MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

21 yepBHsa 2023 poky Ne 1134

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

BiamnosigHo o ctaTTi 9 3akoHy YKpainu «IIpo mikapchbKi 3aco6m», MyHKTIB 5,
7, 9, 10 Tlopsagky paepkaBHOI peectpailii (TiepepeecTpariii) JikapCbKUX 3aco0iB,
3aTBep/pKeHOro 1mocTaHoBoio Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaALAaTb CbOMOTO IMAMYHKTY 12 myHKTy 4 Ilojio)KeHHsSI TIpo
MiHicTepcTBO 0XOpPOHHU 370pOB’Sl YKpaiHU, 3aTBep)KeHOro MocTaHoOBO0 KabiHery
MinictpiB Ykpainu Bim 25 Oepe3ns 2015 poky Ne 267 (B pefakiiii mocTaHOBU
KabGinery MinictpiB Ykpainu Bifg 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/IbTaTiB eKCIIePTHU3M peecTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHoOionoriuHMX  TmperapartiB), 1[0 TOJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHECEHHs 3MiH /10 peeCcTpalliiHUX MaTepiasiB, MpOBe/leHUX
[ep>xaBHUM MiATIPUEMCTBOM «/lep>KaBHUM eKCIepTHUM 1ieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB 110710 eheKTUBHOCTi, Oe3reyHOCTi Ta
AKOCTI, IJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (rmepepeecTpariii) abo BHeCeHHs 3MiH ZI0 peeCTpalliiHiX MaTepiasiB,

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH A0 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd miKapckKi 3acobu (MeauuHi iMyHoOGiomnoriuHi mperapaTu) 3rifHO 3
Jomatkom 1.

2. [lepepeecTpyBaT Ta BHECTU /10 Jlep>XKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHM fiKapcbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3riHO 3
JI0JIaTKOM 2.



2

3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy

nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. BigMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpariiHuX MartepiajiB Ta [Iep)KaBHOIO peecTpy JIiKapChbKHX 3aco0iB YKpaiHu
MKapChbKMX 3aCO0iB 3riIHO 3 A0JaTKOM 4.

5. ®apmaneBTruHOMy ymipaBiiHHIO (Tapacy JIsSICKOBCbKOMY) 3a0e3meunTd
OTIPWIIOZHEHHSI 1IbOT0 Haka3y Ha odiuiliHomy BeOcaiiti MiHicTepcTBa 0XOpoHU

3/10pOB’s YKpaiHU.

6. KoHTpO/Ib 32 BUKOHAHHSIM 1IbOTO HaKa3y IMOK/JIACTH Ha MepIIoro 3acTyITHUKA
Minictpa Cepris /IyopoBa.

MinicTp BikTop JIAIIIKO



BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKUX 3ACOBIB (MEANYHUX IMYHOBIOJ/IOT'TYHUX ITPEITAPATIB), SIKI

Aopatok 1
A0 Hakasy MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu «[po gepxxaBHY
peecTpauito (nepepeecTpalito)
NiKapCcbK1X 3aco6iB (MeguUHNX
iMyHOGionoriyHux npenaparis) Ta
BHECEHHA 3MiH A0 peecTpauiiiHux
marepianiB»
BiA 21 yepBHA 2023 poky Ne 1134

HasBsa nikapcbko2o ®opma sunycky (/ikapcbka 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknavys Howmep
Ne 3acoby ¢hopma, ynakosKa) 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayitiHo2o
n/n nocsioYeHHs1
1. | NIAPOKOPTU3OHY KpucTaniyHuii nopoLok (cybcTaHuis) TOB "$3 YkpaiHa LI3aHcy JliaHxyaH Kutaii peecTpauis Ha 5 - He UA/20080/01/01
AUETAT B MONieTU/IEHOBKX NakeTax A/s "BIO®APMA" dapmacbloTikas pokiB nionsieae
hapMaLeBTUYHOIO 3aCTOCYBaHHS Ko., 114
2. | NTAMOTPUAXNH MOPOLLOK (CybCTaHLis) y NoABiAHMX TOB "®apma YkpaiHa 10/1 Kemikanic eHp, IHAaia peecTpadist Ha 5 - He UA/20081/01/01
nosieTuNeHoBMX NakeTax ons Crapt" dapmacbtoTikasic poKiB nidnsieae
chapmaLeBTUYHOTO 3aCTOCYBaHHS nTa.
3. | MOKCUPNOKCALIMHY | nopoLuok abo kpuctanu MpAT YkpaiHa XPOMO IHais peecTpauisi Ha 5 - He UA/20082/01/01
rigpoxnopruj (cybcTaHuis) y noagiliHmx "apmauesTu NABOPATOPI3 pokiB niosnsieae
nonieTMNeHoBKx nakeTax Ans YyHa pipma IHAIS NPAABET
hapmaLeBTMYHOIO 3aCTOCYBaHHS "fapHnug" NIMITEL
HauvanbHuK

dapmaleBTUYHOr0 yNpaB/IiHHSA

Tapac JIICKOBCHKUI




IIEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKHUX 3ACOBIB (MEJNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB),
BHOCSATHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKHMX 3ACOBIB YKPAIHU

Aopatok 2
A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «po aepxaBHy
peecTpauito (nepepeecTpauito)
NiKapcbKMX 3aco6iB (MeauyuHNX
iMyHOGionioriuHMX nNpenapariB) Ta
BHECEHHA 3MiH [0 peecTpauiiiHnX
Martepianis»
Big 21 yepBHs 2023 poky Ne 1134

AKI

060/10HKO10, 250 Mmr;
no 10 TabneTtok y
cTpuni, no 1 ctpuny B
KapTOHHIA Kopo6Li; no
10 TabneTok y
6nicTepi no 1 6nictepy
B KapTOHHIi Kopo6Lyi

MeZIMYHOro 3aCTOCYBaHHA NiKapCbKoro 3acoby
y po3ginax "dapmakoTepaneBTUYHa rpyna.
Kog ATX" (wono Hazew), "®apmakosnorivHi
BnactusocTi", "lMoka3aHHs", "B3aemogis 3

HLIMMKM NikapcbKMKM 3acob6amMu Ta iHLWi BUan
B3aemogiin”, "OcobmMBOCTi 3acTocyBaHHsA",
"3acTocyBaHHS y nepiog BariTHOCTi abo
rofyBaHHs rpyaar”, "Cnocié 3actocyBaHHs Ta
posu", "Oitn", "MepenosyBaHHsa", "Mo6GiYHi
peaxuii” BignoBigHo Ao iHhopmaui
pedyepeHTHOrO /likapcbKoro 3acoby (3iHHaT™,

TabneTtku, BKpUTi 060M10HKO, No 125 mr, 250

mr, 500 wmr).

MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEepAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTPOKaMK, 3a3HaveHMmn y
nepiognYHOCTI NOAAHHS PeryaspHUX 3BiTiB 3

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/ JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | yBaHHsA | peecmpayiliHo2o
n 3acoby ynakoska) nocsioYyeHHs
1. | AOPEHANIHY KpucTaniyHmi ToBapucTBO 3 YkpaiHa MEAIHEKC IHAjs MepepeecTpauis Ha HeOGMEXEHWUA TEPMIH - He UA/17238/01/01
TAPTPAT NopoLUOK (cybCTaHLis) 06MeXeHO NABOPATOPI3 niosnsieae
y NoABIAHNX BiANOBIAaUIbHICT NBT. NTA.
nonieTnIeHoBUX 10
nakeTax gnsa "GapmaueBTU4H
thapmaueBTUYHOro a KoMnaHis
3acTocyBaHHs "3p0pos'a"
2. | AKCETUH TabneTkun, BKpUTI Megokemi NTT], Kinp Megokemi 1T Kinp MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/8714/02/01
NNiBKOBOIO (3aBog C) OHOBNEHO iHhopmaLito B IHCTPYKLIT An1s peyenmom | nidns2ae




Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BiOnycKy | yBaHHsA | peecmpayiliHo2o
n 3acoby ynakoska) nocsioyeHHs1
6e3neku.
3. AKCETWVH TabneTtku, BKPUTI Megokemi T4 Kinp Megokemi T4 Kinp MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/8714/02/02
nNiBKOBOIO (3aBog C) OHOBNEHO iHGhopmaLito B IHCTPYKLIT A5 peuyenmom | nidssi2ae
060710HKOt0, 500 Mr; MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
no 10 TabneTtok y y posginax "®apmakoTepanesTuyHa rpyna.
cTpuni, no 1 ctpuny B Kog ATX" (lwopo Hasswu), "®apmakonoriyHi
KapTOHHI Kopo6Lij; Mo BnactmsocTi”, "lNoka3zaHHA", "B3aemogis 3
10 TabneTok y IHLWIMMK NiKapcbknuMy 3acobamu Ta iHLWi BUAn
6nictepi no 1 6nictepy B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
B KapTOHHIi kopo6ui "3acTocyBaHHs y nepiod BaritTHocTi abo
roflyBaHHs rpyaaro”, "Cnocié 3actocyBaHHs Ta
gosu", "Aitn", "MepegosysaHHs", "Mo6iyHi
peakuii” BignoBigHo Ao iHhopmaw,i
pedyepeHTHOro ikapcbkoro 3acoby (3iHHaT™,
TabneTkn, BKpUTI 060/10HKO0, No 125 mr, 250
mr, 500 wmr).
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs dhapMakoHarisay,
3aTBEPAKEHOr0 HakasoM MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi ocTuuil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
4, AMIOAAPOHY NMOPOLLOK MpuBaTHe YkpaiHa FMEHMAPK IHAis MepepeecTpauis Ha HeO6MEXeHUA TEPMIH - He UA/17347/01/01
rAaPOXNOPUL | kpucTaniuHwii aKLjioHepHe NAV® CAMEHCI3 nionseae
(cy6eTaHuin) y TOBapuUCTBO NIMITEL
noABINHNX “Nekxim —
nosnieTuIeHoBMX Xapkis”
MiLKax ans
thapmaLeBTUYHOro
3aCTOCYBaHHSA
5. | AUETUNCANIL, | kpuctaniyHuii ToBapucTBo 3 YkpaiHa 3E AHOXPA IHAis MepepeecTpaLllisi Ha HEOBMEXEHNI TEPMIH - He UA/17132/01/01
NNOBA nopowok abo 06MEeXeHO LWYTAP3 NIMITEL nidnsieae
KNCNOTA Kpuctanu (cybcraHuis) | BignosiganbHicT
y NoABiHMX 10
noslieTUIEeHoBMX "®apmaueBTU4H
nakeTtax gns a KoMnaHis
hapmaLeBTUYHOro "3p0pos'a"
3acToCyBaHHsA
6. AUETUNCANIL, | xpucTaniyHmii ToBapucTBO 3 YkpaiHa LWAHOOHI Kutaii MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. - He UA/17177/01/01
NNOBA nopoLLok abo obmexeHoro KCIHXYA nions2ae
KUCNOTA KpucTanm (cybcTaHuisl) | BignoBigasbHiCT PAPMAC'HOTUKA




6nicTepi, no 2 abo 4
6nicTepy B KAPTOHHii
Kopobui

Ta BTOPUHHE
nakyBaHHs:

AT «Apamep,
Papmay, MonbLua
BUPOBHUK
NepBUHHOrO Ta
BTOPWHHOIO
nakyBaHHs, BUMYCK
cepii:

AT «Apamep,
®apmay, MonbLa

MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
B po3ginax "®apmakonoriyHi BnactueocTti”,
"MokasaHHA" (peparyBaHHs), "Oco6nBOCTi

3acToCyBaHHA", "3acTocyBaHHSA Yy nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”,
"[iTn"(pegaryBaHHs), "Mo6iyHi peakui”
BiANOBIAHO A0 iHdhopMaLil pedepeHTHOro
nikapcbkoro 3acoby (J1IPUKA, kancynu).
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy

MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,

26 BepecHs 2016 poky Ne 996), cTaHOBUTL:

Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BiOnycKy | yBaHHsA | peecmpayiliHo2o
n 3acoby ynakoska) nocsioyeHHs1
y NoABIAHNX 10 N KO., NTA.
nosnieTuIeHoBMxX "GapmaueBTUYH
nakeTtax gns a KoMnaHis
thapmaLeBTUYHOro "3p0pos'a”
3aCTOCYBaHHSA
7. EK3NCTA Kancynv Teepgi, no AT "Apameq, Monbwa BVMPOGHMLTBO “in Monbwa MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/17002/01/02
150 mr o 14 kancyn'y dapma” bulk”, nepBuHHe OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans peyenmom | nionsieae
6nictepi, no 2 a6o 4 Ta BTOPUHHE MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby
6nicTepy B KAPTOHHIi nakyBaHHs: B po3ginax "dapmakonoriyHi BnactTmsocTi",
Kopobui AT «Apgawvep, "MokaszaHHs" (peparyBaHHs), "Oco6nnBOCTi
®apmay, MonbLua 3acTocyBaHHSA", "3acTocyBaHHA y nepiog,
BMPOGHMK BariTHOCTi abo rogyBaHHs rpyaar”,
NepBUHHOTO Ta "OiTn"(pegaryBaHHs), "Mo6iyHi peakui™
BTOPWHHOIO BiANOBIAHO A0 iHGopMaLil pedhepeHTHOro
nakyBaHHS, BUMYCK nikapcbkoro 3acoby (JIIPUKA, kancynu).
cepii: MepioanyHICTb NOAaHHSA PerynsipHo
AT «Apgamep OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
®apmay, MNosnbLua Mopsaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
8. EK3UCTA Kancynu Teepai, no 75 AT "Apamepn MonbLia BUPOBHMLTBO “in Monbua MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/17002/01/01
Mr no 14 kancyny Papma” bulk”, nepBuHHe OHOBNEHO iHChopMmaLito B IHCTPYKLIT Ans peuyenmom | nidssi2ae




Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BiOnycKy | yBaHHsA | peecmpayiliHo2o
n 3acoby ynakoska) nocsioyeHHs1
3riiHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku.
9. KNOAN®DEH PO34MH A1 iH EKLiA, TOB "YOP/[ YkpaiHa Mecpap Inau CaH. TypeuunHa MepepeecTpauis Ha HeOGMEXEHWUA TEPMIH 3a He UA/16930/01/01
25 mr/mn; no 3 mny MEONLUNH" A.LLL. OHOBNEHO iHhopMmaLito B IHCTPYKLIT A1 peuyenmom | nidns2ae
amnynax, no 5 amnyn Me/MYHOro 3aCTOCYBaHHs NiKapCbKOro 3acoby
Y KOHTYpHIlA y po3ginax: "OcobnmMBoCTi 3acTocyBaHHS",
YapyHKOBIli ynakoBLyj; "3acTocyBaHHS y nepiof BariTHOCTi abo
1 KOHTYpHa YapyHkoBa rofyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
yrnakoBKa B KapTOHHIl no3n", "Mepepo3yBaHHs", "Mob6iuHI peakwii™
Kopobui BignoBigHO A0 iHhopMaLii Woao MeAnyHOro
3acTocyBaHHsA pethepeHTHOro NikapCbkoro
3acoby (BOIbTAPEH, po3unH gns iH'exuii).
MepioguyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs dhapMakoHarisay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi ocTuuil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MoAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
10. | NEBOLUETUPU MOPOLLIOK (Cy6CTaHLis) TOB "KYCYM YkpaiHa MPABIH IHAis MepepeecTpauis Ha HeOBMEXEHU TEPMIH - He UA/17152/01/01
3NHY y NoABIAHNX PAPM" JTABOPATOPI3 niosisieae
AUrIAPOX/IOP | nonietnneHoBmux MNBT. NTA.
na nakeTtax gnsa
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA
11. | MIAOKAIH KpucTanivyHni TOB "tOpis- YkpaiHa rY®IK IHais MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH - He UA/17091/01/01
MOPOLLIOK (Cy6CTaHList) Papm"” BIOCAEHCE3 niossieae
y NoABiHMX nTa
nonieTnIeHoBUX
nakeTtax gns
hapmaLeBTUYHOro
3acTOCyBaHHsA
12. | HATYBIOTUH Tabnetku no 10 wmr; no AnbneH ®apma Weeiyapi | Ap. Nyctas KnsiiH HimeuunHa MepepeecTpaLis Ha HEOOMEXEHWIA TEPMIH 6e3 UA/15961/01/02
30 Tabnetok y Al A v6X & Ko. KI OHoB/EHO iH(hopMaLito B IHCTPYKLi Ans peyenma nions2ae

6nicTepi; no 1 abo no
2 6nictepu y
KapTOHHilA KOpO6L

MeAMYHOro 3aCTOCYBaHHS NiKkapCbKoro 3acoby
B po3ginax "®apmMakosnoriyHi BnactuBocTi"
(peparyBaHHsa TEKCTY Ta YTOYHEHHS
iHchopmawii), "OcobnmnBOCTI 3acTOCyBaHHSA",
"Cnoci6 3acTocyBaHHA Ta f031" (pefaryBaHHs
TEKCTY Ta YTOUYHEHHS iHchbopmauii), "MobiyHi
peakuii” BignoBigHO A0 MaTepiasis




Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BiOnycKy | yBaHHsA | peecmpayiliHo2o
n 3acoby ynakoska) nocsioyeHHs1
peecTpauiiHoro JOCbeE.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPAKEHOr0 HakasoM MiHicTepcTea
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHa
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuULil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTpOKamK, 3a3HaYeHUMK Yy
nepiogMYHOCTI MOAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
13. | HATYBIOTUH Tabnetkn no 5 mr no Anbnen ®apmva Weenuapi | Ap. Nyctas KnsiiH HimeuunHa MepepeecTpauis Ha HEOOMEXEHWNI TEPMIH. 6e3 nionsi2ae UA/15961/01/01
30 TabneTtok y Al A v6X & Ko. KI OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans peyenma
6nictepi; no 1 a6o no MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby
2 6nictepu y B po3ginax "®apmMakosioriyHi BnactuBocTi"
KapTOHHIA Kopoo6Li (peparyBaHHs TEKCTY Ta YTOYHEHHS
iHbopmawii), "OcobnmBOCTi 3acTOCyBaHHA",
"Cnocib 3acTocyBaHHA Ta A031" (pefaryBaHHs
TEKCTYy Ta YTOYHEHHS iHchopmawii), "Mob6iyHi
peakuii” BignoBigHO A0 MaTepianis
peeCTpauinHoOro JocheE.
MepiognyHICTb NOAAHHA PerynspHo
OHOBJ1HOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 3aiicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
14. | NPUNOKAIH KpucTaniyHmi TOB "HOpis- YkpaiHa rY®IK IHAis nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/17154/01/01
MOPOLLIOK (Cy6CTaHLis) Papm” BIOCAEHCE3 nionsizae
y NoABIAHNX nTa
nonieTnIeHoBuUx
naketax gns
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
15. | PO3YNIN® Kancynu Teepgai no 40 3AT YropmHa NOBHWIA LMK YropwmHa MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH 3a He UA/16806/01/01
nnoc mr/10 mr, no 10 $PapmaueBTUYHN BMPOGHMLITBA, BHeceHO OHOBNEHY iHbOpMaLLito B IHCTPYKUitO | peyenmom | nidss2ae
Kancyn y énictepi; no  3aBog ETIC BKtOYaoun 015 MeUYHOro 3acTOCyBaHHS NiKapCbKoro
3 6nictepu y BMNYCK cepil: 3aco6y A0 po3ainiB "MNokaszaHHA" (YTOYHEHHS),




Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BiOnycKy | yBaHHsA | peecmpayiliHo2o
n 3acoby ynakoska) nocsioyeHHs1
KapTOHHI KopoobLi 3AT "®apmakonoriyHi BacTuBocTi" (6e3neka),
dapmayeBTUYHNI "MpoTunokasaHHA", "B3aemogisa 3 iHWMK
3asop ErIC, nikapcbkMmn 3acobamu Ta iHLWi BUAm
YropLumHa; B3aemogiin”, "OcobMBOCTi 3acTOCyBaHHS",
NOBHUIA LWKN "Cnoci6 3acTocyBaHHA Ta 031" (YTOUHEHHS),
BMPOGHMLITBA, "Mepepo3sysaHHs", "MNo6ivHI peakuii”
BK/IHOHA0Un BiANOBIAHO 4O OHOBMEHOI iHChopMaLi,
BUNYCK cepil: 3a3HaveHol B MaTepianax peecTpauiiHoro
3AT [OCbE.
dapmaueBTUYHUIA MepiognyHICTb NOAAHHA PerynsipHo
3asop, ErIC, OHOB/HOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
YropwuHa Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBEPAKEHOro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB'S YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepioguuHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
16. | PO3YNIN® Kancynu teepai no 20 3AT YropwumHa NOBHUIA LMK YropwuHa MepepeecTpaLis Ha HEOOMEXEHWIA TEPMIH 3a He UA/16807/01/01
nnoc mr/10 mr, no 10 PapmaueBTUYHU BMPO6GHMLTBA, BHeceHO OHOBMEHY iHhOpMaLLito B iIHCTPYKUitO | peyenmom | nidsisi2cae
Kancyn y 6nictepi; no  3aBog ElIC BK/IOUA0UMN ON151 MeAUYHOro 3aCTOCYBaHHS /iKapCbKoro
3 6nictepu y BUNYCK cepil: 3acoby A0 po3ainis "MokaszaHHA" (YTOYHEHHS),
KapTOHHI Kopoobui 3AT "®apmakonoriyHi BnactTuBocTi" (6e3neka),
dapmaleBTUYHNI "MpoTunokasaHHs", "B3aeMogis 3 iHLUMK
3aBog ETIC, nikapcbknmy 3acobamu Ta iHLWi BUAN
YropLmHa; B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
NOBHUIA LWKN "Cnoci6 3acTocyBaHHs Ta f03U" (YTOUHEHHS),
BMPOBHULTBA, "Mepepo3yBaHHA", "M06IYHI peakuii™
BKOYa0un BiANOBIAHO A0 OHOBMEHOI iHChopMmaLi,
BUWMYCK Cepii: 3a3HaveHol B MaTepianax peecTpauiiHoro
3AT [OCLE.
dapmavleBTUYHNI MepioanyHICTb NOAaHHSA perynsipHo
3aBopg ErIC, OHOBJ/IKOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
YropLyHa Mopsaky 3AiicHeHHA hapmakoHarnaay,

3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHS PerynsapHUX 3BITIB 3
6e3neku.
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BiOnycKy | yBaHHsA | peecmpayiliHo2o
n 3acoby ynakoska) nocsioyeHHs1
17. | PO3YNIN® kancynv TBepgi no 10 3AT YropwuHa NOBHUIA LWKN YropwuHa MepepeecTpauis Ha HeOGMEXEHU TEPMIH 3a He UA/16808/01/01
nnoc mr/10 mr, no 10 PapmaueBTUYHN BMpPOGHULTBA, BHeceHO OHOBNEHY iHbopMaLLito B IHCTPYKUitO | peyenmom | nidns2ae
Kancyn y énictepi; no  3aBog ETIC BK/IOYA0UN 015 MeNYHOro 3acTOCyBaHHS NiKapCbKoro
3 6nictepn y BUWMYCK Cepii: 3ac00y Ao po3ginis "MokasaHHS" (YTOUYHEHHS),
KapTOHHilA KopooLi 3AT "®apmakonoriyHi BnactnsocTi” (6esneka),
dapmMaLeBTUYHUIA "MpoTunoka3aHHs", "B3aeMogis 3 iHLLIUMK
3aBop ErIC, nikapcbkMmn 3acobamu Ta iHLWi BUuam
YropLmHa; B3aemogiin”, "Ocob6MBOCTi 3acTOCyBaHHSA",
MOBHUIA LKA "Cnoci6 3acTocyBaHHs Ta f03U" (YTOYHEHHS),
BMPOGHMLITBA, "Mepepo3yBaHHs", "INo6ivHI peakuii”
BK/IOHaA0UU BiNOBIAHO 0 OHOB/IEHOT iHGhopmaLLii,
BUMYCK Cepii: 3a3HayeHoi B MaTepiasiax peectpauiiioro
3AT [OCbE.
dapmMaveBTUHHUIA MepiognyHICTb NOAAHHA PerynspHo
3asog ErIC, OHOB/IOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
YropuwHa Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPAKEHOr0 HakasoM MiHicTepcTea
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuULil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTpOKamK, 3a3HaYeHUMK Yy
nepiogMYHOCTI MOAaHHSA PerynsipHuX 3BiTiB 3
6esneku.
18. | LE®PNHAK® MOPOLLIOK ANt Abpun IHgjisa HekTap IHgis MepepeecTpavis Ha HEOOMEXEeHUI TEPMIH. 3a He UA/16758/02/01
OopasibHOT cycneHsii dopmyneiH3 NaiidpcaliHcis OHOBNEHO iHhopmaLito B IHCTPYKLIT Ans peuyenmom | nidnsi2ae
100 mr/5 mn 1 conakoH MNeT. N14. NimiTea-HOHiT VI MeANYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby

3 MOPOLLKOM A/15
npurotysaHHa 50 mn
cycneHsii abo 1
dhakoH 3 NOPOLLKOM
AN NPUroTyBaHHsA
100 mn cycneHsii; no 1
ch1akoHy 3 MipHUM
CTakaH4yMKoM Ta
MipHOIO JTOXKOO B
KapTOHHIA ynakoBsL,i

y po3ginax: "B3aemogis 3 iHWMMK NlikapCbKUMu
3aco6amu Ta iHWi BUamn B3aemogiii",
"Oco6/1MBOCTi 3aCTOCYBaHHSA", "3acToCcyBaHHs
y nepio BariTHOCTi abo rogyBaHHS rpyaa”,
"3[aTHICTb BNAMBATMU Ha LWBUAKICTb peakLil
npu KepyBaHHi aBTOTPAHCMOPTOM a60 iHLMK
MexaHismamu", "Tepeno3yBaHHs", "Mo6IYHI
peaxuii” BignoBigHO A0 OHOBNEHOT iHChopMaLi
3 6e3neku fio4oi peyoBUHY.
MepiognyHICTb NOAAHHA PerynspHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BiOnycKy | yBaHHsA | peecmpayiliHo2o
n 3acoby ynakoska) nocsioyeHHs1

26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepioguuHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

HauanbHuUK Tapac JISCKOBCHhKUN
dapmMalieBTUYHOr0 yIpaB/IiHHSA




ITEPEJIIK
JIIKAPCBKMX 3ACOBIB (MEJUUYHMX IMYHOBIOJ/IOTTYHUX IMPEIMAPATIB), II[O0 AKX BYJIM BHECEHI
3MIHU 1O PEECTPAIIIMHNX MATEPIAJIIB, SIKI BHOCATECS 10 TEPKABHOTI'O PEECTPY JIIKAPCBKHNX
3ACOBIB YKPAIHUA

Moparok 3

[0 Haka3y MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauilo (nepepeecTpadiio)
NiKapcbK1X 3ac06iB (MeguuHux

iMyHOGionoriuHnx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpauiiiHnx
MaTepianis»
Big 21 yepBHs 2023 poky Ne 1134

Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
1. | ABACTVH® KOHLleHTpaT A1 TOB YkpaiHa Brpo6HMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpavliiiHix maTepianis: 3a - UA/16665/01/01
pO34nHy Ans «Pou Hepo3acoBaHol LLiseiiuapisi/ 3MiHu | TUNY - 3MiHK 3 AKocTi. API. peyenmom
iHdpysiii, 100 mr/4 YKpaiHa» npoayKuii, nepBrHHe CWA Brpo6HMUTBO. 3MiHa BUPOOHUKA

M; no 4 mn (100 mr)
a6o 16 mn (400 mr)
y chnakoHi; no 1
chrakoHy B
KapTOHHI KopooLli

nakyBaHHs, BTOPUHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJIIO AKOCTi Ta
BUNYCK cepil:
Pow fiarHocTuke
mM6X, HimeuunHa
Bupo6bHMLTBO
Hepo3dgacoBaHol
npoayKuii, NnepBrHHe
nakyBaHHS, BTOPUHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJII0 AKOCTi Ta
BUMYCK Cepii:
®.XodpcpmaHH-/15 Powu
Ntpa, Weeiiuapis
Brpo6HMuTBO
Hepo3dacoBaHoi
npoaykuii, nepBuHHe
nakyBaHHs:
[xeHeHTek IHK., CLLUA

BVIXiZHOro/MpOMDKHOro NpPoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY NPOLLECi
Adl, ab0 3miHa BUpo6HMKa (BKIOUatouu, ae

HeobxiAHO, MicLe NPoBeAEHHS KOHTPO/TH0 SKOCTI)
A®I (3a BigcyTHOCTI cepTucbikata BianoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAXeHOMY
[0CbE)(3MiHM A0 3ax0fiB, NOB'A3aHNX 3
KOHTposiem A®I, abo fofaBaHHA AiNbHULI, fe
NPOBOAMUTLCA KOHTPO/Ib/BUNPOBYBaHHSA cepii).
[opaBaHHsA anbTepHaTMBHOI BUPOGHMYOT
ninbHUUi Roche Diagnostics GmbH,
Nonnenwald 2, 82377 Penzberg, Germany
BiANOBIAA/IbHOI 3@ BUNPOGYBaHHSA KOHTPOJTHO
AKOCTI 4114 A4itoYol pevoBuHY 6eBaunsymaby 3
TeCTyBaHHA Ha Bipycu Ta Mikonnasmy,
TeCTyBaHHS Ha /1IenTocnipy L0 BUPOBNSETLCA HA
ainbHuuax F. Hoffmann-La Roche Ltd., Basel,
Switzerland Ta Roche Singapore Technical
Operations, Pte. Ltd., Singapore. BBegeHHs 3MiH

NPOTArom 6-TW MiCALIB NiC/A 3aTBEPAKEHHS.

3MiHM | TURY - AGMIHICTPATUBHI 3MiHW.

BunyyeHHs BUPO6HUYOI AinbHMLI (BKIOYAKUN

ginbHuui ansa A®l, npoMixHOro NpoaykTy abo
roTOBOrO J1iKapCbKOro 3acoby, AinbHuUi A1s
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

NpoBefieHHA NaKyBaHHs, BUPOOHUKA,
BiZANOBIAa/IbHOrO 3a BUNYCK Cepiit, MicLe
NpoBeAEHHS KOHTPOO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasly, peareHTy
a60 [JONOMIKHOI PeHOBMHM (SKLLO 3a3HAYeHO Y
[0CbE). BunyyeHHs BUPOGHWYOI finbHNL
BiANOBIAA/IbHOI 3@ KOHTPOJb SKOCTi FOTOBOrO
nikapcbKoro 3acoby ®. XothdmaHH-/1a Pow /T4,
peHsaxepuitpacce 124, 4070 basens,
LLisefiuapis. BBegeHHs 3MiH MpOTAroM 6-Tn
MicaLiB nicns 3aTBepoKeHHs. 3MiHun | Tuny -
3MiHK 3 sKocTi. API. (iHLWi 3MiHK). BHeceHHA
pepakuiiHnx 3miH B po3gin 3.2.S.2.1.
Brpo6HMK(1) 3 MeTo aeTanizauii yHKLii
BUPOGHMLITBA A/151 CXBASIEHUX
OiNbHULbL.BBEAEHHA 3MiH MPOTAroM 6-Tv MicsLiB
nicnsa 3aTBepKEHHS.

2. | ASUTEP® Kpanni ouHi, po3unH, | JJABOPAT ®paHuisa NABOPATYAP ®paHuis BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis: 3a - UA/16891/01/01
15 wmr/r no 250 mry YAP TEA IOHITEP 3MiHM | TUny - 3MiHK 3 AKOCTi. FoTOBMIA peyenmom
0/lHO1030BOMY nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa
KOHTelHepi, no 6 iMnopTepa/3aMiHu, L0 CTOCYTbCS BUMYCKY Cepil
0/IHOL,030BMX Ta KOHTPO/II0 AKOCTi FOTOBOTO NiKapCbKOro
KOHTElHepiB y calle, 3acoby (3amiHa abo foAaBaHHSA AifbHUL, Ha
Ne6 (1 cawe) y AKIl 34IACHI0ETBCS KOHTPO/Ib/BUNPOOYBaHHSA
KapTOHHI Kopo6Lyi cepii)

[ofaBaHHA [0 MaTepianiB peecTpauiiHoro
nocbe, posginy 3.2.P.3.1. Bupo6HuK(1) AinbHULI,
Ha SKill 3QiICHIOETLCS KOHTPO/b
MiKpO6i0/10riYHOro BUNPO6YBaHHA rOTOBOrO
nikapcbkoro 3acoby ACM ®APMA 34 AseHio oy
21 Aoyt 1944 45270 Benbrappg, ®paHuis/ACM
PHARMA 34 Avenue du 21 Aout 1944 45270
Bellegarde, France. 3miHu | Tuny - 3miHu 3
AKOCTi. [OTOBWIA Nikapcbkumii 3aci6. 3MiHN Yy
BMPOOHULTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA AiNlbHULL, Ha SKIl 34iCHI0ETbCSA
KOHTPONb/BMNPOGYBaHHS cepii) foAaBaHHsA 40
mMarepianis peecTpauiiiHoro Aocbe, po3ainy
3.2.P.3.1. BUpo6HWK(M) AinbHULI, Ha SKiid
3[iCHIOETLCA KOHTPO/Ib MiKPOBGIONOrivYHOro
BMNPOGYBaHHSA roTOBOrO /iKapcbKoro 3acoby
KIBIO 539 AseHto oy Mictpan 3AC ATXEJ/IA B
13600 Jla-Cboiiota PpaHuis/KEYBIO 539
Avenue du Mistral ZAC ATHELIA V 13600 La
Ciotat France.

