE YNOBHOBaXEHOI 0c06u, BifNOBIAaIbHOT 3a
ynakoBKK) B nakyBaHHs1, 3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
KapTOHHIA KopobL; KOHTPO/b cepii, thapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
Tabnetkun BUMYCK Cepii, hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA
cy6niHreanbHi Ne70: 36epiraHHs) Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifaibHOT 3a
10 Tabnetok no 300 3[jicHeHHs1 hapMakoHarsay (BkIYarum
AO (1 6nicTepHa KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
ynakoBka) Ta 60 mMacTep-aiina cuctemy hapmakoHarnsay) -
Tabnetok no 1000 3MiHa YyNoBHOBaXXeHOI 0CObM 3asiBHUKA,
AO (6 6nicTepHux BiANOBIAa/IbHOI 3a thapmakoHarnsag,
ynakoBOK) B [itoua pepakuis: dpaHko PparTi. - NponoHoBaHa
KapTOHHIlA KopooLi pepakuis: JaHiene MapiHir. - 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0COOU 3asBHNIKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. - 3miHa
KOHTaKTHOI 0CcO6¥ 3as1BHYKa, BifnoBiganbHOI 3a
thapmakoHarnag B Ykpaii.
[itoua pegakuis: QynnixiHa TeTsHa BikTopiBHa. -
MponoHoBaHa pepakuin: Ctawyk TeTaHa
CepriiBHa. - 3MiHa KOHTAKTHUX JaHWX KOHTaKTHOI
0co6u 3as1BHMKA, BiAnoBiAa/IbHOT 3a
dhapmMakoHarniag B YKpaiHi.
117. | NAUC KNIyl TabneTtkn JTIODAPMA ITanis NTIODAPMA C.MNM.A, ITanis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/18582/01/01
AOMALLUHBO | cy6niHrBanbHi Ne40: C.N.A. ITanis (MOBHWIA LKA 3MiHn | TUnYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
ro nuny no 10 TabneTok no BMpO6GHULTBA: Ta (hapmakoHarnsgy. BeegeHHs abo 3miHn oo
300 AO (1 BMPOGHMLTBO, y3araJlbHeHUX AaHux npo cucrtemy
6nicTepHa ynakoBka) nepBuHHe dhapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHnx
Ta 30 TabneTok no nakyBaHHs1, npo cuctemy hapmakoHarnsgy, amiHa
1000 AO (3 BTOPUHHE YNOBHOB&XEHOT 0CO6M, BiANOBiAa/IbHOI 3a

6nicTepHi ynakoBKw)
B KapTOHHilA

Kopobui; TabneTkn
cy6niHreanbHi Ne70:
no 10 Ta6neTok no
300 AO (1
6nicTepHa ynakoBka)
Ta 60 TabneTok no
1000 AO (6

nakyBaHHS, BUNYCK
cepii, 36epiraHHs)

34ilicHeHHA hapMakoHarnagy; KOHTaKTHOT 0cobu 3
chapmakoHarnsgy 3asBHuKa A1 34iACHEHHS
hapmakoHarniagy B YKpaiHi, SKLLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobwu, BignoBiganbHOT 3a
3[jicHeHHs1 hapMakoHarnsay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
mMacTep-aiina cuctemu hapmMmakoHarnsay) -
3MiHa YyNoBHOBaXXeHOI 0CObM 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
6nicTepHux [itoua pepakuis: dpaHko PparTi. - NponoHoBaHa
yrnaxkoBOK) B pefakuisf: JaHiene MapiHir. - 3MiHa KOHTaKTHUX
KapTOHHIli KopooLi [aHunX yrnoBHOBaXKEHOT 0CO6U 3asIBHYMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. - 3miHa
KOHTaKTHOI 0CO6U 3asiBHKa, BifNOBiAa/IbHOI 3a
thapmakoHarnag B Ykpaii.
[itoua pegakuis: QynnixiHa TeTsiHa BikTopiBHa. -
MponoHoBaHa pepakuin: Ctawyk TeTaHa
CepriiBHa. - 3MiHa KOHTaKTHUX JaHWUX KOHTaKTHOI
0Cco6u 3as1BHMKA, BiANoBiAa/IbHOT 3a
hapmMakoHarnag B YKpaii.
118. | NAUC TPABWU | Tabnetkn NTIODAPMA ITanis NOBHWIA LMK ITanis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/18583/01/01
cy6niHreanbHi Ne 40: C.NA BMPOGHMLTBA: 3miHu | TUny - 3MiH Woao 6e3nekn/edeKTUBHOCTI peyenmom
no 10 TabneTok no BMPOBHULTBO, Ta (papmakoHarnsgy. BeegeHHs abo 3miHM o
300 AO (1 nepBuHHE y3araJlbHeHUX AaHux npo cucrtemy
6nicTepHa ynakoBka) nakyBaHHs1, thapmakoHarnagy (BBeAEHHS y3araslbHeHVX faHux
Ta 30 TabneTok no BTOPUHHE npo cuctemy hapmakoHarnsgy, amiHa
1000 AO (3 nakyBaHHs, BUMYCK YNOBHOBaXEHOI 0c06u, BiANOBiAaIbHOT 3a
6nicTepHi ynakoBKw) cepii, 36epiraHHs: 3[jificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
B KapTOHHIlA NO®APMA C.T.A hapmakoHarnsay 3asiBHUKa A5 34iiCHEHHS
Kopo6ui; Ne 70: no thapmakoHarniagy B YKpaiHi, SKLLO0 BOHA BigMiHHA
10 Tabnetok no 300 Bifl yNOBHOBaXXeHOI 0cobMu, BignoBifaibHOT 3a
AO (1 6nictepHa 3[jicHeHHs1 hapMakoHarnsay (BkIrYarum
ynakoBka) Ta 60 KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
Tabnetok no 1000 macTep-gaiina cuctemy hapmakoHarnsgy) 3miHa
AO (6 6nicTepHux YMNOBHOBAXEHOI 0CO6M 3as1BHMKA, BifgnoBiga/bHOT
ynakoBOK) B 3a hapmakoHarnsg,.
KapTOHHIli KopoobLi [itoua pepakuis: dPpaHko PparTi. NponoHoBaHa
pefakuis: JaHiene MapiHir. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0COOU 3asBHNIKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOI 0Cco6¥ 3asiBHYKa, BifnoBiganbHOI 3a
thapmakoHarnag B Ykpaii.
[itoua pepakuis: QynnixiHa TeTsHa BikTopiBHa.
MponoHoBaHa pepakuin: Ctawyk TeTaHa
CepriiBHa. 3MiHa KOHTAKTHUX JaHWUX KOHTaKTHOI
0co6u 3as1BHMKA, BiAnoBiAa/IbHOT 3a
dhapmMakoHarnag B YKpaiHi.
119. | NTAHBIC® Tabnetku no 40 wr; AcneH dapma Ipnangis Ekcenna 'm6X i Ko. HimeuunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/9128/01/01
no 25 Tabnetok y TpeigiHr Kl 3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs peyenmom
chnakoHi; no 1 Nimiteq BMPOBOHUYOT AiNbHULI (BKNOYAKOUN AiNbHULI ANS

pNakoHy B
KapTOHHIli KopoobLi

A®I, npomiXHOro NpoAyKTy abo rotoBoro
nikapcbKoro 3acoby, AiNbHNL AN NPOBEAEHHS
nakyBaHHs1, BAPOOHUKaA, BiANOBILaIbHOTO 3a
BWMYCK Cepiii, MicLie NpOBEAEHHS KOHTPO/IHO cepil)
abo noctavanbHUKa BUXIAHOTO MaTepiany,
peareHTy ab0 LONOMIXHOI pevoBUHY (SKLLO
3a3HaYeHo Y A0CbE) BuayyeHHs1 BUpo6HMYOT
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
AinbHMUi Micro-Macinazione SA, Switzerland,
BiANOBIAA/IbHOT 38 BUPOOHULTBO Ait0H0I pevOBUHM
TioryaHiH. 3miHu | Tny - 3mMiHW 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOTO NiKapCbKOoro
3aco06y (iHLWi 3MiHK) OHOBNEHHS BXe
3aTBEPMKEHNX METOAiB KOHTPO/IHO AKOCTI
NiKapCbKoro 3acoby, a came: BUKNaAEHHA TEKCTY
[ep>XXaBHOK MOBOIO 3rigHO CYy4aCHNX BUMOT.
120. | TAH30NTON | kancynu KPKA, 4.4., CnoBeHis Bunpo6HMK, CnoseHis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/8874/01/01
KVLLKOBOPO3UMHHI HoBo mecTo BiANOBiAa/IbHWIA 32 3miHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
TBepAi no 30 mr; no BUPOBHMUTBO “in Ta hapmakoHarnsgy. 3miHa yactotu Ta/abo
7 kancyn y 6nictepi; bulk”, nepsuHHe Ta TEPMiHiB NOAAHHSA PerynsipHO OHOB/IIOBAHUX 3BITIB
no 2 6nictepu B BTOPWHHE 3 6e3neku nikapcbknx 3acobis - 3miHa y gaTtax
KapTOHHi Kopobuj nakyBaHHs1, nofAaHHA perynspHO OHOB/IIOBAHOTO 3BITY 3
KOHTPO/b Ta BUMYCK 6e3neku - [litoya pegakuis: KiHuesa garta ans
cepii: KPKA, a.4., BK/IIOYEHHSA AaHunx o PO3b - 31.12.2019 p. daTa
HoBo mecTo, nofaHHs - 30.03.2020 p. MNponoHoBaHa pefakuis:
CnoseHis; KiHueBa gaTa gns BkaoveHHs gadnx go PO36 -
Brpo6HWK, 31.12.2026 p. Aata nogaHHA - 31.03.2027 p.
BiAnoBiganbHMii 3a PekomeHf0BaHO 10 3aTBEPIKEHHS BIANOBIAHO 0
KOHTPO/b cepii nepiogMYHOCTI NOAaHHS PEryNSPHO OHOB/IOBAHNX
(chiznyHi Ta XimiuHi 3BITiB 3 6e3nekn nikapcbkmx 3acobis y EC
MeTOAW KOHTPOSIH0):
KPKA, a.4a., Hoso
mecTo, CnoBeHis;
HN30X
(HauioHanbHi
nab6oparopis 3a
3/paB’e, OKOME iH
XpaHo), CnoseHis
121. | TAHTYC® PO3uunH AN4 iH'ekuin, | TOB "CaHodi- YkpaiHa CaHodi-ABeHTIC HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/8106/01/01
COJIOCTAP® | 100 Opg./mn; Ne 5: no ABEHTIC Hoiunang MrmeX 3MiHu | TMNYy - 3MiHK 3 AkocTi. APl. Cuctema peuyenmom
3 My KapTpuaxi, YkpaiHa" KOHTeliHep/3akynoptoBasibHUIA 3aci6. 3MiHN

BMOHTOBaHOMY B
0/IHOPa30BY LUNPULL-
pyuKy (6€3 ronok
Ans iH ekuiin); no 5
LUMPWL-PYYOK Y
KapTOHHI Kopo6Lyi

napameTpiB cneundikauii Ta/abo gonycTUMmx
MeX, 3a3HauveHux y cneumdikauisx, ans
6e3nocepeHboi ynakoBky A®I (iHLi 3MiHW) -
OHoBJieHHA p. 3.2.S.6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWI 3aci6, BKIOUYaKun
peAakuiiHi OHOBNEHHS Y PO3ini; BHECEHHS 3MiH
[0 napameTpiB cneuudikauii 415 KOHTPOSO
KOHTEWHEePIB i3 HepXaBitouoi cTani A5l ynakoBKW
A®l; 3amiHa cTaHAapTy AN Hepxasitouoil cTaui,
AIka BUKOPUCTOBYETLCA Y BUPOOHULITBI
KOHTEWHEePIB i3 Hepxagitouoi cTasi - 3MiHu | TNy -
3miHu 3 sKocTi. A®l. Cuctema
KOHTeliHep/3akynopoBanbHuii 3aci6. 3MiHN
napameTpiB cneuudgikauii Ta/abo AonycTUMmX
MEX, 3a3HayeHnx y cneundikauisx, Ans
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

6e3nocepeHboi ynakoBky A®I (iHLi 3miHW) -
OHoBneHHs p. 3.2.S.6. Cnucrtema
KOHTelHep/3aKynopoBasibHWi 3aci6, BKIYaum
peAakuiiHi OHOBNIEHHS Y PO3[iNi; BHECEHHS 3MiH
[0 napameTpiB cneuudikauii Ta MeTogais
KOHTPOJI0 CU/TIKOHOBUX e/1acTOMepiB A1
ynakoBkn A®I, 3rigHO OHOB/IEHMX hapMakonenHux
CTaHfapTiB i3 BiANOBIAHUMN OHOBNEHHSAMM
napamMeTpiB Ta MeX cneuudikauii ansa
y3romkeHHsi i3 EP 3.1.9. i USP.

122.

NAPTIHIA

PO3YMH ANS iH'EKLiA,
1wmr/Mn;nolmne
amnyni; no 5 amnyn
y 6nictepi; no 2
6nicTepy y navui

TOB «BIOJIIK
DPAPMA»

YKpaiHa

TOB «BIOJNIK
DAPMA»

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
[ofaBaHHA HOBOI NiKapcbkoi hopmmn
(3aTBEpmXEHO: niodhinizaT ANs po3unHy Ans
iH'eKLil).

Pestome nnaHy ynpasniHHA pusnkamu sepcia 1.0
[ofaeTbes. MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’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 340POB'S
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaYeHUMN y
nepioguyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nidnsieae

UA/5028/02/01

123.

NAPTIHIA

niodpinizat gns
PO34MHY ANS iH'EKLi
no 1 mr; no 5 amnyn
y 6nictepi; no 2
6nicTepn y nauui

TOB "BIOJIIK
DPAPMA"

YKpaiHa

TOB «BIOJNIK
DPAPMA»

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3miHu | TUny - 3MiHK Wwoao 6esnekn/edheKTUBHOCTI
Ta papmakoHarnsagy (iHwi 3miHu) - 3MiHM BHECEHO

00 [HCTPYKUT 418 MeaUYHOro 3acTocyBaHHsA
niKapcbKoro 3acoby A0 po3ainis "®apmMakonorivHi
BNacTMBOCTI" (BHECEHI YTOUHEHHS), "TT06IYHI
peakuii" (aofaHa iHhopmaLis LWoA0 BaKNBOCTI
noBifOMIEHb NP0 NO6IYHI peakLii)

3a
peyenmom

He
nidnsieae

UA/5028/01/01

124.

NEBAKCE/NA
®

PO34uH ANs iHQys3il
5 mr/mn; no 100 mn
PO34MHY Y h/1aKOoHi;
no 1, 5 a6o 10
hNakoHiB B
KapPTOHHIn KopooL,ji

KPKA, a.4.,
HoBso mecTo

CnoseHis

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib cepii Ta
Bunyck cepii: KPKA,
4.4., Hoso mecrto,
CoBEHIsA; KOHTPO/Tb
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis

CnoseHis

BHECEHHS 3MiH IO peecTpaLiiiHux maTepianis:
3MiHK | TUNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KOpoTkii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUiT AN MeguyYHoro
3aCTOCyBaHHS Ha MigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHSA
nNiKapcbKoro 3acoby B nicrispeecTpayiinnii nepiog,
ab0 Sk pe3ysibTat OLiHKM 3BiTY 3 AOCNIAXEHb,
npoBefieHnxX BigNOBIAHO [0 NNaHy negiaTpuuHmX
pocnigpkeHb (PIP) (iHWi 3MiHK) - 3MiHM BHECEHO A0

3a
peuyenmom

He
nionsieae

UA/15596/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

IHCTPYKUIT A1 MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby go posginis "OcobnmeocTi
3actocyBaHHs", "MepenosysaHHs", "Mo6iyHi
peakuii" BigMoBigHO 4O OHOBMEHOI iHchopmaLi
o0 6e3neku 3acToCyBaHHS NikapCbKoro 3acoby.
TepMmiH BBEAlEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEepKEHHSA

125.

NEBO®/IOKC
ALVH-
HOBO®APM

PO34uH ANs iHQy3il,
5 mr/mn, no 100 mn
y naswuj; no 1
NAAWL Y navui

ToBapucTso 3
06MexeHo
BignoBiga/bHi
CTIo thipma
"HoBothapm-
BiocuHTes"

YKpaiHa

ToBapucTBO 3
obmexeHo
BiANOBiAa/IbHICTIO
ipma "Hosodhapm-
BiocnHTes"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI
Ta dpapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii AN MeAUYHOro
3aCToCyBaHHSA Ha MigcTasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3MneKu NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B MicsApeecTpaviiiHvi nepiog,
abo sk pe3ynbTar OUiHKW 3BITY 3 LOCNIKEHD,
npoBefeHnX BigNoBIAHO 40 NAaHy negiaTpuyuHmX
pocnigxeHs (PIP) (3MiHy y3romxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHN BHECEHO A0 IHCTPYKLUIT AN MeAUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3giu
"Oco611BoCTi 3acTocyBaHHA", "Mepeno3yBaHHA",
"Mo6iuHi peakwyji" BigNOBIAHO A0 OHOBNEHOI
iHchopmawii 3 6e3nekn AitoHoi pevyoBUHN.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBEPKEHHS.

3a
peyenmom

He
nionsieae

UA/16632/01/01

126.

NEBO®NOL,
WH 250

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOI0, N0 250
Mr, no 5 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI nayui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
3060B'A3aHb Ta YMOB BuAavi peectpauiiiHoro
nocBiAgYeHHs, BKoYatoun MnaH ynpaeniHHA
pv3nkamm (iHWi 3MiHKM) 3asBHUKOM HaJaHo
OHOB/IeHUIA MNnaH ynpasniHHA pusnkamu Bepcis
3.0

3MiHN BHECEHO [0 YacTuH:
| «3arasibHa iHhopmaLlis»
Il «CneuundikaLis 3 6e3nekm»
Il «MnaH 3 dhapmakoHarnsgy»
V «3axou 3 MiHiMi3auii pu3nkiB»
VI «Pe3tome nnaHy ynpasniHHS pusnkamm»

VIl «Qopatkun» (goaatku 1-8) y 3B’A3ky 3
OHOBJ/IEHHAIM iHChopMaLii 3 6e3nekun giroyoi
peyoBUHM NeBOIOKCaLMH Bi4NOBIAHO A0

aKTyasibHOI iHhopMaLii LLO0A0 3acTOCyBaHHS
OTOPXIHOMOHIB CUCTEMHOI Aiil, & TakoX Y 3B'A3KY i3
3MiHOI dhopmaTy BignoBigHO Ao BUMOr Evaluation
Guidance on the format of the risk management

3a
peyenmom

UA/2397/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

plan (RMP) in the EU — in integrated format. 31
October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human

Medicines).
MnaH ynpasniHHA pusmkamun Bepcia 3.0 norogpxkeHa
(eCTD nocnigosHicTs Ne 0001).

127.

NEBO®NOL,
VH 500

TabneTku, BKpUTI
NAiBKOBOO
00607/10HKOI0, N0 500
mr, no 5 a6o 10
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI nayui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
3000B'A3aHb Ta YMOB BuJauvi peecTtpauiiHoro
nocBiAgYeHHs, BKIoYatoun MnaH ynpaeniHHA
pv3nkamm (iHWi 3MiHKM) 3aABHUKOM HaJaHo
OHOB/IEHUIA [MnaH ynpaBniHHA pyU3nkaMu Bepcis
3.0.

3MiHN BHECEHO [0 YacTuH:
| «3aranbHa iHhopmauis»
Il «CneuundikaLis 3 6e3nekm»
Il «MnaH 3 hapmakoHarnsgy»
V «3axoau 3 MiHiMi3aL,ji pu3mkiB»
VI «Pe3tome nnaHy ynpasniHHSA pusnkamm»

VIl «Qopatkun» (godatku 1-8) y 3B’A3ky 3
OHOBJ/IEHHAIM iHChopMaLii 3 6e3nekun Ajiroyoi
peyoBUHM NTeBO/IOKCaLMH BigNOBIAHO A0

aKTyasibHOI iHGhopMaLii LLOA0 3acTOCyBaHHS
(PTOPXIHOMOHIB CUCTEMHOI Aji, @ TaKoX Yy 3B'A3KY i3
3MiHO0 hopmaTy BiANoBiAHO A0 BUMOr Evaluation
Guidance on the format of the risk management
plan (RMP) in the EU — in integrated format. 31
October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines).
MnaH ynpasniHHA pusmkamun Bepcisa 3.0 norogpxkeHa
(eCTD nocnigosHicTe Ne 0001).

3a
peyenmom

UA/2397/01/02

128.

niBOCTOP

TabneTku, BKpUTI
NAiBKOBOO
060n0HkKot0, o 10
mr, no 10 Tabnetok
y 6nictepi; no 3 abo
7 6nicTepis y nauyj

AT
"KNIBCbKWN
BITAMIHHWA

3ABOJ"

YkpaiHa

AT "KMIBCbKUN
BITAMIHH
3ABOA"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHuM | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHn o
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnagy (BBefieHHs y3araslbHeHUX faHux
npo cuctemy hapMakoHarnsgy, smiHa
YMOBHOBaXeHOI 0cobu, BiANOBiAabHOT 3a
3AiicCHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuUKa Ans 34iINCHeHHs
thapmakoHarnagy B YKpaiHi, AKLLO BOHA BigMiHHA
Bif, yNOBHOBaXKeHOT 0co6MU, BiANOBiAabHOI 3a
3[jicHeHHs hapmMakoHarnsay (Bkroyarum
KOHTaKTHi AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
macTep-galina cuctemu papmMakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0C06M 3asBHVKa, BifnosiganbHOT

3a
peyenmom

UA/6452/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

3a thapmakoHarnag.

[Oitova pepakuin: Konaga Biktopis BiktopiBHa.
MponoHoBaHa pepakuis: babvka mMnTpo
AHaToniioBnY. 3MiHa KOHTaKTHUX AAHUX

YNOBHOB&XEHOT 0CO6M 3aABHUKA, BiANOBIAaIbHOT
3a (hapmakoHarang,.

129.

NniBOCTOP

TabneTku, BKpUTI
NAiBKOBOO
0600HKo0, No 20
mr, no 10 Tabnetok
y 6nictepi; no 3 abo
7 6nicTepis y nauyj

AT

"KNIBCbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KWTBCBKIAT
BITAMIHHWA
3ABOS"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta chapmakoHarnsagy. BeegeHHs abo 3miHm o
y3arasibHeHNX JaHnx npo cuctemy
dhapmakoHarnsgy (BBeieHHs y3arasibHeHUX AaHnX
npo cuctemy hapMakoHarnsgy, smiHa
YMOBHOBaXEHOI 0cobu, BiANoBiAabHOT 3a
3AiicCHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuUKa Ans 34INCHEeHHs
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOT 0co6MU, BiANOBILa1bHOI 3a
3[jicHeHHs dhapmakoHarnsay (BKIoyarum
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
macTep-gaiina cuctemu papmMakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHVKa, BifnoBiganbHOT
3a thapmakoHarnag.

[Oitova pepakuin: Konaga Biktopia BiktopiBHa.
MponoHoBaHa pepakuis: babuka AmnTpo
AHaTonilioBnY. 3MiHa KOHTaKTHUX AAHUX
YMNOBHOBAXEHOI 0CO6M 3as1BHMKA, BifgnoBiga/bHOT
3a (hapmakoHaring,.

3a
peyenmom

UA/6452/01/02

130.

niBOCTOP

TabneTku, BKpUTI
nniBKOBOKO
060/10HKO10, M0 40
mr: no 10 TabneTok
y 6nictepi; no 3
6nicTepn y nauui

AT

"KNIBCbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KMIBCBKUN
BITAMIHHN
3ABOA"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta chapmakoHarnsagy. BeegeHHs abo 3miHn o
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnagy (BBefileHHs y3araslbHeHUX faHux
npo cuctemy hapMakoHarnsgy, smMiHa
YMOBHOBaXeHOI 0cobu, BiANOBiAabHOT 3a
3AiicCHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuUKa ANns 34INCHEeHHS
thapmakoHarnagy B YKpaiHi, AKLLO0 BOHA BigMiHHA
Bif, yNOBHOBaXKeHOT 0co6MU, BiANOBiAabHOI 3a
3[jicHeHHs hapmMakoHarnsay (Bkovarum
KOHTaKTHi AaHi) Ta/abo 3MiHU Y PO3MiLLEHHI
macTep-gaiina cuctemu papmMakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0C06M 3asBHVKa, BifnoBiganbHOT
3a (hapmakoHarnag,.

[Oitova pepakuin: Konaga Biktopia BiktopiBHa.
MponoHoBaHa pepakuis: babuka AmnTpo
AHaTonilioBnY. 3MiHa KOHTaKTHUX AAHUX
YNOBHOBAXEHOI 0CO6M 3as1BHKKA, BifnoBigasibHOT
3a thapmakoHaring,.

3a
peyenmom

UA/6452/01/03
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
131. | MIHE3O0NI4 TabneTkun, BKpUTI KPKA, a.4., CnoBeHisi BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiis: 3a He UA/16130/01/01
KPKA NAiBKOBOO HoBo mecTo bulk", nepsuHHe Ta 3MiHn | TUny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom niosnsieae
06010HKO0, N0 600 BTOPWHHE Ta thapmakoHarnsgy. 3miHu y KOpoTKil
mr no 10 TabneTtok y nakyBaHHs1, XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTi
6nicTepi, no 1 KOHTpO/b cepii Ta MapKyBaHHA Ta IHCTPYKLii ANA MeguyHoro
6nicTepy B BUNYCK cepii: KPKA, 3aCTOCYBaHHSA reHepUYHNX/TIBPMAHNX/6I0N0AIGHNX
KapTOHHIli Kopoobui 4.n., HoBo mecTo, nNiKapCcbKMX 3acobiB Mic/s BHECEHHS Tiei camol
CnoBeHis; 3MiHV Ha pedhepeHTHW1 Npenapar (3MiHa He
KOHTpONb cepii: noTpebye HafaHHSA XOAHNX HOBUX AOAATKOBUX
KPKA, a.4., Hoso AaHvx) 3MiHN BHECEHO [0 iHCTPYKLi ANns
mecTo, CnoBeHis MeAMYHOro 3aCTOCyBaHHA NikapCbKoro 3acoby y
po3ginv "B3aemogis 3 iHWMMK NiKapCbKumm
3acob6amu Ta iHWi Buan B3aemogiin”, "Ocob6amBocTi
3acTtocyBaHHs", "lMo6ivHI peakuii” 3rigHo 3
iHhopmaLieto WoA0 MeguyHOro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (3VIBOKC,
Kancynu). BBeeHHs1 3MiH NPOTAroM 6-Tu micAauiB
nicns saTBepkeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHK). OHOB/IEHHSA TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby, a caMme yTOYHEHO
iHchopmawito Woao TepMiHy NpUAAaTHOCTI,
KOHKpPEeTM30BaHO iHhopmaLio LLoAo noroTuny.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPAKEHHSA
132. | NMIHEKC Kancynu Teepai; no CaHpo3 CnoseHis Nex CnoseHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: bes He UA/14763/01/01
POPTE® 7 kancyn y 6nictepi; | ®apmacbloTika PapmaLeBTUyHa 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKN peyenma nionsizae
no 1 a6o 2, a6o 4 n3 a.a. KoMnaHis g.4., 3aci6. CtabinbHICTb. 3MiHa y TepMiHax
6nictepu y CnoseHisa npuaaTtHocTi abo ymoBax 36epiraHHsi roTOBOro
KapTOHHIli Kopoobui (BMpPOGHMLTBO in NiKapCbKoro 3acoby (36inbLIeHHs TepMiHy
bulk, nakyBaHHs, npuAaTHOCTI FOTOBOrO fikapcbKoro 3acoby) - Ans
BMNYyCK cepil) TOProBoi ynakoBky (MiATBEPOKYETLCA AaHUMU
peasibHOro yacy) - 36ibLIEHHA TEPMiHY
NPUAATHOCTI Y 3B'A3KY i3 OTPUMAaHHAM NO3UTUBHUX
[aHUX LWOA0 AOCNIMKEHHSA CTabiNbHOCTI Y
peasibHOMy yaci.
[itoua pepakuis:
TepMiH NpUAATHOCTI: 2 POKU
MponoHoBaHa pepakuis:
TepMmiH NpuaaTHOCTI: 3 PoKK
3MiHV BHeceHo B po3fin "TepmiH npugaTHocTi" B
iHCTPYKLitO 4158 MeQUYHOro 3acToCyBaHHS
nikapcbKoro 3acooby.
BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicas
3aTBEPKEHHS.
133. | NMNIHECCA PO34uH ANS iHQy3il, AHaHTa Benvka €ponaiic IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a He UA/17877/01/01
2 mr/mn; no 300 mn Megikeap N14. BpuTaHis XenTtkeap MBT. /T4, 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuyenmom nionsieae

y KOHTelHepi; no 1

HaliMeHyBaHHA Ta/abo agpecu micus
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KOHTeliHepy B NpPOBaPKEHHS AiS/IbHOCTI BUPObHUKa/imnopTepa
Kopobui roTOBOro Nikapcbkoro 3acoby, BKIYaruu
AinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOJI0 SIKOCTI. (AiANbHICTb, 3a Ky BignoBifae
BMPOGHUK/iMNOpPTEP, BK/IOYAKOUM BUMYCK cepild) -
3MiHa agpecy BupobHuka M13 'y 3B8'A3Ky 3
npuBefeHHsAMY BiANOBIAHICTb Ao CepTudiikaty
GMP. Micue3HaxoMKeHHs BUPOBGHMKa, BUPOOGHUYA
AiNbHWLA Ta yci BUPOOHWMYI onepawii 3anuwarTbes
HEe3MiHHMMUW. 3MiHU BHECEHO B IHCTPYKL,il0 ANA
MeAMYHOro 3acToCyBaHHSA NikapCbkoro 3acoby ans
BMPO6HKKa EBponalich Xentkeap MeT. /T4, ¥
po3gin "Micue3HaxomkeHHs BUpo6HMKa Ta agpeca
MiCLil NPOBaKEHHSI Or0 AisnbHOCTI" 3
BIANOBIAHUMY 3MiHAMYW B TEKCTI MapKyBaHHS
ynakoBoOK. TepMiH BBEAEHHS 3MiH - NPOTArom 3
MicALiB Nic/1a 3aTBePAKEHHS.
134. | NMIHKAC NacTU/KK 3i CMakom XepbioH MakncTtaH XepbioH MaknctaH MakncTtaH BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: bes UA/9888/01/01
NACTUNKN Mefy Ta IMMOHa, Mo MaknctaH MpaiiBeT JlimiTeq, 3miHu | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenma
8 nacTunok y MpaiiBeT Ta (hapmakoHarnsgy (iHwi 3miHu) - 3MiHW BHECEHI
6nicTepi; no 2 Nimiteq y n.15. "[ina nikapcbknx 3acobis, AKi NpU3HayeHi
6nictepu y NS caMOCTINHOTO NiKyBaHHA — iHhopmaList Lwoao
KapTOHHI KOpOGL 3aCTOCyBaHHA" TEKCTY MapKyBaHHS1 BTOPUMHHOT Ta y
n.6. IHLWE nepBMHHOI yNnakoBKu NikapCbKoro
3acoby.
135. | MINPETTO TabneTkun, BKpUTI TOB HB® YkpaiHa BiANOBIAaIbHUIA 38 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a He UA/18323/01/01
NAiBKOBOO "MIKPOXIM" BMPOBGHMLTBO Ta 3MiHn | TMRY - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI peyernmom nionsieae
o6onoHkoto, no 10 KOHTPONb/BMNPOGYB Ta thapmakoHarnagy. 3MiHu y KOpoTKiii
Mmr; no 10 TabneTok aHHsa cepii, He XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
y 6nicTepi; no 3 abo BK/IOYA0UM BUMYCK MapKyBaHHs Ta IHCTPYKUii AN MeAUYHOro
no 9 6nictepiB y cepii: 3aCTOCYBaHHS FeHepUYHNX/TIGPUMAHNX/6ioNoAIGHNX
naJi 3 KapToHy; No TOB HB® nikapcbkunx 3acobiB nic/isi BHECEHHSA TiEl camol
30 TabneTtok y "MIKPOXIM", 3MiHM Ha pecdhepeHTHMIA npenapart (3MiHa He
6aHuj; no 1 6aHLi y YkpaiHa noTpebye HafaHHS XOAHUX HOBMX A0AATKOBUX
naJui 3 KapToHy BiAgnosiganbHMi 3a AaHunx) 3MiHW BHECEHO A0 IHCTPYKLT Ans
BUMYCK cepii, He MEeAMYHOrO 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
BK/IOHA0UN po3ainu "®apmakonoriyHi B1acTnsocTi”,
KOHTPONb/BUNPOGYB "B3aemogis 3 iHWMMK Nikapcbkummn 3acobamm Ta
aHHs cepii): iHLWi BMAW B3aemogii", "OcobnmnsocTi
TOB HB® 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta fo3un",
«MIKPOXIM», "Aitn" BigNOBigHO A0 iHhopMaLii WoA0 MeaNYHOro
Ykpaina 3acTOCyBaHHS pethepeHTHOro NikapcbKoro 3acoby
(KPECTOP, TabneTku, BKpUTI M1iBKOBOH
060/10HKO0). BBEAEHHSA 3MiH NPOTAroM 6-Tn
MicsLiB NicNs 3aTBEPAKEHHS.
136. | NINPETTO TabneTku, BKpUTI TOB HB® YkpaiHa BiAnoBiganbHMiA 3a YkpaiHa BHECEHHS 3MiH IO peecTpaLiiiHux maTepianis: 3a He UA/18323/01/02
nAiBKOBOO "MIKPOXIM" BMPOBHULTBO Ta 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyernmom nionsieae

060/10HKOH0, M0 20

KOHTPOb/BMNPOGYB

Ta (hapmakoHarnsgy. 3MiHM y KOPOTKii
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
mr; no 10 TabneTok aHHSA cepii, He XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
y bnicTepi; no 3 abo BK/1HOHA0UN BUMYCK MapKyBaHHA Ta IHCTPYKLii NS MeguyHoro
no 9 6nictepis y cepii: 3aCTOCYBaHHSA reHepUYHUX/TIBPMAHNX/6I0NOAIGHNX
nauuj 3 KapToHy; No TOB HB® NiKapCbKNX 3acobiB Mic/1s BHECEHHS Tiei camol
30 Tabnetok y "MIKPOXIM", 3MiHV Ha pedhepeHTHW1 Npenapar (3MiHa He
6aHuj; no 1 6aHui y Ykpaina noTpebye HafaHHS XOL4HUX HOBUX A0AATKOBUX
nauuj 3 KapToHy BiANOBIAA/IbHWIA 32 AaHvx) 3MiHN BHECEHO A0 iIHCTPYKLi ANns
BUWMYyCK cepii, He MeAMYHOro 3aCTOCyBaHHA NikapCbKoro 3acoby y
BK/ItOHA0UU po3ginu "dapmakooriyHi BNacTusBocTi",
KOHTPO/b/BMNPOGYB "B3aemogis 3 iHWVMK fikapcbkMu 3acobamu Ta
aHHsA cepii): iHWi BMAW B3aemogiin", "OcobnmsocTi
TOB HB® 3acTocyBaHHA", "Cnocib 3acTocyBaHHSA Ta 403un",
«MIKPOXIM>, "[iTvn" BigNoBigHO A0 iHhopMauii LLoA0 MeANYHOro
YkpaiHa 3acTocyBaHHA pehepeHTHOro NikapCcbkoro 3acoby
(KPECTOP, TabneTku, BKpUTI NNiBKOBOIO
060/10HKOI0). BBEAEHHS 3MiH MPOTArOM 6-Tn
MicALiB Nic/1a 3aTBePAKEHHS.
137. | NINPETTO TabneTkun, BKpUTI TOB HB® YkpaiHa BiAnoBiganbHNI 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasis: 3a He UA/18323/01/03
MN/1iBKOBOIO "MIKPOXIM" BMPOGHMLTBO Ta 3miHu | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom nionsizae
060/10HKO10, M0 40 KOHTPONb/BUNPOGYB Ta (hapmakoHarnagy. 3MiH1 y KOpOoTKiii
mr; no 10 TabneTok aHHsa cepii, He XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
y 6nicTepi; no 3 BK/IOYA0UM BUMYCK MapKyBaHHS Ta IHCTPYKU|ii AN MeAUYHOro
6nictepy y nauui 3 cepit: 3aCcTOCyBaHHA reHepUYHUX/ribpnaHnx/6ionoaieHNX
KapToHy; no 30 TOB HB® NiKapcbKnx 3acobiB nic/is BHECEHHS TiEl camoi
Tabnetok y 6aHui; "MIKPOXIM", 3MiHV Ha pedhepeHTHW1 Npenapar (3mMiHa He
no 1 6aHui y nayui 3 YkpaiHa noTpebye HafiaHHSA XOAHWX HOBUX AOAATKOBUX
KapToHYy BiAnoBiganbHWI 3a AaHvx) 3MiHN BHECEHO A0 IHCTPYKLi ANs
BUWMYCK Cepii, He MeAMYHOro 3acTOCYBaHHA /iKkapCbKoro 3acoby y
BK/ItOHA0UN po3ainu "®apmakonoriyHi BracTnsocTi”,
KOHTPONb/BMNPOGYB "B3aemogis 3 iHWVMKU fikapcbkuMu 3acobamu Ta
aHHs cepii): iHWI BMAW B3aemogii", "OcobnmsocTi
TOB HB® 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 031",
«MIKPOXIM», "[iTv" BigNoBigHO A0 iHhopMauii LLOA0 MeANYHOro
YkpaiHa 3aCTOCyBaHHA pethepeHTHOro NikapCbKoro 3acoby
(KPECTOP, Tabnetku, BKpUTI NAIBKOBOO
0060/10HKOK). BBEAEHHSA 3MiH NPOTArom 6-Tn
MicAILiB Nic/1a 3aTBepAKEHHS.
138. | NMNICOBAKT NbOAAHNKM BocHanek g.4. BocHis i BocHanek a.4. BocHis i BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/17498/01/01
AYO® npecosaHi, no 10 lepuerosun lepuerosuH | 3minu Il TUNy - 3MiHM 3 akocTi. A®L. BupobHuuTBO. peyenma
NbOASAHUKIB Y Ha a 3MiHu B npouieci BUpo6HMLUTBa ADI (iHLWI 3MiHK)
6nictepi; no 2 3MiHM B npoueci BUpobHULTBA Ait0H0i peHOBUHM
6nictepu B nisoummy rigpoxnopvay Bupo6Hukom LMC BV,
KapTOHHIli KopoobLi HigepnaHgm (3amiHa version ASMF Number 12-
Feb-2021 Big 12.02.2021 Ha ASMF/DMF-AP n.103
ver. 01.04 (Nov 2023). 3MiHV Y BUPOOHULITBI HE
BNMBAIOTh Ha AKICTb API.
139. | NMNICOBAKT crnpei opomyKo3Hwuii, | BocHanek a.a. BocHis i BocHanek a.4,. BocHis i BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/18997/01/01
AYO® CMNPEW | po3uuH no 30 May epuerosu FepuerosuH | 3miHu Il TMRy - 3MiHK 3 skocTi. API. BupobHMUTBO. peyenma
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3 chnakoHi 3 TeMHOro Ha a 3MiHu B npoueci BUpo6HMLUTBa AP (iHLWI 3MiHK)
APOMATOM cKna 3 HacoCoM- 3MiHM B npoueci BUpobHULTBA Ait0H0I pevHOBUHM
M'ATN posnuaoBayem Ta nisoummy rigpoxnopuay supo6Hukom LMC BV,
NEPLEBOI annikatopom, no 1 HinepnaHvgy (3amiHa version ASMF Number 12-
hnakoHy y Feb-2021 Big 12.02.2021 Ha ASMF/DMF-AP n.103
KapTOHHI KOpo6Li ver. 01.04 (Nov 2023). 3MiHV Y BUPOOHULITBI HE
BMN/IMBAIOTb Ha AKICTb API.
140. | NMICOBAKT® NbOAAHUKM BocHanek g.4. BocHist i BocHanek g.4. BocHist i BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/2790/01/01
npecosaHi; no 10 lepuerosun lepuerosuH | 3minu Il TUNy - 3MiHn 3 axkocTi. A®L. BupobHuuTBo. peyenma
NbOASHUKIB Y Ha a 3MiHu B npoueci BUpo6HMLUTBa ADI (iHLWI 3MiHK)
6nictepi; no 1 a6o 3 BHeCeHHs 3MiHu B ASMF Ha API nizounmy
6nictepn y rigpoxnopugy supobHuka LMC BV, The
KapTOHHIli KopoobLi Netherlands (3amiHa Version ASMF Number 15-
Nov-17/date 15-11-2017 Ha Version Number 12-
Feb-2021 from 12.02.2021).
141. | NICOBAKT® NIbOASHUKN BocHanek a.a. BocHis i BocHanek a.a. BocHis i BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 6e3 UA/2790/01/01
npecosaHi; no 10 lepuerosun FepuerosuH | 3MmiHu Il TURY - 3MiHK 3 AkoCTi. API. BupobHMUTBO. peuenma
NbOAAHWUKIB Y Ha a 3MiHu B npouieci BUpo6HMLUTBa AP (iHLLI 3MiHW)
6nicTepi; no 1 a6o 3 3MiHM B NpoLeci BUPO6HULITBA Ai04O0T PEHOBUHN
6nictepn y nisoummy rigpoxnopuay supo6Hukom LMC BV,
KapTOHHIli KopoobLi Higepnangy (3amiHa version ASMF Number 12-
Feb-2021 Big 12.02.2021 Ha ASMF/DMF-AP n.103
ver. 01.04 (Nov 2023). 3MiH1 Yy BUPOOHMLTBI HE
BNMBaIOTb Ha SKicTb AdI.
142. | NNOPICTA® TabneTku, BKpUTI KPKA, a.4., CnoseHis Brpo6HMK, CnoseHis/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/5516/01/03
nAiBKOBOO HoBso mecTo BiAnoBiganbHM 3a HimeyunHa/ 3MiHu | TUnYy - 3MiHK 3 AKkocTi. CepTudikat peyernmom
060/10HKO10, M0 50 BMPOGHULITBO «in Kutaii BignosigHocTI/IE-cepTucpikart BignosigHoCTi

mr, no 10 Tabnetok
y 6nicTepi; no 3 abo
no 6, abo no 9
6nicTepis B
KapTOHHI KOpO6L;
no 14 TabneTtok y
6nicTepi, no 1, abo
no 2, abo no 4, a6o
no 6, abo no 7
6nicTepis B
KapTOHHIA KOpo6Li

bulk», nepsuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii:
KPKA, a.4., HoBo
mMecTo, CroBeHis

Bunpo6HMK,
BiAnoBiganbHMiA 3a
nepBuHHe Ta
BTOPUHHE
nakyBaHHs Ta
BUMYCK Cepii:
TAL dapma M'm6X,
HimeuunHa
Brpo6HuK,
BiANOBIAa/IbHWI 32
KOHTPO/b cepii:
KPKA, a.4., Hoso
MecTo, CroBeHis

€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNEHOrO cepTudikaTa
Bi4MOBIAHOCTI ab60 BUTyUYEHHS cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: ons
A®I; ansa suxigHoro
martepiany/peareHTy/NPOMKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHYU (CepTuddikaTt BiANOBIAHOCTI
€Bponeiickkin hapmakonei) - HoBuin cepTudikat
Bif} BXXe 3aTBEpAKEeHOro BUPOBGHMKA - NOAAHHS
HOBOrO cepTudikara BignoBigHOCTI €Bponelicbkili
thapmakonei CEP 2023-323-Rev 00 gns AdI
no3apTaHy Kasito Bif, BXe 3aTBepKeHOro
Bupo6HMKa KRKA, d.d. Novo mesto. Ak Hacnifok,
[of4aBaHHS BUpO6HMYOT AinbHuULi Zhejiang
Menovo Pharmaceutical Co., Ltd. Ana A®I
nosaptaH Kanito. 3MiHu | TUNy - 3MiHK 3 SKOCTI.
oTOBUIA NMiKApPCbKMiA 3aCi6. 3MiHW Y BUPOGHNLTBI.
3amiHa abo BBeeHHS [0AaTKOBOI AiNbHUL
BMPOGHULITBA A1 YACTUHM abo BCbOro
BMPOGHMYOro NpoLecy roToBOro NikapCbKoro
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3aco6y (AiNbHWLA AN BTOPUHHOTO NakKyBaHHS)
Bnpo6HMK, AofaBaHHA (hyHKLIT BTOPUHHOTO NakyBaHHS A0
BiAnoBiganbHN 3a BXe 3aTBepaKeHOro BupobHuka HiHréo MeHoBO
KOHTpO/b cepii: TiaHkaHr ®apmacbtoTukanc Ko., /1tg., Ne85 Binxaii
Nab6eHa Aa.0.0., Bect Poag, fakci JeBenonveHT 30yH, HiHréo,
CnoseHis XesHr MposiHc, 315812, Kutaii/Ningbo Menovo
Tiankang Pharmaceuticals Co., Ltd., No.85Binhai
Bnpo6HuK, West Road, Daxie Development Zone, Ningbo,
BiANOBIAabHUIA 38 Zheijang Province, 315812, Chine
KOHTpO/b cepii: BiANOBIAa/IbHOrO 3a BUPO6GHMUTBO “in bulk” (nuwe
TAL dapma M'M6X, ans po3ysaHHs 50 mr i 100 wmr).
HimeuunHa 3MiHuM | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii
Brpo6HuK, 3aci6. 3MiHM y BUpobHUUTBI. 3amiHa abo
BiAnoBiganbHMIA 3a BBEJEHHSA A0AATKOBOI Ai/IbHULi BUPOOHULTBA AN
KOHTPO/b YacTvHY abo BCbOro BUPOGHMYOro npoLecy
MiKpo6iosorivHol rOTOBOrO /liKapCbKOro 3acoby (ainbHUUA Ans
AKOCTI cepii (Y NepPBUHHOIO NaxkyBaHHS)
BUNAAKY KOHTPO/O [ofaBaHHA yHKUiT NepBUHHOMO NakyBaHHA [0
cepii TALL dapma BXE 3aTBEepXEHOro BupobHuka HiHroo MeHoBo
'M6X): TiaHkaHr ®apmacbktoTukanc Ko., /ita., Ne85 BiHxaii
Na6op JIC CE & Ko. Bect Poag, fakci JeBenonveHT 30yH, HiHréo,
K, HimeuunHa XKesHr MNposiHc, 315812, Kutait/Ningbo Menovo
BUPOBHUK, Tiankang Pharmaceuticals Co., Ltd., N0.85 Binhai
BiANOBIAabHUIA 38 West Road, Daxie Development Zone, Ningbo,
BMPOBHULITBO «in Zheijang Province, 315812, Chine
bulk», nepsuHHe Ta BignosigasnbHOro 3a BMpo6HMLTBO “in bulk” (nnwe
BTOPVHHE Ansa posysaHHsa 50 mr i 100 wmr).
nakyBaHHS:
Hinr6o Mexoso
TiaHkaHr
PapmacboTUkanc
Ko., NiTg, Kutaii
143. | NNIOPICTA® TabneTku, BKpUTI KPKA, a.4., CnoBeHis Brpo6HMK, CnoBeHis/ BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3a UA/5516/01/04
NAiBKOBOO HoBo mecTO BiAnoBiganbHMiA 3a HimeuunHa/ 3MiHu | TUNy - 3MiHK 3 AKkocTi. CepTudikat peyenmom
06010HKot0, Mo 100 BMPOBHULITBO «in Kutaii signosigHocTi/l E-cepTudikar BignosigHocTi

mr, no 10 TabneTok
y 6nictepi; no 3 abo
no 6, abo no 9
6nicTepis B
KapTOHHIA KopobL;
no 14 TabneTtok y
6nicTepi, no 1, abo
no 2, abo no 4, abo
no 6, abo no 7
6nicTepis B
KapTOHHIlA KopooLi

bulk», nepBrHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepit:
KPKA, a.4., Hoso
mecTo, CnoBeHis;

Bunpo6HMK,
BiANOBiAa/IbHWIA 32
nepBUHHE Ta
BTOPWHHE

€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI abo BMUNyYeHHSs cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: 4ns
A®I; ons BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[0NOMDKHOT peyoBrHU (cepTudikat BignoBigHOCTI
€Bponeiicbki hapmakonei) - Hosuin ceptudiikat
Bif} BXXe 3aTBEepKEeHOro BUPOOHMKa - NOAaHHS
HOBOro cepTudikaTta BignoBiAHOCTI EBponeichKiii
dhapmakonei CEP 2023-323-Rev 00 gns Adl
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
nakyBaHHs Ta no3apTaHy Kaslito Bifj BXe 3aTBepKeHoro
BMNYCK cepil: Brpo6HMKa KRKA, d.d. Novo mesto. Ak Hacnifok,
TAL ®apma M'v6X, AofaBaHHA BUPOOHMYOT AinbHUL Zhejiang
HimeuunHa; Menovo Pharmaceutical Co., Ltd. Ans A®l
Bnpo6HuK, nosaptaH Kanito. 3MiHu | TUny - 3MiHKU 3 AKOCTI.
BiANOBIAabHUIA 38 [oTOBWIA Nnikapcbkuid 3aci6. 3MiHN Y BUPOGHULTBI.
KOHTpO/b cepii: 3amiHa abo BBeAEHHS1 4OAATKOBOI Ai/TbHUL
KPKA, a.4., Hoso BMPOBHULTBA A5 YacTUHU abo BCbOro
mecTo, CrnoBeHis; BMPOBHNYOrO NPoL,EeCy rOTOBOrO JiKapCbKOro
3aco6y (AiNbHWLA AN BTOPUHHOTO NakKyBaHHS)
Bnpo6HMK, [ofaBaHHA (hyHKLIT BTOPUHHOTO nakyBaHHS A0
BiAnoBiganbHNA 3a BXe 3aTBepKeHOro BupobHuka HiHréo MeHoBo
KOHTpO/b cepii: TiaHkaHr ®apmacbtoTukasnc Ko., /1tg., Ne85 Binxaii
Nab6eHa a.0.0., Bect Poag, fakci JeBenonveHT 30yH, HiHréo,
CnoseHis; XesHr MposiHc, 315812, Kutaii/Ningbo Menovo
Tiankang Pharmaceuticals Co., Ltd., No.85Binhai
Bnpo6HuK, West Road, Daxie Development Zone, Ningbo,
BiANOBIAaIbHUIA 38 Zheijang Province, 315812, Chine
KOHTpO/b cepii: BiANOBIAa/IbHOrO 3a BUPO6GHMUTBO “in bulk” (nnwe
TAL dapma 'M6X, ans posysBaHHsA 50 mr i 100 wmr).
HimeyuunHa; 3MiHun | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkwii
Brpo6HuK, 3aci6. 3MiHM y BUpobHUUTBI. 3amiHa abo
BiAnoBiganbHMi 3a BBEJEHHSA A0AATKOBOI Ai/IbHULi BUPOOHULTBA AN
KOHTPO/b 4YacTvHY abo BCbOro BUPOGHMYOro npoLecy
MiKpo6iosorivHOl rOTOBOrO /liKapCbKOro 3acoby (ainbHUUA Ans
AKOCTI cepii (Y NepBUHHOIO NaxkyBaHHS)
BUNAAKY KOHTPO/O [ofaBaHHA yHKUiT NepBUHHOMO NakyBaHHA [0
cepii TALL dapma BXE 3aTBEpXEHOro BupobHuka HiHroo MeHoBo
'M6X): TiaHkaHr ®apmacbktoTukanc Ko., /ita., Ne85 BiHxaii
Na6op JIC CE & Ko. Bect Poag, fakci JeBenonveHT 30yH, HiHréo,
KI, HimeuumnHa; XesHr MNposiHc, 315812, Kutait/Ningbo Menovo
BUPOBHUK, Tiankang Pharmaceuticals Co., Ltd., N0.85 Binhai
BiANOBIAaIbHUIA 38 West Road, Daxie Development Zone, Ningbo,
BMPOBHULITBO «in Zheijang Province, 315812, Chine
bulk», nepsuHHe Ta BignosigasnbHOro 3a BMpo6HMLTBO “in bulk” (nnwe
BTOPVHHE Ansa posysaHHsa 50 mr i 100 wmr).
nakyBaHHS:
Hinr6o Mexoso
TiaHkaHr
PapmacboTUkanc
Ko., NiTg, Kutaii
144. | MATHE3IYM Tabnetku; no 80 [Loiiue HimeuunH [oliue XomeonarTi- HimeyuunHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 6e3 UA/12205/01/01
DPOCPOPUKY | TabneTok y piakoHi; Xomeonari- a YHioH OXY- 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/edeKkTUBHOCTI peuenma
M CiNb no 1 dpnakony y YHioH AXY- ApuHaiimiTTens Ta chapmakoHarnsagy. BeegeHHs abo 3miHm o
AOKTOPA KapTOHHIli KopoobLi ApuHaiimiTren v6X & Ko. KI y3arasibHeHVX AaHnx Npo cuctemy
LUKOCCNEPA b 'M6X & hapmakoHarnsgy (BBeAeHHs y3araslbHeHUX AaHnX
Ne7 Ko.KI" npo cuctemy hapmakoHarnsgy, 3miHa
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

YMOBHOB&XEHOI 0co6bu, BiANoBiAaIbHOT 3a
3fiiicHeHHs hapMakoHarnagy; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
hapmakoHarnsagy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOT 0co6Mu, BiANOBifa1bHOI 3a
3pilicHeHHs hapMakoHarnagy (Bkayarum
KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
macTep-gaiina cuctemy papMakoHarnsay) 3miHa
YNOBHOBaXeHOT 0cobM 3as1BHMKA, BiAMnoBigas1bHOT
3a thapmakoHarnag.

[Oitova pepakuis: Dr. Anja Hofner. MponoHoBaHa
pegakuisi: Dr. Stephan Kohler. 3miHa KOHTaKTHUX
[aHnx ynoBHOBaXXEHOT 0CObY 3asBHMKA,
BignoBigasbHOI 3a hapmakoHarnsag. 3miHa
MicLie3HaXOKeHHSI MacTep-thaiina cuctemu
thapmakoHarnagy. 3miHa Micus 34iACHEHHS
OCHOBHOI AjsifIbHOCTI 3 hapmakoHarnsgy.

145.

MArHIKOP

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOH0, N0 75
mr no 10 TabneTok y
6nicTepi; no 3 abo
10 6nicTepiB y nauui

AT

"KNIBCbKWM

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KNIBCbKU

BITAMIHHWA
3ABOJ"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasis:

3miHu | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI

Ta (papmakoHarnsgy. BeegeHHs abo 3miHM 1o

y3arasibHeHUX JaHnX Npo cucTemy
dhapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHnx
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBiAa/IbHOI 3a
3[jificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarniagy B YKpaiHi, SKLLO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BignoBifaibHOT 3a
3[jficHeHHs1 hapMakoHarnsay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MilLEHHI
macTep-gaiina cuctemy hapmakoHarnsgy) 3miHa
YMNOBHOBAaXEHOI 0CO6M 3as1BHMKA, BifnoBigas/bHOT
3a (hapmakoHarnsg,

[itoua pepakuis: Konspa Biktopis BikTopiBHa.
MponoHoBaHa pefakuis: babuka AmMutpo
AHatonilioBny. 3MiHa KOHTaKTHUX AaHnX

YNOBHOB&XEHOI 0CO6M 3asBHYVIKA, BifnoBiganbHOT
3a chapmakoHarnag.

Ne 30 - 6e3
peyenma;
Ne 100 - 3a
peyenmom

UA/11211/01/01

146.

MArHIKOP
DOPTE

TabneTkn, BKPUTI
NAiBKOBOKO
060/10HKO10, No 150
Mmr no 10 TabneTok y
6nicTepi; no 3 abo
10 6nicTepiB y nauui

AT

"KNIBCBbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KMIBCbKUI

BITAMIHHUI
3ABOA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHn | TUnYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHVX AaHnx npo cuctemy
dhapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHnx
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBiAa/IbHOI 3a
34ilicHeHHA hapMakoHaraay; KOHTaKTHOT 0cobu 3
chapmakoHarnsgy 3asBHuKa A1 34iACHEHHS
hapmakoHarisgy B YKpaiHi, SKLLO BOHA BigMiHHA

bes
peyenma —
30
mab6/1emok.
3a
peyenmom —
100
mab/1emok.

UA/11211/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

Bifl yNOBHOBaXXeHOI 0cobMu, BigNoBiga/IbHOT 3a
3[jficHeHHs1 hapMakoHarnsay (BkIryarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI

macTep-aiina cuctemy papmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6M 3aABHUKA, BiANOBIAaIbHOT
3a thapmakoHarnag,.

[itoua pepakuis: Konspa Biktopis BikTopiBHa.
MponoHoBaHa pefakuis: babuka AmMutpo
AHaToniioBNY. 3MiHA KOHTAKTHUX AaHNX

YMOBHOB&XEHOI 0CO6M 3asBHVIKA, BifnoBiganbHOT
3a thapmakoHarnag.

147.

MATHIKYM-
AHTUCTPEC
®

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI No 10
TabneTtok y 6nictepi;
no 6 6nictepiB y
naJui; no 12
TabneTtok y 6nictepi;
no 4 a6o 5 6nictepis
y nauuj

AT

"KNIBCbKWM

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KI/I'I'BCbKI{II/I
BITAMIHH1IN
3ABO4"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:

3miHu | TUny - 3MiH Woao 6e3nekn/edeKTUBHOCTI

Ta (papmakoHarnsgy. BeegeHHs abo 3miHM o

y3arasibHeHUX JaHnX Npo cucTemy
dhapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHnx
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 3a
3[jificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarniagy B YKpaiHi, SKLLO0 BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BignoBifaibHOT 3a
3[jicHeHHs1 hapMakoHarnsay (BkIrYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
mMacTep-aiina cuctemu hapmakoHarnsay) -
3MiHa yNoBHOBaXXeHOI 0CObM 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,

[itoua pepakuis: Konspa Biktopis BikTopiBHa.
MponoHoBaHa pefakuis: babuka AMutpo
AHatonilioBny. 3MiHa KOHTaKTHUX AaHnX

YNOBHOB&XEHOI 0CO6M 3asBHYVIKA, BifnoBiganbHOT
3a (hapmakoHarnag

6e3
peyenma

UA/16534/01/01

148.

