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




20

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
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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
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




27

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




33

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
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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
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




63

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
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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.

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




65

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
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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
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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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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

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
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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

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




100

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

K