3. | ASIJIEKT Tabnetky no 1 mr no TOB YKpaiHa BMPOGHUK, SKNIA I13pains/ BHECEHHS 3MiH 0 peecTpauiiHuX maTtepianis: 3a He UA/13573/01/01




Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
10 Tabnetok y «TeBa BignoBigae 3a HigepnaHgn 3MiHM | TUny - 3MiHK 3 AKOCTi. FoTOBMIA peyenmom | niossi2ae
6nicTepi; no 3 YkpaiHa» BMPOBOHULITBO nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y
6nictepu B npoaykty in bulk, TepMiHax npugatHocTi abo ymoBax 36epiraHHs
KapTOHHI KOpo6Lyi NepBUHHE MakKyBaHHS, rOTOBOrO JliKapCcbkoro 3acoby (3mMiHa B yMoBax
BTOPWHHE NakKyBaHHS, 36epiraHHsA roTOBOro NikapcbKoro 3acoby abo
KOHTpPO/b cepii, nicns po34YMHEHHA/BIAHOBEHHS) 3MiHA B yMOBaxX
BWMNYCK cepil: 36epiraHHs roTOBOTO NiKapCbKOro 3acoby 3
TeBa PapmaLeBTikan “36epiraTv Npu Temnepatypi He Bulle 25°C”" Ha
IHpacTpis NTa,, “36epiraTv Nnpu Temnepatypi He Buile 30°C”.
13painb; BUPOOHUK, 3MiHU BHeCeHi B po3ain "YMoBu 36epiraHHsa" B
AKWiA BigNoBigae 3a IHCTPYKLi0 4151 MeANYHOro 3acTOCyBaHHS
KOHTPO/b cepii: nikapcbKoro 3acoby, AK HacNifokK - BifNOBIAHI
dapmaxewmi B.B., 3MiHV Y TEKCTi MapKyBaHHS yNakoBKu
HigepnaHnaun niKapcbkoro 3acoby. BBeeHHS 3MiH NPOTAroM
6-TV MicALIB NiCNsA 3aTBEPKEHHS
4. | ANITEP Tabnetkv no 4 wmr, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a He UA/17735/01/01
no 10 Tabnetok y «MIKPOXI «MIKPOXIM», YKpaiHa 3MiHuM | TUNY - AAMIHICTpaTVBHI 3MiHW. 3MiHa peyenmom | niosisi2ae
6nictepi, no 3 M> (nabopaTtopis dhizmko- HaliMeHyBaHHs Ta/abo agpecu 3asiBHMKa
6nicTepu y nauui 3 XiMiYHOro aHanisy Ta (BNacHvka peecTpauiiHoro nocBigYeHHs). 3miHa
KapTOHY KOHTpOI0 afpecy 3asBHUKa. BBeleHHA 3MiH NpoTarom 6-
BMPOGHWLTBA,; TV MicALiB NicNa 3aTBEPMKEHHS. 3MiHW | Tuny -
BMPOGHUYA AiNTbHALA AJMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
(Bci cTapji Ta/abo agpecu Micusa NPOBaIXeHHs AiSNIbHOCTI
BMPOBHMYOrO BMpPOBHUKa/iMnopTepa roToBOro /likapCbKoro
npovecy); lopugnuyHa 3acoby, BKIHOYaKum AilbHULL BUNYCKy cepii abo
azpeca BUPOOHMKA) MicLie NpoBefleHHSA KOHTPOJSIK0 AKOCTI.
(misnbHiCcTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTep, BK/OYaUM BUMYCK Cepiid)
3MiHa lopuanyHoi agpecu BupobHuka N3, 6e3
3MiHW hakTUYHOro Micusa BUpOBHULTBA
(topuanyHa appeca: YkpaiHa, 01013, m. Kuis,
ByN. ByaiHaycTpii, 5.). BBeeHHA 3MiH NPOTSArom
6-TV1 MiCALIB MiC/1A 3aTBEPLKEHHS.
5. | ANITEP Tabnetkv no 8 mr, TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a He UA/17735/01/02
no 10 Tabnetok y «MIKPOXI «MIKPOXIM», YkpaiHa 3MiHuW | TUNY - AAMIHICTpaTVBHI 3MiHW. 3MiHa peyenmom | niosisi2ae
6nicTepi, no 3 M>» (nabopaTtopis dizuko-

6nicTepu y nauui 3
KapTOHY

XiMiYHOrO aHanisy Ta
KOHTPO/0
BMPOGHWLTBA,;
BUPOGHWYA AiNbHNLA
(ci cTagji
BMPOGHMYOro
npouecy); opuanuHa
ajpeca BUPO6HMKA)

HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BNnacHvka peecTpauiiHoro nocBig4eHHs). 3miHa
afpecy 3asBHUKa. BBeieHHsA 3MiH NpoTarom 6-
TN MicALiB NicNs 3aTBEPMKEHHS. 3MiHW | Tuny -
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPOBamXeHHs AisNIbHOCTI
BMPO6GHMKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BKIHYaK4M AibHULL BUNYCKy cepii abo
MicLie NPOBEAEHHSA KOHTPOIO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEp, BK/IOYAUM BUMYCK Cepiid)
3MiHa lopuanyHoi agpecu Bupo6Huka N3, 6e3
3MiHM hakTMYHOro Micus BUpoBHULTBA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
(ropuanyHa agpeca: YkpaiHa, 01013, m. Kuis,
ByNn. ByaiHaycTpii, 5.). BBeieHHA 3MiH NPOTSArom
6-TV MicALIB MiC/1SA 3aTBEPLKEHHS.
6. | AMIUMTPOH | nopoLiok ans ToBapucT Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 6e3 nionsizae UA/13911/01/01
® OpasIbHOro PO34UHY, BO 3 [,00aTKOBOKO 3MiHu | TMNY - 3MiHK Woao peyenma
no 23 ry cawe; no [04aTKOBO BiANOBIAALHICTIO 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
23 ry cauwe; no 10 10 "IHTEPXIM" 3MiHa y KOpOTKill XxapakTepucTuLj NikapCcbKoro
calle B naui 3 Bignosiga 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
KapTOHYy NBHICTIO MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
"IHTEPXI perynsipHoO OHOB/THOBAHOTO 3BiTYy 3 6e3neku
M nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 NiaHy nefiaTpUYyHNX JOCAILKEHD
(PIP) (3mMiHy y3romkeHo 3 KOMMeTEeHTHUM
YNOBHOB&XXEHVNM OPraHoMm)
3MiHM BHECEHO B IHCTPYKLi0 4151 MEANYHOTO
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMM NiKapcbkumn 3acobamm Ta
iHWi BUAW B3aemogiin", "Ocob6nmnBoCTi
3acTocyBaHHs" BigMoBiAHO [0 OHOB/IEHOT
iH(hopMaUii LLoao 6e3nekn 3acToCyBaHHs
[i04NX PEYOBWH 3ri4HO 3 peKoMeHaaLieo
PRAC. TepmiH BBEAEHHS 3MiH - NpOTArom 3
MicALiB Mic/a 3aTBEPAKEHHS.
7. | AHOUMNAN-B | Tabnetku, no 10 MAT Ykpaina MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 6e3 He UA/6175/01/01
TabneTok y cTpunax; "MoHcpap 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenma — | niosisizae
no 10 Tabnetok y m" HallMeHyBaHHs Ta/abo afpecu 3asBHUKa Nel0; 3a
cTpuni; no 1 ctpuny (BnacHviKa peecTpauiiHoro noceigyeHHs) 3miHa | peyenmom —
y naneposBomy ajpecy 3asiBHUKa. TepMiH BBeEHHS 3MiH Ne20, Ne100

KOHBepTi; no 10
TabneTok y cTpuni;
no 2 a6o no 10
CTpVNiB y nauui 3
KapToHy; no 10
TabneTtok y 6nictepi;
no 1, a6o no 2, a6o
no 10 6nicTepis y
nauui 3 KapToHy

NpoTArom 6 MicsiLiB Nicns 3aTBepAKEHHS
3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu micua
NPOBaKEHHS AiSNIbHOCTI BUPOBGHUMKa/imnopTepa
roTOBOro MiKapCbKOro 3acoby, BKUaun
OiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHS
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOPTEp, BKOYAUM BUMYCK Cepiid)
3MmiHa agpecu BupobHuka 13 MAT "MoHdapm”,
YkpaiHa, 6e3 3mMiHV Micus BUpo6HULTBA: TepMiH
BBEAEHHSA 3MiH NpOTAroM 6 micauis nicns
3aTBepKEHHSA. 3MiHW | TNy - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarasgy, 3mMiHa yNnoBHOBaXXEHOI 0cobu,
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep
peecmpayitiHo2o
nocsio4eHHs1

BiANOBIAA/IbHOT 32 3AiCHEHHS
dhapmakoHarnsgy; KoHTakTHoi ocobu 3
thapmakoHarnaay 3asBHuUKa aisi 3ailiCHeHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiAMiHHA BiJ, YNOBHOBaXeEHOI 0cobu,
BiiNOBIfabHOT 3a 3iICHEHHS hapmakoHarnsgy
(BKIHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3miHn y
pO3MilLeHHI MacTep-ghaiina cuctemm
hapmakoHarnsay)
3MiHa ynoBHOBaXKEHOT 0CO6OU 3aABHUKA,
BignoBiganbHOI 3a hapmakoHarnsag. Aivoya
pepakuisi: Cosrupa Cepriit CepriioBuy.
MponoHoBaHa pedakuis: MNacTyweHko IHHa
BikTopiBHa. 3MiHa KOHTaKTHUX JaHuX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a chapmakoHarnsag,. 3miHa
MicLie3HaxopKeHHs1 macTep-daiina cuctemu
thapmakoHarnsgy. 3MiHa Micus 34iNCHEHHS
OCHOBHOI Aii/IbHOCTI 3 thapmakoHarnagy. 3MiHu
| TMNy - AgMiHICTpaTUBHI 3MiHWU. BunyyeHHs
BMPOGHWYOI AinbHNL (BKIHOYAKOUN [iNbHUL ANS
A®I, npomiXHOro NpPoAyKTy abo rotoBoro
nNiKapcbKoro 3acoby, AiNbHUL AN NPOBEAEHHS
nakyBaHHs, BUPOOHWKa, BiANOBIfa/IbHOTO 3a
BWMYCK CEPiii, MicLLe NPOBEAEHHS KOHTPOJTH0
cepil) abo nocTayasnbHKKa BUXigHOTrO Matepiany,
peareHTy abo AONOMDKHOI PEYOBUHY (SKLLO
3a3HayYeHo y [JOCbE)

BunyueHHsi BUpOGHMKa cybcTaHLii 6eHgasony
rigpoxnopug BAT "Yconbe-Cubipcbkuii
XimchapmsaBog', pociiicbka thefepadis.
3amwaeTbesa anbTepHaTUBHUIA BUPOGHUK
Aito40T peyvoBrHN 6eHAa3ony rigpoxnopua;:
Second Pharma Co. Ltd, Kutaii.

AHAPOXEN
b

renb ans
30BHILUHLOTO
3acTocyBaHHs, 16,2
mr/1r; no 88 r reno
y thnakoHi 3
[03YH0UNM
NPUCTPOEM, No 1
nakoHy y
KapTOHHI Kopo6Li

BeseH
Xerickea
CA

Benbris

BUPOGHMLTBO 3a
MOBHWM LMK/IOM:
BeseH
MeHblohekuypiHr
Bengpxiym CA, benebris
BMPOGHMLTBO 3a
NOBHUM LK/TOM:
Nab6opaTtopii beseH
IHTepHeLwHn, ®paHuis
BUNPOGYBaHHSA
KOHTPO/O SIKOCTI
(mikpobionoriuHuia
KOHTPO/b):
Kyani KoHTpon,

Benbrisi/
®paHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy 3asBHUKa
(BnacHvika peecTpauiiiHoro noceigyeHHs) 3miHa
agpecy 3asBHVKa. TEPMiH BBEAEHHS 3MiH -
npoTArom 6 micsALiB Nicns 3aTBEPAXKEHHS.

3a
peyenmom

UA/5301/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
®paHuis
9. | ACKO®EH N1 | Tabnetku; no 6 AT Ykpaina AT "Nly6Hnchapm"” YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 6e3 He UA/8791/01/01
TabneTok y "Nly6Hnha 3MmiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBUIA peyenma: nionsizae
6nictepax; pm" nikapcbkuii 3aci6. Cuctema mabsiemku
no 6 Tabnetok y KOHTelHep/3aKynoptoBasibHWi 3aci6. 3miHa Ne 6, Ne10.
6nicTepi; no 10 PO3Mipy YNakoBKM roTOBOr0 fikapcbKoro 3acoby 3a
6nictepis y navui; (3MiHa KiNbKOCTi oaMHULL (Hanpuknag TabneTok, | peyernmom:
no 10 TabneTtok y amny TOLLO) B ynakoBLi:) - 3MiHa y gianasoHi mabsiemku
6nictepax; 3aTBEPIAXEHUX PO3MIpIB YNaKOBKM - fOAAETHCSA Ne 60
[oaaTkoBUiA BUA ynakoBku: no 10 TabneTok y (6x10), Ne

no 10 TabneTtok y
6nictepi; no 10
6nicTepiB y nayi
no 10 Tabnetok y
6nictepi; no 1
6nictepy y nauui

6nictepi, no 1 6nictepy y nayui 3 BignoBigHNMMN
3MiHaMu Jo po3giny “Ynakoska” MKA N13, 6e3
3MiHM NEPBMHHOIO NakyBasIbHOTO MaTtepiany.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBep/MKeHHs. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKiil xapakTepucTuLj NikapCbKoro
3aco6y, TEKCTIi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiinnii nepiog, abo sk pesynbtat
OLLiHKVM 3BIiTYy 3 AOC/iAKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiatpudHNX AOCNIOXKEHb
(PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
YMNOBHOB&XXEHUM OpraHom) 3MiHV BHECEHO [0
IHCTPYKLU|T 4719 MEAUYHOrO 3aCTOCYBaHHSA
NiKapcbKoro 3acoby A0 po3ainis "B3aemogis 3
iHLUIMMK NiKapCbKMKM 3acobamMu Ta iHLWi BUuam
B3aemogiit", "Ocob/MBOCTi 3aCTOCYBaHHA" L1040
iHhopMmawii 3 6e3neku Ajtyoi pevyoBUHN
napaueTtamosn. BeefeHHs 3MiH npoTarom 6-Tn
MicaLiB nicna 3aTBepakeHHs. CynyTHA 3MiHa -
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo
3060B'A3aHb Ta YMOB BUaui peecTpayiiiHoro
nocBigYeHHs, Bkovatoum MNMnaH ynpasniHHA
pr3nkamm (3acToCyBaHHA TEKCTY, SKWi
NOroXEHN 3 KOMNETEHTHM OpraHom)
3a8BHUKOM HafaHO OHOBMEHW MnaH
ynpasiHHA pusnkamu Bepcis 1.1 3mMiHn BHeCeHo
0o yactuH: 1l "Cneuudpikauis 3 6esneku”, Il
"MnaH 3 papmakoHarnsgy”, V " 3axogu 3
MiHimizauii pusmkis”, VII "JoaaTkun”
Ha OCHOBI OHOB/EHOI iHhopMaLii 3 6e3nekn
Aito4oi peyoBmHM nNapauetamon. 3Minu | Tuny -

100 (10x10).
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHun) (3miHY BHeCeHo
[0 IHCTPYKUIT ANA MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby A0 po3ainis "3acTocyBaHHs
y nepioA BariTHOCTi abo rogyBaHHs rpyaar”
(peparyBaHHs TekcTy) Ta "lNob6iuHi peakwji”
(monoBHEHHS iHd)opMaLlil CTOCOBHO
NoBifOM/IEHHb NP0 NOGIYHI peakyii). BBeaeHHs
3MiH NpOTArom 6-Tu Micauis nicns
3aTBEPAKEHHSA
10. | ATOPBACTA | Tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/15437/01/01
TUH- o060s10HKot, no 10 "papmaue "papmaueBTnyHa 3MiHM | TUny - 3MiHK 3 AKoCTi. FoTOBMIA peyenmom
AAPHNUA Mr; no 10 TabneTok BTUYHA ipma "OapHuus” nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
Y KOHTYpHili hipma po3Mipy cepil (Bk/tovatoun AianaszoH po3mipy
YapyHKOBIl "NapHuus" cepil) roToBOro NikapCbKoro 3acoby (3MeHLIeHHS
ynakosuj; no 3 [0 10 pasiB) - BBeleHHSI 404aTKOBOrO PO3Mipy
KOHTYPHI YapyHKOBI cepii N3 pna gosysaHHs no 10 wr;
YyNakoBKM y nauii; no 3arsepakeHo: 74,880 kr 3anpornoHOBaHoO:
14 Tabnetok y 37,346 kr, 74,880 kr; 3MiHW | TUMy - 3MiHK 3
KOHTYpHilA sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
YapyHKOBIl BMPOGHMUTBI. 3MiHa po3mipy cepii (BkoUaroum
ynakoBLj; no 2 Jiana3oH po3Mipy cepii) roTOBOro JlikapCbKoro
KOHTYPHi YapyHKOBI 3aco06y (iHLWi 3MiHW) - LONOBHEHHS pPo3ainy
yNakoBKM y navi 3.2.P.3.2. Cknap Ha cepito Ha N3 no 10 mr Ta
no 20 mr iHchopmalLieto LWoA0 po3mipy cepiii B
TabneTtok Ta ynakokax [itoya pefakuis
3.2.P.3.2. «Cknag Ha cepito» 13 no 10 wr -
74,880 kr 113 no 20 mr — 149,760 kr;
MponoHoBaHa pepakuia 3.2.P.3.2. «Cknag Ha
cepito» 13 no 10 mr 74,880 kr (480,000 T.
Ta6s./17,140 1. yn Ne28 a6o 16,000 1. yn. Ne30),
37,346 kr (239,400 1. Ta601./8,550 T. yn. Ne28
a6o 7,980 T1. yn. Ne30), 113 no 20 mr 149,760 kr
(480,000 T. Ta6n./17,140 1. yn. Ne28 a6o 16,000
7. yn. Ne30)
11. | ATOPBACTA | Tabnetku, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a - UA/15437/01/02
TUH- 060n0Hkoto, no 20 "papmaue "papmaueBTNYHa 3MiHM | TUny - 3MiHK 3 AKOCTi. FoTOBMIA peyenmom
AAPHULA mr; no 10 TabneTok BTUYHA dipma "OapHuua” nikapcbkuii 3aci6. 3MiHU Yy BUPOGHULTBI. 3MiHa
Y KOHTYpHIlA ipma po3mipy cepii (BknoUarouy gianasoH po3mipy
YapyHKOBIli "AapHuus"”

ynakosLi; no 3
KOHTYPHi YapyHKOBI
ynakoBKM y naui; no
14 TabneToK y
KOHTYPHIl
YapyHKOBIl
ynakosLi; no 2
KOHTYPHi YapyHKOBI

cepii) roToBoro nikapcbkoro 3acoby (iHLwi 3MiHu)
- BONOBHeHHs po3ainy 3.2.P.3.2. Cknag Ha
cepito Ha ['/13 no 10 mr Ta no 20 mr
iHchopMmauieto LLoao po3mipy cepili B TabneTok
Ta ynakoskax [fjtoua pegakuis 3.2.P.3.2. «Cknag,
Ha cepito» 13 no 10 mr - 74,880 kr [N13 no 20
Mmr — 149,760 «kr; NMponoHoBaHa pefakLis
3.2.P.3.2. «Cknag, Ha cepito» 13 no 10 mr
74,880 kr (480,000 1. Ta61./17,140 T. yn No28
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
yNakoBKM y navi a6o 16,000 1. yn. Ne30), 37,346 kr (239,400 T.
Ta6,1./8,550 T. yn. Ne28 a6o 7,980 T1. yn. Ne30),
N3 no 20 mr 149,760 kr (480,000 T.
Ta6n./17,140 T1. yn. Ne28 a6o 16,000 1. yn. Ne30)
12. | BICAKOAUN cynosuTopii MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 - UA/1380/01/01
pekTanbHi no 0,01 r; akuioHepH TOBapuCTBO "J1eKkXiM - 3MiHn | TUny - 3MiHKn 3 akocTi. CepTudiikaT peyenma
no 5 cynosuTopiiB y e Xapkis" BignoBigHocTi/E-cepTudikat BigNoBiAHOCTI
6nictepi; no 2 TOBapucTB €Bponelicbkii hapmakonei/MoHorpadii. 3miHu,
6nicTepu y nauui 3 0 "Nlekxim- MoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
KapToHY Xapkis" BiANOBIAHICTb A0 MoHorpadii APY a6o
€Bponeiicbkoi hapmakonei, abo iHwoi
HaujoHanbHOI hapmakonei gepxasu €C (3miHa
y cneyudikayisix, NoB'A3aHa 3i 3miHamu B J®Y,
abo Esponelicbkiin hapmakonei, abo iHLUii
HaujioHasnbHIli hapmakonei gepxasu €C)
MpuBeaeHHA cneumndikaii Ta MmeToais
KOHTponto sikocTi APl Bicakoaun 3a n.
«lgeHTudikalis», «PO34nHHICTb», «CynpoBigHi
OOMILLKM», «Badkki MeTanm» oo BUMOor
MoHorpadii EP. CynyTHsi 3MiHa - 3MiHW 3 AKOCTI.
CeprtuchikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXiAHICTIO NPUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii 4®Y abo €Bponencbkoi
thapmakonei, abo iHLWOI HaLioHaNbHOT
hapmakonei gepxasu €C (iHLWi 3MiHK)
13. | BICAKOAUMN cynosuTopii MpuBaTHe Ykpaina MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: - - UA/13999/01/01
pekTanbHi no 0,01 r; akuioHepH TOBapuCcTBO "/lekxiM - 3MiHu | TUny - 3MiHKn 3 akocTi. CepTudikaT
in bulk: no 5 e Xapkis" BignosigHocTi/lE-cepTudikat BignoBigHOCTI
CynosuTopiiB y TOBapucTB €Bponelicbkii hapmakonei/MmoHorpadii. 3miHu,
6nictepi; no 250 0 "/lekxim- noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
6nicTepu y ALWMKY Xapkis" BiANOBIAHICTb A0 MOHorpadii APY abo

€Bponelicbkoi dhapmakonei, abo iHwoi
HauioHanbHOI chapmakonei gepxasu EC (3miHa
y cneyudpikauisix, nos'asaHa 3i 3miHamu B JdY,
abo €sponelicbkiin hapmakonei, abo iHLWii
HaLjioHasnbHili hapmakonei gepxasu €C)
MpuBeaeHHs cneumdikayii Ta meTogis
KOHTponto sikocTi APl Bicakoawn 3a n.
«lpeHTudpikauis», «PO34MHHICTb», «CynpoBiaHi
OOMILLKM», «Baxki meTanm» [o BUMor

MoHorpadii EP. CynyTHs 3MiHa - 3MiHW 3 AKOCTI.

CepTudpikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei/MoHorpadii. 3mMiHK1, NoB'A3aHi 3
HeOoO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 1doY abo €Bponeiicbkoi
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
thapmakonei, abo iHLWOoi HaLioHa/IbHOT
hapmakonei gepxasu €C (iHLWi 3MiHK)
14. | BOPHOI pO34nH oNns TOB YkpaiHa TOB "TepHodhapm" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 6e3 - UA/8460/01/01
Kncnotu 30BHILUHLOIO "TepHodpa 3MiHY | TRy - AAMIHICTPaTUBHI 3MiHU. peyenma
PO34/H 3acToCyBaHHs, pm" BunyyeHHs1 BUPOOHMYOT AiNbHULL (BKNHOYaOUK
CMUPTOBUIA | cnnpToBuii 2 % no AinbHuui ans A®l, npomixxHoOro NnpoaykTy abo
2% 10 mn y cpnakoHax; roTOBOrO JliKapCcbKoro 3acoby, AinbHWLi 41
no 20 mny NpoBefeHHsA NakyBaHHs, BUPOOHUKA,
donakoHax- BiANOBIAA/IbHOrO 3a BUNYCK Cepiii, MicLe
KpanenbHUUAX; No npoBefieHHA KOHTPOSO cepii) abo
10 mn y dpnakoHi; no nocTavasibHVKa BUXigHOro marepiasny, peareHty
1 conakoHy B mauu,j 3 ab0 AONOMDKHOT PEUYOBMHM (SIKLLLO 3a3HAYEHO Y
KapToHy; no 20 Mny [OCbE).
hN1aKoHi- BunyyeHHs BUPOOGHMYOI Ai/IbHUL| aKTUBHOT
KpanenbHuui; no 1 cybcTaHuii kucnotu 6opHoi, a came 3AT "TXK
dhrnakoHy- Bop", Pocilicbka dPepepauis. 3anviaerbcs
KpanesibHULi B nauLii anbTepHaTUBHWI BUPOOHWK aKTUBHOT cybcTaHLil
3 KapToHY kncnotn 6opHoi SUJATA NUTRI-PHARMA
PRIVATE LIMITED, IHgis.
15. | ByniPon PO34nH ANst iHQy3il, MicTpan AHrnis ANTAH IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/18807/01/01
4 mr/mn; no 100 mn Kenitan PAPMACBIOTIKANS, 3MiHu | TMNY - 3MiHK Woa0 peyenmom nidnsieae
Y KOHTelHepi B MeHemkm C.A. 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3aXMCHOMY nakeTi eHT 3MiHa y KOpOTKili xapakTepucTuLj NikapcbKoro
Nimviteq 3aco6y, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA Ha NiacTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiinnii nepiog, abo sk pesynbTart
OLLiHKM 3BIiTYy 3 AOC/IKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiatpudHnX 4OCigXeHb
(PIP) (3MiHy y3rompeHo 3 KOMNEeTEeHTHUM
YMOBHOB&XEHVM OpraHom)
3MiHV BHECEHO [0 iHCTPYKLiT 4151 MegnyHoro
3acTocyBaHHA NikapcbKoro 3acoby y po3ain
"3acTocyBaHHs y nepiof BariTHOCTi abo
rofyBaHHs rpy4ar0” BignosigHO 40 OHOBJ/IEHOT
iHchopMmawLii 3 6e3nekun Ajtoyoi pevOoBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHSA
16. | BYNPIHON Tabnetku 3 3AT JintoBCcbka KOHTPO/Ib SAKOCTi Ta Bonrapis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/19228/01/01
MoaudikoBaHUM «®apmnira | Pecnybnik BiANOBiAa/IbHMIA 32 Cepbis 3MiHK | Tuny - 3MiHK 3 ikocTi. AL, KoHTponb peyenmom
BUBI/IbHEHHAM, NO » a BUNYCK cepil: A®l. 3miHa y MeTogax BunpobysaHHAa APl abo
150 mr; no 30 BANTKAHOAPMA- BUXifHOro Marepiany/npomMixxHOro
TabneTok 3 AYNHNLUA AL, NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
MoaudpikoBaHUM Bonrapis; npoueci BupobHuLTBa APl (HE3HAYHI 3MiHM Y
BUBIIbBHEHHAM Y BMPOGHMLITBO 3aTBEpPHKEHNX MeToAax BUNPoBOyBaHHS) - 3MiHK

NnA1acTUKOBOMY

NiKapCcbKoro 3acooy,

B 3aTBEpKEHOMY MeTofi BUNpobyBaHHs AdI 3a
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
nokasHukom «KinbkicHe Bu3HaueHHsi» (HPLC),

KOHTelHepi, no 1
KOHTelHepy y
KapTOHHi KopooLyi

nepBuHHe Ta
BTOPWHHE MakKyBaHHS,
KOHTPO/Ib SIKOCTI cepil:
PapmaLeyTcko-
Xewmilicka IHoyCTpis
(dXI) 3gpasne A4,
(AxTasic), Cepbis;
fojatkoBa finbHUUA 3
KOHTpoto skocTi: TE
dapmacbloTikans /T4,
Bonrapis