MAKMIPOP

TabneTkn, BKPUTI
o60n0Hkoto, no 200
Mr o 10 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHI naywi

Monikem
C.p.n.

ITanis

[Jonnens

PapmaueyTiui C.p.n.

ITanis

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis:
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKuii
3aci6. KoHTposib roToBOro nikapcbKoro 3acoby
(iHwi 3miHK) - nepeknag Tekcty MKA Ha
YKpaiHCbKy MOBY. - 3MiHU | TUNY - 3MiHK WOA0
6e3nekn/edpekTBHOCTI Ta thapmakoHarnagy (iHwi
3MiHK) - 3amiHa po3giny MpadgiyHe 306paKeHHs
ynakoBKW Ha po3ain MapkyBaHHA y MKA N13: -
3aTtBepmxkeHo: 'padiiyHe 0hopMIEHHS YNaKOBKN -
3anponoHoBaHo: MapkyBaHHs 3rigHo i3
3aTBEPMKEHNM TEKCTOM MapKyBaHHS». - 3MiHu ||
TMnYy - 3MiHKU 3 AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOBGHUKA BUXiAHOro/NnpoMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCA Y
BMpo6HUYOMY npoueci ADl, abo 3miHa BUpOGHMKa
(BKIOMaOuK, fie HeObXiAHO, MicLe NPOBeAEHHS

3a
peuyernmom

UA/5045/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KOHTposto sikocTi) A®I (3a BigcyTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepkeHOMy [,0Cbe)(BBEAEHHS
HOBOro BMPOGHMKa AD| 3 HaJaHHAM MacTep-
(paiina Ha A®I) - BBEieHHS1 AO0A4ATKOBOIO
Bupo6HuKa A®| Hidypartentio — CURIA FRANCE
SAS, France/KYPIA ®PAHC CAC, ®paHuis
(3aTBEpAXEHUIA BUPOGHUK - PCAS, ®paHuis).
149. | MEAAKCOH MOPOLLIOK AN Megokemi Kinp BMPOGHMLITBO 3a Kinp/ BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3a He UA/7582/01/01
PO34mnHy Ans nTa NOBHUM LMK/TOM: B’eTHam 3miHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom nionsieae
iH'ekuild, no 1 1 10 Megnokemi Nimiteq, Ta (papmakoHarnsgy. 3miHa y KopoTkili
hakoHiB 3 Kinp; BMpo6HMLTBO XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MOPOLLKOM B roToBOro MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
KapTOHHIlA KopooLi nikapcbKoro 3acoby, 3acTOCyBaHHSA Ha niactasi perynsipHo
nepBuHHE Ta OHOB/IOBAHOrO 3BITY 3 6e3neKn Nikapcbkoro
BTOPWHHE 3acoby, abo gocnigxeHb 3 6e3neky 3acTOCyBaHHs
nakyBaHHs: nikapcbKoro 3acoby B nicspeecTpaviiiHnii nepios,
Mepokemi (Pa lcT) ab0 Sk pe3ynibTat OLiHKM 3BITY 3 AOCNIAKEHb,
Kamnai fliviteg, npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyHmX
B’eTHam pocnigpkeHb (PIP) (3MiHY y3roakeHo 3
KOMMETEHTHUM YNOBHOB&XXEHVM OpPraHoM) - 3MiHK
BHECEHO A0 IHCTPYKUiT 4518 Mean4Horo
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3zainis
"Ocob6nmBocTi 3acTocyBaHHS", "MobiuHI peakwi
BiAMOBIAHO A0 OHOBMEHOI iHChopMaL,i Woao
6e3nekun 3acTocyBaHHA Ajlo4ol pevyoBMHU. TepMiH
BBEEHHS 3MiH NpoTArom 6 micauis nicns
3aTBEPAKEHHSA
150. | MEAAKCOH nopoLUoK AN Mepokemi Kinp BMPOBHULTBO 3a Kinp/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a He UA/7582/01/02
po3unHy AnA nTa NOBHUM LMK/TOM: B’eTHam 3miHu | TUny - 3MiHK Wwoao 6esnekn/edheKTUBHOCTI peyenmom nionsizae
iH'ekuild, no 21 10 Megokemi NimiTepq, Ta dpapmakoHarnsgy. 3miHa y KopoTkil
hNakoHiB 3 Kinp; BUpo6bHMLTBO XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MOPOLLKOM B roTOBOro MapKyBaHHS Ta IHCTPYKUii AN MeAUYHOro

KapTOHHIli KopoobLi

nikapcbKoro 3acoby,
nepBrHHe Ta
BTOPVIHHE
nakyBaHHs:
Mepokemi (da IcT)
Kamnani fliviteg,
B’eTHam

3acTocyBaHHA Ha NigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3MneKu NikapCbKoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B MicspeecTpaviiiHvii nepiog,
abo sK pe3ynbTar OUiHKW 3BiTY 3 LOCNILKEHb,
npoBefeHnX BigNoBIAHO A0 NNaHy negiaTpUyuHMX
pocnigkeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOB&XKEHVNM OpPraHoM) - 3MiHK
BHECEHO A0 IHCTPYKLUiT A8 MeanyHoro
3aCTOCyBaHHS NiKapCcbKoro 3acoby A0 po3ainis
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iYHI peakwii”
BiAMNOBIAHO 4,0 OHOB/EHOT iHChopMaLii Lwoao
6e3nekn 3acTocyBaHHS Ajito40i pevyoBuHU. TepMiH
BBEEHHS 3MiH NMPOTAroM 6 MicALiB nicas
3aTBEPKEHHS
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
151. | MEAUKCUKA | po3uuH NS iH exuin, M.BIOTEK Benvka XENM C.A. Ipeuis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiis: 3a He UA/15703/01/01
M 15 mr/1,5 mn, no 1,5 NIMITEL BpuTaHis 3MiHW | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom niosnsieae
M B amnyri; no 5 Ha3BW NikapcbKoro 3acoby. 3MiHa Ha3su
amnysn y navuj 3 nikapcbkoro 3acoby. 3arsep/xeHo: Menoges.
KapTOHY 3anponoHoBaHo: MeanKcukam
152. | MEAOK/TIAB® | TabneTtku, BKpUTI Megokemi Kinp Megokewmi Nimiteq, Kinp BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/4428/01/02
MN/1iBKOBOIO nTa 3miHu | TMny - 3miHK 3 AkocTi. CepTudikar peyenmom
060/10HKO0, N0 875 BignosigHocTI/TE-cepTudpikat BignosigHocCTi
mr/125 wr; no 7 €Bponeiicbkin thapmakonei/moHorpadii. MogaHHA
Tabnetok y 6nictepi; HOBOro abo OHOBMIEHOroO cepTudiikata
no 2 6nictepn y Bi4NoBIAHOCTI a60 BUyYEHHS cepTudikaTa
KapTOHHIli Kopoobui BIANOBIAHOCTI EBponeiickbkili hapmakonei: ans
A®l; pns BUXigHOroO
marepiany/peareHTy/npoMbKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BigMnoBigHOCTI
€Bponeiicbkil hapmakonei) - OHOBNEHWIA
cepTudikaT Bif, y)xe 3aTBepAXeHOro BUPO6HUKa-
noAaHHA OHOBMIEHOTO cepTudikaTa BifnoBigHOCTI
€Bponelicbkiii hapmakonei Ne R1-CEP 2012-078 -
Rev 02 (3aTBepgxeHo: R1-CEP 2012-078 - Rev
01) ansa gitovoi peyoBmHy Amoxicillin trinydrate Big,
3aTBepxeHoro Bupo6bHrka THE UNITED
LABORATORIES (INNER MONGOLIA) CO., LTD.
153. | MEAOK/IAB® | Tabnetku, BKpUTI Megokemi Kinp Megokemi NimiTeq, Kinp BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/4428/01/01
NAiBKOBOO nTa 3MiHu | TMnNYy - 3MiHK 3 AkocTi. CepTudikat peuyenmom
060n10HkKot0, No 500 BignosigHocTi/l E-cepTudikar BignosigHocTi
Mr/125 wr; no 8 €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
Tabnetok y 6nictepi; HOBOro abo OHOBNEHOrO cepTudikaTa
no 2 6nictepn y Bi4MNOBIAHOCTI ab0 BUIYYEHHS cepTudiikaTa
KapTOHHIli KopoobLi BiANOBIAHOCTI EBponeiickkili hapmakonei: ons
A®l; pns BUXigHOro
marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BMKOPUCTOBYHOTbCS Y BUpOOHULTBI ADI; ans
[0NOMDKHOT peyoBrHU (CepTudpikat BignoBigHOCTI
€Bponeiicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif, y)ke 3aTBepAXeHOro BUPO6HUKa-
nofaHHA OHOB/IEHOro cepTuddikarta BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2012-078 -
Rev 02 (3atBepmkeHo: R1-CEP 2012-078 - Rev
01) ana gitoyoi pevouHn Amoxicillin trihydrate Big
3aTBepxeHoro Bupo6Hrka THE UNITED
LABORATORIES (INNER MONGOLIA) CO., LTD.
154. | MEJTIOKCUKA | TabneTku no 7,5 mr AT YKpaiHa AT "KMIBCbKUIA YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/3921/01/01
M-KB no 10 TabneTtok y "KNIBCbKWM BITAMIHHWA 3MiHu | TMny - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI peuyenmom
6nicTepi; no 1 abo 2 BITAMIHHUIA 3ABO4" Ta chbapmakoHarnsgy. BeegeHHs abo 3miHv oo
6nicTepu y nauui 3ABO4" y3araJlbHeHUX AaHux npo cucrtemy

chapmakoHarnagy (BBeAEeHHs y3arasibHEHNX faHNX
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0co6Mu, BiANOBiJabHOI 3a
3AilicHeHHA (hapMakoHariaay; KOHTaKTHOT 0co6u 3
thapmakoHarnagy 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YKpaiHi, KO0 BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BifNoBifasIbHOI 3a
3[jicHeHHs hapMakoHarisay (BKIYakum
KOHTaKTHi AaHi) Ta/abo 3MiHU Y PO3MiLLEHHI
macTep-haiina cuctemu chapmakoHarnsgy) -
3MiHa ynoBHOBaXKEHOi 0CO6U 3asBHUKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsg.

[itoya pepakuis: Konsga Biktopis BikTopisHa. -
MponoHoBaHa pepakuis: babuka AmnTpo
AHaTONINoBNY. - 3MiHA KOHTaKTHUX AaHuX

YNOBHOBaXeHOT 0cobM 3as1BHMKA, BiAMNoBigas1bHOT
3a thapmakoHarnag.

155.

ME/TOKCUKA
M-KB

Tabnetku no 15 mr
no 10 TabneTtok y
6nicTepi; no 1 abo 2
6nictepu y nauui

AT
"KNIBCKWN
BITAMIHHW/IA

3ABOA"

YKpaiHa

AT "KUNIBCbKU

BITAMIHHUN
3ABOJ"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHNX faHnx nNpo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHVX faHux
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAabHOI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KL BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobwu, BiANoBifa/IbHOT 3a
3[jicHeHHs hapMakoHariaay (BKIYakum
KOHTaKTHi fjaHi) Ta/abo 3MiHW Yy PO3MILLLEHHI
macTep-alina cuctemu hapmakoHarnsgy) -
3MiHa ynoBHOBaXKEHOi 0CO6U 3asBHUKA,
BiANoBiAa/IbHOT 32 hapmMakoHarnsg.

[itoua pepakuis: Konsga Biktopis BikTopisHa. -
MponoHoBaHa pepakuis: babuka AmnTpo
AHaTONIKoBNY. - 3MiHA KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6M 3asBHVKa, BifnoBiganbHOT
3a thapmakoHarnag.

3a
peyenmom

UA/3921/01/02

156.

MEMBPAN

TabneTku, BKPUTI
N/1iBKOBOIO
o6onoHkoto, 10 mr;
no 10 TabneTtok y
6nictepi; no 3 abo 6
6nicTepiB y navui

AT
"KNIBCKWN
BITAMIHHW

3ABOA"

YKpaiHa

AT "KUIBCbKU

BITAMIHHUN
3ABOJ"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3miHu | TUny - 3MiHK Wwoao 6esnekn/edheKTUBHOCTI
Ta dhapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHNX faHnxX nNpo cucTemy
thapmakoHarnagy (BBeAeHHS y3arasibHeHVX faHux
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnagy B YkpaiHi, KL BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBiganbHOI 3a

3a
peyenmom

UA/14982/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3[jicHeHHs hapMakoHarisay (BKIYakum
KOHTaKTHi AaHi) Ta/abo 3MiHU Y PO3MiLLEHHI
macTep-chaiina cuctemu chapmakoHarnsgy). 3miHa
YMOBHOB&XEHOI 0CO6M 3asBHVIKA, BifnoBiganbHOT
3a thapmakoHarnag.
[itoya pepakuis: Konsga Biktopis BikTopisHa.
MponoHoBaHa pepakuis: babuka AMnTpo
AHaToniioBMY. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXeHOT 0cobM 3as1BHMKA, BiAMnoBigas1bHOT
3a thapmakoHarnag.
157. | MEPDKEH® TabneTku, BKPUTI AT YkpaiHa KOHTpO/b cepii Ta YkpaiHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/19919/01/01
nAiBKOBOO "KNIBCbKM Bunyck cepii: AT IcnaHis 3MiHun | TMNy - 3MiHK Wo[0 6e3nekn/etPeKkTUBHOCTI peyernmom
o060n0oHkoto, no 3 BITAMIHHWIA "KNIBCbKUIN Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
mr/0,03 mr, no 21 3ABO" BITAMIHHW y3arasibHeHux gaHux npo cucremy
Tabnetyi y bnictepi, 3ABO/[", YkpaiHa,; hapMakoHarnsgy (BBeAEHHS y3araslbHEHNX faHNX
no 1 6nictepy pasom BVPOGHMLTBO npo cucteMy thapmakoHarnsay, 3amMiHa
3 KAPTOHHUM Hepo3dacoBaHoT YNOBHOB&XEHOT 0co6MU, BiANOBiJaIbHOI 3a
dyTnspom gns npoayKuii, nepBuHHa 3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
36epiraHHs 6nictepa Ta BTOpPVHHA thapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
y nauuj ynakoBKa, KOHTPO/1b thapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHA
cepii Ta BUMNYCK Bifl yNOBHOBaXXeHOI 0cobMu, BiANoBifa/IbHOT 3a
cepii: Cingea 3[jicHeHHs hapMakoHarisay (BKIYakum
dapwma, C.J1., KOHTaKTHi faHi) Ta/abo 3MiHW Yy PO3MILLLEHHI
Icnanis MacTep-haina cuctemm hapmakoHarisgy). 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHYVIKA, BifnoBiganbHOT
3a thapmakoHarnag.
[Litova pepakuisn: Konaga Biktopia BiktopiBHa.
MponoHoBaHa pepakuis: babuka mnTpo
AHaToniioBNY. 3MiHa KOHTaKTHUX AaHNX
YNOBHOB&XEHOI 0CO6Y 3asBHVKa, BifnoBiganbHOT
3a thapmakoHarnag.
158. | META®OPA® | TabneTku, BKpUTI AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/18164/01/01
NAiBKOBOO "KNIBCbKWM BITAMIHHW 3MiHn | TMny - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI peyernmom
060/10HKO10, N0 500 BITAMIHHW 3ABOL4" Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
Mr o 10 TabneTok y 3ABO" y3arasibHeHux gaHux npo cucrtemy

6nictepi no 3
6nicTepy B navuj, no
10 TabneTok y
6nictepi no 6
6nicTepiB y navui

thapmakoHarnagy (BBeAeHHS y3araslbHeHX aHux
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
3fificHeHHs chapmakoHarnsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHa
Bifi yNOBHOBaXXeHOI 0cobMu, BiANoBifaibHOT 3a
3[jicHeHHs1 hapMakoHarsay (BkIYarum
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTep-harina cuctemm hapmakoHarisgy) 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHYIKA, BifgnoBiganbHOT
3a hapmakoHarnag,.
[itova pepakuisn: Konaga BikTopis BikTopiBHa.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MponoHoBaHa pepakuis: babuka AmnTpo
AHaToniioBNY. 3MiHa KOHTaKTHUX AaHNX
YNOBHOBaXeHOT 0cobM 3asBHMKA, BifMnoBigas1bHOT
3a thapmakoHarnag.
159. | META®OPA® | TabneTku, BKpUTI AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/18164/01/02
NAiBKOBOO "KNIBCbKM BITAMIHHW 3MiHun | TMny - 3MiHK Woa0 6e3nekn/edPeKkTUBHOCTI peyernmom
060/10HKO0, Mo 850 BITAMIHHUIA 3ABO4" Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
Mr o 10 TabneTok y 3ABO" y3arasibHeHux gaHux npo cucrtemy
6nictepi no 3 thapmakoHarnagy (BBefAeHHs y3araslbHeHVX faHux
6nicTepy B navuj, no npo cucteMy thapmakoHarnsay, 3mMiHa
10 TabneTok y YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
6nicTepi no 6 3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
6nicTepiB y navui thapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BiANoBifa/IbHOT 3a
3[jicHeHHs hapMakoHarisay (BKIYakum
KOHTaKTHi fjaHi) Ta/abo 3MiHW Yy PO3MILLLEHHI
mMacTep-harina cuctemm hapmakoHarisgy) 3miHa
YMOBHOB&XEHOI 0CO6M 3asBHYIKA, BifnoBiganbHOT
3a thapmakoHarnag.
[Litova pepakuisn: Konaga Biktopia BiktopiBHa.
MponoHoBaHa pepakuis: babuka mnTpo
AHaToniioBnY. 3MiHa KOHTaKTHUX AaHNX
YNOBHOB&XEHOI 0CO6M 3asBHVKa, BiAnoBiganbHOT
3a thapmakoHarnag.
160. | META®OPA® | TabneTku, BKpUTI AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/18164/01/03
NAiBKOBOO "KNIBCbKWM BITAMIHHW 3MiHn | TMRY - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI peyernmom
060/10HKOI0, 1o 1000 | BITAMIHHUW 3ABOL4" Ta chbapmakoHarnsgy. BeegeHHs abo 3miHv o
Mr o 10 TabneTok y 3ABO" y3arasibHeHux gaHux nNpo cuctemy
6nictepi no 3 thapmakoHarnagy (BBeAeHHS y3araslbHeHVX faHux
6nicTepy B navuj, no npo cuctemy hapmakoHarnsgy, smiHa
10 TabneTok y YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
6nicTepi no 6 3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
6nicTepiB y navui thapmakoHarnsgy 3asiBHUKa An5 34iCHEHHS
hapmakoHarnagy B YkpaiHi, KL BOHa BigMiHHA
Bifi yNOBHOBaXXeHOI 0cobMu, BiANoBifaIbHOT 3a
3[jicHeHHs1 hapMakoHarsay (BkIYarum
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTep-harina cuctemm hapmakoHarisgy) 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHYIKA, BifnoBiganbHOT
3a thapmakoHarnag.
[Litouva pepakuisn: Konaga Biktopia BiktopiBHa.
MponoHoBaHa pegakuis: babuka mnTpo
AHaToniioBMY. 3MiHa KOHTaKTHUX AaHNX
YNOBHOB&XEHOI 0C06M 3asBHVKa, BifnoBiganbHOT
3a thapmakoHarnag.
161. | META®OPA® | Tabnetku, AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/18616/01/01
-SR NPOJIOHIOBaHOI Aji, "KNIBCbKUM BITAMIHHWU 3MiHu | TMny - 3MiHK Woao 6e3nekn/edpeKTMBHOCTI peyenmom
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Ymosu

Peknamys

Homep

n/n

Hassa
JliKapcbK0O20

dopma sunycKy
(nikapcbka ¢hopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Bionycky

aHHsA

peecmpayitiHo2o

nocsi0OYeHHs

3acoby

ynakoska)

no 1000 wr; no 10
Tabnetok y 6nictepi,
no 3 a6o 6 6nictepis
y nauui

BITAMIHHN
3ABOL"

3ABOL"

Ta chbapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHNX JaHnx npo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHnx
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiJabHOI 3a
3AilicHeHHA (hapMakoHarsay; KOHTaKTHOT 0co6u 3
thapmakoHarnagy 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KL BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BifNoBifasIbHOT 3a
3[jicHeHHs hapMakoHarisay (BKIYakum
KOHTaKTHi AaHi) Ta/abo 3MiHU Y PO3MiLLEHHI
macTep-haiina cuctemu chapmakoHarnsgy) -
3MiHa ynoBHOBaXKEHOi 0CO6U 3asBHUKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. Aivova
pepakuis: Konsga Biktopis BikTopisHa.
MponoHoBaHa pepakuis: babuka AmnTpo
AHaTONIK0BNY.3MiHA KOHTAKTHUX AaHUX
YNOBHOBaXeHOT 0cobM 3asBHMKA, BiAMNoBigas1bHOT
3a (hapmakoHarnag

UA/9609/01/01

162.

METOTPEKC
AT-TEBA

PO3YMH ANS iH'EKLiA,
25 mr/ma, no 2 mny
thnakoHi; no 1

hnakoHy B KOPO6L

TOB «TeBa
YkpaiHa»

YKpaiHa

BMPOBHULTBO 3a
NOBHUM LKOM:
dapmaxewmi b.B.,

HigepnaHgu;

KOHTpONb cepii:
MAIBA XpBartcka
[.0.0., Xopsaris

HigepnaHan
/ Xopsaris

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI
Ta dpapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii AN MeAUYHOro
3aCcToCyBaHHSA Ha MigcTasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3MneKu NikapCbKoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B MicspeecTpaviiiHvi nepiog,
abo sk pe3ynbTar OUiHKM 3BITY 3 LOC/NIKEHD,
npoBefeHnX BigNoBIAHO 40 NNaHy negiaTpuyuHmX
pocnigpxeHs (PIP) (iHwi 3MiHM) - 3MiHM BHECeHo fo
IHCTPYKLUIT A8 MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby o posginis "Bsaemogis 3
HLWIMMKW NikapcbKMKU 3aco6amMu Ta iHLWi BUam
B3aemogiit”, "Ocob6MBOCTi 3aCTOCyBaHHA" LLL0A0
6e3nekn 3acTocyBaHHS Ajilo40i peqyoBuHU. TepmiH
BBEJEHHS 3MiH NpoTArom 6 micauis nicns
3aTBEPAKEHHSA

3a
peyenmom

He
nidnsieae

UA/0818/01/02

163.

METOTPEKC
AT-TEBA

PO3YMH ANS iH'EKi,
100 mr/mn, no 10 mn
y thnakoHi; no 1
chnakoHy B KOPOOL

TOB «TeBa
YkpaiHa»

YkpaiHa

BMPOGHMLITBO 3a
MOBHUM LIK/IOM:
$apmaxewmi b.B.,

HigepnaHgu;
KOHTPO/b cepii:

MIBA XpBatcka

[.0.0., XopsarTis

Higepnangn
| XopBartis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHn | TUnYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLiT 415 MeANYHOro
3acToCyBaHHS Ha NigcTaBi perynspHo
OHOB/IOBAHOrO 3BITY 3 6e3NeKn Nikapcbkoro
3acoby, abo focnifxeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicispeecTpaviiiHnii nepios,

ab0 Sk pe3ysibTat OLiHKM 3BiTY 3 AOCNIMKEHb,

3a
peuyenmom

He
nionsieae
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

npoBefeHnX BigNOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnipkeHs (PIP) (iHWi 3MiHK) - 3MiHWM BHECEHO A0
IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3ginis "B3aemogis 3
HLWIMMKW NikapcbKMKU 3aco6amMu Ta iHLWi BUuam
B3aemogiit”, "Oco6MBOCTI 3aCTOCYyBaHHA" LLOA0
6e3nekn 3acToCyBaHHA [il040T PEYOBUHN.
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micAuis nicns
3aTBEPKEHHS.

164.

METPOHIAA3
on

PO34unH ANs iHQy3il
5 mr/mn, no 100 mn
y NAsiWKax CKNSHUX
abo nonimepHux

TOB "tOpis-
dapm”

Ykpaina

TOB "tOpis-®apm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis:
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOoTOBMIA NikapCbkuii
3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acooby.
3MiHa y MeTofax BUNPobyBaHHA rOTOBOrO
nikapcbkoro 3acoby (iHwWi 3MiHM y MeTogax
BMNpo6yBaHb (BK/OYaouM 3amiHy abo
[OMNoBHEHHS)) - CynyTHSA 3MiHa - 3MiHU 3 SKOCTi.
[oTOBWIA NikapcbkuMii 3aci6. KOHTposib roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo foNycTUMNX MEX rOTOBOrO
niKapcbKoro 3acoby (iHLi 3MiHKW) - 3MiHU B
cneuudikaLii Ta MeToaj KOHTponto skocTi 13 3a
NOKa3HNKOM «KiflbKicHe BU3HAUYEHHs». 3rigHO
HacTtaHoBu 75/318/EEC sk npu BUMNYCKY Tak i
NpOTAroM TepMiHy 36epiraHHs BMICT
MeTpoHiAa3osny 6yae HOpMyBaTUCS Ha PiBHI £ 5%
Bif, HOMiHa/IbHOrO 3HaYeHHs. 3MiHa onucy
MEeTOAVKM 3 ypaxyBaHHAM nigxogis Ph.Eur. ans
iHAMBIAYannbHNX MoHOrpadii. leTanizoBaHo
nepenik ctaHAapTHUX 3paskiB, ki MOXYTb
BMKOPWUCTOBYBATMCS /151 NPOBEAEHHS
BMNPOGYBaHHA. 3MiHM | TUMY - 3MiHK 3 SKOCTI.
[oTOBWIA NikapcbkuMii 3aci6. KOHTpoib roToBOro
nikapcbKoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHA rOTOBOrO MiKapCbKOro 3acoby (iHwWi
3MiHM Y MeToAax BUNpobyBaHb (BK/IHOYaoUn
3amiHy ab0 A0NOBHEHHS)) - CynyTHA 3MiHa - 3MiHK
3 AKocTi. FoToBMIA Nnikapcbknii 3aci6. KoHTponb
roToBOro NikapcbKoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo fonycTMMUX MEX rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHW) - BHECEHHS 3MiHU
B crieuudikaLito Ta MeTo KOHTPOo SKocTi 13
3a NoKa3HUKOM «CynpoBigHi AOMILLKW». 3MiHW |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKunii 3acib.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOrO NiKapCbKOro
3ac006y (iHWi 3MiHM y MeTofax BUNpobyBaHb
(BKTHOYAtOUM 3aMiHy ab0 [ONOBHEHHS)) - CynyTHsA
3MiHa - 3MiHW 3 AKOCTI. FOTOBWMIA SliKaPCbKMiA 3aci6.

3a
peyenmom

He
nionsieae

UA/4860/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KOHTpOsb roToBOro fikapcbkoro 3acoby. 3miHa

napameTpiB cneuudikauii Ta/abo AonycTUMmX
MEX roTOBOrO NiKapCbKoro 3acoby (iHLUi 3MiHK) -
He3HauHi 3MiHM B cneuudikauii Ta MeTogi
KOHTPO/IH0 AKOCTi 13 32 NOKa3HUKOM «MexaHiuyHi
BK/IIOYEHHS». MeToANKY akTyani3oBaHo i
npuBeaeHo A0 YMHHUX BuMor Ph.Eur.2.9.19,
meTog 1ta Ph.Eur.2.9.20. 3miHu | TUnNY - 3MiHK 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS rOTOBOrO NikapCbKoro 3acoby (iHLwi
3MiHM Yy MeTogax BUNpobyBaHb (BKIH0HAKOUM
3amiHy ab0 AOMNOBHEHHS)) - CynyTHSA 3MiHa - 3MiHK
3 AKoCTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKapCcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonycTMMNX MEX rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHW) - He3HaYHI 3MiHK
B cneuudikauii Ta MeToAi KOHTposto skocTi N3 3a
nokasHukom «CTyniHb 3a6apBneHHs». Kputepiii
NPUAHATHOCTI AONOBHEHWI i3 BpaxyBaHHAM
iHchopmawii, HaBeAeHOT AN1s BUNPOGYBaHHS OnNucy.
3MiHa nocunaHHsa Ha MeTog,. 3miHu | Trny - 3MiHKn
3 AKoCTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby (iHwwi
3MiHW Y MeToAax BUNpo6yBaHb (BKIOUA0UM
3amiHy ab0o A0NOBHEHHS)) - CynyTHA 3MiHa - 3MiHK
3 AKocTi. FoToBMIA Nikapcbknii 3aci6. KoHTponb
roTOBOrO JliKapcbKoro 3acoby. 3MiHa napameTpis
cneumdikauii Ta/abo JONYCTUMUX MEX FOTOBOTO
nNiKapcbKoro 3acoby (iHWi 3MiHN) - 3MiHK B
cneuudikauii Ta MeToaax KOHTPOJIO SAKOCTI 3a
nokKasHUKoM «laeHTudikauis». lgeHTndikadis A
(Ph.Eur.2.2.25) — npo6onigrotoBka Ta yMoBM
npoBefeHHs BUNPOBYBaHHA He 3MIHUAKCS. SMiHN
[10 onucy MeTOAVKM Ta KpUTEPITB NPUAHATHOCTI i3
BpaxyBaHHAM nigxogis Ph.Eur. laeHTudikauis B
(Ph.Eur.2.2.2) — 3MiHa MeTOAMKH, IO
NPOBOANTLCA B YMOBaX BU3HAUYEHHS CYNpPOBIAHUX
OOMILIOK. 3MiHW | Tuny - 3MiHK 3 sikocTi. [oToBWIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npoLeci BUPOOHULITBA FOTOBOTO NiKapCbKOro
3ac006y, BK/1I0YAKYM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCSA MPU BUPOGHULTBI FOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOBHULITBA) - 3MiHW Y BUPOBHNYOMY MpoLECi
0N aganTauii TeXHOMOrYHOro npoLiecy Ao

061aHaHHSA HOBOI AifIbHULI, a8 caMe BUugaseHo
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
cTagito «O6TUCHEHHS NAALLOK». 3MiHW | Tumy -

3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HULITBA
roTOBOrO /liKapCbKOro 3acoby, BKIOYaun
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOGHULITBI FOTOBOrO NiKApCLKOro 3acoby
(He3HayHa 3miHa y npoueci BUpOGHULTBA) - 3MiHN
y BUPOBHMYOMY npoueci Ansa agantauii
TEeXHOJI0rMYHOro npouecy Ao 06nagHaHHA HOBOI
OinbHULI, a came Ha cTagil «HanoBHeHHs Ta
3aKyMnopHOBaHHS N/ALLOK» 3AICHI0ETLCSA 3a
gonomoroto TexHosorii BFS
(BrayBaHHs/HaNOBHEHHS/3analoBaHHs). 3MiHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHN Yy BUPOGHULTBI. 3MiHK Y NpoLeci
BMPO6GHMLITBA FOTOBOTO /iKapCbKOro 3acoby,
BK/THOHAI0UN NPOMIKHWIA NPOAYKT, LU0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHULITBA) - 3MiHA Y BUPOBHNYOMY MPOLECI
4ns Ha cTagil «MutTsa NNAWokK». BuxigHnm
mMarepiasiom 4719 BUTOTOB/IEHHA MIALLOK
noniMepPHUX Ha HOBIli AiNbHULI CNYXUTb
noninponineH. FpaHynb0BaHWi NONIETUNEH 3
6GyHKepa NoJAaeTbCs Ha MaLLUHY iHXeKLinHOT
BWMNNABKYW, HArpPiBaETbCA, PO3NAAaBNSAETLCA, MiCNA
yoro thopmyeTbesa npedpopma. CchopmoBaHi
npedopmn OXONOMKYIOTLCA Ta HAAXOAATb Ha
MalUVHYy BUAYBY NAALIOK MOAIMEPHUX. 3MiHK | Tuny
- 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHn
Yy BUPOGHULTBI. 3MiHM y Mpoueci BUpo6bHULTBa
roTOBOrO fliKapcbKoro 3acoby, BKIoYaun
NPOMIKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOGHWLTBI FOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3miHa y NpoLeci BUPOGHMLTBA) - 3MiHa
y BUPOGHMYOMY npoueci 418 AOAATKOBOI AiNbHUL
Ha cTagii «[MpuroTyBaHHs po3unHy», a came
3aBaHTaXEHHS! BUXILHOT CUPOBVHW 34iICHIOETLCA
3a gonomoroto Tpubnengepa. Habip BAI
3[IHIOETLCA LNSXOM TEH30METPUYHOIO
3BaXyBaHHA. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTposib rOTOBOrO
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonycTMMNX MEX rOTOBOrO
niKkapcbKoro 3acoby (BUyYeHHSI HE3HAYHOro
nokasHuka (Hanpvkiag 3acTapifnoro NokasHuka,
TaKoro §ik 3anax Ta cMak, abo igeHTudpikauis

6apBHUKIB Y CMaKoBMX A06aBOK)) - CynyTHsA
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

3MiHa - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbknii 3acib.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeToJax BUNPObyBaHHA roTOBOrO NiKapCbKOro
3aco06y (iHLWi 3MiHK) - BUTYYEHHS NOKa3HuKa
crneundikauii «KinbkicHe BU3HaYeHHS HaTpilo
xnopugy» 3 BignoBiAHNM METOLOM BUMPOGYBaHHS,
OCKi/TbKM Y BiANOBIAHOCTI A0 HacTaHoBM
75/318/EEC y cneuundikauito 113 Hemae
HeOoO6XiAHOCTI BKOYATU Ki/IbKiCHE BU3HAYEHHS
Takux AOMOMIKHUX PEYOBUH SIK OCMOTWUYHWIA areHT.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBUIA NikapCbKuii
3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acooby.
3miHa napameTpiB cneuudikauin Ta/abo
[OMYyCTUMUX MEX rOTOBOTrO NiKapCbKoro 3acoby
(BUNYyYEHHA HE3HAYHOro NokasHuka (Hanpuknag
3aCTapifioro NoKasHvKa, Takoro sk 3anax Ta cMak,
abo igeHTUikaLis 6apBHUKIB Y/ CMaKOBUX
[06aB0K)) - CynyTHSA 3MiHa - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHW) - BUTYYEHHS NokKasHuka cneuudikawii
«lpeHTudpikauis HaTpito Ta X10puaiB» 3
BiANOBIAHUM METOA0M BUNPOBYBaHHS, OCKi/TbKU
BignosigHo HactaHosu 75/318/EEC B
crneuundikavito 13 3a HeobXigHOCTI BApTO
BK/IOYATM ifeHTUIKALIO TUX AONOMDKHUX
PEYOBUH, 5iKi BAKOPUCTOBYHOTLCS 5IK KOHCEPBAHTU,
aHTMoKcMAaaHT abo 6apBHUKKU. HaTpito xnopug,
BMKOHYE (DYHKL|i0 OCMOTUYHOrO areHTa, ToMy oro
ineHTudbikauis He € 060B'A3KOBUM. 3MiHN | TUNy -
3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCSI BUMYCKY Cepii Ta KOHTPO/IO AKOCTI
roTOBOrO JlikapCbKOro 3acoby (3amiHa abo
[oAaBaHHA AinbHUL, Ha AKIA 34iIMCHI0ETLCS
KOHTPO/b/BMNPOBYBaHHSA cepil) -
BBeJEHHS f0AaTKoBoI AinbHuLi, TOB «tOpisi-
dapm» YkpaiHa, 18030, Yepkacbka 06/1., M.
Yepkacw, By/1. YurnpmHebka, 6yauHok 21/11,
BiANOBIA&/IbHOT 38 KOHTPO/b cepii [13. 3MiHun |
TUNYy - 3MiHK 3 IKOCTi. TOTOBWIA Nnikapcbkuii 3acio.
3MiHN Yy BUPO6HMLTBI. 3amiHa ab0 BBEAEHHS
[04aTKOBOI Ai/TbHUL BUPOBHULTBA [/151 YACTUHN
a60 BCbOro BUPOGHMYOro npoLecy rotoBoro
nikapcbkoro 3acoby (AinbHULSA, Ha SKil
NpoBOAATLCA 6YAb-5Ki BUPOGHMYI cTagil, 3a
BVHSITKOM BUMNYCKY Cepil, KOHTPO/IK0 SKOCTI Ta
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BTOPUHHOTO NaKyBaHHSA 41151 CTEPUSTBHUX

n, 4000 n, 12000 n. 3miHn | TMNY - 3MiHK 3 SIKOCTI.

NiKapcbKuNx 3aco6iB (BKIOUAKUN BUPOOGSIEHI
acenTUYHYM METOLOM), KPIM Nikapcbknx 3acobis
6i0/10rYHOro/iIMyHO/TOFYHOTO MOXOMKEHHS) -
BBe/leHHs AinbHuLi TOB «tOpisa-®apm», YkpaiHa
3a agpecoro M. Yepkacu, Byn. YurmpmHebka 21/11
Ha Skl NpoBOAMTLCS BUPO6HMLTBO «in bulk» 3
NepPBUHHMM NaKyBaHHAM Yy NAsLIKax 3
noninponisnieHy no 100 ma. 3miHu | Tuny - 3MiHKn 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapcbKoro 3acoby. 3MiHa napameTpis
cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOTO
nikapcbKoro 3acoby (40NOBHEHHS crieumdikaw,i
HOBWM MOKa3HMKOM 3 BiAMOBiAHNM METOAO0M
BMNPO6YBaHHSA) - CynyTHA 3MiHa
- 3MiHu 3 AKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa y
MeToJax BUNPObyBaHHA roTOBOrO NiKapCbKOro
3ac006y (iHWi 3MiHK) - AOAABaHHSA MOKa3HMKa
cneumaikauii «OCMONANBHICTb» 3 BiANOBIAHUM
MeTO0M BUMPOBYBaHHSA 3 HOPMYyBaHHAM Big, 230
MocMonb/Kr Ao 281 mocmonb/kr (Ph.Eur.2.2.35).
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBMIA NiKapCbKuii
3aci6. 3mMiHM y BUpoOHULTBI. 3MiHa po3mipy cepii
(BrNtOYAOUM gianasoH po3mipy cepii) roToBOro
nikapcbkoro 3acoby (36inbeHHs fo 10 pasis
NOPIBHAHO i3 3aTBEPAXEHUM PO3MIPOM) -
BBE/EHHS1 HOBOTO 06'eMy cepii /13 y 3B'A3Ky 3
BBEAEHHSM 404AaTKOBOI AifIbHUL BUPOOHMLTBA.
[itoya pepakuis: nnswka cknaHa: 900 n, 3000 A,
4000 n. MNponoHoBaHa peAakLisi: MsWwKa CKsHa:
900 n, 3000 n, 4000 n; nnswka nonimepHa: 1000

[oTOBMIA NiKapcbkuii 3aci6. 3MiHW y BUPOOHNLTBI.
3MiHM y npoueci BUPOBHULITBA TOTOBOIO
NiKapcbKoro 3acoby, BKAOUAKUM NPOMIKHUIA
NPOAYKT, WO 3aCTOCOBYETLCA NPU BUPOOHNLTBI
roTOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y

npoteci BUPO6HMLITBA) - 3MiHa TepPMiHY 36epiraHHs
NPOMDKHOI NPOAYKLIT - Yacy nepebyBaHHS PO34YNHY
B peakTopi 3 MOMEHTY 3aBaHTaXEHHS CPOBUHU Ta
yacy 36epiraHHa NPoMiXHOT NpoAyKLii Bif cTagi
«®inbTpavii Ta HanoBHEHHS» A0 cTagii
«CTepunizauii po3unHy». 3MiHu |l Tuny - 3miHn 3
AKoCTi. FOTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBanbHWii 3aci6. 3MiHa y
NepBUHHI yNakoBL,i rOTOBOrO JlikapcbKoro 3acoby

(Tvin KOHTelHepa abo AoaBaHHS HOBOTO
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOHTeliHepa) - CTepwnbHi Nikapcbki 3acobu Ta
nikapcbki 3acobu 6ion10rivHoro/iMyHoN0r4YHOro
NOXOKEHHS - [lOflaBaHHS YMaKoBKW B KOHTEHepi
nonimepHomy no 100 mn y 3B'A3Ky 3 BBEAEHHAM
HOBOI AiNbHWLi. 3MiHW BHECEHO B iIHCTPYKLitO AN
MeZAMNYHOro 3aCTOCYBaHHSA NiKapCbKoro 3acoby
(po3ain "YnakoBka"), B KOPOTKY XapaKTepucTuky
nikapcbKoro 3acoby (po3gain 6.5 Tun Ta BMICT
NepBUHHOT YNakoBKK) Y 3B'A3KY 3 BBEAEHHAM
[opartkoBoi ynakoBku (Mo 100 mn 'y nasiikax
noniMepHUX) Ta K HacifoK - 3aTBEPYKEHHS
TEKCTY MapKyBaHHS [04aTKOBOI YNakoBKu
NiKapcbKoro 3acooby.

165.

MIKO®DIH®

Tabnetkv no 250 mr,
no 4 Tabnetkn y
6nicTepi; no 1
6nictepy y
KapTOHHI ynakosLy;
no 14 tabnetok y
6nictepi; no 1 a6o 2
6nictepn y
KapTOHHI ynakoBsL,i

HOBE/ INAY
CAHAI BE
TIIXKAPET
ALl

TypeyyuH
a

HOBEJ1 INAY
CAHAI BE
TIOXAPET A.LL.

TypeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI
Ta thapmakoHarnagy. 3MiHU y KOpoTKiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii AN MeAUYHOro
3aCTOCYBaHHS TeHepUYHNX/TIBPMAHMX/6ioNoAIGHNX
nikapcbkunx 3acobiB nic/is BHECEHHSA TiEl camol
3MiHM Ha pedhepeHTHMIA npenapart (3MiHa He
noTpebye HafiaHHA XOAHWX HOBUX AOAATKOBUX
AaHunx) 3MiHW BHECEHO A0 IHCTPYKLT Ans
MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
po3ginu "dapmMakosoriyHi BNacTuBoCTi",
"MpoTunokasaHHA", "B3aemogis 3 iHWMK
nikapcbkrMun 3acobamu Ta iHLWi BUan B3aeMogin',
"Oco6nMBOCTI 3aCTOCyBaHHSA", "3acToCcyBaHHs y
nepiog BariTHoOCTi abo rofyBaHHs rpyaar”,
"34aTHICTb BNAMBATY Ha LWBUAKICTb peakLii npu
KepyBaHHi aBTOTpaHCMopToM abo iHWMMK
MexaHizmamu”, "Cnoci6 3acTocyBaHHs Ta 4o3un",
"Mo6iuHi peakwyi" 3rigHO 3 iHhopMmaLjelo Woa0
MeAMYHOro 3acTOCyBaHHS pethepeHTHOro
nikapcbKoro 3acoby (Jlamisun, Tabnetku no 250
Mr). BBegeHHs 3MiH npoTsarom 6-Tv micsuiB nicns
3aTBEPAKEHHSA

6e3
peyenma

He
nidnsieae

UA/5305/01/01

166.

MIPA3EN

TabneTku, BKPUTI
N/1iBKOBOIO
060/10HKOI0, No 15
Mr o 10 TabneTok y
6nictepi, no 3
6nictepu B
KapTOHHIli KopoobLi

Mikpo /labc
Nimiten

IHais

Mikpo Na6c Nimiteq

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3miHu | TUny - 3MiHK Wwoao 6esnekn/edheKTUBHOCTI
Ta dpapmakoHarnsgy. 3miHa y KopoTkil
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii AN MeAUYHOro
3acTOCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3neKu NikapCbKoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B MicspeecTpaviiiHvii nepiog,
abo sK pe3ynbTar OUiHKW 3BiTY 3 LOCNILKEHb,
npoBefieHnX BignoBiAHO A0 NAaHy negiaTpUyHMX

3a
peyenmom

He
nionsieae

UA/5310/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
pocnigxeHb (PIP) (3MiHy y3romxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom) - 3MiHu
BHECEHO A0 IHCTPYKLiT 418 MeanyHoro
3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHSA", "MobiuHi peakwi
Lwoao 6e3neku 3acTocyBaHHS Ail040i pe4OBUHN
BiANOBIAHO A0 pekomeHpauin PRAC. BBegeHHs
3MiH NPOTArom 6-TW MiCALIB NicAa 3aTBepPIKEHHS
167. | MIPA3BEN TabneTkun, BKpUTI Mikpo /la6c IHAiA Mikpo fla6c Nimiteq, IHAisa BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3a He UA/5310/01/02
NNiBKOBOIO Nimiteq 3miHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom nionsieae
060/10HKO10, Mo 30 Ta (papmakoHarnsgy. 3miHa y KopoTkili
mr no 10 TabneTok y XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
6nicTepi, no 3 MapKyBaHHS Ta IHCTPYKU|ii AN MeAUYHOro
6nictepu B 3acTOCyBaHHSA Ha niactasi perynsipHo
KapTOHHIl KopoobLi OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapCbKoro
3acoby, abo gocnigxeHb 3 6e3neky 3acTOCyBaHHs
nikapcbKoro 3acoby B nicspeecTpaviiiHnii nepios,
ab0 Sk pe3ynibTat OLiHKM 3BITY 3 AOCNIAKEHb,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyHmX
pocnigpkeHb (PIP) (3MiHY y3roakeHo 3
KOMMETEHTHUM YNOBHOB&XXEHVM OpPraHoM) - 3MiHK
BHECEHO A0 IHCTPYKUiT 4518 Mean4Horo
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3zainis
"Ocob6nmBocTi 3acTocyBaHHS", "MobiuHI peakwi
o0 6e3neky 3acTOCyBaHHSA Ail040i PEHOBUHU
BiANOBiAHO A0 pekomeHaauin PRAC. BBeaeHHs
3MiH NpOTArom 6-T1 MiCALIB NiCna 3aTBEPAKEHHS
168. | MIPAMEKC® Tabnetku BepiHrep HimeuuunH Brpo6HMLTBO, HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a He UA/3432/02/01
na NPOJIOHTOBaHOI Aji IHrenbxaim a nepBrHHe Ta 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peuyenmom nionsieae
no 0,375 wr, no 10 IHTepHeLLHN BTOPVHHE Ta chapmakoHarnsagy (iHwi 3miHun)
Tabnetok y 6nictepi, M6X nakyBaHHs, 3MiHV BHECEHO B IHCTPYKLiO A/ MeANYHOro
no 3 6nictepu B MapKyBaHHS, 3aCcTOCyBaHHSA NikapcbKoro 3acoby Ao po3zainis
KapTOHHIli KopoobLi KOHTPOb AKOCTI, MokasaHHs" (yTOUHeHHs iHdhopmaLii) , "B3aemogis
BK/IHOYAOYN 3 iHLIMMK NiKapCbkMMK 3acobamu Ta iHLWi BUay

LOCNiMKEHHA
cTabinbHOCTI Ta
BMNYCK Cepil:
BepiHrep
IHrenbxainm dapma
v6X i Ko. KT,
HimeuuunHa;
Brpo6HMLTBO,
KOHTPO/b SIKOCTI,
BK/TIOHAI0UM
[OCNimpKEeHHA
cTabinbHOCTI Ta
BUNYCK cepii
roToBOro

B3aeMogiit" (pefakuiiiHi npasku), "3acTocyBaHHS y
nepiog, BaritTHocTi abo rogyBaHHs rpyaat”
(pemaxuiiiHi npaBky) , "Cnocib 3acTocyBaHHsA Ta
[031" (yTOUHeHHs iHchopmaii). BBeeHHS 3MiH
npoTArom 6 micsuis nicns 3aTBepkeHHs. 3MiHu |1
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMU, KTIHIYHUMU JaHUMN Ta
LaHumn 3 dhapmakoHarnsagy - 3MiHM BHECEHO B
HCTPYKLO 415t MeANYHOrO 3aCTOCYyBaHHS
NiKapcbKoro 3acoby Ao po3ainy "Mobiyvni peakwii'.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
nikapcbKoro 3acoby: BBeaeHHs 3MiH npoTarom 6 micsAuiB nicns
PotteHzopd ®apma 3aTBEPKEHHSA
'm6X, HimeuunHa;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
MapKyBaHHS:
PotteHzopd ®apma
'm6X, HimeyunHa
169. | MIPAMEKC® Tabnetku Bepinrep HimeuunH Brpo6HMUTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3a He UA/3432/02/02
na NPOIOHIOBaHOT Aji IHrenbxaim a nepBrHHe Ta 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenmom niosnsieae
no 0,75 mr, no 10 IHTEepHeLLHN BTOPVHHE Ta chapmakoHarnsagy (iHwi 3miHmn)
Tabnetok y 6nictepi, M6X nakyBaHHs1, 3MiHU BHECEHO B IHCTPYKLi0 415 MeAUYHOT0
no 3 6nictepu B MapKyBaHHs, 3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3zainis
KapTOHHI Kopo6Lyi KOHTPOb AKOCTI, MokasaHHs" (yTOUHeHHs iHchopmaLii) , "B3aemogis
BK/TIOHA0UM 3 iHLIKMK NiKapCbKMMK 3acobamu Ta iHLWi BUan
LOCNiMKEHHA B3aeMogiin" (pefakuiiiHi npasku), "3acTocyBaHHSA Y
cTabinbHOCTI Ta nepiog, BaritTHocTi abo rogyBaHHs rpyaat”
BUMYCK Cepii: (pepaxuiiiHi npasky) , "Cnocib 3acTocyBaHHs Ta
BepiHrep [031" (yTOUHeHHs iHchopmaii). BBeieHHs 3MiH
IHrenbxanm ®apma npoTArom 6 micAuis nicns 3aTBepkeHHs. 3MiHu 11
v6X i Ko. KT, Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta
HimeuuunHa; hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
Bnpo6HuuTBO, MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
KOHTPO/b SIKOCTI, 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMYW AaHUMK 3
BK/IIOHA0UU AKOCTI, AOKNIHIYHUMW, KTIHIYHUMU JaHUMW Ta
[OCNiMHKEHHS AaHumu 3 chapmakoHarnagy - 3MiHM BHECEHO B
cTabinbHOCTI Ta IHCTPYKLi0 4N MeQUYHOro 3acToCcyBaHHS
BWMNYCK cepil nikapcbkoro 3acoby Ao po3ainy "Mob6iyHi peakuii”.
roToBOro BBeaeHHs 3MiH npoTarom 6 micsAuiB nicns
nikapcbKoro 3acoby: 3aTBEPIKEHHS
PotTeHgopt dapma
mM6X, HimeuunHa,;
MepBuHHE Ta
BTOPWHHE
nakyBaHHS,
MapKyBaHHS:
PotteHgopt dapma
'mM6X, HimeuunHa
170. | MIPAMEKC® TabneTtkn BepiHrep HimeuunH BupobHuyTBo, HimeuunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a He UA/3432/02/03
na NPOJIOHTOBaHOT Aji IHrenbxainm a nepBrHHe Ta 3MiHn | TUnYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom niosnsieae
no 1,5 mr, no 10 IHTepHeLwHN BTOPVHHE Ta thapmakoHarnsagy (iHwi 3miHm)
TabneTtok y 6nictepi, 6X nakyBaHHs, 3MiHV BHECEHO B IHCTPYKLitO 4719 MeAMYHOro
no 3 6nictepu B MapKyBaHHs, 3aCTOCyBaHHS NiKapCcbKoro 3acoby A0 po3ainis
KapTOHHI KopobLyi KOHTPO/b SKOCTI, MokaszaHHA" (yTouHeHHs iHdopmadii) , "B3aemogis
BK/IIOHA0UU 3 iHWMMWU SiKapCbKMMK 3acob6amu Ta iHLWi BUAn
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
[OCNimKEHHS B3aeMogiin" (pedakuiiiHi npaskm), "3acTocyBaHHA y
cTabinbHOCTI Ta nepiog, BariTHOCTi abo rogyBaHHs rpyaa”
BUMYCK Cepii: (pepakuiiiHi npasky) , "Cnocib 3acTocyBaHHs Ta
Bepinrep [03n" (YTOUHeHHs iHdhopmadii). BBegeHHs 3MiH
IHrenbxavim ®apma NPOTArom 6 MicsLiB nicna 3atBepakeHHs. 3MiHu |l
m6X i Ko. KI, TMny - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta
HimeyuunHa; thapmakoHarnsagy. 3mMiHn y KOpoTkili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
Brpo6HMLTBO, MapKyBaHHS Ta IHCTPYKUiT AN MefUyYHOro
KOHTPO/Ib SIKOCTI, 3aCTOCyBaHHSA Y 3B’A3KY i3 HOBUMYW AaHUMK 3
BK/IOHA0UN AKOCTI, AOKTIHIYHUMU, KNIHIYHUMWY JaHUMK Ta
[OCNigKEHHA JaHnmu 3 chapmakoHarnsagy - 3miHM BHECEHO B
cTabinbHOCTI Ta IHCTPYKLil0 AN1s MeANYHOro 3aCTOCYyBaHHS
BUNYyCK cepii nikapcbkoro 3acoby A0 po3ainy "MobiuHi peakwii".
roToBOro BeefeHHs 3MiH npoTarom 6 micsAuis nicns
NiKapCcbKoro 3acoby: 3aTBEPAKEHHS
PotteHzopd ®apma
'm6X, HimeuunHa;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
MapKyBaHHS:
PotteHzopd ®apma
'm6X, HimeuunHa
171. | M-M- NopoLUoK ANs Mepk LWapn i Lseiiuapi Bnpo6HWK BakLHM cuwA/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/14950/01/01
PBAKCIMPO® | cycneHsii ans Joym IAEA A in bulk Ta nepsuHHe | Higepnanam 3MiHn | TUny - 3MiHn 3 akocTi. CepTudikaT peyenmom
BAKUUHA iH'eKUi; 1 donakoH 3 eX naxyBaHHs: BignosigHocTi/l E-cepTudikar BignosigHocTi
ansa nopotukom (1 fo3a) Mepk Wapn i Joym €Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
MPO®DINAKT Ta 1 chnakoH 3 NNc, CWA noB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
VKN KOPY, PO34YMHHMKOM (BOAA BTopuHHE BiANOBIAHICTL A0 MoHOrpadii APY abo
ENIAEMIMHO | ans iH’ekuiin) no 0,7 nakyBaHHs, BUMYCK €Bponelicbkoi hapmMakonei, abo iHwoT
ro M1y KapTOHHI cepii BaKunHM Ta HaLjioHanbHOI thapmakonei aepxasu €C (3mMiHa 'y
NAPOTUTY kopobui; 1 donakoH 3 PO3UYUHHNIKA: cneumdikauisix, noB'a3aHa 3i 3miHamu B 4dY, abo
TA nopotukom (1 fo3a) Mepk Wapn i Joym €Bponeiicbkili hapmakonei, abo iHLWi
KPACHYXU Ta 1 nonepegHL0 B.B., HigepnaHamn HauioHasbHIN dhapmakonei gepxasn €C) 3MiHn o
XVBA HamnoBHeHWIA WnpwuL, cneumdikauii Ha CTEPUTbHUIA PO3YUHHKK Y

3 PO3YMHHMKOM
(BOga Ans iH'eKUin)
no 0,7 mn B
KOMNEeKTi 3 ABOMA
rofikamy y KapTOHHI
kopo6ui; 10
hNakoHiB 3
nopotukom Ta 10
ch1akoHiB 3
PO34MHHKKOM (BOAA
Ans iH'ekuiin) no 0,7

donakoHi ANna NpuBeAeHHs Y BigNoBigHICTb 40
OHOB/EHOT MOoHorpacpii 0169 "CTepunbHa Boga
Ans iH'ekuiii" €Bponeiicbkoi thapmakoner.
HesHauHe KoperyBaHHA [0 Ha3BW TecTy
"MeXaHi4Hi BK/THOYEHHA" Ha PO3YMHHKK Y
nonepeAHbL0 HaNOBHEHOMY LUMPUL. Y 3B'A3KY 3
OHOBJIEHHAIM cneLmaikayii Ha PO3UYNHHKK
NPOMOHYIOTLCA peAakLiliiHi npasku 40 Po3ainy
3.2.P.3.3. anA cTepusibHOIo PO3YNHHUKA Y
dhnakoHax An1a BUpo6HMKa Jubilant HollisterStier
LLC (JHS).