noB’si3aHi 3 OHOBNEHHAM ASMF BMpOGHMKa
Erregierre; 3miHu | Tuny - 3miHu 3 akocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHsS
A®| abo BUXiAHOrO MaTepiany/nPoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuutea A®| (iHwi 3miHW y
MeToAax BUNPo6yBaHHA (BK/IOUAKUMN 3aMiHy
abo gonosHeHHs) A®| abo
BVIXiZHOrO/MPOMDKHOrO MPOAYKTY) - 3MiHW B
mMeToai BunpobyBaHHs APl 3a NOKa3HNKOM «M-
xnop6eH3oiiHa kucnota» (HPLC) y BUpo6HMKa
'N3 Teva; 3miHu | TMNY - 3MiHK 3 SKocTi. API.
KoHTponb A®I. 3miHa y MeTogax BUNPOOyBaHHS
A®| abo BMXigHOTrO Matepiany/npoMiKHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTBa APl (HE3HAUHI 3MIHK Y
3aTBEPMKEHUX MeToAax BUNPoBOYyBaHHS) - 3MiHK
B 3aTBEPKEHOMY MeTogi BunpobysaHHA Ad| 3a
NOKa3HUKOM «M-X/10p6EH30/Ha K1C/1oTa
(HPLC), nos’sizaHi 3 oHoBNEeHHAM ASMF
BMpo6HuKa Erregierre; 3miHu | Tvny - 3miHn 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y meTogax
BuNpobysaHHA A®| abo BuxigHoro
marepiany/npomiKHOr0 NPoAyKTy/peareHTy, Wwo
BVKOPWCTOBYETbLCS Y NPOLLECi BUPOGHMLTBA ADI
(He3HayHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOGYBaHHS) - 3MiHN B 3aTBEPKEHOMY
MeTozi BUnpobysaHHs A®| 3a NOKa3HUKOM
«OpraHiyHi gomiwkn» (HPLC), nos’a3aHi 3
oHoBrieHHsIM ASMF Bunpo6Huka Erregierre;
3MiHu | TUNYy - 3MiHK 3 aKkocTi. A®l. KOHTpob
A®I. 3miHa y meTogax BunpobysaHHs APl abo
BVXiHOrO Matepiany/npoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci Bupo6HuLTBa APl (HE3HaUHI 3MiHN Y
3aTBEPMKEHUX MeToAax BUNPoOYyBaHHS) - 3MiHM
B MeTO/i BUNPO6yBaHHS 3a NOKa3H1KOM
«KinbkicHe BU3HauYeHHs BynponioHy
rigpoxnopugy» (HPLC) Bupo6Huka N3 Teva;
3MiHu | TUNYy - 3MiHK 3 aKkocTi. A®l. KOHTpob
A®I. 3miHa y meTogax BunpobysaHHs APl abo
BVXiHOrO Matepiany/npoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHWi 3MiHN Y
MeToAax BUNpPo6yBaHHSA (BK/IHOHYAKOUM 3aMiHY
a60 fonoBHeHHs) APl abo
BMXIiHOr0/MPOMiXXHOro NPoAyKTY) - A0A4aBaHHSA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
BMPO6HMKOM /13 Teva okpeMoro meToay
KOHTPO/TI0 3@ MOKa3HNKOM
«BpomxnopnponiogeHoH» (HPLC). 3miH B
cneuudikauii APl He Bigbynocs, B
3aTBEPMKEHOMY METOZi AaHa AoMillka
BM3HaYas1aca B MeTofi «OpraHivHi JOMILLKN»
17. | BANoAain TabneTku, BKpUTI KPKA, CnoBeHis BiAnoBiAabHWIA 3a CnoBeHisi BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a - UA/14358/01/01
NNiBKOBOIO n.4., Hoso BMPO6HULTBO "in bulk”, 3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBMIA peuenmom
060/10HKOI0 N0 5 MecTo nepBUHHE Ta nikapcbkuii 3aci6. KOHTpob roToBOro
Mr/160 mr no 7 BTOPUHHE NaKyBaHHs, nikapcbkoro 3acoby. 3miHa y meTogax
Tabnetok y 6nictepi, KOHTPO/1b Ta BUMYCK BMNPO6YBaHHSA rOTOBOrO JliKapCbKOro 3acoby
no 2, no 4, no 8 aéo cepii: KPKA, a.4., (iHWi 3MiHM y MeTogax B1npobyBaHb
no 14 6nictepis y HoBo mecTo, (BKTHOYaOUM 3aMiHy ab0 AOMOBHEHHS)) - 3MiHA
KapTOHHI kopobuyj; CnoBeHis; mMeToAy BUnNpobyBaHHs /13 3a NOKa3HUKOM
no 10 TabneTtok y BiANOBIAa/IbHUI 3a «CynyTHi gomiwkn» (BEPX). BBeaeHHs 3MiH
6nicTepi, no 3, no 6, KOHTpoOsb cepii: KPKA, NPOTAroM 6-T MICALIB MiC/1A 3aTBEPKEHHS
no 9 a6o no 10 A.4., HoBo mecTo,
6nictepiB y CnoBeHis
KapPTOHHI Kopobui
18. | BAHATEKC TabneTku, BKpUTI dapmaves Monbwa dapmaleBTUYHNMIA Monbua BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/12839/01/01
KOMBI nAiBKOBOO TUYHWIA 3aBog "MOJIb®APMA" 3MmiHu | TUnYy - 3MiHK 3 aKocTi. CepTudikar peyenmom
060/10HKO0, 160 3aBof C.A. BignosigHocTi/lE-cepTudikar BignosigHoCTI
mr/12,5 wmr; no 14 "MOJIb®A €Bponelicbkiit hapmakonei/MmoHorpadii.
Tabnetok y 6nictepi; | PMA" C.A. MoaaHHA HoBOro abo OHOBMIEHOroO cepTudikaTa
no 2 6nictepn y BiANOBIAHOCTI 260 BUYyYEHHSA cepTudikaTa
KapTOHHI Kopo6Lyi BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ans BMXigHOro
martepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; Ans
[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWi cepTUdikaT Bif, yxe 3aTBEPAXEHOr0
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO cepTudikara
BiANoOBIgHOCTI EBponeiickbkill hapmakonei Ne R1-
CEP 2004-058 - Rev 03 (3aTBepmxeHo: R1-CEP
2004-058 - Rev 02) gns Ad| rigpoxnopTiasvay
Bifl BXXe 3aTBEpKeHOro BUpPobHMKa
PHARMACEUTICAL WORKS POLPHARMA
S.A.
19. | BAPUIPUKC niocpinizat ana "nakcoCmi Benuka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a - UA/15966/01/01
™ PO3UMHY ANA iH'eKLil TKNAiiH BputaHis Bionogxikans C.A. 3MiHu | TUNY - 3MiHK 3 AKocTi. API. peuyenmom
VARILRIX™ no 1 posi; 1 chrakoH Ekcnopt Bupo6HMLTBO. 3MiHN BUNpobyBaHb abo
BAKUVHA 3 niocpinizatom Ta 1 Nimitep [ONyCTUMMX MEX Y NpoLieci BUpobHuuTBa Adl,
anda amnyna 3 LLIO BCTAHOB/EHI y cneuudikauisx (4ofasaHHA
MPO®IAKT PO34MHHMKOM (BOAA abo 3amiHa BUNpobyBaHHSA 3a pe3y/ibTataMun
KN ONs iH'eKUI) B focnigpkeHb 3 6e3nekn abo AKOCTi) -
BITPAHOI n1acTMKoBomy BnpoBamkeHHs TecTy «[ligpaxyHOK 3a/IMLLKOBUX
BICn KOHTEeliHepi B KnitnH» (“Residual Cell Count”) sik in- process
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
XUBA KapTOHHiI kopobuy; control monitoring test npy BUPOGHULTBI
ATEHYNOBA | 1 chnakoH 3 npomixHoro npoaykty Varicella CVP. 3miHu |1
HA nioghinizatom Ta 1 TMny - 3MiHK 3 akocTi. A®Il. KoHTponb A®I. 3miHa
nonepegHL0 y napameTpax cneuudikauin Ta/abo gonyctmmmx
HanoBHEHWIA LWNpULY MeX, BU3HaYeHuX y cneuudikauisx Ha Ad®l, abo
3 PO3YMHHUKOM BUXIZHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
(Bofa Ans iH'ekuiin) y BVIKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
KOMMEKTi 3 ABOMA (BunyyeHHs napameTpa cneuudikadii, Skui
ronikamu B MOXe MaTu CYTTEBWIA BB Ha sikicTb A®| Ta/abo
n1acTUKOBOMY roTOBOrO JliKapCbKOro 3acoby) BuganeHHsa TecTy
KOHTeliHepi B «BusiBNEHHs HeyLKoMKeHNX KNiTuH» (“Detection
KapTOHHi kopobuyj; of Intact Cells”), i3 cneyucpikauii 4ns NPOMKHOro
100 donakoHiB 3 npoaykty Varicella monovalent bulk (i.e. clarified
niocpinizatom Ta 100 virus pool, CVP).
amnyn 3
PO34MHHKKOM (BOAA
Ons iH'ekuin) (8
YapyHKoBIli
yNakoBLji) B OKpeMUxX
KapTOHHKX KOpo6kax
20. | BAP®APUH Tabnetkv no 3 mr; OpioH PiHNAHAIA OpioH KopnopeliLuH, PiHNAHAIA BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3a He UA/5190/01/01
OPIOH no 30 a6o no 100 Kopnopeii ®iHnAHAiA; OpioH 3MiHu | TURY - 3MiHK Woao peyenmom | nionsi2ae
TabneTok y doNakoHi LIH KopnopeiiLH, 6e3nekun/edhekTBHOCTI Ta hapMakoHarniagy
3 BOAOMNOIIMHA0HO0 PiHNAHAIA (iHWi 3MiHM) 3MiHM BHECEHO A0 IHCTPYKUiT Ans
Karncynoto; no 1 (anbTepHaTUBHUIA MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby y
h1akoHy B BMPOBHUK, LLLO po3ainu "OcobnBOCTi 3acTocyBaHHS", "MoGIYHI
KapTOHHI Kopo6Lyi 3[jICHIOE NEepPBMHHE Ta peakuii" BiANOBIAHO A0 OHOBMEHOI iHthopMmavi
BTOPVIHHE NaKyBaHHS) o0 6e3neky 3acTOCyBaHHS Ailo4oi PeHOBUHM
3riiHO 3 pekoMeHpauieio PRAC. BeeeHHS 3MiH
NPOTAroM 2-X MIcsLiB MiC/1S 3aTBEPLKEHHS.
21. | BAP®APVH Tabnetkv no 5 mr; OpioH PiHnaHaisa OpioH KoprnopeiiLuH, PiHNAHAIA BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis: 3a He UA/5190/01/02
OPIOH no 30 a6o no 100 Kopnopeii ®iHnsAHAiA; OpioH 3MiHu | TMNY - 3MiHK Woao peuenmom | nidsnsizae
Tabnetok y pnakoHi LUH KopnopeiiH, 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
3 BOAOMOMNIMHAKY00 diHnaHais (iHWi 3MiHW) 3MiHM BHECeHO [0 IHCTpyKLil aAns
Kancynoto; no 1 (anbTepHaTUBHUIA MeAMYHOro 3acTOCyBaHHA NMikapCbKoro 3acoby y
h/1aKoHy B BMPOGHUK, L0 po3ainu "OcobMBOCTI 3acTocyBaHHS", "MoGIYHI
KapTOHHI Kopo6Lyi 3[jICHIOE MEPBMHHE Ta peakuii” BignoBigHO 4O OHOBNEHOT iHChopMaLi
BTOPVHHE NaKyBaHHS) o0 6e3neKky 3aCTOCyBaHHS Ailo4oi PeHOBUHM
3rigHo 3 pekoMeHgauieto PRAC. BBeaeHHs 3MiH
NPOTAroM 2-X MicALiB NiCM1A 3aTBEPAKEHHS.
22. | BEHNA®AK Tabnetku no 37,5 ToBapucT YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/13809/01/01
CWH-3H mr; no 10 TabneTok BO 3 06MEXEHO 3MiHu | TMNY - 3MiHK Wo[0 peyenmom | niossizae
y 6nicTepi; no 3 abo obmexeHo Bi4NOBIAA/ILHICTIO 6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsay.
5 6nicTtepiB y 10 "Xapkiscbke 3MiHa y KOpOTKili XapakTepuCTuL Nikapcbkoro
KOpOoO6LUi 3 KAPTOHY BiAMoBiAa thapmaueBTNyHE 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT A4ns
NbHICTIO nignpUeEMCTBO MeAMYHOro 3acToCyBaHHA Ha niacrasi
"XapkiBCbk "340poB'a Hapoay" perynsipHoO OHOBJ/IOBAHOrO 3BIiTY 3 6e3nekn
e nikapcbKkoro 3acoby, abo AocnigpkeHb 3 6e3neku




24

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
thapmaues 3aCTOCyBaHHS Nikapcbkoro 3acoby B
TUYHE nicnspeecTpauiiinii nepiog, abo sk pesynbTart
nignpuemc OLLiHKVM 3BIiTYy 3 AOCNIMKEHb, NPOBEAEHNX
TBO BIANOBIAHO A0 MiaHy neiaTpUYHNX AOCAIIKEHb
"3p0poB's (PIP) (3MiHy y3ropkeHo 3 KOMNeTEeHTHUM
Hapogay" YMNOBHOB&XEHNM OpraHom)
3MiHM BHECEHO [0 IHCTPYKUIiT AN MEeANYHOro
3acToCyBaHHA NiKapcbKoro 3acoby [0 po3fainis
"B3aemogis 3 iHWMMK flikapcbkumn 3acobamu Ta
iHWi BnAn B3aemogiin", "Ocob6amBocCTi
3acTocyBaHHA" Ta "lMepefo3yBaHHA" BiANOBIAHO
[0 pekomeHpauiin PRAC.
TepmiH BBeA,EHHS 3MiH - NPOTAroM 6 micauis
nicnsa 3aTBepKEHHS.
23. | BEHNA®AK Tabnetky no 75 mr; ToBapucT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3a He UA/13809/01/02
CWH-3H no 10 TabneTok y BO 3 obmexeHo 3MiHu | TURY - 3MiHK WoAao peyenmom | nidnsi2ae
6nictepi; no 3abo 5 | obmexeHo BiANOBIAA/ILHICTIO 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
6nicTepis y kopobui 10 "XapkiBcbke 3MiHa y KOpOTKiil xapakTepucTuLj NikapCbKoro
3 KapToHY Bignosiga hapmaLleBTUUHE 3aco6y, TEKCTIi MapKyBaHHS Ta iHCTPYKUiT Ans
NBHICTIO nignpPUeEMCTBO MeAMYHOro 3acTOCyBaHHA Ha niacTasi
"XapkiBCbk "340poB'a Hapoay" perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
e nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
thapmares 3acTocyBaHHSA NikapcbKoro 3acoby B
TUYHe nicnsapeecTpauiinnii nepiog, abo sk pesynbtar
nignpvemc OLLiHKVM 3BIiTYy 3 AOC/iAKEeHb, NPOBEAEHNX
TBO Bi4NOBIAHO A0 NnaHy nejiatpudHNX AOCNIOXKEHb
"3p0poB'sa (PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
Hapoay" YMOBHOB&XEHVM OpraHom)
3MiHM BHECEHO [0 IHCTPYKLUIT A4715 MeANYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMU slikapcbkumn 3acobamu Ta
iHWi BUAW B3aemogiit", "OcobnmnBocCTi
3acTocyBaHHs" Ta "Mepefo3yBaHHs" BigNoBigHO
[0 pekomeHgauin PRAC.
TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micAauis
nicns 3aTBeppkKeHHs.
24. | BEHOPYTUH | renb2%no40ry My6niyHe Ykpaina My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 - UA/2354/02/01
on Ty6i; no 1 1y6i B akuioHepH TOBapucTBo "HaykoBo- 3MiHu | TUny - 3MiHKn 3 AKkocTi. A®l. KOHTponb peuyenma
nauj 3 KapToHy e BVMPOGHWYNIA LEHTP A®l. 3miHa y napameTpax cneuudikauii Ta/abo
TOBapuUCTB "BopLyariBCbKuii [ONYyCTUMUX MEX, BU3HAUYEHUX Y crieumdikaLisx
o] Ximiko- Ha A®Il, abo BUXiZHWUIA/MPOMIXHWIA
"HaykoBo- hapmaLeBTUYHWI npoayKT/peareHT, L0 BUKOPUCTOBYIOTbLCS Y
BMPOGHMWY 3asof” npoueci BupobHuutea APl (BuyyYeHHs
WiA LeHTp He3Ha4yHOro NokKasHuKa sIKOCTi (Hanpuknag,
"Bopuaris BWYYEHHS 3acTapifioro nokasHuka)) BHeceHHs
CbKuit 3MiH g0 crneundikauii A®l, a came-BUTyYEHHS
XiMiKO- nokKasHuka siKocTi «Baxki MeTasin». 3MiHu | Tuny
hapmaues - 3MiHM 3 siKkocTi. APl. KoHTponb A®I. 3miHa y
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n/n

Hassa

3acoby

JliKapcbK0O20

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep

peecmpayitiHo2o

noceio4YeHHs

25.

BEHOPYTWUH

TUYHWIA
3asof”

mMeTodax BunpobysaHHs A®l abo BUxigHOro
mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
BVIKOPUCTOBYETbLCS Y NPOLieCi BUPOGHMLTBA ADI
(He3HauHi 3MiHM y 3aTBEPXEHUX MeToAax
BUNPO6YBaHHS) BHECEHHS HE3HAYHWX 3MiH 40
MeToAiB KOHTPOo AD| 3a N. «3aNLLKOBI
KISIbKOCTi OpraHiYH1X po34nMHHUKIB», a came -
3aMiHa xpomarorpadivyHoi Ko/IoHKM po3mipom 30
M X 0,53 mm «SP WAX 57 CB» chipmu «Perkin
Elmer», CLLA Ha xpomaTorpadiyHy KOMOHKY
po3mipom 30 M X 0,32 MM «ZB-FFAP» hipmun
«Phenomenex», CLUA. Bynn 3MiHeHi
TeMnepaTtypHi pexumm poboTu
XpomaTtorpadiyHol KONIOHKHM, KiHLEBI
KOHLEHTpAaLil po34MHIB Ta BBEAEHWIA
[04aTKOBWIA BHYTPIWHIM cTaHgapT 415 6inbL
KOPEKTHOr0 BU3HAYEHHS OpraHiyHuX
PO3YMHHUKIB. 3MiHM | TUNY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BUNPo6yBaHHsS
A®| abo BUXiAHOrO MaTepiany/npPoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuuTBa APl (He3HauHi 3MiHN y
3aTBEPMKEHNX METOAaX BUNPOGYBaHHS)
BHeceHHs He3HaYHUX 3MiH [0 METOAiB
KoHTponto A®I 3a n. «KomMnoHeHTHWiA cknag O-
(B-rigpokcneTnn)-pyTo3naiB i pyTUH», a came-
Ans igeHTudikauii nikis O-(B-rigpokcmetnn)-
pyTO3MAiB NPOMOHYETHLCH 3aMiHa
XpomatorpagiyHol KONoHKM po3mMipom (150 x
3,9) MM «SymmetryTM C18» dhipmn «Waters»
Ha xpomarorpadidHy Ko/IoHKy po3mipom (150 x
4,6) MM «Kromasil 100-5-C18» chipmu
«AkzoNobel», LWBseuis. BignosigHo fo sumor €®
10®Y, 2.2.46 fonycKaeTbCSA KOperyBaHHs
OiameTpy xpomaTorpadiyHoi KONoHKN + 25 %,
TOMY 3anponoHoBaHa 3amiHa € AonycTMMOL0 Ta
He noTpebye peBanigauii METOANKM

on

kancynu no 300 mr
no 10 kancyny
6nicTepi; no 2
6nictepu B naui 3
KapTOHY

My6niuHe
aKujioHepH
e
TOBapuCTB
0
"HaykoBo-
BUPOBHUY
WA LEHTP
"Bopuaris
CbKWiA
XiMiKO-

YKpaiHa

My6niyHe akuioHepHe
TOBapucTBO "HaykoBo-
BVPOGHWYMNIA LEHTP
"BopLyariBcbKuii
Ximiko-
thapmaLeBTUYHMIA
3asof”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | Tuny - 3miHn 3 akocTi. A®I. KoHTposb
A®l. 3miHa y napameTpax cneuudikauii Ta/abo
LONyCTUMUX MeX, BU3HaAYeHUX Yy cneumdikauisx
Ha A®|, abo BUXigHWUIA/MPOMIKHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci Bupo6bHuLTBa A®I (BUNYyYEHHS
HEe3Ha4YHOro NokasHMKa SKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro nokasHuka)). BHeceHHs
3MiH g0 crneundikauii A®l, a came-BUyYEHHs
nokasHuKa aKkocTi «Baxki meTanm». 3MiHu | Tuny

6e3
peuyenma

UA/2354/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa

Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska)

nocsio4eHHs1
thapmaues - 3MiHu 3 sKocTi. A®Il. KoHTponb A®l. 3miHa y
TUYHWIA

MeToax BunpobyBaHHs A®Il abo BUxigHOro
3aBog" marepiany/npomikKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA y Npoueci BUpobHuuTBa AdI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTofax
BMNPOBYBaHHSA). BHECEHHS HE3HAYHMX 3MIH A0
MeToAiB KOHTpoo AD| 3a n. «3annLLIKOBI
KiNbKOCTi OpraHiyHuX po34ymMHHUKIB», a came -
3amiHa xpomartorpadivyHoi KoIoHKM po3mipom 30
M x 0,53 mm «SP WAX 57 CB» chipmu «Perkin
Elmer», CLUA Ha xpomMaTorpaddiyHy KONIOHKY
po3mipom 30 M x 0,32 MM «ZB-FFAP>» chipmu
«Phenomenex», CLUA. Bynu 3miHeHi
TemnepartypHi pexumu poboTtun
XpomMaTtorpadiyHOi KOSTOHKM, KiHLEBI
KOHLeHTpAaLil pO34MHIB Ta BBEAEHWIA
[04,aTKOBWI BHYTPILWHI cTaHaapT ANns 6inbL
KOPEKTHOr0 BU3HAYEHHS OpraHiuyHnX
PO3YMHHWKIB. 3MiHM | TUNY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y MeTogax BUNPOOyBaHHS
A®| abo BMXigHOrO Matepiany/npoMiKHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHULUTBa APl (HE3HAUHI 3MIHK Y
3aTBEPMKEHNX MeToAax BUNPOOyBaHHS).
BHeceHHs He3HauYHWX 3MiH [0 MeTOAiB
KOHTponto A®I 3a n. «KoMNoHeHTHWi1 cknag O-
(B-rigpokcueTnn)-pyTo3ngis i pyTuH», a came-
Ans ineHTudikauii nikis O-(B-rigpokcmeTun)-
pyTO3UAiB NPONOHYETLCA 3amiHa
XpomaTorpadiyHoi KofoHKM po3mipom (150 x
3,9) MM «SymmetryTM C18» chipmmn «Waters»
Ha xpomarorpadivHy KonoHky po3mipom (150 x
4,6) MM «Kromasil 100-5-C18» chipmu
«AkzoNobel», LLBeuis. BignosigHo go Bumor €
10®Y, 2.2.46 ponyckaeTbCA KOperyBaHHs
AiameTpy xpomatorpadiuHoi KONoHKK + 25 %,
TOMy 3anponoHoBaHa 3amiHa € fonyCcTUMOK Ta
He notpebye peBanifauii METOANKM
26. | BIATPA® TabneTku, Lo BiaTpic CLWA dapesa Ambyas dpaHuis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3a
oDT OVcnepryoTbes B CnewenTi 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
POTOBI NOPOXHUHI, nnc HallMeHyBaHHs Ta/abo afpecy 3asBHUKa
no 50 mr no 2 a6o (BNacHvika peecTpauiiHoro NocBig4eHHs)
no 4 Tabnetkny AAMiHICTpaTuBHa 3MiHa HaliMEHyBaHHS Ta
6nictepi; no 1 afpecy 3asBHKKa (BNacHyKa peecTpauiiiHoro
6nictepy B noceigyeHHs) 6e3 3MiHVM camoi pUANYHOT
KapTOHHI Kopo6Lyi ocobu. BnacHukom Pl 3anuwaeTbes ogHa i Ta
cama opuanyHa ocoba. TepMiH BBeEHHS 3MiH
npoTArom 12 micauiB nicns 3aTBepAKEHHS.

- UA/0313/02/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
27. | BITA®EPOH | cynosuTopii TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHiX maTepianis: 3a He UA/17246/01/01
® pekTasbHi, no 250 «BANAPTI BMPOGHMYA KOMMNaHis 3MiHuM | TUNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom | niosis2ae
000 MO, no 10 H "IHTepcapmbioTek" HaliMeHyBaHHS Ta/abo afpecy micus
CynosuTopiiB B PAPMA» NpOBapKEHHS AISNbHOCTI BUPOOHMKa/imnopTepa
KOHTYpHIli roTOBOrO /liKapCbKOro 3acoby, Bko4aun
YapyHKOBI AiNbHULI BUNYCKY cepii abo MicLe NpoBefeHHs
ynakosuj, no 1 KOHTPOJI0 SIKOCTI. (ZiANbHICTb, 3a Ky BignoBigae
KOHTYpHilA BMPOGHUK/IMNOPTEp, BK/IKOYAKUM BUMYCK CEpilt).
YapyHKOBIll ynakoBLi 3MiHa nowToBOoro iHAeKcy BUpobHuKa /13,
B KapTOHHIin kopobu, noB'sA3aHa 3i 3MiHO0 MOLLTOBOrO iHAEKCY
topuanyHoi ocobu TOB "HaykoBo-BMPOGHUYA
KomnaHis "IHTepdapmbioTek”. 3MiHM BHECEHI B
po3ain "Micue3HaxomkeHHs BUPOGHMKa Ta
agpeca MicLs NPOBaXEHHS Oro Ais/IbHOCTI" B
IHCTPYKL,itO 4719 MEAWNYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby, K HaCNiAoK - BiANOBIAHI
3MiHWU Y TeKCTi MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. BeefeHHA 3MiH NPOTAroM
6-TV MicsALiB nicns 3aTBEpAKEHHS. 3MiHM | Tuny -
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu Micus NPOBaKEHHNA AISNbHOCTI
BMPOGHMKa (BK/TOYaKUM, 3a HEOOXIAHOCTI, MicLe
npoBefleHHA KOHTPOSIK0 AKOCTI), a60 BNacHuka
macTep-haiina Ha A®l, abo noctayanbHUKa
Adl/BnxigHoro matepiany/peareHTy/npOMiXXHOIO
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y BUPOOHWLTBI
A®| (AKLLO 3a3HAYEHO Y 1OCbE Ha NikapcbKuii
3acib) 3a BigcyTHOCTI cepTudpikaTa BigNoOBIAHOCTI
€Bponeiicbkilii hapmakonei y 3aTBepakXeHoMy
nocbe, abo BUPOOHMKA HOBOI fONOMIXHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y A0CbE). 3MiHa
NOLUTOBOrO iHAEKCY BUPO6HMKa A®I, noB'A3aHa
3i 3MIHOIO MOLLTOBOTO iHAEKCY PUANYHOI 0CO6U
TOB "HaykoB0-B1pOGHMYa KOMMaHis
"IHTepcapmbioTek".
28. | BITA®EPOH | cynosutopii TOB Ykpaina TOB "Haykoso- YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a He UA/17246/01/02
® pekTanbHi, no 500 «BANAPTI BMPOGHMYA KOMMNaHis 3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa peyenmom | nidssizae
000 MO, no 10 H "IHTepchapmbioTek" HaliMeHyBaHHs1 Ta/abo agpecu Micus
CynosuTopiis B DAPMA» NpoBafYKeHHN AiSNbHOCTI BUPOOHMKa/imnopTepa
KOHTYpHIlA rOTOBOrO JIiKapCbKOro 3acoby, BK/4Ya4mn

YapyHKOBIli
ynakosui, no 1
KOHTYpHIlA
YapyHKOBIli ynakoBLii
B KapTOHHIi kopobu

LOinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
BMPOGHUK/IMNOpPTEp, BK/TKOYAKYM BUMYCK CEpilt).
3MiHa NoLwToBOro iHAeKcy BUpo6HuKa /13,
noB'si3aHa 3i 3MiHOK MOLUTOBOrO iHAEKCY
topuanyHoi ocoby TOB "HaykoBo-BMpo6HMYa
KoMnaHis "l[HTepdapmbioTek”. 3MiHWM BHECEHI B
po3gain "Micue3HaxoMKeHHs BUPOGHMKa Ta
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep

peecmpayitiHo2o

noceio4YeHHs

agpeca MicLs NpoBaXEHHS Oro Ais/IbHOCTI" B
iIHCTPYKL,it0 415 MEeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby, AK HacNifokK - BiLNOBIAHI
3MiHW Y TEKCTi MapKyBaHHS YNakoBKu
niKapcbkoro 3acoby. BBeeHHs 3MiH NPOTAroM
6-TW MicALiB nicns 3aTBepAKEHHS. 3MiHM | TRy -
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu Micusa NPoBamXeHHs AifNIbHOCTI
BMPOGHMKA (BK/IKOYAOYM, 3a HEOOXIAHOCTI, MicLe
NpoBefeHHS KOHTPOJIK0 SKOCTI), abo BnacHvKa
macTep-paiina Ha A®l, abo noctavanbHUKa
Adl/BnxigHoro matepiasny/peareHTy/npoMixXHOro
MPOAYKTY, WO 3aCTOCOBYIOTHCA Y BUPOOHULTBI
A®| (KW 3a3HAYEHO Y LOCLE Ha NiKapCbKuii
3acib) 3a BigCcyTHOCTI cepTudikaTa BifnoBiAHOCTI
€Bponeicbkii hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHUKA HOBOI LOMOMIXHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0CbE). 3MiHa
MOLUTOBOTO iHAEKCY BMPO6HMKa API, nos'a3aHa
3i 3MiHOIO MOLLTOBOrO iHAEKCY PUANYHOI 0Co6U
TOB "HayKoB0-B/pO6GH/Ya KOMMaHis
"IHTepdrapmbioTek".

29.

BITA®EPOH
®

cynosuTopii
pekTasbHi, no 1 000
000 MO, no 10
cynosuTopiis B
KOHTYPHIl
YapyHKOBIli
ynakosLi, no 1
KOHTYPHIl
YapyHKOBIli ynakoBLii
B KapTOHHI1 kopobui

TOB
«BANAPTI
H
DAPMA»

YKpaiHa

TOB "HaykoBo-
BMPOGHMYA KOMNaHis
"IHTepcapmbioTek"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TUNY - AAMIHICTPaTWBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu Micud
NpoBaKEHHS AiSNIbHOCTI BUPOBGHUMKa/imnopTepa
roTOBOrO MiKapCbKOro 3acoby, BKIYaUN
AiNbHULI BUMYCKY cepii abo MicLie NpoBeAeHHS
KOHTPO/IO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BiAgnosigae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOYM BUMYCK CEpilt).
3MiHa NowWTOoBOro iHAEKCY BUPOOHWMKa /13,
noB'A3aHa 3i 3MiHOO MOLUTOBOrO iHAEKCY
ropuanyHoi ocobn TOB "HaykoBo-BMpOGHUMYa
KomMaHis "IHTepdhapmbioTek”. 3MiHM BHECEHI B
po3ain "Micue3HaxomKeHHs BUPO6HMKa Ta
agpeca Micus NpoBafKEHHS 1Oro AisnbHOCTI" B
IHCTPYKL,it0 4159 MEeANYHOrO 3aCTOCyBaHHS
nNiKapcbKoro 3acoby, K Hacnifok - BiANOBIAHI
3MiHW Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. BBeeHHs 3MiH MPOTAroM
6-Tn MicsLIB NicNsA 3aTBEPKEHHA. 3MiHM | TUny -
AOMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLs NPOBaPKEHHS AiSNbHOCTI
BMPOGHMKa (BK/TKOYaKOUM, 3a HEOOXIAHOCTI, Micue
nNpoBeAEeHHS KOHTPO/II0 SKOCTI), abo BNacHuka
macTep-haiina Ha A®l, abo noctavanbHuKa
Adl/BnxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTbCS Y BUPOOHULITBI

3a
peyenmom

He
nionsieae

UA/17246/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep

peecmpayitiHo2o

noceio4YeHHs

A®| (KW 3a3HAYEHO Y JOCBE Ha NikapCbKuii
3acib) 3a BiACYTHOCTI cepTudikaTa BiANOBILHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAXeHOMY
[ocbe, abo BUPOBHMKA HOBOT AOMOMDKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y J0CbE). 3MiHa
MOLUTOBOTO iHAEKCY BMPO6HMKa API, nos'asaHa
3i 3MiHOIO MOLLTOBOTO iHAEKCY OPUANYHOI 0CO6U
TOB "HaykoBo-B/po6HMYa KOMMNaHis
"IHTepcapmbioTek".

30.

BITA®EPOH
®

cynosuTopii
pekTasbHi, no 3 000
000 MO, no 10
CynosuTopiiB B
KOHTYpHilA
YapyHKOBIl
ynakosui, no 1
KOHTYpHilA
YapyHKOBIli ynakoBLii
B KapTOHHIi1 kopobu,

TOB
«BANAPTI
H
DAPMA»

YKpaiHa

TOB "HaykoBo-
BMPOGHMYA KOMNaHis
"IHTepcapmbioTek"

YkpaiHna

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHuM | TUNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKo4aum
AiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHSs
KOHTPOJI0 SIKOCTI. (ZiANbHICTb, 3a Ky BignoBigae
BMPOGHUK/IMNOPTEp, BK/TKOUAKUM BUMYCK CEpilt).
3MiHa NoLwTOBOro iHAEKCY BUPO6HMKa /13,
noB'sA3aHa 3i 3MiHO0 NOLLTOBOrO iHAEKCY
topuanyHoi ocobu TOB "HaykoBO-BMPOGHUYA
KomnaHis "IHTepdapmbioTek”. 3MiHM BHECEHI B
po3ain "Micue3HaxomkeHHs BUPOGHMKa Ta
afpeca MicLsi NPOBaKEHHS Or0 Ais/IbHOCTI" B
IHCTPYKL,it0 4519 MEAWNYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby, K HacnigoK - BiANOBIAHI
3MiHWU Y TeKCTi MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. BBeeHHA 3MiH MPOTAroM
6-TV MicALiB nicnsa 3aTBepAKEHHS. 3MiHK | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPOBamKeHHSs AisIbHOCTI
BMPOGHMKa (BK/TOYaoUM, 3a HEOOXIAHOCTI, MicLe
npoBefleHHA KOHTPO/II0 AIKOCTI), a60 BNacHuka
macTep-thaiina Ha A®l, abo noctavanbHuka
Adl/BnxigHoro matepiany/peareHTy/NpOMiXXHOIO
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y BUPOOHWLTBI
A®| (KW 3a3HAYEHO Y [OCbE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudpikaTa BigNoBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BMPOOHMKA HOBOI AOMOMIXHOT
PEUOBMHM (SIKLLIO 3a3HAYEHO Y A0CbE). 3MiHa
NOLUTOBOrO iHAEKCY BUPO6HMKa A®PI, noB'A3aHa
3i 3MiHOIO MOLLTOBOTO iHAEKCY OPUANYHOI 0CO6U
TOB "HayKkoB0-B1pOGHMYa KOMMaHis
"IHTepdrapmbioTek".

3a
peyenmom

He
nionsieae

UA/17246/01/04

31.

FEKCAKCUM
® | HEXAXIM
BAKLMHA
ans

cycneHsia ans
iH'ekuiii; no 0,5 mn
(1 posa) B
nonepeaHbLo

CaHodi
Mactep

®paHuisa

BMPOGHMLTBO
roToBOro
Hepo3dacoBaHoro
NPOAYKTY,

PpaHuis/
YropumHa

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MiHu Il Tuny - 3MiHK 3 AKocTi. [oToBWMiA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHN Y
npoueci BUpO6GHULITBA FOTOBOrO NiKapCbKoro

3a
peyerimom

UA/13080/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

MPO®INTAKT 3anoBHEHNX 3anoBHEHHs, 3aco6y, BK/0HaKUY NPOMDKHUIA MPOAYKT, WO

NKn wnpuuax 3 1-eto BTOPWHHE MakKyBaHHS, 3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOrO

LNDTEPI, (a6o 2-ma) KOHTPO/1b SIKOCTI, NiKapcbKOro 3acoby (CyTTeBa 3MiHa y NpoLeci

MNPABLS, OKPEMUMM FOIKamu, BMNYCK cepiii: CaHodi BMPOGHMLTBA, iKa MOXe MaTu iCTOTHUIA B/IMB Ha

KALLUTHOKY no 1 wnpuuy B MacTep, ®paHuis; AKICTb, 6e3neKy Ta eheKTUBHICTb JliKapCbKOro

(ALIENKONSAP | KapTOHHIiA ynakoBLy; BMPOGHMLITBO 3aco6y) BHeceHHs 3MiH y npoLec BUPO6HULITBA,

HUIA no 0,5 mn (1 go3a) B roTOBOrO a came: 1. Mepernag BUpobHNYMX NapameTpiB,

KOMIMNOHEH nonepegHL0 Hepo3ghacoBaHOro NoB’A3aHNX 3 KIHLEeBMM Hepo3dhacoBaHUM

T), 3arnoBHeHNX NPOAYKTY, BTOPUHHE npogyktom (FBP) Ta HanoBHEHUM NPOAYKTOM

FENATUTY B | wnpuuax 3 1-e10 nakyBaHHs (LLunpuwm), (FP), Ha oCHOBI aHari3y KpUTUYHOCTI NpoLecy

PEKOMBIHA | (a6o 2-ma) KOHTPO/b AKOCTI, (PCA) 3 MeTot0 BifNoBigHOCTI MOHITOPUHTY

HTHA, OKpPEMUMU rosikamu, BUNYCK cepiii: CaHodi npoLecy BiANOBIAHO A0 BU3HaYeHb ICH Q8 Ta

aoniomMien! | no 1 wnpuuy B MacTtep, ®paHuis; kepiBHMUTB Q11 Ta 3 MeTo BiAMOBIAHOCTI

TY cTaHgapTHoO- BTOPWHHE MakKyBaHHS, perynsTopHuM Bumoram; 2. OHOBNEHHS po3giny

IHAKTUBOB €KCMOpPTHIlA BUNYycK cepiii: CaHodi- 3.2.P.3.2 Cknag Ha cepito BignoBigHoO A0

AHA TA ynakoBLi, Aka AseHrTic MpaiisiT Ko. BMPO6GHMYOI NpakTVkv BUpobHuuTBa FBP 3

3AXBOPHOB MiCTUTbCA Y Nta., Nnatcopma [oJaBaHHAM iHhopmaLii, Lo CTOCYETbCA

AHb, KapTOHHi Kopobuj 3 noricTukm Ta 06’eiHaHHs cepili gitounx pevoBuH (AP) ans

CNPUYUNHEH | iHCTpyKuieto ans AncTpubyuii y m. BiJO6paKeHHS NOTOYHOI BUPOGHMYOI NPaKTUKN

nx MeauyHoro Bypanewt, YropwmHa 6e3 hakTUUYHMX 3MiH Y NpoLeci BUpo6HMLTBA.

HAEMOPHIL | 3actocyBaHHs; Mo TepMmiH BBEfleHHS 3MiH - BepeceHb 2024 p.

uUs Tuny B 0,5 mn (1 gosa) B

KOH'FOFOBA | nonepefHb0

HA, 3anoBHEeHuX

ALCOPBOB wnpuuax 3 1-eto

AHA, PIOKA (abo 2-ma)

OKPEMUMM rofIKamu,
no 10 wnpwvyis B
KapTOHHI ynakoBL;
no 0,5 mn (1 go3sa) B
nonepeaHL0
3anoBHEHUX
wnpuuax 3 1-eto
(abo 2-ma)
OKPEMUMM rofikamu,
no 10 wnpwvyis B
cTaHgapTHoO-
EKCTOPTHIlA
ynakosLi, sika
MIiCTUTBCA Y
KapTOHHI kopobui 3
IHCTpYKUieto Ans
MeAnYHOro
3aCTOCyBaHHS; Mo
0,5wmn (1 po3a) y
dhnakoHax, no 10
(h1aKoHIB y
KapTOHHIiA ynakoBLy;
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
no 0,5 mn (1 go3a) y
thnakoHax, no 10
hnakoHiB B
cTaHgapTHoO-
EKCTOPTHIlA
ynakosLi, sika
MICTUTBCA Y
KapTOHHII KopobLli
32. | FEHCYNIH cycneHsia gns BIOTOH Monbwa BUPOBHMK, Monbwa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: - - UA/9809/01/01
M30 iH'ekujin, 100 O4/mn; C.A. BiAnoBiAabHWIA 3a 3MiHu | Tuny - 3miHn 3 skocTi. A®I. KoHTposb
in bulk: no 10 mny BUPOGHMLTBO, A®I. 3miHa y napameTpax cneuucpikauii Ta/abo
CKNsiHOMY DN1aKkoHi; nepByHHE | BTOPUHHE [ONYCTUMMX MEX, BU3HaUYeHuX y cnevudikavisx
no 150 donakoHiB y nakyBaHHs, KOHTPO/Tb Ha A®l, abo BUXigHWIA/MPOMIXHWIA
NnacTUKOBIN KaceTi; Ta BUMYyCK cepii: NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y
no 1 kacetiy BIOTOH C.A,, npoueci BupobHuutea APl (BuyyeHHs
Kopo6ui; in bulk: no MonbLa; BUPOGHUK, He3Ha4yHOro NokKasHuKa SKoCTi (Hanpukiag
3 M B KapTpuaxi; BiANOBigabHUI 3a BWU/TyYEHHS 3aCTapisioro NokasHuka)) - 3miHa
no 600 kapTpuaxis y KOHTPO/b cepii: nonsira€ y BUAIEHHI HECYTTEBOrO nNapameTpa 3i
nnacTVKoBili kKaceTi; IHCcTUTYT BioTexHonorii cneuudikauii Ailo4oi peyoBMHY, a came:
no 1 kacetiy Ta AHTUGIOTUKIB, KiNIbKICHOTO BU3HAYEHHS 3a/ULLKIB
Kopoo6Li Monbwa Kap6okcunentungasun B (CPB)
33. | FEHCYNIH cycneHsia gns BIOTOH Monbwa BVPOGHMUK, Monbuwa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a - UA/1978/01/01
M30 iH'ekuili, 100 O4/mn; C.A. BiNOBIgaNbHWIA 3a 3MiHK | TNy - 3MiHK 3 AkocTi. APl KoHTponb peuenmom
nolomny BUPOBHMLTBO, Adl. 3miHa y napameTpax cneumdikayin Ta/abo
CKNSTHOMY (pr1aKoHi; NnepBuHHE | BTOPUHHE OONyCTUMUX MeX, BU3HaYeHuX y cneumdikauisax
no 1 dpnakoHy B nakyBaHHs1, KOHTPO/1b Ha A®Il, abo BUXigHWUIA/MPOMIXHWIA
KapTOHHI naJui; no Ta BMUNycK cepii: npoayKT/peareHT, L0 BUKOPUCTOBYIOTHCS Y
3 M/ B KapTpuaXi; BIOTOH C.A,, npoueci BupobHuutea APl (BuyyYeHHs
no 5 kapTpuaxis y MonbLya; BUPOGHMK, He3Ha4yHOro NokKasHuKa sIKOCTi (Hanpuknag,
6nicTepi; no 1 BiANOBIAaIbHUI 3a BW/TyYEHHS 3aCTapinoro nokasHuka)) - 3miHa
6nictepy B KOHTPO/Tb Cepil: nonsrae y BuaasieHHi HeCyTTEBOro napameTpa 3i
KapTOHHIN nayui IHCTUTYT BioTexHonorii cneumdikaLyii Aito4oi peyoBrHU, a came:
Ta AHTUGIOTVKIB, KINIbKICHOTO BM3HAYEHHS 3a/LLKIB
Monbla Kap6okcunentngasu B (CPB)
34. | TEHCYNIHH cycneHsia gns BIOTOH MonbLa BIOTOH C.A., MonbLa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - - UA/9811/01/01
iH'ekujn, 100 O4/mn; C.A. Monbua (BUPOGHUK, 3MiHK | Tuny - 3MiHK 3 sikocTi. AL, KoHTposb

in bulk: no 10 mny
CKNsAHOMY DN1aKoHi;
no 150 gonakoHiB y
NnacTVKoBIli kaceTi;
no 1 kacetiy
Kopo6bLi;

in bulk: no 3 mn B
KapTpuaxi; no 600
KapTpUAXIiB y
nnacTyKoBIli kaceTi;
no 1 kacetiy
KopobUi

BiANOBiAaIbHMI 3a
BMPOGHULITBO,
nepBuHHE | BTOPUHHE
nakyBaHHS, KOHTPO b
Ta Bunyck cepi);
IHCTUTYT BioTexHonorii
Ta AHTUGIOTHKIB,
MonbLa (BUpoBHYK,
BiANOBiAa/IbHMIA 32
KOHTPO/b cepil)

A®I. 3miHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BU3HAUeHUX y cnevudikavisx
Ha A®I, abo BMXiZHNA/MPOMIXKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y
npoueci BupobHuuTea APl (BUyYeHHA
He3HauHOro MoKasHuKa sIKOCTi (Hanpvknag,
BWJ/IyYEHHS 3aCTapinoro nokasHuka)). 3miHa
nonsrae y BUAa/IEHHI HECYTTEBOrO nNapameTpa 3i
cneumdikauji 4ito4oi peyoBrHU, a came:
Ki/TbKICHOTO BU3HAYEHHSA 3aUIMLLKIB
Kap6okcunentugasu B (CPB).
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
35. | FTEHCY/NIHH cycneHsis ans BIOTOH Monbwa BIOTOH C.A,, Monbwa BHECEHHS 3MiH [0 peecTpavyiiiHiX maTepianis: 3a - UA/1016/01/01
iH'ekuiit, 100 O4/mn; C.A. Monbua (BUPOGHUK, 3MiHK | TNy - 3MiHK 3 AkocTi. A®L. KoHTponb peuenmom
no 10 mny BiANOBIgaNbHWIA 32 A®l. 3miHa y napameTpax cneuudikauiin Ta/abo
CKNSIHOMY D1aKoHi; BMPOGHMLTBO, [ONYCTUMMX MEX, BU3HAUYeHnX y cnewmdikaisx
no 1 dpnakoHy B nepBuHHE | BTOPUHHE Ha A®Il, abo BUXigHWIA/MPOMIXHWIA
KapTOHHI nayuj; no nakyBaHHS, KOHTPO b NPOAYKT/peareHT, LWo BUKOPUCTOBYIOTLCS Y
3 M1 B KapTpuaXi; Ta BUnyck cepii); npoueci BupobHuutea APl (BuyyYeHHs
no 5 kapTpuoxis y IHCTUTYT BioTexHonorii He3Ha4YHOro NokasHuka AKoCTi (Hanpuknag
6nicTepi; no 1 Ta AHTUGIOTVKIB, BWYYEHHS 3acTapifioro nokasHuka)). 3miHa
6nictepy B Monbwa (BUpo6HYK, nonsira€ y BUAAJIEHHI HECYTTEBOrO NapameTpa 3i
KapTOHHIN nayui BiANOBiAaIbHMI 3a cneumdikaLii Aito4ol peyoBrHU, a came:
KOHTPOb cepil) KiSIbKICHOTO BU3HAYEHHS 3a/INLLKIB
Kap6okcunentngasu B (CPB).
36. | FTEHCYNIH P PO3YUH NS iH'EKLNA, BIOTOH Monbwa BUPOBHMK, Monbua BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - - UA/9810/01/01
100 Of/wmn; C.A. BiANOBIAa/IbHUI 3a 3MmiHu | TNy - 3MiHKn 3 AKocTi. FoToBUIA
in bulk: no 10 mny BMPOGHMLTBO, nikapcbknii 3aci6. 3MiHN Y BUPOGHULTBI. 3MiHN

CKNSTHOMY (pr1aKoHi;
no 150 donakoHiB y
nnacTVKoBili kKaceTi;
no 1 kacetiy
KOpoo6L;

in bulk: ro 3 mn B
KapTpuaxi; no 600
KapTpuaXiB y
nnacTVKoBili kKaceTi;
no 1 kacetiy
Kopoo6Li

nepBuHHE i BTOPUHHE
nakyBaHHSs, KOHTPO/1b
Ta BUNyCK cepii:
BIOTOH C.A.,
MonbLua; BUPOOHUK,
BiAnoBiAa/IbHMIA 3a
KOHTPO/b Ccepil:
IHCcTUTYT BioTexHonorii
Ta AHTUGIOTHKIB,
MonbLa

BMNPO6YBaHb a60 A0NYCTUMUX MEX,
BCTaHOBMEHNX Y cneuudikauisx, nig vyac
BMPOGHMLITBA rOTOBOTO /iKapCbKOro 3aco6y (iHLui
3MiHM) ONnC 30BHILIHLOIO BUAAY HANOBHEHNX
Ta yrnakoBaHuX KapTpuaxis Ta do/1akoHiB
OHOBJ/IEHO, 06'€AHAHO B OAVH po34in "YnakoBka
Ta MapKyBaHHA" i cnpoweHo. Bumorn woao
nepioguyYHOCTI NPOBeAEHHS BUNPOOYBaHHSA
BWAA/IEHO HA OCHOBI BHYTPILIHLOTO aHasli3y
pu3unKiB BIAMOBIAHO 40 CUCTEMMU AKOCTI Bioton
S.A. 3MiHu | TURY - 3MiHK 3 AKkocTi. FoToBWMI
nikapcbknii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHN
BMNPO6YBaHb a60 A0NYCTUMUX MEX,
BCTaHOBMEHNX Y cneuudikauisx, nig vyac
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3aco6y (iHLui
3MiHM) -

BHeceHHs 3MiH A0 onucy meToAy BUNpobyBaHHSA
y Npoueci BUpo6HMLTBA "MexaHiuyHi BK/TUYEHHS.
BruanMi 4aCTUHKU" LLIAXOM OMNOBHEHHS
nocunaHHs Ha oHoBNeHy Bepcito Ph. Eur. 2.9.20
"Particulate contamination: visible particles" Ta
BuasIeHHs iHdhopMaLil Woa0 nepiognyHOCTI
BMNPo6yBaHHA. 3MiHN | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3miHN Yy
BUPOOHMLTBI. 3MiHM BUNPO6yBaHbL abo
O0MNYCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikayisix, nig yac BUPO6GHULTBA FOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHK)
BignosigHa 3miHa ctocyeTbesa 13 MeHeyniH P
ynakoBaHOro no 3 M B KapTpuaxi. BHeceHHs
3MiH 40 MeToAy BMNPOGYBaHHA y npoLeci
BMpPO6HMUTBA "LlinicHicTb repmeTnsauii
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

KOHTeliHepa'- BBeAEHHS biflbLL 3arasibHOro
onucy Ta BUAasneHHs iHgopmadii npo
nepioguyHicTb BUNpobyBaHHA. Mpu LbOMY 3MiH
B METOZji BUNPO6yBaHHS He Bifbynocs, 3MiHEHO
JmLle BUKNaAeHHA 0nucy MeToay BUNpoGyBaHHS
B peecTpauiliHiii gokymeHTauii. Bumoru oo
nepioguyHOCTI NPOBeAEHHS BUNPOOyBaHHsA
BMAANIEHO HAa OCHOBI BHYTPILLHBLOrO aHanisy
pv3uKiB BIANOBIAHO A0 cucTeMm SIKOCTi Bioton
S.A. 3MiHn | Tuny - 3miHK 3 sikocTi. [oTOBWMIA
nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHN
BMNpoGyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig vyac
BMPOBGHULTBA rOTOBOrO NiKapCcbKoro 3acoby (iHLwi
3MiHW)

BignosigHa 3miHa ctocyeTbesa 13 MeHeyniH P
ynakoBaHoro no 3 M B KapTpuaxki. SMiHeHO
onuc MeToAy BUNPOBYBaHHA A5 napameTpy
""MnbrHa BBEAEHHSA MOPLUHSA". [Py LbOMY 3MiH B
MeToZi BUNpobyBaHHsA He Bifg6ynocs,
BMKOPWCTAHO 6iNbll 3arasibHe BUKIAAEHHS
MeToAy BUNpobyBaHHSA B peecTpav,iliHii
[OOKyMeHTaUil. TakoX BUIy4eHO BUMOTU LLOAO0
nepiognyYHOCTI NPOBeAEHHA BUNPO6YBaHb, fka
BM3HAYAETLCSA BHYTPILIHIM aHai3oM pUsmnKiB
BigNoBigHO A0 cucTemMu SKocTi Bioton S.A. 3MiHK
| TNy - 3MiHK 3 AKOCTi. FOTOBUIA NiKapcbkwuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHM BUNpOGYyBaHb
abo fonyCTUMUX MEX, BCTAHOBNEHUX Y
cneuudikavisx, nig yac BUPOOHULTBA FOTOBOrO
nikapcbKoro 3acoby (iHwi 3miHM) 3MiHa
[ONYCTUMMX MEX A/19 NokasHuka "O6'em, Lo
BuTAraeTbes". BignosigHo Ao Bumor MoHorpadii
Ph. Eur. 2.9.17 "Test for extractable volume of
parenteral preparations" 06'eM KOXHOro
KOHTelHepa NoBUHEH BYTU HE MeHLLe
HOMiHasbHOrO ("O6'eM, BUMIPSHWI AN151 KOXXHOTO
3 KOHTEliHepiB, He MeHLLEe HOMIHa/IbHOro
06'emy"). BignoBigHO A0 BuMLLE3a3HAYEHMX
BUMOT, 3annC LWo0 06'eMy, LLIO BUTATYETLCSA,
3MiHEeHO Ha = 3 M (kapTpuaxi) Ta = 10 mn
(cbnakoHm) (HoMiHaIbHWI 06'eM - 3 M1 Ta 10 MN
BiANOBIAHO). 3MiHK | TNy - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3miHN y
BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPo6HULTBA rOTOBOrO
NiKapcbKoro 3acoby (iHwi 3MiHWM) BHECEHHS 3MiH
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
[0 onncy BUNpobyBaHHA y NpoLeci

BUPOGHMLITBA - 06'EM, LLIO BUTAraeTbCs -
LUIAXOM [ofaBaHHSA NOCUMNAHHS Ha OHOBJIEHY
Bepcito Ph. Eur. (2.9.17) Ta BUA&IEHHS BUMOTU
o4O NepioAnYHOCTI BUNPOBYBaHHA. Onuc
mMeTogy BunpobysaHHsa "O6'eMm, LLO BUTAraeTbCs"
6y/10 3MIHEHO: 3aMiCTb NONepeaHLOro onucy
BMKOPVCTAHO NOCUIaHHA Ha NOTOYHY
MoHorpadito Ph. Eur. 2.9.17 "Test for
extractable volume of parenteral preparations".
Mpwn LbOMY 3MiH B METOZj BUNPOGYBaHHA He
BifiGynocs, 3MiHEHO NNLLE BUKNALEHHS onucy
MeToAy BUNpobyBaHHSA B peecTpaviliHii
[oKymeHTauil. Takox B1aaneHo BUMOTU LLoA0
nepiogMYHOCTI MPOBEAEHHA BUMPOOYBaHHS, siKa
BM3HAYAETLCA BHYTPILIHIM aHani3oM pUsmnKisB
BigNoBigHO A0 cucTemMu SKOoCTi Bioton S.A. 3MiHK
| TMNy - 3MiHK 3 AKOCTi. FOTOBUIA NiKapcbkwii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHV BUNpOGYyBaHb
abo fonyCTUMUX MEX, BCTAHOBNEHUX Y
cneuudikavisx, nig yac BUPOOHULTBA FOTOBOrO
nikapcbKoro 3acoby (iHLWwi 3MiHN) BHeCeHHSs 3MiH
[0 onvcy BUNpobyBaHHSA y npoLeci
BUPOGHMLTBA -pH - LWNAXOM f0faBaHHS
nocunaHHsA Ha OHOB/ieHy Bepcito Ph. Eur. (2.2.3)
Ta BUAaneHHs iHdpopmadii npo nepiognyHicTb
BMNpo6yBaHHA. Onuc MmeToay BUnpobysaHHs pH
6y/10 3MIHEHO: 3aMiCTb NONepeaHbLOro onucy
BMKOPVCTAHO NOCUIAaHHA Ha NOTOYHY
MoHorpadito Ph.Eur. 2.2.3 “Potentiometric
determination of pH”. MNpwn ubOMy 3MiH B MeTOAI
BMNPOBYBaHHA He Bif6ynocs, 3MiHEHO NuLe
BWKNAAEHHS ONIUCY MEeToAy BUNPOOYBaHHSA B
peecTpavuiiiHiin gokymeHTauii. 3miHn | Tuny -
3MiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPo6HULTBA rOTOBOrO
nNikapcbKoro 3acoby (iHLwi 3MiHu)
BHeceHHA 3MiH [0 onucy BUNPOByBaHHSA y
npoueci BUpoOHULTBA - GiOHaBaHTaXKEHHS
nepeg, ctepunizayiiiHolo inibTpaLieto - LWASXOM
[0aBaHHA NOCUIaHHA Ha OHOB/EHY Bepcito Ph.
Eur. (2.6.12). BuknageHHs onucy metoay 6yno
npuBefeHo A0 NOToYHOI MoHorpadii Ph. Eur.
2.6.12 "Microbiological examination of non-
sterile products: microbial enumeration tests"

(meToa MembpaHHoi dinbTpauii 5-2-1). Mpu
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

LibOMY 3MiH B METO/ji BUMPOOYBaHHS He
Bibynocs, 3MiHEHO N1LIe BUKNaAEeHHS onucy
MeToAy BUNPOGYBaHHS B peecTpauliiiHili
[oKymMeHTauii. 3miHn | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3miHN y
BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPO6HULTBA rOTOBOrO
nikapcbKoro 3acoby (iHwi 3miHW) BignosigHa
3MiHa cTocyeTbes /13 MeHcyniH P ynakoBaHoro
no 3 MN B KapTpuaKi. 3 METO0 NpUBEAEHHA A0
BMMOr MoHorpadii USP <382> "Elastomeric
component functional suitability in parenteral
product packaging/delivery system", po3gin 6
"Plunger functional suitability tests", metop,
BUMPOBYBaHHSA CUM PO3PVBY MOPLLUHA Ta CUNN
KOB3aHHA MOPLUHS 6Y/10 3MIHEHO 3
BMNPOGYBaHHA Ha NMOPOXHIX KapTpuaxax Ha
BUMPOOYBaHHSA Ha KapTpuaxax, HanoBHEHNX
nikapcbknM 3aco6om, onvc BUNPoGyBaHHS
TaKoX NPUBELEHWNI [0 3a3HAaYeHOT MOHorpadii
USP. Ha ocHoBi nprBeaeHHs A0 MOHorpadii
USP, 6ynu 3mMiHeHi fonycTuMi Mexi Ans cunu
PO3pUBY MOPLUHA Ta CUIN KOB3AHHSA MOPLLHS.
TakoxX BUTy4eHO BUMOTA LLIOAO NEPIOANYHOCTI
npoBefeHHA BUNPo6yBaHb, Sika BU3HAYAETHCS
BHYTPILLHIM aHani3oM pu3vKiB BiANOBIAHO A0
cucTemMu skocTi Bioton S.A. 3MiHu | Tuny - 3MiHn
3 AKoCTi. FoTOBUIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPO6GHULTBA rOTOBOrO
nikapcbKoro 3acoby (iHwi 3miHKM) Onuc
30BHILUHbOrO BUIIAAY HANOBHEHMX Ta
ynakoBaHux kapTpuaxis Ta oNakoHiB OHOB/IEHO,
06'efHaHO B 04MH pPo34in "YnakoBka Ta
MapKyBaHHs" i cnpoLyeHo. Bumoru woao
nepiognYHOCTI NPOBEEHHA BUNPOOYBaHHA
BMAANIEHO Ha OCHOBI BHYTPILLHLOrO aHanisy
pY3KKiB BIANOBIAHO A0 cncTeMM SIKOCTI Bioton
S.A. 3MiHuK | TUNY - 3MiHK 3 AKoCTi. FoTOBWMIA
NiKapcbknii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHK
BMMNpPoGYyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevumdikayisx, nig yac
BMPOBHULTBA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM) Onnc meTody BUNpoGyBaHHSA "MexaHiuHi
BKJ/THOYEHHSA. Buaumi yacTnHkn" 6yno 3MiHeHO:
3aMiCTb NnonepeAHbLOro onucy BUKOPUCTaHO




36

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

NocunaHHsA Ha NoTo4Hy MoHorpadito Ph. Eur.
2.9.20 "Particulate contamination: visible
particles". MNpu LUbOMy 3MiH B MeTOSI
BMNpPo6YyBaHHA He Bifbyocs, 3MiHEHO fnLle
BMKNAAEHHSA ONKUCY MeToAy BUMPOByBaHHSA B
peecTpavuiiiHiii gokymeHTaLi. Takox BUgaeHo
BMMOTW LLOAO NEPIOAUYHOCTI MPOBEAEHHS
BUMNPOOBYBaHHS, Sika BU3HAYAETLCA BHYTPILLHIM
aHani3oM pu3unKIiB BifNOBIAHO 40 CUCTEMU AKOCTI
Bioton S.A.
3MiHn | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
NiKapcbknii 3aci6. 3MiHW y BUPOBHWLTBI. 3MiHK
BMNpoGyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/EHMX Y cneumdikauisx, nig yac
BMPOBHULTBA rOTOBOrO NiKapCcbKoro 3acoby (iHLwi
3MiHM) BignosigHa 3miHa ctocyeTbes /13
I'eHcyniH P ynakoBaHoro no 3 ma B KapTpuaxi.
BHeceHHs 3MiH 0 MeToAy BUNPOGYBaHHSA Y
npoueci BupobHuuTtea "LlinicHicTb repmeTn3auii
KOHTeliHepa"- BBeAEHHSA GiflbLU 3arasibHOro
onucy Ta BuganeHHs iHdhopmauii npo
nepioguyHiCTb BUNpobyBaHHS. Mpu LboMy 3MiH
B MeTOoZji BUNpobyBaHHA He Bifbynocs, 3MiHEHO
NLIe BUKNAAEHHA ONucy MeToAy BUNpobyBaHHSA
B peecTpaLiiiHiin JokymeHTauji. Bumorn wopao
nepiognYHOCTI NPOBEEHHA BUNPOGYBaHHA
BMAANIEHO Ha OCHOBI BHYTPILLHBLOrO aHanisy
pY3KKIB BIANOBIAHO A0 cncTeMuM SIKOCTi Bioton
S.A. 3MiHuK | TUNY - 3MiHK 3 AkocTi. FoTOoBWIA
NiKapcbknii 3aci6. 3MiHW y BUPOBHWLTBI. 3MiHK
BMNpoGyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevumdikayisx, nig yac
BMPOBHULTBA rOTOBOrO NiKapCcbKoro 3acoby (iHLwi
3MiHM) BignosigHa 3miHa ctocyeTbes /13
I'eHcyniH P ynakoBaHoro no 3 mna B KapTpuaxi.
3MiHEHO onuc meTofy BUNPOBYBaHHA 415
napameTpy "MnbrHa BBeAeHHS nopLHs". MNpu
LibOMY 3MiH B MeTOZAi BUNPOOyBaHHS He
BifGYN0CA, BUKOPUCTAHO BinbLu 3arasibHe
BUKNAAEHHS MeToAy BUMPOOYBaHHSA B
peecTpaviiiHiii JoKyMeHTaLi. Takox BUyYEHO
BVIMOTU LLOA0 NEPIOAVNYHOCTI NPOBELEHHS
BMNPOOYBaHb, sika BU3HAYAETHCS BHYTPILLHIM
aHas1i30M py3KKIiB BIAMOBIAHO A0 CUCTEMU AKOCTI
Bioton S.A. 3MiHu | TMny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3miHN Yy
BMPOGHMLTBI. 3MiHM BUNPO6yBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

cneuudikayisix, nig yac BUPOOGHULTBA FOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHW)
3MiHa 4onyCTUMUX MeX AN nokasHuka "O6'em,
LLI0 BUTAraeTbCa". BignoBigHO A0 BMMOT
MoHorpadii Ph. Eur. 2.9.17 "Test for extractable
volume of parenteral preparations" 06'em
KOXHOTO KOHTeliHepa NoBMHEH 6yT He MeHLue
HOMiHasbHOro ("O6'eM, BUMIPSIHWI 151 KOXHOTO
3 KOHTEliHepiB, He MeHLLEe HOMIHa/IbHOTo
06'emy"). BignoBigHo [0 BuLLE3a3HAYEHNX
BMMOT, 3annc LWo0 06'eMy, LLIO BUTATYETLCSA,
3MiHEHO Ha = 3 Mn (KapTpuaxi) Ta = 10 mn
(dbnakoHu) (HomiHaNbHWI 06'em - 3 M Ta 10 MmN
BiANOBIAHO). 3MiHM | TUNY - 3MiHU 3 AKOCTI.
[0TOBWIA NniKapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikavisx, nig yac BUPOOGHULTBA rOTOBOrO
nNikapcbKoro 3acoby (iHLWwi 3MiHN) BHeCeHHs 3MiH
[0 onvcy BUNpobyBaHHSA y npoLeci
BMPOOHULITBA - 06'EM, LLIO BUTArAETHLCA -
LUAIAXOM JofaBaHHSA NOCUNAHHS Ha OHOBJIEHY
Bepcito Ph. Eur. (2.9.17) Ta BugasieHHsa Bumorn
LLI0A0 NepiognyYHOCTI BUNPobyBaHHA. Onuc
mMeToay BunpobyBaHHs "O6'eMm, LU0 BUTAraeTbCcs"
6yN10 3MiHEHO: 3aMiCTb NonepeaHbLOro onucy
BMKOPUCTaHO NMOCWUIaHHA Ha NOTOYHY
MoHorpadito Ph. Eur. 2.9.17 "Test for
extractable volume of parenteral preparations"”.
Mpy LpOMY 3MiH B METOA| BUNPOGYBaHHS He
BiAGyocs, 3MiHEHO NULLIE BUKNALEHHS onucy
MeToAy BUNpobyBaHHSA B peecTpaviliHiii
[oKyMeHTaUji. Takox BuaaneHo BUMOrU LWoA0
nepiogMYHOCTI MPOBEAEHHS BUMPOOYBaHHS, ska
BM3HAYAETLCA BHYTPILLHIM aHas1i30M pU3NKiB
BiANOBIAHO A0 cuctemu SKocTi Bioton S.A. 3miHK
| TNy - 3MiHW 3 AKOCTIi. FOTOBWIA NiKapCbKUiA
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM BUNpo6yBaHb
abo AonycTMMMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPOOGHULTBA FOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHN) BHECEHHS 3MiH
[0 onucy BUNpobyBaHHA y NpoLLeci
BUPOGHMLTBA -pH - WNAXOM fofaBaHHSA
nocwaaHHA Ha OHoBMeHy Bepcito Ph. Eur. (2.2.3)
Ta BUaneHHs indopmadlii npo nepiognyHICTb
BUNpobysaHHA. Onuc meTogy BunNpobysaHHs pH
6yN10 3MiHEeHO: 3aMiCTb NonepeaHbLOro onucy
BMKOPUCTaHO NOCW/IaHHS Ha NOTOYHY
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

MoHorpadito Ph.Eur. 2.2.3 “Potentiometric
determination of pH”. Mpu uboMy 3MiH B MeTOZ|
BMNpobyBaHHA He Bifbynocs, 3MiHEHO nuLle
BMKNAAEHHSA ONUCY MeToAy BUNPOOYBaHHSA B
peecTpauiiiHiii fokymeHTauii. 3miHu | Tuny -
3MiHu 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHN
Yy BUPOOHULTBI. 3MiHM BUNpoGyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikavisx, nig yac BUPOOHULTBA rOTOBOrO
nikapcbKoro 3acoby (iHLWwi 3MiHN) BHeCeHHSs 3MiH
[0 onvcy BUNpobyBaHHSA y npoLeci
BMPOGHULITBA - GiOHABaHTaXEHHA nepes
cTepunisauiiiHolo dinbTpauieto - LIAXOM
[0AaBaHHA NoCUIaHHA Ha OHOBNEHY Bepcito Ph.
Eur. (2.6.12). BuknageHHsa onucy metogy 6yno
npuBeAeHo A0 NOTOYHOI MoHorpadii Ph. Eur.
2.6.12 "Microbiological examination of non-
sterile products: microbial enumeration tests"
(meTop MembpaHHOi dhinbTpauii 5-2-1). Mpwn
LibOMY 3MiH B MeTOZi BUNPOOyBaHHS He
BiiGyNocs, 3MiHEHO NNLLE BUKNALEHHS onucy
MeToAy BUNpobyBaHHSA B peecTpav,iliHii
[OKyMeHTauil. 3MiHu | Tuny - 3MiHW 3 SKOCTI.
[0TOBWIA Nnikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikavisx, nig yac BUPOOHULTBA FOTOBOrO
nikapcbKoro 3acoby (iHwi 3miHM) BignosigHa
3MiHa cTocyeTbes J13 M'eHcyniH H ynakoBaHoro
no 3 MN B kKapTpuaxki. 3 METOI0 NPUBEAEHHS [0
BuMmor MoHorpadii USP <382> "Elastomeric
component functional suitability in parenteral
product packaging/delivery system", po3gin 6
"Plunger functional suitability tests", meTog,
BUNPOBYBaHHS CUM PO3PYBY MOPLLHA Ta CUN
KOB3aHHS MOPLUHSA 6y0 3MIHEHO 3
BUNPOOYBaHHA Ha NMOPOXHIX KapTpumkax Ha
BUMPOOYBaHHA Ha KapTpuaxax, HanoBHEHNX
nNikapcbknM 3aco60M, Onmc BUNPOGYBaHHS
TaKoX NpUBELEHNn [0 3a3HauYeHoi MoHorpadii
USP. Ha ocHoBI npyBeAeHHs 40 MoHorpadii
USP, 6ynu 3miHeHi gonycTuMi Mexi Ans cunu
pO3pVBY MOPLUHA Ta CUIN KOB3aHHSA NOPLLHS.
Takox BUIy4eHO BUMOTY LLIOAO NEPIOANYHOCTI
npoBefieHHs BUNPOGYBaHb, Sika BU3HAYAETHLCS
BHYTPILLHIM aHani3oM py3vKiB BiANOBIAHO A0
cuctemu gKocTi Bioton S.A. 3MiHu | TUNY - 3MiHK
3 5IKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHn y
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep
peecmpayitiHo2o
nocsio4eHHs1

BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikavisx, nig yac BUPOOHULTBA FOTOBOrO
nikapcbKkoro 3acoby (4ofaBaHHA HOBOrO METOAY
BUMPOBYBaHHA Ta AonNycTUMUX MeX) [loaaBaHHs
napameTpy KOHTPO/O Y NpoLeci BUpobHuuTBa -
KPYTHWIA MOMEHT 3aKpyyyBaHHS KPULLKW 3
Mexeto> 50 MH*M. TecTyBaHHA Lboro
napameTpa [03BONSE NATBEPANTM LiNICHICTb
KPULLKK NikapcbKoro 3acoby. Kputepii
NPUAHATHOCTI ANA AAaHOT0 TecTy NPUAHATI Ha
OCHOBI foCNifpKeHb hapMaLeBTUYHOT PO3POBKN.
MiHiManbHa cuna (KpyTHWUIA MOMEHT), Ska
HeobXifHa ANS 3aKPUTTA/3aKpYUyBaHHS KPULLIKA,
6yna obpaHa Ha OCHOBI EMNIPUYHUX JaHUX.
3miHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA
nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHN
BMNpoGyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig vyac
BMPOOHULTBA rOTOBOrO NikKapCcbKoro 3acoby
(mopasaHHA HOBOro MeToAy BUNPOOYBaHHA Ta
Jonyctummx Mex) [logasaHHA napameTpy
KOHTPO/I0 Y NpoLieci BUPOOHNLTBA - KPYTHUIA
MOMEHT 3aKpyuyBaHHA KPULLIKM 3 Mexeto> 50
MH*M. TecTyBaHHA LibOro napameTpa A03BOJIAE
NigTBEPANTN LINICHICTD KPULLIKM NiIKAPCbKOTo
3aco6y. Kputepii NpuitHATHOCTI AN faHoro
TeCTy NPUIAHATI Ha OCHOBI AOCNIMKEHb
hapMaLeBTUYHOT Po3po6kK. MiHiManibHa cuna
(KPYTHUI MOMEHT), sika HeobXxiaHa Ans
3aKpUTTA/3aKpyUyBaHHS KpULWKK, 6yna obpaHa
Ha OCHOBI eMMIPUYHUX AaHUX (4719 NPOAYKTY in
bulk)

37.