137

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
M1 B OKpEMUX TepmiH BBeA,EHHS 3MiH - MPOTArom 6 MicauiB nicns
KapTOHHMX KOPOOKax 3aTBEPAKEHHS.
172. | M-M- MOPOLLIOK AN Mepk Wapn i Lseiuapi Brpo6HWK BakLHn CLUA/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a He UA/14950/01/01
PBAKCIMPO® | cycneHsii ans Joym IOEA a in bulk Ta nepeuHHe | HigepnaHgn | 3minHu | TMny - 3MiHn Wogo 6e3nekn/edekTUBHOCTI peyenmom nionsieae
BAKUUHA iH'ekuUid 1 donakoH 3 6X nakyBaHHs: Ta (hapmakoHarnsagy (iHwi 3miHu) - 3MiHU BHECEHO
ana nopowukom (1 gosa) Mepk Wapn i Joym 00 IHCTPYKUiT NS MeANYHOro 3aCTOCyBaHHS
MNPO®INAKT Ta 1 chnakoH 3 NNC, CWA nikapcbKoro 3acoby A0 po3zinis "®apmakosioriyHi
NKWN KOPY, PO34YMHHMKOM (BOAa BTOpuHHe BNacTMBOCTI", "B3aeMogis 3 iHWMMU NiKapCbKUMM
ENIAEMIMHO | ans iH’ekuiin) no 0,7 nakyBaHHSs, BUMYCK 3acobamu Ta iHwWi BUAY B3aemogiin”, "MobiyHi
ro M1y KapTOHHIi cepil BakUMH/ Ta peakujii”, a came BigpegaroBaHo iHhopmaLiio B
NAPOTUTY Kopobui; 1 hnakoH 3 PO3YMHHYMKA: TeKCTi 3a3HayveHnx po3ainis. TepmiH BBeAEHHSA
TA nopowukom (1 gosa) Mepk Wapn i Joym 3MiH NPOTArOM 6 MICALIB MiCNSA 3aTBEPIKEHHS. -
KPACHYXWN Ta 1 nonepegHbO B.B., HizepnaHngu 3Mminu |l Tuny - 3miHK Wwoao 6e3nekn/edpekTBHOCTI
XNBA HamnoBHeHWIA WnpuL, Ta (hapmakoHarnagy. 3MiH1 y KOpOoTKiii
3 PO3UYNHHUKOM XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTi
(BOZa Ans iHeKLiA) MapKyBaHHS Ta IHCTPYKU|ii AN MeAUYHOro
no 0,7 Mn B 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMW AaHUMU 3
KOMMNEKTi 3 ABOMa AKOCTI, AOKNIHIYHUMW, KTIHIYHUMU JaHUMK Ta
rofikamy y KapTOHHIlA AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO A0
Kopobui; 10 IHCTPYKLUIT A8 MeAMYHOro 3aCTOCYBaHHS
pNakoHiB 3 nikapcbkoro 3acoby go posginis "OcobamBocTi
nopotukom Ta 10 3acTocyBaHHs", "3acTocyBaHHs y nepiog
hNakoHiB 3 BariTHOCTi abo rogysaHHsA rpyaat”, "MobiyHi
PO34MHHMKOM (BOAA peakuji”. - TepMiH BBE4EHHSA 3MiH - MPOTArOM 6
Ans iH'ekujin) no 0,7 MiCALIB NicNs 3aTBEPAKEHHS.
M/ B OKpEMUX
KapTOHHMX KOpPOobkax
173. | MOBEKC® TabneTku, BKpUTI TOB «MoBi YkpaiHa CaBa Xenckea Jita, IHais/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/10205/01/01
AKTVB 060/510HKOt0 Mo 30 Xenc» IHAis; YropwmHa 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peyenmom
abo 60 TabneTok y MegiTton Ta thapmakoHarnagy (iHwi 3mMiHn) BHeceHo 3miHn y
naswwyi; no 1 dapmacbioTikas TeKCT MapKyBaHHA NepBUHHOT (N. 2, n. 5) Ta
NASAWL B KAPTOHHIN nrta., YropwwmHa BTOPWHHOI (. 2, n. 5, n. 15) ynakoBoK Ta 3po6/1eHo
ynakoBLi He3HauHi peAakuiliiHi TpaBkn y TEKCTi MapKyBaHHS
BCiX YNaKoBOK Jlikapcbkoro 3acoby. BeBefieHHs 3MiH
NPOTSArom 6-Tv MiCAILiB NicNs 3aTBEPAKEHHS
174. | MOBEKC® TabneTkn, BKPUTI TOB «MoBi YkpaiHa CaBa Xenckea J/itg, IHgis/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 6e3 UA/9817/01/01
KOM®OPT o6onoHkoto no 30 Xenc» IHais YropwmHa 3MiHn | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peuyenma
TabneTok y nasLw; MegiTton Ta thapmakoHarnagy (iHwi 3mMiHn) BHeceHo 3MiHn y

no 1 naswuyjiy
KapTOHHIA ynakoBLy;
no 60 TabneTok y
nnAswuyi; no 1 aéo no
2 NNALWKA B
KapTOHHIiA ynakoBLy;
no 120 TabneTok y
nnawwyi; no 1
NASLWLI B KAPTOHHIi
ynakoBLi

dapmacbtoTikan
Nnta., YropuwmHa

TEeKCT MapKyBaHHs NepPBMHHOI (N. 2, N. 5) Ta
BTOPUHHOI (N. 2, n. 5, n. 15) ynakoBok Ta 3po61eHO
He3HauHi pefakuiliHi NpaBKy y TEKCTi MapKyBaHHS

yNaKoBOK MiKapCbKoro 3acoby. BBeAeHHs 3MiH

NPOTArom 6-Tv MiCALIB NiCNs 3aTBEPIKEHHS
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
175. | MOBECNA3M | TabneTtku, BKpUTI TOB «MoBi YkpaiHa CaBa Xenckea J1Tg, IHgis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiis: 6e3 UA/10010/01/01
060/10HKO10, M0 10 Xenc» IHAis; YropwmHa 3MiHn | TUny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenma
Tabnetok y 6nictepi; MegiTton Ta hapmakoHarnsagy (iHwi 3miHn) 3miHW BHECEHO B
no 1 a6o 2 6nictepm dapmacbloTikan TEKCT MapKyBaHHS NMEPBUHHOI YNaKkoBK/
Y KapTOHHIi nauui; nrta., YropwwmHa nikapcbKoro 3acoby y n. 2. «KIJIbKICTb 4IKo4ol
no 20 TabneTok y PEYOBUVHW», n. 6. «IHLWE>», BTOPMHHOT yNakoBku
6nicTepi; no 1 B . 2. «KI/IbKICTb AIK0YOI PEUOBUHW», n. 15.
6nictepy B «NA NIKAPCbKX 3ACOBIB, AKI
KapTOHHIA navui MPU3HAYEHI A1 CAMOCTIAHOIO
NIKYBAHHSA — IHPOPMALIIA WOAO
3ACTOCYBAHHSA» Ta BHECEHHA HE3HAYHUX
pefakuiiiHuX NpaBoK Mo TeKCTy. TepMiH BBEAEHHS
3MiH NpOTAroM 6 MicsALiB Nicia 3aTBepAKEHHS
176. | MOTMHUH® TabneTku, BKPUTI TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: - UA/20756/01/02
N/1iBKOBOIO «NNIEA®APM MBT NTA 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKN
o6onoHkoto, no 100 NTO» 3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHNI
mr; in bulk: no 1 3aci6. 3miHa po3Mipy ynakoBKU roTOBOro
Tabnetui y 6nictepi; nikapcbkoro 3acoby (iHLWi 3MiHW) - BBEAEHHS
no 180 6nicTepiB y [04aTKOBMX yMakoBoK y doopmi in bulk, a came: in
KapTOHHIA KopobL; bulk no 1 Ta6neTtui y 6nictepi; no 180 6nicTepis y
no 4 Tabnetkn y KapTOHHI/ Kopob6Li; no 4 Tabnetkn y 6nictepi; no
6nicTepi; no 150 150 6nicTepiB y KapTOHHIA Kopo6Li, 3
6nictepiB y Bi4NOBiAHYMM 3MiHAMM [0 P. «YNakoBka» Ta p.
KapPTOHHI KOpoobLii «MapKyBaHHs».
177. | MOTMHUH® TabneTku, BKpUTI TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: - UA/20756/01/01
NAiBKOBOO «NMEAPAPM MBT NTA 3MiHu | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NikapCbkuii
o060n0Hkoto, no 50 NTO» 3aci6. Cuctema KoHTeliHep/3aKynoptoBaibHUM
Mr; in bulk no 1 3aci6. 3miHa po3mipy ynakoBKy roToBOro
Tabnetui y 6nictepi; nNiKkapcbkoro 3acoby (iHWi 3MiHW) - BBEAEHHSA
no 200 6nicTepiB y [04aTKoBMX ynakoBoK y doopmi in bulk, a came: in
KapTOHHI KopobL; bulk: no 1 Ta6bneTui y 6nictepi; no 200 6nicTepis y
no 4 Tabnetkn y KapTOHHI Kopoo6Li; no 4 Tabnetkn y 6nictepi; no
6nicTepi; no 200 200 6nicTepiB y KapTOHHI kOpo6Lyi
6nicTepiB y
KapTOHHIli KopoobLi
178. | MOKCUKYM TabneTkn, BKPUTI TOB «YOPN[, YkpaiHa yopng MEANUMH TypeyunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a He UA/17788/01/01
NNiBKOBOO MEANLH» INAY CAH. BE 3MiHn | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peuyenmom nionsizae
0600HKot0, Mo 400 TIOXK. A.LL. Ta hapmakoHarnsgy. 3miHa y KopoTkili

Mr; Mo 7 TabneTok y
6nicTepi; no 1
6nictepy y
KapTOHHI KOpOOLii

XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3acTocyBaHHA Ha NigcTasi perynspHo
OHOB/THOBAHOrO 3BITY 3 6e3neKkn NikapCbKoro
3acoby, abo focnifxeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnapeecTpaviiiHuii nepiog,
abo 5K pe3ynbTar OUiHKW 3BiTY 3 JOC/iLKEHb,
npoBeeHuX BignoBigHO A0 nnaHy negiatpuyHmnx
pocnigkeHs (PIP) (3MiHy y3rofkeHo 3
KOMNETEHTHUM YNOBHOBA)XXEHWM OpraHom)
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3MiHM BHECEHI A0 iIHCTPYKLi 415 MeguyHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby y po3ainm
"Ocob6nuBocTi 3acTocyBaHHs", "MobiuHI peakwii
BiANOBIAHO [0 OHOBMEHOT iIHGhopMaLii 3 6e3nekn
4ito4oi pevyoBUHW. BBeEHHS 3MiH NPOTATrOM 6-Tn
MiCALIB MiCNsA 3aTBEPLKEHHSA
179. | MOKCU®J/IOK | nopoLuok TOB YkpaiHa ApareH aiic IHAjsA BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: - UA/19096/01/01
CALUVHY (cy6eTaHuin) y «NMEAPAPM CaeHcuc MpaiiseT 3miHa 3asBHuKa /13 (MIBI) (BnacHuka
FIAPOX/IOPU | nonieTnieHoBnx NT0» Nimiteq peecTpavuiiniHoro noceigyeHHs) (3rigHo Hakasy MO3

i)

naketax gns
(hapmaLeBTUYHOTO
3acToCyBaHHs

Bif 23.07.2015 Ne 460). 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHU. 3MiHA HaliMeHyBaHHSs
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPO6HMKa (BK/THOYAKOUM, 3a HEOOXIAHOCTI, MicLe
NpoBeEeHHS KOHTPO/IO AKOCTI), ab0 BNacHUka
macTtep-aiina Ha A®l, abo noctavanbHuKa
Adl/BnxigHoro matepiasy/peareHTy/MpoOMiXHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y BUPOOGHULTBI ADI
(AKLLLO 3a3HaYEHO Y AOChE Ha MikapCbkuii 3acib) 3a
BiICYTHOCTI cepTudpikaTa BianoBigHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaxeHOMY
[ocbe, ab0 BMPOOHUKA HOBOI AOMOMIKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y [OCLE) - 3MiHa
Ha3Bu BNpo6HKKa ADI 3 ApareH Jlalih CaeHcuc
MpaiseT JlimiTeq Ha ApareH flaiich CaeHenc
NimiTe, y BigNOBIAHOCTI A0 Ai0YNX KEPIBHUX
[OOKyMEHTIB ANns cy6cTaHLii MokcudpnokcauuHy
rigpoxnopuvg,. 3miH y BUpobH1M4oMy npoLeci Ta
BMPOGHNYMX MOTYXKHOCTSAX He Bigbynocs. 3miHu |
TUny - 3MiHK 3 AKoCTi. APl KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo JonycTUMmx
MeX, BU3Ha4YeHX y creumndikayisx Ha Adl, abo
BUXiZHWA/NPOMIDXHWIA NPOAYKT/pearexT, Wo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(iHWi 3miHKW)- NpuBeAeHHA TecTy "laeHTndikauisa”
[0 HafaHUX OOKYMEHTIB BUPO6HUka (DMF). 3miHn
| Tuny - 3miHn 3 akocTi. A®I. KoHTponb AdL. 3miHa
y MeTogax BunpobysaHHa APl abo BMXigHOTO
mMarepiany/npoMbKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuutea AdI
(He3HauHi 3MiHN Y 3aTBEpPKEHNX METOAAX
BUNPOBYBaHHS) - 3MiHU Y 3aTBEPAKEHNX METOAAX
KOHTPO/IO 3a nokasHukamu «CynposigHi
OOMILKM», «KinbKicHe BU3HAUEHHS»,
«EHaHTiOMepHa uncToTa», «HacunHa ryctmHa o
ycagkm», «HacunHa ryctuHa nicns ycagkm»,
BHOCATLCS Y 3B’A3KY 3 HEOOXIAHICTIO NpUBEAEHHS
BiANOBIAHWX METOZIB KOHTPOSIIO 10 OHOBJIEHUX
matepianis DMF, HagaHux BUPOGHWKOM
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

cy6cTaHuii. 3miHu | Tuny - 3miHu 3 sikocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumdikavii
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWUIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTea A®| (4ONOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM SIKOCTi Ta
Bi4NOBIAHMM METOLOM BUNPOOYBaHHS)-
[OMNOBHEHHA creumndikalii HOBUM NOKa3HUKOM
akocTi "Monimopdiam” 3 KpUTEPIAMN NPURHATHOCTI
«anbpakTorpama 3paska NposiBAse XxapakTepHi
3HayeHHA 20 npu 8,4, 10,0, 16,9, 23,5,
26,7+0,2°C» Ta BignoBigHMM METOAOM
BMNPOOYBaHHSA 3rigHO HafaHVX MaTepianis
BMpo6HUKa (DMF).

180.

MOHTEIEH

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKO10, M0 10
mr; no 10 TabneTok
y 6nictepi, no 3
6nictepu y Kopobui

[eTepo /1a63
Nimiteq

IHais

leTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis:
YTOUHEHHA peecTpauiiiHol npoueaypun B Hakasi
MO3 YkpaiHu Ne 1933 Big 18.11.2024 - 3miHu Il

TMny - 3MiHK 3 sKocTi. A®l. BUpo6HMUTBO (iHLWi

3MiHK) - OHOBNEHHSI MalicTep-chaiina Big,
3aTBEpPAKEHOro BUpo6HMKa Hetero Drugs Limited,
India Ha A®I| MmoHTenykacT HaTpito 3 Bepcii AP-12,
2016-July no AP[EM],1- July-2024.

3a
peuyenmom

UA/17104/01/01

181.

HAPAIH®
MynbTna03

PO3YMH ANS iH'EKi,
500 mr (50 000
aHTu-hakTop Xa
MO)/5 mn; no 1
6araTof030B0My
thnakoHy no 5 mn B
KapTOHHIli KopoobLi

TOB "tOpis-
dapm”

YkpaiHa

TOB "tOpis-®apm",
YKkpaiHa (nakyBaHHs
i3 dpopmu in bulk
WeHmxeH Tekpoy
dapmacbloTUKan
Ko., Nitg, Kutaif)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLliintHux maTepiasis:
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKuii
3aci6. KOHTpO/1b rOTOBOro NiKapcbKoro 3acooby.
3mMiHa y MeToAax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPPKEHNX MeToAax BUNPOOYyBaHHS)
BunpaBneHHs1 HETOUOCTel Nnepeknagy Ta
peAakuiiHX NOMWIOK B METOAMKax
BUNPO6YBaHHsA /13 3a nokasHuKaMmn
«laeHTudikauis B», «Mpo3opicTb i KONbOPOBICTb
po34nHy», «HeBUANMI HacTKn», «Buanmi 4yacTku»,
«CneuundpiuHa abcopbuisi», «pH», «AHTU-hakTop
Ila aKTUBHICTb», «BMiCT 6EH3UMI0BOr0 CNNPTY»,
«BbakTepianbHi eHOA0TOKCUHUY», «CTEPUSBbHICTb».
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPKEHHS.

3a
peuyernmom

UA/20479/01/02

182.

HAPAIH®
MYNbTUA03

PO3YMH ANS iH'EKLi,
300 wr (30 000
aHTK-hakTop Xa
MO)/3 mn; no 1
6aratof03080My
donakoHy no 3 M/ B
KapTOHHIlA KopoobLi

TOB "lOpis-
Papm”

Ykpaina

TOB "tOpis-®apm”,
YkpaiHa (nakyBaHHs
i3 dhopmu in bulk
WeHaxeH Tekpoy
PapmacbioTuKasl
Ko., NTa, Kutait)

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHu | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii
3aci6. KOHTpO/1b FOTOBOrO NiKapCbKoro 3acooy.
3miHa y MeToax BUNpo6yBaHHS rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MEeTOoAAax BUNPOBYyBaHHS)
BvnpaBneHHs HeTovoCTel Nnepeknagy Ta
peaakuiiHuX NoOMUIOoK B MeToAMKax
BMNPOGYBaHHs /13 3a NOKa3HMKaMmn

3a
peuyenmom

UA/20479/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

«laeHTudikauis B», «Mpo3opicTb i KOLOPOBICTb
PO34nHy», «HEeBUANMI YaCTKn», «BuanMi 4acTKu»,
«CneupndpiuHa abcopbuisi», «pH», «AHTU-hakTop
Ila aKTUBHICTb», «BMICT 6EH31/I0BOrO CINPTY»,
«BbakTepianbHi eHA0TOKCUHUY», «CTEePUNbHICTb».
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPAKEHHS.

183.

HATPIIO
ANKNO®EHA
K-KB

kancynu Teepgi no
25 wmr; no 10 kancyn
y 6nicTepi; no 3
6nictepu B navuj

AT
"KNIBCbKWN
BITAMIHHUIA

3ABOA"

YKpaiHa

AT "KMIBCbKUN
BITAMIHHN
3ABOA"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHNX faHnx nNpo cucTemy
thapmakoHarnagy (BBefAeHHs y3araslbHeHVX faHux
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiJabHOI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BiANoBifa/IbHOT 3a
3[jicHeHHs hapMakoHarisay (BKIYakum
KOHTaKTHi fjaHi) Ta/abo 3MiHW Yy PO3MILLLEHHI
macTep-alina cuctemu hapmakoHarnsgy) -
3MiHa ynoBHOBaXKeHOi 0CO6U 3asBHUKA,
BiANOBIAa/IbHOT 3a hapmakoHarnsag. Aivova
pepakuis: Konsga Biktopisi BiktopiBHa.
MponoHoBaHa pepakuis: babuka AmnTpo
AHaToniioBnY. 3MiHa KOHTaKTHUX AaHNX
YNOBHOB&XEHOI 0CO6M 3asBHVKa, BifnoBiganbHOT
3a (hapmakoHarnag

3a
peyenmom

UA/2091/01/01

184.

HAGTU®GIHY
rAPOX/TOPU
i)

MOPOLLIOK
KpucTanivyHmi
(cybeTaHuis) y
nonieTnaeHoBuUx
nakeTax ans
dhapmaL,eBTU4YHOro
3aCTOCYyBaHHSA

MpAT
"TexHonor"

YKpaiHa

YUyHUiH XyanoHT
LLieHxem
dapmacbtoTikan Ko.,
nra.

Kutait

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MmiHu | TUny - 3MiHn 3 axkocTi. A®l. BUpo6bHMUTBO.
3MiHa BUpPOGHKMKa BUXIiAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYOTLCA Y
BMPO6HMUYOMY npotieci A®l, abo 3miHa BUPO6HUKa
(Bkrovatoun, fe HeobXxigHO, MicLie MPOBeAEeHHS
KOHTpOtO sKOCTi) AP (3a BiACYTHOCTI
cepTudgikaTa BignoBigHOCTI €EBpONEenchkii
hapmakonei y 3aTsepikeHoMy [OCbE)
(3anponoHoBaHWii BUPOBHWK HaNeXuTb A0 Tiel
camoi BUPO6HMYOI rpynu NiANPUEMCTB, WO i
3aTBEPIXEHWIA) - BBEAEHHS [0AATKOBOI AiNbHUL
BupobHuUTBa APl HAGTUDIHY MAPOXNTOPNA
BXe 3aTBepAxeHoro BmpobHuka Chongging
Huapont Shengchem Pharmaceutical Co., Ltd.,
China 6e3 3MiH B TEXHO/10TIYHOMY NPOLLECi. 3MiHN |
Tuny - 3MiHn 3 akocTi. A®L. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HauYeHux y cneumdikayisax Ha Ad®l, abo
BVXiHW/NPOMIDKHWIA NpoAyKT/pearexT, Lo

UA/16368/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

BUKOPVCTOBYIOTbCS y Npoueci BUpobHuuTea Ad|
(3BYXXEHHSA [0MYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauii) - MprBeaeHHs cneumndikadii Ta
mMeToay KoHTposito skocTi A®I HAGTUDIHY
rAPOXNOPW/ 3a nokasHNKOM «3asnLlKoBa
KiNIbKICTb OpraHiyHMX PO34UnHHKKIB» [0 MaTepiasnis
3aTBEpXEHOro BMpobHUuka cybcTaHuii Chongging
Huapont Shengchem Pharmaceutical Co., Ltd.,
China, a came 3miHa HOpMyBaHHS 3a/TMLLKOBOrO
PO34YMHHYKKa 2-X10prponaH (BiANoBiAHO
CKOperoBaHa KOHLeHTpaL,is 3a/MLLKOBOro
PO34YMHHKKA 2-XN0opnponaH) 3 «He GinbLue 1000
ppm» Ha «He 6Ginbwe 125 ppm». CynyTHA 3MiHa -
3MiHu 3 sKocTi. A®I. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHs AP| abo BUXigHOro
marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(He3HayHi 3MiHN Y 3aTBEPKEHNX METOAAX
BMNPO6YBaHHSA). 3MiHu | TMNy - 3MiHM 3 AKOCTI.
A®I. KoHTposib A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiAHWIA/NPOMIKXHWIA NpoAYyKT/pearexT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(BVMNYYEHHSI HE3HAYHOTO MOKa3HMKa SIKOCTI
(Hanpuknag, BUTyYeHHs 3acTapifioro nokasHuka)) -
BUYYEHHS MOKa3HWKa «Baxkki meTann» 3i
cneuudikaLii Ta MeTogiB KoHTposto Ad|
HAPTUDIHY TAPOXNOPUNL BUPOGHUKaA
Chongging Huapont Shengchem Pharmaceutical
Co., Ltd., China 3rigHo Bumor ICH Guideline «Q3D
Elemental impurities». Bupo6Huk A®| nposis
OLIiHKY PU3MKY eIeMEHTHMX JOMILLOK Ta HafaB
iHchopMmaL,ito CTOCOBHO €/1leMEHTHUX AOMILLIOK.
3MiHu | TUnYy - 3MiHK 3 akocTi. A®l. CTabinbHICTb.
3miHa nepiofy NOBTOPHMX BUNpobyBaHb/nepiogy
36epiraHHA abo ymoB 36epiraHHa Al (3a
BiICYTHOCTI Y 3aTBepKEHOMY [0CbE cepTudikaTa
BignoBigHoCTI €Bponelickkili hapmakone, Lo
BK/IO4A€E Mepiof, MOBTOPHOrO BUMPOOYBaHHS)
(nepiof noBTOpPHOro BMNpPo6yBaHHA/Mepios
36epiraHHs) - 36iNbLUEHHS abo BBEAEHHA nepiogy
NMOBTOPHOrO BMNpOoGyBaHHs/nepiody 36epiraHHs Ha
OCHOBI pe3y/bTaTiB J0C/iKeHb Yy peasibHOMy
yaci. 3mMiHa «TepMiHy NpUAATHOCTI 2 POKM» Ha
«nepiog, NPOBeEeHHA NOBTOPHUX BUNPOOYBaHb 5
poKiB» Ha niacTasi HagaHHS BUPOGHMKOM AdI
HAPTU®IHY MAPOX/IOPW/, nopoLiok
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

KpuctaniyHmin (cybetaHuis), Chongqing Huapont
Shengchem Pharmaceutical Co., Ltd., China
OHOB/IEHUX AHMX 3 BUBYEHHS CTabifIbHOCTI

cybcTaHuii

185.

HEBIBA

TabneTk no 5 Mr no
10 TabneTok y
6nicTepi; no 2, 3 abo
8 6nicTepiB y nayui

AT

"KNIBCbKWN

BITAMIHHUIA
3ABOA"

YKpaiHa

AT "KMIBCbKUN
BITAMIHHN
3ABOA"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHNX faHnx nNpo cucTemy
thapmakoHarnagy (BBefAeHHs y3araslbHeHVX faHux
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BiANoBifa/IbHOT 3a
3[jicHeHHs hapMakoHarisay (BKIYakum
KOHTaKTHi fjaHi) Ta/abo 3MiHW Yy PO3MILLLEHHI
macTtep-alina cuctemv dpapmakoHarnagy). 3miHa
YMOBHOB&XEHOI 0CO6M 3asBHYIKA, BifnoBiganbHOT
3a thapmakoHarnag.

[Litova pepakuisn: Konaga Biktopia BiktopiBHa.
MponoHoBaHa pepakuis: babuka mnTpo
AHaToniioBnY. 3MiHa KOHTaKTHUX AaHNX
YNOBHOB&XEHOI 0CO6M 3asBHVKa, BiAnoBiganbHOT
3a thapmakoHarnag.

3a
peyenmom

UA/4979/01/01

186.

HEO-
NMEHOTPAH®
DOPTE

cynosuTopii
BariHasbHi; No 7
CynosuTopiiB y
6nicTepi B KAPTOHHiIl
Kopobu,i

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

EkcenTic Inau CaHai
Be TigpkapeT AHOHIM
LipkeTi

TypeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHu | TUNY - AGMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AiNbHML (BKNKOYAKYN AiNbHAL ANS
A®|, NpoMiXHOro NpoaykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHUL AN NPOBEeAEHHS
nakyBaHHs!, BUPOOHWKa, BifNOBiga/IbHOTO 3a
BWMYCK Cepiii, MicLle NPOBEAEHHS KOHTPOJIHO cepil)
abo noctavasibHUKa BUXiAHOro Matepiany,
peareHTy abo AONOMIKHOT PeYOBMHY (AKLLO
3a3HayYeHo y A0Cbe) 3MiHa BUTyYEHHS BUPOOHMKA
A®| MeTpoHigaszony AARTI DRUGS LIMITED,
India. 3anvwaeTbca anbTepHaTUBHUI BUPOOHUK
Ad| MeTpoHigazony HUBEI HONGYUAN
PHARMACEUTICAL TECHNOLOGY CO., Kutaii.

3a
peyenmom

UA/5477/01/01

187.

HIBECTUM

PO34MH ANS iH'eKLin
a6o iHdpysili no 12
MaH O/ (120
Mkr)/0,2 mn; no 0,2
My nonepesHsLo
3anoBHeHOMY
wnpuui (I knacy)
MicTkicTio 1 mn; no 1
nonepeHbLo

Mdpaiizep
EiAu.Ci.Mi.
KopnopeiwH

CWA

BMNYCK Cepil,
BMPOGHULITBO "in
bulk", kKOHTpO/b
cepii y npoueci

BMPOGHMLITBA,

TecTyBaHHsA
BUNYLLEHOI cepil,

TeCcTyBaHHS

CTabifIbHOCTI,

Xopsaris/
Benbris

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHK | TUNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
3060B'A3aHb Ta YMOB Buavi peecTpauiiiHoro
noceifgYeHHs, BkNtoYaroun Mnax ynpasniHHA
pusmkamm (iHwi 3miHn). 3asBHNKOM HagaHo
OHOB/IEHUIA MnaH ynpaBniHHA pyU3nkaMu Bepcis
12.2. 3miHM BHeceHi Ao YacTuH: Il. Cneyudikauis 3
6e3nekun,Yactuum lll. MnaH 3 doapmakoHarisgy,

3a
peuyenmom

UA/15455/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3arnoBHEHOMY TECTyBaHHS YactHu V. 3axoam 3 MiHimMi3auji pu3unkis, YacTuHm
wnpuvuy y énictepi y CTepWIbHOCTI, VI. Pe3tome nnaHy ynpasniHHS pusnkamu,
KapTOHHIA navui nepBUHHE Ta YactuHu VII. logaTkn y 38'A3Ky 3 BUAAIEHHAM
BTOPUHHE BaXK/IMBOTO NOTEHLAHOrO PU3NKY LINTOreHETUYHI
nakyBaHHS: aHoMaUTii Ta pO3BUTOK BTOPUHHUX 3M105KICHWX
XOCIIPA 3AIrPEB reMaTtosioriYH1X HOBOYTBOPEHb NiC/s 3aBEpLUEHHS
[.0.0., Xopsaris; pocnigpxeHHs karteropii 3 NI PASS ZOB-NIV-
KOHTPO/b SIKOCTI, 1513/C1121008. Pe3tome nnaHy ynpasniHHA
TeCcTyBaHHA pusnkamu Bepcia 12.2 gogaetbes. - 3minm Il Tuny -
BMMNYLLEHOI cepil, 3MmiHun Wwoao 6e3nekn/edekTMBHOCTI Ta
TecTyBaHHs hapmakoHarnsgy. [Hwi 3MiHu, ki He BBIALLN Y
ctabinbHocTi: SGS Leil po3ain, ski BKIHYaoTb NOAAHHS pe3ynbTaTiB
Nab6 CaiimoH CA, JocnifpKeHb A0 KOMNETEHTHOro opraHy. MNMogaHo
Benbris 0CTaTOYHWIA 3BIT HEIHTEPBEHLLHOrO
nicnsipeecTpaLiiitHoro AocnimKeHHs 3 6e3neku
ZOB-NIV-1513/C1121008 (PASS), 3a3Ha4eHoro
AK gocnimpkeHHs kateropii 3 y MYP Ta HagaHo
OHOBJIEHY Bepcito MYP 12.2.

188. | HIBECTUM PO34YMH ANS iH'EKLi Mdpaiizep CLIA BUMYCK Cepii, XopsarTisi/ BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3a UA/15455/01/02
a6o iHdysiii no 30 EiAu.Ci.Mi. BMPOBHULTBO "in Benbris 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/edeKkTUBHOCTI peyenmom
maH O/ (300 KopnopeiwH bulk", kKOHTpO/Ib Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
mkr)/0,5 mn; no 0,5 cepii y npoveci 3000B'A3aHb Ta YMOB BuJauvi peecTtpauiiHoro
M1y nonepeaHbo BUPOGHMLITBA, nocBigYeHHs, BKoYatoun MnaH ynpaeniHHA
3arnoBHeHOMY TeCTyBaHHA py3nkamm (iHWi 3MiHK). 3a9BHUKOM HaJaHo
wnpui (I knacy) BUMNYLLEHOI cepil, OHOB/IEHUIA [MnaH ynpaBniHHA pyU3nkaMu Bepcis
MicTkicTio 1 mn; no 1 TeCcTyBaHHsA 12.2. 3MiHM BHeceHi Ao YacTuH: Il. Cneyudikauis 3
abo 5 nonepegHb0 cTabinbHOCTI, 6e3nekun,Yactunm lIl. Mnan 3 dhapmakoHarnagy,
3arnoBHEHNX TeCTyBaHHS YactnHu V. 3axoam 3 MiHiMi3aw,ji pu3unkis, YacTuHm
wnpuyis y énicrepi CTepWUbHOCTI, VI. Pe3tome nnaHy ynpasniHHA pyu3nkamu,

Y KapTOHHIi nayui nepBuHHE Ta YactuHu VII. logaTkn y 38°A3Ky 3 BUAAIEHHAM
BTOPUHHE BaXK/IMBOTO NOTEHLAHOrO PU3NKY LINTOreHEeTUYHi
nakyBaHHs: aHoMaUTii Ta pO3BUTOK BTOPUHHUX 3/105IKICHWX
XOCIIPA 3AIrPEB reMaTtosIoriYHNX HOBOYTBOPEHb MNiC/s 3aBEPLUEHHS
[.0.0., Xopsaris; pocnigpxenHs karteropii 3 NI PASS ZOB-NIV-
KOHTPO/b SIKOCTI, 1513/C1121008. Pe3tome nnaHy ynpasiHHSA
TeCTyBaHHA pusnkamm Bepcia 12.2 gogaetbes. - 3minm Il Tuny -
BUMNYLLEHOI cepil, 3MmiHM Wwoao 6e3nekn/ed)ekTMBHOCTI Ta
TecTyBaHHsA papmakoHarnsgy. [Hwi 3MiHu, ki He BBIALLAN Y
ctabinbHocTi: SGS ueli po3ain, ski BKIYalTb NofaHHA pe3ynbTaTis
Nab6 CaiimoH CA, JocnifpKeHb A0 KOMNETEHTHOro opraHy. MNMogaHo
Benbris 0CTaTOYHWI 3BIT HEIHTEPBEHLLIHOrO
nicnsapeecTpauiiHoro gocnimpkeHHs 3 6esneku
ZOB-NIV-1513/C1121008 (PASS), 3a3Ha4eHOoro
K gocnimkeHHs kateropii 3 y MYP Ta HagaHo
OHOBJIEHY Bepcito MYP 12.2.

189. | HIBECTUM PO34MH ANS iH'eKLi Mdpaiizep CWA BMNYCK cepil, Xopsaris/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/15455/01/03
abo iHdysiii no 48 Eiiu.Ci.Mi. BMPOBHULTBO "in Benbris 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peuyenmom
maH O/l (480 KopnopeiwH bulk", KOHTpO/Ib Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao




145

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep

n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o

3acoby ynakoska) nocsioyeHHs1
mkr)/0,5 mn; no 0,5 cepii y npoveci 30060B'A3aHb Ta YMOB BuJaudi peectpauiiHoro
My nonepeaHbo BUMPOGHMLITBA, nocBigYeHHs, BKoYatoun MnaH ynpaeniHHA
3arnoBHeHOMY TeCTyBaHHA pu3nkamm (iHWi 3MiHK). 3aBHUKOM HafaHo
wnpuui (I knacy) BUMNYLLEHOI cepil, OHOB/IEHUIA [MnaH ynpaBniHHA pyu3nkaMu Bepcis
MicTKicTio 1 mn; no 1 TecTyBaHHs 12.2. 3MmiHM BHeceHi o YacTuH: Il. Cneyudikauis 3
abo 5 nonepegHb0 cTabinbHOCTI, 6e3nekun,Yactunm lll. Mnanx 3 dhapmakoHarnagy,
3arnoBHEHVX TeCTyBaHHS YactnHu V. 3axoam 3 MiHimMi3auji pu3unkis, YacTuHm
winpuyis y énicrepi CTepWbHOCTI, VI. Pe3tome nnaHy ynpasniHHA pyu3nkamu,
Y KapTOHHii navui NepBUHHE Ta YactuHn VII. logaTkn y 38'A3Ky 3 BUAAIEHHAM
BTOPUHHE BaXK/IMBOTO NOTEHLHOrO PU3NKY LINTOreHETUYHI
nakyBaHHS: aHoMaUTii Ta pO3BUTOK BTOPUHHUX 3/105KICHWX
XOCIIPA 3AIrPEB reMaTtosioriYH1X HOBOYTBOPEHb NiC/s 3aBepLUEHHS
[.0.0., Xopsaris; pocnigpxeHHs karteropii 3 NI PASS ZOB-NIV-
KOHTPO/b SIKOCTI, 1513/C1121008. Pe3tome nnaHy ynpasniHHA
TeCcTyBaHHA pusnkamm Bepcia 12.2 gogaetbes. - 3minm Il Tuny -
BWMNYLLEHOI cepil, 3MmiHun Wwoao 6e3nekn/edekTMBHOCTI Ta
TecTyBaHHs hapmakoHarnsgy. [Hwi 3MiHu, ki He BBIALLN Y
ctabinbHocTi: SGS Leil po3ain, ski BKIHYaoTb NOAAHHS pe3ynbTaTiB
Nab6 CaiimoH CA, JocnifpKeHb A0 KOMNETEHTHOro opraHy. MNMogaHo
Benbris 0CTaTOYHWI 3BIT HEIHTEPBEHLLHOrO
nicnsipeecTpaLiiitHoro AocnimKeHHs 3 6e3neku
ZOB-NIV-1513/C1121008 (PASS), 3a3Ha4eHoro
AK gocnimkeHHs kateropii 3 y MYP Ta HagaHo
OHOBJIEHY Bepcito MYP 12.2.

190. | HIFICEM TabneTku, BKpUTI AT YkpaiHa AT "KNIBCbKNW YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3a UA/17567/01/01
NAiBKOBOO "KNIBCbKM BITAMIHHW 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peyenmom
060710HKO0, N0 5 Mr; | BITAMIHHUI 3ABO" Ta chapmakoHarnsagy. BeegeHHs abo 3miHm o
no 10 Tabnetok y 3ABO4" y3araJlbHeHUX aHux npo cuctemy
6nictepi; no 3 hapmakoHarnsgy (BBeAeHHs y3araslbHeHUX AaHnX
6nicTepy y nauui npo cuctemy thapmakoHarnsgy, 3amiHa

YMOBHOBaXEHOI 0cobu, BiANoBiAabHOT 3a
3AiicCHEHHS chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuUKa Ans 34INCHEeHHs
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXKeHOT 0co6MU, BiANOBiLa1bHOI 3a
3[jicHeHHs dhapmakoHarnsay (BKIoyarum
KOHTaKTHi AaHi) Ta/abo 3MiH1 y PO3MiLLEHHI
MacTep-aiina cuctemu chapmakoHarnisgy). 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHVKa, BifnoBiganbHOT
3a thapmakoHarnag.

[Oitova pepakuin: Konaga Biktopia BiktopiBHa.
MponoHoBaHa pepakuis: babuka AmnTpo
AHaTonilioBnY. 3MiHa KOHTaKTHUX AAHUX
YMNOBHOBAXEHOI 0CO6M 3as1BHKKA, BifnoBiga/IbHOT
3a (hapmakoHarang,.

191. | HIFICEM TabneTku, BKpUTI AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/17567/01/02
NAiBKOBOO "KNIBCbKM BITAMIHHW 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peuyenmom
060/10HKO0, Mo 10 BITAMIHHUIA 3ABOA" Ta hapmakoHarnsgy. BeegeHHs abo 3miHn Ao
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
mr; no 10 TabneTok 3ABO4" y3araslbHeHuUX AaHux npo cucrtemy
y 6nictepi; no 3 hapmakoHarnsgy (BBeeHHs y3araslbHeHUX JaHnX
6nicTepy y nauui npo cuctemy thapmakoHarnsgy, 3miHa
YMOBHOB&XEHOI 0cobu, BiANoBiAaIbHOT 3a
3fiiicCHeHHs hapMakoHarnagy; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOT 0co6Mu, BiANOBifa1bHOI 3a
3pilicHeHHs hapMakoHarnagy (Bkayarym
KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
MacTep-caiina cuctemy hapmakoHarnisgy). 3miHa
YNOBHOBaXeHOT 0cobM 3as1BHMKA, BifMnoBigas1bHOT
3a thapmakoHarnag.
[Oitova pepakuin: Konaga Biktopia BiktopiBHa.
MponoHoBaHa pepakuis: babvka mnTpo
AHaTonilioBnY. 3MiHa KOHTaKTHUX AAHUX
YNOBHOB&XEHOT 0COOM 3aABHUKA, BiANOBIAaIbHOT
3a (hapmakoHarang.
192. | HOBAIPA TabneTku, BKpUTI "FOHiK IHgjis FOHiK IHAjsA BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3a UA/8707/01/02
€EBPO NAiBKOBOO dapmacboTUK dapmacboTuKas 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/edeKkTUBHOCTI peyenmom
060n0Hkot0, No 50 an Na6opaTopis Ta thapmakoHarnagy (iHwi 3mMiHn) OHOBNEHHSA
mr; no 1 Tabneruj, Na6opatopiz" (BippineHHs cipmm TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby,
BKPUTUX NIBKOBOK (BigAineHHs "Ix. b. Kemikan3s a came: YTOYHEHO iHGhopMaLito LWLoA0 TEPMIHY
060/10HKOI0, Y ipmm "Ox. B. eHf npuaaTHOCTI, HOMepyY peecTpauiiHoro
6nicTepi, no 1 Kemikans eHg dapmacbloTrKans nocBigyeHHsl, HoOMepy cepii, A0AAHO KaTeropito
6nictepy y dapmacboTUK Nt BiANycKy, HOMep BUPOGHMYOI fiLeHsil, foaaHo Ta
KapTOHHIl Kopoobui ans3 /ita.") [JeTanizoBaHo iHLWY TeXHIYHY iHdhopmaLito,
abo no 4 Tabnetku, YTOYHEHO N1OrOTVN BUPOGHMKA. BunyyeHo
BKPUTUX NIBKOBOK iHchopMaLito LLoA0 KOMMaHiT sika 34ilicHI0E
060/10HKOI0, Y MapKeTuHr. BBeeHHs 3MiH NpoTArom 6-T MicsuiB
6nicTepi; no 1 abo 2 nicns 3aTBepmKeHHs
6nictepu B
KapTOHHIV Kopobui
193. | HOBAIPA TabneTku, BKpUTI "FOHiK IHais FOHiK IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/8707/01/03
€BPO NAiBKOBOO dapmacboTUK dapmacboTuKas 3MiHuM | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peuyenmom
06010HkKot0, Mo 100 an Na6opaTopi3 Ta chapmakoHarnsgy (iHwi 3mMiHn) OHOBNEHHS
mr; no 1 Tabneruj, Na6opatopiz" (BioaineHHs dipmun TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby,
BKPUTUX NIBKOBOKO (BigAineHHs "Ix. b. Kemikan3s a came: YTOYHEHO iHGhopMaLito LLOA0 TEPMIHY
060/10HKOI0, Y ipmm "Ox. B. eHf npuAaaTHOCTI, HOMepy peecTpauiiHoro
6nicTepi, no 1 Kemikan3 eHp, dapmacbloTnkans3 NnocBig4eHHs, HoMepy cepil, 4OAaHO KaTeropit
6nictepy y dapmacboTnK Nt BiANycKy, HOMep BUPOGHMYOI fiLeHsil, foaaHo Ta
KapTOHHIli KopoobLi ans3 /ita.") [JeTani3oBaHo iHLWY TeXHiIYHY iHdhopmaLito,

abo no 4 TabneTku,
BKPUTKX NNIBKOBOO
060/10HKOI, Y
6nicTepi; no 1 abo 2
6nictepu B
KapTOHHIV Kopobui

YTOYHEHO N10rOTVN BUPOGHMKA. BunyyeHo
iHchopMmaLito 00 KOMMaHIT sika 34iliCHI0E
MapKeTuHr. BBeeHHs 3MiH NpoTArom 6-T MicsuiB
nicns 3aTBepaKeHHs
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
194. | HOBIPUH® cupon no 50 mr/mn, AT YkpaiHa KOHTpO/b cepii Ta Ykpaina/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiis: 3a UA/16831/01/01
no 120 mny "KNIBCbKM BMNYCK CepiT; ITanis 3MiHn | TUny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom
chnakoHi; no 1 BITAMIHHWIA BTOPVHHE Ta chapmakoHarnsagy. BeegeHHua abo 3miHn o
dhnakoHy y 3ABO4" nakyBaHHsa ans y3araslbHeHuUX AaHux npo cucrtemy
KOMMNIEKTi 3 MipHUM ynakosku in bulk: AT hapmakoHarnsgy (BBeeHHs y3araslbHEHUX JaHNX
CTaKaHYMKOM B "KNIBCbKUI npo cucTemy hapMakoHarnsgy, amiHa
nauui BITAMIHHWA YMOBHOB&XEHOI 0co6bu, BiANoBiAaIbHOT 3a
3ABO/M", YkpaiHa, 3[iliCHEeHHs1 hapMakoHarsay; KOHTakTHOI ocobu 3
BVMPOGHULTBO chapmakoHarnsgy 3asBHWKa A1 34iACHEHHS
Hepo3dacoBaHoi hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
npoayKuii, nepBnHHa Bif, yNOBHOBaXeHOT 0co6MU, BiANOBifabHOI 3a
Ta BTOPUHHA 3pilicHeHHs chapMakoHarnagy (Bkayarum
ynakoBka, KOHTPOJ1b KOHTaKTHi AaHi) Ta/abo 3MiHN y PO3MiLLEHHI
cepii Ta BUNycK MacTep-aiina cuctemy hapmakoHarnisgy). 3miHa
cepii: EN.Bi.Ci. YNOBHOBaXeHOT 0cobM 3as1BHMKA, BiAMNoBigas1bHOT
dapmacbHoTiui 3a hapmakoHarnsg,.
C.IN.A,, Itania [Oitova pepakuin: Konaga Biktopis BiktopiBHa.
MponoHoBaHa pepakuis: babvka mMnTpo
AHaToniioBnY. 3MiHa KOHTaKTHUX AAHUX
YNOBHOB&XEHOT 0CO6M 3aABHUKA, BiANOBIAaIbHOT
3a (hapmakoHarang.
195. | HO/IbMA3A® | TabneTkn KPKA, a.4a., CnoBeHis BMPOBHULITBO «in CnoseHis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 6e3 nionsieae UA/12818/01/01
KOHTPON racTpopesnCTeHTHi HoBo mecTo bulk», nepsuHHe Ta HimeyunHa 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peuyenma
no 20 mrno 7 BTOPVHHE Ta hapmakoHarnsgy (iHwi 3MiHu) -3MiHM BHECEHO
Tabnetok y 6nictepi; nakyBaHHs1, B iHCTPYKL,t0 4719 MEANYHOrO 3aCTOCYBaHHS
no 1 a6o no 2 KOHTpO/b cepii Ta nikapcbKoro 3acoby Ao po3ainy "rMobiuHi peakwii”
6nictepu B BUMYCK Cepii: BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i Woao

KapTOHHI KopobL;
no 14 tabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHIlA KopooLi

KPKA, a.4., HoBo
MecTo, CnoBeHis;
nepBuHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPO/b cepii Ta
BUMYCK Cepii:
TAL dapma M'mM6X,
HimeyuunHa;

BMPOBGHULITBO «in
bulk», nepsuHHe Ta
BTOPWHHE
nakyBaHHs:
Naypyc Naé6ce N1g4,,
IHAis;
KOHTPO/b cepii:
KPKA, a.4., Hoso
MecTto, CrioBeHis;

KOHTPOb cepii:

6e3nekn 3acToCyBaHHA fil040T peYOBUHN
nikapcbKoro 3acoby. BeeieHHs1 3MiH NpoTArom 6-
TV MiCALIB NicNa 3aTBEPMAKEHHS. 3MiHuW | Tuny -
3MiHM Wwoao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCcTOCyBaHHA reHepUYHUX/ribpnaHnX/6ionoaieHNX
NiKapcbKnx 3acobiB nic/is BHECEHHS TiEl camoi
3MiHV Ha pedhepeHTHW1 Npenapar (3mMiHa He
noTpebye HafaHHA XOAHWX HOBUX AOAATKOBUX
AaHunx) - 3MiHU BHECEHO B IHCTPYKLil0 A1
MeAMYHOro 3acToCyBaHHA MiKkapCbKoro 3acoby Ao
po3zinis: "Moka3aHHA" (YTOYHEHHS),
"apmakonoriyHi BnactmeocTi”,
"MpoTunnokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbkMK 3acobamMu Ta iHLWi BUAM B3aeMoSiid",
"Oco6nMBOCTI 3acTOCyBaHHA", "3acToCcyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHsA rpygar”,
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBMEHOI
iHchopmauii Npo MeAnyHe 3acToCyBaHHSA
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Kemilicbki iIHCTUTYT, pedhepeHTHOro nikapcbkoro 3acoby (PANTOZOL
LleHTp 3a Control, gastro-resistant tablet) Ta B TekcT
Basnigauiicke MapKyBaHHA BTOPVUHHOI ynakosku (n.15).
TEXHONOTIE iH BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micns
aHanitiko (LUBTA), 3aTBEePMKEHHSA. 3MiHN | TUNYy - 3MiHK Woa0
CnoseHis; 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTyL, NikapCbKoro
KOHTPO/b cepii: 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
Nab6ena g.0.0., MeJNYHOro 3aCTOCyBaHHS
CnoBeHis; reHepuYHUX/ribpnaHNx/6ionodibHNX NikapCbknx
3ac06iB nicna BHECEHHSA TiEl camol 3MiHN Ha
KoHTponb cepii: pedhepeHTHUI1 npenapar (3mMiHa He NnoTpebye
TAL ®apma M'v6X, HaZjaHHS XXOAHMNX HOBUX AOAATKOBUX AaHWX) -
HimeuuunHa,; 3MiHV BHECEHO B IHCTPYKLiO AN18 MeANYHOro
KoHTpornb cepi: 3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis
Na6op NC CE & Ko. "Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakw;i
KI', HimeuunHa BiAMNOBIAHO 4O OHOBAEHOT iHGhopMaLii Npo
Mefun4YHe 3aCTOCyBaHHSA pethepeHTHOro
nikapcbkoro 3acoby (PANTOZOL Control, gastro-
resistant tablet). BBegeHHsi 3MiH NpoTAroMm 6-m
MiCALIB Micnsa 3aTBepKeHHs. 3MiHun | Tuny - 3MiHun
3 AKocTi. FoToBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasbHKii 3aci6. 3MiHa
PO3Mipy ynakoBKv roTOBOrO NikapCbKoro 3acoby
(3MiHa Ki/TIbKOCTi 0AMHMLB (Hanpuknag TabneTok,
amny TOLLO) B ynakoBLi:) - 3MiHa y Aiana3oHi
3aTBEPKEHNX PO3MIpIB yNakoBK/. BBefeHHs
[opaTtkoBoro 6nictepa Ha 14 tabnetok. [itoya
pepakuis: Ynakoska. o 7 TabneTok y 6nictepi; no
1 a6o 2 6nicTepu B KAPTOHHIA Kopobu.
MponoHoBaHa pepakuis: Ynakoska. Mo 7 Tabnetok
y 6nicTepi; no 1 abo 2 6icTepy B KAPTOHHIi
Kopobui. Mo 14 TabneTtok y 6aictepi; no 1
6nicTepy B KaPTOHHIli kOpOOL,i. 3MiHN BHECEHO B
HCTPYKL,O 4151 MeANYHOrO 3aCTOCYyBaHHS
niKapcbKoro 3acoby Ao po3ainy "Ynakoska" Ta, K
HacnifioK, 3aTBEPMKEHHSA TEKCTY MapKyBaHHS
NepBUHHOT yNakoBkn AN 14 Tabnetok BeeaeHHs
3MiH NPOTArom 6-TW MiCALIB NiCNA 3aTBEPAKEHHS.
196. | HOPMOBEH TabneTku, BKpUTI AT YkpaiHa AT "KNIBCbKNW YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: bes UA/19787/01/01
1000 NAiBKOBOO "KNIBCbKM BITAMIHHW 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/edeKkTUBHOCTI peuenma
060n0Hkot0 no 1000 BITAMIHHWIA 3ABO" Ta chapmakoHarnsagy. BeegeHHs abo 3miHn o
mr, no 10 TabneTok 3ABO4" y3araJlbHeHUX aHux npo cuctemy

y 6nictepi, no 3 abo
6 6nicTepis y nauyj

thapmakoHarnaay (BBeAEHHS y3araslbHeHNX JaHux
npo cuctemy hapMakoHarnsay, smiHa
YMOBHOBaXeEHOI 0cobu, BiANoBiAabHOT 3a
3AiicCHEHHS chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuUKa Ans 34iINCHEeHHs
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
hapmakoHarnsagy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXKeHOT 0co6MU, BiANOBifabHOI 3a
3pilicHeHHs hapMakoHarnagy (Bkayarum
KOHTaKTHi AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
mMacTep-alina cuctemu papmMakoHarnsay) -
3MiHa YyNoBHOBaXXEHOI 0CObOM 3asiBHUKA,
BiANOBiAaNbHOI 3a chapmakoHarnsag,. fitoua
pepakuis: Konsiga Biktopist BikTopiBHa. -
MponoHoBaHa pepakuis: babvka MnTpo
AHaToniioBny.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3asBHMKA, BiANOBIAaIbHOI 3a (hapMakoHarnsg,.
197. | OBITPEN® PO34YMH ANS iH'eKLUi Apec TpengiHr | LBeiiuapi Mepk CepoHo ITanis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/1175/02/01
no 250 mkr/0,5 mn, C.A. A C.n.A., Itanis; Mepk LLseiiuapis 3MiHuM | TUNY - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peyenmom
no0,5mny CepoHo C.A,, Ta chapmakoHarnsagy. BeegeHHs abo 3miHn o
nonepeaHbLO BifAINEHHS Y M. y3arasibHeHNX JaHnxX nNpo cuctemy
3anoBHEHOMY O60HH, LBeliLapis dhapmakoHarnsgy (BBeeHHs y3arasibHeHUX AaHnx
wnpuui; no 1 npo cuctemy thapmakoHarnsgy, amiHa
nonepeaHLo YMOBHOBaXEHOI 0co6bu, BiANoBiAabHOT 3a
3anoBHEHOMY 34ilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
LUNPULLY B KOHTYPHIl thapmakoHarnsgy 3asiBHUKa Ans 34iIlCHEHHSA
YapyHKOBIli ynakoBLj hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
B KapTOHHI Kopo6Lyi Bif, yNOBHOBaXKeHOT 0co6MU, BiANOBiLa1bHOI 3a
3[jicHeHHs dhapmakoHarnsay (BKIyaum
KOHTaKTHi AaHi) Ta/abo 3MiH1 Yy PO3MiLLEHHI
mMacTep-gaiina cuctemu papmMakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHVKa, BifnoBiganbHOT
3a thapmakoHarnag.
[litova pepakuisn: CabiHa Xakenb / Sabine Hackel.
MponoHoBaHa pegakuis: Enbke Cinbectp / Elke
Sylvester.
198. | OMENPA3O0/1 | nopoLuok Ans xeHohapm Benvka LWaHbayH HOiiciHb Kutalicbka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/18868/01/01
PO34MHY ANS iH'EKLi nrtg, BputaHis dapmacbtoTikan Ko., HapogHa 3miHu | TUny - 3MiHK Wwoao 6esnekn/edheKTUBHOCTI peyenmom
no 40 mr 1 a6o 10 nra. Pecny6nika | Ta dpapmakoHarnsgy (iHwi 3mMiH1) 3MiHW BHECEHO Y
hNakoHiB 3 TEKCT MapKyBaHHS YNakoBKM JiKapCbKOro 3acoby
NOPOLUKOM Y LLOA0 BU/TyYEHHS iHchopmMal,ii oo
KapTOHHIli KopoobLi avcTpub'toTopa Ta ioro norotuny. BeegeHHs 3MiH
NPOTSArom 6-Tv MiCAILiB NicNs 3aTBEPAKEHHS
199. | OMTUKC TabneTkn, BKPUTI AT YkpaiHa AT "KMIBCbKI YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 6e3 UA/6929/01/01
NNiBKOBOO "KNIBCbKM BITAMIHHW 3MiHn | TUNy - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peuenmy
06010HKOt0 No 10 BITAMIHHWIA 3ABO" Ta thapmakoHarnsagy. BeegeHHs abo 3miHn o
TabneTtok y 6nictepi; 3ABO/" y3araJlbHeHUX AaHuX Npo cuctemy

no 3 abo no 6
6nicTepiB y nauli

thapmakoHarnsigy (BBeieHHA y3araibHeHUX AaHnX
npo cucteMy thapmakoHarnsay, amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBiAa/IbHOI 3a
3AiliCHeHHA (hapMakoHarsay; KOHTaKTHOT 0co6y 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
hapmakoHarisgy B YKpaiHi, SKLLO BOHA BigMiHHA
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Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Bifl yNOBHOBaXXeHOI 0cobMu, BigNoBiga/IbHOT 3a
3[jficHeHHs1 hapMakoHarnsay (BkIryarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
macTep-aiina cuctemy papmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6M 3aABHUKA, BiANOBIAaIbHOT
3a (hapmakoHarnsg,
[itoua pepakuis: Konspa Biktopis BikTopiBHa.
MponoHoBaHa pefakuis: babuka AmMutpo
AHaToniioBNY. 3MiHA KOHTAKTHUX AaHNX
YMOBHOB&XEHOI 0CO6M 3asBHVIKA, BifnoBiganbHOT
3a thapmakoHarnag.
200. | OPANTEK cnpei IHMYHOTEK, Icnanis IHMYHOTEK, C.N. Icnanis BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/17858/01/01
(CyMmiwl cy6niHrBanbHNi C.N. 3miHu | TUny - 3MiH Woao 6e3nekn/edeKTUBHOCTI peyenmom
ANEPTEHIB) 30000 TO; no 9 mny Ta (papmakoHarnsgy. BeegeHHs abo 3miHM o
chnakoHi; no 2 y3araJlbHeHUX AaHux npo cucrtemy
donakoHm 3 dhapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHnx
Hacagkoto 3 npo cuctemy hapmakoHarnsgy, amiHa
NOBOPOTHUM YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 3a
HOCUKOM, LLIO 3[jificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
obnagHaHa chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
BOYyfOBaHNM hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA
po3nunioBayem B Bifl yNOBHOBaXXeHOI 0cobMu, BignoBifaibHOT 3a
KopooLi 3[jicHeHHs1 hapMakoHarnsay (BkIrYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
mMacTep-aiina cuctemu hapmakoHarnsay) -
3MiHa KOHTaKTHOT 0CObM 3as1BHUKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag, B YKpaiHi.
[itoua pepakuis: QynnixiHa TeTsHa BikTopiBHa.
MponoHoBaHa pepakuin: Ctawyk TeTaHa
CepriiBHa. 3MiHa KOHTAKTHUX JaHWUX KOHTaKTHOI
0co6u 3as1BHMKA, BiAnoBiAa/IbHOT 3a
hapMakoHarnag B YkpaiHi
201. | OTO®PA Kpanni BYLUHi, Na6opaTopii ®paHuia dapmacTep ®paHuisa BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 3a UA/2690/01/01
PO34nH, 26 Mr/mn Bywapa 3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
(20000 MO/mn); no PekoppaarTi HalilMeHyBaHHs Ta/abo agpecy Micus

10 mn y donakoHi; no
1 chnakoHy 3
nineTko y
KapTOHHI Kopo6Lyi

NpoBafKeHHs AiS/IbHOCTI BUPO6HUKa/imnopTepa
roTOBOrO /liKapCbKoro 3acoby, BKIoYaoun
AinbHUUI BUNYycKy cepii abo micue npoBeAeHHs
KOHTPOJII0 SKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHMK/iMNOpTEpP, HEe BK/IOYAK4M BUMYCK cepili)
3MiHa Ha3BM BMpPOOHUKa BIANOBIAA/ILHOIO 3a
KOHTpOsb fkocTi N3.