FEHCYNIH P

PO3YUH NS iH'EKLN,
100 O4/mn;
nol0mny
CKNSIHOMY h1aKoHi;
no 1 dpnakoHy B
KapTOHHIN nayu;
no 3 mns
KapTpuaxi; no 5
KapTpuaXiB y
6nicTepi; no 1
6nictepy B
KapTOHHIN nayu.

BIOTOH
C.A.

MonbLa

BVIPOGHMUK,
BiANOBigaIbHMI 3a
BMPOGHMLTBO,
nepBUHHE | BTOPUHHE
nakyBaHHS, KOHTPO b
Ta BMUNyCK cepii:
BIOTOH C.A.,
Monblua; BUPOGHMK,
BiANOBIAa/IbHUI 3a
KOHTpPO/b cepii:
IHCTUTYT BioTexHonorii
Ta AHTUBIOTWKIB,
Monba

Monbwa

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TUnNYy - 3MiHK 3 siKoCTi. FoTOBUIA
nikapcbKuit 3aci6. 3MiHN Y BUPOOHULTBI. 3MiHN
BMMNpPo6yBaHb abo JOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevumdikayisx, nig yac
BMPOBGHULTBA FOTOBOrO MiKapCcbKoro 3acoby (iHLwi
3MiHM) ONWC 30BHILLIHBOTO BUTNSAY HAMOBHEHNWX
Ta ynakoBaHuX KapTpuaxis Ta p/iakoHis
OHOBJ/IEHO, 06'€AHAHO B OAUH pO34in "YnakoBka
Ta MapKyBaHHs" i cnpoLleHo. Bumoru woao
nepiogNYHOCTI NPOBEEHHSA BUNPOBYBaHHA
BMAANIEHO Ha OCHOBI BHYTPILLHBLOrO aHanisy
pY3KKiB BiANOBIAHO A0 cncTeMM SKOCTI Bioton
S.A. 3MiHuK | TUNY - 3MiHK 3 AkocTi. FoTOBWMIA
NikapcbKWii 3aci6. 3MiHN Y BUPOOGHMLTBI. 3MiHK

3a
peyenmom

UA/1613/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

BMNpoGyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevumdikauisx, nig yac
BMPOBHULTBA FOTOBOrO NiKapCcbKoro 3acoby (iHLwi
3MiHn) (B.11.6.5. (x) IB)

BHeceHHs 3MiH 40 onucy MeToay BUNpoGyBaHHS
y npoueci BUpobHMLUTBA "MexaHiuHi BK/TIUYEHHS.
Buavmi 4acTUHKN" LISIXOM 4OMOBHEHHS
nocunaHHA Ha OHoBJeHy Bepcito Ph. Eur. 2.9.20
"Particulate contamination: visible particles" Ta
BUA&IEHHS iHchopMalLii LLOoAO NepiognyHOCTI
BUNPo6YBaHHA. 3MiHU | TUNY - 3MiHK 3 SIKOCTI.
[0TOBWIA NniKkapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikavisx, nig yac BUPOOHULTBA rOTOBOrO
nikapcbKoro 3acoby (iHwWi 3miHu)
BignosigHa 3miHa ctocyeTbes /13 MeHeyniH P
yrnakoBaHoro no 3 M/ B KapTpuaki. BHeceHHs
3MiH O MeTOoAy BUMPOOYBaHHS y Npoueci
BMPOGHMLTBA "LlinicHicTb repmeTunsadii
KOHTeliHepa'"- BBEAEHHS GiflbLU 3arasibHOro
onucy Ta BugasieHHs iHdopmauii npo
nepiognyHiCTb BUNPobyBaHHS. Mpu LboMy 3MiH
B MeTO/ji BUNpobyBaHHsA He Bif6ynocs, 3MiHEHO
JmLle BUKNaAEeHHS Onucy MeTody BUNpobyBaHHS
B peecTpaLliiiHiii JokyMeHTauji. Bumoru wopao
nepioguyHOCTi NPOBeAEHHA BUNPOOYBaHHSA
BWAA/IEHO HA OCHOBI BHYTPILIHLOTO aHasli3y
pu3unKiB BIAMOBIAHO 40 CUCTEMW AKOCTI Bioton
S.A. 3MiHu | TUNY - 3MiHK 3 AKOCTi. FoTOBWMIA
nikapcbknii 3aci6. 3MiHN Y BUPOGHMLTBI. 3MiHN
BMNPO6YBaHb ab0 A0NYCTUMUX MEX,
BCTaHOBNEHNX Y cneuudikauisx, nig vyac
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3aco6y (iHLui
3MiHW)

BignosigHa 3miHa ctocyetbea 13 MeHeyniH P
ynakoBaHoro no 3 M/ B KapTpuaxi. SMiHeHo
onunc meTody BUNpPOByBaHHS AN NapameTpy
"NnbnHa BBEAEHHA NOPLUHA". PN LibOMY 3MiH B
MeToZAi BUNpobyBaHHsA He Bigoynocs,
BMKOPWCTaHO Ginbll 3arasibHe BUKNaAeHHS
MeToAy BUNPOOGYBaHHS B peecTpauliiiHili
[OKyMeHTauji. TakoX BUy4eHO BUMOTU LLOA0
nepiognyYHOCTI NPOBEeEHHA BUNPOBYBaHb, fika
BM3HAYAETLCA BHYTPILIHIM aHai3oM pU3mnKiB
BigMNOBIAHO A0 cncTemMu siKOCTi Bioton S.A. 3MiHK
| TNy - 3MiHW 3 AKOCTi. FOTOBUIA NiKapCbKuii

3aci6. 3MiHM y BUpOOHULTBI. 3MiHV BUNpo6yBaHb
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

abo fonNyCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPo6HULTBA rOTOBOrO
nikapcbKoro 3acoby (iHwi 3miHM) 3MiHa
[ONYCTUMMX MEX A/17 MokasHuka "O6'em, Lo
BUTAraeTbeca". BignosigHO 40 BUMOr MOHOrpadii
Ph. Eur. 2.9.17 "Test for extractable volume of
parenteral preparations" 06'emM KOXXHOro
KOHTEelHepa NOBWMHEH 6YTU He MeHLLE
HOMiHaU1bHOrO ("O6'eM, BUMIPAHUIA AN KOXHOTO
3 KOHTEliHepiB, He MeHLLEe HOMIHa/TbHOro
06'emy"). BiAnoBigHO [0 BULLE3a3HAYEHMUX
BMMOT, 3anuc WoA0 06'eMy, LLIO BUTATYETbCS,
3MiHEeHO Ha = 3 M/ (kapTpuaxi) Ta = 10 mn
(dbnakoHu) (HoMiHaNbHWI 06'eM - 3 M Ta 10 Mn
BiANOBIAHO). 3MiHK | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3miHN Yy
BMPOGHMLTBI. 3MiHM BUNPobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPOOGHULTBA FOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHN) BHECEHHS 3MiH
[0 onucy BUNpobyBaHHA y NpoLLeci
BUPOGHMLITBA - 06'EM, LLIO BUTAra€TbCA -
LUAAXOM JofAaBaHHSA NOCUNAHHS Ha OHOBJIEHY
sepcito Ph. Eur. (2.9.17) Ta BUAA/IEHHS BUMOTH
1040 NepioguYHOCTI BUNpobyBaHHsA. Onuc
mMeToay BunpobyBaHHs "O6'eMm, L0 BUTAraeTbCs"
6yn10 3MIHEHO: 3aMiCTb NonepegHLOro onucy
BMKOPVCTaHO NOCU/IaHHSA Ha NOTOYHY
MoHorpadito Ph. Eur. 2.9.17 "Test for
extractable volume of parenteral preparations".
Mpy LpOMY 3MiH B METOAj BUNPOOYBaHHS He
Bigbynocs, 3MiHEHO N1LIe BUKNaAeHHS onucy
MeToAy BUNPOOGYBaHHS B peecTpauliiiHili
[oKyMeHTauji. Takox BuganeHo BUMOrU LWoA0
nepioguyYHOCTI NPOBELEHHA BUNPOOYBaHHS, sika
BM3HAYAETLCA BHYTPILIHIM aHaNi3oM pU3mnKis
BigMNOBIAHO A0 cncTemMu siKOCTi Bioton S.A. 3MiHK
| TNy - 3MiHW 3 AKOCTi. FOTOBUIA NiKapCbKuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHV BUNpO6yBaHb
abo fonNyCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPO6GHULTBA rOTOBOrO
niKapcbKoro 3acoby (iHwi 3MiHWM) BHECEHHS 3MiH
00 onncy BUNpobyBaHHA y NpoLeci
BUPOGHMLTBA -pH -- LWNAXOM fofaBaHHS
nocunaHHsa Ha oHoBrieHy Bepcito Ph. Eur. (2.2.3)
Ta BugasieHHs iHdhopmadlii Npo nepiognyHICTb
BUNpobyBaHHA. Onuc meToay BUNpobyBaHHs pH
6yN10 3MIHEHO: 3aMiCTb NonepeAHLOro onucy
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

BMKOPVCTAHO NOCWU/IaHHSA Ha NOTOYHY
MoHorpadito Ph.Eur. 2.2.3 “Potentiometric
determination of pH”. MNpwn ubOMy 3MiH B MeTOAI
BMNpPo6YyBaHHA He Bifbyocs, 3MiHEHO fnLle
BMKNAAEHHSA ONKUCY MeToAy BUMPOByBaHHSA B
peecTpaLiiiHiii gokymeHTauii. 3MiHu | Tuny -
3MmiHu 3 sKocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPOOGHULTBA FOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHW)
BHeceHHs 3MiH [0 onucy BUNPOGYyBaHHS Y
npoLeci BUPO6HMLITBA - HiOHABaHTaXXEHHS
nepej, crepunisayiiiHowo inbTpaLieto - LWASXOM
[0faBaHHA NMOCWUaHHA Ha OHOBJEHY Bepcito Ph.
Eur. (2.6.12). BuknageHHs onvicy metogy 6yno
npvBefeHo A0 NOTOYHOT MoHorpadii Ph. Eur.
2.6.12 "Microbiological examination of non-
sterile products: microbial enumeration tests"
(meTog membpaHHoi (inbTpauii 5-2-1). Mpu
LibOMY 3MiH B METO/ji BUNPOOYBaHHS He
BiAGyocs, 3MiHEHO NULLIE BUKNAAEHHS onucy
MeToAy BUNpobyBaHHSA B peecTpaviliHiii
AoKymeHTauii. 3miHn | Trny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3miHN Yy
BMPOGHMLTBI. 3MiHN BUNPo6yBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPOOGHULTBA FOTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHKW) BignosigHa
3MiHa cTocyeTbes J13 ['eHcyniH P ynakoBaHoro
no 3 MN B KapTpuaKi. 3 METO0 NpUBEAEHHS [0
BMMOr MoHorpadii USP <382> "Elastomeric
component functional suitability in parenteral
product packaging/delivery system", po3gin 6
"Plunger functional suitability tests", metop,
BUNPOBYBaHHS CUM PO3PUBY MOPLLHA Ta CUN
KOB3aHHS MOPLUHSA 6y10 3MIHEHO 3
BUNPOOYBaHHA Ha NMOPOXHIX KapTpumkax Ha
BUNPOOYBaHHS Ha KapTpuaxax, HanoBHEHNX
nNikapcbknM 3ac060M, ONMC BUMPOOYBaHHS
TaKoX NpUBELEHWNI 0 3a3Ha4YeHOT MoHorpadii
USP. Ha ocHoBi npvBegeHHA A0 MoHorpadii
USP, 6ynu 3miHeHi JonycTuMi Mexi AN cunuv
pO3pVBY MOPLUHA Ta CUIN KOB3aHHSA NOPLLHS.
TakoX BUTy4YeHO BUMOTY LLIOAO NePIOANYHOCTI
npoBefieHHs BUNPO6YyBaHb, Sika BU3HAYAETbCS
BHYTPILLHIM aHani3oM puU3KKiB BifNOBIgHO A0

cucTemu skocTi Bioton S.A. 3MiHu | Tuny - 3MiHu
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

3 AKocTi. FoTOBWIA Nikapcbkuii 3aci6. 3mMiHN y
BMPOGHMLTBI. 3MiHM BUNPO6yBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPOOGHULTBA FOTOBOrO
nikapcbKoro 3acoby (iHwwi 3MiHK) Onuc
30BHILUHbOrO BUINAALY HANOBHEHMX Ta
yMakoBaHUX KapTpUAXiB Ta dh1akoHIB OHOB/IEHO,
06'efHaHO B 04MH pPo34in "YnakoBka Ta
MapKyBaHHS" i cnpoLyeHo. Bumoru woao
nepioguYHOCTI NPOBeAEHHS BUNPOOyBaHHSA
BMAANIEHO HAa OCHOBI BHYTPILLHBLOrO aHanisy
pv3uKiB BIANOBIAHO A0 cucTeMm SIKOCTi Bioton
S.A. 3MiHu | Tuny - 3miHK 3 skocTi. [oToBWMIA
nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHN
BMNpoGyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig vyac
BMPOOHULTBA rOTOBOrO NiKapCcbKoro 3acoby (iHLwi
3MiHM) Onnc meToay BUNpo6yBaHHSA "MexaHiuHi
BK/IIOUEHHS. Buaumi 4acTvHKM" 6yno 3mMiHeHO:
3aMiCTb NonepesHLOro onMcy BUKOPUCTaHO
nocunaHHsA Ha NoTo4Hy MoHorpadito Ph. Eur.
2.9.20 "Particulate contamination: visible
particles". Mpu LbOMY 3MiH B MeTOA|
BMNpobyBaHHA He Bifbynocs, 3MiHEHO nuLle
BUKNAAEHHS ONNCY MeToAy BUMPOOYBaHHA B
peecTpaLiiiHiii JokyMeHTaLji. Takox BuaaneHo
BVIMOTY LLOA0 NEPIOANYHOCTI NPOBELEHHS
BMNPOOYBaHHS, sika BU3HAYAETbLCS BHYTPILLHIM
aHas1i30M py3uKIiB BIAMOBIAHO 40 CUCTEMU AKOCTI
Bioton S.A.
3miHu | TNy - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHN
BMNpoGyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig vyac
BMPOBOHULTBA rOTOBOrO NiKapCcbKoro 3acoby (iHLwi
3MiHM) BignosigHa 3miHa ctocyeTbes /13
leHcynin P ynakosaHoro no 3 mn B kKapTpuaxi.
BHeceHHs 3MiH 40 MeToAy BUNpobyBaHHA y
npoveci BupobHuuTea "LlinicHicTb repmeTusauii
KOHTeliHepa'- BBeAEHHS biflbLL 3arasibHOro
onvcy Ta BUAaneHHs iHgopmadii npo
nepioguyHicTb BUNpobyBaHHA. Mpu LbOMY 3MiH
B METOZji BUNPO6yBaHHS He Bifbynocs, 3MiHEHO
JmLle BUKNaAeHHA onucy MeToay BUNpoGyBaHHS
B peecTpauiliHiii gokymeHTauii. Bumoru wono
nepioguYHOCTI NPOBeAEHHS BUNPOOyBaHHsA
BMAANIEHO HAa OCHOBI BHYTPILLHBLOrO aHanisy
pv3uKiB BIANOBIAHO A0 cncTeMM SIKOCTi Bioton
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

S.A. 3MiHn | Tuny - 3miHK 3 skocTi. [oToBWMIA
nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHN
BMNpPoGYyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig vyac
BMPOOHULTBA rOTOBOrO NiKapCcbKoro 3acoby (iHLwi
3MiHM) BignosigHa 3miHa ctocyeTbes /13
leHcynin P ynakosaHoro no 3 mn B kKapTpuaxi.
3MiHeHO onuc MeToay BUNPOGyBaHHA AN
napameTpy "MnbrHa BBeAeHHS nopLuiHs". Mpu
LibOMY 3MiH B METO/ji BUMPOOYBaHHS He
BiiGynocs, BUKOPUCTAHO GibL 3arasibHe
BUKNAAEHHS MeToAy BUMPOOYBaHHS B
peecTpavuiiiHiii JoKyMeHTaui. Takox BUIyYEHO
BMMOTW LLOAO NEPIOANYHOCTI MPOBEAEHHS
BUNPOBYBaHb, Sika BU3HAYAETHCS BHYTPILLHIM
aHani3oM pu3uMKIiB Bi4MNOBIAHO A0 CUCTEMU AKOCTI
Bioton S.A. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA niKkapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikavisx, nig yac BUPOOHULTBA FOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHu)
3MiHa JoNyCTUMUX MeX A1 nokasHuka "O6'eMm,
LL{o BUTAraeTbCa". BignosigHo Ao BuMor
MoHorpadii Ph. Eur. 2.9.17 "Test for extractable
volume of parenteral preparations" 06'em
KOXHOTO KOHTeliHepa NoBWHEH B6YTN He MeHLue
HOMiHasbHOrO ("O6'eM, BUMIPSHWI AN151 KOXXHOTO
3 KOHTEliHepiB, He MeHLLEe HOMIHa/IbHOro
06'emy"). BignoBigHO A0 BuMLLE3a3HAYEHMX
BUMOT, 3annC LWo0 06'eMy, LLIO BUTATYETLCSA,
3MiHEeHO Ha = 3 M (kapTpuaxi) Ta = 10 mn
(cbnakoHm) (HoMiHaIbHWI 06'eM - 3 M1 Ta 10 MN
BiANOBIAHO). 3MiHK | TNy - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3miHN y
BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPo6HULTBA rOTOBOrO
niKapcbKoro 3acoby (iHwi 3MiHWM) BHECEHHS 3MiH
0,0 onncy BUNpobyBaHHA y NpoLeci
BUPOGHMLITBA - 06'EM, LLIO BUTAraeTbCs -
LUIAXOM [ofaBaHHSA NOCUMAHHS Ha OHOBJIEHY
Bepcito Ph. Eur. (2.9.17) Ta BUA&IEHHS BUMOTU
LLLOA0 NepioAnYHOCTI BUNPOBYBaHHA. Onuc
mMeToAy BunpobysaHHA "O6'eMm, LLO BUTAraeTbCs"
6y/10 3MIHEHO: 3aMiCTb NONepeaHbLOro onucy
BMKOPVCTAHO NOCUIAaHHA Ha NOTOYHY
MoHorpadito Ph. Eur. 2.9.17 "Test for
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
extractable volume of parenteral preparations".

Mpun LbOMY 3MiH B METOZj BUNPOGYBaHHA He
BiiGyNocs, 3MiHEHO NNLLE BUKNALEHHS onucy
MeToAy BUNpobyBaHHSA B peecTpav,iliHii
[oKymeHTaUil. Takox BuaaneHo BUMOTU LLoA0
nepiogMYHOCTI NMPOBEAEHHA BUNPOOYBaHHS, siKa
BM3HAYAETLCSA BHYTPILIHIM aHai3oM pUsmnKiB
BigNoBigHO A0 cucTemMu SKoCTi Bioton S.A. 3MiHK

| TMNy - 3MiHK 3 AKOCTi. FOTOBUIA NiKapcbkwii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHM BUNpOGYyBaHb
abo fonyCTUMUX MEX, BCTAHOBNEHWX Y
cneuudikavisx, nig yac BUPOOHULTBA rOTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHN) BHeCeHHS 3MiH
[0 onvcy BUNpobyBaHHSA y npoLeci
BUPOGHMLTBA -pH - LWNAXOM f0faBaHHS
nocunaHHsa Ha OHoBrieHy Bepcito Ph. Eur. (2.2.3)
Ta BUAaneHHs iHdopmadii Nnpo nepiognyHiCTb
BMNpo6yBaHHA. Onuc MmeToay BUNpobysaHHs pH
6y/10 3MIHEHO: 3aMiCTb NoNepeaHLOro onucy
BMKOPVCTAHO NOCUIAaHHA Ha NOTOYHY
MoHorpadito Ph.Eur. 2.2.3 “Potentiometric
determination of pH”. MNpwn ubOMy 3MiH B MeTOAI
BMNPOBYBaHHA He Bif6ynocs, 3MiHEHO NuLe
BMKNAAEHHS ONKUCY MEeToAy BUNPOOYBaHHSA B
peecTpavuiiiHiin gokymeHTauii. 3miHn | Tuny -
3MiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHM BUNpObyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPo6HULTBA rOTOBOrO
niKapcbKoro 3acoby (iHwi 3MiHWM) BHECEHHS 3MiH
0,0 onncy BUNpobyBaHHA y NpoLeci
BMPOGHULTBA - GiOHABaHTaXXEHHS nepes,
cTepunisauiliHoto (inbTpauieto - LISAXOM
[0aBaHHA NOCUIaHHA Ha OHOB/EHY Bepcito Ph.
Eur. (2.6.12). BuknageHHs onucy metogy 6yno
npuBefeHo A0 NOToYHOI MoHorpadii Ph. Eur.
2.6.12 "Microbiological examination of non-
sterile products: microbial enumeration tests"
(meTop membpaHHoi dinbTpauii 5-2-1). Mpwu
LibOMY 3MiH B METO/ji BUMPOOYBaHHS He
Bigbynocs, 3MiHEHO N1LIe BUKNaAeHHS onucy
MeToAy BUNPOOGYBaHHS B peecTpauliiiHili
[oKyMeHTauii. 3miHn | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3miHN y
BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPo6HULTBA rOTOBOrO

nikapcbKoro 3acoby (iHwi 3miHW) BignosigHa
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

3MiHa cTocyeTbes /13 MeHecyniH H ynakoBaHoro
no 3 MN B KapTpWaKi. 3 METO0 NpUBEAEHHSA A0
BMMOr MoHorpadii USP <382> "Elastomeric
component functional suitability in parenteral
product packaging/delivery system", po3gin 6
"Plunger functional suitability tests", metop,
BUMPOBYBaHHSA CUM PO3PYBY MOPLLHA Ta CUNN
KOB3aHHA MOPLUHS 6Y/10 3MIHEHO 3
BMNPOGYBaHHA Ha NMOPOXHIX KapTpuaxax Ha
BUMPOOYBaHHSA Ha KapTpuaxax, HanoBHEHNX
nikapcbknM 3aco6om, onvc BUNPoGyBaHHS
TaKoX NPUBELEHWNI [0 3a3HAaYeHOT MOHorpadii
USP. Ha ocHoBi nprBeaeHHs A0 MOHorpadii
USP, 6ynu 3mMiHeHi fJonycTuMi Mexi Ans cunu
PO3pUBY MOPLUHA Ta CUIN KOB3AHHSA MOPLLHS.
TakoxX BUTy4eHO BUMOTH LLIOAO NEPIOANYHOCTI
npoBefeHHsA BUNPo6yBaHb, Sika BU3HAYAETHCS
BHYTPILLHIM aHani3oM pu3vKiB BiANOBIAHO A0
cucTemMu skocTi Bioton S.A. 3MiHu | Tuny - 3MiHn
3 AKoCTi. FoTOBUIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPO6GHULTBA rOTOBOrO
niKkapcbKoro 3acoby (4ofaBaHHA HOBOTO MeToay
BUNPOOYBaHHA Ta AoNyCTUMUX MeX) [lofasaHHs
napameTpy KOHTPO/IIO Y NpoLeci BUPOGHULITBA -
KPYTHWIA MOMEHT 3aKpyyyBaHHS KPULLKA 3
Mexeto> 50 MH*M. TecTyBaHHSA LbOro
napameTpa A03BONSAE NiATBEPAUTU LiMiCHICTb
KPULLIKX NiKapcbKoro 3acoby. Kputepii
NPUAHATHOCTI 4718 JaHOro TeCTy NPUAHATI Ha

OCHOBI flocnifpKeHb hapMaleBTUYHOT PO3POBKN.

MiHimanibHa cuna (KpyTHUIA MOMEHT), sika

HeobXxigHa AN 3aKpUTTS/3aKpyyyBaHHS KPULLIKY,

6yna obpaHa Ha OCHOBI EMMIPUYHUX JaHUX.
3MiHu | TUnNYy - 3MiHK 3 AkocTi. FoToBUIA
nikapcbknii 3aci6. 3MiHN Y BUPOGHMLTBI. 3MiHN
BUNPO6YBaHb ab0 A0NYCTUMUX MEX,
BCTaHOBNEHNX Y cneuudikauisx, nig vyac
BMPOGHMLITBA FOTOBOTO J1iKapCbKOro 3acoby
(oofaBaHHsA HOBOro MeToAy BUNPOGYBaHHSA Ta
JonycTuMmx Mex) [jogaBaHHa napameTpy
KOHTPO/I0 Y NpoLeCi BUPOOHULITBA - KpYTHUIA
MOMEHT 3aKpy4yBaHHSA KPULLKK 3 Mexeto> 50

MH*M. TecTyBaHHSA LbOro napameTrpa [03BOSSAE

niaTBEPANTY LiNICHICTb KPULLKU NTIKAPCbKOro
3acoby. Kputepii NnpuiAHATHOCTI AN faHoro

TECTY NPUIAHATI HA OCHOBI AOC/IKEHb
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
thapmaueBTMYHOT po3po6kM. MiHimasibHa cuna
(KpyTHWIT MOMEHT), sika HeobXigHa ans
3aKpUTTA/3aKpyUyBaHHA KpULkK, 6yna obpaHa
Ha OCHOBI EMNIPUYHNX AaHUX (415 MPOAYKTY in
bulk)
38. | TEHCY/NIH P | po3unH ANns iH'ekuii, BIOTOH Monbua BVPOGHMK, Monbwa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: - - UA/9810/01/01
100 O4/mn; in bulk: C.A. BiAnoBiAabHWIA 3a 3MiHu | Tuny - 3miHK 3 skocTi. A®I. KoHTposb
no 10 mny BUPOGHMLTBO, A®I. 3miHa y napameTpax cneuucpikauii Ta/abo
CKNsiHOMY DN1aKoHi; nepByHHE | BTOPUHHE [ONYCTUMMX MEX, BU3HaUYeHuX y cnevudikavisx
no 150 donakoHiB y nakyBaHHs, KOHTPO/Tb Ha A®l, abo BUXigHWIA/MPOMIXHWIA
NnacTUKOBIN KaceTi; Ta BUMYyCK cepii: NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y
no 1 kacetiy BIOTOH C.A,, npoueci BupobHuutea APl (BuUyyeHHs
Kopob6Li; no 3 Mn B MonbLya; BUPOGHUK, He3Ha4yHOro NokKasHuKa SKoCTi (Hanpukiag
KapTpuaxi; no 600 BiANOBigaIbHUI 3a BW/IyYEHHS 3aCTapiforo nokasHuka)). 3miHa
KapTpuaXiB y KOHTPO/b cepii: nonsira€ y BUAIEHHI HECYTTEBOrO NapameTpa 3i
nnacTVKoBili kKaceTi; IHCTUTYT BioTexHonorii cneuudikauii gilo4oi peyoBMHY, a came:
no 1 kacetiy Ta AHTUGIOTUKIB, KiNIbKICHOTO BU3HAYEHHS 3aU/ULLIKIB
Kopoo6Li Monbwa Kap6okcmnentngasm B (CPB).
39. | TEHCYNIH P PO3YMH NS iH'EKLN, BIOTOH MonbLla BVPOGHMK, Monbwa BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis: 3a - UA/1613/01/01
100 O4/mn; no 10 C.A. BiANOBigaIbHMI 3a 3MiHK | TNy - 3MiHK 3 AkocTi. APl KoHTponb peuenmom
M/1Y CKNAHOMY BUPOBHMLTBO, Adl. 3miHa y napameTpax cneumdikauin Ta/abo
thnakoHi; no 1 NnepBuHHE | BTOPUHHE OONyCTUMUX MeX, BU3HaYeHuX y cneumdikauisax
h1akoHy B nakyBaHHs1, KOHTPO/1b Ha A®Il, abo BUXigHWUIA/MPOMIXHWIA
KapTOHHI naJui; no Ta BMUNycK cepii: npoayKT/peareHT, Lo BUKOPUCTOBYIOTbLCS Y
3 M/ B KapTpuaXi; BIOTOH C.A,, npoueci BupobHuutea APl (BuyyYeHHs
no 5 kapTpuaxis y MonbLya; BUPOGHKK, He3Ha4yHOro NokasHuKa sIKOCTi (Hanpuknag,
6nicTepi; no 1 BiANOBIAa/IbHUI 3a BWYYEHHS 3acTapifioro nokasHuka)). 3miHa
6nictepy B KOHTPO/Tb Cepil: nonsrae y BuaasieHHi HeCyTTEBOro napameTpa 3i
KapTOHHIN nauui IHCTUTYT BioTexHonorii cneumdikaLii Aito4oi peyoBrHU, a came:
Ta AHTUGIOTVKIB, KINIbKICHOTO BM3HAYEHHS 3a/LLKIB
Monbla Kap6okcunentuaasun B (CPB).
40. | FTEPUENTUH | po3uuH ANS iH eKLiid, TOB Ykpaina Brpo6HMuTBO LBeliuapis BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 3a - UA/14303/01/01
® 600 mr/5 mn 1 «Poww Hepo3gacoBaHol 3MiHK | TRy - 3MiHK 3 SKOCTI. [OTOBMIA peyenmom
(h1aKOH 3 PO3YNMHOM YkpaiHa» NPOoAYKLIT, NakyBaHHS, nikapcbkuii 3aci6. KOHTPonb AOMOMiIXKHUX
Y KapTOHHiii KOpo6Ll BMNPOGYBaHHSA peyoBuH. 3miHa y MeTogax BUnpobyBaHHsA
KOHTPOJHO SIKOCTI, [LOMOMDKHOT PEYOBMHMN (HE3HAUHI 3MiHW Y
BUMYyCK Cepii: 3aTBEpPMAXEHNX MeToAax BUNPOOyBaHb).

®.XodhhmaHH-/1a PoLu
Ntg, Weeliyapis;
BunpobyBaHHs
KOHTPOJIHO AKOCTI:
®.XodhchbmaHH-/1s Poww
Ntp, Weeiiuapis

HesHauHi 3miHM B npoueaypi BunpobysaHHs
6GioHaBaHTaKEHHST /18 4ONOMIXKHOI PevyOBUHN
pekoMbiHaHTHa riaypoHigasa avHu,
npusefeHHs Ao sumor EP. 3miHun | Tuny - 3miHn
3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX PeYoBUH. 3amiHa mxepena
ofiepXaHHs [OMOMDKHOI pe4yoBUHN abo
peakTuBy, L0 CTaHOBUTL PU3NK Nepepadi
36yaHukiB [E (MaTepiany, L0 CTAHOBUTbL PU3NK
nepepgadi 36yaHukis N'E, Ha matepian
POC/IMHHOTO @60 CUHTETUYHOIO NMOXOKEHHS) -




48

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

[lns ONOMDKHMX peYOBMH abo peakTuBiB, SKi
BUKOPVCTOBYIOTCS Y BUPOOHULTBI aKTUBHOT
peyoBUHM 6i0NOrYHOr0/iMyHONOTIYHOrO
NMOXOMKEHHS, ab0 JlikapcbKoro 3acoby
6i0N10riYHOro/iMyHOMOMNYHOTO NOXOKEHHS.
OHoBneHHsA TSE geknapadii (Big TBapuHHOrO Ta
HEeTBapUHHOTO MOXOMKEHHS) ANS Axepena
iHCY/iHY, O BUKOPUCTOBYETLCA AN NiATOTOBKM
po6oy4oro 6aHKy KIiTUH 415 BUPO6HULTBA
[0MOMDKHOT PEYOBWHUN — PEKOMGBIHAHTHA
rianypoHigasa nognHn. 3miHn | Tuny - 3MiHu 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y napameTpax
cneuudikauin Ta/abo fonycTMMmX MeX,
BM3HaYeHNX y crneundikauisx Ha A®l, abo
BUXiQHWIA/NPOMIDKHUIA NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTLCSA Y NpoLeci BUpobHuuTea Ad|
(8ONOBHEHHS cneumdikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMNOBIAHMM METOA0M BUNPOOYBaHHS).
[opasaHHsa B cneumndikauito APl kputepiis
NPUAHSATHOCTI 4718 TePMiHa/IbHOTO
ranakTo3unoBaHHs (%G2) | rnikaHiB 3 BUCOKUM
BMiCTOM MaHo3u (%Man5). 3miHu | Tuny - 3miHn
3 AKocTi. A®l. BUpo6HULTBO. 3MiHN
BMNpo6yBaHb abo AOMYCTUMUX MEX Y NPOLiECi
BMPO6HULTBA A®PI, IO BCTAHOB/EHI Y
cneumaikalisx (LogasaHHA HOBOrO
BMNPOOYBaHHA Ta JOMYCTUMUX MEX).
[JlofaBaHHs aslbTepHATVBHOIO MeToAy
BU3HaueHHs 6inka (UV/VIS) B npoueci
BMPOGHULITBA TpacTy3ymaby. 3MiHu | Tuny -
3miHu 3 sKocTi. A®l. BUpo6HULTBO. 3MiHN B
npoteci BUpo6HMLUTBa AP (iHLWi 3MiHN).
BBefeHHs BOYA0BaHOIO MNMGUHHOTO QiNbTpa,
peanizoBaHoro sk hiibTp NnonepegHLOro
3aBaHTaXeHHs nepes, po60TOo YCTaHOBKM
KaTioHOO6MiHHOI Xpomatorpadii. 3miHu Il Tuny -
3miHu 3 aKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuucikauii Ta/abo AonycTUMMX
MeX, BU3HaueHux y cneyudikadisx Ha A®l, abo
BMXIigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(iHWi 3miHKW). lopaBaHHA HOBOrO MoKasHMKa
BM3HA4YEeHHs napameTpis cnevuudikayii gns
agyko3niboBaHuX rnikaHis (4-11.7%) 3
BiANOBIAHWM MeToA0M BUNpobyBaHHA (2-AB
HILIC-UHPLC — 2 aminobenzamide hydrophilic
interaction liquid chromatography) ans gito4oi
peyoBuHM TpacTy3ymaby. 3minu Il Tuny - 3MiHm 3
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
akocTi. A®l. BupobHuuTBO. 3MiHM BUNPO6YBaHb
abo fonycTMMUX MeX y npoueci BUpobHMLTBA
A®I, o BCTaHoBEHI Y cneundikauisx (iHwi
3MiHM). 3amiHa NoKa3HVKa BUSB/IEHHS
Mikomnia3my MeTofoM ceHcopHoi MJIP Ha meTog,
MNP Ha mikonnasmy B peasibHOMY yaci 6e3 3MiH
KpUTEpIiB NPUAHATHOCTI; - 3aMiHa NOTOYHOTO
MeToAy BUSIB/IEHHSA NapBOBipPYCY rPU3YHIB Ha
OCHOBI KNiITUHHOTO iHAukaTopa (aHani3 324K) i
TpaguuiiHoro metogy MNJIP Ana BUSBMEHHS
napBoBipycy rpu3yHiB Ha metof MNPy
peasibHOMY 4aci 6e3 3MiH [0 KpuTepiiB
NPUIAHATHOCTI; - 3aMiHa BEPXHbOT MeXi
Temnepartypu eTarny BUTPUMKY, LLLO 06YMOB/IEHO
TUM, LLIO BOHa Byna Henpaswu/ibHO 3a3HayeHa B
nocbe sk 33°C 3amictb 30°C.
41. | TNMIOKO3AMI | nopoLuok MPAT YkpaiHa BIOIBEPIKA C.ALY. IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - - UA/16797/01/01
HY (cybeTaHuin) y "®ITOPA 3MiHuW | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
rigPoOXnor naketax nogBinHMX PM" HalilmeHyBaHHs Ta/abo agpecy 3asBHUKa
na nonieTuneHoBmx (BNacHvKa peecTpauiiHoro NocBig4YeHHs1) 3MiHa
ans agpecy 3asBHVKa
dhapmaLeBTU4HOTO
3aCTOCyBaHHSA
42. | TNIOPEHOP Tabnetku no 30 wr, BepiHrep HimeuunH Bepinrep IHrenbxaim pevyis BHECEHHS 3MiH [0 peecTpauiiiHix maTtepianis: 3a - UA/0331/01/01
M® no 10 TabneTok y IHrenbxa a Xennac CuHrn 3MiHM | TUny - 3MiHK 3 AKOCTi. FoTOBMIA peyenmom
6nicTepi; no 6 M Mem6ep C.A. nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHK
6nicTepiB y IHTepHeLw BMNpoGyBaHb abo AOMYCTUMUX MEX,
KapTOHHI Kopo6Lyi HA TM6X BCTaHOB/EHMX Y cneumdikauisx, nig yac
BMPOBOHULITBA FOTOBOrO NikapCcbKoro 3acoby
(BMNYyYEHHA HECYTTEBOIO BUNPOOYBaHHS B
npoLeci BUPOGHULITBA). BUy4YeHHs 3 KOHTPO/0
AKOCTI B NpoLeci BUpobHMUTBA Ta 3 po3inis
nocbe 3.2.P.3.3. "Onnc BUpo6HMYOro npotecy
Ta KOHTposto npouecy” Ta 3.2.P.3.4 "KoHTpo/1b
KPUTWUYHKX CTaAili Ta NPOMIXKHOT NpoayKuii™: -
aHaizy cymapHoro 06'eMy Hepo3chacoBaHOro
NPOAYKTY; - NPecoBaHoro 06'emy; -
rpaHyIoMeTPUYHOrO aHanisy; - TeKy4ocTi.
BignoBigHo 4o 3apeecTpoBaHoi Banigauii (posig
3.2.P.3.5), BiANOBiAHO AKICTb NPOAYKTY
3a6e3neyytoTb PyTUHHI aHani3u: "Btpata npu
BMCYyLLyBaHHI", "Bara", "ToswuHa", "TBepaicTb",
"fiameTp", "Po34nHeHHs", "CTupaHicTb".
43. | AUNKNOKAIH PO34MH ANA H'EKLN, Tosapuct Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 3a He UA/8315/01/01
no 2 ma B amny/ii; BO 3 06MEXEHO 3MiHK | TNy - 3MiHK WoA0 peyenmom | niossizae
no 10 amnyn y obmexeHo Bi4NOBIAA/ILHICTIO 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy.
KapTOHHI kopobui 3 10 "PapmaueBTMyHa 3MiHa y KOpOTKili xapakTepucTuLji NikapcbKoro
neperopogkamu; no BiAgMoBiga KOMnaHisi "3gopoB'a” 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ans
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
2 mn B amnyni; no 5 JIBHICTIO MeJMYHOro 3aCTOCYBaHHS Ha nigcrasi
amnyn 'y 6nictepi; no | "®apmaue perynspHo OHOBJ/IOBAHOrO 3BIiTY 3 6e3nekn
2 6nictepu B BTUYHA nikapcbKoro 3acoby, abo gocnimkeHb 3 6esnekn
KapTOHHiI kopobuy; KOMMaHis 3aCTOCyBaHHS Nikapcbkoro 3acoby B
no 2 mn B amny/i; "3p0pos'a" nicnspeecTpauiiinii nepiog, abo sk pesynbTar
no 10 amnyn y OLLiHKVM 3BIiTY 3 AOCNIMKEHb, NPOBEAEHNX
6nicTepi; no 1 BIANOBIAHO A0 MiaHy neiaTpUYHNX AOCAILKEHb
6nictepy B (PIP) (3MiHy y3ropkeHo 3 KOMNEeTEeHTHUM
KapTOHHi KopobLyi YMNOBHOB&XEHNM OpraHom).
3MiHU BHECEHO [0 IHCTPYKUIiT AN MEeANYHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby A0 po3Ainis:
"Oco6nMBOCTI 3aCTOCyBaHHSA", "3acTocyBaHHS Y
nepiog, BariTHocTi abo rogyBaHHs rpyaa” Ta
"Mo6iyHI peakuii™ Wwoao 6e3nekun gjtoyoi
peyoBMHM BIAMOBIAHO A0 pekomeHgauili PRAC.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nmicns
3aTBEPAKEHHSA
44. | ANKNODEH PO34mnH ANs iH'EKLN, TOB Ykpaina Mepkne 'm6X, Himeuunna BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis: 3a - UA/16637/01/01
AK-TEBA 75 mr/3 mn, no 3 mn «TeBa HimeuunHa 3MiHu | Tuny - 3miHn 3 sakocTi. CepTuddikat peyenmom
poO34nHy B amnyni; YkpaiHa» (BUPOGHULTBO BignosigHocTi/lE-cepTudikat BignoBigHOCTI
no5amnyny Hepo3ghacoBaHOro €Bponelicbkili chapmakonei/moHorpadii.
6nicTepi; no 1 abo NpoaykTy, NepBrHHA MoaaHHA HOBOro abo OHOBMEHOro cepTudikaTa
no 2 6nictepu B Ta BTOPUHHA BiANOBIAHOCTI ab0 BUYyUYEHHS cepTudikaTa
Kopoo6Li ynakoBka, 03BN Ha BiANOBIAHOCTI €Bponeiichbkili hapmakonei: ans
BWNYCK Cepil; A®I; ans BMXigHOrO
KOHTPO/b SIKOCTI) mMartepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
OHoBREeHW cepTuddikaT Bif, yxe 3aTBEpPAXXEHOr0
BMPOGHMKA - MOAaHHSA OHOBJ/IEHOTO cepTudikarta
BiANoBigHOCTI EBponeiickbkilt hapmakonei Ne R1-
CEP 2002-022-Rev 05 (3aTBepgkeHo: R1-CEP
2002-022-Rev 04) ans Aito4oi peyoBUHN
AvknodpeHaky HaTpito Big BUpo6Hnka ARCH
PHARMALABS LIMITED, India
45. | EBIHOMOH PO3YMH NS iH'EKLN, BPOC Ipeuis BPOC NTA peuis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a - UA/0898/01/01
no 25 mr/mn; no 3 nTa 3MiHu | TMNY - 3MiHK Woa0 peuenmom

mn (75 mr) B amnyni;
no 5 amnyny
nnacTUKoBOMY
KOHTeliHepi; no 1
KOHTeliHepy B
KapTOHHI Kopo6Lli

6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnx
npo cuctemy thapmakoHarnsgy (sBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
BiANOBIAaANbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
dhapmakoHarnsgy 3asaBHuKa gia 34ilCHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHA
BiIMiHHA Bif YTOBHOB&XeHOI 0cobu,
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Popma sunycky
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n/n

JliKapcbK0O20
3acoby

(nikapcbka chopma,
ynakoska)

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep

peecmpayitiHo2o

46.

EKBATOP

Tabnetkn, 20 mr/5

BAT

YroplmHa

BiANOBIAa/IbHOI 3a 34iiCHEHH: hapmakoHarnsagy
(BK/TKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
po3MilLEeHHI MacTep-haiina cncremm
thapmakoHarnsgy) 3miHa KOHTaKTHOI 0co6u
3asBHMKa, BigNoBiga/IbHOT 3a hapmakoHarnsz B
YKpaiHi.

[itoua pepakuin: Kapa CsitnaHa borgaHiBHa.
MponoHoBaHa pepakuin: baaba OneHa
AHatoniiBHa. 3MiHa KOHTaKTHUX AaHuX

KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
hapmMakoHarnsag B YkpaiHi.

noceio4YeHHs

47.

EKBATOP

mr; no 10 TabneTtok
y 6nictepi; no 1, 3
abo 6 6nicTepis y
KapTOHHI ynakoBLi

Tabnetkn, 20 mr/10

"efeoH
PixTep"

BAT

BAT "l'egeoH Pixtep"

YropumHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHY | TUny - 3MiHN WoA0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKiil XxapakTepucTuLj NikapCbKoro
3aco6y, TEKCTIi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiinnii nepiog, abo sk pesynbtat
OLLiHKVM 3BIiTYy 3 AOCiAKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiatpudHNX AOCNIOXEeHb
(PIP) (iHwi 3MiHK). 3MiHN BHECEHO A0 IHCTPYKL,i
AN MeANYHOro 3acToCyBaHHSA NiKapCbKoro
3acoby y po3gain "MepenosyBaHHs" BiANOBIAHO
[0 OHOB/EHOI iHGhopMaLii 3 6e3nekn gito4oi
PeyoBUHN.
BBefieHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA

3a
peyerimom

He

nidnsieae

UA/3211/01/03

mr; no 10 TabneTok
y 6nicTepi; no 1, abo
3, abo 6 6ricTepiB y
nauuj

"T'efeoH
PixTep"

YropumHa

BAT "T'efeoH Pixtep”

YropumHa

BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis:
3MiHK | TNy - 3MiHK WoAa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKill XxapakTepucTuLj NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHoO OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku

3acToCcyBaHHS MikapCbKoro 3acoby B

nicnspeecTpauiiinii nepiog, abo sk pesynbTart

OL|iHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 NiaHy nefiaTpUYHNX AOCAILKEHD
(PIP) (iHLi 3MiHK). 3MiHN BHECEHO [0 iHCTPYKU;T
[N MeAMYHOro 3acToCyBaHHSA NikapCbKoro

3acoby y po3gain "MepenosyBaHHs" BiANOBIAHO

[0 OHOB/EHOT iHdhopMaLii 3 6e3neku aitoyol
pPeyoBUHN.

3a
peyenmom

He
nionsieae

BBefeHHs 3MiH NpoTArom 6-T1 MicauiB nicns

UA/3211/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
3aTBEPAKEHHS
48. | EKBATOP Tabnetku, 10 mr/5 BAT YropwmHa BAT "T'efieoH Pixtep" YropwumHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/3211/01/01
mr, no 10 TabneTok "T'eneoH 3MiHK | TNy - 3MiHK WoA0 peyenmom nionsieae
y 6nicTepi; no 1, abo PixTep" 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
no 3, aéo no 6 3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
6nicTepiB y nauui 3ac06y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKVM 3BIiTYy 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NMiaHy neaiaTpUYHNX AOCAIAKEHb
(PIP) (iHLi 3MiHK). 3MiHX BHECEHO [0 iHCTPYKU,iT
[ONs MeNYHOro 3acToCyBaHHS NikapCbKoro
3acoby y po3gin "lMepeno3yBaHHS" BigNoOBiAHO
[0 OHOBJEHOI iHGhopMaLii 3 6e3nekun ajto4ol
PEYOBUHM.
BBefeHHS 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPAKEHHSA
49. | ENEBIT® TabneTku, BKpUTI Baiep Lsenuapi [NpaxeHodapm Himeuunna BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 6e3 - UA/9996/01/01
MPOHATA/Ib | nniBKOBOI KoHcblome A Anotekep Mowrb 3MiHu | TUNy - 3miHK 3 AkocTi. CepTudpikar peyenma
06010HKO10; No 10 p Kep Al 6X BignosigHocTi/IE-cepTudikar BignosigHocTi

TabneTok y 6nictepi;
no 3 a6o 10
6nictepiB y
KapTOHHI kopobuy;
no 20 TabneTok y
6nictepi; no 5
6nictepiB y
KapTOHHI Kopo6Lyi

€Bponelicbkin dhapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa
BiANOBIAHOCTI €Bponeiicbkili hapmakonei: ans
A®I; ana BuxigHoro
matepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BVKOPVCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[0MNOMDKHOT peyoBUHU (cepTudikar
BiANoOBIgHOCTI EBponeiickkili hapmakonei) -
OHoBeHWI cepTudpikat Big, y)ke 3aTBEpAKEHOT0
BUPOGHMKa - [MofaHHA OHOB/IEHOTO cepTudikaTa
BiAnoBiaHOCTI EBponelickbkiit hapmakonei R1-
CEP 1996-045-Rev 04 ans fito4oi peyoBuHN
dhoniesa KuCnoTa Bif, BXXe 3aTBepAKeHOoro
BMpo6HMKa DSM NUTRITIONAL PRODUCTS
LTD (3atBepaxeHo: R1-CEP 1996-045-Rev 03;
3anpornoHoBaHo: R1-CEP 1996-045-Rev 04);
3MiHu | TUny - 3MiHKn 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHs cepTudikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: gns
A®I; onsa BuxigHoro
matepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

BUKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; ans
[0MNOMDKHOT peyoBrHU (cepTudikat
BifnoBigHoCTI €Bponelickkili hapmakonei) -
OHOBREeHWi cepTuddikaT Bif, yxe 3aTBEpAXEHOr0
BMpo6HUKa - [NogaHHA OHOB/IEHOro cepTuddikara
BiNOBIAHOCTI €Bponeichbkiin thapmakonei R1-
CEP 2004-3001-Rev 01 gns gjito4oi pe4yoBuHM
BiTaMiH A Bif BXe 3aTBep)KeHOro BUPO6HMKA
DSM NUTRITIONAL PRODUCTS LTD
(3atBepaxeHo: R1-CEP 2004-3001-Rev 00;
3anponoHoBaHo: R1-CEP 2004-3001-Rev 01)

50. | EHTEPOXXEP | kancynu; Ne 12, Ne TOB YkpaiHa Onenna Xenckea Itani ITanis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 6e3 nidnsieae UA/4234/02/01
MIHA® 24 (12x2): no 12 "Onenna C.p.n. 3MmiHu | TNy - 3MiHKW 3 AKOCTI. FoTOBUIA peyenma
Kancyny 6nictepi; Xenckea nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHN Y
no 1 a6o 2 6nicrepu YkpaiHa" npoueci BUPOBHULTBA FOTOBOrO NiKapCbKOro
B KapTOHHIi1 kopobu, 3aco06y, BK/0YaKUY NPOMDKHUIA MPOAYKT, L0

3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3miHa y npoueci
BVMPOGHMLTBA) 3anNpONOHOBaHO HE3HAYHI 3MiHW Y
BUpPOGHMYOMY npoueci (Ha etani 1a: Loading
and preheating BUpOGHMYOro npoLecy),
HeoOXiZHi 4ns onTumisauii BUpo6HMLTBA HOBOT
chopmynu. MprHLMMN HOBOTO BUPOGHUYOrO
npouecy 3aMLIaeTbCs TUM CaMunmM, LLO 1
NOTOYHUIA 3aTBEPAKEHNIT BUPOOHUYMIA NpoLiec.
3MiHu | TUnNYy - 3MiHK 3 siKoCTi. FoTOBUIA
nikapcbKnit 3aci6. 3MiHN Y BUPOOHMLTBI. 3MiHN
BMMNpPo6yBaHb abo JOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevumdikayisx, nig yac
BMPOBGHULTBA FOTOBOrO NiKapCcbKoro 3acoby (iHLwi
3MiHM) 3aNpPONOHOBaHO 3MiHU BUMOT
cneundikavii y npoueci BMpoOHULTBA
3MmiHu | TNy - 3MiHKn 3 AKocTi. FoToBUIA
nikapcbknii 3aci6. 3MiHN Y BUPOGHMLTBI. 3MiHN
BMNPO6YBaHb a60 A0NYCTUMUX MEX,
BCTaHOBMEHNX Y cneuudikauisx, nig vyac
BMPOGHMLITBA rOTOBOTO /iKapCbKOro 3aco6y (iHLui
3MiHK) 3anponoHOBaHO 3MiHN BUMOT
cneumadikauii y npoueci BUpo6bHMLTBa: 3MiHu |
TMny - 3MiHK 3 SKOCTi. [O0TOBWIA NikapCbkuii
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa po3mipy cepii
(BK/IHOMALOUM fiana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (iHLWi 3MiHM) 3MiHa po3Mipy
cepii NPOMiXXHOro NPOAYKTY Ta roTOBOro
nikapcbKoro 3acoby: 3MiHu | Tuny - 3MiHn 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauivi Ta/abo AONyCTUMKX MEX TOTOBOTO
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
nikapcbkoro 3acoby (iHLWi 3MiHX) 3MiHa BUMOT

cneumaikaLii NPOMDKHOro nNpoAaykTy: 3MiHu |
TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA NiKapCcbKuii
3aci6. KOHTposib roTOBOTO NikapCbKoro 3acoby.
3MiHa napamMeTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO J1iKapCbKOro 3acoby
(iHWi 3MmiHW) 3miHa BUMOT crieumdikawi
NPOMDKHOIO NMPOAYKTY:
3MiHu | TUny - 3MiHK 3 AkocTi. FoToBUIA
nikapcbknii 3aci6. 3MiHN Y BUPOOHULTBI. 3MiHN Y
npoueci BUpOBHULTBA FOTOBOIO NiKapCbKoro
3aco0y, BK/IOYAKUM NMPOMDKHWA NPOAYKT, L0
3aCTOCOBYETLCSA MPW BUPOGHULTBI FOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3MmiHa y npoueci
BMPOGHMLTBA) 3aNpPONOHOBAHO HE3HAYHI 3MiHW Y
BMPOGHMYOMY npoLieci (Ha eTani 1b: Spraying
BMPOBHMYOro npouecy), HeobxigHi ans
onTuMi3auii BUpOGHMLTBA HOBOT hopmyu.
MpUHLMN HOBOrO BMPOOHMYOrO NpoLecy
3a/MWAETLCA TUM CamnM, LLO 1 NOTOYHWIA
3aTBEpAKEHUI BUPOGHUUMIA npouec. 3MiHu |
TMny - 3MiHK 3 SKOCTi. [O0TOBWIA NikapCbkuii
3aci6. 3MiHM Yy BUPO6GHULTBI. 3MiHM Y NpoLeci
BMPOGHULITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/TOYAI0UM MPOMIXHUI MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y npoueci
BMPOGHMLTBA) 3aNpONOHOBAHO HE3HAYHI 3MiHW Y
BMPOGHMYOMY npoLieci (Ha eTani 1d: Sieving
BMPOBHMYOro npouecy), HeoobxigHi Ans
onTuMi3auii BUpOGHMLTBA HOBOT hopMyu.
MpWHLMN HOBOrO BUPOBHMYOro NpoLecy
3a/IMLLAETLCA TUM Cam1M, LLO 1 NOTOYHWIA
3aTBEPAKEHNI BUPOGHMYMIA npouiec. 3MiHu |
TMNy - 3MiHK 3 SIKOCTi. [OTOBWIA NikapcbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM Y npoLeci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAIOUM NPOMIXKHWIA NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULITBI TOTOBOrO
nNikapcbKoro 3acoby (He3Ha4yHa 3MiHa y npoueci
BMPOGHMLTBA) 3aNpONOHOBaHO HE3HAYHI 3MiHW Y
BMPOGHMYOMY npouieci (Ha eTani 1c: Drying
BMPOBHMYOro npouecy), HeobxigHi Ans
onTuMi3auii BUpOGHMLTBA HOBOT hopMy K.
MpyHLMN HOBOrO BUPOGHMYOTO NpoLecy
3a/MWAETLCA TVM CamnM, LLO 1 NOTOYHWIA
3aTBEPAXEHWIA BUPOBGHMYMIA NpoLiec.

3MiHu | TMny - 3MiHK 3 skocTi. FoToBUIA




55

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

nikapcbknii 3aci6. 3MiHN Y BUPOOHMLTBI. 3MiHN Y
npoueci BUPOBHULITBA FOTOBOIO NiKapCbKoro
3aco0y, BK/OYaKUM NPOMKHWA NPOAYKT, L0
3aCTOCOBYETLCS MPW BUPOGHULTBI FOTOBOIO

nikapcbKoro 3acoby (He3HayHa 3MmiHa y npoueci

BMPOGHMLTBA) 3aNpPONOHOBAHO HE3HAYHI 3MiHW Y

BMPOGHMYOMY npotieci (Ha eTani 2: Preparation

of the final product Bupo6H1yoro npovecy),
HeoOXifHi ANa onTumisauii BUpo6HMULTBA HOBOI
chopmynu. MprHLUMN HOBOTO BUPOGHUYOTO
npoLecy 3a/MWaeTbCa TM camnm, LLO i

NOTOYHUIA 3aTBEPAKEHUIA BUPOGHUYMIA NpoLec.

3miHu | TNy - 3MiHKW 3 AKOCTi. FoTOBUIA

nikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI. 3MiHN Y
npoveci BUPOOHULITBA FOTOBOrO NiKapCbKOro
3aco06y, BK/0YaKUY NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOrO

niKkapcbKoro 3acoby (He3HayHa 3miHa y npoueci

BVMPOGHMLTBA) 3aNpONOHOBAHO HE3HAYHI 3MiHW Y
BUpo6HMYOMY npoueci (Ha eTani 3: Capsule
filling BUpo6HMUOro npouecy), HeobxigHi Ans

onTuMi3auii BUpOGHMLTBA HOBOT hopMyu.
MpWHLMN HOBOrO BUPOBHMYOro NpoLecy
3a/IMLAETLCA TUM CamM1M, LLO 1 NOTOYHWIA
3aTBEPKEHUI BUPOGHMYMIA NpoLec.
3MiHu Il TUny - 3MiHK 3 AKocTi. FoTOBWMIA
nikapcbkuii 3aci6. Onuc Ta cknag,. 3miHa y
cknagi (LoMoMKHUX peyoBMHaX) roToBOro
nikapcbKoro 3aco6y (iHLWi AONOMKHI pe4oBUHM) -
3MiHa y nikapcbkomy 3acobi
6i010r4YHOro/iIMyHO/TOFYHOTO MOXOMKEHHS -
3MiHa cknagy A0NOMiXHMX pevyoBuH /13, a cave
BUAAIEHHS KAOMiHY 3 Nepesiiky AONOMKHUX
peyvoBUH. BrganeHHs fONOMIXKHOI peqyoBUHM
KaosiHy KOMMeHCcoBaHe Ki/lbKiCHM
KOPUTyBaHHAM iHLIMX AOMNOMDKHUX PEYOBWH,
NpUCYTHIX y cknagi /13, 3i 36i/bLUeHHAM
MiKPOKpUCTaNi4yHOI Lenton103un Ta MiHiMabHUM
3HKEHHAM CTeapaTy MarHito. 3MiHM BHECEHO B
IHCTPYKL,itO 415 MEANYHOrO 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3gin «Cknagy.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHu Il Tuny - 3MiHKM 3 AKOCTI.
['oTOBWIA Nnikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauii Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby (3mMiHa 3HaxoAWTbLCSA No3a
3aTBEPLKEHVMU AONYCTMUMU MEXaMu




n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep
peecmpayitiHo2o
nocsio4eHHs1

cneumdikauiin) 3miHa Bumor crneumdikauii 113 3a

nokasHukoM «Loss on drying»: 3miHu Il Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.

KoHTposb rotoBoro siikapcbkoro 3acoby. 3miHa

napameTpiB cneuudikauii Ta/abo AonycTUMMX
MEX rOTOBOro NiKapCbKoro 3acoby (3miHa

3HaxXo0ANTLCA N03a 3aTBEPAKEHNMM

[0NYCTUMVMU MexaMu cneuudikadiin) 3miHa

BMMOTr cneumndikauii MN13 3a nokasHMKOM
«Average mass of content»

51.

E€BPOHEKC

PO3YUH NS iH'EKLNA,
100 mr/mn; no 5 mn
B ammy”ni; no 5
amnysn y KapTOHHIl
Kopoo6Li

€8Bpo
Naiidpkep
MpaiiBiT
Nimitepn

IHais

Crepin-LxeH Naid
CaiiHcic (Mi) Nimiteq

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TUny - 3MiHK 3 AKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
nocTtavasibHvKa nakyBasibHUX maTepiasiis abo
KOMMNIEKTYHUMX (FKLWO 3a3Ha4YeHO B [OCbE)
(3amiHa abo fofaBaHHA nocTavyasibHUKa) -
BBE/EHHS [40AaTKOBOrO HOBOTO BUPOOHUKA
nakyBasIbHOro Matepiasty (ammynu ckisHi no 5
M, Tun 1), a came Schott Kaisa Private Limited,
[0 3aTBEpKEHOro Bupo6Huka Kishore Pharma
Products Pvt Ltd.

3a
peyenmom

UA/18021/01/01

52.

1I30-MIK® 10
Mmr

Tabnetky no 10 wr;
no 50 TabneTok y
6aHuj; no 1 6aHyi y
nauui 3 KapToHy

TOB HB®
«MIKPOXI
M>»

YKpaiHa

TOB HB®
«MIKPOXIM»

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asBHUKaA
(BNacHvKa peecTpauiiHoro NocBigYeHHs1) 3MiHa
Ha3BuM Ta agpecu 3asBHuka [N13. BBeeHHS 3MiH
NPOTAroM 6-TW MiCALIB NiC/1A 3aTBEPIXKEHHS.
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micua
NpoBapKEHHS AISNbHOCTI BUpO6HMKa/imnopTepa
roTOBOrO /iKapCbKOro 3acoby, BkIo4aoum
AiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
3MiHa lopuanyHoi agpecun BupobHunka M3 ta
YTOUYHEHHS Ha3BW BUPOGHUKa /13, 6e3 3MiHK
hakTMYHOro micusi BUpobHMUTBa. BBEAEHHS
3MiH NpoTArom 6-Tu Micauis nicns
3aTBEPMAKEHHS.

3a
peyenmom

He
nidnsieae

UA/3186/01/01

53.