[itova pepakuis:

CONFARMA France
Rue du Canal d'Alsace
68490 HOMBOURG
MponoHoBaHa peaakuis:

SOLVIAS France
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Rue du Canal d'Alsace
68490 HOMBOURG
202. | NANCET PO34MH ANS iH'eKL Mictpan AHrnis PA®APM CA Ipeuis BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/19673/01/01
no 50 mkr/mm; no 5 Kenitan 3miHu |l Tuny - 3MiHn 3 akocTi. AL, (iHLWi 3mMiHK) peyenmom
M/1 PO3YMHY Y MeHeXMeHT OHoBneHHs1 MacTep-chaliny Ha AdI
thnakoHi; no 1 Nimiteq NaslOHOCETPOHY rigpoxnopuay BmpobHuka MSN
chnakoHy B Laboratories Private Limited 3 Bepcii [PI/AP/06/08-
KapTOHHI KopobLyi 20] po Bepcii [PI/AP/08/06-23]
203. | NAHTOrAP kancysm no 15 Mepu, HimeuunH Brpo6HMLUTBO in LLisenuapis/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 6e3 UA/10445/01/01
Kancyn y 6nictepi; dapmacbioTika a bulk: HimeyunHa 3MiHn | TUny - 3MiHK Woao 6e3nekn/edeKTBHOCTI peuyenma
no 6 6nictepis y nc rmé6x AciHo dapwma Arl', Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
KapTOHHI Kopo6Lyi Llseiuapis; y3araJlbHeHUX AaHux npo cucremy
MepBuHHE Ta dhapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHnx
BTOPUHHE npo cuctemy hapmakoHarnsgy, amiHa
nakyBaHHs: YNOBHOB&XEHOI 0co6u, BifnoBigabHOT 3a
AciHo ®apwma Arl', 34ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
Lseliuapis; chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
BunpobyBaHHs hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
KOHTPOJO SAKOCTi Ta Bifl yNOBHOBaXeHOI 0cobwu, BignoBiganbHOT 3a
BMNYCK cepil: 3[jicHeHHs1 hapMakoHarnsay (BkIrYarum
AciHo dapma AT, KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
LlBeiiuapis; macTep-gaiina cuctemy papMmakoHarnsgy) 3miHa
BunpobyBaHHs YNOBHOBAXEHOI 0CO6M 3as1BHKKA, BifnoBigasibHOI
KOHTPO/IIO SIKOCTI: 3a thapmakoHarnsg,.
€BpoddiHC Litova pepgakuis: Julia Praff. NMponoHoBaHa
Bio®apma MNpopakT pegakuis: Dr. Julia Gehricke. 3miHa KOHTaKTHMX
TecTiHr [aHVX YNOBHOB&XEHOI 0COOU 3asBHNIKa,
Cait3epneHg AT, BiANOBIA&/IbHOT 32 hapmakoHarnsag.
LLiBeiiuapis
IHCTUTYT KynbmaH
m6X, HimeyunHa
204. | NAHTONPOT | niodinisat gns Mictpan AHrnis BEM lnay CaH. Be TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/19324/01/01
EKT PO34MHY 415 iH'EKLil Kenitan Tik. A.C. 3MiHM | TMNy - 3MiHW 3 SIKOCTi. [OTOBWIA NiKapCbKni peyenmom
no 40 mr, no 40 mr MeHeXmeHT 3aci6. KOHTposib roTOBOro NikapcbKoro 3acoby.
niodpinizaty y Nimiteq 3MiHa napameTpiB cneuudikauii Ta/abo
donakoHi, no 1 LOMYCTUMMX MEX FOTOBOTO JTiKapCbKOro 3acoby
dhnakoHy B (BHECEHHSA 3MiH Yy [OCbE A5 NPUBEAEHHS Y

KapTOHHI Kopobuj

BiANOBIAHICTb A0 3arasbHOI cTaTTi 2.9.40
«OpfHOPIAHICTb A0O30BaHMX OANHULb»
[oY/EBponelicbkoi hapmakonei 3aMicTb
3aTBEPMAKEHUX 3arasibHKX cTaTeit 2.9.5
«OpHOpIgHICTbL Macu» Ta/abo 2.9.6 «OgHopIAHICTb
[03u») - MpuBeaeHHs maTepianis peecTpauiiHoro
[0CbE Y BIANOBIAHICTL A0 3arasibHOI cTaTTi 2.9.40
«OpfHOpPIAHICTb A030BaHMX oanHULE» EP 3amicTb
3aTBepKeHol 3arasibHoi cTaTtTi 2.9.5
«OpHOpigHICTbL Macu» Ta 2.9.6 «OHOPILHICTb
BMICTY». 3MiHuM | TMNY - 3MiHK 3 AKOCTI. [0TOBUIA
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep

n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o

3acoby ynakoska) nocsioyeHHs1
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3aco6y. 3MiHa y MeTofax BUNPO6yBaHHS rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMAKEHNX METOAaxX BUNPOGYBaHHS) -
He3HauyHa 3MiHa y 3aTBepXeHnX MeTogax
BMNPOOGYyBaHHA 3a nokasHukom pH, a came
AeTanizauis METOANKM BUNPOOYBaHHS.

205. | NEHTAKCUM | nopoluok CaHodpi PpaHuis BUPOGHMLTBO ®paHuia/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/13010/01/01
® BAKUMHA Haemophilus Mactep roToBOro YropLmHa 3MiHM | TUNy - 3MiHK 3 AKkocTi. A®l. BUpO6HMLTBO. peyernmom
anda influenzae Tuny b Ta Hepo3acoBaHOro 3MiHa BUPOGHYVKa BUXIAHOTO/MPOMIXHOIO
MPODINAKT cycneHsia gns NPOAYKTY, npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
KN iH’ekuili (0,5 mn); no 3anoBHEeHHs Ta BMpO6HUYOMY npoueci Adl, abo 3miHa BUPO6HMKa
ANDTEPII, 1 chnakoHy 3 niodpinizauis (BKTrovatoun, fe HeobxigHO, MicLe NPOBeAEeHHS
MPABLSA, nopowukom Ta 1 (donakoHm), KOHTPO/O sKOCTi) AP (3a BiACYTHOCTI
KALUTHOKY nonepeaHL0 BTOPVHHE ceptucbikaTa BiANOBIAHOCTI EBPONENChKili
(ALENONAP | 3anoBHeEHOMY nakyBaHHs, hapmakonei y 3aTBepXeHOMY A0CbE)

HNIA wnpuyy (0,5 mn) 3 KOHTPO/b SIKOCTI, (3anponoHoBaHWit BUPOGHWK HaNeXuTb A0 Tiel
KOMMOHEHT | npukpinneHoto BUMYCK Cepii: camoi BUPO6HMYOI rpynu NiANPUEMCTB, WO i
)s ronkoto (a6o 2 CaHodpi MacTtep , 3aTBEPMKEHUIA) - 3MiHa BUPOOHMNYOT AiNbHUL ANs
noniomien OKpeMMMU rosikamm), ®paHLis; NOBHUIA cupoBuHM Tryptone V BupobHUUTBa Solabia
TY LLIO MICTUTb LKA BUPOBHMLTBA, (BPOGHMLTBO NepeHeceHo 3 3aBoay bose y
IHAKTUBOBA | cycnieHsito ans 3anoBHEHHS Ta ®paHLii (Beauvais site) Ha 3aBog MapiHra y
HA TA iH'EKUIlA, B KAPTOHHIl niogpinizauis Bpasunii (Maringa site) 6e3 6y/b-AK1x 3MiH
BAKUUHA kopobui; no 1 (chnaxoHm), BMPOGHMKA, BUPOBHNYOTO NpoLecy abo TEXHIYHUX
anda chnakoHy 3 BTOPWHHE XapaKTepucTuk.TepMiH BBEAEHHS 3MiH - CiYeHb
MPODINAKT nopowukom Ta 1 nakyBaHHs, 2027. 3MiHu | TNy - 3MiHK 3 KocTi. API.
KN nonepeaHL0 KOHTPOb AKOCTI, KoHTponb A®I (iHLwi 3MiHW) - 3MiHa BHYTPILLHBLOT
IHOEKLLIA, 3arnoBHeHOMY BUMYCK Cepii: cneundikauii s cuposuHn Peptides N3, ska
CNPUYMUHEH | wnpuyy (0,5 mn) 3 CaHodpi Mactep, BMKOPUCTOBYETLCA B NpoOL,ECi BUPOOHULTBA
nx MPUKpPINAEHO0 dpaHuis; BTOPUHHE Conjugated Haemophilus b Polysaccharide Bulk
HAEMOPHIL ronkoto (a6o 2 nakyBaHHs1, BUMYCK Ta OYMLLEHOrO NpaBLEBOro aHaTokcuHy (PTT), wo
usTuny B OKpeMUMU rosikamm), cepii:CaHoi- nonsarae y BuAaseHHi HeBiAnoBiAHUX TECTIB.
KOH'FOFOBA LLIO MICTUTb ABeHTic 3pT., BHeceHHs pefakuiiiHuX 3MiH 415 6inbLIoT TOYHOCTI
HA, cycneHsito gns YropwmHa Ta 3 METOK BUAa/IEHHA HEepesieBaHTHOI
AACOPBOBA | iH'eKuii, B iHchopMmaLii 6e3 3MiH y BUPOGHWYIl NpakTuLi.
HA CTaH4apTHO- TepMmiH BBELEHHS 3MiH - CideHb 2027. 3minu I
€KCMOPTHIl Tuny - 3miHu 3 skocTi. A®I. BupobHuuTBo. 3miHa
ynakoBLi, sika BMPOOHUKA BMXiZAHOrO/MPOMIXHOIO
MiCTUTbCA Y NpoayKTy/peareHTy, Lo BUKOPUCTOBYOTHCA Y
KapTOHHI KopoobLi (3 BMPO6HMYOMY npoueci A®I, abo 3miHa BUPO6HUKa
IHCTpyKLUieto ansa (BKOYatoum, ae HeobXiAHO, MicLe NPOBeAEHHS
MeANYHOro KOHTPO/O sIKOCTI) ADI (3a BigCYTHOCTI
3acTocyBaHHS) cepTudikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepKeHOMY A0CbE)(3MiHa B
A®| 6ioNoriYHOro NOXoAXXeHHs abo BUXigHOMY
mMarepiani/peareHTi/MPOMiXXHOMY MPOAYKTI, LLIO
BUKOPVCTOBYIOTHCS 4719 BUPOGHMLTBA
6i0N10ri4HOro/iMyHO/IOTIYHOTO JTiKAPCbKOro 3acoby )
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

- fopaBaHHs HoBOrO BMpO6HMKa "TATUA CO-
OPERATIVE DAIRY COMPANY" ans cuposuHu
Peptides N3, sika BUKOPUCTOBYETLCA B NPOLECI
BMpo6HMUTBa Conjugated Haemophilus b
Polysaccharide Bulk.TepmiH BBEE€HHS 3MiH -
civyeHb 2027. 3miHu Il TUNy - 3MiHK 3 sKocTi. API.
Brpo6HMLUTBO. 3MiHM B npoLeci BupobHuutea AdI
(3MiHa CTOCY€ETbCA aKTUBHOI PEHOBWHM
6i0/10r4HOr0/iIMyHOMOrYHOrO MOXOKEHHS abo
BMKOPUCTaHHS XiMiuHMX A®| y BUpOGHNLTBI
nikapcbKkoro 3acoby 6ion1orivyHoro/iMyHoN0rvYHoro
NMOXOPKEHHS, SIKa MOXe MaTh 3HaYHUIA BNNB Ha
AKICTb, 6e3neKky Ta ed)eKTUBHICTb /liKkapCbKOro
3aco0y, i He cTocyeTbCs MPOTOKOAY) - Mepernag
Ta pauioHanisaLjis napameTpis npouecy,
3aCHOBaHUX Ha aHani3i KPUTUYHOCTI NpoLecy
(PCA), npoBeeHOMY Ha npoueci BUPOOHULTBA
ouuLleHoro npasLeBoro npoTeiy (PTP) Ha
eTanax hepmeHTaLii Ta OUMLLEHHS, a TakoX
KOHUEeHTpoBaHoro npasLesoro npoteiHy (CTP) Ha
eTani KoHLeHTpaLi. BHecCeHHsi pefakLiiHiX 3MiH
[0 po3giny 3.2.S.2.2. Onnc BUPOGHMYOTo npouecy
Ta /Aoro KOHTpPOsI0. TepMiIH BBEEHHS 3MiH - CiYeHb
2027

206.

NEProBEPIC
®

MOPOLLIOK Ta
PO3YMHHWK ANs
PO3UMHY ANS iH'EKL
1 a6o 3 dpnakoHu 3
MOPOLLKOM Y
KomnekTi 3 1 a6o 3
thnakoHamu 3 1 mn
pO34MHHYKKa (BOoga
Ans iH'exuin) y
KOHTYpHIl
YapyHKOBIl
ynakosui; no 1
KOHTYpHIl
YapyHKOBIli ynakoBLj
B Kopobui; 5
chakoHiB 3
MOPOLLKOM Y
KOMM/IEKTi 3 5
thnakoHamu 3 1 mn
pO34MHHYKKa (BOoga
Ans H'exuin) y
KOHTYpHIl
YapyHKOBIl
ynakosLi; no 2

Apec TpengiHr
C.A.

Lseiiuapi
A

Mepk CepoHo C.A.,
Bi4iNIEHHA Y M.
O60HH

LLBeiuapis

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta chapmakoHarnsagy. BeegeHHs abo 3miHm o
y3arasibHeHNX JaHnx npo cuctemy
dhapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHnx
npo cuctemy hapMakoHarnsay, smiHa
YMOBHOBaXEHOI 0cobu, BiANoBiAabHOT 3a
3AiicCHEHHS chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuUKa Ans 34INCHEeHHs
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXKeHOT 0co6MU, BiANOBiLa1bHOI 3a
3[jicHeHHs dhapmakoHarnsay (BKIoyarum
KOHTaKTHi AaHi) Ta/abo 3MiH1 y PO3MiLLEHHI
MacTep-palina cuctemu papmMakoHarnsay) -
3MiHa YyNOBHOBaXXEHOI 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.

Litova pepakuin: CabiHa Xakenb / Sabine Hackel. -
MponoHoBaHa pegakuis: Enbke Cinbectp / Elke
Sylvester.

3a
peuyenmom

UA/10624/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KOHTYPHI YapyHKOBI
yrnakoBKU B KOpobui
207. | NEPIHAOMNPE | Ttabnetku no 4 mr/5 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/17768/01/01
C® A mr; no 10 Tabnetok "®bapmaneBTu "®apmaveBTUYHa 3miHu | TMny - 3miHK 3 AkocTi. CepTudikar peyenmom
Y KOHTYpHil yHa thipma chipma "JapHuus” BignosigHocTI/TE-cepTudpikat BignosigHocCTi
YapyHKOBIli "fapHuus” €sponelicbkin dhapmakonei/MoHorpadii. 3miHu,
ynakosLi; no 3 noB'si3aHi 3 HEOOXiHICTIO MPYBEAEHHS Y
KOHTYPHI YapyHKOBI BignoBigHICTb A0 MOHorpadii 4PY a6o
yMnakoBKU B mauLi €sponelicbkoi hapmakonei, abo iHwoTi
HaujioHanbHoi chapmakonei gepxasu €C (iHLi
3MiHK)- MprBeaeHHs po3ainis 3.2.P.4.1. Ta
3.2.P.4.2. peecTpauiiHoro fOCbE Ha AOMOMKHY
peyvoBuHY MarHito cTeapar Ao BUMOr MoHorpadii
«Magnesium stearate» gjtouoi pegakuii
€poneiicbkoi Papmakonei. Y 38'A3Ky 3 LM
BHECEHO 3MiHU [0 po34iniB: «laeHTudikauis»,
«KncnoTHICTb abo NyxHicTb» Ta «KinbkicHe
BM3HAYEHHS.
208. | NEPIHOOMPE | Ttabnetku no 8 mr/10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/17768/01/02
C®A Mmr; no 10 TabneTok "papmaueBTu "®apmaueBTUYHA 3MiHu | TUNy - 3MiHK 3 AKkocTi. CepTudikat peuyenmom
Y KOHTYpHIli yHa hipma ipma "JapHuus" BignosigHocTi/l E-cepTudikar BignosigHocTi
YapyHKOBIl "OapHuus” €Bponeiicbkiin dhapmakonei/MoHorpadii. 3miHu,
ynakosLi; no 3 noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
KOHTYPHI YapyHKOBI BigNoBigHICTb A0 MOHorpadii 4PY abo
yrnaxkoBKu B nayi €Bponelicbkoi hapmakonei, abo iHwoT
HauioHanbHOI chapmakonei gepxasu €C (iHLwi
3MiHW)- MNpuBedeHHs po3ainis 3.2.P.4.1. Ta
3.2.P.4.2. peecTpauiiiHOro fOCbE Ha AOMOMIKHY
peyoBuUHY MarHito cTeapar 4o BUMOr MOHorpadii
«Magnesium stearate» gjtouoi pegakuji
€Bponeiicbkoi ®apmakonei. Y 3B’A3Ky 3 LM
BHECEHO 3MiHW [10 po3Ainis: «laeHTudikavis»,
«KncnoTHICTb abo NyXHiCTb» Ta «KinbkicHe
BU3HAYEHHS».
209. | NEPTYCUH cupon; no 100 ry NAT YkpaiHa MAT "Fanuudpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/0749/01/01
hnakoHax abo "Tanmugpapm” 3MiHM | TMNy - 3MiHK 3 SIKOCTi. [OTOBWIA NiKapCbKni peuyenma

6aHkax; no 100 r y
thnakoHi abo 6aHL;
no 1 chnakoHy abo
6aHUj y nayui

3aci6. KOHTposib roTOBOro NikapcbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[0MNYCTUMMX MEX FOTOBOTO JliKapCbKOro 3acoby
(iHWi 3miHW). CynyTHA 3MiHa- 3MiHU 3 AKOCTI.
[OTOBWIA nikapcbkuid 3aci6. 3MiHN Y BUPOGHULTBI.
3MiHM BUNpo6yBaHb abo AONYCTUMMX MEX,
BCTAHOB/IEHUX Y cneuundikauisax, nig vyac
BMPOGHMLTBA FOTOBOrO NiKapCbKOro 3acoby (iHLui
3MiHW) - BHECEHHS 3MiH Y peecTpavyjiiiHe fOCbE,
noB's3aHe i3 HeobOXiAHICTIO NPUBEAEHHS
cneumdikaLlii, METOAIB KOHTPOJO, KOHTPOHO
KPUTUYHKX CTagiil i NpomibkKHOI npogykuii 13
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Ymosu

Peknamys

Homep

n/n

Hassa
JliKapcbK0O20

dopma sunycKy
(nikapcbka ¢hopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Bionycky

aHHsA

peecmpayitiHo2o

nocsi0OYeHHs

3acoby

ynakoska)

MEPTYCWH, cupon, go Bumor moHorpadii 4dY
2.6 «5.1.4. MikpobionoriyHa yncrota
HecTepunbHUX hapmaLleBTUYHKX Npenaparis Ta
cy6cTaHuii ans hapmayeBTUYHOro
3aCTOCyBaHHS» 3a NokasHUkoM «MikpobionoriyHa
4UCTOTa», a came BUyHEHHSIM (DOPMY IOBaHHS
«He 6inbwe». 3MiHn | TMNY - 3MiHK 3 aKkocTi. AdDI.
KoHTponb A®I. 3miHa y napameTpax crneumdikawii
Ta/abo fonyCTUMUX MEX, BUSHAUEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWUI/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuLTBa API (iHLWi 3MiHW) - BHECEHHSA
3MiH Y peecTpaLiiiHe JOCbE, MOB'A3aHe i3
HeobXiAHICTIO NpuBeAeHHS cneyndikalii, MeToais
KOHTPOJ1H0, KOHTPOJIO KPUTUYHMX CTagji i
npomixHoi npoaykuii N3 MEPTYCWH, cupon, go
BUMOr MoHorpadii AdPY 2.6 «5.1.4.
Mikpob6ionoriyHa unctoTa HecTepunbHUX
thapmaLeBTMYHMX Npenaparis Ta cybcTaHuii ans
chapmaLeBTUYHOIO 3aCTOCYBaHHA» 3a MOKa3HNKOM
«Mikpob6ionoriyHa ynctoTa», a came BUTyYEHHAM
hopMy/ItoBaHHs «He Ginblues.

UA/9554/01/01

210.

NEPTYCUH

cupon in bulk: no
100 r y conakoHi abo
6aHui, no 48
hnakoHiB abo 6aHOK
y KOpOOi
KapTOHHOMY

MAT
"Tanuucgapm”

YKpaiHa

MAT "Tanuucapm”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKN
3aci6. KOHTposib rOTOBOTO NikapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[0MNYyCTUMUX MEX FOTOBOrO /liKapCbKOro 3acoby
(iHwWi 3miHK). CynyTHS 3MiHa- 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHu BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBJIEHVX Y crneuudikauisx, nig vac
BMPOBGHMLTBA FOTOBOIO NiKapCbKOro 3acoby (iHLi
3MiHW) - BHECEHHS 3MiH Y peecTpayjiiiHe fOCbE,
noB'sA3aHe i3 HeobXiAHICTIO NPUBEAEHHS
crneundikaLii, MeToAiB KOHTPO/IK, KOHTPO/IO
KPUTWYHMX CTagAii i npomikHOT npoAaykuii M3
MEPTYCWH, cupon, Ao Bumor MmoHorpadii 4dY
2.6 «5.1.4. Mikpo6ionoriyHa uictoTa
HecTepunbHUX papmaLleBTUYHNX Npenaparis Ta
cy6CcTaHuili ans hapmayeBTUYHOro
3aCTOCYBaHHA» 3a NoKa3HUKOM «MikpobiosoriyHa
4ynCcTOTa», a caMe BUTyYEeHHSAM hOPMYy/THOBaHHSA
«He 6inbLex. 3miHu | Tuny - 3miHu 3 skocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumdikavii
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWUIA/MPOMIXHWIA
NPOAYKT/peareHT, L0 BUKOPUCTOBYOTLCA Y

npoueci Bupo6HuuTBa A®PI (iHLWi 3MiHW) - BHECEHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

3MiH Y peecTpaLiiiHe JOCbE, MOB'A3aHe i3
HeobXiAHICTIO NpuBeAeHHs cneyudikalii, MeToais

KOHTPOJ1H0, KOHTPOJIO KPUTUYHMX CTagji i
npomixHoi npoaykuii N3 MEPTYCWH, cupon, go

BUMOr MoHorpadii APY 2.6 «5.1.4.

Mikpob6ionoriyHa unctotTa HecTepunbHUX
thapmaLeBTMYHMX Npenaparis Ta cybcTaHuii ans
chapmaLeBTUYHOIO 3aCTOCYBaHHA» 3a MOKa3HNKOM
«Mikpob6ionoriyHa yncTtoTa», a came BUTyHYEHHAM

hopMy/ItoBaHHs «He 6inblues.

211.

MIACKNEAVH
® 300

kancynu; no 15
kancyny 6nictepi;
no 1 a6o no 2
6nictepy B kOpO6Ui
3 KapToHY

Nab6opaTyap
EkcnaHcbeHC

PpaHuis

Nab6opatyap
EkcnaHcbeHC

PpaHuin

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUnYy - 3MiHn 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkilt hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOBEHOrO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ons
A®I; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[onomikHoi peyosuHu (MFE-cepTudikar
BiANOBIgHOCTI EBponelickkili hapmakonei gns
Adl/BuxigHOro MaTepiany/peareHTy/npomMikKHOro
NpoAyKTY abo AONOMDKHOT PEYOBUHM) -
OHoBReHWi cepTudikaT Bif, BXe 3aTBepAKEHOro
BUpo6HuKa MogaHHA oHoBneHoro ME-cepTudikata
BiAnNoBigHOCTI €Bponeiicbkili hapmakonei Ne R1-
CEP 2000-029 - Rev 06 (3atBepmxeHo: R1-CEP
2000-029 - Rev 05) ans xenaTuHy Big,
3aTBEpPAKEHOro BUPOo6HNKa ROUSSELOT. 3MiHu |
Tuny - 3MiHM 3 skocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkin thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudiikata
Bi4NoBIAHOCTI ab60 BUyYEHHS cepTudikaTa
BIANOBIAHOCTI EBponeiickbkili thapmakonei: ans
A®l; pns BUXigHOroO
marepiany/peareHTy/npoMKHOIo NPOAYKTY, L0
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI AdDl; ans
ponomikHoi peyoBuHu (MFE-cepTudikar
BiANOBIgHOCTI EBponeiickkili hapmakonei gns
Adl/BnxigHoro matepiasy/peareHTy/npoMixXHOro
npoaykTy abo AONOMIXHOT PEYOBUHN) -
OHOBNEHWit cepTudikaT Bif, BXe 3aTBEPAKEHOTO
BMpO6HUWKa MNogaHHs oHoBneHoro E-cepTudikara
BiAgnNoBigHOCTI EBponeiickkili hapmakonei Ne CEP
2000-045-Rev 06 (3aTBepmxeHo: R1-CEP 2000-
045-Rev 04) ans xenaTuHy BUpo6HMLTBA

6e3
peyenma

UA/13173/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
TESSENDERLO GROUP N.V.
212. | NIPAHTEN CycCrneHsis opasibHa, dapmaneBTuy Monbua Bupo6bHuuTBO, MonbLia BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 nionsieae UA/9225/01/01
NOJIb®APM 250 mr/5 mn; no 15 HWUIA 3aBOf, nepBuHHe Ta YTOUYHEHHSA cTaTyCcy peKknamyBaHHA B HakKasi peyenma
A My donakoHi; no 1 "MONMb®APM BTOpWHHE MO3 Ykpainu Ne 28 Big 03.01.2025 B npoueci
hNakoHy i MipKoto 3 A" C.A. nakyBaHHs, BHECEHHSA 3MiH (3MiHu | TNy - 3MiHK 3 AKOCTI.
noginkamu B KOHTpONb cepii: oTOBMIA NiKapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
KapTOHHIli Kopoobui dapmaneBTUUHNI 3miHa iMnopTepa/3MiHu, L0 CTOCYTLCS BUMYCKY
3aBOf, cepii Ta KOHTPO/IIO AKOCTi FOTOBOTO NliKapPCbKOro
«MONTb®APMA> 3acoby (3amiHa abo AofasaHHsA BUPOOHWKA, LLO
C.A,, MNonbuia BiANOBiAaE 3a BBe3EHHA Ta/abo BMNyck cepii) - He
Bunyck cepii: BK/1H0HA0UN KOHTPO/IL/BUNPOBYBaHHSA cepil -
PapmauleBTUYHNI MepeHeceHHs BUPOOHUYOI AiNbHUL
3aBof BiANOBIAA/IbHOI 3@ BUMYCK Cepii 3aTBep)KEHOr0
«MOJIbGAPMA> BMPOGHMKa DapMaLeBTUYHWIA 3aBOJ,
C.A, Monbwa "MNOJSIbGAPMA" C.A., MonbLya, BiANOBIAA/ILHOTO

3a NOBHUIA LMK BUPOGHMLTBA. 3MiHM BHECEHO B
HCTPYKLi0 4151 MeAMYHOrO 3aCTOCYyBaHHS
niKapcbKoro 3acoby y po3gisin "BupobHuK" Ta
"MicLe3HaxomkeHHs BUPOOHMKa Ta agpeca Micus
NPOBaKEHHSI Or0 AisNIbHOCTI" Ta SIK HAC/IgOK - Y
TEeKCT MapKyBaHHS1 YNakoBOK J1ikapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBepXeHHS. 3MiHW | TUny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOoBa[PKEHHS AiS/IbHOCTI BUPObHUKa/imnopTepa
roTOBOrO fiKapcbKoro 3acoby, BKIoYaun
AinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOJI0 SIKOCTI. (AiANbHICTb, 3a Ky BignoBifae
BMPOGHUK/IMNOPTEP, BK/IOYAKOUM BUMYCK cepild) -
3MiHa Ha3BM Ta agpecy BUPOGHMKa
dapmaueBTnyHMi 3aBog "MONTIbOAPMA" C.A., a
came NpUBEAEHHSAM [0 EANHOTO HaNUCaHHS, y
3B'A3KYy 3 MM yacTuHa Hassu "Biggin MegaHa B
Cepag3i" nepeHeceHo A0 agpecu BUPOOHUKA.
3MiHV BHECEHO B IHCTPYKLiIO A/18 MeANYHOro
3aCTOCYBaHHS NikapCbkoro 3acoby y po3ginun
"Bmpo6HMK" Ta "MicLe3HaxomKeHHs BUPOOHMKa Ta
afpeca MicLs NPOBaXEHHS MOro AissIbHOCTI" y
3B'AI3KY 3i 3MIHOKO Ha3BY Ta afpecy BUPObHMKa, a
came NpuBeAEHHAM [0 €AMHOIO HanMcaHHs, Ta fK
HacnifokK - y TeKCT MapKyBaHHS YNakoBOK
nikapcbKoro 3acoby. BeeAeHHs 3MiH NpoTarom 6-
TU MiCcALIB NicNa 3aTBEPMAXEHHS. 3MiHuM | Tuny -
3MiHuM Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHW BHECEHO Y
TEKCT MapKyBaHHsA NepBuHHOI (M. 1, n. 6) Ta
BTOpWHHOI (M. 1, n. 5, n. 14, n. 15, n. 16 Ta n. 17)
YyNaKoBKK flikapcbKoro 3acoby). Pepakuisi B Hakasi
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

- He mignsrae. BipHa pepakuis - nignsrae.

213.

MIPALETAM

Tabnetku, no 200
mr, no 10 TabneTok
y 6nicTepi; no 6
6nicTepiB y naui 3
KapToHYy

NAT
"Ximcpapmsas
of, "YepBoHa

3ipka”

YKpaiHa

MAT
"Ximcpapmsasosn
"YepBoHa 3ipka"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI
Ta thapmakoHarnagy. 3MiHU y KOpoTKiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii AN MeAUYHOro
3aCTOCYBaHHS TeHepUYHNX/TIBPMAHMX/6ioNoAIGHNX
nikapcbkunx 3acobiB Nic/isi BHECEHHSA TiEl camol
3MiHM Ha pedhepeHTHMIA npenapart (3MiHa He
notpebye HafaHHA XOAHWNX HOBUX AOAATKOBUX
AaHux) - 3MiHY BHECEHO B IHCTPYKLi0 A5
MeAMYHOro 3acTOCyBaHHS NiKapcbKoro 3acoby o
po3ginis "lNokazaHHsA" (pefaryBaHHs),
"apmakonoriyHi BnactneocTi”,
"MpoTunokasaHHs", "B3aeMogis 3 iHLLIMMKY
nikapcbkMn 3acobamu Ta iHWi BUAn B3aeMogiii",
"Oco61BOCTI 3aCTOCYBaHHA", "3acTOCyBaHHS Yy
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"34aTHICTb BNAMBATY Ha LIBWAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWMK
MexaHismamu', "Cnocib 3acTocyBaHHs Ta fosmn",
"MepepnosyBaHHa", "Mob6iyHI peakuii” BiANOBIAHO
[,0 OHOBJIEHOI iHGhopMaLii Npo MeanyHe
3acToCyBaHHSA pehepeHTHOro NikapCcbKoro 3acoby
(NipaueTtam-AapHuus, TabneTky BKPpUTI NIBKOBOKO
060/10HKOI0). BBEAIeHHS 3MiH NPOTArom 3-0X
MiCALIB MiCNs 3aTBEPLKEHHS

3a
peyenmom

He
nidnsieae

UA/5788/01/01

214.

MIPALETAM

Tabnetkv no 400 wmr,
no 10 TabneTtok y
6nictepi; no 6
6nicTepiB y navui 3
KapTOHY

NAT
"Ximchapm3sas
o/ "YepsoHa

3ipka”

YkpaiHa

NnAT
"Ximchapm3sasopg
"YepBoHa 3ipka"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta thapmakoHarnagy. 3MiHu y KOpoTkiii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUiT AN MefUYHOro
3aCTOCYBaHHS reHepUYHNX/TiIBpMAHNX/6I0NoAIGHNX
nikapcbKunx 3acobiB Micns BHECEHHSA Tiei camol
3MiHV Ha pedhepeHTHW npenapar (3mMiHa He
noTpebye HafaHHS XOA4HWUX HOBMX A0AATKOBUX
AaHux) - 3MiHU BHECEHO B IHCTPYKLi0 A4/15
Me[MYHOro 3aCTOCYBaHHA MiKapCbKoro 3acoby [0
po3sginis "lMNoka3aHHsA" (pefaryBaHHs),
"apmakonoriyHi BacTnsocTi”,
"MpoTunokasaHHA", "B3aemogis 3 iHWMun
nikapcbkrMun 3acobamu Ta iHLWi BUan B3aeMogiii',
"Oco6NMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHs y
nepiog BariTHOCTi abo rofyBaHHs rpyaar”,
"34aTHICTb BNAMBATY Ha LWUBWAKICTb peakLii npu
KepyBaHHI aBTOTPaHCNOPTOM abo iHWMMK
MexaHizmamu”, "Cnoci6 3acTocyBaHHs Ta 4o3un",
"MepeposyBaHHa", "MNob6iyHi peakuii” BiANOBIAHO

3a
peyenmom

He
nionsieae

UA/5788/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
[0 OHOBJEHOI iHhopMaL,i Npo MeanyHe
3acTocyBaHHA pehepeHTHOro NikapCcbkoro 3acoby
(MipaueTtam-AapHuugs, TabneTky BKpUTI NAIBKOBOO
060/10HKOI0). BBEAEHHSA 3MiH MPOTArOM 3-0X
MicCsILiB Micns 3aTBepKEHHS
215. | NK-MEPL, PO3unH ANs iHdYy3il, Mepuy, HimeuunH Brpo6HWK rotosoro Icnanis/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/9031/02/01
0,4 mr/mn no 500 mn | ®apmacbloTika a nikapcbKoro 3acoby: HimeuunHa 3MmiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi peyenmom
y thnakoHi; no 2 nc rmé6x B. BpayH Megukan, 3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHUI
donakoHn y CA, IcnaHis; 3aci6. 3MiHa nocTaYasibHMKa NakyBaslbHUX
KapTOHHIli KopoobLi Brpo6HWK, Marepianis abo KOMMEKTYHOUUX (SKLLO 3a3HaYeHO
BiAnoBiganbHMiA 3a B [0CbE) (3aMiHa abo AofaBaHHA nocTavasibHUKa)
BUMYCK Cepii: AopasaHHs Basell Sales & Marketing Company
Mepy, ®apma M'v6X i B.V (LyondellBasell) B iKoCTi anibTepHaTUBHOIO
Ko. KlraA, nocravasnibHvKa nepByHHOIO NakyBasibHOro
HimeuumnHa; martepiany (LDPE). TakoX NponoHyTbCs
Brpo6HWK, He3HauHi peAakLiliiHi NpaBku ANS Y3roMKeHHS
BiAnoBiganbHMi 3a iHdbopmawii Mk posginamu 3.2.P.7 Ta 3.2.P.8.1.
BTOPUHHE
nakyBaHHS:
MpecTix MNpomMoyLUH
Bepkaydcdoepaepy
Hr & Bepbecepsic
M6X, HimeyunHa;
Bunpo6HMK,
BiANOBiAa/IbHWIA 32
BTOPUHHE
nakyBaHHS:
X.E.1.N. Tm6X,
HimeuumHa
216. | NK-MEPL, PO3unH ANs iHQy3il, Mepuy, HimeuunH Brpo6HWK rotoBoro Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasis: 3a UA/9031/02/01
0,4 mr/mn, no 500 dapmachbioTika a nikapcbKoro 3acoby: HimeyunHa 3MiHn | TUnYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
My chnakoHi; no 2 nc rmé6x B. BpayH Megukan, Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go

dhnakoHn y
KapTOHHIli KopoobLi

CA, IcnaHis;
Brpo6HMK,
BiAgnosiganbHMi 3a
BMMYCK cepii: Mepu,
dapma 'm6X i Ko.
KraA, HimeuunHa;
Bunpo6HMK,
BiANOBiAa/IbHWIA 32
BTOPUHHE
nakyBaHHs: MNpecTix
MpomoyLuH
Bepkaydcchoepaepy
Hr & Bepbecepsic
M6X, HimeuunHa;
Bunpo6HuK,
BiAnoBigabHWIA 3a

y3arasibHeHVX AaHnx npo cuctemy
thapmakoHarnagy (BBeAeHHs y3araslbHeHUX faHnx
npo cuctemy thapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBIAa/IbHOI 32
34ilicHeHHA hapMakoHaraay; KOHTaKTHOT 0cobu 3
chapmakoHarnsgy 3asBHuKa A1 34iACHEHHS
hapmakoHarniagy B YKpaiHi, SKLLO0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobwu, BignoBiganbHOT 3a
3[jicHeHHs1 hapMakoHarnisay (BkIrYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
mMacTep-aiina cuctemu hapmMmakoHarnsay) -
3MiHa YyNoBHOBaXXeHOI 0CObM 3asiBHUKA,
BiANOBiAaNbHOI 3a thapmakoHarnsg,
[Oitova pepakuis: Julia Praff.
MponoHoBaHa pepakuisn: Dr. Julia Gehricke.
3MiHa KOHTaKTHUX AaHVX YNOBHOB&XEHOI 0co6u
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BTOPUHHE 3asBHUKA, BiAMNOBIAa/IbHOI 3a (hapMakoHarsg,
nakysaHHs: X.E.J1.IN.
'm6X, HimeyunHa
217. | NK-MEPL, TabneTku, BKpUTI Mepy, HimeuunH Mpoaykuis in-bulk: HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3a UA/9031/01/01
NAiBKOBOO dapmachbioTika a Knoke dapma- 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peyenmom
0600HKot0, Mo 100 nc rméx Cepsic 'M6X, Ta chapmakoHarnsagy. BeegeHts abo 3miHm o
mr no 10 Tabnetok y HimeuunHa; y3ara/ibHeHNX JaHnx npo cuctemy
6nictepi; no 3 abo MepBuHHE Ta hapmakoHarnsgy (BBeeHHs y3araslbHeHUX AaHnX
no 9 6nictepis y BTOPWHHE npo cuctemy thapmakoHarnsgy, 3miHa
KapTOHHI Kopo6Lyi nakyBaHHs: Mepu, YMOBHOBaXeEHOI 0cobu, BiANoBiAabHOT 3a
dapma M'vbX i Ko. 3AiicCHEHHS chapMakoHarnsay; KOHTaKTHOI 0co6u 3
KlraA, HimeuuunHa; thapmakoHarnagy 3asiBHUKa Ans 34iCHEHHSA
nepBuHHE Ta hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHa
BTOPVHHE Bif, yNOBHOBaXeHOT 0co6u, BiANOBiLa1bHOI 3a
nakyBaHHs: Knoke 3ilicHeHHs chapmakoHarniagy (Bkovaroun
dapma-Cepsic KOHTaKTHi AaHi) Ta/abo 3MiH1 Yy PO3MiLLEHHI
M6X, HimeuyunHa,; MacTep-aiina cuctemu chapmakoHarnisgy). 3miHa
BTOPVHHE YNOBHOB&XEHOI 0CO6M 3asBHVKa, BifnoBiganbHOT
nakyBaHHs: 3a thapmakoHarnag.
X.E.N.M. TM6X, Litova pepgakuis: Julia Praff. MponoHoBaHa
HimeyuunHa; pegakuis: Dr. Julia Gehricke. 3miHa KOHTaKTHUX
BTOPUHHE [aHnX YNoBHOBaXXEHOT 0CObY 3asBHMKA,
nakyBaHHs: MpecTix BiANOBIAa/ILHOT 32 hapmakoHarnsag.
MpomoyLH
Bepkaydchoepaepy
Hr & Bepbecepsic
'm6X, HimeuunHa;
Brpo6HWK,
BiAnoBiganbHMii 3a
BUMYCK cepiii: Mepy,
dapma 'm6X i Ko.
KraA, HimeuunHa
218. | NON-NANA Tpasa no 40 r abo MpAT YkpaiHa MpAT "NMikTpasn” YkpaiHa BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 6e3 UA/8884/01/01
50 r y naykax 3 "NikTpasn” 3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKuii peuyenma
BHYTPILUHIM NakeToMm 3aci6. CuctemMa KoHTeliHep/3aKynoptoBasibHU
3aci6 (iHWi 3MiHWM) — BHECEHHS 3MiH A0
HOPMYBaHHS! MOKa3HWKIB «laeHTrdpikauist (30BHILLHi
03Haku)» (foAaBaHHS Onucy NNIBKU NakyBasibHOI);
«TOBLYMHA MAIBKN» (YTOYHEHHS AONYCTUMUX HOPM
nokasHunka) cneumdikauii 3 KOHTPO/IIO NEPBUHHOIO
nakyBaslbHOrO MaTepiasy A/1a ynakoBku no 40 r ta
no 50 r y nauuj 3 BHYTPILLHIM nakeToMm (Mm/iBka
nakyBasibHa (NepBUHHA) NonimMepHa). NepBUHHNI
nakyBa/lbHWI MaTepian 3a/IMWAETbCA HE3MIHHUM.
219. | NOMNE30 niocpinizat gns TOB «YOPN[, YkpaiHa Medbap Inau CaH. TypeyunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a UA/17804/01/01
PO34YMHY ANS iH'EKLi MEANLH» A.LL. 3MiHu | TUNY: 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii peuyenmom

no 40 mr 1 conakoH 3
niocpinizatom y

3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3miHa napameTpiB cneundikauivi Ta/abo
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KapTOHHIli KopoobLi [OMNYCTUMKX MEX FOTOBOrO JliKapCbKOro 3acoby
(iHWi 3miHW) - CynyTHA 3MiHa: 3MiHU 3 AKOCTI.
[0TOBWIA Nikapcbkuii 3aci6. KOHTposIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS rOTOBOrO NikapCbKoro 3acoby (iHLwi
3MiHM) - HE3HaYHa 3MiHa Y 3aTBEPLKEHNX
cneuudikaLii Ta MeToaax KOHTPOJI AKOCTI Y
po3gini «bakTepiasibHi eHOO0TOKCUHUY», a came
3a3HayYeHHs rpaHNYHOro BMICTY EHA0TOKCUHIB Ha
OAMHULI0 Macu. 3aTBepixeHo bakTepnaibHble
9HAOTOKCUHBLI He 6onee 4,37 E3/Mn
3anponoHoBaHo bakTepianbHi eHA0TOKCMHM He
6inbLe 4,37 MO/mr
220. | NPEBEHAP® | cycneHsis ans Mdpaiizep CWA Mcpaiizep Benbrisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/15864/01/01
131/ iH'ekuUili; no 1 osi Eiu.Ci.Mi. MeHtohekuypuHr Ipnangis 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKN peyenmom
PREVENAR® | (0,5wmn)y KopnopeWLH Benebris HB, 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa
13 BAKUWHA | nonepefHbo Benerist; MNdpaiizep iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
MHEBMOKOK | HanoBHeHoMy Ipneng, KOHTPOJIH0 SIKOCTi FOTOBOTrO MiKapCbKoro 3acoby
OBA wnpuui; no 1 dapmaceyTumkanc, (3amiHa abo foAaBaHHSA AiNbHNL, Ha SKil
MONICAXAP nonepegHbL0 IpnaHgis 3[iACHIOETLCSI KOHTPO/IL/BUNPOGYBaHHS cepii) -
NOHA HarnoBHEHOMY [opaBaHHa BMNPOGYBaHHS "KinbkicHOro
KOH’FOFOBA | wnpwvuy Ta OfHii BV3HAYEHHS /THOMIHII0" LUIAXOM iHAYKTUBHO
HA BiOKpEMNEHIV ronui Crosly4eHoro Na1a3MoBOro cnekTpomeTpa
(TPUHAQUAT | B iHAMBIAyanbHOMY onTuyHoro BunpomiHoeaHHA (ICP-OES) ans
MUBANEHTHA | uoxniy 3akputomy AinbHuui Pfizer, Puurs, Belgium. OHOBNEHHSA
ALNCOPBOBA | nnactukoBomy po3giny 3.2.A.1, a came OHOB/IEHHS KPEC/IEHHSA 3
HA) KOHTelHepi; no 1 niyeHsii ginbHuui Pfizer, Puurs, Belgium.
n1acTMKOBOMY PepakuiiHi 3miHn B po3gini 3.2.P.3.1 gns
KOHTEliHepy y yHichikauii TepmiHonorii
KapTOHHIV Kopobui
221. | NPErAgon Kancynu no 75 mr; My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a He UA/16387/01/01
no 10 kancyny akuioHepHe akuioHepHe 3MiHu | TUNY - AgMiHICTpPaTUBHI 3MiHW. 3MiHa kody peuyenmom nionsieae
6nicTepi; no 3 abo 6 TOBapUCTBO TOBapUCTBO ATX. 3MiHM BHECEHO [0 IHCTPYKLUiT A4N18 MeANYHOro
6nicTepiB y navui "HaykoBo- "HaykoBo- 3aCTOCyBaHHS NiKapCbKoro 3acoby A0 po3ainy
BVPOGHNYNIA BUPOGHUUNIA LLEHTP "®apmakoTepanesTuyHa rpyna. Kog ATX."
LeHTp "BopLuariBcbkuii BIANOBIAHO A0 MXHAPOAHOrO Knacudikaropa
"bopLuariBcbk XiMiKO- BOO3 (http://www.whocc.no/atc_ddd_index/):
niA XiMiko- thapmaueBTUYHWI 3aTBEpAXeHO — "TpoTueninenTuyHi 3acobu, iHLwi
cthapmaueBTny 3asof" npoTueninenTuyHi 3acobu. Kog ATX NO3A
HWi1 3aBog" X16.",3anponoHoBaHo — "AHasIreTUKu. [HLWi

aHaNTeTMKN Ta Xapo3HKyHodi 3aco6m.
abaneHTuHoign. Kog ATX NO2B F02.". TepmiH
BBEEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHK Woa0
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHW)- 3MiHX BHECEHO [0 iHCTPYKUiT AN
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3giny "MobiyHi peakuyii” (LLoA0 NOBIJOMIEHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

npo nifo3proBaHi NoGiYHI peakii). TepmiH
BBEJEHHS 3MiH - NPOTAroM 6 MicsuiB nicns
3aTBEPLKEHHS.
3miHu | TUny - 3MiHn Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnagy. 3MiHU y KOpOoTKiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSI TeHepUYHNX/TIGPUAHMX/6ioNoAIGHNX
NiKapcbknx 3acobiB nic/is BHECEHHSA TiEl camoi
3MiHM Ha pedhepeHTHMIA npenapart (3MiHa He
noTpebye HafaHHA XOAHVX HOBUX AOAATKOBUX
AaHuvx) - 3MiHW BHECEHI [0 IHCTPYKLi ANns
MeAMYHOro 3acTOCYBaHHA NiKapCbKoro 3acoby Ao
po3ainis "®apmakosioriyHi BNacTuBocCTi”,
"Oco6nmBOCTI 3acTOCyBaHHA" 3rigHO 3
iHchopMmaLielo LWoA0 MeANYHOT0 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (flipuka,
kancynu no 50 mr, no 300 mr; kancysu no 75 mr,
no 150 mr). TepmiH BBEAEHHS 3MiH NpOTArom 6
MicALiB Nic/a 3aTBePAKEHHS.

222.

NPEFAZLON

kancynu no 150 wr;
no 10 kancyny
6nictepi; no 3 abo 6
6nicTepiB y nauui

My6niyHe
akujioHepHe
TOBap1CTBO

"HaykoBo-
BVPOGHWYNIA

LieHTp
"BopLariscbk
uii Ximiko-
thapmaueBTny
HWi1 3aBog"

YkpaiHa

My6niuHe
akujioHepHe
TOBapUCTBO

"HaykoBo-

BMPOGHUUNIA LLEHTP
"BopLuariBcbkuii
XiMiKO-
thapmaueBTUYHWI
3asof”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
3MiHu | TURNY - AgMiHICTPaTMBHI 3MiHW. 3MiHa Koay
ATX. 3MiHV BHECEHO A0 IHCTPYKUIT ANs MeAUYHOro

3acToCyBaHHS NikapcbKoro 3acoby Ao po3giny

"®apmakoTepanesTuyHa rpyna. Kog ATX."
Bi4NOBIAHO A0 MKHAPOAHOrO Knacudikatopa
BOO3 (http://www.whocc.no/atc_ddd_index/):
3aTBepmxeHo — "lpoTmeninenTuyHi 3acobu, iHwi
npoTueninenTuyHi 3acobu. Kog ATX NO3A
X16.",3anponoHoBaHo — "AHanreTuku. [HLwi
aHaITeTMKMN Ta XKapOo3HKYHoUi 3aco6u.

[abaneHTuHOIgM. Kog ATX NO2B F02.". TepmiH

BBE/IEHHS 3MiH - NPOTArom 6 micauis nicns
3aTBEPMAKEHHSA. 3MiHU | TUny - 3MiHW WoA0
6e3nekn/edekTMBHOCTI Ta thapMakoHarnagy (iHwi
3MiHM)- 3MiHN BHECEHO [0 IHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA NiKkapCbKoro 3acoby Ao
po3ziny "Mo6iyHi peakyii” (LLOAO0 NOBIAOMIEHHSA
npo nigo3proBaHi NoGIYHI peakLii). TepmiH
BBE/IEHHS 3MiH - MPOTArom 6 MicAuiB nicns
3aTBEPMKEHHS.
3MiHM | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI
Ta thapmakoHarnagy. 3MiHu y KOpoTKiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii AN MeAUYHOro
3aCTOCYBaHHS TeHepUYHNX/TIBPMAHMX/6IoNoAIGHNX
nikapcbkunx 3acobiB nic/is BHECEHHSA TiEl camol
3MiHM Ha pedhepeHTHMII npenapart (3MiHa He

3a
peyernmom

He
nionsieae

UA/16387/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
noTpebye HafiaHHA XOAHWNX HOBUX AOAATKOBUX
LaHunX) - 3MiHW BHeCeHi [0 IHCTPYKLUii Ans
MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby o
po3ginis "®apmakosnoriyHi BNacTnBocCTi",
"Oco6nmBOCTI 3acTOCyBaHHA" 3rigHO 3
iHhopmaLieto WoA0 MeguyYHOro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (flipuka,
kancynu no 50 mr, no 300 mr; kancysv no 75 mr,
no 150 mr). TepmiH BBEAEHHSA 3MiH NPOTArom 6
MicAILiB Nic/1a 3aTBePAKEHHS.
223. | NPErAgoOn kancynu no 300 mr; My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a He UA/16387/01/03
no 10 kancyny akujioHepHe akujioHepHe 3MiHn | TURY - AgMIHICTPATVBHI 3MiHW. 3MiHa Kogy peyenmom nionsizae
6nicTepi; no 3 TOBapUCTBO TOBapUCTBO ATX. 3MiHM BHECEHO [0 IHCTPYKLUIiT A9 MeANYHOro
6nictepu B nauvuj "HaykoBo- "HaykoBo- 3acToCyBaHHSA NikapCcbKoro 3acoby A0 po3ainy
BVPOGHWYNIA BMPOGHNUNIA LLEHTP "GapmakoTepanesTuyHa rpyna. Kog ATX."
LeHTp "BopLuariBcbkuii BiANOBIAHO 4O MXHAPOAHOIO Knacudikaropa
"BopLuariscbk XiMiko- BOO3 (http://www.whocc.no/atc_ddd_index/):
Ui XiMiKo- hapmaueBTUYHWI 3aTBepmxeHo — "MpoTreninenTuyHi 3acobu, iHLwwi
hapmaneBTuy 3asog" npoTtueninentuyHi 3acobu. Kog ATX NO3A
HWi1 3aBoa" X16.",3anponoHoBaHo — "AHanreTuku. [HLwi

aHanreTMKM Ta Xapo3HMXKyUi 3acobu.
abaneHTuHoian. Kog ATX NO2B F02.". TepmiH
BBEJEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBEPMKEHHS. 3MiHKM | Tuny - 3MiHW Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHW)- 3MiHX BHECEHO [0 iHCTPYKUiT AN
MeAMYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby o
po3gainy "MobiuHi peakyii” (LWo40 NOBIAOMIEHHS
npo nigo3ptoBaHi No6iYHI peakwii). TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPKEHHS.
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/edeKkTUBHOCTI
Ta thapmakoHarnagy. 3MiH1 y KOpoTkiii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKLiT 415 MeanYHOro
3aCTOCYBaHHSA reHepUYHNX/TIBPMAHNX/6I0N0AIGHNX
nNikapcbKnx 3acobiB Micns BHECEHHS Tiei camol
3MiHV Ha pedhepeHTHK1 Npenapar (3MiHa He
noTpebye HafaHHS XO4HUX HOBMX A0AATKOBUX
OaHux) - 3MiHW BHECEHI A0 IHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
po3ginis "®apmakonoriyHi BNacTueocCTi",
"Oco6MBOCTI 3aCTOCYBaHHA" 3rigHO 3
iHhopmaLieto WoA0 MeauyHOro 3acTocyBaHHs
pedhepeHTHOrO Jlikapcbkoro 3acoby (Jlipyka,
kancynu no 50 mr, no 300 mr; Kancynu no 75 mr,
no 150 mr). TepmiH BBeEHHA 3MiH NPOTArom 6
MicSLB NicNs 3aTBEPAKEHHS.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
224. | NPOMO®ON emynbCis ans ®peseHiyc HimeuunH dpeseHiyc Kabi ABcTpist BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiis: 3a He UA/13233/01/01
KABI iH'ekuili abo iHdysii, Kabi a ABcTpis TM6X 3MiHn | TUny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom nionsizae
10 mr/mn, no 20 mn Loiiunang, Ta hapmakoHarnsgy. 3miHa y KopoTkili
B amnyni, no 5 vM6X XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTi
amnyn y nauj 3 MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
KapToHy; no 50 mny 3acToCyBaHHA Ha MigcTasi perynspHo
dhnakoHi; no 50 mny OHOB/THOBAHOrO 3BITY 3 6e3nekn NikapcbKoro
hnakoHi, no 1 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHsA
dhnakoHy y nauui i3 nikapcbKoro 3aco6y B nicnapeecTpaviiiHuii nepiog,
KapToHy; no 50 mny ab0 sk pe3ysibTaT OLiHKM 3BiTY 3 AOC/IAKEHb,
dhnakoHi, no 10 npoBeeHuX BignoBIAHO A0 NnaHy negiatpuyuHmnx
hNakoHiB y pocnigpkeHb (PIP) (3MiHy y3rogkeHo 3
KapTOHHIl KopoobLi KOMMETEHTHVM YNOBHOB&XXEHNM OpraHoM) 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3gainy
"Mo6iyHi peakwyji" BigNOBigAHO 4O OHOBMEHOI
iHcbopMmauii 3 6e3nekun fit4oi pevyoBUHN
(nponodhony) 3rigHo 3 pekomeHgauisvm PRAC.
225. | NPOMO®ON emynbCis ans ®peseHiyc HimeuunH ®peseHiyc Kabi ABCTpist BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3a He UA/13233/01/02
KABI iH'ekLili abo iHdys3ii, Kabi a ABCTpisf TM6X 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/edeKkTUBHOCTI peyenmom niosnsieae
20 mr/mn, no 50 mn [onunang Ta dpapmakoHarnsgy. 3miHa y KopoTkili
y donakoHi; no 50 mn M6X XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
y thnakoHi, no 1 MapKyBaHHA Ta iHCTPYKLii ANA MeguyHoro
donakoHy y nauui i3 3acTOCyBaHHSA Ha MmigcTasi perynsipHo
KapToHy; no 50 mn y OHOB/IHOBAHOTO 3BITY 3 6e3nekn MikapCbKoro
dhnakoHi, no 10 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHSA
hnakoHiB y nikapcbKoro 3acoby B MicispeecTpaviiiHvin nepiog,
KapTOHHIli KopoobLi ab0 Sk pe3ysibTaT OLiHKM 3BTy 3 AOCNIAXEHb,
npoBeAeHWX BigNoBIAHO A0 NnaHy neaiatpuydHmnx
pocnigxeHb (PIP) (3MiHy y3rogxeHo 3
KOMNETEHTHUM YNOBHOBAXEHUM OpraHom) 3miHu
BHECEHO A0 iHCTPYKLiT 415 MeAnYHOro
3acToCyBaHHSA NikapcbKoro 3acoby Ao po3giny
"Mo6iyHi peakwyji" BigNOBiAHO 4O OHOBMEHOI
iHcbopMmaLii 3 6e3nekun 4ityoi pevyoBuHN
(nponodhony) 3rigHo 3 pekomeHgauisvm PRAC.
226. | NPOTONUK masb 0,03 %; no 10 NNEO dapma [aHia BMPOGHMLITBO 3a Ipnangis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/7779/01/01
rabo no 30, abo AIC NOBHUM LMK/IOM: 3MiHu 1l TUny - 3MiHK 3 AKkoCTi. ADL. (iHLWi 3MiHW) peuyenmom
no 60 ry Ty6i; no 1 NEO Na6opatopic OHoBneHHss DMF Big, 3aTBEpAXEHOr0 BUPOOHUKA
Ty6i B KAPTOHHIA Nimiten Concord Biotech Ltd., IHgia Ha A®I Takponimyc 3
Kopobui Bepcii E-03, 2019-August Ha E-05, 2024-March.
227. | NIPOTONMUK masb 0,1 %; no 10 r JIEO dapma [aHia BMPOGHMLTBO 3a Ipnangis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a UA/7779/01/02
abo no 30, abo no AIC NOBHUM LMK/TOM: 3MiHu 1l TUny - 3MiHK 3 AkocTi. AP, (iHLWi 3MiHW) peyenmom
60 ry Ty6i; no 1 Ty6i NEO Na6opartopic OHosrneHHss DMF Big, 3aTBepAXXeHOro BUPOOHUKa
B KQPTOHHI1 KOpooL,i Nimiteq Concord Biotech Ltd., IHgis Ha A®I| Takponimyc 3
Bepcii E-03, 2019-August Ha E-05, 2024-March.
228. | NYNbMIKOPT | cycneHsis gns AcTpa3eHeka Lsewjs Brpo6HMUTBO, Lseujis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a He UA/5552/01/01
po3nuaeHHs, 0,25 Ab KOHTPO/1b SIKOCTi Ta 3MiHM | TMNy - 3MiHK 3 SKOCTIi. [OTOBWMIA NiKapCbKKii peyenmom nidnsieae
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

Mr/MA1; Mo 2 MA B
KOHTeliHepi; no 5
KOHTeliHepiB y
KOHBepTI; no 4
KOHBEpTU y
KapTOHHI KOpo6Li

BUMYCK Cepii:
AcTpa3eHeka Ab,
Lseuis;
KoHTposb AKocTi:
AcTpa3eHeka Ab,
Lsewis

3aci6. KoHTposib roToBOro nikapcbkoro 3acoby
(iHWi 3miHW) gofaBaHHA NOMUIKOBO BU/YyYEHOT
MeToAMKM “AHaniTuyHa metoavka ana 16,21-
LMKIYHOro HaniBaueTasto 17 —
[Ae3okcunpenHizonoHy Ta 16,17-gerigpo-21
riPOKCUNPeHI30N0HY” B METOAW KOHTPOJIIO AKOCTI
NiKapCbKOro 3acoby 3 BHECEHHSIM pefakuiiHnx Ta
TEeXHIYHUX NpaBoK Yy po3ainu: “Ckniag nikapcbkoro
3aco6y”, “Cneundpikanlisi”, KinbkicHe BU3HaUYEeHHs
6yaecoHify”, “BusHayeHHs NpoAyKTiB po3knagy”,
“OpfHOPIHICTb f,O030BAHUX OAVHULLb, OAHOPIAHICTb
BMICTy 6yaecoHigy”, “OgHopiAHICTb BMICTY”,
“MpoaykTn po3knagy”, “Po3mip yactok”
“laeHTudikaLin 6yaecoHigy. KinbkicHe BU3HAYeHHS
6yaecoHigy. OgHopigHICTb BMICTY. MpoayKTu
po3knagy”, “loeHTndikauis, KiibkicHe BUSHa4YeHHS
Ta BMICT 6yzecoHigy”. BBeeHHS 3MiH NpoTAroM 6-
TV MicALIB NicNa 3aTBEPMKEHHSA. 3MiHW | Tuny -
3MmiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudgikauii Ta/abo AonycTUMmx
MEX roTOBOrO /liKapCbKOro 3acoby (iHLUi 3MiHK)
BHECeHHS 3MiH 0 p.3.2.P.5.1 CneuudikaLia ta
3.2.P.5.6 O6rpyHTyBaHHs cneuudikadii, a came —
YTOYHEHHSI Ha3BMW NoKasHyKa «Onuc» (cTano:
«30BHILWLHIli BUrNIaa»). Takox, 3amiHa Ha3Bu
KOHKPETHOTrOo TuMy maTepiany s KoHTeliHepiB
(LDPE) Ha 3arasibHUii TEPMIH «M1acTUK» y
KpUTEPISX NPUAHATHOCTI 3a M. «30BHILLHIl
BUINAO», OCKINIbKW HE € AOLiNIbHUM NepeBipsaTu
matepian (LDPE) KoHTeliHepy Bi3ya/ibHUM
METOA0M KOHTPOSIO. FAK HACNIAOK, YTOYHEHHS P.
«Ynakoska» MKA 13. Matepian (LDPE) onucaHo
y p.3.2.P.7 Cucrtema
KOHTeliHep/3akynopoBasibHKii 3aci6. 3MiHa
3a3HayeHHs maTepiasly KoHTeliHepa He
NpV3BOANTL [0 XOAHUX 3MiH MaTepiasly B Mexax
3asBNeHOT 3MiHW. 3MiHN BHECEHI B po3inu
"OCHOBHI (Di3VKO-XiMi4Hi BNacTUBOCTI" Ta
"YnakoBka" B iHCTPYKLit0 AN MEANYHOrO
3aCTOCYBaHHSA Nikapcbkoro 3acoby. BeeeHHs 3MiH
NPOTAroM 6-T1 MICALLIB MiC/1A 3aTBEPLKEHHS.