130-MIK® 20
mr

Tabnetku no 20 wmr,
no 50 TabneTok y
6aHuj; no 1 6aHu y
nauj 3 KapToHy

TOB HB®
«MIKPOXI
M>»

YkpaiHa

TOB HB®
«MIKPOXIM>»

YkpaiHa

BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis:
3MiHM | TUNYy - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asBHUKaA
(BNacHvKa peecTpauiiHoro NocBigYeHHs1) 3MiHa
Ha3Bu Ta afpecu 3asBHuKa I13. BeefeHHs 3MiH
NPOTArom 6-TW MiCALIB NiC/1A 3aTBEPIXKEHHS.
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus

3a
peyenmom

He
nidnsieae

UA/3186/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, Bko4atoun
AiNbHUL BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJI0 SIKOCTI. (ZiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOPTEp, BK/IOYaOUM BUMYCK Cepiid)
3MiHa ropuanyHoi agpecun BupobHuka M3 Ta
YTOYHEHHS Ha3BuW BUPO6HWuKa 13, 6e3 3miHn
hakTMYHOro micusi BUpobHMLUTBa. BBEAEHHS
3MiH NpOTArom 6-Tu Micauis nicns
3aTBEPAKEHHS.
54. | I30COPBIAY | nopowok TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - - UA/13554/01/01
ANHITPAT (cybeTaHuis) y «MIKPOXI «MIKPOXIM» 3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
PO3BEAEHWN | noAgiiHMX Millkax 3 M> HalilmeHyBaHHs Ta/abo agpecy 3asBHUKa
"n nniBkn (BnacHvika peecTpauiiHoro NocBigYeHHs)3MiHa
nonieTuneHoBoi Ans HalilMeHyBaHHS Ta afgpecu 3asBHUKa. 3MiHu |
thapmavneBTUYHOro TMny - AGMiHICTPaTVBHI 3MiHK. 3MiHa
3acTOCyBaHHS HalilMeHyBaHHs1 Ta/abo agpecu mMicus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA
(Bkntovaroun, 3a HeobXiAHOCTI, Micue
npoBefleHHA KOHTPO/II0 AKOCTI), a60 BNacHuka
macTep-thaiina Ha A®l, abo noctavasnibHuka
Adl/BnxigHoro matepiany/peareHTy/NpOMiXXHOIO
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y BUPOOHWLTBI
A®| (KW 3a3HAYEHO Y [OCbE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudpikaTa BignNoBiAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepaXeHoMy
[ocbe, abo BMPOOHMKA HOBOI AOMOMIXKHOIT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCHE).
3MiHa pUANYHOT agpecy Ta HallMeHyBaHHS
BMPO6HUMKa AdPI
55. | IPUHOTEKA KOHUEeHTpaT ans Mepak HimeyunH B1po6GHMK, Lo HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis: 3a - UA/11702/01/01
H MEAAK NpUroTyBaHHsA lesenbla a Bignosigae 3a 3MiHM | TUnYy - 3MiHK 3 AKOCTi. FOTOBMIA peuenmom
po34nHy AN T chrop MapKyBaHHs nikapcbkuii 3aci6. KOHTponb roToBOro
iHdpysin, 20 mr/mMn no KniHiwe NepPBMHHOT YNakoBKK, nikapcbkoro 3acoby. 3mMiHa napameTpis
2 mn (40 mr), abo no | Lneuianb BTOPWHHE NakKyBaHHS, cneuudikadii Ta/abo AONYCTUMUX MEX FTOTOBOrO
5 mn (100 wr), abo npenapar HaHeCeHHs 3axMCHOI NiKapcbKoro 3acoby (BMYyYEHHS HE3HAYHOrO
no 15 mn (300 mr) y e M6X nNiBku (OMLiOHa/TbHO),

CKNSTHOMY (p/1aKoHi;
no 1 conakoHy B
nayui

KOHTPONb/BUNPOGYBaH
Hs cepii Ta 3a BuUNycK
cepii: Mepak
[esenbladT rop
KniHiwe
Lneuianbnpenapate
M6X, HimeuuunHa;
Brpo6HuK, Lwo
Bignosigae 3a
BMPOBHULITBO
NiKapcbKoro 3acooy,

nokasHuka (Hanpuknag 3acTapisioro NokasHuka,
Takoro sk 3anax Ta cMmak, abo igeHTudikawis
6apBHYKIB 4N CMaKoBUX 406aBOK)). BunyueHHs
He3Ha4yHOro rnokasHuka cneumdikauii MNN3
«KonbopoBiCcTb»
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
nepBUHHE NaKyBaHHS,
MapKyBaHHs1
NepBUHHOT YNAaKoBKU,
BTOPWHHE MaKyBaHHS,
KOHTPONb/BUNPOGYBaH
Hs cepii: OHKOTeK
$apma lMpoaakLuH
mM6X, HimeuunHa,;
B1po6HuK, Lo
BignoBigae 3a
MapKyBaHHSA Ta
BTOPUHHE NakyBaHHS,
HaHeCEeHHs 3ax1cHoTl
nNiBkK (OMLiOHA/TbHO):
Meg-IKC-Mpecc M'mbX,
Himeyunna
56. | ITOMEL® TabneTku, BKPUTI NMPO.ME/L Yecbka BUPOGHMLTBO 3a Yecbka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/11446/01/01
nAiBKOBOO .UC Mpara | Pecny6nik NOBHVM LMK/IOM: Pecny6nika/ 3MiHM | TUny - 3MiHK 3 AKoCTi. FoTOBMIA peyenmom
060/10HKOI0, N0 50 a.c. a MPO.MEA.LC Mpara CnoBaubka nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
mr; no 20 TabneTok a.c., Yecbka Pecny6nika abo BBeleHHA A0AAaTKOBOI AiNbHULLI
y 6nicTepi, no 2 abo Pecny6nika BUPOBHMLTBA A/151 YacTNHM abo BCbOro
5 6nictepiB y BMPOGHMLTBO, BMPOGHMYOro MpoLecy roToBOro /ikapcbKoro
KapTOHHI Kopo6Lyi nepBuHHE | BTOPUHHE 3aco6by (4iNbHMUA A8 BTOPUHHOTO NakyBaHHS).
abo no 15 TabneTtok nakyBaHHs: BBefeHHs1 oAaTKoBOI AiNbHUL 415 BTOPUHHOMO
y 6nicTepi, mo 1 XBM ®apma c.p.o., nakyBaHHs: CaHeka PapmacbloTukans a.c.,
6nictepy y CnoBavbka CnoBaubka Pecny6nika HitpsHcbka 100, 920 27
KapTOHHI Kopo6Lyi Pecny6nika Inoroseub, Cnosaubka Pecny6nika Saneca
NepByHHE | BTOPUHHE Pharmaceuticals a.s., Slovak Republic
nakyBaHHs: Nitrianska 100, 920 27 Hlohovec, Slovak

KOO®APMA c.p.o.,
Yecbka Pecnybnika
KOHTPO/b AKOCTI:
AJIC Yecbka
Pecny6nika, c.p.o.,
Yecbka Pecny6nika
nepBrHHE Ta
BTOPWHHE MaKyBaHHS:
CaHeka
PapmacboTrKans a.c.,
CnoaLbka
Pecny6nika

Republic MprBegeHHs go matepianis
BMPOGHMKA. 3MiHU | TUNY - 3MiHU 3 SKOCTI.
[OTOBWIA NikapcbkuWii 3aci6. 3miHK y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
crneuudikalisx, nig yac BUPO6HULTBA FOTOBOrO
NiKapcbKoro 3acoby (BUIyYeHHS1 HECYTTEBOrO
BMNPOGYBaHHSA B NPOLIECi BUPOOHMLTBA).
BunnyyeHHst HECYTTEBOrO BUNPOOYBaHHS B
npoueci BUpobHuUTBa, BuganeHHs IPC Tecty, a
came: Bucota sigpa Tabnetku (Deletion of non-
significant in-process test (deletion of the
parameter Core height from IPC)). 3minun | Tvny -
3MmiHu 3 SKocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHULTBI. 3aMiHa abo BBeAEHHS
[,04aTKOBOI Ai/IbHULi BUPOBHULTBA ANS YACTUHU
ab60 BCbOro BMPOGHMYOro NpoLiecy roToBoro
NiKapcbKoro 3acoby (AiNbHULA 415 NEPBUHHOIO
nakyBaHHs). BBefjeHHs1 0AaTKOBOI AifbHULI ANs
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

NepBUHHOTO NakyBaHHA: CaHeka
dapmacbloTrkans a.c., Cnosaupka Pecny6bnika
HiTpsiHcbka 100, 920 27 IoroBeLb, Cnosatbka

Pecny6nika Saneca Pharmaceuticals a.s.,
Slovak Republic Nitrianska 100, 920 27
Hlohovec, Slovak Republic, npuseaeHnHs go
marepianis BUPO6HMKa. 3MiHu | TUny - 3MiHK 3
AKocTi. FOTOBWMIA Nikapcbkuii 3aci6. Onuc Ta
cknag. 3miHa y cknagi (40oNoMKHUX peyoBUHaxX)
roTOBOrO Jlikapcbkoro 3acoby (cmMakoBi fo6aBku
ab6o 6apBHYKY) - [logaBaHHs, BUyYeHHst abo
3aMiHa. YTOUHEHHS Ha3BW AONOMDKHOI PEYOBUHM
MaKporon, Lo BXOAWUTb [0 CKIagy CyMmilli ans
nokpuTTs Opadry Il white 85F18422
BMpO6HMLTBa Colorcon, 3 METOI NPUBEAEHHS Y
BiANOBIAHICTb A0 AOKYMEHTaL,i BUPOBHWMKA.
KinbkicTb | MOnekynsapHa maca Makporosny He
3MIHIOETLCA. 3aTBEpAKEHO: Makporon
(nonieTuneHrnikons) 4000 (BignoBigHO A0
ApoHcbKoi hapmakonei JP) — 0,61mr.
3anponoHoBaHo: Makporosn (MoNieTUNeHrNiKoNb)
3350 (BignosigHo o EP) — 0,61mr. 3MiHn | TUny
- 3MiHU 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa y
MeToAax BUNPOBYBaHHSA rOTOBOTO J1iKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepKeHnX
mMeTofax BUNpobyBaHHs). TpaHcdep meToankn
BUNPOOYBaHHS 3a NOKa3HWKOM «PO34YMHEHHSA»
[0 iHWoi naboparopii, 3 Aewo BigMiHHUM UV-
VIS cnekTpothoTOMETPOM, iHLLOK KIOBETOK 4151
BMMiptoBaHHSA (5 MM 3amicTb 10 MM), WO
npu3BoANTbL A0 3MiH B meToamui. The dissolution
method was transferred inside PRO.MED.CS
from one laboratory to another equipped with
slightly different UV-VIS spectrometer.
Therefore, the cell for measurement is different.
The method validation in dossier was amended
with "Method transfer and verification protocol”
to provide comparative dissolution results. 3miHu
| TMINY - 3MiHW 3 AKOCTI. FOTOBWIA NiKapCbKUiA
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPO6yBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAaX BUNPO6yBaHHSA). 3MiHa
B MeToAWLi BUNPoBGyBaHHSA 3a NOKa3HWKOM
«KinbkicHe BU3Ha4eHHs» (NpobonigroToBka:
[0AaBaHHA LEHTPUAYryBaHHSA SIK a/ibTepHATVBY
00 inbTpauii npy NpuroTyBaHHi
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

BMNPO6GOBYBaHOro po3unHy), The assay method
was newly revalidated using centrifugation as
the final step in the sample preparation and
including stability of the sample and reference
solution. 3miHn | TUNY - 3MiHK 3 siKOCTI. [OTOBWIA
nikapcbkuii 3aci6. KOHTPosb roToBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMXEHNX METOAAX
BMNpoOyBaHHsA). 3MiHa B MeToAuLi
BUNPOOYBaHHA 3a NOKa3HUKOM «CynpoBifHi
OOMiLLKv». MpoBeeHo BanifaLiio 418 OMILLOK
A,B,C., Minor changes to the purity test
procedure for the finished product. The purity
method was changed. The validation of new
methods was performed according to ICH
guidline Q2(R1)- Validation of Analytical
Procedures and in accordance with the
appproved specification including three known
impurities A, B and C. The validated parameters
are: Linearity, Accuracy, Range, Precision and
Intermedite precision, Limit of quantitation,
Selectivity and Robustness. 3MiHu | TUny - 3MiHu
3 AKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. KoHTpob
rOTOBOrO J1iKapCbKOro 3acoby (iHLLi 3MiHW).
OHoBneHHs po3sginy 3.2.P.5 Analytical
Procedures, a came: 3arasibHuii BCTyN AofaHo,
06 BigMoBifaTM MOTOYHOMY chopmaty po3giny.
3MiHn | TUnNy - 3MiHK 3 siKocTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPob AOMOMiIXHUX
peyoBuH. 3MiHa NnapameTpiB cneuyndikauiii
Ta/abo fonycTUMUX MEX ANA AONOMKHOT
peyoBuHM (iHLWI 3MiHK). 3MiHa napameTpis
cneumdikauiin 4ns OMNOMIKHOI PeYOBUHM
Opadry Il White 85F18422 - npuBegeHHs 40
OHOBJ/IEHUX MaTepiasiB BUPOBHMKa. 3MiHKM | Tuny
- 3MiHu 3 sKoCTi. [O0TOBWMIA Nikapcbkuii 3aci6.
KOHTPO/b AONOMDKHMX peYOBUH (iHLWi 3MiHW).
MpuBeaeHHs hopmaty nogadi iHdopmadii
po3gainy 3.2.P.4. KOHTpO/ib fONOMiXHMX
peyoBUH, Ta BCiX Nigpo34inis gaHoro posgainy, Ao
sumor 3T/l choopmaTy y BifnoBigHOCTi 3
[OKYMEeHTaMu BUPOOHWKa; BUAAIEHHS
iHchopMmaLii, LWo 3a3Ha4eHa pocCiiicCbKoK MOBOH):
3.2.P.4.1. Specifications. 3.2.P.4.2. Analytical
procedures. 3.2.P.4.3. Validation of analytical
procedures. 3.2.P.4.4. Justification of
specifications. 3.2.P.4.5. Excipients of human or
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

animal origin. 3.2.P.4.6. Novel excipients. 3miHn
| Tuny - 3miHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikart BiANOBIAHOCTI
€Bponelicbkin hapmakonei/moHorpadii. 3miHu,
NnoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BiANOBIAHICTL [0 MOHOrpadii AdPY abo
€Bponelicbkoi dhapmakonei, abo iHLwoi
HauioHas1bHOT hapmakonel gepxasu EC (3MiHa
y cneundikauisix, nos'ssaHa 3i 3miHamun B Y,
abo €sponelicbkin hapmakonei, abo iHLLiA
HaLjioHanbHili hapmakonei gepxasu €C).
MpuBeaeHHs cneumdikauii 4ONOMIKHOT
PeYOBMHM MarHilo cteaparty y BiANOBIAHICTb A0
OHOBNEHOT MoHorpadii EP, OHOB/IeHHS 3rigHO
Cy4acHVX BUMOT, MPUBEAEHHS Y BiANOBIAHICTb
00 marepianis BUPo6HMKa. 3MiHu | Trny - 3MiHK
3 AkocTi. CepTudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeOo6XiJHICTIO NpUBEAEHHS Y BigNOBIAHICTb A0
MoHorpadii 4dY abo €BponeiicbKol
thapmakonei, abo iHLWOoi HalioHasTbHOI
thapmakonei gepxasu €C (3MiHa y
cneuudikauisix, nos'asaHa 3i 3miHamy B 1Y,
abo €sponelicbkin hapmakonei, abo iHLLiA
HaLjioHanbHili hapmakonei gepxasu €C).
MpuBeaeHHs cneumdikauii 4ONOMIKHOT
PEYOBMHM KPEMHItO AioKCMAY KOMNOTAHOIO
6e3B0HOrO0 Y BifNOBIAHICTL 40 OHOB/EHOT
MoHorpadii EP, OHOBNEHHS 3riAHO CyYacHuX
BMIMOT, MPVBEAEHHS Y BigNOBIgHICTb A0
marepianis BUpOGHMKa. 3MiHM | TUnNy - 3MiHW 3
akocTi. CepTtucpikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpoONENChKIi
thapmakonei/MoHorpadii. 3MiHK, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL [0
MoHorpadii 4PY abo €sponeicbkoi
hapmakonei, abo iHLWOT HalioHa/IbHOT
thapmakonei gepxasu E€C (3miHa y
cneundikauisix, NoB'a3aHa 3i 3miHamu B PY,
abo €sponelicbkiin hapmakonei, abo iHLLiA
HauioHasbHin thapmakonei fgepxasu €C).
MpvBeaeHHs cneumdikadii 4ONOMKHOT
PEYOBUHM BOAM OUULLEHOT Y BIAMNOBIAHICTb A0
OHOB/IeHOT MoHorpadii EP, oHOBNeHHS 3rigHO
Cy4acHVX BMMOT, MPVMBEAEHHS Y BiANOBIAHICTb
00 matepianiB BUpo6HMKa. 3MiHU | TNy - 3MiHK
3 sikocTi. CepTudikar BignosigHocTi/lE-
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

cepTudikaT BignoBigHOCTI EBpoONENChKii
thapmakonei/MoHorpadii. 3MiHK, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL [0
MoHorpadii 4PY abo €sponeicbkoi
hapmakonei, abo iHLWOT HalioHasIbHOT
thapmakonei gepxasu E€C (3miHa y
cneundikauisix, NoB'a3aHa 3i 3miHamu B Y,
abo €sponelicbkiin hapmakonei, abo iHLLi
HauioHasbHin thapmakonei fepxasu €C).
MpvBeaeHHs cneumdikadii 4ONOMKHOT
PEeyYOBMHN KPOCKapMesio3n HaTpito y
BiANOBIAHICTL [0 OHOBNEHOT MoHorpadii EP,
OHOBJIEHHS 3TifiHO Cy4aCHVX BUMOT, NPUBEAEHHS
y BiANOBIAHICTb A0 MaTepianis BUPO6HYMKA.
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikar
BignoBigHocTi/l E-cepTudpikart BiANOBIAHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. 3miHu,
noB'A3aHi 3 HeOOXiAHICTIO NPUBELAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii AdY abo
€Bponelicbkoi thapmakonei, abo iHLWoi
HaLujioHasIbHOT thapmakonei gepxasun €C (3miHa
y creumdikayisix, nos'sa3aHa 3i 3MiHamu B 1dY,
abo €sponelicbkiin hapmakonei, abo iHLLiA
HauioHasbHin thapmakonei fgepxasu €C).
MpvBeaeHHs cneumdikadii 4ONOMKHOT
PEYOBMHN KPOXMasTb KyKypyA3SHWIA
npexenaTuHI30BaHWiA y BigNOBIAHICTb 0
OHOBJ/IEHOT MoHorpadii EP, OHOBNeHHS 3rigHO
Cy4YaCHUX BUMOT, NPYBEAEHHS Y BiANOBIAHICTb
[0 marepianis BUPo6HMKa. 3MiHu | Tuny - 3MiHn
3 akocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii 4dY abo E€BponeiicbKol
thapmakonei, abo iHLWOoI HalioHasTbHOI
thapmakonei gepxasu EC (3miHa y
cneumaikauisx, nos'asaHa 3i 3mMiHamu B 1®Y,
abo Esponelicbkiin thapmakonel, abo iHLWii
HaujioHasbHIli hapmakonei gepxasu €C).
MpuBeneHHs cneundikaLii LONOMIXHOT
PEYOBMHM NaKTO3M MOHOrigpaT
npexenaTvHi3oBaHWi y BiAMOBIAHICTb [0
OHOBNEHOT MoHorpadii EP, OHOB/IeHHS 3rigHO
Cy4acHVX BUMOT, MPUBEAEHHS Y BiANOBIAHICTb
00 matepianis BUPo6HMKa. 3MiHu | Trny - 3MiHu
3 AKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHU 3aci6. 3MiHa
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

napameTpiB cneuudikauiii Ta/abo JonyCcTUMUX
MeX NepBVHHOT YNakoBKW rOTOBOTO NiKapCbKOro
3aco06y (iHWi 3MiHK). 3MiHa napameTpis
cneumdikaLiin NepBUHHOT yNakoBKW rOTOBOTO
niKkapcbKoro 3acoby AN osbru antoMiHieBoT
(Aluminium foil), a came: He3HauHe KopuUryBaHHs
TecTy Po3mip ("Dimension"): BUNy4YeHHS MeX
OO LUMPUHW, KOHTPO/Ib TOBLLMHW NAIBKN
3a/mwaeTbea 6e3 3miH. MNprBegeHHA Ao
mMarepianis 3asaBHVKa. 3MiHW | TMNy - 3MiHKW 3
AkocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHW 3aci6 (iHWi 3MiHK).
BupaneHHs cneundikauii KOHTposo Ans
nakyBaJIbHOro MaTepiasly kKapToHHa Kopobka
(Paper box). MpuBeaeHHa Ao matepianis
BMPOGHMKA. 3MiHU | TUNY - 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHUi 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonyCcTUMUX
MeX NepBVHHOT YNakoBKW rOTOBOTO NiKapCbKOro
3aco06y (iHWi 3MiHK). 3MiHa napameTpis
cneumdikaLiin NepBUHHOT yNakoBKW rOTOBOTO
nikapcbkoro 3acoby ans nniskv NBX/MBAX
(PVC/PVdC foil), a came: He3HauHe
KopuryBaHHs TecTy "Discription”. 3aTBepgKeHo:
6e3bapBHa abo nomapaHyeBa Npo3opa;
3anpornoHoBaHo: 6e3bapBHa nniBka. Takox
BiGyBalOTbCA pefakLiiiHi npasku. 3miHu | Tuny -
3MiHM 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/3akynoptoBasibHUIA 3aci6.
3MiHa napameTpiB cneundikauii Ta/abo
[0NyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOrO
NiKkapcbKoro 3acoby (BUYyYEHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3actapisnoro
nokasHuka)). 3miHa napameTpiB cneumndikaviii
NepBUHHOT YNakoBKW rOTOBOTO NiKapCbKOro
3aco6y a1s onbru anoMiHieoi (Aluminium
foil), a came: BUNy4eHHs nokasHuka HamoTka
("Spooling"). 3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHUiA 3aci6. 3MiHa
napameTpiB creuudikauii Ta/abo AonycTUMmx
MeX NepBVHHOT YMakoBKM rOTOBOTO NikapCbKOro
3aco0by (iHWi 3MiHK). 3MiHa napameTpis
cneumdikauii NepB1HHOI yNakoBKW roTOBOrO
nikapcbKoro 3acoby Ans honbry anoMiHieBol
(Aluminium foil), a came: He3Ha4YHe KOpUryBaHHs

TecTy "Discription": npuBefeHHsA [0 maTepiasnis
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

3aaBHMKa. 3MiHW | TMNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHUi 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonyCcTUMUX
MeX NepBVHHOT YNakoBKM rOTOBOTrO NiKapCbKOro
3aco6y (BW/TyYEHHSI HE3HAYHOMO NOKa3HMKa
(Hanpwvkniag 3acTapinoro nokasHuka)). 3miHa
napameTpiB cneuudikaLii NepBUHHOT YNaKkoBKM
roTOBOrO /liKapCbKoro 3acoby Ans gonbru
antominieBoi (Aluminium foil), a came:
BU/Ty4YEHHS NokasHuka KoHCKCTeHLs wapis
("Consistency of layers") B cneumndikauii gns
KOHTPO/I0 d0O/IbIM antoMiHieBOT. 3MiHu | Tuny -
3MiHM 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/3aKkynoptoBasibHUIA 3aci6.
3MiHa napameTpiB cneundikauii Ta/abo
[0NyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOrO
nNiKkapcbKoro 3acoby (BUYyYEHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3actapisnoro
nokasHuka)). 3miHa napameTpiB cneumndikaviii
NepBUHHOT YNakoBKW rOTOBOTO NiKapCbKOro
3aco6y a5 onbru anoMiHieoi (Aluminium
foil), a came: BunNy4eHHs nokasHuka "Weight
100/cm"”. 3miHu | TNy - 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHMiA 3aci6. 3MiHa Y
NepPBUHHIli yNakoBLji roTOBOrO Nikapcbkoro
3aco6y (Tvin KoHTelHepa abo foJaBaHHSA HOBOTO
KOHTeliHepa) - TBepAi, M'Ki Ta HeCTepUbHi
piaki nikapcbki dhopmu. [logasaHHA HOBOroO
KOHTelHepa 4718 TpaHCNopTyBaHHA chopmu in
bulk, y 3B'A3Ky i3 BBEAEHHAM 404ATKOBOrO,
anbTepHaTMBHOIO BUPOGHMKA, WO BiAnosigae 3a
NepBUHHE Ta BTOPUHHE NakyBaHHsA - CaHeka
dapmacbloTmkans a.c., Cnosaupka Pecny6nika.
3MiHu | TUnNYy - 3MiHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWi 3aci6 (iHLWi 3MiHK).
dopmaT gokymeHTa oHosneHo o CTD, gogaHo
nexnapadii, BunpasneHo CoA nnisku
MBX/MBAX, BUGip BigNoBigHOI iHdbopmaLii Ans
KOHTPO/IO AKOCTi NaKyBasIbHOro MaTepiasty.
3miHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. Onuc Ta cknag (iHLWi 3miHW).
OHosneHHs po3giny 3.2.P.1 Description and
composition of the medicinal product, a came
npuBeLeHHsA AaHoro po3ainy fo sumor CTD
format, siK pe3ynbTar BUAyYeHHs ppasm, Lo He
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep
peecmpayitiHo2o
nocsio4eHHs1

Hece BM/IMBY Ha SKICTb MPOAYKTY, a came po3mip
ynakoBku ans f13: no 15 ta6netok y 6nictepi, no
1 6nicTepi y KapTOHHIK kopobui. no 20 TabneTok
y 6nicTtepi, no 2 abo 5 6nicTepiB y KAPTOHHIi
Kopoo6Li. 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWi 3aci6. 3MiHa y
NepPBUHHIl yNakoBLji rOTOBOTO JliKapCbKOro
3acoby (Tvn KoHTelHepa abo foAaBaHHS HOBOTO
KOHTeliHepa) - BunyyeHHs NepBrHHOT yNakoBKH,
LLIO He MPW3BOAWTbL [0 NOBHOTO BUMYYEHHS
NiKapcbKoro 3acoby 3 MEBHO Ko Aii abo y
MeBHili fikapcbkili hopMi. BunyueHHsi nepBUHHOT
ynakoBku Al/Al blister, ockinbku gaHuii Tvn
NepBUHHOT YNakoBKM He 3aCTOCOBYETLCA A1
PVIHKY YKpaiHu, 3aymwaeTbes nuie - Blister
from transparent PVC/PVdC foil and a covering
aluminium foil. 3miHK | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHUiA 3aci6. 3MiHa
napameTpiB creuudikauii Ta/abo AonycTUMmx
MeX NepBVHHOT YMakoBKMN rOTOBOTO /ikapCbKOro
3aco06y (iHLWi 3MiHK). He3HayHe KopuryBaHHs
Tecty Po3mip ("Dimension") B cneuudikadii
oo KoHTposo ana MNBX/MBAX- nniBku, a
came: NPOMNOHYETLCS BBEAEHHA MEX KOHTPO/I0
Loao 3arasbHoi ToBmHK ("Total thickness") Big,
0,261mm [0 0,288MM, a TakoX BUAASIEHHS MeX
KoHTponto ToswmHK (“Thickness"), LUnpuxu
("Width"), ToBwwmHK dhonii B nonepeyHomy
po3pisi ( "Thickness of foil in cross-section"),
npvBeAeHHs A0 MaTepiasliB 3asBHUKA.
3aABNs€eTbCA OAHA 3MiHa, TaK K Lie CTOCYETbCA
O[HOTO MOKa3HWMKa i3 cneumdikadii Po3mip
("Dimension").

57.

NOKE/Nb

NOPOLLOK A5
PO3YUHY ANs1 iH'EKLLiIA
no 750 mr; no 1
chnakoHy 3
NMOPOLLKOM Yy
KapTOHHI Kopo6Lyi

BEPOC
nTp

Ipeuis

BEPOC NTA,

pevis

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnx
npo cucTemy cdhapmakoHarnsgy (BBefeHHs
y3araslbHeHUX JaHuX Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAANLHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOi ocobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
hapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif YTOBHOB&XEHOI 0c06M,

3a
peyenmom

UA/0388/01/01




Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
BiANOBIAa/IbHOI 3a 34iiCHEHH: hapmakoHarnsagy
(BK/TKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
po3MilLEeHHI MacTep-haiina cncremm
thapmakoHarnsgy) 3miHa KOHTaKTHOI 0co6u
3asBHMKa, BigNoBiga/IbHOT 3a hapmakoHarnsz B
YKpaiHi.
[itoua pegakuis: IBacbkoBa Anna BacuniBHa.
MponoHoBaHa pepakuin: baaba OneHa
AHatoniiBHa. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
hapmMakoHarnsag B YkpaiHi.
58. | KAPBOIMJIAT | KoHuUeHTpart ans EBEBE ABcCTpis BWNYCK cepil: AscTpis/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a He UA/4960/01/01
WNH "EBEBE" | po3unHy ons dapma EBEBE ®apma Himeuunna 3MiHu | TURY - 3MiHK Woao peyenmom | nidssizae
iHdpysiia, 10 mr/mn, Fec.m.6.X. lec.m.6.X. Hdpr. KT, 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
no 5 mn (50 mr), a6o Hdpr. KI ABCTpIs 3MiHa y KOpOTKiil XxapakTepucTuLi Nikapcbkoro
no 15 mn (150 mr), NOBHUIA LKA 3aco6y, TEKCTIi MapKyBaHHS Ta iHCTPYKUiT Ans
a6o no 45 mn (450 BMpOGHULTBA: MeAMYHOro 3acCTOCyBaHHA Ha niacTasi
mr), abo no 60 mn DAPEBA YHTepax perynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
(600 mr) y donakoHi; M6X, ABCTpis nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
no 1 dpnakoHy B KOHTPONb cepil 3acTocyBaHHSA NikapcbKoro 3acoby B
Kopoo6Li (mopaTkoBi AinbHUL): nicnsapeecTpauiinnii nepiog, abo sk pesynbtar
Na6op /1C CE & Ko. OLLiHKVM 3BIiTYy 3 AOCiAKEeHb, NPOBEAEHNX
KI, HimeuunHa Bi4NOBIAHO A0 NnaHy nejiatpudHNX AOCNIOXEeHb
MM Mikpob6ionoriwec (PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
Mptochnabop Mm6X, YMOBHOB&XEHVM OpraHom)
ABCTpist 3MiHM BHECEHO A0 [HCTPYKUiT Ana MeguyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3Ainis:
"Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHi peakwyii
o0 6e3neky 3aCTOCyBaHHS Ailo4oi PeHOBUHM
KapbonnaTuH BiANoBIAHO A0 pekomeHaav, i
PRAC. BBefeHHs 3MiH NpOTAroM 6-Tu Micsuis
nicnsa 3aTBepKeHHs
59. | KAPBOIM/IAT | KoHuUeHTpart ans Tosapuct Ykpaina AxTasic ITania C.n.A. ITanisa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3a He UA/14384/01/01
IH-BICTA pO34nHy ans BO 3 3MiHK | TUNy - 3MiHK Woa0 peyenmom | niosisizae
iHdpysii, 10 mr/mMn no | obmexeHo 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
5 mn (50 mr/5 mn) 10 3MiHa y KOpOTKiil XxapakTepucTuLj NikapCbkoro
a6o no 15 mn (150 Bignosiga 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
Mmr/15 mn), abo no NBHICTIO MeAMYHOro 3aCTOCyBaHHA Ha niacTasi
45 mn (450 mr/45 «BYCT perynsipHoO OHOB/IOBAHOrO 3BiTYy 3 6e3neku
M), abo no 60 mn DAPMA»

(600 mr/60 mn) y
dhnakoHi; no 1
(h1aKoHy B
KapTOHHIN nauui

nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviliinii nepiog, abo Sk pesynbtat
OL|iHKM 3BITY 3 JOC/iIKeHb, MPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiatpudHNX AOCNIAXKEHb
(PIP) (3MiHy y3rofXeHo 3 KOMMEeTEeHTHUM
YNOBHOB&XXEHUM OpraHom) - 3MiH1 BHECeHi [0
IHCTPYKLUi 418 MEAUYHOro 3acTOCYBaHHSA
NiKapcbKoro 3acoby y po3aisim "OcobamBocTi




Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
3actocyBaHHs", "Mob6iyHI peakuii” BignoBigHO 40
OHOBJIEHOI iHChopMaLil 3 6e3neku Aitoyoi
peyoBuHW. BBEAEHHSA 3MiH NPOTAroM 6-Tu
MicAILiB Mic/1a 3aTBepAKEHHS
60. | KBETUKCO/ | Tabnetku, BKpUTI 3AT JnToBCbka KOHTPO/b AKOCTI, HimeuuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/19569/01/01
XR nAiBKOBOO «®apmnira | Pecny6nik nepBuHHE Ta 3MiHW | TMny - 3MiHK 3 AKOCTi. FoTOBMIA peyenmom
060/10HKO10, » a BTOPUHHE NaKyBaHHs, nikapcbkuii 3aci6. Cuctema
NPOMIOHroBaHol Aji, BUNycK cepii: Mepkie KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa Yy
no 50 wr; no 10 vM6X, HimeyunHa; NepPBUHHI yNakoBLji rOTOBOTrO /liKapCbKOro
TabneTok y bnictepi; BMPOGHMLTBO 3acoby (Tvn KoHTelHepa abo foJaBaHHS HOBOTO
no 3 6nictepu B Hepo3acoBaHoil KOHTeliHepa) - TBepAi, M'sKi Ta HeCTepU/bHi
KapTOHHIN nayui npoaykuii: Mepkne pigki nikapcbki hopmm - 3amiHa 3aTBEpPAKEHOT
v6X, HimeyunHa TepmodhopmoBo4Hoi NMBX/Aknap nniBku Ha
HOBWI NEPBUHHUIA NaKyBaslbHUI MaTepiasn,
TepmochopmoBoyHy MBX/MBAX nnisky 6inoro
KONbopy
61. | KBETUKCO/ | Tabnetkun, BKpUTI 3AT JnToBCbka KOHTPO/b SKOCTI, HimeyuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/19569/01/02
XR nAiBKOBOO «®apmnira | Pecny6nik nepBuHHE Ta 3MiHW | TUnYy - 3MiHK 3 AKOCTi. FoTOBMIA peyenmom
060/10HKOI0, » a BTOPWHHE MakKyBaHHS, nikapcbknin 3aci6. Cucrema
NPOMOHIroBaHol Aji, BUNycK cepii: Mepkie KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa Yy
no 150 wmr; no 10 v6X, HimeyunHa; NepBUHHI yNakoBLji rOTOBOrO /likapCbKoro
TabneTok y 6nictepi; BMPOGHMLTBO 3acoby (Tvn KoHTelHepa abo foJaBaHHS HOBOrO
no 3 6nictepu B Hepo3acoBaHol KOHTeliHepa) - TBepai, M'sKi Ta HeCTepu/bHi
KapTOHHI nauui npoaykuii: Mepkne piaki nikapcbki hopmm - 3amiHa 3aTBEpAKEHOT
v6X, HimeuunHa TepmodhopMoBOoYHOI MNBX/Aknap nniBku Ha
HOBWI NEPBUHHUIA NaKyBaslbHUI MaTepiasn,
TepmochopmoBoyHy MBX/MBAX nnisky 6inoro
KONbopy
62. | KBETUKCO/1 | TabneTtku, BKpUTI 3AT JnToBCbka KOHTPO/b SKOCTI, HimeuuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/19569/01/03
XR NNiBKOBOIO «bapmnira | Pecnybnik nepBrHHE Ta 3MiHK | TRy - 3MiHK 3 SKOCTI. [OTOBMIA peyenmom
060/10HKOI0, » a BTOPVHHE MakKyBaHHS, nikapcbkuin 3aci6. Cuctema
NPOJIOHroBaHoI fii, BUNYCK cepii: Mepkne KOHTeliHep/3aKynoproBasibHWIA 3aci6. 3miHa y
no 200 wr; no 10 v6X, HimeuyunHa,; NEepPBVHHI yNakoBL,i rOTOBOro NikapCbkoro
TabneTok y 6nictepi; BMPOGHMLITBO 3acoby (Tvn KoHTelHepa abo foAaBaHHS HOBOTO
no 3 6nictepu B Hepo3sacoBaHoi KOHTelHepa) - TBepai, M'AKi Ta HeCTepUsbHi
KapTOHHIN navuj npoaykuii: Mepkne pigki nikapcbki hopmu - 3amiHa 3aTBEPAKEHOT
v6X, HimeuunHa TepmodhopMoBOYHOI MNBX/Aknap nniBku Ha
HOBWIA NEPBUHHUIA NaKyBaNbHUIA MaTepian,
TepmodopmoBouHy MBX/MBAX nniBky 6inoro
KoNbopy
63. | KBETUKCO/1 | Tabnetku, BKpUTI 3AT JlnToBCbka KOHTPO/b SKOCTI, HimeyunHa BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3a - UA/19569/01/04
XR NAiBKOBOO «®apwmnira | Pecny6nik nepBrHHE Ta 3MiHW | TUny - 3MiHK 3 AKOCTi. FoTOBMIA peyenmom
060/10HKOI0, » a BTOPWHHE MaKyBaHHS, nikapcbkuii 3aci6. Cuctema