229.

NYNbMIKOPT

cycneHsis ans
po3nuneHHs, 0,5
Mr/Mn; no 2 mMn B
KOHTeliHepi; o 5
KOHTeliHepiB y
KOHBepTi; no 4

AcTpa3eHeka
AB

LLiBeuis

Brpo6HMUTBO,
KOHTPO/b SIKOCTi Ta
BUMYCK Cepii:
AcTtpa3eHeka Ab,
LLseuis;
KoHTponb sikocTi:

LBeuis

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis:
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBMIA NiKapCbKuii
3aci6. KoHTposib roToBOro nikapcbkoro 3acoby
(iHWi 3MiHW) foAaBaHHSA MOMWIKOBO BUTyYEHOI
MeToAukM “AHaniTnyHa metoauka ans 16,21-
UMKNiYHOro Hanisauetano 17 —

3a
peyenmom

He
nionsieae

UA/5552/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOHBEpTN y
KapTOHHIlA KopooLi

AcTtpa3eHeka Ab,
LLiseuis

[Je3okcunpeHizonoHy Ta 16,17-gerigpo-21
riApOKCMNPeAHI30M10HY” B METOAMN KOHTPOJIIO AKOCTI
NiKapCcbKOro 3acoby 3 BHECEHHAM pefakLiiH1X Ta
TEXHIYHUX NPaBOK y po3inu: “Ckiag nikapcbkoro

3acoby”, “Cneuudikayis”, KinbkicHe BU3Ha4YeHHS
6yaecoHify”, “BusHayeHHs NpoayKTiB po3knagy”,
“OfHOPIAHICTb 4030BaHNX OAWHWLb, OAHOPIAHICTL
BMICTy 6yaecoHigy”, “OfHopigHICTb BMICTY”,
“MpoaykTn posknagy”, “Po3mip 4actok”
“laeHTndikauis 6yaecoHigy. KinbkicHe BU3HauYeHHs
6yaecoHigy. OaHOpIAHICTb BMICTY. MpoayKTu
posknagy”, “loeHTudikauis, KibkicHe BUSHaYeHHSA
Ta BMICT GyaecoHigy”. BBefeHHs 3MiH NpoTarom 6-
TN MicALIB Nicnsa 3aTBEPKEHHSA. 3MiHW | Tvny -
3MiHK 3 siKoCTi. FoToBUIA Nnikapcbkuii 3aci6.
KOHTpOsb roToBOro fikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMmX
MEX roTOBOrO /1iKapCbKOro 3acoby (iHLUi 3MiHK)
BHECeHHS 3MiH 8o p.3.2.P.5.1 Cneuundikauis Ta
3.2.P.5.6 O6rpyHTyBaHHA cneuudikadii, a came —
YTOYHEHHS Ha3BM NokKasHrKa «Onuc» (cTano:
«30BHILWHIl BUrNAA»). Takox, 3amiHa Ha3Bu
KOHKpPETHOro Tvny maTepiany A1s KoHTeliHepiB
(LDPE) Ha 3aranibHuii TEpMiH «N1acTuk» y
KpUTEPISX MPUAHATHOCTI 3a M. «30BHILLHIl
BUINAA», OCKI/IbKM He € AOUiNbHUM NepeBipsaTu
matepian (LDPE) KoHTeliHepy BisyaslbHUM
METOA0M KOHTPOSI0. FAK HACNIAOK, YTOYHEHHS P.
«YnakoBka» MKA /13. Matepian (LDPE) onucaHo
y p.3.2.P.7 Cucrtema
KOHTeliHep/3akynoptoBasnbHWii 3aci6. 3MiHa
3a3HayveHHss maTepiasly KoHTeiHepa He
NPU3BOANTL A0 XO4HUX 3MIH MaTepiasny B Mexax
3a5B/1€HOI 3MiHW. 3MiHW BHECEHI B pO34i/n
"OCHOBHI (pi3nKO-XiMiYHi BNacTMBOCT" Ta
"YnakoBka" B iHCTPYKLitO AN MEeANYHOro
3acTocyBaHHs Nikapcbkoro 3acoby. BBegeHHs 3MiH
NPOTAroM 6-TW MiCALIB NiC/A 3aTBEPAXKEHHS.

230.

NYNbMIKOPT

cycneHsis ans
po3snuneHHs, 0,25
Mr/M1; Mo 2 M B
KOHTeHepi; no 5
KOHTeliHepiB y
KOHBepTi; no 4
KOHBEPTMN Y
KapTOHHIli KopoobLi

AcTpa3eHeka
AB

LLisewjs

Brpo6HMLTBO,
KOHTPO/Ib IKOCTi Ta
BUNYCK cepil:
AcTpa3eHeka Ab,
LBeuis

KoHTponb sikocTi:
AcTtpa3eHeka Ab,
Lsewis

Lseuis

BHECEHHS 3MiH [0 peecTpaLliinHux maTepiasis:
3miHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsagy (iHwi 3miHm)
3MiHN BHECEHO [0 IHCTPYKLUIT AN MeAUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"Cknag" (3a3HavyeHHs Aito4oi pevyoBuHU
aHrNincoLKo MoBoOHD), "MobiyHi peakuii”
(3BiTYyBaHHSA Npo MOXMBI HeGaxkaHi NoGiYHI
peaxuii), "TepMiH npugaTHocTi" (pefaryBaHHs
TEKCTY pefaryBaHHsi 6e3 pakTyHMX 3MiH), "YMOoBM

3a
peyernmom

He
nionsieae

UA/5552/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
36epiraHHa"(pegaryBaHHs 6e3 hakTUYHNX 3MiH

YMOB 36€epiraHHs), "BUpo6HMK" (3a3Ha4eHHS
aHrnificbko MOBOHD) Ta "MicLe3HaXOMKEeHHS
BMPO6GHMKA Ta agpeca MicLsa NPoBaKeHHs Moro
[iSNbHOCTI" (3a3HAaY€HHS aHININCHKOK MOBOHD).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPAKEHHS
3MiHu 1l Tuny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta thapmakoHarnsgy. 3miHu y KOpoTkild
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHA y 3B’A3KY i3 HOBUMM JaHUMK 3
SIKOCTi, AOK/TIHIYHMMM, KNIHIYHMMKW AaHUMK Ta
JaHuMu 3 hapMakoHarnsgy - 3MiHu BHeCeHo A0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby A0 po3zinis "®apmakosioriyHi
BNacTMBOCTI" nigpo3ainy "®apmakognHamika" Ta
"®apmakokiHeTuka", "B3aeMogis 3 iHLLMMKN
nikapcbkrMM 3acobamu Ta iHWi B1Uan B3aeMogiii",
"MpoTunokasaHHsa", "OcobNMBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTi abo rofyBaHHs
rpyAAK0”, "34aTHICTb BI/IMBATY HA LIBUAKICTb
peaxuii npyn kepyBaHHi aBToTpaHcnopTom abo
iHWKXMK MexaHi3mamn”, "MNepefo3yBaHHA",
"Mo6iuHi peakwyji”, "HecymicHicTb". BBeAEHHS 3MiH
NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXEHHS.
3Minun Il Tuny - 3MiHK Wwopao 6e3nekn/ehekTnBHOCTI
Ta hapmakoHarnsgy. 3miHu y TepaneBTUYHUX
nokasaHHsX (fofaBaHHs HOBOTO TepaneBTUYHOro
nokasaHHs abo 3MiHa y 3aTBepayKeHOMY
nokasaHHi) 3MiHM BHECEHO [0 IHCTPYKUIii Ans
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
po3giny "MokasaHHA", a caMme 3MiHW Y
3aTBEPKEHVX NOKa3aHHAX, 3 BiANOBIAHAMY
3MiHamu B po3gini "Cnocib 3acTocyBaHHA Ta
[o3n". BBefieHHs 3MiH NPOTArom 6-Tu MicsuiB
nicns 3aTBepakeHHs. Pe3tome MnaHy ynpasniHHSA
pusmkamm Bepcisa 2.0 gogaeTtbes. 3minu 1l Tuny -
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy. 3MiHM y TepaneBTUYHUX
nokasaHHsX (fofaBaHHs HOBOTO TepaneBTUYHOro
nokasaHHs abo 3MiHa y 3aTBepayKeHOMY
nokasaHHi) 3MiHM BHECEHO [0 IHCTPYKUIii Ans
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
po3ainy "MokasaHHsA" a came foAaBaHHS HOBOMO
TepaneBTUYHOTO NOKa3aHHs "3aroCTPeHHs
XPOHIYHOTO 0BCTPYKTUBHOTO 3aXBOPIOBAHHS

nereHb B 0Cib 6e3 03HaK rocTpoi AnXasibHOT
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
HeJOoCTaTHOCTI" Ta siK HAcNigoK, 3 BiANOBIAHUMM
3MiHamu B po3ginax "dapmakosnoriyHi
BracTmBocTi" nigpo3ain "®apmakoguHamika”,
"Ocob6nmBOCTI 3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta 4031". BBeieHHs 3MiH NpOTArom
6-TW MicsLiB NicNsA 3aTBEPKEHHSA
231. | NYNbMIKOPT | cycneHsis gns AcTpa3eHeka LLisewjs Brpo6HMUTBO, LBeuis BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3a He UA/5552/01/02
posnuneHHs, 0,5 ABb KOHTPO/b SKOCTi Ta 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peyenmom niosnsieae
Mr/MA; Mo 2 MN B BWMYCK Cepil: Ta chapmakoHarnsagy (iHwi 3miHmn)
KOHTeliHepi; o 5 AcTtpa3eHeka Ab, 3MiHU BHECEHO [0 IHCTPYKLUIii AN MeANYHOro
KOHTeliHepiB y Lsewis 3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3zainis
KOHBepTI; No 4 "Cknag" (3a3HayeHHs filo4voi peyoBuHN
KOHBEPTM Y KoHTponb sikocTi: aHrnincoLKo MoBotD), “MoGivHi peakuii”
KapTOHHIlA KopooLi AcTtpa3eHeka Ab, (3BiTyBaHHA NPO MOXNBI HeGaxaHi NOBIYHI
Lseuis peakujii), "Tepmin npugaTHocTi" (pegaryBaHHs

TEKCTy pefaryBaHHs 6e3 hakTU4HMX 3MiH), "YMOBM
36epiraHHa"(pefaryBaHHa 6e3 hakTUyHUX 3MiH
yMOB 36epiraHHs), "BUpO6HMK" (3a3Ha4YeHHSA
aHrnincbLko MoBoK) Ta "Micue3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLA NPoBaKEHHS 1oro
AiSNbHOCTI" (3a3HAaYeHHS aHrNINCbKOI MOBOID).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPIKEHHS
3Mminun Il Tuny - 3miHn Wwopao 6e3nekun/ehekTBHOCTI
Ta thapmakoHarnagy. 3MiHu y KOpoTKiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii AN MeAUYHOro
3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMU AaHUMK 3
AKOCTI, AOKTIHIYHUMU, KNIHIYHUMUY AaHUMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKLUT A8 MeANYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis "®apmMakonorivHi
BnacTmBoCTI" Nigpo3ainu "dapmakognHamika” Ta
"®apmakokiHeTuka", "B3aeMogis 3 iHLLIMMKN
nikapcbk1MK 3acobamu Ta iHLWi BUAM B3aeMoSiid",
"MpoTtunokasaxHsa", "OcobnBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHS y nepiog, BariTHOCTi abo roflyBaHHs
rpyaaro”, "3aaTtHicTb BNAMBATY Ha LUBUAKICTb
peakLjii npy KepyBaHHi aBTOTpaHcnopTom abo
iHLWKYMK MexaHi3mamun”, "lNepeno3yBaHH:A",
"Mo6iuHI peakuii”, "HecyMiCcHICTb". BBeEeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiC/1A 3aTBEPKEHHS.
3Mminu |l Tuny - 3miHn Wwopao 6e3nekn/edpekTBHOCTI
Ta hapmakoHarnsgy. 3mMiHu y TepaneBTUHHUX
nokasaHHsX (4ofaBaHHA HOBOro TepaneBTUYHOro
nokasaHHs1 abo 3MiHa y 3aTBEPAKEHOMY
nokasaHHi) 3MiH1 BHECEHO [0 iHCTPYKUiT AN
MEeAMYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby go
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

po3giny "MokasaHHs", a came 3MiHN Y
3aTBEPAKEHNX NOKA3aHHSX, 3 BiAMOBIAHNMU
3MiHamu B po3gini "Cnoci6 3acTocyBaHHs Ta
[o3n". BBefeHHs 3MiH NPOTArom 6-Tu MicsLiB

nicns 3aTBepakeHHs. Pe3tome MnaHy ynpasniHHS
pu3svkamm Bepcia 2.0 gogaeTtbes. 3miHu Il Tuny -
3MmiHun Wwoao 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy. 3MiHM y TepaneBTUHHUX
nokasaHHsX (4ofaBaHHA HOBOro TepaneBTUYHOro
nokasaHHs1 abo 3MiHa y 3aTBEpPAKEHOMY
nokasaHHi) 3MiH1 BHECEHO [0 iHCTPYKUiT ANs
MeAMUYHOro 3acToCyBaHHS NikapcbKoro 3acoby o
po3gainy "MNMokasaHHs" a came JoAaBaHHS HOBOTO
TepaneBTUYHOrO MoKa3aHHS "3aroCTPeHHs
XPOHIYHOro 06CTPYKTUBHOMO 3aXBOPIOBAHHSA
nereHb B 0Cib 6e3 03HaK rocTpoi ANXasTbHOT
HeJocTaTHOCTI" Ta IK HACNIAOoK, 3 BiANOBIAHUMY
3MiHamMu B po3ginax "®apmakonoriyHi
B/1acTMBOCTI" migpo3ain "®apmakoguHamika”,
"Oco61BoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHA Ta [031". BBeAEeHHS 3MiH NPOTArom
6-T1 MicsILIB NicCNsl 3aTBEPAKEHHS

232.

NMYNbMOBPI
3®

MOPOLLIOK ANA
opasibHOT cycneHsil
no 2 I NOpoLLKY B
cauwe; no 10 a6o 20
calle y KapTOHHIl
ynakoBLi

TOB «MosBi
Xenc»

YKpaiHa

CaBa Xenckea Jita,
IHAia; MegiTon
dapmacbloTikan
Nnta., YropuwmHa

IHais/
YropLmHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI
Ta dpapmakoHarnsgy (iHwi 3mMiHu) - 3MiHM BHECEHO

B TEKCT MapKyBaHHS NepBMHHOT yNakoBKu
NiKapcbKoro 3acoby y n. 2. «KIJIbKICTb AIKo4ol
PEYOBUVHW», n. 5. «CMOCIB TA LLAAX
BBEAEHHS», n. 15. «A1A NIKAPCbKNX
3ACOBIB, AKI MPU3HAYEHI ANA
CAMOCTINHOIO NIKYBAHHS — IHOOPMALLIS
WO A0 3ACTOCYBAHHSA», BTOPUHHOT yNakoBKu
B N. 4. «JIKAPCbKA ®OPMA TA KI/IbKICTb
ONHMLB B YNAKOBLLI», 5. «CMOCIB TA
LUNAX BBEAEHHSA», n. 11. <HAVMEHYBAHHS |
MICUE3HAXOIXXEHHA BUPOBHUKA TA/ABO
SAABHUKA», n. 15. «ANA NIKAPCbK/X
3ACOBIB, AKI MPU3HAYEHI ANA
CAMOCTINHOIO NIIKYBAHHSA — IHOOPMAL|IS
LOA40 3ACTOCYBAHHSA» Ta BHECEHHSA
He3HaYHWX pefakLiiHuX NPaBoK NO TEKCTY.
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUIB micns
3aTBEPAKEHHSA

6e3
peyenma

UA/10212/02/01

233.

PAN3OJEM®
®NIEKCTAY®

PO3YMH ANS iH'EKLiA,
100 O4/mn; no 3 mn
y KapTpuaxi, Skui
MiCTUTbCA Y
6aratofo30Bil

A/T Hoso
Hopgaick

[aHia

Bupo6bHuuTBO,
HanoBHEHHS B
NepPBUHHY YNakoBKy
Ta KOHTPO/b Ganky.
BignosiganbHuii 3a

[Oanis/
®paHuisa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3minu |l Tuny - 3MiHm 3 axkocTi. A®L. BupobHuuTBO.
3MiHM BUNpo6yBaHb abo AOMYCTUMUX MEX Y
npoueci BupobHuuTBa A®I, 1110 BCTAHOB/IEHI Y
cneumdikauisix (BU1y4eHHst BUNpobyBaHHSA B

3a
peyenmom

UA/14281/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
0AHOpa3oBili Bunyck: A/T Hoso npoLeci BUPO6HULITBA, L0 MOXE MaTu iCTOTHWIA
winpuy-pyyui; no 1 Hopgaick, AaHis; B/IMB Ha 3arasibHy skicTb A®l) BuAasieHHs Tecty
abo no 5 wnpwuy- KomnnektyBaHHs, nnasmigHux nepebypos (FM-B9501), wo
PYYOK Y KapPTOHHIl MapKyBaHHs Ta 3aCTOCOBYETbCS Ha eTani hepmeHTaLii B npoueci
Kopobui BTOPVHHE BMPOGHULITBA AiH0HOT PEYOBUHU IHCYNiHY
nakyBaHHs roTOBOro aerntogek. 3Mian |l Tuny - 3MiHK 3 akocTi. AdL.
npoaykTy. KoHTposnb Brpo6HMLUTBO. 3MiHM BUNpo6yBaHb abo
AKOCTi 6asnky [OMyCTUMMUX MeX Y npoLeci BUpobHuLTBa AdI, Lo
roTOBOro NPOAYKTY BCTaHOB/EHI y cneuudikalisx (BU1ydYeHHs
Ta KiHLeBoro BMNPOOYBaHHA B NPOLIECi BUPOGHMLTBA, L0 MOXe
roTOBOrO NPOAYKTY: MaTu iCTOTHWIA B/IMB Ha 3arasibHy AKicTb AdI)
A/T Hoso Hopgick, BUAaNeHHs TecTy Ha cpeHoTun (FM-5000), wo
[NaHis; Bupo6bH1uTBO 3aCTOCOBYETbCS Ha eTani hepmeHTaLii B npoueci
NPOAYKTY, BMPOGHULITBA AiH0HO0T PEYOBUHU IHCYNIHY
HanoBHEHHA aerntogek. 3mian |l Tuny - 3MiHK 3 akocTi. AdL.
KapTpuaxy Ta Brpo6HMLUTBO. 3MiHM BUNpo6yBaHb abo
nepesipka npoayKuii [OMyCTUMMUX MeX Y npoLeci BUpobHuLTBa AdI, Lo
bulk (kapTpuaxy BCTaHOB/EHI y cneuudikalisx (BUnyYeHHs
o6'emom 3 mn). BMNPOOYBaHHA B NPOLIECI BUPOGHMLTBA, L0 MOXe
KoHTposb siKoCTi Matu iCTOTHWIA BB Ha 3arasibHy fkicTb AdI)
3paskis B NpoLieci BUAAIEHHS TECTy nnasmigHux nepebynos (FM-
BMPO6HMLTBA Ta B9501), w0 3aCTOCOBYETLCA Ha eTani
npoaykuii bulk hepmeHTaLii B NpoLieci BUPOGHMLTBA AjitoHOoi
(kapTpuaxy o6'eMom peyoBuHM iHCYNiHY acnapT. 3MmiHu Il Tuny - 3miHK 3
3 mn). KoHTposnb akocTi. A®l. Bupo6HMUTBO. 3MiHM BUNPOOYBaHb
SAKOCTi rOTOBOro abo fonycTMuxX Mex y npoeci BUpobHuuTBa
NPOAYKTY. A®I, L0 BCTaHOB/EHI y cneuudikavisx
KomnnektyBaHHs, (BnnyyeHHs BUNpobyBaHHSA B Npoueci
MapKyBaHHs Ta BUPOGHMLITBA, L0 MOXe MaTu iCTOTHWIA BB Ha
BTOPUHHE 3arasibHy AKicTb A®I) BuaasieHHs TecTy Ha
nakyBaHHS rOTOBOro cheHoTvn (FM-5000), L0 3aCTOCOBYETLCA Ha eTani
NPOAYKTY. chepmeHTaLii B npoLeci BUpO6HMLITBA
BignoBiganbHuii 3a BMPOGHULTBA fiF0H0T PEYOBWMHU IHCYNiHY acnaprT.
BMMYCK cepii: HoBo
Hopgaick
MpogatokeboH CAC,
PpaHuis
234. | PAMI Tabnetku no 5 mr; CaHpo3 CnoseHis Nek C. A, Monbwa MonbLia BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/11299/01/02
CAHAO03® no 10 TabneTtok y dapmacbioTika (BUPOGHMLTBO 3a 3MiHu | TMNYy - 3MiHK 3 aAkocTi. CepTudiikat peyernmom
6nicTepi; no 3 n3 a.a. MOBHUM LMK/IOM); BignosigHocTi/l E-cepTudikar BignosigHocTi

6nictepu B
KapTOHHIl KopoobLi

Nek C. A., NonbLya
(nakyBaHHs, BUNyCK
cepii)

€Bponeiicbkilt hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOBEHOrO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHS cepTudiikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei: ons
A®I; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBMHM (CepTudiikaTt BiANoBIgHOCTI
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

€Bponeiicbkiii hapmakonei) - HoBui ceptudiikat
Bifi HOBOrO BMPOGHKKA (3aMiHa ab0 [ONOBHEHHS)
NnoJaHHA HOBOro cepTudikaTa BiAnNoBIAHOCTI
€poneiicbkii hbapmakonei Ne R1-CEP 2009-083
— Rev 04 ans pitovoi pevoBrHn Ramipril Big,
HOBOro BMpo6HUKka Aarti Industries Limited
(monoBHeHHS). 3miHu | TNy - 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y napameTpax crneumdikawii
Ta/abo fonyCTUMUX MEX, BUSHAUEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWUI/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoteci BupobHuuTea Ad®| (BUIyYEHHA
He3Ha4yHOro NokasHuka SKoCTi (Hanpuknag
BW/IYYEHHS 3aCTapifioro nokasHuka))- 3miHu y
cneumdikauii girouoi peyosmHy Ramipril 3a
MOKa3HNKOM «3a/TMLLKOBI PO3YNHHUKUY» OS5
BMpoGHUMKa Dr. Reddy's (npuBefeHo 4o BUMOr
CEP).

235.

PAMI
CAHAO3®

TabneTkn no 10 mr ;
no 10 TabneTtok y
6nictepi; no 3
6nictepu B
KapTOHHI Kopo6Lyi

CaHpo3
dapmacbioTika

n3 a.4a.

CnoBeHisi

Nek C. A., NonbLa
(BUPOBHMLTBO 3a
MOBHUM LMK/I0M);

Nek C. A., NonbLa

(nakyBaHHs, BUMYyCK

cepii)

Monba

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis:
3MiHu | TUNYy - 3MiHK 3 AKkocTi. CepTudikat
signosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI abo BMUNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: 4ns
A®I; ons BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAyKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHULTBI AdDI; ans
[0NOMDKHOT peyoBrHU (cepTudikat BignoBigHOCTI
€Bponeiicbki hapmakonei) - Hosuin ceptuddikat
Bifi HOBOrO BMPOGHKKa (3aMiHa abo [ONOBHEHHS)
noJaHHa HOBOro cepTudpikara BiANOBIAHOCTI
€poneiicbkin hapmakonei Ne R1-CEP 2009-083
— Rev 04 ans gitoyoi peyoBmHy Ramipril Big,
HOBOro BMpo6Huka Aarti Industries Limited
(monoBHeHHS). 3miHu | TNy - 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y napameTpax crneumdikav,iii
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
crneundikayisx Ha A®l, abo BUXigHNA/NPOMIXHNIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTea APl (BUIyYEHHs
HEe3Ha4YHOro MoKasHuKa AKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro NokasHuka))- 3MiHu y
cneuundikauii giroyoi peyosrHn Ramipril 3a
NMOKa3HNKOM «3a/TMLLKOBI PO3YNHHUKMY» OS5I
BMpo6HMKa Dr. Reddy's (npuBeaeHo 4o BUMOr
CEP).

3a
peyenmom

UA/11299/01/03

236.

PAMI

TabneTkn no 2,5 mr;

CaHpo3

CnoBseHis

Nlek C. A, Monbwa

MonbLa

BHECEHHS 3MiH [10 peecTpauliiHux maTepiasis:

3a

UA/11299/01/01




172

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

CAHJ03®

no 10 Tabnetok y
6nicTepi; no 3
6nictepu B
KapTOHHIli KopoobLi

dapmachbloTika
n3 p.go.

(BMpPOGHMLTBO 3a
NOBHUM LUKIOM);
Nek C. A, Monblwa
(nakyBaHHs, BUMYCK
cepir)

3miHu | TNy - 3miHK 3 AkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat signosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBMIEHOro cepTudiikata
BiANOBIAHOCTI 260 BUNyYEHHs cepTudikata
BiANOBIAHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BUXigHOTO
mMarepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (CepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuii ceptudpikat
Bifl HOBOrO BUPOGHKKa (3aMiHa ab0 [ONOBHEHHS)
NnoJaHHA HOBOro cepTudikaTta BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2009-083
— Rev 04 ans gitovoi peyosmHy Ramipril Big,
HoBOro BMpo6Huka Aarti Industries Limited
(monoBHeHHs). 3MiHuW | TUNY - 3MiHK 3 AKOCTI. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuudikaLliii
Ta/abo [oNyCTUMUX MEX, BUSHAUEHUX Y
cneuudikauisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NPOAYKT/pearexT, Lo BUKOPUCTOBYTLCA Y
npoueci Bupo6HuuTea Ad| (BUIyYeHHN
He3Ha4yHOro nokasHuka SKocTi (Hanpuknag
BWUYYEHHS 3acTapifioro NokasHuka))- 3MiHu y
cneumdikauii gitovoi peyoBmHM Ramipril 3a
MOKa3HNKOM «3a/TMLLKOBI PO3YNHHUKWY» AN
BUpo6HMKa Dr. Reddy's (npuBefeHo 4o BUMOr
CEP).

peyerimom

237.

PEraPOH

MOPOLLIOK
[030BaHwWit; no 18,9
I MOPOLLKY Y NakeTi;
no 20 nakeTiB y
KapTOHHIl KopoobLi

OpioH
KopnopeiiwH

PiHNsAHAIA

BupO6HMK, L0
3[jACHIOE KOHTPO/b
AKOCTI | BUNyCK
cepiii:

OpioH KopnopeliluH,
DiHNAHAIA;
BUpO6HMK, L0
3AilicHI0E
BMPOGHMLTBO,
nakyBaHHs1,
KOHTPO/b AKOCTI i
BUWMYCK Cepiii:
TOB Peuunchapm
MapeTc, IcnaHis

PiHnaHgia/
Icnanis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn |l Tuny - 3miHn 3 akocTi. A®l. BupobHuuTso.
3MiHa BUpPOGHYVKa BUXIAHOTO/MPOMIXHOIO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npotieci A®I, abo 3miHa BUPOGHUKa
(BKIrovatoun, fe HeobxigHO, MicLe NPOBeAEeHHS
KOHTPO/O AKOCTI) AP (3a BiACYTHOCTI
cepTudikaTa BignNoBigHOCTI €BpONEenchKii
thapmakonei y 3aTBepXeHOMY [,0CbE)(BBEAEHHS
HOBOro BMpo6HUKa A®I, KOnnm He NofaeTbesa
macTep-hain Ha AD| Ta Lo BUMarae 3HavHoi
3MiHM A0 BiANOBIAHOrO po3ainy focke Ha AdI)
BBefeHHs1 HOBOrO aslbTEPHATUBHOIO BUPOGHMKA
aKTUBHOI peyYoBUHU(LMTPATY HaTPIto).
3arBepaKeHo:

Manufacturing site:

Jungbunzlauer Austria AG
Factory Pernhofen 2064 Wulzeshofen Austria
3anponoHoBaHo:

Manufacturing site:

6e3
peyenma

UA/2065/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Jungbunzlauer Austria AG
Factory Pernhofen 2064 Wulzeshofen Austria
Manufacturing site:
Citribel N.V. Pastorijstraat 249,
B-3300 Tienen Belgium
238. | PE®AKTO niodpinizat ana Mdpainzep CLIA BVMPOGHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/15929/01/01
Ad® PO34mnHy Ans Eiiu.Ci.Mi. niogpinizaTy 3a HimeuunHa 3MmiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi peyenmom
iH ekuii no 250 MO, KopnopeiiLuH NOBHUM LK/IOM; 3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHUI
1 chnakoH 3 KOHTPO/b SAKOCTi 3aci6. 3MiHa nocTaYasibHMKa NakyBaslbHUX

niodpinizatom y
KOMM/IeKTi 3 1
nonepeaHbLO
HarnoBHEHNM
LUMPULIOM 3
PO3UYNHHWUKOM MO 4
M (HaTpito xopug,
(9 mr/mn), Boga ans
iH ekuin), 1
ajanTepom gns
hnakoHy, 1
cMcTemMoro Ans
iHdpy3ii, 2
TamnoHamm 3i
cnmpTom, 1
nnactupem ta 1
Map/ieBoI0
NoAYyLUEYKOIO B
KapTOHHI kopobuy;
a60 1 dnakoH 3
nioginizatom y
KomnaekTi 3 1
nonepeaHbLO
HarnoBHEHNM
LUMPULIOM 3
PO3YMHHKKOM no 4
M (HaTpito xiopug,
(9 mr/mn), BOAa ons
iH ekuii), 1
afanTepom gns
thnakoHy, 1
cucTemoro ans
iHdpysii, 2
TamrnoHamm 3i
cnmpTom, 1
nnactupem ta 1
Map/ieBo0
NoAyLLEYKOIO B
KapTOHHI kopo6Lyi

PO34YMHHMKA (OKpIM
[OCNimKeHHs cunn
TepTs NOPLUHS),
BTOPUHHE
nakyBaHHs
PO3UMHHKKA Y Habip
3 penaparom;
BiAnoBiganbHMi 3a
BUMYCK cepii: BaeT
dapma C.A.,
Icnamis;
anbTepHaTuBHa
naboparopia 4ns
TeCcTyBaHHSA
npenapary 3a
MOKa3HNKOM
"CTepwbHICTL":
Na6opaTtopis
Biona6, C.J1.,
Icnamis;
BVMPOGHMLTBO
PO34MHHKKA B
LINpMLax, KOHTPOb
AKOCTI PO3YMHHUKA:
BeTTep dapma-
PepturyHr rméx &
Ko. KI', HimeuunHa;
BVPOGHMLTBO
PO34MHHMKA B
LnNpuLax, KOHTPOsb
AKOCTi PO3YMHHUKA
(okpim pocnimkeHHs
repMeTUYHOCTI):
BeTTep dapma-
PepturyHr rméx &
Ko. KI', HimeuyunHa,
Bizya/lbHWi
KOHTpO/b
PO3YMHHKIKE,

Marepianis abo KOMMEKTYHOUUX (SKLLO 3a3HaYeHO
B [0CbE) (3aMiHa abo AofaBaHHA nocTavasibHUKa)
BHECEHHS 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3acib, a came 3miHa
IOPUAMYHOT Ha3BU BUPOGHKMKaA (MocTavasibHMKa
afantepy AnA d1akoHIB ANA /liKkapcbKoro 3acoby
Pedhakto A®) 3 APE Medical Ha Union Plastic.
[opatkoBo 6y/n BHeCEHI pefakuiliHi yTOUHEHHS
o posginis 3.2.P.7 Container Closure System Ta
3.2.R.2 Medical Devices.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOHTPO/b AKOCTI
pO34MHHMKA (OKpIM
[OCNiIKEHHA
repMeTUYHOCTI,
cunm TepTa
nopuwHs): Bettep
Papma-PepTUryHr
M6X & Ko. KT,
HimeuunHa,;
Bizya/bHWi
KOHTpO/b
PO3UYNHHKIKE,
KOHTPO/b AKOCTI
PO34MHHMKA
(gocnigpKeHHs
repMeTUYHOCTI,
cunm TepTa
nopuHs)): Betrep
Papma-PepTUryHr
M6X & Ko. KT,
HimeuunHa

239.

PE®AKTO
AD®

niodpinizat ana
PO34KHyY Ans

iH ekui no 500 MO,
1 dhnakoH 3
niodpinizatom y
KOMMekTi 3 1
nonepeaHbLO
HanoBHEHNM
LINPULLOM 3
PO3YMHHMKOM no 4
M/ (HaTpito xnopua,
(9 mr/mn), BOAA ANs
iH ekuin), 1
ajanTepom gns
thnakoHy, 1
cucTemoro Ans
iHQpy3il, 2
TamnoHamm 3i
cnmpTom, 1
nnactupem ta 1
Map/ieBo0
NoAyLUEYKOIO B
KapTOHHI kopobuy;
a60 1 dhnakoH 3
niodpinizatom y
KOMM/IeKTi 3 1
nonepeaHb0

Mdpaiizep
Eiu.Ci.Mi.
Kopnope#iLwH

CLIA

BVPOGHMLTBO
niodpinizaty 3a
NMOBHUM LMIK/IOM;
KOHTPO/b AKOCTI
pO34MHHMKA (OKpIM
OOCNiMKEHHs cunn
TepTs NOPLUHS),
BTOPUHHE
nakyBaHHs
PO34UMHHKKA Y Habip
3 npenaparom;
BiAnoBiganbHNI 3a
BUMYCK cepii: BaeT
®apma C.A,,
IcnaHis;
a/lbTepHaTUBHA
nab6opartopis Ans
TECTyBaHHS
npenapary 3a
NOKa3HMKOM
"CTepubHICTL":
NabopaTtopis
Biona6, C.J/1.,
IcnaHis;
BVPOGHMLTBO
PO34MHHMKA B
LUMpMLAX, KOHTPOSb

Icnanis/
HimeyunHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis:
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOoTOBMIA NiKapCbKui
3aci6. Cuctema KoHTeliHep/3aKynopoBasibHWM
3aci6. 3MiHa nocTavyanbHVKa NaKyBas/lbHUX
MaTepianis abo KOMNAEKTYUMX (SKLLO 3a3HaYeHo
B AOCbE) (3amiHa abo AofaBaHHsA nocTavasibHMKa)
BHECEHHS 3MiH fo p. 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3acib, a came 3MmiHa
IOPUAMYHOI Ha3BW BMPOGHMKA (NocTavanbHmKa
apanTtepy Ans d/1akoHIB AN1s JliKkapcbKoro 3acoby
Pechakto A®) 3 APE Medical Ha Union Plastic.
[lopatkoBo 6ynn BHeCeHi pefakuiiHi yTOUHEHHS
o posginis 3.2.P.7 Container Closure System Ta
3.2.R.2 Medical Devices.

3a
peyenmom

UA/15929/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
HarnoBHEHNM AKOCTi PO3YMHHMKA:
LINpULOoM 3 BeTTep ®apma-
PO3UYNHHWUKOM MO 4 ®epTuryHr rM6X &
MA (HaTpito xopug, Ko. KI', HimeuunHa;
(9 mr/mn), Boga ons BMPOGHMLTBO
iH exujin), 1 PO3UYMHHVIKA B
ajanTepom gns Lnpuruax, KOHTPOsb
hnakoHy, 1 AKOCTi PO3YMHHUKA
cucTemoro ans (okpim gocnimpKeHH:
iHdpy3ii, 2 repMeTUYHOCTI):
TamnoHamu 3i BeTTep ®apma-
cnupTtom, 1 ®epTuryHr rM6X &
nnactupem ta 1 Ko. KI', HimeuunHa;
Map/ieBoI0 Bi3yasibHWiA
noAyLIeyKow B KOHTpPO/b
KapTOHHI Kopo6Lyi PO3UYNHHKIKA,
KOHTPO/b AKOCTI
PO3UYMHHMKA (OKPIM
OOCNiMKEHHs
repMeTUYHOCTI,
cumn TepTa
nopwHs): Bettep
Papma-dPepTUryHr
M6X & Ko. KT,
HimeyumnHa;
Bizya/lbHWi
KOHTpPO/b
PO3YMHHYIKA,
KOHTPO/b AKOCTI
PO34MHHMKA
(mocnipxeHHs
repMeTUYHOCTI,
cumn TepTa
nopuwHs)): Bettep
Papma-dPepTUryHr
M6X & Ko. KT,
HimeyunHa
240. | PE®AKTO niodpinizat gns Mdpaiizep CWA BUPOGHMLTBO Icnanis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/15929/01/03
AD po3unHy AnA Eiu.Ci.Mi. niogpinizaty 3a HimeuunHa 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKN peyenmom
iH ekuii no 1000 KopnopeWLH NOBHUM LMK/IOM; 3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHNI

MO, 1 chnakoH 3
nioginizatom y
KOMM/IeKTi 3 1
nonepeaHbLO
HarnoBHEHNM
LUMPULIOM 3
PO3YMHHKKOM no 4
MA (HaTpito xnopug

KOHTPO/b AKOCTI
PO3UMHHMKA (OKPIM
JOCTNiKEHHS cunn

TepTs NOPLUHS),

BTOPWHHE
nakyBaHHS
PO34MHHKKA Y Habip
3 npenapaTom;

3aci6. 3MiHa nocTavasibHMKa NakyBaslbHUX
MaTepianis abo KOMNAEKTYUMX (SKLLO 3a3Ha4YeHO
B [lOCb€) (3amiHa abo foAaBaHHS nocTavyabHuKa)
BHeCeHHs 3MiH fo p. 3.2.P.7. Cuctema

KOHTelHep/3akynoptoBasibHMI 3acib, a came 3MiHa

IOPUAMYHOT Ha3BU BUPOOHKKA (MocTavasibHMKa
afanTtepy Ans nakoHiB AN Nikapcbkoro 3acoby

Pedhakto A®) 3 APE Medical Ha Union Plastic.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

(9 mr/mn), BOAA ANs BiANOBIAa/IbHMI 32 [opatkoBo 6ynn BHeCeHi pefakuiiHi yTOUHEHHS

iH ekuii), 1 BMNyCK cepii: BaeT 0o posginis 3.2.P.7 Container Closure System T1a

ajantepom ans ®apma C.A,, 3.2.R.2 Medical Devices.

thnakoHy, 1 Icnanis;

cucTemMoro ans anbTepHaTuBHa

iHdpy3iT, 2 nabopartopia Ans

TaMrnoHamm 3i TecTyBaHHSA

cnupTom, 1 npenapary 3a

nnactupem ta 1 MNoKa3HNKOM

MapneBsolo "CTepunbHicTb":

NoAyLUEYKOIO B Na6opartopis

KapTOHHI kopobu; biona6, C./1.,

abo 1 dnakoH 3 Icnanis;

niodpinizatom y BVPOGHMLTBO

KOMMIeKTi 3 1
nonepeHbLo
HanoBHEHNM
LUNPULLOM 3
PO3YMHHMKOM no 4
M/ (HaTpito xnopua,
(9 mr/mn), BOAA ANs
iH ekuin), 1
ajanTepom gns
thnakoHy, 1
cucTemMoro Ans
iHQpy3il, 2
TamnoHamm 3i
cnupTom, 1
nnactupem ta 1
Map/ieBoo
NoAYLUEYKOIO B
KapTOHHI Kopo6Lyi

PO3UYMHHVIKA B
Lnpuruax, KOHTPOsb
AKOCTi PO3YMHHMKA:

BeTTep ®apma-
depTuryHr Mrm6X &
Ko. KI', HimeuunHa;

BVMPOGHULTBO

PO34MHHVKKa B
LINpurLax, KOHTPOb
AKOCTI PO3YMHHMKA
(okpim gocnimKeHHs

repMeTUYHOCTI):
BeTTep ®apma-
depTuryHr rm6X &
Ko. KI', HimeuunHa;
Bi3yaslbHWiA
KOHTPO/b
PO3YMHHYIKA,
KOHTPOb AKOCTI
PO34YMHHMKA (OKpIM
LocCnimKeHHA
repMeTUYHOCTI,
cuan TepTa
nopLuHs): Bettep
Papma-dPepTuUryHr
M6X & Ko. KT,
HimeuunHa,
Bi3yasibHWiA
KOHTPO/b
PO3YMHHYIKA,
KOHTPOb AKOCTI

PO3YMHHMKA

(oocnigpKeHHs

repMeTUYHOCTI,
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
cuan TepTa
nopLuHs)): Bettep
Papma-dPepTuUryHr
M6X & Ko. KT,
HimeuunHa
241. | PE®AKTO niodpinizat ana Mdpainzep CLIA BVMPOGHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/15929/01/04
Ad® PO34mnHy Ans Eiiu.Ci.Mi. niogpinizaTy 3a HimeuunHa 3MmiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi peyenmom
iH eKuii no 2000 KopnopeiiLuH NOBHUM LK/IOM; 3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHUI

MO; 1 chnakoH 3
niodpinizatom y
KOMM/IeKTi 3 1
nonepeaHbLO
HarnoBHEHNM
LUMPULIOM 3
PO3UYNHHWUKOM MO 4
M (HaTpito xopug,
(9 mr/mn), Boga ans
iH ekuin), 1
ajanTepom gns
hnakoHy, 1
cMcTemMoro Ans
iHdpy3ii, 2
TamnoHamm 3i
cnmpTom, 1
nnactupem ta 1
Map/ieBoI0
NoAYyLUEYKOIO B
KapTOHHI kopobuy;
a60 1 dnakoH 3
nioginizatom y
KomnaekTi 3 1
nonepeaHbLO
HarnoBHEHNM
LUMPULIOM 3
PO3YMHHKKOM no 4
M (HaTpito xiopug,
(9 mr/mn), BOAa ons
iH ekuii), 1
afanTepom gns
thnakoHy, 1
cucTemoro ans
iHdpysii, 2
TamrnoHamm 3i
cnmpTom, 1
nnactupem ta 1
Map/ieBo0
NoAyLLEYKOIO B
KapTOHHI kopo6Lyi

KOHTPO/b SAKOCTi
PO34YMHHMKA (OKpIM
[OCNimKeHHs cunn

TepTs NOPLUHS),

BTOPUHHE
nakyBaHHs
PO3UMHHKKA Y Habip

3 penaparom;
BiAnoBiganbHMi 3a
BUMYCK cepii: BaeT

dapma C.A.,
Icnamis;
anbTepHaTuBHa
naboparopia 4ns
TeCcTyBaHHSA
npenapary 3a
MOKa3HNKOM
"CTepwbHICTL":
Na6opaTtopis
Biona6, C.J1.,
Icnamis;
BVMPOGHMLTBO
PO34MHHKKA B
LINpMLax, KOHTPOb
AKOCTI PO3YMHHUKA:

BeTTep dapma-
PepturyHr rméx &
Ko. KI', HimeuunHa;

BVPOGHMLTBO
PO34MHHMKA B
LnNpuLax, KOHTPOsb
AKOCTi PO3YMHHUKA
(okpim pocnimkeHHs
repMeTUYHOCTI):

BeTTep dapma-
PepturyHr rméx &
Ko. KI', HimeuyunHa,

Bizya/lbHWi
KOHTpO/b
PO3YMHHKIKE,

3aci6. 3MiHa nocTayanbHVKa NaKyBaslbHUX
Marepianis abo KOMMEKTYHOUUX (SKLLO 3a3HaYeHO
B [0CbE) (3aMiHa abo AofaBaHHA nocTavasibHUKa)
BHECEHHS 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3acib, a came 3miHa
IOPUAMYHOT Ha3BU BUPOGHKMKaA (MocTavasibHMKa
afantepy AnA d1akoHIB ANA /liKkapcbKoro 3acoby
Pedhakto A®) 3 APE Medical Ha Union Plastic.
[opatkoBo 6y/n BHeCEHI pefakuiliHi yTOUHEHHS
o posginis 3.2.P.7 Container Closure System Ta
3.2.R.2 Medical Devices.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOHTPO/b AKOCTI
pO34MHHMKA (OKpIM
[OCNiIKEHHA
repMeTUYHOCTI,
cunm TepTa
nopuwHs): Bettep
Papma-PepTUryHr
M6X & Ko. KT,
HimeuunHa,;
Bizya/bHWi
KOHTpO/b
PO3UYNHHKIKE,
KOHTPO/b AKOCTI
PO34MHHMKA
(gocnigpKeHHs
repMeTUYHOCTI,
cunm TepTa
nopuHs)): Betrep
Papma-PepTUryHr
M6X & Ko. KT,
HimeuunHa

242.

PE®AKTO
AD®

niodpinizat ana
PO34KHyY Ans

iH ekuii no 3000
MO; 1 nonepeHbLO
HanoBHEHWI WNpuL,
i3 niodpinizatom y
BEPXHiil kamepi Ta
PO3YMHHKKOM no 4
MY HWXHIW Kamepi,
1 WwToK nopLuHAa, 1
cuctema gns
iHdpy3ii, 2 TamnoHK
3i cnupTom, 1
nnactvp, 1 mapnesa
nogyleyka ta 1
KOBMA4oK y
KapTOHHI kopobuy;
1 nonepefHLO
HarMoBHEHWI WnpuL,
i3 niogpinizatom y
BEPXHiil kamepi Ta
PO3YMHHMKOM no 4
MY HWXHI Kamepi,
1 wrokK nopLwHs, 1
cuctema gns
IHQDy3il, 2 TaMnNoHK
3i cnupTtom, 1

Mdpaiizep
Eiu.Ci.Mi.
Kopnope#iLwH

CLIA

KOHTPO/b SIKOCTi Npun
BUWMYCKy Cepiii Ta
npun AoCAigpKeHHi

CTabiNbHOCTI,
MapKyBaHHS,
BTOPUHHE
nakyBaHHS, BUNYCK
cepit:

Baet ®apma C.A.,
IcnaHis;
BUPOGHMLTBO
nikapcbKoro 3acoby,
KOHTPO/b SIKOCTI:
BeTTep ®apma-
depturyHr rméx &
Ko. KT, HimeuuunHa;
Bizya/lbHWi
KOHTPO/b
nikapcbKoro 3acoby,
KOHTPO/b AKOCTI
nikapcbKoro 3acoby:
BeTTep dapma-
PepturyHr rméx &
Ko. KT, HimeuuuHa;
Bizya/lbHWi
KOHTpO/b
nikapcbKoro 3acoby,

Icnanis/
HimeyunHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis:
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOoTOBMIA NiKapCbKui
3aci6. Cuctema KoHTeliHep/3aKynopoBasibHWM
3aci6. 3MiHa nocTavyanbHVKa NaKyBas/lbHUX
MaTepianis abo KOMNAEKTYUMX (SKLLO 3a3HaYeHo
B AOCbE) (3amiHa abo AofaBaHHsA nocTavasibHMKa)
BHECEHHS 3MiH fo p. 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3acib, a came 3MmiHa
IOPUAMYHOI Ha3BW BMPOGHMKA (NocTavanbHmKa
apanTtepy Ans d/1akoHIB AN1s JliKkapcbKoro 3acoby
Pechakto A®) 3 APE Medical Ha Union Plastic.
[lopatkoBo 6ynn BHeCeHi pefakuiiHi yTOUHEHHS
o posginis 3.2.P.7 Container Closure System Ta
3.2.R.2 Medical Devices.

3a
peyenmom

UA/15929/01/05
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
nnactvp, 1 mapnesa KOHTPO/b AKOCTI
nogyleyka ta 1 nikapcbKoro 3acoby:
KOBMa4oK y BeTTep ®apma-
KapTOHHI Kopo6Lyi depTuryHr rm6X &
Ko. KI', HimeuunHa;
Bi3yaslbHWiA
KOHTPO/b
nikapcbKoro 3acoby:
BeTTep ®apma-
depTuryHr rm6X &
Ko. KI', HimeyunHa
243. | PUTMOKOP® | po3uvH Ans iH'exuiii; TOB YkpaiHa BTOPWHHE YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/3122/02/01
no 5 mn B amnyni; "®dapmavneBTu nakyBaHHs1, 3MmiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi peyenmom
no 5 amnyny YHa KOMNaHis KOHTPO/b, BUMYCK 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa po3Mmipy cepil
6nicTepi; no 2 "®apKoC" cepii: TOB (Brntovaroun gianasoH po3mipy cepii) roToBoro
6nicTepu y nauui 3 "®apmaveBTUYHa nikapcbkoro 3aco6y (3mMeHweHHs go 10 pasis) -
KapTOHY KoMnaHis ®apKoC", 3MeHLUEeHHsT po3Mipy cepii MN3 - 3aTtBepakeHo: 50
YkpaiHa; BUpOOHNK 000 amnyn, 65 000 amnyn, 131 000 amnysn. -
in bulk, nepsuHHe, 3anponoHoBaHo: 20 000 amnyn, 50 000 amnyn, 65
BTOPUHHE 000 amnyn, 131 000 amnyn.
nakyBaHHs,
KOHTpO/b cepii:
MpuBatHe
akujioHepHe
TOBapUCTBO
"JlekxiMm-Xapkis",
Ykpaina
244. | PIANTPIC cnpei HasasbHUiA, neHmapk LBeiiuapi neHmapk IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/18235/01/01
[1030BaHWiA, CnewwianTi a $apmacbloTnkans 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuyenmom
CycneHsis; no C.A. nra. HallMeHyBaHHs Ta/abo agpecu Micus
56,120 a6o 240 po3 NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA (BK/THOYaUM,
y nonieTuieHoBoMy 3a HeobXigHOCTI, MicLLe NPOBEAEHHS KOHTPOSIIO
donakoHi; no 1 SIKOCTI), 260 BnacHvka macTtep-chaina Ha A®l, abo
hnakoHy 3 nocravanbHuka Adl/BuxigHoro
[03YH04UM HaCcOCOM- marepiany/peareHTy/npoMKHOI0 NPOAYKTY, L0
po3nusoBaYvemM, 3aCTOCOBYOTLCS Y BUPOOHULTBI ADI (KLL0
3aKpUTUM 3a3HayeHo y JOCbE Ha NiKapCbKWii 3acib) 3a
KOBMaYKoM, Y BiACYTHOCTI cepTudpikata BignoBigHOCTI
KapTOHHI Kopo6Lyi €Bponeiicbkiin hapmakonei y 3aTBepaxeHoOMy
[ocbe, abo BUPOBHKKA HOBOT OMOMKHOT
PEYOBUHM (SAKLLO 3a3HAYEHO Y OCbE) - BUPOGHKK
Aitoyoi pevoBrHM agananeH Aarti Industries Ltd.,
India 3miHVB Ha3By Ha Aarti Pharmalabs Limited,
India.
245. | POTAPUKC CyCneHsisi opasibHa nakcoCwmitKn Benvka nakcoCmiTKnsiiH Benbris 3MiHn | TUny - 3MiHK 3 AKkocTi. A®l. BUpo6HMLTBO. 3a UA/13060/01/01
BAKUUHA (1,5 mn/po3y) no 1 AH EkcnopT BpuTaHis Bionogxikan3 C.A. 3MiHa po3Mipy cepii (Bk1toYatoun gianaszoHu) Ad| peyenmom
ana abono5 Nimiteq a60 NPOMiXHOro NPOAYKTY, SKUIA 3aCTOCOBYETHLCA Y
MPODINAKT nonepegHbLo npoueci Bupo6bHuutea A®I (36inbieHHs go 10
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

KU
POTABIPYCH
Ol IHOEKLIT

3amnoBHEHNX
opasibHMX

annikaTopis abo Ty6
B KapTOHHIi Kopo6Lyi

pasiB NOPIBHAHO i3 3aTBEPIAXEHUM PO3MIPOM) -
3miHa po3mipy cepii A®Il. 3MiHK B npoLeci
BMPOGHULITBA iHOKY/IloMY HRV nonsrae B 2-
KpaTHOMY 36i/bLUeHHI BUPOGHMLUTBA. 3MiHu I Trny
- 3MiHM 3 AkocTi. APl BupobHUUTBO. 3MiHY B
npoveci BupobHuutTea APl (3MiHa CTOCYETLCA
aKTUBHOI PEYOBVHM 6i0MOMNYHOrO/iMyHOOrYHOTO
NOXOKEHHSA ab0 BUKOPUCTaHHA XiMiYHUX APl y
BVMPOGHMLTBI iKapCbKoro 3acoby
6i0/10rYHOr0/iIMyHO/TOFYHOTO MOXOMPKEHHS, Aka
MOXe MaTh 3HaYHUiA BNNB Ha SKICTb, 6e3neky Ta
ehekTMBHICTb Nikapcbkoro 3acoby, i He
CTOCYETbCA NPOTOKOAY) - 3MiHa Axepena
CUPOBVHW TBAPUHHOTO MOXOMKEHHS, CBUHAYOrO
Tpuncury (pTrypsin), SIKMA BUKOPUCTOBYETLCA Y
BMPOGHULTBI iHOKyNATa poTtasipycy noguHn (HRV)
Ha TPUMCUH, OTPUMaHWI 3a TEXHONOTIED
pekombiHaHTHOT IHK (rTrypsin)

246.

POTAPUTMIN

TabneTku no 200 mr
no 10 TabneTtok y
6nictepi; no 3
6nictepu B
KapTOHHIlA KopooLi

TOB «YOPN],
MEONLMH»

Ykpaina

PuBodpapm CA

LLBeiuapis

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/edeKkTUBHOCTI
Ta thapmakoHarnagy. 3MiH1 y KOpoTkiii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeAn4YHOro
3aCTOCYBaHHSA reHepUYHNX/TIBPMAHNX/6I0N0AIGHNX
nNikapcbKux 3acobiB Micns BHECEHHS Tiei camol
3MiHV Ha pedhepeHTHW1 Npenapar (3MiHa He
noTpebye HafaHHS XXOAHWUX HOBUX AOAATKOBUX
AaHvx) 3MiHN BHECEHO A0 iHCTPYKLi ANs
MeAMYHOro 3aCTOCYBaHHA /likapCbKoro 3acoby y
po3gin "MobiuHi peakwyi”, "HecymicHicTb" 3rigHO 3
iHchopMmaLieto LWoA0 MeAUYHOT0 3aCTOCYBaHHS
pedhepeHTHOro fnikapcbkoro 3acoby (KopaapoH®,
Tabnetkun no 200 mr). BBeAeHHS 3MiH NpoTArom 6-
TW MicALiB Nic/1s 3aTBepPAKEHHSI

3a
peyenmom

He
nionsieae

UA/12887/01/01

247.

CAN3EH®

PO3YMH ANs iH'eKL;it
no 6 wmr (5,83
mr/mn); no 1,03 mn
PO34KHY Yy
KapTpuaxi, no 1
KapTpuaxXy y
KapTOHHIli KopooLi

Apec TpeligiHr
C.A.

Lseiiuapi
o

Mepk CepoHo C.A.,
BiAAINEHHA Y M.
O60HH, LBeiiuapis
(BTOpUHHE
nakyBaHHs); Mepk
CepoHo C.n.A,,
ITanis (BXigHWiA
KOHTPO/b,
NpUroTyBaHHs
PO34MHY,
CTEepPW/IbHWIA po3NKB,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,

LLiBeiiuapisi/
ITanis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3miHu | TUny - 3MiHK Wwoao 6esnekn/edheKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHss abo 3miHu o
y3arasibHeHNX faHnX Npo cucTemy
thapmakoHarnagy (BBeAeHHs y3araslbHeHVX faHux
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHa
Bifi yNOBHOBaXXeHOI 0cobMu, BiANoBifasibHOT 3a
3[jicHeHHs1 hapMakoHarsay (BkIYarum
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
MacTep-gharina cuctemu papmakoHarisgy) 3miHa

3a
peyenmom

UA/17299/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KOHTPO/b SKOCTI, YMOBHOB&XEHOI 0CO6M 3asBHVIKA, BifnoBiganbHOT
BUMYCK cepiii); Mepk 3a (papmakoHarnsg,
CepoHo C.n.A., [itoya pepakuis: CabiHa Xakens / Sabine Hackel.
ITania (koHTponb MponoHoBaHa pepakuis: Enbke CinbecTp / Elke
SAKOCTI ) Sylvester.
248. | CAU3EH® PO34MH ANS iH'EKL Apec TpeligiHr | LUseiiuapi Mepk CepoHo C.A,, LLsenuapis/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/17299/01/02
no 12 wr (8,0 C.A. A BiAAINEHHA Y M. ITanisa 3miHu | TMny - 3MiH Woao 6e3nekn/edeKTUBHOCTI peyenmom
mr/mn); no 1,50 mn O60HH, LBeiiuapis Ta (papmakoHarnsgy. BeegeHHs abo 3miHM o
pO3unHy y (BTOPYHHE y3aranibHeHVX faHnx npo cuctemy
kapTpuaxi, no 1 nakyBaHHs); Mepk dhapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHnx
KapTpuaxy y CepoHo C.n.A,, npo cuctemy hapmakoHarnsgy, amiHa
KapTOHHIli Kopoobui ITanisa (BxigHwia YNOBHOBaXEHOI 0c06u, BifNOBIAaIbHOT 3a
KOHTPO/b, 3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
NpUroTyBaHHs chapmakoHarnsgy 3asBHUKa AN 34iACHEHHS
pO3uuHy, hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA
CTEpPUIbHUIA PO3NKB, Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifaibHOT 3a
nepBuHHe Ta 3piicHeHHs hapMakoHarnagy (Bkayarym
BTOPVHHE KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
nakyBaHHs1, macTep-gaiina cuctemy papMmakoHarnsgy) 3miHa
KOHTPO/b SIKOCTI, YMNOBHOBAXEHOI 0CO6M 3as1BHMKA, BifnoBiga/bHOT
BWMYCK Cepiit); Mepk 3a thapmakoHarnsg,.
CepoHo C.n.A., [itoua pepakuis: CabiHa Xakenb / Sabine Hackel.
ITanisa (kKOHTpO/b MponoHoBaHa pepakuin: Enbke CinbBecTp / Elke
AKOCTI ) Sylvester.
249. | CEHAQAE® Tabnetku no 13,5 mr Uunna Ntg IHAja Megiteb IHAjia BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 6e3 UA/6054/01/01
Ne 500: no 20 Cnewmanitia 3MiHu | TMNY - 3MiHK 3 IKOCTi. FoTOBUIA NikapCbKui peuenma
Tabnetok y 6nictepi, Nimiten 3aci6. KOHTposib rOTOBOrO NikapCbKoro 3acoby.
no 25 6nictepis y 3miHa y MeToAax BUNpo6yBaHHS rOTOBOrO
KapTOHHIli KopooLi nikapcbkoro 3acoby (iHwWi 3MiHM y meTogax
BMMNpo6YBaHb (BK/OYaoUM 3amiHy abo
[OMOBHEHHS)) - 3MiHM 0 MeToAy aHanizy
KiNbKICHOrO BU3HaYeHHs meTogom Cd y
BiANOBIAHOCTI 0 pekoMeHaLiiHoro mcTa,
HagaHoro BUpo6HuKy 13 [epxaBHUM
MignpuemcTtBom «LeHTpasnibHa nabopartopis 3
aHani3y sIKoCTi flikapcbknx 3acobiB i MegnyHol
NPOAYKLiT» LOA0 BHECEHHS [0AATKOBOI
iHhopmaLii Ta AeKiNIbKOX YTOUYHEHb A0 METOAMNKM
KinbkicHOro BU3HauyeHHs1 BBeeHHS 3MiH NpOTArom
3-X MicsuiB nicns 3aTBepPAYKEHHS
250. | CNBYTIH Tabnetkn no 5 mr AT YKpaiHa AT "KMIBCbKUIA YKpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/6115/01/01
no 10 TabneTtok y "KNIBCbKWM BITAMIHHWA 3MiHu | TMNy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI peyenmom
6nicTepi, no 3 BITAMIHHUIA 3ABO4" Ta chbapmakoHarnsgy. BeegeHHs abo 3miHv oo
6nicTepy B nayui 3ABO4" y3araJlbHeHUX AaHux npo cucrtemy

thapmakoHarnagy (BBeAEHHS y3araslbHeHVX faHux
npo cucteMy chapmakoHarnsay, 3amiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
3AjlicCHEHHSs1 chapMakoHarnsay; KOHTakTHOT 0cobu 3
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

thapmakoHarnagy 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KO0 BOHA BigMiHHA

Bifl yNOBHOBaXXeHOI 0cobMu, BifNoBifasIbHOI 3a

3[jicHeHHs hapMakoHarisay (BKIYakum
KOHTaKTHi AaHi) Ta/abo 3MiHU Y PO3MiLLEHHI
macTep-gaiina cuctemu papmakoHarnsgy) 3miHa
YMOBHOB&XEHOI 0CO6M 3asBHVIKA, BifnoBiganbHOT
3a thapmakoHarnag.

[itoya pepakuis: Konsga Biktopis BikTopisHa.
MponoHoBaHa pepakuis: babuka AmnTpo
AHaToniioBMY. 3MiHa KOHTaKTHUX AaHWX

YNOBHOBaXeHOT 0cobM 3as1BHMKA, BifMnoBigas1bHOT
3a thapmakoHarnag.

251.

CNOHO®DAP
M

Tabnetkn no 2 mr in
bulk Ne 3360: no 10
Tabnetok y 6nictepi;
no 336 6nictepis y
no/inponisIeHoBIMN
KOpoo6Li

AT
"Codhapma”

Bonrapis

AT "Coghapma”

Bonrapis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNYy - 3MiHn 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkilt hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHSs cepTudikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei: ons
A®I; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAMnoBIgHOCTI
€Bponeiicbkili hapmakonei) - HoBuii ceptudpikat
Bif} BXXe 3aTBEpAKEHOro BUPOBGHMKA - NOAAHHS
HOBOro cepTucpikata BigNOBIAHOCTI €BPONENCHKIl
chapmakonei R1-CEP 2017-021-Rev 00
(3aTBepmxeHo: DMF) ans A®l MoncugomiH Big,
yXe 3aTBepAXeHoro BMpo6Hunka Warszawskie
Zaklady Farmaceutyczne Polfa S.A., IPOCHEM
BRANCH, Poland. 3miHu | Tvny - AaMiHiCTpaTuBHI
3MiHK. 3MiHa HallMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/THOYaA0UM,
3a HeobXigHOCTI, MicLLe NPOBeAEHHS KOHTPO/IIO
SIKOCTI), @60 BnacHvka macTtep-chaiina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMKHOIo NPOAYKTY, L0
3aCTOCOBYHOTLCA Y BUPOOHULTBI AD| (AKLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikata BignoBigHOCTI
€Bponeiicbkin hapmakonei y 3aTBepaxeHOMy
[ocbe, abo BUPOGHKKA HOBOT AOMOMKHOT
PEUYOBUHM (AKLLO 3a3HAYEHO Y A0CbE) 3MiHa
HalilMeHyBaHHS BMPO6HUKa APl MONCUAOMIH.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi
3aci6. KoHTposib roToBOro nikapcbKoro 3acoby
(iHLWi 3MiHW) OHOBIEHHA BXE 3aTBEPAKEHNX

UA/13202/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

MeTOZIB KOHTPOJII0 SKOCTi NikapcbKoro 3acoby, a
came: BUKNAAEHHS TEKCTY AEePXaBHOK MOBOHO
3riHO CyYacHWX BUMOT. 3MiHW | Tuny - 3MiHK 3

akocTi. CepTudikaT BignoigHocTi/l E-cepTudikar

BiANOBIAHOCTI EBpONEiiChKilt
thapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANoBigHOCTI abo
BW/IyYEHHS cepTudikaTa BifnoBigHOCTI
€sponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOrO Matepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPVUCTOBYIOTHCA Y BUPOOHNLTBI
A®I; ans [ONOMIXKHOT pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponelickbkii hapmakonei) -

OHOoB/EHWIA cepTUdIKaT Bif yxe 3aTBEpAXEHOro

BMPOGHMKA - NOAAHHSA OHOB/IEHOTO cepTudikara
BiAMNOBIAHOCTI €Bponeiickkili hapmakonei CEP

2017-021-Rev 01 (3aTBepmxeHo: R1-CEP 2017-

021-Rev 00) gns A®l MONICUAOMIH Big, yxe
3aTBepxeHoro BupobHunka Zaklady
Farmaceutyczne Polpharma S.A., Poland.

252,

CUJHO®AP
M

TabneTkv No 2 Mr no
10 TabneTok y
6nictepi; no 3
6nicTepy B nayi

AT
"Cocpapma"

Bonrapis

Brpo6HMuTBO
Hepo3dacoBaHoi
npoAyKLii, nepBnHHa
ynakoska abo
BMPOGHMLITBO 3a
NOBHUM LMKNOM: AT
"Codhapma”,
Bonrapis
BTopuHHa ynakoBska,
[03BiN Ha BUMYCK
cepii: AT
"BITAMIH",
Ykpaina

Bonrapisi/
YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
3miHu | TMny - 3miHK 3 AkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkin thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudiikata
Bi4NoBIAHOCTI ab60 BUyYEHHS cepTudikaTa
BIANOBIAHOCTI EBponeiickbkili thapmakonei: ans
A®l; pns BUXigHOroO
marepiany/peareHTy/npoMKHOIo NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BigMnoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuii cepTudpikat
Bifl BXX€ 3aTBEPIKEHOr0 BUPOOHUKA - NOJaHHSA
HOBOro cepTudikaTta BignoBiAHOCTI EBpONENCHKIi
thapmakonei R1-CEP 2017-021-Rev 00
(3atBepmxeHo: DMF) ans A®| moncuaomiH Big,
yXe 3aTBepaKeHoro BMpo6Huka Warszawskie
Zaklady Farmaceutyczne Polfa S.A., IPOCHEM
BRANCH, Poland. 3minu | Tvny - AgMmiHiCTpaTuBHi
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaPKEHHSA AiS/IbHOCTI BUPOOHUKA (BK/THOHAOUN,
3a HeobXigHOCTI, MiCcLLe NMPOBEAEHHS KOHTPOSTHO
AKOCTi), abo BnacHuka macTep-chaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAyKTY, Lo
3aCTOCOBYHOTbCS Y BUPOOHULTBI AD| (AKLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTucpikaTta BiAnoBigHOCTI

3a
peyernmom

UA/2305/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep

n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o

3acoby ynakoska) nocsioyeHHs1
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMY
[ocbe, abo BUPOBHMKaA HOBOT OMOMKHOI
PEYOBUHM (SKLLO 3a3HAYEHO Y [0CLE) 3MiHA
HalilMeHyBaHHS BMPO6HUKa APl MONCUAOMIH.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBMIA NiKapCbKuii
3aci6. KoHTposib roToBOro nikapcbkoro 3acoby
(iHLWi 3MiHW) OHOBMEHHS BXE 3aTBEPAXKEHNX
MEeTO/AiB KOHTPOJIIO AKOCTi NiKapcbkoro 3acoby, a
came: BUKNafeHHs TEKCTY AePXaBHOK MOBOH
3riHO Cy4YacHuX BMMOTr. 3MiHu | Tuny - 3miHu 3
AKkocTi. CepTudpikaT BignosigHocTI/IE-cepTudikaT
BiZJNOBIAHOCTI €Bponelicbkili
thapmakonei/moHorpadii. NMogaHHA HOBOro abo
OHOBJIEHOIO cepTudpikaTa BiANoBigHOCTI abo
BUYYEHHS cepTudikarta BiAnoBigHOCTI
€Bponelicbkinn hapmakonei: ana A®l; ons
BUXIAHOrO MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; ons [ONOMIXHOT pevoBUHU (cepTudikar
BiANoBiAHOCTI EBponeiickbkit hapmakonel) -
OHOB/EHWIA cepTUIKaT Bif yXe 3aTBEPAKEHOrO
BVPOGHMKA - MOAAHHS OHOBJIEHOTO cepTudiikara
BiANoBigHOCTI E€Bponeiickkili hapmakonei CEP
2017-021-Rev 01 (3aTtBepmxeHo: R1-CEP 2017-
021-Rev 00) ans A®l MOICMAOMIH Bif, yxe
3aTBepAKeHoro BMpobHuka Zaklady
Farmaceutyczne Polpharma S.A., Poland.

253. | CUH®NOPUK | cycneHsis gns nakcoCmiTKn Benuka "nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3a He UA/15363/01/01
C BAKUVHA iH’ekuild; no 1 nosi AlH EkcnopT BpuTaHis Bionoaxikan3 C.A. 3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom niosnsieae
anda (0,5 mn) cycneHsii Nimiteq Ha3BW nikapcbkoro 3acoby - 3MiHa Ha3BK
MNPO®INAKT ANs iH'eKUii y nikapcbKoro 3acoby: 3aTBepaxeHo:

KN nonepeaHL0 CVH®/IOPMKC™; 3anponoHoBaHo:
MHEBMOKOK | HamnosHeHOMY CNH®NTOPUKC. TepmiH BBEAEHHS 3MIH -
OBOI CKNSIHOMY LUMpUL, Y npoTsarom 6 micsAuiB nicns 3aTBepAKeHHs. 3MiHu |
IHDEKLJI KOMMNJIEKTi 3 OAHIE0 TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
(MONICAXAP | ronkoto abo 3 gBoMa hapmakoHarnaay (iHwi 3MiHn) - 3MiHW BHECEHO [0
UAHWNIA ronkamu Ta 6e3 TEKCTYy MapKyBaHHS YNaKkoBOK /iKapCbKoro 3acoby
AHTUIEH) ronok; 1 (peparyBaHHs iHGhopMaLiT) fo po3ginis 4. JATA
TA nonepeaHbLO 3AKIHYEHHSA TEPMIHY NPUOATHOCTI, 6.
HETUMOBAH | HanoBHeHwWIi Wnpuy, IHLWE nepBrHHOI ynakoBku Ta 8. OATA

ol 3 rofikoto abo ABoma 3AKIHYEHHA TEPMIHY NMPUAOATHOCTI, 17.
FEMO®INbH ronkamu, abo 6e3 IHLIE BTOPMHHOI ynakoBKn. TEPMiH BBEAEHHS 3MiH
Ol IHOEKLT, | ronoky - NPOTAroM 6 MicsLiB NicNA 3aTBEPAKEHHS. 3MiHM
KOH'FOFOBA | iHAMBIgYyanbHOMY Il TMny - 3miHK 3 AkocTi. MeanyHi npucTpoi. 3MiHa
HA, repmMeTnyHo NPUCTPOIB A19 BUMIPIOBaHHS [031 ab0 BBEAEHHS
AQICOPBOBA | 3anakoBaHOMy nikapcbKoro 3acoby (AofaBaHHa abo 3amiHa
HA nnacTyKoBOMYy NPUCTPOLO, AKWIA € HEBIA'EMHOI YaCTUHO

KOHTelHepi; no 1

NepBVHHOT yNakoBkK) - BBeIeHHSA HOBOTO TvNy
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
nnacTyKoBoMy LUNpUWLiB 3i ckna Tuny |, ryMoBo0 Npo6Koto
KOHTelHepy y MOPLLUHSA Ta HAKOHEYHVKOM LINPULA i3 CUHTETUYHOT
KapTOHHI kopobu; rymu. 3mMiHV BHECEHO B IHCTPYKLiIO A1 MeAUYHOro
no 1 posi (0,5 mn) 3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainis
cycneHsii ans "Cnoci6 3acTocyBaHHsA Ta f031" Ta "Ynakoska".
iH'EKLin Y TepMmiH BBEAlEHHS 3MiH - NpOTArom 6 micauis nicns
nonepeHbLo 3aTBepmxeHHs. 3minn Il Tuny - 3miln Wwoao
HanoBHEHOMY 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
CKNSAHOMY LUMPUL; 3MiHM y KOPOTKili XapakTepucTuL NikapCbKoro
no 10 wnpwuyis 3 10 3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ronkamu a6o 6e3 MeAMYHOr0o 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
rofioK y [aHVMU 3 SKOCTi, AOKMIHIYHUMM, KAIHIYHUMU
iHAVBIQYaTbHNX JaHVMK Ta faHumu 3 chapmakoHarnagy - 3miHu
repMeTn4yHo BHECEHO B iHCTPYKL,i0 4159 MEANYHOrO
3anakoBaHmXx 3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis
N1aCTUKOBUX "Ocob6nmBOCTI 3acTocyBaHHs", "Cnoci6
KOHTelHepax y 3acTocyBaHHSA Ta A03u” Ta "MobiuHi peakuii™.
KapTOHHI Kopobuyj; TepMmiH BBeAileHHS 3MiH - NpoTArom 6 micauis nicns
no 1 posi (0,5 mn) 3aTBEPAKEHHS.
cycneHsii ans
iH'EKLin y
MOHOZA030BOMY
CKNAHOMY (p/1aKOoHi;
no 1, 10 a6o 100
ch1akoHiB y
KapTOHHI kopobuy;
no 2 gosun (1 mn)
cycnexsii gns
iH'EKUIi y
MY/NbT,030BOMY
chnakoHi; no 100
hNakoHiB y
KapTOHHI Kopobui
254. | CUIILEA Tabnetku no 80 [Loiiue HimeuunH [oliue XomeonarTi- HimeyuunHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 6e3 UA/12237/01/01
Cinb TabneTok y hNakoHi; Xomeonari- a YHioH OXY- 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peuenma
AOKTOPA no 1 dpnakony y YHioH AXY- ApuHaiimitTens Ta chapmakoHarnsagy. BeegeHHs abo 3miHm o
LUKOCCNEPA | KapTOHHIli Kopobui ApuHaiimiTren v6X & Ko. KI y3arasibHeHVX AaHnx Npo cuctemy
Ne 11 b 'M6X & Ko. hapmakoHarnsgy (BBeAeHHs y3araslbHeHUX AaHnX
KI npo cuctemy hapMakoHarnsgy, smiHa

YMOBHOBaXEHOI 0cobu, BiANoBiAabHOT 3a
3AiicCHEHHS chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuUKa Ans 34INCHEeHHs
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXKeHOT 0co6MU, BiANOBILa1bHOI 3a
3[jicHeHHs dhapmakoHarnsay (BKIroyarum
KOHTaKTHi AaHi) Ta/abo 3MiH1 y PO3MiLLEHHI
MacTep-palina cuctemu papmMakoHarnsay) -
3MiHa YNOBHOBaXXEHOI 0CO6M 3asiBHUKA,




186

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
[Litova pepakuis: Dr. Anja Hofner. MponoHoBaHa
pegakuisi: Dr. Stephan Kohler. 3miHa KOHTaKTHUX
[aHnx YNoBHOBaXXEHOT 0CO6Y 3asBHMKA,
BignoBigasbHOI 3a hapmakoHarnsag. 3miHa
MicLIe3HaXOKeHHSI MacTep-thaiina cuctemu
thapmakoHarnsagy.
3MiHa Micus 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy.
255. | CMO®KABIB | emynbcia ons ®peseHiyc HimeuunH ®peseHiyc Kabi Ab LBeuis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3a UA/14345/01/01
EH iHdpy3iit; no 1206 Kabi a 3MiHu | TUNY - AQMIHICTPATUBHI 3MiHW. BunyyeHHs peyenmom
MNEPU®EPUY | mn, no 1448 mn, no [oiiunang, BMPOBOHUYOT AiNbHULI (BKAOYAKOUM AibHULI ANs
HUIA 1904 mn B M6X A®I, npomiKHOro NpoAyKTy abo roToBoro
TpUkamepHomy nikapcbKoro 3acoby, AinbHULI ANs NPpoBeLEeHHS
nnacTMkoBoMy nakyBaHHs1, BAPOOHMKa, BiANOBiga/IbHOTO 3a
KOHTEliHepi BWMYCK Cepiii, MicLie NpoBEAEHHS KOHTPO/IHO cepil)
«BiodhiH», sKuii abo noctavasibHUKa BUXiAHOro Matepiasy,
pasom 3 peareHTy abo JONOMDKHOI PEYOBUHM (SIKLLO
AaHTWNOKNCHNKOM 3a3HayeHo y JOCbE) - BUTYUEHHA BUPOOHUKA
BMILLYIOTb Y Aitoyoi peyoBrHK fleiiumH - Kyowa Hakko Bio Co.,
30BHILLHIV Ltd, AnoHis. 3miHu | TUNY - AgMIHICTPaTUBHI 3MiHW.

NAacTUKOBUIA MILLIOK;
no 1206 mn, no
1448 mn, no 1904
M/ B TpPYKaMepHOMY
N1acTMKOBOMY
KOHTEliHepi
"BiodpiH", AKknii
pasom 3
AHTUOKNCHNKOM
BMILLYOTb y
30BHiLLHIl
NNacTUKOBUIA MILLIOK;
no 4 Milkn B
Kopoou,i

BunyyeHHs: BUPOGHWYOT AinbHuLi (BKIIOYAKUM
AinbHUU ansa A®I, NpoMiXHOro npoAaykTy abo
roTOBOrO /iKapCbKOro 3acoby, AiNbHULI Ans
NpoBefieHHsA NakKyBaHHS, BUPOOHUKA,
BiANOBIAALHOIO 3a BUMNYCK Cepiii, MicLe
NpoBeLEHHS KOHTPO/IO cepii) abo nocTavanbHuKa
BVXiJHOTO Matepiany, peareHTy abo AONoMiXHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y [OCLE) - BUTYUYEHHSN
BMPOGHMKA Ailo40i peyoBrHN TPeoHiH - Kyowa
Hakko Bio Co., Ltd, AnoHisi. 3miHun | Tuny - 3miHn 3
aKkocTi. CepTudpikaT BignosigHocTi/IE-cepTudikaT
BiANOBIAHOCTI EBPONEChKIl
thapmakonei/MoHorpadii. 3mMiHuW, NoB'A3aHi 3
HeOobXIifHICTIO NpUBEAEHHS Y BigNOBIAHICTL A0
MOHorpadii oY a6o €sponelicbkoi hapmakonei,
abo iHWOi HauioHasIbHOI dhapmakonei gepxasn EC
(3miHa y cneumdikauisix, nos'sa3aHa 3i 3MmiHaMu B
Loy, abo €sponeiicbkili hapmakonei, abo iHLii
HaujoHanbHili hapmakonei gepxasn €C) -
npuBefeHHs cneuudikauii Ans 4ir4oi pevyoBrHN
Onis coesa padiiHoBaHa y BignoBigHICTb 40 BUMOT
MoHorpadii EP 3a nokasHukamu «CTeapuHoBa
KucnoTta» Ta «J/1iHoONIeHOBOI KUCNOTU»
(3aTBEpAXEHO: CTeapuHoBa kncnota -2.5%-5.0%,
NiHoneHoBoi kucnot — 5.0%-11.0%;
3anponoHoBaHo: CteapunHoBa kucnora -2.0%-
5,4%, JliHoneHoBoi kncnotn — 4.5%-11.0%). 3miHn
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

| TNy - 3MmiHK 3 AkocTi. CepTudikart
BignosigHocTI/TE-cepTudpikat signosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBMIEHOro cepTudiikata
BiANOBIAHOCTI 260 BUNyYEHHs cepTudikata
BiANOBIAHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BUXigHOTO
mMarepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (CepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWIA
cepTudikaT Bif, yxe 3aTBepAXeHOro BUPO6HUKa -
noAaHHA OHOBMIEHOTO cepTudikarta BifgnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2004-086-
Rev 07 (3aTBepmkeHo: R1-CEP 2004-086-Rev 06)
ANA 4il4yoi peyoBMHM AnaHiH Bif Bxe
3aTBEpAXEHOro BMpobHuka Evonik Rexim
(Nanning) Pharmaceutical Co., Ltd., Kutaii. 3miHu
| TNy - 3MmiHK 3 AkocTi. CepTudikart
BignosigHocTI/TE-cepTudpikat signosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBMIEHOro cepTudiikata
BiANOBIAHOCTI 260 BUNyYEHHs cepTudikata
BiANOBIAHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BUXigHOTO
mMarepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (CepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWIA
cepTudikaT Bif, yxe 3aTBepAKeHOro BUPO6HUKa -
noAaHHA OHOBMIEHOTO cepTudikarta BifgnoBigHOCTI
€Bponelicbkiit hapmakonei Ne CEP 2014-227-Rev
01 (3atBepmxeHo: R1-CEP 2014-227-Rev 00) ansa
AitoyoT pevoBuHN Jli3vH(y BUrIAAI Mi3uHy aueTary)
BiJ, BXe 3aTBep/xeHoro BupobHrka Kyowa Hakko
Bio Co., Ltd., AnoHis. Ak Hacnigok, Bigdymch
3MiHK B p. «Cknag» MKSA /13 B Ha3Bi BUpo6HMKa
(3aTBEpAXeHo: Kyowa Hakko Bio Co., Ltd, Hofu
Plant, Anonis; 3anponoHosaHo: Kyowa Hakko Bio
Co., Ltd., Hofu Plant, AAnoHist). 3miHn | Tuny -
3MiHu 3 sKocTi. CepTudikat BignosigHOCTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHA HoBOro abo
OHOBJIEHOIO cepTudpikaTa BiANoBigHOCTI a6o
BUYYEHHS cepTudikarta BiAnoBigHOCTI
€Bponelicbkinn hapmakonei: ana A®l; ans
BUXIAHOrO MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

A®I; ons [ONOMIXHOT pevoBUHU (cepTudikar
BiANoBiAHOCTI EBponeiickbkit hapmakonel) -
OHOB/EHWIA cepTUIKaT Bif yXe 3aTBEPAKEHOrO
BVMPOGHMKA - MOAAHHS OHOBJIEHOTO cepTudlikara
BiAnoBigHOCTI EBponeiickkili hapmakonei No CEP
2010-155-Rev 03 (3atBepmxeHo: Ne R1-CEP
2010-155-Rev 02) ans gito4oi pevoBuHN JisnH(y
BUMNAAI Ni3vHY aueTarty) Bif y)Xe 3aTBepKeHOoro
Bnpo6Huka EVONIK REXIM S.A.S., ®paHuis -
3miHu | TNy - 3miHK 3 AkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikar BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBMIEHOro cepTudiikata
BiANOBIAHOCTI 260 BUNYyYEHHs cepTudikata
BiANOBIAHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BUXigHOro
marepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWIA
cepTudikaT Bif, yxe 3aTBepAKeHOro BUPO6HUKa -
noAaHHA OHOB/IEHOTO cepTudikarta BifgnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2015-315-
Rev 00 (3atBepmxkeHo: RO-CEP 2015-315-Rev 02)
[Ans 4il4oi peyoBMHM r10Ko3a (Y BUIIAAI [1I0KO3N
MOHoOriaparty) Bif BXe 3aTBep)KeHOro BUPOOHMKA
TEREOS STARCH & SWEETENERS IBERIA
S.A.U. 3minHu | Tuny - 3miHun 3 sikocTi. Ceptuddikat
BignosigHocTI/TE-cepTudpikat signosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBMIEHOro cepTudiikata
BiANOBIAHOCTI 260 BUNyYEHHs cepTudikata
BiANOBIAHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BUXigHOTO
mMarepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[OMOMDKHOT peyoBMHY (CepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWIA
cepTudikaT Bif, yxe 3aTBepAXeHOro BUPO6HUKa -
noAaHHA OHOBMIEHOTO cepTudikarta BifgnoBigHOCTI
€Bponelicbkiit hapmakonei Ne CEP 2008-099-Rev
05 (3atBepmxeHo: R1-CEP 2008-099-Rev 04) ansa
Ailo4oi peyoBrHY MiUWH Bif BXe 3aTBEPAXEHOT0
BUpo6HMKa Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., Kutaii. 3miHun | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsA HoBoro abo
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

OHOBJIEHOrO cepTudpikaTa BigNoBigHOCTI abo
BW/IyYEHHs cepTudikaTa BifnoBigHOCTI
€sponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOrO Matepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; ans [ONOMIXKHOT pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponelichbkin hapmakonel) -
OHOB/EHWIA cepTUdiKaT Bif yxe 3aTBEpAXEHOro
BVMPOGHMKA - NOAAHHSA OHOB/IEHOTO cepTudikara
BiANoBigHOCTI €Bponeiickkili hapmakonei Ne R1-
CEP 2005-190-Rev 04 (3aTBepaxeHo: R1-CEP
2005-190-Rev 03) ana aito4oi pevoBrHN MeTioHiH
BiJ BX€ 3aTBepXeHOoro BupobHuka Evonik Rexim
(Nanning) Pharmaceutical Co., Ltd., Kutaii. Ak
Hacnigok, Bigdynuce 3MiHn B p. «Cknag» MKA N3
B Ha3Bi BUPO6HUKa (3aTBepaxeHo: Evonik Rexim
Nanning Pharmaceutical Co., Ltd., Kutai;
3anponoHosaHo: Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., Kutaii). 3miHu | Tuny -
3MiHu 3 sKocTi. CepTudikat BignosigHOCTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHA HoBOro abo
OHOBJIEHOIO cepTudpikaTa BiANoBigHOCTI abo
BWUYYEHHS cepTudikarta BiAnoBigHOCTI
€Bponelicbkinn hapmakonei: ana A®l; ans
BUXIAHOrO MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; Ans [ONOMIXHOT pevoBUHU (cepTudikar
BiANoBiAHOCTI EBponeiickbkit hapmakonel) -
OHOB/EHWIA cepTUIKaT Bif yXe 3aTBEPAKEHOrO
BVMPOGHMKA - MOAAHHS OHOBJIEHOTO cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2014-366 - Rev 01 (3atBepmxeHo: R1-CEP
2014-366 - Rev 00) ans gjtoyoi pevoBuHn CepuH
Bif, y)XXe 3aTBepKeHoro BupobHuka Evonik Rexim
(Nanning) Pharmaceutical Co., Ltd., Kutaii. 3miHu
| TNy - 3MmiHK 3 AkocTi. CepTudikart
BignosigHocTI/TE-cepTudpikat signosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBMIEHOro cepTudiikata
BiANOBIAHOCTI 260 BUNyYEHHs cepTudikata
BiANOBIAHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BUXigHOTO
mMarepiany/peareHTy/npoMKHOIo NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[OMOMDKHOT peyoBMHY (CepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWIA
cepTudikaT Bif yXe 3aTBEpPAKEHOr0 BUPOOHUKA -
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

noAaHHA OHOBMIEHOTO cepTudikara BifgnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2008-128-
Rev 03 (3atBepmkeHo: R1-CEP 2008-128-Rev 02)
AN 4il4oi pevoBrHY BaniH Big, yxe
3aTBEpAXEHOro BMpobHuka Evonik Rexim
(Nanning) Pharmaceutical Co., Ltd., Kutaii. Ak
Hacnigok, Bigbynuce 3MiHu B p. «Cknag» MKA N3
B Ha3Bi BUPOGHUKa (3aTBepaxeHo: Evonik Rexim
Nanning Pharmaceutical Co., Ltd., Kutai;
3anponoHoBaHo: Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., Kutaif)

256.

CMO®KABIB
EH
LEHTPA/IbH
i

emynbCia ans
iHdpy3iit; no 986 mn,
no 1477 mn, no
1970 mn, no 2463
M/ B TpPYKaMepHOMY
N1acTMKOBOMY
KOHTEeliHepi
«BioiH», aKuii
pasom 3
AHTUOKNCHNKOM
BMILLYOTb y
30BHiLLHIl
NNacTUKOBUIA MILLIOK;
no 986 mn, no 1477
mn, no 1970 mn B
TpYKaMepHoOMY
n1acTMKOBOMY
KOHTEliHepi
«BiochiH», AKnit
pasom 3
AHTMOKMUCHUKOM
BMILLYOTb Y
30BHILLHIl
NNacTUKOBUIA MILLIOK;
no 4 Milku B
kopobui; no 2463 mn
B TPMKamMepHOMY
n1acTMKOBOMY
KOHTEliHepi
«BiodhiH», AKuii
pasom 3
AHTVMOKNCHUKOM
BMILLYIOTb Y
30BHILLHIN
NNacTUKOBUIA MILLIOK;
no 3 Milkun B
Kopobu,i

dpeseHiyc
Kabi

Hoiunang
6X

HimeyunH
a

®pe3seHiyc Kabi Ab

Lseuis

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
3MiHu | TURY - AGMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOBOHUYOT AiNbHULI (BKNOYAKOUN AiNTbHULI ANS
A®I, npomiXHOro NpoAykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHNL AN NPOBEAEHHS
nakyBaHHs1, BAPOOHUKa, BiANOBILa/IbHOIO 3a
BWMYCK Cepiii, MicLie NPOBEAEHHS KOHTPOSIIO cepil)
abo noctavasibHUKa BUXiAHOrO MaTepiany,
peareHTy ab0 [ONOMiXHOI pe4oBUHY (KLLO
3a3HayeHo y A0CbE) - BUTYYEHHS BUPOOHMKA
aitoyoi peyosrHK JleiumH - Kyowa Hakko Bio Co.,
Ltd, AnoHisa. 3MiHu | TUNY - AAMIHICTpaTUBHI 3MiHW.
BunyyeHHss BUPOGHMYOT finbHuLi (BKIHOHAK0UN
AinbHuui Ana A®l, npoMixHoOro npoaykTy abo
roTOBOro Nikapcbkoro 3acoby, AinbHuLi Ans
NpOBefEHHs NakyBaHHs, BUPOGHUKA,
BiANOBIAA/IbLHOrO 3a BMMNYCK Cepiii, MicLe
NpoBeAEeHHS KOHTPOO cepil) abo nocTavyanbHUKa
BMXiHOrO Marepiany, peareHTty abo AonoMiXHOT
PEeYOoBMHM (SKLLIO 3a3HAYEHO Y JOCBE) - BUTYUYEHHS
BMPOBHUKA Ajto40T peqyoBuHN TpeoHiH - Kyowa
Hakko Bio Co., Ltd, AnoHis. 3miHun | Trny - 3miHK 3
akocTi. CepTudikaT BignoigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEiiChkilt
thapmakonei/MoHorpadii. 3miHun, nos'a3aHi 3
HeOoOXiJHICTIO NpUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo €Bponeiicbkoi hapmakoner,
abo iHWOi HauioHasbHOI dhapmakonei gepxasn E€C
(3miHa y creumdikalisix, noB'a3aHa 3i 3aMiHaMu B
Loy, abo €Bponeiickkiii hapmakonei, abo iHLii
HaujoHanbHIl dhapmakonei gepxasn €C) -
npuBeeHHs cneundikauii 415 Aio4oi pe4yoBUHN
Onia coesa padiiHOBaHa y BiANOBIAHICTb 40O BUMOT
MOHorpadii EP 3a nokasHukamm «CTeapnHoBa
kmcnota» Ta «J/liHONEHOBOI KNC0TU»
(3aTBEpAXEHO: CTeapuHoBa kncnota -2.5%-5.0%,
JliHoNneHoBOI kMcotn — 5.0%-11.0%;

3a
peuyenmom

UA/14346/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

3anpornoHoBaHo: CTeapuHoBa kucnota -2.0%-
5,4%, JNliHoneHoBoi kMcNotTn — 4.5%-11.0%). 3MiHu
| TMny - 3MiHK 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei: ons
A®I; ansa suxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ansa
[OMNOMDKHOT peyoBMHY (CepTuddikaTt BiANoBIgHOCTI
€Bponeiicbkii hapmakonei) - OHOBNEeHWIA
cepTuduikar Bif yXXe 3aTBepKeHOro BUpobHuKa -
noAaHHA OHOBMIEHOTO cepTudikarta BifnoBigHOCTI
€sponelicbkinn hapmakonei Ne R1-CEP 2004-086-
Rev 07 (3aTBepmkeHo: R1-CEP 2004-086-Rev 06)
ONs [jloYvol peqyoBrHN AnaHiH Big, BXe
3aTBEpAXEHOro BupobHuka Evonik Rexim
(Nanning) Pharmaceutical Co., Ltd., Kutaii. 3miHu
| TMny - 3MiHK 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei: ons
A®I; ansa suxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ansa
[OMNOMDKHOT peyoBMHYM (CepTuddikaTt BiANoBIgHOCTI
€Bponeiicbkii hapmakonei) - OHOBNEeHWIA
cepTuduikar Bif yXe 3aTBepKeHOro BUpobHuKa -
noAaHHA OHOBMIEHOTO cepTudikarta BifnoBigHOCTI
€Bponevicbkinn hapmakonei Ne CEP 2014-227-Rev
01 (3atBepmxeHo: R1-CEP 2014-227-Rev 00) ana
AitoyoT pevoBuHN Ji3VH(Y BUrNAAI Ni3uHy aueTary)
BiJ BXe 3aTBepAxeHoro BupobHuka Kyowa Hakko
Bio Co., Ltd., AnoHis. Ak Hacnigok, Bigdymco
3MiHU B p. «Cknag» MKA /13 B Ha3Bi BUpOGHMKa
(3atBepaxeHo: Kyowa Hakko Bio Co., Ltd, Hofu
Plant, AAnoHisi; 3anponoHoBaHo: Kyowa Hakko Bio
Co., Ltd., Hofu Plant, AnoHis). 3miHn | Trny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANoBigHOCTI abo
BW/IyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkivi hapmakonei: ans A®l; ansa
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

BMXigHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPWUCTOBYIOTHCA Y BUPOOHULTBI
A®I; ans [ONOMIXKHOT pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponelickbkin hapmakonei) -
OHOB/EHWIA cepTUdiKaT Bif yxe 3aTBEpAXEHOro
BVMPOGHMKA - NOAAHHSA OHOB/IEHOTO cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne CEP
2010-155-Rev 03 (3aTBepmxeHo: Ne R1-CEP
2010-155-Rev 02) ans aitoyoi pevoBuHn NisnH(y
BUINAAI Ni3VHY aueTaTy) Bif yXe 3aTBepAKeHOro
Bupo6HMKa EVONIK REXIM S.A.S., ®paHuis -
3MiHu | TUNY - 3MiHM 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ons
A®I; ansa suxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ansa
[OMNOMDKHOT peyoBMHYM (CepTuddikaTt BiANoBIgHOCTI
€Bponeiicbkii hapmakonei) - OHOBNEHWIA
cepTuduikar Bif yXe 3aTBepKeHOro BUpobHuKa -
noAaHHA OHOBMIEHOTO cepTudikarta BifnoBigHOCTI
€sponelicbkin dhapmakonei Ne R1-CEP 2015-315-
Rev 00 (3aTBepmkeHo: RO-CEP 2015-315-Rev 02)
ANA [4il4oi peyoBuHM r0Ko3a (Y BUIIAAI [NI0KO3N
MOHOriZparty) Bif BXe 3aTBepAKEHOro BUPO6HMKa
TEREOS STARCH & SWEETENERS IBERIA
S.A.U. 3miHu | Tuny - 3miHn 3 sikocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei: ons
A®I; ansa suxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ansa
[OMNOMDKHOT peyoBMHY (CepTuddikaTt BiANoBIgHOCTI
€Bponeiicbkii hapmakonei) - OHOBNEeHWIA
cepTuduikar Bif yXe 3aTBepKeHOro BUpobHuKa -
noAaHHA OHOBMIEHOTO cepTudikarta BifnoBigHOCTI
€Bponevicbkinn dhapmakonei Ne CEP 2008-099-Rev
05 (3atBepmxeHo: R1-CEP 2008-099-Rev 04) ansa
Aio4oi peyvoBrHY MNiLMH Bif BXe 3aTBEPAXXEHOTO
BMpo6HMKa Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., Kutaii. 3miHun | Tuny -
3MmiHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

cepTudikaT BignoBigHOCTI EBpoNenchkiii
hapmakonei/moHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkiii hapmakonei: ana A®l; ans
BMXiAHOrO Matepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPWUCTOBYIOTHCA Y BUPOOHWLTBI
A®I; ona fonoMikHOT pevyoBrHU (cepTudikat
BiZJNOBIAHOCTI €Bponelicbkiit hapmakonel) -
OHoB/EHWNIA cepTUdiKaT Bif yXe 3aTBEpIKEHOro
BMPOOHMKA - NOAAHHS OHOB/IEHOTO cepTudikara
BiAnoBigHoCTI €Bponelickkili hapmakonei Ne R1-
CEP 2005-190-Rev 04 (3aTBepgeHo: R1-CEP
2005-190-Rev 03) gns aitoyoi peyoBnHU MeTioHIH
Bif BXXe 3aTBepKeHOro BupobHuka Evonik Rexim
(Nanning) Pharmaceutical Co., Ltd., Kutaii. Ak
Hacnigok, Bigbynuck 3MiHu B p. «Cknag» MKA N3
B Ha3Bi BUPO6HUKa (3aTBepaxeHo: Evonik Rexim
Nanning Pharmaceutical Co Ltd, Kutai;
3anponoHoBaHo: Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., Kutait). 3miHu | Tuny -
3miHu 3 sKocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANoBigHOCTI abo
BW/IyYEHHS cepTudikaTa BifnoBigHOCTI
€sponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOrO Matepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPWUCTOBYIOTHCA Y BUPOOHULTBI
A®I; ans [ONOMIXKHOT pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponelickbkin hapmakonei) -
OHOB/EHWIA cepTUdiKaT Bif yxe 3aTBEpAXEHOro
BMPOGHMKA - NOAAHHSA OHOB/IEHOTO cepTudlikara
BiANoBIgHOCTI €Bponeiickkili hapmakonei Ne R1-
CEP 2014-366 - Rev 01 (3aTBepaxeHo: R1-CEP
2014-366 - Rev 00) ans ajtouoi pevosrHn CepuH
BiJ y)Xe 3aTBepKeHoro B1upo6Huka Evonik Rexim
(Nanning) Pharmaceutical Co., Ltd., Kutaii. 3miHu
| TMny - 3MiHK 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ons
A®I; ansa suxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ansa
[OMNOMDKHOT peyoBMHU (CepTudiikaTt BiAMNoBIgHOCTI
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n/n

Hassa
JliKapcbK0O20

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby

€Bponeiicbkiit hapmakonei) - OHOBNEHWIA
cepTuduikar Bif yXe 3aTBepKeHOro BUpobHuKa -
noAaHHA OHOBMIEHOTO cepTudikarta BifnoBigHOCTI
€sponelicbkin dhapmakonei Ne R1-CEP 2008-128-
Rev 03 (3aTBepmkeHo: R1-CEP 2008-128-Rev 02)
AN Ail4oi pevoBrHY BaniH Big, yxe
3aTBEpAXEHOro BMpobHuka Evonik Rexim
(Nanning) Pharmaceutical Co., Ltd., Kutaii. Ak
Hacnigok, Bigdynuce 3MiHn B p. «Cknag» MKA N3
B Ha3Bi BUPO6HUKa (3aTBepakeHo: Evonik Rexim
Nanning Pharmaceutical Co Ltd, Kutaiz;
3anponoHosaHo: Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., Kutai)

3a

He

UA/15513/01/01

257.

cnnetT
ETUNOBUA
70%

PO34MH ana
30BHILLHBOrO
3acTtocyBaHHA 70 %
no 100 mny
hnakoHax CKASTHNX

NPAT
“XIMOAPM3A
BOJ
"UEPBOHA
3IPKA"

YKpaiHa

MPAT
"XIMOAPM3ABO/
"YEPBOHA 3IPKA"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TURNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHMKA
(BNacHuKa peecTpauiiHoro NocBifYEHHS) - 3MiHa
HallMeHyBaHHS 3asiBHUKA Ta 3MiHW Y HanucaHHi
afpecy 3asBHVKa (BnacHWKa peecTpauiiHoro
nocBigYeHHs1). 3MiHY | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOoBa[PKEHHS AiS/IbHOCTI BUPObHUKa/imnopTepa
roTOBOrO fiKapcbKoro 3acoby, BKIoYaun
AinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOJI0 SIKOCTI. (AiANbHICTb, 3a Ky BignoBifae
BMPOGHUK/IMNOPTEP, BK/IOYAKOUM BUMYCK cepili) -
3MiHa HaliMeHyBaHHs BUPOOHMKa /13 Ta 3mMiHn y
HanucaHHi agpecu BUpobHuka NN3. 3miHn
BHECEHO B iHCTPYKL,it0 A1 MEANYHOIO
3aCTOCYBaHHS NikapCbkoro 3acoby y po3ginun
"Bmpo6HMK", "MicLie3Haxo4keHHs BUPOGHMKa Ta
afpeca MicLa NpoBaXEHHS MOro AisnbHoCTI" 3
BIANOBIAHUMY 3MiHAMYW B TEKCTi MapKyBaHHS
yrnakoBOK. BBeAeHHS 3MiH NpoTArom 6-Tu micsuis
nicns 3aTBepAKEeHHs.

peyenmom

nionsieae

UA/18074/01/01

258.

cnuneT .
KAM®OPHUN

po3uunH ans
30BHILUHLOrO
3aCTOCYBaHHS,
cnupToBuii 10 % no
40 mn y chnakoHax

TOB "®apma
Yepkac"

YkpaiHa

TOB "®apma
Yepkac"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis:
3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy 3asBHMKA
(BnacHuKa peecTpauiintHoro noceig4yeHHs) 3miHa
agpecy 3asaBHUKa. 3MiHu | Tuny - AgMiHiCTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoBafKeHHs AiS/IbHOCTI BUPOOHUKa/imnopTepa
roTOBOrO /liKapcbKoro 3acoby, BKIoYaun
AinbHUUI BUNYycKy cepii abo micue npoBefeHHs
KOHTPOJII0 SKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/iMNOpPTEp, BK/IOYAOUM BUMYCK Cepiid)
3MiHa afpecu BUPO6HKKa, a came 3MiHa Ha3Bu
BY/IULIi Ta NOLUTOBOrO iHAEKCY. 3MiHU BHECEHO B

6e3
peyenma

nionsieae
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

po3gin "Micue3HaxomkeHHs BUpo6HMKa Ta agpeca

MicUs NPOBaMKEHHS AiSNbHOCTI" B iIHCTPYKLitO ANns

MeAMYHOr0 3aCTOCYBaHHSA Ta SIK HACNIAOK - Y TeKCT
MapKyBaHHs1 yNakoBKW JlikapCbKoro 3acoby.

259.

CTATESI
10/10

TabneTku, BKPUTI
0060/10HKOI0 110 10
Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHI Kopo6Lyi

Mini Xenckepe
Nimiten

Benwvka
BputaHis

Menpo
PapmacbioTrKanc
MpiBart JlimiTepq,

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI
Ta dpapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKUii AN MeAUYHOro
3aCcToCyBaHHSA Ha MigcTasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3MneKu NikapCbLKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B MicspeecTpaviiiHvi nepiog,
abo sk pe3ynbTar OUiHKM 3BITY 3 LOCNIKEHD,
npoBefeHnX BigNoBIAHO A0 NNaHy negiaTpuyuHmX
pocnigxeHs (PIP) (3MiHy y3romxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHV BHECEHO B IHCTPYKLitO 4719 MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMK Nikapcbkumn 3acobamm Ta
iHWi BMAW B3aemogiin", "OcobmnsocTi
3acTocyBaHHsA" Ta "lNob6iyHi peakuii” BiANOBIgHO A0
OHOB/EHOT iHhopMaLi LWoao 6e3neku
3aCcTOCYyBaHHS Ail040i PEYOBUHM 3riHO 3
pekomeHgauieto PRAC.

3a
peyenmom

He
nidnsieae

UA/9675/01/01

260.

CTEATE/Ib

PO34YnH OpasibHUA
no 1 r/10 mn; no 10
My cpriakoHi; no 10
hNakoHiB y
KapTOHHIN nauui

NMPO®APMA
IHTepHeLLHN
TpehguHr
Nimiteq

ManbTa

XENM C.A.

Ipeuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MmiHu | TMny - 3miHK 3 AkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikar signosigHocCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ons
A®I; ansa BuxigHoro
marepiany/peareHTy/NPoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBMHY (CepTudikaTt BiAMnoBIgHOCTI
€Bponeiicbkii hapmakonei) - OHOBNEHWIA
cepTmaikaT Bif y)Xe 3aTBepAXeHOro BUPOOHUKa,
noAaHHA OHOBMIEHOTrO cepTudikarTa BifgnoBigHOCTI
€Bponelicbkiint hapmakonei Ne RO-CEP 2019-293 -
Rev 01 (3atBepmxeHo: RO-CEP 2019-293 - Rev
00) pns A®| neBoKapHITUHY Bif, 3aTBEPAKEHOrO
BMpo6Huka Chengda Pharmaceutical Co., Ltd.,
Kntaii.

6e3
peuyenma

UA/12945/01/01

261.

CTEATE/Ib

PO34MH AN1s iH'EKLiA,
1r/5mn;no5wmns
amnyni; no 5 amnyn
B KQPTOHHIN mayuyj

MPOPAPMA
IHTEpHeLLHN
TpenanHr
Nimiteq

ManbTa

XENMN C.A.

Ipeuis

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais:
3MiHu | TUnNy - 3MiHK 3 AkocTi. CepTudikat
signosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkii dhapmakonei/moHorpadii. MogaHHs

3a
peyenmom

UA/12945/02/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

HOBOro abo OHOBMIEHOro cepTudiikata
BiANOBIAHOCTI @60 BUNYYEHHs cepTudikata
BiANOBIAHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BUXigHOro
mMarepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[OMOMDKHOT peyoBMHY (cepTudikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWIA
cepTuddikaT Bif yXe 3aTBepXeHOro BUPOOHNKa,
noAaHHA OHOBMIEHOTO cepTudikara BifgnoBigHOCTI
€Bponelicbkiii hapmakonei Ne RO-CEP 2019-293 -
Rev 01 (3aTBepgxeHo: RO-CEP 2019-293 - Rev
00) ana A®| neBokapHITUHY Bif 3aTBEPXEHOr0
Bupo6HuKa Chengda Pharmaceutical Co., Ltd.,
Kntaii.

262.

CTuoiMon

Kancynv Teepgi, no
10 kancyny
6nictepi; no 10
6nicTepiB y navui

AT

"KUIBCbKN

BITAMIHHWA
3ABOJ"

Ykpaina

AT "KWTBCBKIAT
BITAMIHHWA
3ABOS"

YKpaiHa

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis:

3MiHu | TUNY - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI

Ta chapmakoHarnsagy. BeegeHHs abo 3miHm o

y3ara/ibHeHNX JaHnxX npo cucTemy
dhapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHnx
npo cuctemy hapMakoHarnsay, smiHa
YMOBHOBaXeHOI 0cobu, BiANoBiAabHOT 3a
3AiicCHEHHS chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuUKa Ans 34INCHEeHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXKeHOT 0co6MU, BiANOBiLa1bHOI 3a
3[jicHeHHs dhapmakoHarnsay (BkIoyarum
KOHTaKTHi AaHi) Ta/abo 3MiH1 y PO3MiLLEHHI
MacTep-aiina cuctemu chapmakoHarnisgy). 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHVKa, BifnoBiganbHOT
3a thapmakoHarnag.

[Oitova pepakuin: Konaga Biktopia BiktopiBHa.
MponoHoBaHa pepakuis: babuka AmnTpo
AHaTonilioBnY. 3MiHa KOHTaKTHUX AAHUX

YMNOBHOBAXEHOI 0CO6M 3as1BHMKA, BifgnoBiga/bHOT
3a (hapmakoHaraag,.

6e3
peyenma

UA/6777/01/01

263.

CTOMMIrPEH

TabneTku, BKpUTI
NAiBKOBOO
060/10HKOI0, N0 50
Mr no 6 TabneTtok y
6nictepi; no 1
6nictepy y nauui

AT

"KNIBCbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KMIBCBKUN
BITAMIHHN
3ABOA"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta chapmakoHarnsagy. BeegeHHs abo 3miHn o
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnagy (BBefieHHs y3araslbHeHUX faHux
npo cuctemy hapMakoHarnsgy, smMiHa
YMOBHOBaXeHOI 0cobu, BiANOBiAabHOT 3a
3AjiicHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHUKa Ans 34INCHEeHHs
thapmakoHarnagy B YKpaiHi, AKLLO0 BOHA BigMiHHA
Bif, yNOBHOBaXKeHOT 0co6MU, BiANOBiAabHOI 3a
3fjicHeHHs hapmMakoHarsay (BKayakum

3a
peyenmom

UA/7229/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
macTep-gaiina cuctemy papmMakoHarnsay) 3miHa
YNOBHOBaXeHOT 0cobM 3asBHMKA, BifMnoBigas1bHOT

3a thapmakoHarnag.

[Oitova pepakuin: Konaga Biktopis BiktopiBHa.
MponoHoBaHa pepakuis: babvka MnTpo
AHaToniioBnY. 3MiHa KOHTaKTHUX AAHUX

YNOBHOB&XEHOT 0COOM 3aABHUKA, BiANOBILaIbHOT
3a (hapmakoHarang,.

264.

CTOMMIrPEH

TabneTku, BKpUTI
NAiBKOBOO
060/10HKO0, N0 100
Mr no 3 TabneTtkn y
6nictepi; no 1
6nictepy y nauui

AT

"KUIBCbKWN

BITAMIHHWA
3ABOJ"

Ykpaina

AT "KWTBCBKIAT
BITAMIHHWIA
3ABOS"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta chapmakoHarnsagy. BeegeHHs abo 3miHm o
y3arasibHeHNX JaHnxX nNpo cuctemy
dhapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHnx
npo cuctemy hapMakoHarnsay, smiHa
YMOBHOBaXEHOI 0cobu, BiANoBiAabHOT 3a
3AiicCHEHHS chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuUKa Ans 34INCHEeHHs
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOT 0co6MU, BiANOBiLa1bHOI 3a
3[jicHeHHs dhapmakoHarnsay (BKIoyarum
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
mMacTep-gaiina cuctemu papmMakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHVKa, BiAnoBiganbHOT
3a thapmakoHarnag.

[Oitova pepakuin: Konaga BikTopia BiktopiBHa.
MponoHoBaHa pepakuis: babuka AMnTpo
AHaTonilioBnY. 3MiHa KOHTaKTHUX AAHUX
YMNOBHOBAXEHOI 0CO6M 3as1BHMKA, BifnoBiga/bHOT
3a (hapmakoHariag,.

3a
peyenmom

UA/7229/01/02

265.

CTPENTOLUN

il
PO3YNHHUIA

KpucTaniyHmi
MOPOLLIOK
(cybeTaHuis) y
nonieTnIeHoBUx
MillKkax ans
thapmavLeBTUYHOro
3aCTOCYyBaHHS

TOB
"HOHichapma”

YkpaiHa

TOB "®apmxim”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TNy - 3MiHK 3 aKocTi. A®Il. KoHTponb ADI.
3miHa y napameTpax cneuudikauin Ta/abo
[OMyCTUMMUX MEX, BU3HAYEHNX Y creumdikaLisax
Ha A®I, a6o BMXifgHWA/NPOMIKXHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYOTbCS Y
npoueci BupobHuutea A®I (iHWwi 3MiHN)
BUNYYEHHS 3i cneyudikayii Ha Hepo3dacoBaHuii
NPOAYKT NOKa3HMKa «3a/ILLKOBI KifIbKOCTi
OpraHiYHUX PO3UYMHHWUKIB» (BU3HAYEHHS 2-
nponaHosy 3 AONyCTYMOI0 MEXEI He GifbLue
0,5%)

UA/16546/01/01

266.

TEHOXOInN

TabneTku, BKpUTI
nAiBKOBOO
060/10HKO10, No 300
mr, no 30 TabneTok
y hnakoHi, no 1
p1akoHy B

Makneogc
PapmMacbioTuK
auic Nimitepq,

IHais

Makneoac
PapmacbioTrKanc
Nimiteq

IHais

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHu | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii
3aci6. KoHTposib roTOBOro Mikapcbkoro 3acoby
(iHWi 3MiHW) - OHOBNEHHS BXE 3aTBEepPKEHNX
MEeTO/iB KOHTPOJII0 AKOCTi NikapCbKoro 3acoby, a
came: BUKNaAEeHHS TEKCTY AepXaBHOK MOBOIO

3a
peuyenmom

UA/13279/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KapTOHHI/ ynakoBsL,i 3riAHO CyYacHNX BMMOr BBeeHHS 3MiH NpoTArom
6-TU MicsLIB 3 AaTN 3aTBEPKEHHS
267. | TEPMIgON Kancynm mM'siki no AT YkpaiHa AT "KNIBCbKU YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 6e3 UA/18326/01/01
200 mr no 10 kancyn | "KWIBCbKUI BITAMIHHWIA 3miHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenma
y 6nictepi; no 1 aéo BITAMIHHUIA 3ABO4" Ta (papmakoHarnsgy. BeegeHHs abo 3miHM 1o
no 3 6nictepn y 3ABOA" y3arasibHeHVX faHnx npo cuctemy
nauui; no 12 kancyn dhapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHnx
y 6nictepi; no 3 npo cuctemy hapmMakoHarnsgy, smiHa
6nicTepy y nauui YNOBHOB&XEHOI 0c06u, BiANOBIAaIbHOT 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarniagy B YKpaiHi, SKLLO0 BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BignoBifaibHOT 3a
3[jicHeHHs1 hapMakoHarsay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
mMacTep-aiina cuctemy dhapmakoHarnsgy). 3miHa
YMNOBHOBAaXEHOI 0CO6M 3as1BHMKA, BifnoBiga/IbHOT
3a (hapmakoHarnsg,
[itoua pepakuis: Konspa Biktopis BikTopiBHa.
MponoHoBaHa pefakuis: babuka AMutpo
AHatonilioBny. 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6M 3asBHYVIKA, BifnoBiganbHOT
3a thapmakoHarnag.
268. | TEPMIgON Kancynm mM'siki no AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [0 peecTpaLliintHux maTepiasis: 6e3 UA/18326/01/02
400 wmr, no 10 "KNIBCbKW BITAMIHHW 3MiHn | TUny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peuyenma
Kancyn y 6nictepi; BITAMIHHUIA 3ABO4" Ta (hapmakoHarnsgy. BeegeHHs abo 3miHn oo
no 1 a6o no 3 3ABOL" y3araslbHeHUX AaHux Npo cuctemy
6nictepy y nayuj; no dhapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHnx
12 kancyny npo cuctemy hapmakoHarnsgy, amiHa
6nictepi; no 3 YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32
6nictepy y navui 34ificHeHHs chapmMakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa A1 34iACHEHHS
hapmakoHarniagy B YKpaiHi, SKLLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobwu, BignoBiganbHOT 3a
3[jicHeHHs1 hapMakoHarnsay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MiLLEHHI
mMacTep-aiina cuctemy dhapmakoHarnisgy). 3miHa
YNOBHOBAXEHOI 0CO6M 3as1BHKKA, BifnoBigasibHOT
3a (hapmakoHarnsg,
[Oitova pepakuin: Konaga Biktopia BiktopiBHa.
MponoHoBaHa pefakuis: babuka Amutpo
AHatonilioBuy. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6W 3asBHYIKA, BifnoBiganbHOT
3a thapmakoHarnag.
269. | TEUEHTPUK KOHLieHTpaT ans TOB «Pouww YkpaiHa BrnpobHMuTBO HimeuunHa/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a He UA/15872/01/01
® pO34nHy Ans YkpaiHa» Hepo3dacoBaHoT LBeiuapis 3MiHn | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peuyenmom nionsizae
iHcby3ili no 1200 NpoAyKLUii, NnepBuHHe Ta hapmakoHarnsgy. 3miHa y KopoTkili
Mr/20 mn, no 20 mn nakyBaHHs, XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
y dhnakoHi; no 1 BMNPOOYBaHHSA MapKyBaHHS Ta IHCTPYKU|ii A1 MeAUYHOro
hnakoHy y KOHTPOJIH0 AKOCTI: 3acTOoCyBaHHSA Ha nigctasi perynsipHo
KapTOHHI KOpo6Li Pow fliarHocTuke OHOB/IHOBAHOrO 3BITY 3 6e3neKkn NikapCbKoro
'M6X, HimeuunHa; 3acoby, abo gocnigxeHb 3 6e3neky 3aCTOCyBaHHs
Brvpo6HMuTBO nikapcbKoro 3acoby B MicspeecTpaviiiHnii nepios,
Hepo3chacoBaHol ab0 K pe3ynbTat OLiHKM 3BITY 3 AOCNIAXKEHb,
NPOAYKLIi, NepBUHHE npoBefeHUX BiANOBIAHO A0 NAaHy negiatpuuHmMX
nakyBaHHs, pocnigpxeHb (PIP) (3MiHy y3roXeHo 3
BTOPWHHE KOMMNETEHTHVM YNOBHOB&XEHNM OpraHoMm).
nakyBaHHS, 3MiHM BHECEHO B IHCTPYKLIiIO AN MeANYHOro
BUNPOBYBaHHSA 3acTocyBaHHA A0 po3giny "OcobnmBocTi
KOHTPO/IIO SIKOCTI, 3acTocyBaHHSA" BifMnoBigHO A0 OHOBNEHOI
BUMYCK Cepii: iHchopmawii Lwoao 6e3nekn 3acTocyBaHHS
. XodhdpmaHH-/15 nikapcbKoro 3acoby. BeefeHHs1 3MiH NpoTArom 6-
Pow /1tg, TN MicsLiB nicns 3aTBepKEHHS.
LLIBeliLapis
270. | TUHOBIA M® | TabneTtku, BKPUTI AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/20339/01/01
nAiBKOBOO "KNIBCbKM BITAMIHHW 3MiHun | TMNy - 3MiHK Wo[0 6e3nekn/etheKkTUBHOCTI peyernmom
060/10HKO10, M0 50 BITAMIHHW/IA 3ABO" Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
mr/500 mr; no 10 3ABO" y3arasibHeHux gaHux npo cucrtemy
Tabnetok y 6nictepi; thapmakoHarnagy (BBefeHHs y3araslbHeHVX faHux
no 6 6nictepiB y npo cucteMy thapmakoHarnsay, 3mMiHa
naJui YNOBHOB&XEHOT 0co6MU, BiANOBiAabHOI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KL BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobwu, BiANoBifa/IbHOT 3a
3[jicHeHHs hapMakoHariaay (BKIYakum
KOHTaKTHi fjaHi) Ta/abo 3MiHW Yy PO3MILLLEHHI
macTep-alina cuctemu hapmakoHarnsgy) -
3MiHa ynoBHOBaXKEHOi 0CO6U 3asBHUKA,
BiANoBiAa/IbHOT 32 hapmMakoHarnsg.
[Litova pepakuisn: Konaga Biktopia BiktopiBHa.
MponoHoBaHa pepakuis: babuka AmnTpo
AHaToniioBnY. 3MiHa KOHTaKTHUX AaHNX
YNOBHOB&XEHOI 0CO6M 3asBHVKa, BifnoBiganbHOT
3a thapmakoHarnag.
271. | TUHOBIA M® | TabneTtku, BKPUTI AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/20339/01/02
NAiBKOBOO "KNIBCbKWM BITAMIHHW 3MiHn | TMRY - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI peyernmom
060/10HKO10, M0 50 BITAMIHHW 3ABOL4" Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
mr/1000 mr; no 10 3ABO" y3arasibHeHux AaHux nNpo cuctemy

TabneTtok y 6nictepi;
no 6 6nictepiB y
nauui

thapmakoHarnagy (BBeAeHHS y3arasibHeHVX faHux
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnagy B YkpaiHi, KL BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBiganbHOI 3a
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3[jicHeHHs hapMakoHarisay (BKIYakum
KOHTaKTHi AaHi) Ta/abo 3MiHU Y PO3MiLLEHHI
macTep-haiina cuctemu chapmakoHarnsgy) -
3MiHa ynoBHOBaXKeHOi 0CO6U 3asBHUKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsg.
[itoya pepakuis: Konsga Biktopis BikTopisHa.
MponoHoBaHa pepakuis: babuka AMnTpo
AHaToniioBMY. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXeHOT 0cobM 3as1BHMKA, BiAMnoBigas1bHOT
3a thapmakoHarnag.
272. | TIKOBAK cycneHsia gns Mdpaiizep CWA KOHTPO/b SIKOCTi: Icnanis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/16695/01/01
BAKUVHA iH'ekuin no 2,4 Einy.Ci.Mi. EYPOO®IHC ABcTpisi/ YTOYHEHHA HanNUCaHHA JlikapcbKoi hopmu B peyernmom
anda Mkr/0,5 mn, no 0,5 KopnopeWLH BIO®APMA Benebris Haka3i MO3 YkpaiHu Ne 28 Big 03.01.2025 B
MPODINAKT MJ1 cycneHsii y MPOJOAKT TECTIHI npoueci BHECEHHA 3MiH (3MiHuM | TNy - 3MiHK 3
KU nonepeaHLO CMNENH, C.JLY, AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
KNILWOBOIro | HanoBHEHOMY Icnanis; KOHTpO/b roTOBOrO JlikapcbKoro 3acoby. 3MiHa napameTpis
EHUE®ANITY | wnpuui; no 1 skocTi: Mdpalizep cneuudikaLin Ta/abo fonycTMMUX MEX rOTOBOIO
KYNbTYPAN LwnpuLy MeHtohekuypuHr nikapcbKoro 3acoby (A0NOBHEHHS creumdikavii
bHA BK1afEeHOMY Y ABcTpisa [M6X, HOBWM MOKa3HMKOM 3 BifNOBigHNM METOAO0M
IHAKTUBOBA | 6nicTtep; no 1 ABCTpIS; BUNPOBYBaHHS) - 3amiHa TecTy /1A OLHKM
HA 6nictepy Ta BVMPOGHMLTBO edhekTnBHOCTI (iMyHOr€HHOCTI) BaKLMHW Mig Yac
OYULWEHA OKPEMOH0 FO/IKOI Y npoaykTy y chopmi in BUWMYCKY in Vivo, iKW Hapasi NpoBOAUTLCS Ha
COPBOBAHA | KapTOHHii kKopo6Lii bulk; HanoBHeHHsA rOTOBIl Hepo3dhacoBaHii BakLMHI 3

Lwnpu1uyis,
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b SKOCTI,
BUMYCK Cepii:
Mcpaiizep
MeHtohekuypuHr
Benebris HB,
Benbria; KOHTPoNb
akocti: CI'C /lab
CimoH CA , benbris

BVKOPVCTAHHAM METOAY NIeTa/lbHOro iH(ikyBaHHS,
Ha TecT A1 OUiHM ed)eKTUBHOCTI in Vitro, SKuii
6yfe NpoBOAWTUCS Ha rOTOBOMY /iKapCbKOMY
3ac006i 3 BUKOPUCTaHHAM KOHKYpPeHTHOro |PA, 3
METOI CKOPOYEHHS Ta 3aMiHV BUNpobyBaHb Ha

TBapuHax. - 3MiHu | Tuny - 3miHu 3 sAkocTi. FoTOBWMIA

nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs roTOBOro
niKkapcbKoro 3acoby (3MiHa y 3aTBepAXeHOMY
NPOTOKOAi CTabiNbHOCTI) - BHeCeHHs 3MiH A0

3aTBEpAKEHOr0 NMPOTOKOJ/TY CTabiNbHOCTI, a came —
BKJ/IHOYEHHS TeCTY A5 OLHKN eDeKTUBHOCTI
(iMmyHOreHHOCTI) BakUuMHM in vitro. - 3miHu Il Tuny -
3miHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneyndikauii Ta/abo JonycTUMmx
MEeX roTOBOrO NiKapCbKOro 3acoby (BUyYeHHs
NoKa3HUKa, KA MOXe MaTu iICTOTHUIA BN/INB Ha
SIKICTb FOTOBOTO JIIKAPCLKOr0 3ac00Y) - BUSTYUYEHHSI
TecTy ANs OLUiHKM ed)eKTUBHOCTI (iMyHOTeHHOCTI)
BakLUMHU in vivo 3i cneumdikayii nig vyac Bunycky
roToBOI Hepo3dhacoBaHOi BakLMHM). Pefakuis B
Hakasi - no 0,5 M cycneHsii y nonepeHs0
3anoBHeHOMY 0fHOPa30BOMY LUNpuL; no 1
Lnpuly BKNageHomy y 6nictep; no 1 6nictepy 1a
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
OKPEMOH0 TOJIKOK Y KapTOHHI kopo6ui. BipHa
pepaxuis - no 0,5 mn cycneHsii y nonepegHbo
HanoBHEHOMY wWNpuLi; No 1 wnpuuy
BK/1agieHoMy Yy GnicTtep; no 1 6nictepy 1a
OKPEeMOIO roJIKOK0 Y KapTOHHIi KOpooLi
273. | TIKOBAK cycneHsis ans Mdpainzep CLIA KOHTPONb AKOCTI: Icnanis/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/16694/01/01
MOKYHIOP iH'exuili no 1,2 Eiiu.Ci.Mi. EYPO®IHC AscTpis/ YTOUHEHHS1 HaNUCaHHA YyNakoBKW B Haka3i MO3 peyenmom
BAKUUHA Mkr/0,25 mn, no 0,25 KopnopeiiLuH BIO®APMA Benbris YkpaiHnu Ne 28 Big 03.01.2025 B npoueci
ana M cycnensii y MPOJOAKT TECTIHI BHECEHHS 3MiH (3MiHu | Tuny - 3MiHM 3 AKOCTI.
MNPO®INAKT nonepeaHbLo CMNENH, C.J1.Y, [oTOBWIA Nikapcbkunii 3aci6. KOHTpob roToBoro
KU HanoBHEHOMY IcnaHisi; KOHTpONb nikapcbKoro 3acoby. 3miHa napameTpis
KniwoBoro wnpuui; no 1 sKocTi: Mdparizep cneundikauii Ta/abo 4ONYyCTMMUX MEX rOTOBOro
EHUE®ANITY | wnpuyy MeHtohek ypuHr nikapcbKoro 3acoby (40NOBHEHHS crieumdikaw,ii
KYNbTYPAN BKNafeHOMY y ABCTpist TM6X, HOBWM MOKa3HUKOM 3 BiZNOBiAHNM METOAO0M
bHA 6nictep; no 1 ABCTPIS; BMNPOGYBaHHSA) - 3aMiHa TECTY AJ15 OLiHKM
IHAKTUBOBA | 6nictepy Ta BVPOGHMLTBO edhekTnBHOCTI (iMyHOTeHHOCTI) BakKLHY Mig Yac
HA OKPEMOIO T0JIKO Y npoaykTy y chopmi in BWMYCKY iN Vivo, sIKMiA Hapasi NpoBOAUTLCS Ha
OYMLLEHA KapTOHHIl KopoobLi bulk; HanoBHeHHS roTOBI Hepo3dhacoBaHii BakUWHI 3
COPBOBAHA LnpuLiB, BVIKOPVICTaHHAM MeTOAY NeTaslbHOro iHikyBaHHS,
nakyBaHHs, Ha TecT /15 OLiHM ed)eKTUBHOCTI in Vitro, SKWii
MapKyBaHHS, 6yfie NPOBOANTUCS Ha rOTOBOMY JliKapCbKOMY
KOHTPO/b SIKOCTI, 3ac006i 3 BUKOPUCTAHHSAM KOHKYPEHTHOro DA, 3
BUNYCK cepii: METOI0 CKOPOYEHHS Ta 3aMiHM BUNpobyBaHb Ha
Mdpaitzep TBapuHax. - 3miHu | Tuny - 3miHn 3 AkocTi. FoToBWi
MeHtohekuypuHr nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa y TepMiHax
Benbrist HB, npuaaTtHocTi abo ymoBax 36epiraHHsi roTOBOro

Benbrisi; KOHTPOb
sKocTi: CI'C a6
CimoH CA , benbris

nikapcbKoro 3acoby (3MiHa y 3aTBepAyKEHOMY
npoTokoni cTabinbHOCTI) - BHECEHHSA 3MiH J0
3aTBEepAKEHOro NPOTOKO/y CTabiNbHOCTI, a came —
BK/IIOYEHHS TECTY AN5 OLiHKM e(DEKTUBHOCTI
(iMmyHOreHHOCTI) BakUuMHY in vitro. - 3miHu Il Tuny -
3MiHK 3 sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo JonycTUMmx
MeX rOTOBOro NiKapCbKoro 3acoby (BUIyYeHHS
noKasHuKa, SKuii MoXe MaTu iCTOTHUIA BNAVB Ha
AKICTb rOTOBOTO JliKapCbKOro 3acoby) - BUTyUYeHHS
TeCTy A5 OUiHKM edPeKTUBHOCTI (iIMyHOreHHOCTI)
BaKLMHK in vivo 3i cneyudikauii nig yac Bunycky
roToBOI Hepo3d)acoBaHOi BakUMHY). Pefakuis B
Hakasi - no 0,25 mn cycnexsii y nonepeaHbo
3anoBHEHOMY O4HOPa30BOMY LUMPKML; Mo 1
Lnpuuy BKNageHomy y 6nictep; no 1 6nictepy Ta
OKPEMOHO TOJIKOK Y KapTOHHI kopo6ui. BipHa
pepakuis - no 0,25 mn cycneHsii y nonepegHbL0
HanoBHEHOMY LWNpuLi; No 1 wnpuly
BKN1ageHoMy y 6nictep; no 1 6nictepy ta
OKPEMOIO roJIKOI0 Y KApTOHHIli KopooLi
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
274. | TOXEO PO3YMH ANS iH'EKU, CaHodi- HimeuunH CaHodpi-ABeHTiC HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiis: 3a UA/14720/01/01
COJIOCTAP 300 Og./mn; Ne 1, Ne ABEHTIC a Hoiunang MmeX 3MiHu | TUNYy - 3MiHK 3 AkocTi. APl Cuctema peyenmom
3,Ne5:no15mny Loiiunang, KOHTelHep/3aKynopoBasibHWi 3aci6. 3MiHKn
KapTpuaXi, vM6X napameTpiB cneundikauii Ta/abo gonycTUMmx
BMOHTOBaHOMY B MeX, 3a3HauyeHux y cneuudikauisx, 4ns
0iHOPa30BY LUMPULL- 6e3nocepeHbOi ynakosku A®I (iHLi 3MiHW) -
pyuky; no 1, 3 abo 5 OHoBJieHHA p. 3.2.S.6. Cuctema
LUMPWLL-PYYOK B KOHTelHep/3aKynoploBasibHWI 3aci6, BKIYaUm
KapTOHHI KOpo6Li pefakLiiiHi OHOBNEHHS Y pO34iNi; BHECEHHS 3MiH
[0 napameTpiB cneuudikaii 415 KOHTPOsO
KOHTEWHepIB i3 HepxaBilouoi cTani A5 yNnakoBKW
A®I; 3amiHa cTaHAapTy A8 Hepxasitoyol cTani,
AIka BUKOPUCTOBYETLCA Y BUPOOHNLITBI
KOHTEHepIB i3 HepXxaBito4oi cTasli. - 3MiHu | Tuny -
3MiHu 3 aKocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBasbHWii 3aci6. 3MiHN
napameTpiB cneuudikauii Ta/abo AonycTUMmX
MeX, 3a3HayveHnx y cneuudikauisx, ans
6e3nocepeHboi ynakoBky A®I (iHLi 3miHW) -
OHoBneHHs p. 3.2.S.6. Cnucrtema
KOHTelHep/3aKynopoBasibHWi 3aci6, BKIYaum
peAakuiiHi OHOBNIEHHS Y PO3iNi; BHECEHHS 3MiH
[0 napameTpiB cneuudikauii Ta MeTogais
KOHTPOJI0 CUNIKOHOBMX e/1lacToMepiB 15
ynakoBkn A®I, 3rigHO OHOB/IEHMX hapMakonenHux
CTaHfapTiB i3 BiANOBIAHUMN OHOBNEHHSAMM
napamMeTpiB Ta MeX cneuudikauii ansa
y3romkeHHsi i3 EP 3.1.9. i USP.
275. | TONMENCH TabneTku, BKPUTI TOBAPUCTB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a He UA/9762/01/01
H 100 nAiBKOBOO O3 BMPO6GHMLTBA, 3MiHM | TMNY - 3MiHK 3 SKOCTi. [OTOBWUIA NikapCbKni peyernmom nidnsieae
o6onoHkoto, no 100 OBMEXXEHO KOHTPO/b SKOCTI, 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa
Mmr; no 10 TabneTok 10) BMNYCK cepil: iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
y 6nicTepi; no 3 BIAMOBIAAN ToBapucTBo 3 KOHTPOJIH0 SIKOCTi FOTOBOrO /IiKAPCbKOro 3acoby
6nictepu B bHICTIO 06MexeHot (3amiHa abo fofaBaHHS BUPOGHMKA, WO
KapTOHHIlA KopooLi «KOPMNOPAULY BiANOBIf&/IbHICTIO BiNOBiAAaE 3a BBE3EHHA Ta/abo Bunyck cepil) - He
A "®apmaueBTnyHa BK/1HOYAIOUM KOHTPO/b/BUNPOGYBaHHSA cepii-
«3[0POB’A» KOMMaHis [JonaBaHHA dyHKLiT Bunyck cepii 3aTBepakeHoOMy
"3popos'a”, BUPOBGHUKY: TOBapnCTBO 3 06MEXEHOI
YKpaiHa, BignosigasnbHicTio "PAPMEKC I'PYN", Ykpaina
BCi cTagii (YkpaiHa, 08301, Kuiscbka 06:1., MicTo Bopucnine,
BMpPOGHULTBA, Bynuua LLeByeHka, 6yanHok 100) BignosigansHOro
KOHTPOb AKOCTI, 3a BCi cTagii BUpoGHMLTBA, KOHTPO/b AKOCTI.
BUMYCK Cepii: BHeceHo B iHCTpYKL0 4519 MenyYHOro
ToBapucTBO 3 3aCTOCyBaHHSA Nikapcbkoro 3acoby y po3ainm
06MEXEHO "BupobHuK", "MicLe3HaxooKeHHS BUPOOHMKa Ta

BiANOBiAa/IbHICTIO
"OAPMEKC I'Pynmn"
Ykpaina

ajpeca MicLa NpoBaXeHHS MOro AisnbHocTI" 3
BiANOBIAHMMM 3MiHAMUW B TEKCTI MapKyBaHHs
ynakoBOK. BBeieHHS 3MiH NpOTArom 6-Tu Micsiis
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHN WoAo
6e3nekn/edpekTBHOCTI Ta thapmakoHarnagy (iHwi
3MiHU) - OHOB/IEHHSA TEKCTY MapKyBaHHS yMakoBKM
nikapcbKoro 3acoby, a came: KOHKPeT!30BaHO
N10roTMN BUPOBHWMKA, IHLY TEXHIYHY iHhopmaLiito
Ha BTOPUHHIl ynakoBLi. BunyyeHo iHdopmadiito
POCIiCbKOK MOBOIO 3 YCiX MYHKTIB TEKCTY
MapKyBaHHS Ha BTOPUWHHIli Ta NepBUHHIi
ynakoBKax.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAXKEHHSA
276. | TONINENCH TabneTku, BKPUTI TOBAPUCTB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a He UA/9762/01/02
H 25 MN/1iBKOBOIO 03 BMPOGHMLITBA, 3MmiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi peyenmom nionsizae
060/10HKOI0, M0 25 OBMEXXEHO KOHTPO/b SIKOCTI, 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
mr; no 10 TabneTok ,0) BUMYCK Cepii: iMnopTepa/aMiHn, L0 CTOCYIOTbCSA BUNYCKY cepii Ta
y 6nicTepi; no 3 BIAMOBIAAN ToBapucTBo 3 KOHTPOJI0 SIKOCTi FOTOBOrO /liKapCbKOro 3acoby
6nictepu B bHICTIO 06MEeXeHO (3amiHa abo gofaBaHHA BUPOOHUKA, L0
KapTOHHIl KopoobLi «KOPMOPAULJ BiANOBIA&NbHICTIO BiANOBIAAaE 3a BBE3EHHA Ta/abo BMnyck cepil) - He
A "®GapmaueBTnyHa BK/10UAI0UM KOHTPO/Ib/BUNPOGYBaHHS cepii-
«300POB’A» KOMnNaHis [JopasaHHA dyHKLiT Bunyck cepii 3aTBepapkeHomy
"3popos's”, YkpaiHa; BMPOGHUKY: TOBapUCTBO 3 0OMEXEHOI0
BCi cTagii BignoBigasbHicTio "®PAPMEKC I'PYM", Ykpaina
BMpPOGHULTBA, (YkpaiHa, 08301, Kniscbka 06/1., MmicTo Bopucnine,
KOHTPO/b SKOCTI, Bynuusa LLleByeHka, 6yanHok 100) BignoBiganbHoOro
BUMYCK Cepii: 3a BCi cTagii BUpo6HMLTBA, KOHTPO/Ib AKOCTI.
ToBapucTBO 3 BHeceHOo B iHCTPYKL,i0 415 MEAUYHOIO
obmexeHo 3aCTOCYBaHHS NikapCbkoro 3acoby y po3ginun
BiANOBiAa/IbHICTIO "Bmpo6HMK", "MicLie3HaxoMKeHHs BUPOGHMKa Ta
"®APMEKC IPYI", afpeca MicLa NpoBaXEHHS MOro AisnbHoOCTI" 3
Ykpaina BIANOBIAHUMY 3MiHAMYW B TEKCTi MapKyBaHHS
yrnakoBOK. BBeAeHHS 3MiH NpOTArom 6-Tu Micsuis
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHK Woao0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBK/
nikapcbkoro 3acoby, a came: KOHKPeTN30BaHO
NOroT!n BUPOOHWMKA, iHLLY TEXHIYHY iHhopmaL,ito
Ha BTOPWHHII ynakoBL,i. BuiyyeHo iHdhopmadiio
pOCilicbKOK MOBOIO 3 YCiX MYHKTIB TEKCTY
MapKyBaHHS Ha BTOPVHHIl Ta NEPBUHHIi
yrnakoBKax.
BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicas
3aTBEPKEHHS
277. | TONINENCH TabneTku, BKpUTI TOBAPUCTB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a He UA/9762/01/03
H 50 NAiBKOBOO 03 BMPOBGHULTBA, 3MiHu | TUNY - 3MiHK 3 IKOCTi. FoTOBUIA NiKapCbKuii peuyenmom nionsieae
o060n0Hkoto, no 50 OBMEXEHO KOHTPOb AKOCTI, 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa
mr; no 10 Tabnetok 10) BMNYCK Cepil: iMnopTepa/3miHu, L0 CTOCYIOTLCA BUNYCKY cepii Ta
y 6nictepi; no 3 BIANOBIAAN ToBapucTBO 3 KOHTPOJH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
6nictepu B bHICTHO obmexeHo (3amiHa abo fofaBaHHS BUPOGHMKA, Lo
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KapTOHHIli KopoobLi «KOPMOPAL BiANOBiAa/IbHICTIO BiANOBIAAE 3a BBE3EHHA Ta/abo BMNyck cepii) - He
A "®apmaueBTnyHa BKJ/THOYAI0UN KOHTPO/L/BUNPOBYBaHHSA cepii-
«300POB'A» KOMnaHis [JopasaHHA dyHKLiT Bunyck cepii 3aTBepapkeHomy
"3p0poB'a”, YkpaiHa,; BMPOGHUKY: TOBapUCTBO 3 06MEXEHOI0
BignosiganbHicTio "®APMEKC IM'PYN", YkpaiHa
BCi cTagii (YkpaiHa, 08301, Kniscbka 061., MmicTo Bopucnine,
BMPOGHMLITBA, Bymus LLeBueHka, 6yauHok 100) BignosigansHOro
KOHTPO/b SIKOCTI, 3a BCi cTagii BUpOOHMLTBA, KOHTPO/Ib SKOCTI.
BMNYCK cepil: BHeceHOo B IHCTPYKLit0 4S8 MeANYHOro
ToBapucTBo 3 3aCTOCyBaHHSA Nikapcbkoro 3acoby y po3ainm
06MeXeHOo "BMpo6HMK", "MicLie3Haxo4KeHHS BUPOGHMKa Ta
BiANOBIAaNbHICTIO azpeca Micusi NPoBapKeHHs Moro fisnbHocTi" 3
"®APMEKC Irpyn", BiANOBIAHUMY 3MiHAMY B TEKCTi MapKyBaHHs
YkpaiHa ynakoBOK. BBefleHHs1 3MiH NpPOTAromM 6-Tn micsuiB
nicns saTBepkeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS yNakoBK/
NiKapcbKoro 3acoby, a came: KOHKPeTM30BaHO
NIOroTUN BUPOOHWMKA, iHLLY TEXHIYHY iHhopMmaL,ito
Ha BTOPWHHII ynakoBL,i. BuiyueHo iHhopmadiio
POCIiCbKOK MOBOIO 3 YCiX MYHKTIB TEKCTY
MapKyBaHHS Ha BTOPVIHHIli Ta MEPBUHHIi
ynakoBKax.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPAKEHHSA
278. | TOPACEMIA- | Tabnetkv no 5 mr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/16245/02/01
AAPHNUA no 10 TabneTok y "®apmaueBTu "®apmMaueBTnYHa 3MiHn | TUny - 3MiHn 3 akocTi. CepTudikaT peyenmom
KOHTYPHIi yHa hipma thipma "AapHuusa” BignosigHocTi/l E-cepTudikar BignosigHocTi
YapyHKOBIl "OapHuus” €Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
ynakosLi; no 3 noB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
KOHTYPHI YapyHKOBI BiANOBIAHICTL A0 MoHOrpadii APY abo
yrnakoBKu B navi €Bponelicbkoi hapmMakonei, abo iHwoT
HaujioHanbHOI hapmakonei gepxasun €C (iHLi
3miHu) MpuBegeHHs posginis 3.2.P.4.1. Ta
3.2.P.4.2. peecTpaUiiiHOro OCbE Ha AOMOMIXKHY
peyoBuHY MarHito cteapar Ao BUMOr MoHorpadii
«Magnesium stearate» pgijto4oi pegakuii
€Bponeiicbkoi ®apmakonei. Y 3B'A3Ky 3 LM
BHECEHO 3MiHU [0 po3Ainis: «laeHTudikauis»,
«KncnoTHICTb abo NyXHICTb» Ta «KisbkicHe
BU3HAYEHHS».
279. | TOPACEMIA- | Tabnetkv no 10 wr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 3a UA/16245/02/02
AAPHMUA no 10 Tabnetok y "papmaueBTu "®apmMaueBTNYHa 3MiHu | TUnNy - 3MiHK 3 AkocTi. CepTudikat peyenmom
KOHTYPHIit yHa hipma tipma "dapHnus" BignosigHocTI/TE-cepTudpikar BignosigHoCTi
YapyHKOBIl "fapHuus” €sponelicbkin hapmakonei/MoHorpadii. 3miHu,

ynakosLi; no 3 abo
no 10 KOHTYpPHMUX
YapyHKOBUX

noB'si3aHi 3 HEeOOXiHICTIO MPVYBEAEHHS Y
BigNoBiAHICTL A0 MOHorpadii 4PY a6o
€Bponelicbkoi dhapmakonei, abo iHwoi
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
yMakoBOK B MayLli HaujioHanbHoi hapmakonei gepxasu €C (iHLi
3MiHK) MpuBegeHHA po3ginis 3.2.P.4.1. Ta
3.2.P.4.2. peecTpaUuiliHOro fOCbE Ha AOMNOMiXHY
peyvoBuHY MarHito cTeapar Ao BUMOr MOHorpadii
«Magnesium stearate» gjtouoi pegakuii
€Bponelicbkoi Papmakonei. Y 38'A3Ky 3 LM
BHECEHO 3MiHU [0 po34iniB: «laeHTudikauis»,
«KncnoTHICTb abo NyxHicTb» Ta «KinbkicHe
BU3HAYEHHS».
280. | TPUNENTAN TabneTku, BKpUTI HoBaprTic Lseiiuapi Micpapm C.n.A., ITanisa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3a UA/12884/01/02
NAiBKOBOO dapma Al A ITania (nepBrHHe Ta 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOoTOBMIA NikapCbkuii peyenmom
06010HKO0, MO 600 BTOPWHHE 3aci6. KOHTposib rOTOBOrO NikapCbKoro 3acoby.
mr; no 10 Tabnetok nakyBaHHs 3miHa napameTpiB cneyudikayin Ta/abo
y 6nictepi; no 5 (anbTepHaTUBHWIA [OMYyCTUMKUX MEX rOTOBOTO JiKapCbKOro 3acoby

6nictepiB y
KapTOHHIli KopoobLi

3aBop)); HosaprTic
®apma C.n.A, ITanis
(Brpo6HULTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS, BUNYCK
cepii)

(3BY)XXEHHSI ONYCTUMMX MEX) - 3BY)XKEHHS
OONyCcTUMKX MeX crneumdikadii 13 3a
nokasHukoM «CymMa NpoayKTiB po3knagaHHsa», a
TakoX «HeBu3HaueHi NPoAYKTW PO3KNafaHHS». -
3MmiHu | TMNY - 3MiHK 3 SKOCTI. FOTOBMIA NiKapCbKNi
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneundikauiii Ta/abo
[OMYyCTUMUX MEX rOTOBOrO NiKapCbKoro 3acoby
(3BY)KEHHS JOMYCTUMMX MEX) - 3BY)KEHHS
[ONYCTUMUX MEX crneumdikalii 3a NoKasHNKOM
«[MpoaykT po3knagaHHsa CGP 26202». - [lioya
pepakuis: He 6onee 0,2% - NponoHoBaHa
peaakuist: He 6inbwe 0,15% - 3miHn | Trny - 3MiHK
3 AKocTi. FoToBMIA Nnikapcbknii 3aci6. KoHTponb
roToBOro NikapcbKoro 3acoby. 3miHa napameTpis
cneumdikavin Ta/abo fonycTMMUX MEX roTOBOro
NikapcbKoro 3acoby (3BY)XeHHS JOMYCTUMUX MEX) -
3BY)EHHS fONYCTUMUX MEX cnevumdikauii 3a
NoKasHWKOM «[poayKT po3knagaHHsa G 32883». -
3MmiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi
3aci6. KOHTpOo/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneundikauiii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(3BY)KEHHS JOMYCTUMMX MEX) - 3BY)KEHHS
AonycTUMMX Mex crneumdikauii MN3 3a
nokasHukoM «Cyma NpoayKTiB po3knagaHHsa», a
TakoX «HeBM3HaueHi NPoAYKTN PO3KNafaHHs». -
[itoua pepakuis MNponoHoBaHa peakuis - Cyma
NpoAykTiB po3knagaHHs - He 6onee 1,0% He
6inbLe 0,5% - HeBU3Ha4eHi NPoayKTU
po3KafaHHs
meHee 0,1% B kaxxgom criydae - He 6inbe 0,10%
Y KOXHOMY BMNAAKy - 3MiHW | Tuny - 3MiHu 3
AKocTi. [0TOBWIA NikapcbKuii 3aci6. KOHTpob
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

roTOBOrO JliKapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonycTMMNX MEX rOTOBOrO
NiKapCbKOro 3aco6y (3BY)XXEeHHS JONYCTUMUX MEX) -
3BY)XEHHS AONYCTUMMX MEX crneuudikauii 3a
nokasHWKom «IMpoaykT po3knagaHHa CGP 26202».

[itoua pepakuis: He 6onee 0,2% - MNponoHoBaHa
pegakuis: He 6inbwe 0,15% - 3miHu | Trny - 3MiHK
3 AkoCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonycTMMNX MEX rOTOBOrO
NiKapCbKOro 3aco6y (3BY)XXEeHHS AONYCTUMUX MEX) -
3BY)XEHHS AONYCTUMMX MEX creuudikauii 3a
nokasHWKom «IMpoayKT po3knagaHHsa G 32883».
[itoua pepakuin: He 6onee 0,3% - MNponoHoBaHa
pegakuis: He 6inbwe 0,15% - 3MiHn | TURy - 3MiHK
3 AKoCTi. FoToBWMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO J/liKapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonycTMMNX MEX rOTOBOrO
niKkapcbKoro 3acoby (BUYyYEHHSI HE3HAYHOro
nokasHuka (Hanpviknag 3actapifioro nokasHuka,
Takoro Sk 3anax Ta cmak, abo igeHTundikauis
6apBHYKIB UM CMAKOBUX 406ABOK)) - BUTYYEHHSI
nokasHuka cneuudikauii M3 «lgeHTndikauis
meTogom TLWX» (anbTepHaTuBHWiA meTog 20511),
OCKifIbKM B cnevudikaLii HasBHUIA iHWNI MeTog,
ineHTudikauii - BEPX ta Y®. - 3minu | Tuny -
3MmiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudgikauii Ta/abo AonycTUMmx
MeX roTOBOrO /iKapCbKoro 3acoby (iHLWi 3MiHK) -
BWU/TYYEHHS NoKasHWka cneundikauii M3
«CepegHs Maca», OCKiNbk1 faHuil napameTp
KOHTPO/IOETBLCS B paMKax nokasHuka
«OpfHOPIAHICTb [030BaHUX OAUHULL (Mass
variation) - 3miHu | TUNY - 3MiHK 3 AKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3aco6y. 3miHa napameTpis cnewudikauiin Ta/abo
[0MNyCTUMUX MEX FOTOBOTO JiKapCbKOro 3acoby
(iHWi 3miHW) - BUNYy4YeHHs 3i cneuudikauii M3
nokasHuka «Cyma iHLINX NPOAYKTiB po3knagy». -
3MiHun | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii
3aci6. KOHTposib rOTOBOTO NikapCbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMAKEHNX METOAaxX BUNPOGYBaHHS) -
He3HauHi 3MiHW B MeTogi koHTposto 13 3a
noKasHUKoM «laeHTudikauis 6apBHUKIB»
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

(npo6onigrotoBka 3paskiB). -3MiHu | TMNy - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby (iHwWi
3MiHM Y MeToAax BUNpo6yBaHb (BKIOUA0UM
3aMiHy abo [JOMOBHEHHS)) - 3MiHW B MeTOJI
KoHTposito /13 3a nokasHukoM «lgeHTundikauis,
KinbKicHe BU3HAYEHHS Ta NPOAYKTY Aerpajauii
meTogom BEPX» (cneujasibHi 3axo4n 3axucTy,
YMOBM XpomarorpadyBaHHs) - 3miHu | Tuny -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPo6yBaHHSA roTOBOrO /iKapCbKoro
3aco06y (iHWi 3MiHM y MeTofax BUNpoGyBaHb
(BKOYALOUM 3aMiHY @60 [OMNOBHEHHS)) -
3amiHa metogy BunpobysaHHs /13 3a NokasHMKOM
«lpgeHTudikauia metogom IR» Ha meTop
«laeHTudikauis metogom UVx». Pepakuilini npaBku
B MeToZi BUNpobyBaHHA «PO34YMHEHHS METOA0M
UV».,

281.

TPUNENTAN

TabneTku, BKPUTI
NNiBKOBOO
060/10HKOH0, No 300
mr; no 10 TabneTok
y 6nicTepi; no 5
6nictepiB y
KapTOHHIl Kopoobui

Hosaprtic
Papma Al

Lseiuapi
A

Micbapm C.n.A.,
ITanis (nepBuHHe Ta
BTOPUHHE
nakyBaHHs
(anbTepHaTUBHWIA
3aBop)); HosaprTic
dapma C.n.A, Itanis
(Bupo6HuTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS, BUNYCK
cepir)

ITanisa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
3MmiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi
3aci6. KOHTpOo/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneundikauiii Ta/abo
[OMYyCTUMUX MEX rOTOBOrO NiKapCbKoro 3acoby
(3BY)KEHHS JOMYCTUMMX MEX) - 3BY)KEHHS
AonycTUMMX Mex crneumdikadii MN3 3a
nokasHukoM «Cyma NpoayKTiB po3knagaHHsa», a
TakoX «HeBW3HaueHi NPoAYKTN PO3KNafaHHs». -
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKaPCbKN
3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby.
3MiHa napameTpiB cneuudpikauii Ta/abo
O0MNYCTUMUX MEX FOTOBOTO /iKapCbKOro 3acoby
(3BY)KEHHS JOMYCTUMMX MEX) - 3BY)XEHHS
LONyCTUMUX MeX crneLudikaLil 3a NoKasH1KOM
«[MpogykT po3knagaHHa CGP 26202». - [iloua
pepakuisi: He 6onee 0,2% - MponoHoBaHa
pepakuis: He 6inbe 0,15% - 3miHn | Trny - 3MiHK
3 AKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo fonycTUMMUX MEX FOTOBOIO
NiKapCbKOro 3acoby (3BY)XEHHS AONYCTUMUX MEX) -
3BY)XEHHS AONYCTUMMUX MEX creuudikauii 3a
nokasHMKom «lMpoayKT po3knagaHHA G 32883». -
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKN
3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
A0NyCTUMMX MEX rOTOBOTO JliKapCbKOro 3acoby

3a
peyernmom

UA/12884/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

(3BY>KEHHS JOMYCTUMMX MEX) - 3BY)XXEHHS
[onycTUMMUX Mex cneuudpikauii 13 3a
nokasHukom «Cyma npoAyKTiB po3knafaHHs», a
TakoX «HeBn3HaueHi NpoAyKTU PO3KNafaHHs». -
[litoua pepakuis MNponoHoBaHa peakuis - Cyma
NpoAYyKTIB po3knagaHHs - He 6onee 1,0% He
6inbwe 0,5% - HeBn3HaueHi NpoayKTu
po3knafaHHs
mMeHee 0,1% B Kaxgom cnydyae - He 6inbwe 0,10%
Y KOXXHOMY BUNagky - 3miHu | Tuny - 3miHu 3
AKocTi. [0TOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonycTMMNX MEX rOTOBOrO
NiKapcbKoro 3acoby (3BYXXEHHS JOMYCTUMUX MEX) -
3BY)XXEHHS AONYCTUMUX MEX crneuudikauii 3a
NoKasHNKOM «[poaykT po3knagaHHsa CGP 26202».

[itoua pepakuin: He 6onee 0,2% - MNponoHoBaHa
pegnakuis: He 6inbwe 0,15% - 3MmiHn | TURYy - 3MiHK
3 AKoCTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo foNyCTMMNX MEX rOTOBOrO
NiKapcbKoro 3acoby (3BYXXEHHSA JOMYCTUMMUX MEX) -
3BY)XXEHHS AONYCTUMUX MEX crneuudikauii 3a
NoKasHWKOM «[poayKT po3knagaHHa G 32883».
Litova pepgakuisn: He 6onee 0,3% - MNponoHoBaHa
pegakuist: He 6inbwe 0,15% - 3miHn | Trny - 3MiHK
3 AKocTi. FoToBMIA Nikapcbknii 3aci6. KoHTponb
roTOBOrO JliKapcbKoro 3acoby. 3MiHa napameTpis
cneumdikauii Ta/abo JONYCTUMUX MEX FOTOBOTO
nNikapcbKoro 3acoby (BMy4eHHsS1 HE3HAYHOro
nokasHuka (Hanpvkiag 3acTapinoro NokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauis
6apBHYKIB UM CMAKOBUX 406ABOK)) - BUTYUEHHS
nokasHuka cneuudikauii M3 «lgeHTndikadlis
meTogom TLX» (anbTepHaTnBHUiA MeTog 20511),
OCKifIbkM B crevuudikalii HasBHUIA iHWNA MeTop,
iaeHTugikalii - BEPX ta Y®. - 3MiHun | Tuny -
3MiHK 3 siKoCTi. FoToBUIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro fikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMmX
MEX roTOBOrO NiKapCbKoro 3acoby (iHLUi 3MiHK) -
BW/TyYEHHS MoKasHukKa cneundikauii M3
«CepefHs Maca», OCKiNbk1 faHuin napameTp
KOHTPO/IOETLCA B pamMKkax NokasHuka
«OHOPIAHICTb 4030BaHMX OAUHULL (Mass
variation) - 3miHn | TNy - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTPOo/ib rOTOBOrO NiKapCbKoro
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby. 3miHa napameTpiB cneyudikauii Ta/abo
[OMYyCTUMUX MEX rOTOBOTrO NiKapCbKoro 3acoby
(iHWi 3miHW) - BUNYyYeHHs 3i cneuudikauii M13
nokasHuka «Cyma iHLWKX NPOAYKTIB po3knagy». -
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBMIA NiKapCbKuii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acooby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOTO
niKkapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) -
He3HauHi 3MiH1 B MeTogi koHTposto 13 3a
NoKa3HUKOM «laeHTudikaulis 6apBHUKIB»
(npo6onigrotoska 3paskis). -3MiHu | TUMNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbKoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHS FOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHAKUM
3aMiHy abo JOMOBHEHHS)) - 3MiHW B MeTOA|
KOHTponto /13 3a nokasHnkoM «lgeHTundikauis,
KifIbKiCHe BM3HAYEeHHS Ta NPOAYKTW Aerpagauii
MeTogom BEPX» (cneuiasibHi 3axo4n 3axXucTy,
yMOBM XxpomaTorpadysaHHs) - 3miHun | Tuny -
3MmiHu 3 aKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa y
MeTofax BUNPObyBaHHA roTOBOrO NiKapCbKOro
3aco06y (iHWi 3MiHM y MeTofax BUNpobyBaHb
(BKKOYAOUM 3aMiHy a60 [JONOBHEHHS)) -
3amiHa MeToay BunpobyBaHHs /13 3a NOKa3HWKOM
«lpgeHTudikauisa metogom IR» Ha meTog
«laeHTudikauis metogom UV». PepakuiiHi npaBku
B MeTofi BUNnpobyBaHHA «PO34YMHEHHA METOL0M
UV».

282.

TPOKCEBA3
NH®

kancynu no 300 wr;
no 10 kancyny
6nicTepi; no 5 abo
no 10 6nictepiB y
KapTOHHI Kopo6Lyi

TOB «TeBa
YkpaiHa»

YKpaiHa

BankaHapma-
Pasrpag AT

Bonrapis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKN
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa po3mipy cepii
(BK/THOYalOUM giana3oH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbLeHHs go 10 pasis
MOPIBHSAHO i3 3aTBEPXEHUM PO3MiPOM) BBELEHHS
nopatkoBoro posmipy cepii 13 1 200 000 kancyn
- cymiwi 420,0 Kkr B 4ONOBHEHHS [0 BXe
3aTBepmxeHux po3smipis cepii N3 - 300 000
Kancyn (105,0 kr), 350 000 kancyn (122,5 kr) i 515
000 kancyn (180,250 kr).

6e3
peyenma

UA/3368/02/01

283.

YHIKNO®PEH

Kpansni O4Hi, po34nH
0,1 %, no 5 mn abo
10 mny
nNacTyKoBoMy
KOHTEeHepi-
KpanenbHuui; no 1

TOB "YHIMEL
PAPMA"

CnoBalbk
a
Pecny6nik
a

TOB "YHIME/[
DAPMA"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TUNY - 3MiHK 3 IKOCTi. FoTOBUIA NiKapCbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM y npoueci
BUPOGHMLITBA FOTOBOTO /liKapCbKoro 3acoby,
BK/THOHAI0UM NPOMIXKHWIA NPOAYKT, LU0
3aCTOCOBYETLCA NPV BUPOOHULITBI TOTOBOIO

3a
peyenmom

UA/7856/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KOHTEliHepy- nikapcbKoro 3acoby (iHwi 3MiHK) - BHECEHHS 3MiH
KpanenbHuLi B

KapTOHHI KOpo6Li

0o p.3.2.P.3.3. Onuc BMpo6GHUYOro npouecy Ta
KOHTPO/IO NpoLiecy, a camMme — OHOBJ/IEHHS
BMPOGHMYOro 06nagHaHHs. BnpoBamxeHi

KOHTPO/IbHI NPUCTPOI, AKi He BN/IMBAIOTbL Ha
npouec BUpO6HMLTBA (Hanpukniag, TecT Ha
repMETUYHICTb, TECT Ha LjiMiCHICTb).
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAXKEHHS. - 3MiHU | TURy - 3MiHM 3 SIKOCTI.
oTOBMIA NiKapcbkuii 3aci6. 3MiHW y BUPOOHNLTBI.
3MiHM y npoueci BUPOBHULITBA TOTOBOIO

NiKapcbKoro 3acoby, BKAOUAKUM NPOMIKHUIA

NPOAYKT, WO 3aCTOCOBYETLCA NPU BUPOOHWLTBI
roTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHK) -
[eTani3auis onucy npoLecy BUPOGHULTBA OYHNX
Kpanesb, y 3B’A3Ky 3 BNPOBaKEHHAM 3MiHU - e

[0 BUPOBHMYOTO npoLiecy [0A4aH0 NepeBipKy

LiNicHOCTI NepPBVHHOI YNaKoBKW Ta LjiliCHOCTI

cTepunisauiiHoro inbTpa, Ae NpeAcTaB/eHi HOBI
pesynbTaTy Banigauii npouecy ginbTpauii. Pazom

3 TUM, B NPOLLECi BUTOTOB/IEHHA BTOPUHHOI

yMakoBKM AOAAETLCA iHhopMaList LWoA0
MapKyBaHHS BTOPMHHOI YNakoBKU (CEepilHOCTI). -
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPMXKEHHS. - 3MiHM | TMNY - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHu BUNpobyBaHb abo AONYCTUMUX MEX,
BCTAHOBJIEHVX Y crneuudikauisx, nig vac
BMPOGHMLITBA FOTOBOrO J1iKapCbKOro 3acoby
(nonoBHeHHA abo 3amMiHa BUNPoOYyBaHHSA B NpoLieci
BMPOGHMLTBA 3a pe3ynbTatamu AOCiIKeHb 3
6e3nekn abo skocTi) - lofaBaHHsA BUNPOBYBaHHS

B NpoLieci BUPOGHULTBA 3a pe3yibTatamu

nocnigpkeHb 3 6e3nekn Ta SKOCTi, a came-

BUNPOBYBaHHS Li/TICHOCTI NEPBUHHOT yNaKkoBKMU,

AkuiA 6yno goaaHo A4nA NigBULLEHHS Ge3nekn Ta
AKOCTi Ha ocHOBI pekomeHgauili NCA. - BBegeHHs
3MiH NPOTArOM 6-TW MICALIB NiC/A 3aTBEPAXKEHHS.

- 3MiHn | TUNY - 3MiHM 3 akocTi. CepTudikar

BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkiin hapmakonei/MoHorpadii. 3miHu,

noB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y

BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoT
HauioHasIbHOT hapmakonel gepxasun €C (3MiHa y
cneumdikauisix, noB'a3aHa 3i 3miHamu B 4dY, abo
€Bponeiicbkili hapmakonei, abo iHLWi

HauioHasbHi dhapmakonei nepxasn €C) -




211

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MpyBeaeHHsA cneumdikaLii Ta METOAiB KOHTPO/IIO
SAKOCTi ONOMDKHUX PEYOBUH A0 BUMOT MOHOTpadii
EP.
284. | YPOMYHE- cnpei IHMYHOTEK, Icnanis IHMYHOTEK, C./. IcnaHis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3a UA/20269/01/01
MB140 / cy6niHrBaIbHUIA, C.JL. 3MiHu | TUNY - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI peyenmom
UROMUNE- cycnensis, 300 Ta chapmakoHarnsagy. BeegeHts abo 3miHm o
MV140 FTU/Mn; no 9 mny y3araslbHeHuUX AaHux npo cucrtemy
dhnakoHi 3aKkpuTomMy dhapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHnx
na1acTUKOBUM npo cuctemy hapMakoHarnsay, smiHa
annikaTopom i3 YMOBHOBaXeEHOI 0cobu, BiANoBiAabHOT 3a
BOYyl0BaHNM 3AiicCHEHHS chapMakoHarnsay; KOHTaKTHOI 0co6u 3
posnuatosayem, no thapmakoHarnagy 3asiBHUKa Ans 34iCHEHHSA
2 chnakoHa y hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHa
N1acTuKoBili kopobLi Bif, yNOBHOBaXeHOT 0co6u, BiANOBiLa1bHOI 3a
3[jicHeHHs dhapmakoHarnsay (BKIroyarum
KOHTaKTHi AaHi) Ta/abo 3MiH1 Yy PO3MiLLEHHI
MacTep-aiina cuctemu chapmakoHarnisgy). 3miHa
KOHTaKTHOI 0CO6M 3as1BHYKA, BignoBigasibHOI 3a
hapmakoHarnsg, B Ykpaii.
[itova pepgakuis: AynnixiHa TeTsaHa BikTopiBHa.
MponoHoBaHa pepgakuis: CTawwyk TeTaHa
CepriiBHa. 3MiHa KOHTaKTHUX JaHWUX KOHTaKTHOT
0cobu 3as1BHMKA, BiANOBIAALHOT 38
hapmakoHarnsg B Ykpaii.
285. | ®ACTEHAN NMopoLoK AN YAB "MPA" JNuToBCbka Crnewn ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/19536/01/01
OP&/IbHOTO PO3UNHY Pecny6nik MPOJAKTC JIAH 3MiHu | TMnNYy - 3MiHK 3 AkocTi. CepTudikat peuyenmom
no 80 wmr; no 30 a C.IN.A. BignosigHocTi/l E-cepTudikar BignosigHocTi

[BOPO34iNbHUX
calle y KapTOHHilA
Kopobu,i

€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI abo BMNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: ons
A®l; pns BUXigHOro
marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BMKOPUCTOBYHOTbCS Y BUpOOHULTBI ADI; ans
[0NOMDKHOT peyoBrHU (CepTudpikat BignoBigHOCTI
€Bponeiicbkil hapmakonei) - HoBuin ceptudiikat
Bifl HOBOrO BMPOGHMKA (3aMiHa ab0 AONOBHEHHS) -
noJaHHa HOBOro cepTudpikara BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2002-097 -
Rev 05 ansa suxigHoro martepiasty Ketoprofen Big
HOBOro BMpo6bHuka S.I.M.S. S.R.L., Itanis, wo
BVIKOPVCTOBYETLCS Y BUPOBHULTBI Ajit04Oi
pPevoBUHU KeTonpodyeHy Ni3vHoBa Ciflb
3aTBEpAXeHM BrpobHukoMm Clarochem Ireland
Ltd, Ipnangis. 3miHun | Tny - 3miHn 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumdikawii
Ta/abo fonyCTUMUX MeX, BUSHAYEHUX Y
cneundikauisx Ha A®l, abo BUXigHUA/NPOMIXKXHNIA
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BUpo6bHULTBa AP| (3BYXXEHHSA AONYCTUMUX
MeX, BU3Ha4YeHuX y creumdikauii) - 3miHa
[OMNyCTUMKX MEX, BU3HaUYeHuX y cnevudikawii
[ito40i pevoBUHM KeTonpodieHy Mi3nHOBA Ciflb
Bupo6Huka Clarochem Ireland Ltd, IpnaHgis, a
came 3BY)XEHHS [OMyCTUMMX MeX AJ1A NOKa3HuKa
HiHrigpyH NO3MTUBHI Cy6CTaHLjiil. 3aTBepKeHo:
3.2.5.4.1: Specifications — Related substances
(TLC) (In-house): Ninhydrin positive substances
NMT 0.5%. 3anponoHosaHo: 3.2.5.4.1:
Specifications Related substances (TLC) (In-
house): Ninhydrin positive substances NMT
0.15%. 3MiHu | TUNYy - 3MiHK 3 AKOCTI. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuudikaLliii
Ta/abo [oNyCTUMUX MEX, BUSHAUEHUX Y
cneuudikauisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTbCS Y
npoueci BupobHuuTea A®| (4ONOBHEHHS
crneuudikaLii HOBUM MOKa3HUKOM SIKOCTi Ta
BIANOBIAHUM METOA0M BUNPOOYBaHHS) -
[OMNOBHEHHSA creumdikayii Aitoyuoi peqoBrHN
KeTonpogeHy /i3nHOBA Ciflb BUPOGHMKa
Clarochem Ireland Ltd, IpnaHgis HoBuMm
MOKa3HUKOM SIKOCTi «3a/TMLLKOBI KifIbKOCTI
OpraHiYHUX PO34YMHHUKIB —6EH3EHY» Ta
BiANOBIAHUM METOA0M BUNPOBYBaHHS.
3arBeppkeHo: 3.2.S.4.1: Specifications Residual
Solvents: Ethanol (In-house). 3anponoHoBaHo:
3.2.5.4.1: Specifications Residual Solvents:
Ethanol 2000 ppm (In-house) Benzene NMT 2
ppm (Tested by COSMA, if required). 3miHun | Tuny
- 3MiHu 3 AkocTi. CepTudikar signosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpoNenchkiii
hapmakonei/moHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkiii hapmakonei: ana A®l; ans
BMXiAHOrO Matepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHWLTBI
A®I; ona fonoMikHOT pevyoBrHU (cepTudikat
BiZJNOBIAHOCTI €Bponelicbkiit hapmakonei) -
OHoBrEeHWIA cepTUdiKaT Bif yXe 3aTBEpAKEHOro
BMpo6HUKa. MogaHHs OHOBNEHOTO cepTudikaTy
BiANOBIAHOCTI €Bponeiicbkoi hapmakonei Ne R1-
CEP 2007-167-Rev 02 (3aTBepgeHo: R1-CEP
2007-167-Rev 01) ansa BuxigHoro marepiany
Ketoprofen Big BXe 3aTBEpA)KEHOr0 BUPOBOHMKA
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

BEC CHEMICAL PRIVATE LIMITED, wo
BMKOPWCTOBYETHCSA Yy BUPOBHULITBI Ajitoyol
pevYoBUHM KeTONpodeHy Mi3vHOoBA Ciflb
3aTBepmAxeHuM B1pobHrkom Clarochem Ireland
Ltd, IpnaHgis. 3miHu | TUny - 3MiHW 3 AKOCTI.
Ceprtucpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEChKIl
hapmakonei/moHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkiii hapmakonei: ana A®l; ans
BMXiAHOrO Matepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHWLTBI
A®I; ona fonoMikHOT pevyoBrHU (cepTudikat
BiZJNOBIAHOCTI €Bponelicbkiit hapmakonei) -
OHoB/EHWIA cepTUdiKaT Bif yXe 3aTBEpAKEHOro
BMpo6HUKa. MogaHHs OHOBNEHOTO cepTudikaTy
BiANOBIAHOCTI €Bponeiicbkoi hapmakonei Ne RO-
CEP 2017-194-Rev 01 (3aTBepgxeHo: RO-CEP
2017-194-Rev 00) gns BuxigHoro marepiany
Ketoprofen, Process N Bif BXe 3aTBEPAKEHOIO
BMpo6HMka DONG BANG FUTURE TECH & LIFE
CO., LTD., W0 BUKOPUCTOBYETLCSA Y BUPOOHULITBI
Ail40i peyoBrHY KeTonpodieHy NisMHoBa Cinb
3aTBepmAxeHuM B1pobHukom Clarochem Ireland
Ltd, IpnaHgis.

286.

®EHTAHIT M
CAHA03®

TpaHcaepmasibHUi
nnactvp, 25 mMkr/rog,
no 1 nnactupy B
nakeTuky; no 5
nakeTuKiB y kopobui

CaHpo3
dapmachboTika
n3 p.no.

CnoBeHis

Brpo6HMuUTBO 3a
NOBHUM LMK/IOM:
lekcan Arl',
HimeuumnHa;
KoHTporsib skocTi:
Cantotac ®apma
'm6X, HimeuunHa;
KoHTporsb skocTi:
'TAC Na6op Ap.
Xoiicnep M'vbX,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
3miHu | TMny - 3miHK 3 AkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkin thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOroO cepTudiikata
Bi4NoBIAHOCTI ab60 BUyYEHHS cepTudikaTa
BIANOBIAHOCTI EBponeiickbkili thapmakonei: ans
A®l; pns BUXigHOro
marepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BigMnoBigHOCTI
€Bponeiicbkil hapmakonei) - OHOBNEHWIA
cepTudikaT Bif yxe 3aTBEpXEHOro BUPOOHNKa,
noAaHHsA OHOB/IEHOTo cepTudikaTy BifnoBiAHOCTI
€Bponeiicbkilt hapmakonei CEP 2005-153-Rev 04
BiJ 3aTBEpAKEHOro BUpo6HuKa Arevipharma
GmbH pgito4oi pevoBuHM dheHTaHiN (3aTBEpPAKEHO:
R1- CEP 2005-153-Rev 03; 3anpornoHosaHo: CEP
2005-153-Rev 04).

3a
peyernmom

UA/10842/01/01

287.

®OEHTAHITM
CAHAO3®

TpaHcAepMasbHUi
nnactup, 100
MKr/rog, no 1

CaHpo3
dapmacbioTika

n3 a.ga.

CnoseHis

Brpo6HMUTBO 3a
MOBHUM LIK/IOM:
lekcas AT,

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNy - 3MiHK 3 AKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi

3a
peyenmom

UA/10842/01/04
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
nnacTvpy B HimeyuunHa; €Bponeiicbkiit hapmakonei/moHorpadii. MogaHHA
nakeTuky; no 5 KoHTposib AKOCTi: HOBOro abo OHOBMIEHOrO cepTudikaTa
nakeTuKiB y KOpooL,i Cantotac dapma Bi4NOBIAHOCTI ab0 BUIYYEHHS cepTudikaTa
'M6X, HimeuunHa; BiANOBIAHOCTI EBponeiickkili hapmakonei: Ans
KoHTposib AKOCTi: A®I; pns BuxigHoro
'TAC Na6op Ap. marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
Xovicnep 'm6X, BMKOPMCTOBYOTbCA Y BUPOOHULTBI AdDl; ans
HimeuunHa [0NOMDKHOT peyoBrHK (cepTudikat BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNEHNI
cepTuduikaT Bif yXe 3aTBepXEHOro BUPOOHNKa,
nofaHHsA OHOBJ/IEHOro cepTuddikaTy BiAMOBIAHOCTI
€Bponeiicbkiii hapmakonei CEP 2005-153-Rev 04
BiJ 3aTBEpAKeHOro BUpo6Huka Arevipharma
GmbH pgitouoi pevoBuHN dheHTaHIN (3aTBepaAKeHO:
R1- CEP 2005-153-Rev 03; 3anponoHoBaHo: CEP
2005-153-Rev 04).
288. | ®EHTAHINTM | TpaHcaepMasibHUiA CaHpo3 CnoseHis Bupo6bHMLTBO 3a HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/10842/01/02
CAHAO3® nnactup, 50 mkr/rog, | ®apmacbioTika NOBHUM LMK/TOM: 3MiHn | TUNYy - 3MiHn 3 akocTi. CepTudikaT peyenmom
no 1 nnactupy B n3 a.a. lekcan AT, BignosigHocTi/l E-cepTudikar BignosigHocTi
nakeTuky; no 5 HimeuuunHa; €Bponeiicbkil hapmakonei/moHorpadii. MogaHHsA
nakeTuKiB y kopobuyi KoHTpornb sikocTi: HOBOro abo OHOBMIEHOro cepTudiikata
Cantotac ®apma BiANOBIAHOCTI @60 BUNyYeHHS cepTudiikata
M6X, HimeuyunHa,; BiANOBIAHOCTI EBponeiickkili hapmakonei: ons
KOHTpOsb AKOCTI: A®l; pns BuxigHoro
'TAC Na6op Ap. marepiany/peareHTy/npoMiKHOro NPOAYyKTY, WO
Xoiicnep M'm6X, BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
HimeuunHa [OMOMDKHOT peyoBMHY (cepTuddikaTt BiAMnoBIgHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNEeHWIA
cepTmaikaT Bif yXe 3aTBepAKeHOro BUPOOHUKA,
NoAaHHA OHOBMIEHOTO cepTudikaTty BifnoBiAHOCTI
€Bponeiicbkit hapmakonei CEP 2005-153-Rev 04
Bif] 3aTBEPXEHOro BMPOGHMKa Arevipharma
GmbH gitoyoi peyoBuHN heHTaHiN (3aTBEPAXEHO:
R1- CEP 2005-153-Rev 03; 3anponoHosaHo: CEP
2005-153-Rev 04).
289. | ®EHTAHINTM | TpaHcaepmaibHWi CaHpo3 CnoBeHis Brpo6HMUTBO 3a HimeuunHa BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3a UA/10842/01/03
CAHAO3® nnactup, 75 mkr/rog, | PapmacbioTika NOBHUM LMK/TOM: 3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudikat peyenmom
no 1 nnactupy B n3 a.a. lekcan AT, BignosigHocCTI/IE-cepTudpikat BignosigHoCTi
nakeTuky; no 5 HimeyuunHa; €Bponeiicbkii hapmakonei/moHorpadii. MogaHHA

nakeTuKiB y KopobLi

KoHTpOsib AKOCTi:
Cantotac dapma
'm6X, HimeuunHa;
KoHTpOsib AKOCTi:
'TAC Na6op Op.
Xoiicnep M'vbX,
HimeuyunHa

HOBOro abo OHOB/IEHOrO cepTudikaTa
Bi4NOBIAHOCTI ab60 BUIYyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: Ans
A®l; ana BuxigHoro
matepiany/peareHTy/npoMXHOI0 NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDl; ans
[0NOMDKHOT peyoBrHK (cepTudikar BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWIA
cepTudiikaT Bif Y)Xe 3aTBepKEHOro BUPOOHNKa,
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

noAaHHs OHOB/IEHOTO cepTudikaTty BiAnoBiAHOCTI
€Bponeiicbkili hapmakonei CEP 2005-153-Rev 04
Bif 3aTBEpAKEHOro BUpo6HuKa Arevipharma
GmbH pgito4oi pevoBuHM dheHTaHIN (3aTBEpPAXEHO:
R1- CEP 2005-153-Rev 03; 3anpornoHosaHo: CEP
2005-153-Rev 04).

290.

DEHTAHIN
PEAKT

PO34uH NS iH'eKLji
50 mkr/mn, no 2 mn B
amnyni; no 5 amnyn
y NNacTrkoBoMy
notky, no 1 a6o 2
N0TKA Y KapTOHHIi
nauui

TOB
"PEAKT®APM

YkpaiHa

Benko ®apma

IHais

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 Mean4YHOro
3acTOCyBaHHSA Ha MmigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn MikapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby B nmicispeecTpaviiiHvin nepiog,
ab0 Sk pe3ysibTaT OLiHKM 3BTy 3 AOCNIAXEHb,
npoBeAeHWX BigNoBIAHO A0 NnaHy neaiatpuydHmnx
pocnigxeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOB&XEHNM OpraHom)
3MiHM BHECEHI [0 iIHCTPYKLIT N8 MeguyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby y po3ain
"Mo6iyHi peakwyji" BigNOBigAHO 4O OHOBMEHOI
iHhopmaLii 3 6e3neku AitoHoi peHOBUHN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUIB Micns
3aTBEPAKEHHSA

3a
peyenmom

He
nionsieae

UA/20460/01/01

291.

®EPPYM NNIEK

TabneTkn XyBasibHi
no 100 mr no 10
TabneTok y ctpuni
abo y 6nictepi; no 3
cTpunu abo
6nictepu B
KapTOHHIli KopooLi

CaHpo3
dapmachbloTika
n3 a.a.

CnoseHis

Nex
PapmaLeBTUYHa
KomnaHis a.4a. ,
CnoBeHis (KOHTPONb
cepii
(mikpobionoriyHwmia
KOHTPO/b), BUMYCK
cepii) ; ek
dapmaueBTUYHa
KoMnaHisa 4.4.,
CnoBeHis (nepBuHHe
i BTOPVYHHE
nakyBaHHs, BUNYCK
cepii); BupobHunytBo
in bulk, koHTpO/b
cepii (oKpim
MiKpOG6i0/10rivHOr0),
nepBuHHe Ta

CnoBeHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3miHu | TUny - 3MiHK Wwoao 6esnekn/edheKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHss abo 3miHu o
y3arasibHeHVX faHnx npo cuctemy
thapmakoHarnagy (BBeAeHHS y3araslbHeHVX faHux
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnagy B YkpaiHi, KL BOHa BigMiHHA
Bifi yNOBHOBaXXeHOI 0cobMu, BiANoBifaIbHOT 3a
3[jicHeHHs1 hapMakoHarsay (BkIYarum
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTep-caiina cuctemv dhapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHYIKA, BifnoBiganbHOT
3a hapmakoHarnag.

[itoua pegakuin: fasig [xoH flesic / David John
Lewis. MponoHoBaHa pegakuin: Juergen Maares /

BTOPUHHE OpreH Maapec. 3MiHa KOHTaKTHUX AaHnxX
nakyBaHHs: YNOBHOB&XEHOI 0C06M 3asBHVKa, BifnoBiganbHOT
Hosapric 3a hapmakoHarnag. 3MiHa KOHTakTHOT 0cobu
dapmacboTikan 3as1BHVKA, BifnoBigasibHOI 3a (hapMakoHarnsg B
MaHyhakTypuHr YkpaiHi. [litova pegakuis: Opnos B'auecnas

3a
peyenmom

UA/0127/02/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

NNC , CnoBeHis

BikTopoBuu. MponoHoBaHa pepakuis: TaHacoBa
3opaHa MukonaisHa.
3MiHa KOHTaKTHUX AaHWNX KOHTaKTHOI 0co6u

3asBHVKa, BigNoBiganbHOT 3a hapmakoHarnsg, B
YkpaiHi. 3MiHa MicLie3HaxoAxeHHs1 MacTep-gaiina
cucteMu hapmakoHarnsgy Ta oro Homepa. 3miHa

MicLA 34iICHEHHA OCHOBHOI Aisi/TbHOCTI 3
chapmakoHarnsgy.

292,

DEPPYM
DPOCPOPUKY
M CiNlb
AOKTOPA
LLUKOCC/EPA
Ne 3

Tabnetku; no 80
Tabnetok y chriakoHi;
no 1 chnakoHy B
KapTOHHIli Kopoobui

[Joiiue
Xomeonari-
YHioH OXY-

ApuHalimitren
b 'M6X &
Ko.KI

HimeyunH
a

[oiiue XomeonarTi-
YHioH OXY-
ApuHaiimiTTens
'm6X & Ko. KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis:
3miHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3miHM o
y3arasisHeHUX JaHnX Npo cucTemy
dhapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHnx
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBiAa/IbHOI 3a
3[jificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarniagy B YKpaiHi, SKLLO0 BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifabHOT 3a
3[jficHeHHs1 hapMakoHarnsay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MilLEHHI
mMacTep-aiina cuctemu hapmakoHarnsay) -
3MiHa yNoBHOBaXXeHOI 0CcOobM 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,

[itoua pepaxuis: Dr. Anja Hofner. - NMponoHoBaHa
pepakuis: Dr. Stephan Kohler. - 3mMiHa KOHTaKkTHUX
[aHVX YNOBHOB&XEHOI 0COOU 3asBHNIKA,
BiANOBIAa/IbHOI 3a chapmakoHarnsag. - 3miHa
MicLie3HaxoKeHHs1 MacTep-thaiina cuctemu
hapmakoHarnsgy.
3MiHa Micus 34iCHEHHS OCHOBHOI Ais/IbHOCTI 3
chapmakoHarnsgy.

6e3
peyenma

UA/12252/01/01

293.

®dIHMNPOC

TabneTkn, BKPUTI
M/1iBKOBOIO
060/10HKO0, N0 5 Mr;
no 10 TabneTtok y
6nicTepi; no 3 abo 9
6nictepis B
KapTOHHI Kopoo6L;
no 14 tabnetok y
6nictepi; no 2
6nictepu B
KapTOHHIli KopoobLi

KPKA, o.4.,
HoBo mecTto

CnoBeHis

BMPOBHULITBO «in
bulk», nepsuHHe Ta
BTOPWHHE
nakyBaHHs:
IHTac
PapmacboTrKan3
Nimitea, IHgis;

nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BWMYCK Cepil:
KPKA, a.4., HoBo
mecTo, CnoBeHis;

IHgis/
CnoBeHis

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis:
3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NpoBafKeHHs AiS/IbHOCTI BUPO6HUKa/imnopTepa
roTOBOrO /liKapCbKoro 3acoby, BKIoYaoun
AinbHUUI BUNYycKy cepii abo micue npoBeAeHHs
KOHTPOJII0 SKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHMK/iMNOpTEpP, HEe BK/IOYAK4M BUMYCK cepili)
- 3MiHa agpecy BUpO6HMKaA BifnoBiganbHOro 3a
BTOPWHHe nakyBaHHs KPKA, a.4., HoBo mecTo,
CroseHis.

3a
peuyernmom

UA/7060/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BTOPUHHE
nakyBaHHs:
KPKA, a.4., Hoso
mecTo, CroBeHis
294. | POPEKOKC TabneTkun, BKpUTI Makneoac IHAiA Makneogc IHAisa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a He UA/7796/01/01
TPEK 060/10HKOIO; MO 6 dapmacboThK dapmacbroTrKanc 3miHu | TMny - 3MiH Woao 6e3nekn/edeKTUBHOCTI peyenmom nionsizae
TabneTtok y ctpuni, asc Nimiteq, Nimiten Ta (papmakoHarnsgy. 3miHa y KopoTkili
no 10 cTpunis y XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
KapTOHHI kopobuy; MapKyBaHHS Ta IHCTPYKU|ii AN MeAUYHOro
no 28 TabneTtok y 3acToCcyBaHHS Ha NigcTaBi perynsapHo
6nictepi, no 24 OHOB/IOBAHOrO 3BITY 3 6e3neKkn Nikapcbkoro
6nictepu y 3acoby, abo gocnigxeHb 3 6e3neky 3acTOCyBaHHs
KapTOHHI Kopo6Lyi nikapcbKoro 3aco6y B nicspeecTpaviiiHnii nepios,
ab0 Sk pe3ynibTat OLiHKM 3BiTY 3 AOCNIAKEHb,
npoBefeHnX BigNOBIAHO A0 NNaHy nefiaTpUyHmX
pocnipkeHb (PIP) (3MiHY y3rokeHo 3
KOMMNETEHTHVM YNOBHOB&XEHNM OPraHom) -
3MiHU BHECEHO [0 IHCTPYKLUIT AN MeANYHOro
3acTOoCyBaHHSA NikapcbKoro 3acoby y po3ainu:
"Ocob6nmBocCTi 3acTocyBaHHS", "MobiuHI peakwi"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3neku
Aito4oi pevoBUHW. BBeEHHS 3MiH NPOTArOM 6-Tn
MiCALIB MiCNs 3aTBEPKEHHS
295. | ®OPTALE® NMopoLoK AN TOB YkpaiHa TOB «ICT®APM>», YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/19848/01/01
pPO34unHy ans «|ICTOAPM>» YkpaiHa 3MiHu | TMNY - 3MiHK 3 IKOCTi. FoTOBUIA NikapCbKui peyenmom
iH'ekuii, no 1000 mr (nakyBaHHs i3 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa
no 1 abo no 5 dhopmu in bulk iMnopTepa/3miHu, L0 CTOCYIOTLCA BUNYCKY cepii Ta
hNakoHiB 3 HCIC Xe6eit KOHTPOJH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
MOPOLLKOM Y XyamiH (3amiHa abo foAaBaHHA AiNbHUL, HA SKil
KapTOHHI Kopo6Lyi dapmacbioTikas 3[iICHIOETLCA KOHTPO/IL/BUNPOBYBaHHSA cepil)
Komnawi flimiTes, BBEJEHHS 10AATKOBOI KOHTPaKTHOI nabopaTopii
Kutaii) 07151 KOHTPOSIK0 AKOCTI MPoAYyKLi y chopmi in bulk
nepeg sunyckom cepii /13 Jlabopatopisi 3
KOHTPO/O SIKOCTI JliKapcbknx 3aco6is TOB
«[OBPOBYT-NIKUNAB» 03153, M. Kuis, BYys.
Hosropog-CiBepcbka, 6ya. 3, HEXUTI0BE
npumMiweHHs 92. Ten. +380970300797
296. | POPTALED MopoLOK ANs TOB YkpaiHa TOB «ICTOAPM>, YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a UA/19848/01/01
pO34nHy Ans «ICTOAPM» YkpaiHa (nakyBaHHs 3MiHn | TUNy - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peuyenmom

iH'ekUiA, no 1000 wmr,
no 1 a6o no 5
hNakoHiB 3
MOPOLLKOM, Y
KapPTOHHI KOopooL,ji

i3 dhopmu in bulk
HCIC Xeb6ei
XyamiH
PapmachbloTikan
Komnati fliviTeg,
Kutaid)

Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3000B'13aHb Ta YMOB BMAaYi peecTpauintHoro
NnocBiAYEeHHS, BKIoYaroun MiaH ynpaeniHHA

py3nkamm (iHWi 3MiHK1) 3asBHUKOM HafaHo
OHOB/IEHUIA [NaH ynpaBiHHA pu3nkamu Bepcis
2.1. 3MiHM BHECEHO [0 YacTuH: | «3aranbHa
iHchbopmavis» 1l «Cneuudpikavis 3 6e3neku» ||
«MnaH 3 hapmakoHarnsgy»
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
V «3axoau 3 MiHimi3avji pusukie» VI «Pe3iome
nnaHy ynpasniHHA pusukamm» VIl «logatkm»
(oopaTkm 1-8) y 3B’A3Ky 3 OHOBMIEHHSAM iHGYOpMAaLLT
3 6e3neku Ailyoi peyoBMHY Ledeniv BiAMNOBIAHO
[0 aKkTyanbHoi pedhepeHTHOT iHhopMaLlii, a Takox
y 3B'A3KY i3 3MiHOIO chopmarty BiANOBIAHO A0 BUMOT
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V Rev.2
Human Medicines). Pe3tome MnaHy ynpasniHHA
pu3vkammn Bepcia 2.1 foaaeTbes.
297. | ®OPTPAHC® | nmopowok Ans INCEH ®paHuia BO®YP INCEH ®paHuisa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/6620/01/01
OP&/ILHOIO PO3UUHY; KOHCbLIOME IHOYCTPI 3MiHu | TUny - 3MiHK 3 AKocTi. A®l. CTabinbHICTb. peyenmom
no 73,69 r nopoLuky P XEJICKEA, 3MiHa nepiogy NOBTOPHMX BUNPOGYBaHb/Nepioay
y nakeTuky; no 4 AKuioHepHe 36epiraHHA abo ymoB 36epiraHHa Al (3a
nakeTukn y TOBapMCTBO BiICYTHOCTi y 3aTBep)KEHOMY [0CbE cepTudikara
KapTOHHI KOpOoobLii CMpOLLEHOro BigNoBIAHOCTI €Bponelichbkili hapmakonei, Wwo
mny BK/IO4A€E Mepiof, MOBTOPHOr0O BUMPOOYBaHHS)

(nepiof noBTOpPHOro BMNpo6byBaHHA/Mepios
36epiraHHs) - 3MEHLLEHHS 3MeLLeHHs retest period
i3 36 micsyiB [0 24 MicAUB 415 Ai0UOT PeYOBUHN
Macrogols, Type 4000 Bupo6HuLTBa Clariant
Produkte (Deutschland) GmbH, Germany. - 3MiHn
| TNy - 3MmiHK 3 AkocTi. CepTudikart
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkin thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOroO cepTudiikata
Bi4NoBIAHOCTI ab60 BUyYEHHS cepTudikaTa
BIANOBIAHOCTI EBponeiickbkili hapmakonei: ans
A®l; pns BUXigHOroO
matepiany/peareHTy/npoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BigMnoBigHOCTI
€Bponeiicbkilt hapmakonei) - OHOBNIEHWIA
cepTugikar Bif y)xe 3aTBepaKeHoro BUpobHuka
noAaHHA OHOBMIEHOTO cepTudikaTa BifnoBigHOCTI
€Bponelicbkiii hapmakonei Ne R1-CEP 2009-392 -
Rev 01 (3aTBepgxeHo: R1-CEP 2009-392 - Rev
00) ans gitoyoi peyoBmHM Macrogols, Type 4000
BiJ, BXe 3aTBepKeHOro BUpo6Hrnka SASOL
GERMANY GMBH. - 3miHu | Tuny - 3MiHK 3 SKOCTI.
Ceprtudpikat BignoigHocTi/l E-cepTudpikat
BiANOBIAHOCTI EBpONEiiChKilt
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOIO cepTudpikaTa BigNoBigHOCTI abo
BW/IyYEeHHs cepTudikaTa BifnoBigHOCTI
€Bponevicbkiin hapmakonei: ansa A®l; ans
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

BMXigHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPWUCTOBYIOTHCA Y BUPOOHULTBI
A®I; ans [ONOMIXKHOT pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponelickbkin hapmakonei) -
OHOB/EHWIA cepTUdiKaT Bif yxe 3aTBEpAXEHOro
BMPOOHMKA NoJaHHS OHOBMEHOTO cepTudikata
BiANoBIgHOCTI €Bponeiickkili hapmakonei Ne R1-
CEP 2015-374 - Rev 00 (3aTBepaxeHo: RO-CEP
2015-374 - Rev 01) gns gjtoyoi peyosuHn Sodium
sulfate, anhydrous Bif Bxe 3aTBepXeHOro
BupobHuKka MACCO ORGANIQUES, S.R.O.,
Czech Republic. - 3MiHu | TUNY - 3MiHK 3 AKOCTI.
Ceprtudpikat BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI EBpONEiChKilt
thapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BigNoBigHOCTI abo
BW/IyYEHHS cepTudikaTa BifnoBigHOCTI
€sponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPWUCTOBYIOTHCA Y BUPOOHULTBI
A®I; ans [ONOMIXKHOT pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponelickbkin hapmakone) -
OHOB/EHWIA cepTUdiKaT Bif yxe 3aTBEpAXEHOro
BMPOOHMKA NoJaHHS OHOBMEHOTO cepTudikata
BiANoBIgHOCTI €Bponeiickkili hapmakonei Ne R1-
CEP 2010-380 - Rev 03 (3aTBepaxeHo: R1-CEP
2010-380 - Rev 01) an1s Ajro40i pevyoBUHM
Potassium chloride Big 3aTBepxeHOro BUpoOHMKa
K+S Minerals and Agriculture GmbH, Germany. -
3MiHu | TUNY - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei: ons
A®I; ansa suxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ansa
[OMNOMDKHOT peyoBMHY (CepTuddikaTt BiANoBIgHOCTI
€Bponeiicbkii hapmakonei) - OHOBNEeHWIA
cepTuguikart Bif yxe 3aTBepaXeHoro BupobHuka
noAaHHA OHOBMIEHOTO cepTudikarta BifnoBigHOCTI
€sponelicbkin hbapmakonei Ne R1-CEP 2010-380 -
Rev 04 ana gitoyoi pevoBuHU Potassium chloride
Bif 3aTBEpKeHOro BupobHuka K+S Minerals and
Agriculture GmbH, Germany. - 3minu | TURY -
3MiHu 3 sKocTi. CepTudikat BignosigHOCTI/lE-
cepTudikaT BifgnoBigHOCTI EBponeichkiii
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

thapmakonei/moHorpadii. NMogaHHA HoBOro abo
OHOBJIEHOIO cepTudpikaTa BiANoBigHOCTI a6o
BUYYEHHS cepTudikarta BiAnoBigHOCTI
€Bponelicbkinn hapmakonei: ana A®l; ans
BUXIAHOrO MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; Ans [ONOMIXHOT pevyoBUHU (cepTudikar
BiANoBiAHOCTI EBponeiickbkit hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif yxe 3aTBEPAKEHOrO
BMPOBGHMKA NoJaHHS OHOB/IEHOTO cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2010-083-Rev 01 (3aTBepgeHo: R1-CEP
2010-083-Rev 00) ans gitoyoi peyoBmHM Sodium
chloride Bif BXe 3aTBEpAXEHOr0 BUPOOHUKA, SKUIA
3MiHVB Ha3By (3aTBepxeHo: ESCO France SAS
(Saline de dombasle), ®paHLis; 3anpPoNOHOBaHO:
K+S FRANCE SAS, ®paHuis). - 3miHu | Tny -
AOMiHICTPaTMBHI 3MiHW. BUnyyYeHHs BUPOGHMYOT
AinbHUUI (BKAOYaoum ginbHuUi ana Adl,
NPOMIDXKHOTO NPOAYKTY abo roTOBOro NiKapCbKoro
3aco6y, AiNbHULI A8 NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BigMNoBigasIbHOTO 3a BUMYCK Cepil,
MicLie NpPoBEeAEHHS KOHTPOJIK cepii) abo
nocTavasibHvKa BUXiAHOrO Matepiasny, peareHty
ab0 AOMNOMIXXHOT PpevoBUHU (SKLLO 3a3HaYeHo y
[OCbE)

BW/TyYEHHS BUPO6HUYOI AinbHULi Dr Paul Lohmann
GmbH KG, Germany ans fjto4oi peqyoBnHU
Sodium sulfate, anhydrous 3atsepgxeHo: Dr Paul
Lohmann GmbH KG, Germany; MACCO
ORGANIQUES, S.R.O. 3annponoHoBaHo:
MACCO ORGANIQUES, S.R.O., Czech Republic.

298.

DOCDANIOr
ENb

reflb opasibHUi
(12,38 1 20%
rento/naket) no 20 r
ren y nakeTi; no 20
nakeTiB y KAPTOHHIi
nauui

TOB "Onenna
Xenckea
YkpaiHa"

YKpaina

dapmarTic

®paHuisa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
3miHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miH1) 3MiHN BHECEHO Y

TEKCT MapKyBaHHSA NepBuHHOI (M. 4, n. 6) Ta

BTOPUWHHOI (N. 8, N. 17) ynakoBOK /ikapcbKoro

3aco6y. BBefieHHs 3MiH NPOTArom 6-Tu MicsLiB

nicns 3aTBepmKeHHs

6e3
peyenma

UA/4381/01/01

299.

®YHIOCENT
®

nak onsa Hirtie
nikyBanbHuii, 5 %;
no 2,5 mn naky y
hnakoHi, no 1
hNakoHy y
kommnnekTi 3 10
wnarensamu gns
HaHEeCeHHs y
KapTOHHIV Kopobui

AppaH-
[aneHcbKuit
Na6opaTopiii
A.A.

Xopsaris

BMPOGHULITBO in
bulk, nepsuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI:
dPapmaknap,
PpaHuis;

BUMYCK Cepii:

®paHuia/
Xopsaris

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
YTOUYHEHHS CTaTycy pekjlaMyBaHHA B Hakasi
MO3 Ykpainu Ne 28 Big 03.01.2025 B npoueci

peecTpadii. Pefakuia B Hakasi - He nignsarae.

BipHa peaakuis - nignsrae.

6e3
peyenma

nionsieae

UA/20735/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
AppaH-TaneHcbkumit
Na6opaTopii a.4.,
Xopsaris
300. | XABPUKC™ cycneHsia gns nakcoCmiTKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/16497/01/02
1440 iH'ekuini 1440 Of AnH Ekcnopt BputaHis Bionopxikans C.A. 3MiHu | TURY - AGMIHICTPATUBHI 3MiHW. BunyyeHHs peyenmom
BAKUUHA ELISA; no 1 mn (1 Nimiteq BMPOGHNYOI AinbHWL (BKIOYAKUN AiNbHNL ANS
ana [03a ANns [opocnunx) A®|, NpoMiXHOro NpoaykTy abo rotoBoro
MPO®DINAKT y dhnakoHi; no 1 NikapcbKoro 3acoby, AiNbHUL AN NPOBEeAEHHS
KN chnakoHy B nakyBaHHs1, BUpOGHYKa, BignoBiganbHOro 3a
FEMATUTY A | kapTOHHIli kopobLi 3 BWMYCK Cepiii, MicLLe NPOBEAEHHS KOHTPOJIHO cepil)
MapKyBaHHSAM ab0 nocTtavasibHMKa BMXiAHOTO MaTepiany,
YKpaiHCLKOH MOBOIO; peareHTy abo AONOMDKHOT PEUOBUHM (SIKLLO
no 1 mn (1 posa ansa 3a3HayveHo y A0CbE) - BunyyeHHs ainbHuui-RX
Aopocnux)) B 39.1, GlaxoSmithKline Biologicals S.A., 89 rue de
nonepeaHbO I'Institut, 1330 Rixensart Belgium, BignosigaibHoi
HanoBHEHOMY 3a BMpo6HMLTBO A®I - Bipyc renatuty A (HAV).
LINpUL Y KOMMNEKTI 3anvwaetbcs 3aTBepkeHa ginbHuus-WN 26.2,
3 ronkoto; no 1 GlaxoSmithKline Biologicals S.A. Parc de la Noire
LUNpULLY B KAPTOHHIiA Epine Avenue Fleming, 20 1300 Wavre Belgium,
Kopobui 3 BiAnoBigasbHa 3a BUpo6HMLTBO API - BipyC
MapKyBaHHSM renatuty A (HAV). 3miHu | Tuny - 3miHM 3 AKOCTI.
YKpaiHCbKOK MOBOIO; A®I. BUpo6bHMLTBO. 3MiHW B npoLeci BUPo6HULTBA
no 1 mn (1 go3a ansa A®| (He3HayHa 3MiHa y npoueci BUpobHMLTBa
Jopocnux) y A®I)- 3MIHIOETBLCSA KiNbKICTb MyNbTUAOTKIB (MT),
thnakoHi; no 1 SKi BAKOPUCTOBYIOTLCA Nif, Yac BUPOBHULITBA
pNakoHy B KNITUHHOrO cy6CcTpaTy 415 04HOPa30BOro
KapTOHHI Kopoo6Li 3 KynbTuByBaHHs HAV ansa macwtaby 36MT40 i
MapKyBaHHAM 72MT40 Ha ycTtaHoBLi WN 26.2. Ta BUKOPUCTaHHSA
iHO3EMHUMW MOBaMun cepegosu, (MEM 10% FBS i MEM 2% FBS) 6e3
3i CTKepom nonepeaHLOro Harpisy a5 macltaéy 36 MT40 i
YKpPaiHCLKO MOBOIO; 72 MT40. BHeceHHs pefakuiiiHix 3MiH B po3ain
no 1 mn (1 go3a ansa 3.2.5.2.6.
Jopocnux) B
nonepeaHbLO
HarnoBHEHOMY
LINpUL Y KOMMEKTI
3 10/1KOt0; Nno 1
LUNPULLY B KAPTOHHIi
Kopobui 3
MapKyBaHHSAM
iHO3EMHUMW MOBaMM
3i CTKepom
YKpPaiHCLKOH MOBOKO
301. | XABPUKC™ cycneHsisa gns nakcoCwmitKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/16497/01/01
720 iHekuii 720 O[, AH EkcnopT BpuTaHis Bionogxikans C.A. 3MiHW | TUNY - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs peyenmom
BAKUUHA ELISA; no 0,5 mn (1 Nimiteq BMPOBOHUYOT AiNbHULI (BKNOYAKOUN AiNbHULI ANS
ana [o3a ans aiten) y A®I, npomiXHOro NpoAyKTy abo rotoBoro
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MNPO®PINAKT thnakoHi; no 1 nNikapcbKoro 3acoby, AinbHNL AN NPOBEAEHHS
KU hNakoHy B nakyBaHHs1, BAPOOHUKa, BiANOBILa/IbHOTO 3a
FENATUTY A | KapTOHHIli KOpo6Li 3 BUMYCK CepiiA, MiCLLe NPOBEAEHHA KOHTPOSIO cepii)
MapKyBaHHSAM abo nocrtavanibHUKa BUXIAHOTO MaTepiasny,
YKpaiHCLKOK MOBOIO; peareHTy ab0 [ONOMIXHOI pevoBUHY (KLLO
no 0,5 mn (1 posa 3a3HavyeHo y A0cbE) - BunyyenHs ginbHuui-RX
ans gitei) B 39.1, GlaxoSmithKline Biologicals S.A., 89 rue de
nonepegHbL0 I'Institut, 1330 Rixensart Belgium, BignosiganbHoT
HanoBHeHOMY 3a BUpo6HMLTBO ADI - Bipyc renatuty A (HAV).
LINpUL Y KOMMEKTI 3anvwaetbcs 3aTBEpKeHa AinbHus-WN 26.2,
3 ronkoto; no 1 GlaxoSmithKline Biologicals S.A. Parc de la Noire
LUMPULY B KAPTOHHIiA Epine Avenue Fleming, 20 1300 Wavre Belgium,
Kopobui 3 BiANoBigasibHa 3a BUPO6HMLTBO ADI - BipyC
MapKyBaHHAM renatuty A (HAV). 3MiHu | Tuny - 3MiHK 3 AKOCTI.
YKpPaiHCLKOI0 MOBOIO; A®l. BUpo6bHMLTBO. 3MiHM B NpoLeci BUPO6HULTBA
no 0,5 mn (1 posa A®| (He3HauHa 3MiHa y npoueci BUpobHMLTBa
ans piteid) y ADI)- 3MIHIOETLCSA KiSTbKICTb MY/IbTUIOTKIB (MT),
chnakoHi; no 1 AIKi BUKOPVCTOBYOTLCSA Nif, Yac BUPOGHMLITBA
ch1akoHy B KMITUHHOTO cy6CTpaTy A1 04HOPa30BOro
KapTOHHIA KopoobLi 3 KynbTuByBaHHst HAV ansa macwtaby 36MT40 i
MapKyBaHHAM 72MT40 Ha yctaHoBLi WN 26.2. Ta BUKOPUCTaHHSA
iHO3EMHUMW MOBaMM cepeposu, (MEM 10% FBS i MEM 2% FBS) 6e3
3i CTUKEpPOM nonepegHbLOro Harpisy ans macwrtaéy 36 MT40 i
YKpPaiHCLKOI0 MOBOIO; 72 MT40. BHeceHHs pefakuiliHix 3mMiH B po3ain
no 0,5 mn (1 posa 3.2.5.2.6.
ans piteid) B
nonepeAHLO
HarnoBHEHOMY
LINPpULi Y KOMNAEKTI
3 T0/IKoto; no 1
LUNPULLY B KAPTOHHIi
Kopobu,i 3
MapKyBaHHSIM
iHO3eMHUMKN MOBaMM
3i CTUKEpPOM
YKPaiHCLKOK MOBOIO
302. | XENMMEKC® Tabnetku; no 4 TOB «MoBi YkpaiHa CaBa Xenckea JITz, IHgis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 6e3 UA/9824/01/01
AHTUKONA Tabnetkn y 6nictepi; Xenc» IHAis; YropwmHa 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/edeKkTUBHOCTI peuyenma
no 1 6nictepy B MegiTton Ta thapmakoHarnagy (iHwi 3mMiHn) BHeceHo 3miHn y

KapTOHHI nayuj; no
4 TabneTkn y
6nictepi; no 1
6nictepy B
KapTOHHIlA nayuj; no
10 navok y rpynosii
KapTOHHI ynakoBLy;
no 4 Tabnetkn y
6nictepi; no 1

dapmachbloTikan
Nnta., YropuwmHa

TEeKCT MapKyBaHHS NepBuHHOI (N. 1, n. 2, n. 6) Ta
BTOPWHHOT (n. 1, n. 2, 0. 5, n. 15, n. 17) ynakoBok
Ta 3p061eHO HE3HaYHI peAakuiliHi TpaBkn y TEKCTI
MapKyBaHHS YNakoBOK NikapCbKoro 3acoby.
BBefeHHA 3MiH NPOTArom 6 Micsuis nicns
3aTBEPIKEHHS.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

6nictepy B
KapTOHHII nayui; no
20 nayok y rpynosii
KapTOHHI ynakoBL;
no 10 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHI nayui; no
10 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHII nayui; no
10 navokK y rpynosii
KapTOHHI ynakoBLi

303.

XENNEKC®
AHTUKONA
DX

TabneTku; no 4
Tabnetkn y 6nictepi;
no 1 6nictepy B
KapTOHHIN nayui; no
4 TabneTkm y
6nictepi; no 1
6nictepy B
KapTOHHIN nayui; no
10 nayokK y rpynosii
KapTOHHIN ynakoBL;
no 4 TabneTtkm y
6nictepi; no 1
6nictepy B
KapTOHHIN nayui; no
20 nayok y rpynosii
KapTOHHIN ynakoBL;
no 10 Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHIN nayui; no
10 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHII nauui; no
10 navok y rpynosii
KaPTOHHIl ynakoBLi

TOB «MoBi
Xenc»

YkpaiHa

CaBa Xenckea /T,
IHAis;
Megiton
dapmacbtoTikan
nta., YropwmHa

IHgis/
YropuwmHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
3miHu | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnagy (iHwi 3miHM) BHeCEHO 3MiHM Y

TEKCT MapKyBaHHs nepBuHHOI (N. 1, n. 2, n. 6) Ta
BTOpMHHOI (N. 1, n. 2, n. 5, n. 15, n. 17) ynakoBok
Ta 3p06/1EHO HE3HAYHI peAakLiliHi NpaBKn y TEKCTI
MapKyBaHHS1 yNakoBOK /likapcbKoro 3acoby.
BBefeHHs 3MiH npoTarom 6 micAuiB nicns
3aTBEPAKEHHS.

6e3
peyenma

UA/9825/01/01

304.

XIKOHUWMN

MOPOLLIOK AN
npurotyeaHHs 100
M1 cycneHsii gns
nepopanbHoro
3actocyBaHHs, 250
Mmr/5 M, 1 donakoH 3
MOPOLLKOM pasom 3
MipHOIO JIOXKOH Y

KPKA, a.4.,
HoBso mecTo

CnoseHis

BiAnosiganbHMi 3a
BMPOGHMLTBO "in
bulk”, nepsuHHe Ta
BTOPUHHE
nakyBaHHs:
tOHiuem
Nab6opaTopiec
Nimiten, HAjs;

IHais/
CnoseHis

BHECEHHS 3MiH 10 peecTpaviliHnx
mMarepianis:3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBaKEHHS AisIbHOCTI BUpOOHUKa/imnopTepa
rOTOBOro MikapCbKoro 3acoby, BKIYaK4m
AinbHULI BUNYCKy cepii abo MicLe NpoBedeHHs
KOHTPO/I0 SKOCTI. (4iSNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/iMNOPTEP, HE BK/IKOYaK4M BUMYCK cepii)

3a
peyenmom

UA/2896/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

KapTOHHIli KopoobLi

BiAnoBiganbHMiA 3a
BTOPUHHE
nakyBaHHS:

KPKA, a.4., Hoso

mecTto, CnoBeHis;

BiAnoBiganbHMi 3a
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo, CrioBeHis

3MiHa agpecy BUPO6HMKa BigNoBigasibHOTo 3a
BTOpPUHHe nakysaHHA KPKA, a.4., HoBo mecTo,
CnoseHiga. 3miHu | Tvny - AgMIHICTPaTUBHI 3MiHN.
BunyyeHHs: BUPOGHMYOT AinbHuLi (BKIHOYAKUN
AinbHUU ansa A®I, NpoMiKHOro nNpoaykTy abo
roTOBOrO /iKapCbkOro 3acoby, AiNbHULI Ans
NPOBefeHHsA NakKyBaHHS, BUPOOHUKA,
BiANOBiAabLHOIO 3a BMNYCK Cepiii, MicLe
NpoBefeHHs KOHTPO/IO cepii) abo nocTavanbHuKa
BVXiJHOTO Marepiany, peareHTy abo AONoMiXHOT
PeYOoBMHM (SKLLIO 3a3HAYEHO Y [0CLE) BunyyeHHs
BMPOBHMNYOI AiNbHUL, BifNOBIA&IBHOT 38 KOHTPO/Ib
cepil (XiMiyHi Ta hi3NYHI METOAMN KOHTPOSIIO):
KPKA, a.4., HoBo mecto, CnoseHisi (MoBxoBa
yniga 5, 8501 HoBo mecTto, CnoBeHis).
3a/MWwaeTbCa albTePHATUBHUIA BUPOGHUKA,
KOTPWIA BUKOHYHO Ti cami cpyHKLiT, LLIO /A BUMYYEHWIA:
KPKA, a.4., HoBo mecTo, CnoseHis (LUmap'ewka
uecrta 6, 8501 HoBo mMecTo, C/10BEHis).

305.

X/TOPFEKCU
JOVH

PO34MH ana
30BHILLHBOrO
3acTocyBaHHsa 0,05
% no 100 mn, 200
My dhnakoHax, no
1 ny chnakoHax abo
KaHicTpax

TOB
"YKpaiHcbKa
hapmaneBTuy
Ha KomnaHia"

YKpaiHa

MpAT "Bionik"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTBHOCTI
Ta dpapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii AN MeAUYHOro
3aCcToCyBaHHSA Ha MigcTasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3MneKu NikapCbKoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B MicspeecTpaviiiHvi nepiog,
abo sk pe3ynbTar OUiHKM 3BITY 3 LOC/NIKEHD,
npoBefeHnX BigNoBIAHO 40 NNaHy negiaTpuyuHmX
pocnigxeHs (PIP) (3MiHy y3romxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHV BHECEHO B IHCTPYKLi0 4151 MeguyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"Oco6mBocTi 3acTocyBaHHA", "Mo6iYHI peakwii”
BiANOBIAHO A0 iHthopMau,ii WoAo 6e3nekn
3acTOCyBaHHS Ajilo4oi PeYOBWHM 3rifHO 3
pekomeHpauiero PRAC.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPAKEHHS.

Ees
peyenma

nionsieae

UA/14746/01/01

306.

LEEPBAPUIKC
™ BAKLMHA
ans
MPODITAKT
VKM
3AXBOPIOB
AHb, LLIO
BUK/IMKAIOT

cycneHsia gns
iH’ekuii no 0,5 mn (1
[l03a) y nonepegHL0
HanoBHEHOMY
LINpUL 3 MOPLUHEM i
KOBMa4koM y
KOMMN/IEKTi 3 FO/IKOI0
(y 6nicTepi) abo y

nakcoCmiTKn
ANH EkcnopT
Nimiteq

Benwvka
BputaHis

FnakcoCmiTKnsiiH
Bionogxikans C.A.

Benebris

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MmiHu | TUny - 3MiHn 3 axkocTi. A®l. BUpo6HMUTBO.
3MiHu B npoueci BUpo6HMLUTBa ADI (iHLLI 3MiHK) -

BpockoHaneHHs onucy npouecy "bulk”
BMPO6GHMLUTBA HPV-16/18 Ta yCyHEHHS HE3HaYHUX
PO36KHOCTEN, BUABNEHNX B ONUCI METOAY
BMpo6HMUTBA iHOKyNsiTa HPV-16/18, ouunLlieHoro
"bulk" npogykty Ta AMB (Adsorbed Monovalent

3a
peuyenmom

UA/16310/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
bCA dh1akoHi 3 MPO6GKOIo; Bulk) mix chaiinom 3arasibHOT TEXHIYHOT
BIPYCOM no 1 nonepeaHbLo nokymeHTauii (CTD) Ta ekcniyaTtauiiHoo
nAnIomMn HanoBHEHOMY OOKyMeHTAaLeo
N aAnNHN LUNpuLy 3 rosikor
TUNIB 16 TA a60 no 1 dpnakoHy B
18 KapTOHHI Kopobui
307. | LE®ACE/NDb Tabnetku no 100 Llechak KI HimeuunH Llechak KI HimeuunHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 6e3 nionsizae UA/8891/01/02
MKT; a 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peuenma
no 20 TabneTtoky Ta thapmakoHarnsgy (iHwi 3miHn) - 3MiHM BHECEHO
6nicTepi; no 1 B IHCTPYKLtO 4151 MEANYHOTO 3aCTOCYBaHHS
6nictepy y nikapcbKoro 3acoby Ao po3ainy "MobiuHi peakwii”
KapTOHHI Kopo6Lyi LLIOA0 3BITyBaHHA NP0 NOGIYHI peakuii Ta
"MicLe3HaxomkeHHs BUPOOHMKa Ta agpeca Micus
NPOBA/KEHHS Or0 Ais/IbHOCTI/MICLLE3HAXOMKEHHST
3asBHMKa Ta/abo npeacTaBHMKa 3asBHMKA" W00
BHECEHHS KOHTaKTHUX faHuX 3asBHVKa. BBegeHHs
3MiH NPOTArom 6-TW MiCALIB NicAsa 3aTBepPIKEHHS
308. | LE®ACE/b Tabnetku no 300 Llecpak KI HimeuunH Llechbak KI HimeuunHa BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 6e3 nionsizae UA/8891/01/03
MKT; a 3MiHn | TUny - 3MiHK Woao 6e3nekn/edeKTBHOCTI peyenma
no 20 TabneTtoky Ta thapmakoHarnsagy (iHwi 3miHu) - 3MiHW BHECEHO
6nicTepi; no 1 B IHCTPYKLIit0 AN MEAMYHOTO 3aCTOCYBaHHS
6nictepy y nikapcbKoro 3acoby Ao po3gainy “MNo6iyHi peakuii”
KapTOHHI Kopo6Lyi LLLOZ0 3BiTYBaHHS NPo NO6iYHI peakuii Ta
"MicuesHaxomKeHHs BUPOOHMKa Ta agpeca Micus
NPOBaKEHHS OT0 AiS/IbHOCTI/MICLLE3HAXOMKEHHS
3asBHUKa Ta/abo npeAcTaBHMKa 3asBHMKA" W00
BHECEHHS KOHTaKTHUX JaHKX 3asiBHVKA. BBegeHHs
3MiH NPOTAroM 6-T1 MicALIB Nic/s 3aTBEPIKEHHS
309. | LE®ENIM NopoLUoK ANs xeHohapm Benvka HCIC Xe6eit KuTai BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/16854/01/02
PO3unHy s nrtg BpuTaHis XyamiH 3MiHn | TMny - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI peyenmom

iH eKuiiA, mo 1000 wr,
no 1 a6o no 5 a6o
no 10 donakoHiB 3
MOPOLUKOM Y
KapTOHHI Kopobuj

dapmacbioTikan
Komnani Mimiteq

Ta (papmakoHarnsgy. BHeceHHst abo 3miHa(un) o
3060B'A3aHb Ta YMOB BuJaui peecTpauiiiHoro
nocBigYeHHs, BKIoYaoun MnaH ynpaeiHHA

pu3nkamm (iHLwi 3MiHK) 3asBHUKOM HafaHO
OHOB/eHUIi MnaH ynpasniHHA pusnkamu Bepcis
3.1. 3MiHM BHECEHO A0 YacTuH: | «3arasibHa
iHchbopmavisx» 1l «Cneuudikauis 3 6e3neku» Il
«lMnaH 3 dhapmakoHarnagy»

V «3axoayn 3 MiHiMi3auii pu3nkiB» VI «Pestome
nnaHy ynpasniHHA pusukamm» VIl «logatkm»
(oopaTkm 1-8) y 3B’A3KY 3 OHOBNEHHSAM iHGYOpMAaLLiT
3 6esnekn Aityoi pevyoBuHM Ledhenim BigNoBigHO
[0 aKkTyanbHoi pedhepeHTHOT iHhopMaLlii, a Takox
y 3B'A3KY i3 3MiHOIO chopmarty BiANOBIAHO A0 BUMOT
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V Rev.2
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

Human Medicines). Pe3tome MNnaHy ynpasniHHA
pusmkamu Bepcisa 3.1 goaaeTbes.

310.

LE®ENIM

NOPOLLIOK AN1AA
pPO34uHY Ans

iH ekuiiA, no 500 mr,
no 1 a6o no 5 a6o
no 10 chnakoHis 3
MOPOLUKOM Y
KapTOHHI Kopo6Lyi

[xeHodapm
nTa,

Benvka
BputaHis

HCIC Xeb6ein
XyamiH
dapmacbloTikan
KomnaHi Mlimiteq

Kutai

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
3miHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnagy. BHeceHHs abo 3miHa(u) Ao
3060B'13aHb Ta YMOB BMAaYi peecTpauiinHoro
nocBigYeHHs, BKItoYaoun MnaH ynpasniHHA
pr3nkKamm (iHLwi 3MiHK) 3asBHUKOM HafaHO
OHOB/IEHUI MnaH ynpaBniHHA pyu3vkaMu Bepcis
3.1. 3MiHM BHEeCeHOo A0 YacTuH: | «3arasibHa
iHhopmauis» Il «Cneumdpikauin 3 6e3nekm» Il
«[lMnaH 3 dhapmakoHarnsgy»

V «3axoau 3 MiHimi3aw,i pusukie» VI «Pe3iome
nnaHy ynpasniHHA pusukamm» VIl «logatkm»
(oogatkm 1-8) y 3B’A3Ky 3 OHOBMEHHSAM iHGhOopMAaLLiT
3 6e3neku Ail4yoi peyoBMHY LedeniM BiAMNoBigHO
[0 aKkTyanbHoi pedhepeHTHOT iHhopMaLlil, a Takox
y 3B'A3KY i3 3MiHOIO chopmarty BiANOBIAHO A0 BUMOT
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V Rev.2
Human Medicines). Pe3stome MnaHy ynpasniHHA
pu3nkamm Bepcia 3.1 godaeTbes.

3a
peyerimom

UA/16854/01/01

311.

LE®TA3NIN
M

MOPOLLIOK A7A
PO34MHY ANs1 iH'EKLi
no 1000 mr, no 1
ab6o 10 chnakoHis 3
MOPOLLIKOM Y
KapTOHHI Kopo6Lyi

xeHohapm
nTg

Benuka
BpuTaHis

HCIC Xeb6ei
XyamiH
dapmacbtoTikan
Komnasi Nlimiteq

Kutait

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHuM | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta thapmakoHarisgy. 3miHa y KOpoTkii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKLiT 415 MeAn4YHOro
3acTOCyBaHHS Ha MmigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn MikapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nmicispeecTpaviiiHvin nepiog,
ab0 Sk pe3ysibTaT OLiHKM 3BTy 3 AOCNIAXEHb,
npoBeAeHWX BigNoBIAHO A0 NnaHy neaiatpuydHmnx
pocnigxeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVIM OpraHom)
3MiHM BHEeCeHO A0 IHCTPpyKLii Ans MeguyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA" Ta “Mo6ivHi peakuii”
BiANOBIAHO 4,0 OHOB/EHOT iH(hopmaLii LWoao
6e3nekn 3acToCyBaHHS il040i PEYOBUHM.

3a
peyenmom

He
nionsieae

UA/17046/01/01

312.

LEDTA3NIN
M

MOPOLLIOK ANA
PO3UKHY ANs iH'eKLiA
no 2000 wmr, no 1
a6o 10 chnakoHis 3
MOPOLLKOM Y
KapPTOHHIn Kopobui

xeHohapm
nTg

Benuka
BputaHis

HCIC Xeb6eit
XyamiH
dapmacbtoTikan
KomnaHi Mimiteq

Kutait

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHK | TUNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KOpoTkii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUiT AN MefuyYHOro
3aCTOCyBaHHSA Ha NigcTasi perynspHo

3a
peuyenmom

He
nionsieae

UA/17046/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn MikapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHsA
nikapcbKoro 3aco6y B nicnapeecTpaviiiHuii nepiog,
ab0 sk pe3ysibTaT OLiHKM 3BTy 3 AOCNIAKEHb,
npoBeAeHnX BignoBIAHO A0 NnaHy negiatpuydHmnx
pocnigkeHs (PIP) (3MiHy y3rofkeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVIM OpraHom)
3MiHV BHeceHOo A0 [HCTPpyKUii Ana MeguyHoro
3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA" Ta "Mo6ivHi peakuii”
BiANOBIAHO 4,0 OHOB/EHOT iH(hopmaLii LWoao
6e3nekn 3acTocyBaHHs [1il040i PEYOBUHM.
313. | UE®TPUAKC | mopoLlok ans Mictpan AHrnis BVPOGHMLTBO ITanisa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/18215/01/01
OH-BICTA PO3UMHY ANS iH'EKLi Kenitan roToBOro 3MiHu | TUnNy - 3MiHK 3 AKkocTi. CepTudikat peyenmom
nolr;1a6o 10 MeHemXMeHT nikapcbKoro 3acoby, signosigHocTi/l E-cepTudikar BignosigHocTi
ch1akoHiB 3 Nimiteq BMnyck cepii: ALC €Bponeiicbkiii hapmakonei/moHorpadii. MogaHHA
NMOPOLLKOM B OOBDAP C.M.A, HOBOro abo OHOBMIEHOrO cepTudikaTa
KapTOHHI Kopo6Lyi ITanis; BUpo6HNLTBO BiANOBIAHOCTI abo BUNyYeHHs cepTudikara
roTOBOro BiANOBIAHOCTI EBponeiickbkili hapmakonei: 4ns
nikapcbKoro 3acoby, A®I; ons BuxigHoro
BMnyckK cepii: ALIC marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
OOB®AP C.IM.A, BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
ITanis; BUPO6HULTBO [0NOMDKHOT peyoBrHU (cepTudikat BignoBigHOCTI
Ta KOHTPO/Ib AKOCTI €Bponeiicbkin hapmakonei) - OHOBIEHWIA
CTEPWUIBHOI CYMiLLli: cepTudiikaT Bif yXe 3aTBepXEHOro BUPOOHNKa,
AUC JOB®AP noJiaHHs OHOBJ/IEHOro cepTuddikarta BiANOBIAHOCTI
C.N.A,, ITanis; €sponelicbkiii chapmakonei Ne CEP 2011-393 -
BMPOGHMLTBO Ta Rev 03 (3aTBeppxeHo: R1-CEP 2011-393 - Rev
KOHTPO/b AKOCTI 02) ana A®| uedTprMakCoHy HaTpit0 CTePUSILHOTO
CTEPWUIBHOI CYMiLLIi: Bif 3aTBEpAKeHoro BnupobHrka ACS DOBFAR
ALIC IOBDAP S.P.A,, ITanisa.
C.M.A., Itanis;
BMPOGHMLITBO Ta
KOHTPO/b AKOCTI
CTepW/IbHOT CyMiLLi:
®PE3EHIYC KABI
iNMCYM C.p.J11.,
ITanis
314. | UE®YTUN® TabneTkun, BKpUTI dapma WNopparHis dapma WopgaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/8893/01/02
NNiBKOBOIO IHTepHeLleHan IHTepHeleHan YTOUYHEHHA peecTpauiiiHol npoueAypwn B Hakasi peyenmom
060/10HKO10, No 250 KomnaHi Komnai MO3 Ykpainm Ne 1933 Big 18.11.2024 - 3miHu |
mr, no 10 TabneTok MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta
y 6nicTepi, no 1 hapmakoHarnagy (iHwi 3MiHW) - 3MiHU BHECEHO Y
6nictepy y n. 8. JATA 3AKIHYEHHA TEPMIHY
KapTOHHI Kopo6Lyi MPUOATHOCTI ta n. 17. IHLWE BTOPUHHOI
ynakoBKN NikapCbKoro 3acoby. BeefeHHs 3MiH
NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
315. | UMHAPIKC TabNeTkn, BKPUTI dapmaneyTil ABCTpist dapmaueyTiwe ABCTpist BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasis: 6e3 UA/14913/01/01




228

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
®DOPTE o060n0Hkoto, no 600 e habpik thabpik MoHTaBIT 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenma
Mr o 15 TabneTok B MoHTasiT veX HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
6nicTepi; no 2 abo 6 M6X (BnacHuKa peecTtpauiiHoro noceigyeHHs) - 3MiHa
6nicTepiB y Ha3BW 3asBHKKa (BNacHVKa peecTpauiiHoro
KapTOHHIlA ynakoBL,i NOCBIAYEHHS) aHIMIACbKOK MOBOIO Y 3B'A3KY 3
HeoOXiAHICTIO YHichikaLii Ha3BK 3asBHUKA
aHI/iACbKOK MOBOI.
316. | LMOPAMIN TabneTku, BKPUTI NyHpbek [aHia EypodpiHc Biochapma [aHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a He UA/2210/01/02
nAiBKOBOO Ekcnopt A/IC MpogakT TecTiHr 3MiHun Il TMny - 3MiHK Woao 6e3nekn/edPeKTUBHOCTI peyernmom nionsieae
obonoHkoto, no 20 [Oenmapk A/C, faHis Ta thapmakoHarnagy. 3MiHu y KOpoTKiii
Mr; no 14 TabneTok (BunpobyBaHHsA 3a XapakTepucTuLi nikapcbKoro 3acoby, TeKCTi
y 6nicTepi; no 2 NOKa3HNKOM MapKyBaHHS Ta IHCTPYKUii AN MeAUYHOro
6nictepu B "Mikpo6ionoriyHa 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM JAaHUMU 3
KapTOHHIlA KopooLi yuctota"); X. AKOCTI, AOKTIHIYHUMMU, KNIHIYHUMW JaHUMK Ta
Nynpbek A/C, fanis AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO A0
(BMPOGHMLTBO IHCTPYKUIi 418 MEANYHOTO 3aCTOCYBaHHS
Hepo3dhacoBaHOro nikapcbKoro 3acoby o posgainis "Bsaemogis 3
NPoOAYKTY , iHLWIMMK NiKapcbkMK 3acobamu Ta iHLWi BUAW
nepBuHHE Ta B3aemogiin”, "MNobiyHi peakuii” BignosigHo o
BTOPVHHE marepianiB peecTpaLiiHoro AOCbE.
nakyBaHHs, BUMYCK BBefeHHs1 3MiH NpoTArom 6-T1 MicAUIB Micns
cepiit) 3aTBEPKEHHS.
317. | UUPPAH OD | Tabnetku CaH IHAisa CaH IHAisa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/2897/03/02
MPOJIOHrOBaHOI Aji, PapmacboTuK PapmacboTuKasl 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi peyenmom
BKPWTI NNiBKOBOO an lHpacTpis IHpacTpi3 Nlimitep, 3aci6. KOHTposib roTOBOro NikapcbKoro 3acoby.
060/10HKO10, N0 1000 Nimiteq 3MiHa y MeTofax BUNpo6yBaHHS rOTOBOrO
mr, no 5 TabneTok y NiKapcbKoro 3acoby (HesHayHa 3MiHa y
6nictepi; no 1 3aTBEPMKEHNX METOAaX BUNPOGYBaHHS) -
6nictepy B He3HauHi 3MiHKM 3a noka3HWKoM "laeHTudikauis"”
KapTOHHIli KopoobLi meTogom TLUX, ski cTocyroTbes 6inbll feTanbHOro
BUKNAAEHHS TEKCTY METOAVKM i3 3a3HAYEHHAM
peakTuBiB, NNACTUHOK, NPUrOTYBaHHS PO3YMHIB Ta
pyxomoi hasu, NPUMITOK Ta 3anobikHUX 3axX0fiB
nig Yac aHasnisy.
318. | ULWDOPAH OD | Tabnetku CaH IHais CaH IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/2897/03/01
MPOJIOHIOBaHOI Aji, dapmacboTuK dapmacboTuKas 3MiHM | TMNy - 3MiHK 3 SIKOCTi. [OTOBWIA NiKapCbKni peyenmom
BKPWTI NNiBKOBOO an lHpacTpis IHoacTpi3 Nlimitepq, 3aci6. KOHTposib roTOBOro NikapcbKoro 3acoby.
060/10HKO10, N0 500 Nimiteq 3MiHa y MeTofax BUNPOGYBaHHS rOTOBOrO

mr, no 5 TabneTok y
6nicTepi; no 1
6nicTepy B
KapTOHHI KopoobLii

NiKapcbKoro 3acoby (HesHayHa 3MiHa 'y
3aTBEPMAKEHUX MeToAax BUNpobyBaHHs) -
He3HauHi 3MiHM 3a NokasHWKOM "lgeHTudikauia®
mMeTogom TLUX, siki cTocytoTbCs Ginlbll AeTasIbHOro
BMK/TAAEHHS TEKCTY METOAVKM i3 3a3HAYEHHSAM
peakTuBiB, MNACTUHOK, MPUTOTYBaHHS PO3YMHIB Ta
pyxomoi gpasu, MPUMITOK Ta 3anobiXXHUX 3ax04iB
nig Yac aHanisy.

*y pa3i BHeCeHHs1 3MiH 00 iIHCMPYKYii npo meduYyHe 3acmocyBaHHs
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B.o. HaYa/TbHHUKA
dapmaleBTUYHOr0 ynpaB/IiHHSA Onekcanap I'PINIEHKO
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