NPOSIOHrOBaHOI Aji,
no 300 wmr; no 10
Tabnetok y 6nicrepi;
no 3 6nictepu B
KapPTOHHIN nayuyj

BUMNYCK cepii: Mepkne
v6X, HimeyunHa;
BMPOBHULITBO
Hepo3dgacoBaHol
npoaykuii: Mepkne

KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa Yy
NMEepPBUHHI yNakoBLji rOTOBOTO JlikapCbKoro
3acoby (Tvn KoHTelHepa abo foAaBaHHS HOBOTO
KOHTelHepa) - TBepai, M'AKi Ta HeCTepUsIbHi
pigki nikapcbki popmu - 3amiHa 3aTBEPAKEHOI
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
v6X, HimeyunHa TepmodhopmoBoYHoi NMBX/Aknap nniBku Ha
HOBWI NEPBUHHUIA NaKyBaslbHUI MaTepias,
TepmochopmoBoyHy MBX/MBAX nnisky 6inoro
KONbopy
64. | KBETUKCO/1 | Tabnetku, BKpUTI 3AT JnToBCbka KOHTPO/b AKOCTI, HimeuuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/19569/01/05
XR nAiBKOBOO «®apmnira | Pecny6nik nepBuHHE Ta 3MiHW | TMny - 3MiHK 3 AKOCTi. FoTOBMIA peyenmom
060/10HKO10, » a BTOPUHHE NaKyBaHHs, nikapcbkuii 3aci6. Cuctema
NPOMIOHroBaHol Aji, BUNycK cepii: Mepkie KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa Yy
no 400 wr; no 10 vM6X, HimeyunHa; NepPBUHHI yNakoBLji rOTOBOTrO /liKapCbKOro
TabneTok y bnictepi; BMPOGHMLTBO 3acoby (Tvn KoHTelHepa abo foJaBaHHS HOBOTO
no 3 6nictepu B Hepo3acoBaHoil KOHTeliHepa) - TBepAi, M'sKi Ta HeCTepU/bHi
KapTOHHIN nayui npoaykuii: Mepkne pigki nikapcbki hopmm - 3amiHa 3aTBEpPAKEHOT
v6X, HimeyunHa TepmodhopmoBo4Hoi NMBX/Aknap nniBku Ha
HOBWI NEPBUHHUIA NaKyBaslbHUI MaTepiasn,
TepmochopmoBoyHy MBX/MBAX nnisky 6inoro
KONbopy
65. | KETUNENT® | Tabnetku, BKpUTI 3AT YropwyHa | 3AT ®apmaueBTUYHNMIA YropwumHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/8157/01/01
NNiBKOBOIO dPapmaueB 3aBof ErC TexHiuHa nomuska (3rigHo Hakasy MO3 Big peyenmom
060n0HKot0, Mo 25 TUYHWIA 23.07.2015 Ne 460). BunpasnieHo TeXHi4Hy
mr, no 30 a6o 60 3aB0[, NOMWJIKY Y Ha3Bi NikapCcbKoro 3acoby B po3gini
TabneTok y chnakoHi; EFIC "Cnoci6 3acTocyBaHHs Ta A03U" IHCTPYKLii 415
no 1 conakony y MeAMYHOro 3acTOCYBaHHA NiKkapCbKoro 3acoby.
KapTOHHIlA ynakoBLy; 3arBepaKeHo: KBETUPOH. 3anponoHoBaHo:
no 10 TabneTok y Ketnnent®. 3a3HayeHe BUNpaB/ieHHA
6nicTepi, no 3 abo 6 BiANOBigae MaTepianaM peecTpauiiHoro JOCbeE.
6nictepiB y
KapTOHHI ynakoBLi
66. | KETUENT® | TabneTku, BKPUTI 3AT YropwuHa | 3AT ®apmaueBTUYHMIA YropwumHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a - UA/8157/01/02
NNiBKOBOIO PapmaueB 3asopg ElC TexHiuHa nomuska (3rigHo Hakasy MO3 Big peyenmom
060/10HKO10, Mo 100 TUYHWIA 23.07.2015 Ne 460). BunpaBieHo TEXHIYHY
mr, no 30 a6o 60 3aB0[, NOMWJIKY Y Ha3Bi Jlikapcbkoro 3acoby B po3gini
TabneTok y hnakoHi; EFIC "Cnoci6 3acTocyBaHHs Ta A031" IHCTPYKLii A1
no 1 conakony y MeAMYHOro 3acTOCYBaHHA NiKapCbKoro 3acoby.
KapTOHHIl ynakoBLy; 3arBepakeHo: KBeTUPOH. 3anponoHoBaHo:
no 10 TabneTok y Ketunent®. 3a3HavyeHe BUNpaB/ieHHA
6nictepi, no 3 abo 6 BiANoBiAa€ maTepiasiaMm peecTpauiiiHoro 4OChE.
6nicTepiB y
KapPTOHHIiA ynakoBL,i
67. | KETUWIENT® | TabneTku, BKPUTI 3AT YropwyHa | 3AT dapmaueBTUYHWiA YropwuHa BHECEHHS 3MiH [0 peecTpavyiiiHiX maTepianis: 3a - UA/8157/01/03
NNiBKOBOIO dapmaues 3aBog ElC TexHiyHa nomuska (3rigHo Hakasy MO3 Big peuenmom
060710HKot0, Nno 200 TUYHWI 23.07.2015 Ne 460). BunpasBneHo TEXHIYHY
mr; no 30 abo 60 3aB0[ NOMWJIKY Y Ha3Bi Jlikapcbkoro 3acoby B po3gini
TabneTok y h1akoHi; EriC "Cnoci6 3acTocyBaHHA Ta A031" IHCTPYKUiT AN

no 1 conakoHy y
KapTOHHI ynakoBLi;
no 10 TabneTtok y
6nictepi; no 3 abo 6
6nictepiB y

MeZMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby.
3arBepaxeHo: KBeTMPOH. 3anponoHoBaHo:
KeTnnent®. 3a3HayeHe BUNpaBneHHA
BiANOBigae MaTepianam peecTpauiiHoro Aochbe.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
KapPTOHHII ynakoBLi
68. | KETOPOJIAK | po3uuH ans iH'ekyiin, | TOB HB® YkpaiHa BiANOBigaIbHUI 3a YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/17057/01/01
-MIKPOXIM 30 mr/mn, no 1 mn B «MIKPOXI BUPOBHMLTBO Ta YTOYHEHHS HanucaHHA Ha3BU OAHOrO 3 peyenmom
amnyni; no 5 amnyn M>» KOHTpO/b/BMNpoOyBaH BUPOGHUKIB B Hakasi MO3 YkpaiHu Ne 1037
y KaceTi; no 2 HS cepil, He Big 08.06.2023 B npoueci BHeCEHHs 3MiH
KaceTun y nadui 3 BKJ/THOYAKOUN BUMYCK (3miHu | TMNy - AgMIHICTPaTMBHI 3MiHN. 3MiHa
KapToHY cepii: HalilMeHyBaHHs Ta/abo agpecy 3asBHUKa

MpuBaTHe akLjioHepHe
TOBapUCTBO «JleKxiM-
XapkiB»,
YKpaiHa;
BignoBifganbHuii 3a
BMPOGHULTBO Ta
KOHTpONb/BUNPOGYB
aHHA cepit,
BK/1IOHAI04M BUMNYCK
cepii:

TOB HB®
«MIKPOXIM»,
YKpaiHa;
BiANOBIAa/IbHUI 3a
BWMNYCK Cepii, He
BK/THOHAI0UM
KOHTPO/b/BMNpoOyBaH
HS cepil:

TOB HB®
«MIKPOXIM»,
Ykpaina

(BNacHvKa peecTpauiiHoro NocBig4YeHHs1) 3MiHa
HallMeHyBaHHSA Ta afpecu 3asBHUKA - BHECEHI B
IHCTPYKL,it0 4159 MEeANYHOrO 3aCTOCyBaHHS
niKkapcbKoro 3acoby y po3ginn " 3asaBHuK",
"Micue3HaxomkeHHs 3asBHVKA". BBeAeHHS 3MiH
NpPOTArom 6-T1 MiCALIB MiC/A 3aTBEPMAKEHHS.
3MiHu | TUnNy - 3MiHK 3 siKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHN Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTLCSA BUMNYCKY cepil
Ta KOHTPO/II0 AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo foAaBaHHsS BUPOOHUKA, L0
BiANoBigae 3a BBe3€HHS Ta/abo Bunyck cepii) -
He BKk/toYaoum KOHTPONL/BUNPOBYBaHHSA cepil -
[opasaHHsA BUpo6HWKa 13, BignoBsigasbHOro 3a
BWMYCK Cepii, He BK/OYaun
KOHTPONb/BUNPOGYBaHHsA cepii: TOB HB®
«MIKPOXIM» (3a agpecoto: Ykpaina, 01013 m.
KwiB, Byn. ByaiHaycTpii, 5) BHECEHI B iHCTPYKLt0
AN MeAMYHOro 3acToCyBaHHA NMikapCbKoro
3acoby y po3ginv "BupobHuk",
"Micue3HaxomkeHHs1 BUpO6HMKa Ta ioro agpecu
MiCLLsi MPOBaMKEHHS AiANbHOCTI" 3 MOX/IMBICTIO
[OPYKyBaTW OKpPeMi IHCTPYKLii AN MeauyHoro
3acToCyBaHHSA Nikapcbkoro 3acoby Ans
BiNOBIAHMX BUPOOHMKIB Ta SIK HACNIAOK nosiBa
yMakoBOK MiKapCbKOro 3acoby A1 [0AaTKOBUX
BMPOGHWKIB. BBEAEHHS 3MiH NPOTAroM 6-Tu
MicsLiB nicns 3aTBepoKeHHs. 3MiHun | Tuny -
AOMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecyn MicLUs NPOBaKEHHS AiSNbHOCTI
BMpO6HUKa/iMnopTepa roToBoro Jlikapcbkoro
3aco0y, BK/IKYaoun AiflbHUL BUMYCKY cepii abo
MicLie MPOBEAEHHSA KOHTPOJIIO AKOCTI.
(BisnbHICTb, 3a SKy Bignosifae
BMPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK CEpiif)
3MiHa lpuanYHoi agpecu BupobHuka N3, 6e3
3MiHM (PaKTUYHOro MicLA BUPOGHMLTBA.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepAXeHHs). Pepakuis B Hakasi -
BiANOBiAA/IbHUI 32 BUPOOHULTBO Ta
KOHTPO/b/BMNPOGYBaHHSA Cepii, He BKIKYakum
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep
peecmpayitiHo2o
nocsio4eHHs1

BUMYCK cepii: [pyBaTHe akuioHepHe TOBapuCTBO
«Jlekxim-XapkiB», YkpaiHa; BifnosifganbHWi 3a
BMPOGHULITBO Ta KOHTPO/b/BUNPOGYBaHHSA cepil,
BK/IOHA0UM BUMYCK Cepii:
ToBapuCcTBO 3 06MEXEHOI0 BifNOBifAIbHICTIO
Haykoso-Bupo6Huya dipma «MIKPOXIM»,
YkpaiHa; BignosiganbHWii 3a BUNYCK cepii, He
BK/1HOYa0UM KOHTPO/b/BUNPOBYBaHHSA cepii: TOB
HB® «MIKPOXIM», YkpaiHa. BipHa pepakuis -
BignoBigabHUiT 3a BAPOGHULTBO Ta
KOHTPONbL/BUNPOGYBaHHA cepii, He
BK/IlOYaloumn BuNyck cepii: MpusaTtHe
akuioHepHe TOBapuCTBO «JlekxiM-XapKiB»,
YKpaiHa;

BiAnoBiAanbHWi 3a BUPOGHULITBO Ta
KOHTPONb/BUNPOGYBaHHA cepii, BK/IoYao4un
Bunyck cepii: TOB HB® «MIKPOXIM»,
YKpaiHa;

BignoBiga/bHUIA 3a BUMYCK cepii, He
BK/10HYAIOYU KOHTPOJIL/BUNPOGYBaHHA cepil:
TOB HB® «MIKPOXIM», YKpaiHa

69.

KITPYAA®

KOHLeHTpaT ans
pO34nHY Ans
iHdpysin, 25 mr/mn no
4 Mn KOHUeHTpaTy y
thnakoHi; no 1
hnakoHy 3
npenapaTrom B
KapTOHHI KopooLyi

Mepk
Wapn i
Joym

I0EA

M6X

LLBeiuapi
A

BMPOGHUK
Hepo3acoBaHol
NpOoAYKL,ii, KOHTPO/b
AKOCTi Ta TeCTyBaHHS
crabinbHOCTI,
NepBUHHE NakKyBaHHS:
MCA IHTepHewHn
M6X/MCL, IpnaHgis
(Kapnoy), Ipnangisi;
KOHTPO/Tb AKOCTi Ta
TecTyBaHHS
CTabiNbHOCTI:
MCA IHTepHewHn
M6X/MCL, IpnaHgis
(BpiHHi), IpnaHgis;
KOHTPO/Tb AKOCTi Ta
TecTyBaHHS
CTabifIbHOCTi FOTOBOrO
nikapcbKoro 3acooby,
BUK/IHOYAOUY
TecTyBaHHs
akTmsBHoCTi ELISA
(akTuBHICTb Ta
iaeHTudikauis):
H.B. OpraHoH,
HigepnaHaw;
KOHTPO/Ib SKOCTi Ta

Ipnangis/
HigepnaHnamn
/

Benwuka
BputaHis/
Himeyuunna/
Benbris

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHM y TepaneBTUYHMX NOKa3aHHAX (BUNYYEHHS
TepaneBTUYHOTO Noka3aHHs) 3MiHW BHECEHO A0
IHCTPYKUIT AN MEANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny "MNokasaHHs"
(Buny4yeHHs nokasaHHs: "Mpenapat Kitpypa®
nokasaHuin Ans fikyBaHHA nauieHTiB 3
peLmnavBYOHOI0 MICLIeBO NPOrpecyoyoro abo
MeTacTaTUYHOK aAeHOKapPLIMHOMOIO LLYHKa
ab60 racTpoesodhareasibHOro 3'€4HaHHS, KOn
nyxnvHu ekcnpecytotb PD-L1 (CPS = 1), wo
nifTBEPLKEHO BasTifOBAHUM TECTOM, &
3axXBOPIOBaHHSA NpOrpecye nig yac abo nicns
npoBefieHHs ABOX abo GinbLue KypciB
XimioTepanii, Lo BK/IoYaoTb ITOPRipUMIAMH
abo nnatuHy, i Tepanii, cnpsMoBaHoi Ha 6inoK
HER2/neu."). BBeAeHHS 3MiH NpOTArom 6-tu
MicALiB nicnsa 3aTBepMKeHHs. 3MiHu | Tuny -
AOMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLs NPOBaPKEHHS AiSNbHOCTI
BMpO6HUKa/iMnopTepa roToBoro Jlikapcbkoro
3aco0y, BK/IKYaoun AiflbHUL BUMYCKY cepii abo
MicLie MPOBEAEHHSA KOHTPOJIIO AKOCTI.
(BisnbHICTb, 3a SKy Bignosigae
BMPOGHMK/IMNOPTEpP, BKKOYAUM BUMYCK Cepil)

3a
peyenmom

He
nionsieae

UA/16209/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
TecTyBaHHs AAMiHIiCTpaTuMBHa 3MiHa Ha3BW BUPOGHUYOI

cTabinbHOCTI rOTOBOro
nikapcbKoro 3acoby:
MC/, Biotek B.B.,
HigepnaHaw,;
KOHTPO/Ib AKOCTi Ta
TecTyBaHHSA
cTabinbHOCTI rOTOBOro
nNiKapcbKoro 3acooby,
BUK/IHOYA0UY
TecTyBaHHSA
akTuBHoCTi ELISA
(axkTuBHICTb Ta
iaeHTuiKaLis):
MC/, Biotek B.B.,
Higepnangu;
TecTyBaHHSA
cTabinbHOCTI:
aKkTuBHiCcTb ELISA:
Na6Kopn Epni
[esenonveHt
NabopaTtopis NimiTes,
Benuka bputaHis;
TecTyBaHHS
cTabinbHOCTI:
TecTyBaHHS LiNicHOCTI
3aKPUTTA KOHTENHEpY:
HysicaH 'mM6X,
HimeuuunHa;
BTOPWHHE MaKyBaHHS
Ta MapkKyBaHHS,
[l03BiN Ha BUNYCK
cepii:
OpraHoH XelicT 68,
Benbris
abo
Mepk Wapn i Joym
B.B., HigepnaHan

OinbHUL, SiKa BignoBigae 3a BTOPUHHE
nakyBaHHA Ta MapKyBaHHs, [03Bi/T HA BUMYCK
cepil. TakoX BHOCUTbCS HE3HAYHE KOPEryBaHHs
[0 agpecu. BupobHuya finbHuuA Ta yci
BMPOGHUUYI onepauii 3a/IMLWanTbCs HE3MIHHUMMU.
3MiHM BHEeCEHO A0 IHCTPYKLii 415 MeanyHoro
3acToCyBaHHA NiKapcbKoro 3acoby [0 po3fainis
"Bnpo6HuK", "MicLe3HaxomKeHHs BUPOGHMKa Ta
afpeca MicL NpoBaXEHHS MOro AisnbHocTi"
(ans Bupo6Hrka OpraHoH XeicT 68, Benbrist) y
3B'AI3KY i3 3MiHOO Ha3BM Ta afpecu O4HOrO i3
BMPOBHUKIB, SIK HACNIAOK, O TEKCTY MapKyBaHHS
ynaKkoBKM NikapcbKoro 3acoby. BeegeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPIKEHHS.
3miHu |l TUny - 3MiHn Wwopao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy.
3MiHN Y TepaneBTUYHMX NOKa3aHHX
(hopaBaHHS HOBOrO TepaneBTUYHOIO NoKa3aHHS
ab0 3MiHa y 3aTBEpAKEHOMY MokasaHHi) 3MiHu
BHECEHO 0 IHCTPYKUIT 4719 MeAnYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"MokasaHHs" (3MiHa y 3aTBEPAXEHOMY
nokasaHHi "MenaHoma", 3ANIPOMOHOBAHO:
Mpenapar KiTpyga® nokasaHuii gns nikyBaHHA
navuieHTiB 3 Hepe3ekTabenbHow abo
MeTacTaTM4yHo MenaHomMoto. MNpenapart
KiTpypa® nokasaHuii ns ag'loBaHTHOT Tepanii
[opocnux Ta aiteli (Bikom Big 12 pokis) 3
MenaHomoto ctagiii 11B, 11IC a6o |1l nicns noBHoi
pes3exuii.), Sk Hacnigok, Ao po3ainis "Cnoci6
3acTocyBaHHs Ta gosu", "Aitn", "Mo6iyHi
peakuii”. BBeieHHs1 3MiH NPOTArom 6-T1 MicALIB
nicns 3aTBepMkeHHs. 3MinHu Il Tuny - 3MiHn
oo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y TepaneBTUYHNX
nokasaHHsX (fofaBaHHS HOBOTO
TepaneBTUYHOrO NokasaHHA abo 3MiHa y
3aTBEPAKEHOMY MOKa3aHHiI) 3MiHW BHECEHO [0
IHCTPYKUIiT AN MEAWNYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainy "MokasaHHs"
(3miHa y 3aTBEpPAKEHOMY MOKa3aHHi
"YpoTenianbHa kapuuHoma',
3AMNPOMNOHOBAHO: MpenaparT KiTpyaa®
nokasaHuwii Ans NikyBaHHS NauieHTiB 3 MiCLLeBO
nporpecyoyolo abo MeTacTaTu4yHo0
ypoTenianbHOI KapLyHOMOI: * AKUM He
nokasaHa 6y/b- sika naaTMHoOBMiCHA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

XimioTepanis abo * y SIKUX CnocTepiracTbecs
nporpecyBaHHsA 3axXBOPIOBAHHSA NPy NPOBeAEHHi
Yun MicNA 3aBePLUEHHSA NIATUHOBMICHOI
ximioTepanii abo npotarom 12 micsuis
Heoas'toBaHTHOT abo af'toBaHTHOT
nnaTuHOBMICHOI XimioTepanii. MpenapaT
KiTpypa® nokasaHuii 415 nikyBaHHA NauieHTiB 3
pakoM Ce4yoBOro Mixypa BUCOKOro pu3nky 6e3
NPOPOCTaHHSA Y M’A30BY CTIHKY Npu
HeedpekTMBHOCTI Tepanii LK (6aunnoto
KanbmeTtTa — 'epeHa), 3 KapLMHOMOK in Situ 3
naninapHUMn nyxamHamu abo 6e3 HuXx, ski He
nignaraotb (260 He 3roAHi Ha) NPoBeAEHHS
LUCTEKTOMII.). BBEAEHHSA 3MiH NpOTArom 6-Tu
MicAUIB Micnsa 3aTBepikeHHs. 3MiHu Il Tuny -
3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHv y TepaneBTUUHUX
nokasaHHsX (4ofasaHHA HOBOroO
TepaneBTUYHOTO NokKasaHHA abo 3MiHa y
3aTBEepPAKEHOMY Moka3aHHi) 3MiHM BHECEHO [0
IHCTPYKUIT AN MEAMYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis "lMokasaHHsA"
(oopaBaHHA nokasaHHsA: "KapuuHoma
eHgomeTpito. Mpenapat Kitpyaa® sk
MOHOTeparis nokasaHuii Ans NiKyBaHHSA
navieHTiB i3 Mporpecytyoro KapuyHOMOK
eHfgomeTpito, sika € MSI-H abo dMMR, wo
nigTBEPMKEHO BaUTifOBAHUM TECTOM, Y AKUX
crnocTepiraeTbCa NPOrpecyBaHHsA 3aXBOPIOBaHHSA
nicns nonepeaHbOi cucTeMHol Tepanii B 6yAb-
AKMX YMOBaX i IKi HE NigAraioTb XipypriyHoMy
NiKyBaHHI0 ab0 ONpoMiHeHH'0."). BBegeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPIKEHHS.
3miHu |l TUny - 3MiHn Wwopao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy.
3MiHW y TepaneBTUYHUX NOKa3aHHSX
(hopaBaHHS HOBOIO TepaneBTUYHOIO NoKa3aHHSA
ab0 3MiHa y 3aTBEpAKEHOMY MokasaHHi) 3MiHu
BHECEHO 0 IHCTPYKUiT 4719 MeAnYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Moka3saHHs" (3MiHa y 3aTBEpPAXEHOMY
nokasaHHi "HWpKoBO-KNITUHHWIA pak”,
3AMPOMNOHOBAHO: Mpenapart Kitpyga® y
KOMGiHaLil 3 aKCUTUHIGOM NoKa3aHui K
npenapar nepLioi AiHii N5 NikyBaHHA [OPOCAnX
3 NPOrpecyynM HUPKOBO-KNITUHHAM PaKom
(renall cell carcinoma, RCC). Npenapar
KiTpyna® nokasanuii Ans af'toBaHTHOI Tepanii
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

nauieHTiB 3 RCC i3 NOMipHO BUCOKUM a60
BMCOKMM PU3MKOM peLmauBy nicnsa HedppekTomil
abo nicns HedhpekToMmii Ta pesekuil
MeTacTaTUYHKX ypaxeHb (KpuTepii Bigbopy AuvB.
y po3gini «Cnoci6 3acTocyBaHHS Ta [03U»).).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3arBep/mxeHHs. 3MiHu Il Tuny - 3MiHn Wwoao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy.
3MiHN Y TepaneBTUYHMX NOKa3aHHX
(hopaBaHHS HOBOIO TepaneBTUYHOIO NoKa3aHHSA
ab0 3MiHa y 3aTBEepAKEHOMY MokasaHHi) 3MiHu
BHECEHO A0 IHCTPYKUiT 4719 MeAnYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Moka3saHHs" (3MiHa y 3aTBEPAXEHOMY
nokasaHHi "Pak LAk maTtku",
3AMPOMNOHOBAHO: MNpenapart Kitpyga® B
NoeAHaHHI 3 ximioTepanieto, 3 6eBaLy3ymabom
a60 6e3 HbOro, NokKasaHuii ANs NikyBaHHs
navjieHTIB i3 NepCUCTYIOUMM, peLManBYOYMM abo
MeTacTaTUYHUM PakoM LUMIAKN MATKW, Y AKUX
nyxnvHu ekcnpecytots PD-L1 (CPS = 1), wo
nigTBEpPMKEHO BaslifoBaHUM TecTom. Mpenapar
KiTpyfa® sk MoHOTepanisi nokasaHuii gns
NiKkyBaHHA NaujieHTIB 3 peunamsyounv abo
MeTacTaTU4HUM PakoM LUMIAKLA MaTKK1 Y pasi
nporpecyBaHHsA LibOro 3aXBOPIOBaHHSA Mig, yac
abo nicna ximiotepanii, KoM NyX/IHU
ekcnpecytoTb PD-L1 (CPS = 1), wo
nigTBEpAKEHO BaslifOBaHUM TECTOM.).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
3MiHu Il TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHM y TepaneBTUYHMX NMOKa3aHHAX
(moJaBaHHA HOBOro TepPaneBTUYHOMO NoKasaHHSA
ab60 3MiHa y 3aTBEpPAKEHOMY MOKa3aHHi) 3MiHK
BHECEHO A0 IHCTPYKUIiT 4519 MeanYHOro
3acToCyBaHHA NiKapcbKoro 3acoby [0 po3fainis
"MokasaHHa" (3MiHa y 3aTBEpPAKEHOMY
nokasaHHi "lN0CKOKTITUHHA KapLuHoMa LuKipn®,
3AMNPOMNOHOBAHO: MpenaparT KiTpyaa®
nokasaHuii Ans NikyBaHHS NauieHTiB 3
peunanByO4O0 abo MeTacTaTMyHoOK
NOCKOKNITVUHHOI KapLHOMOIO LLKIpU
(cutaneous squamous cell carcinoma, cSCC)
abo micueBo nporpecytoyoto cSCC, ska He
nigaaeTbes XipypriyHoMy Yv NpoMeHeBoMy
NiKkyBaHHI0.). BBE/EHHSA 3MiH NPOTArOM 6-TK
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

MicAUIB MicnA 3aTBepXeHHA. 3MiHu |l Tuny -
3MiHV Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y TepaneBTUYHNX
nokasaHHsX (fofaBaHHS HOBOrO
TepaneBTUYHOrO NokasaHHA abo 3MiHa y
3aTBEPAKEHOMY MOKa3aHHiI) 3MiHM BHECEHO [0
IHCTPYKUIiT AN MEAWNYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby no po3ainis "MokasaHHSA"
(3miHa y 3aTBEpIKEHOMY MOKa3aHHi "Pak
wnyHka", SANPOIMOHOBAHO: MNpenapat
KiTpyna® y kom6iHauji 3 Tpactyaymabom,
TOPNIPUMIANH- Ta NIATUHOBMICHO
XimioTepanieto nokasaHuii Sk nepLua niHis
NiKyBaHHA NauieHTIB 3 MiCLLeBO MPOrpecyyoto
HepesekTabeibHo abo meTactaTnyHow HER2-
NO3UTUBHOI af,eHOKaPLIMHOMOIO LLTyHKa a60
racTpoesodhareasibHoro 3'eHaHHs
(gastroesophageal junction, GEJ).). BBefeHHs
3MiH NpoTArom 6-Tn MicauiB nicns
3aTBepKEHHA. 3MiHu Il Tuny - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHM y TepaneBTUYHMX NOKa3aHHAX
(moJaBaHHA HOBOrO TepaneBTUYHOrO NoKasaHHA
ab60 3MiHa y 3aTBEpPAKEHOMY MOKa3aHHi) 3MiHM
BHECEHO A0 IHCTPYKUIiT 4519 Mean4HOro
3acToCyBaHHA NikapcbKoro 3acoby [0 po3fainis
"MokasaHHa" (3MiHa Y 3aTBEpPAKEHOMY
nokasaHHi "E3ochareanbHuii pak”,
3AMNPOMNOHOBAHO: MpenaparT KiTpyaa®
nokasaHuii Ans NikyBaHHS NauieHTiB 3 MiCLLeBO
nporpecyoyolo abo MeTacTaTu4yHOK
KapLvHomoto cTpaBoxogy abo
ractpoe3odpareanbHoro 3'egHaHHs (GEJ) (ueHTp
NyX/IMHW po3TawloBaHuii Ha 1-5 cm Buwe GEJ),
LLI0 He MigAaeTbes XipyprivHiii pesekuii abo
OCTaTOYHOMY XiMiOMPOMEHEBOMY JTiKyBaHHIO: * Y
KOMGiHaL|ii 3 XimioTepanieto Ha OCHOBI M/1ATUHM
abo hTopnipumianHy abo ¢ sk MoHoTepanis
nicns ofHiel abo AeKiNbKoX nonepeaHix NiHin
CMCTEMHOI Tepanii AN NauieHTiB 3 Myx/IMHaMm
NAOCKOKMITUHHOI FiCTONOrT, KONW NYyXINHN
ekcnpecytoTb PD-L1 (CPS = 10), wo
nigTBEPAKEHO BasliJOBAHUM TECTOM.).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3atBep/keHHs. 3MiHu |l Tuny - 3MiHn Woao
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHM y TepaneBTUYHMX NOKa3aHHAX
(#0faBaHHA HOBOrO TepaneBTUYHOIO NOKa3aHHSA
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep
peecmpayitiHo2o
nocsio4eHHs1

abo 3miHa y 3aTBEepXEHOMY NoKasaHHi) 3MiHn
BHECEHO [0 [HCTPYKUii AnsA MeguyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby A0 po3ainis
"MokasaHHsa" (3MiHa y 3aTBEpPAKEHOMY
nokasaHHi "Tpuui HeraTUBHWIA pak rpyaHoil
3as1031”, SANMPOMNOHOBAHO: MpenapaTt
KiTpypa® nokasaHuii 415 nikyBaHHA NauieHTiB 3
TpUYi HeraTVBHMM pPakoMm rpyaHoi 3a103u (triple-
negative breast cancer, TNBC) paHHix ctagiii
BVICOKOrO pU3MKy B MOEAHAHHI 3 XimioTepanieto B
AKOCTI Heoa ' toBaHTHOI Tepanii Ta 3 nogasblnm
3aCTOCYBaHHAM B SIKOCTi @/, toBaHTHOI
MOHOTepanii nicas XipyprivHoro BTPyYaHHs.
MpenaparT KiTpyaa® y noegHaHHi 3
ximioTepanieto nokasaHwin Ans NikyBaHHSA
navji€eHTIB 3 MICLLeBO peLanByHNM
Hepe3ekTabenbHM abo metactatuyHum TNBC,
KONW NyxnuHu ekcnpecytots PD-L1 (CPS = 10),
LLIO MigTBEPAXKEHO BanifoBaHNM TECTOM (AUB.
po3gin «Cnoci6 3acTocyBaHHA Ta 031»).), AK
Hacnigok, oo posginis "OcobamBoCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta go3n",
"Mo6iyHi peakui. BBefeHHSA 3MiH NPOTArom 6-Tu
MiCALIB MiCNSA 3aTBEPLKEHHS.
3miHu |l TUny - 3MiHn Wwopao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy.
3MiHM y KOPOTKili XapakTepuCTuL Nikapcbkoro
3ac06y, TEKCTIi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU
[aHVMU 3 SKOCTI, JOKMIHIYHUMW, KAIHIYHUMUN
JaHuMun Ta gaHumu 3 hapmakoHarnsgy - 3miHun
BHECEHO [0 [HCTPYKUii Ans MeguyHoro
3aCcTOCyBaHHSA NikapCbKoro 3acoby A0 po3ainy
"Mo6iyHi peakwyii" BigMOBIAHO 4O OHOBMEHNX
LaHnX KNIHIYHWX JOCNiMHKeHb Ta
NOCTMapKETUHIOBUX CroCTepeXeHb. BBegeHHs
3MiH NpOTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS.

70.

KUCEHb _
MEAVNYHUI
PIOKWIA

pigvHa (cybcTaHuis)
Y KpiOreHHMX
i30TepMiyHmX
EMHOCTSIX A4N15
BMPOGHMLITBA
rasonogioHux
nikapcbknx hopm

Tosapuct
BO 3
o6MexeHo
10
BignoBiaa
NbHICTIO
"TexHoras-
cr

Ykpaina

ToBapucTso 3
obmexeHo
BiANOBIAA/ILHICTIO
"TexHoras-C"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asaBHUKa
(BnacHvKa peecTpauiiHoro NocBigYeHHs) 3mMiHa
agpecu 3asBHuKa: 3MiHn | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPOBamKeHHSs AisIbHOCTI
BMPOGHMKa (BK/TOYaoUM, 3a HEOOXIAHOCTI, MicLe
nNpoBefleHHA KOHTPO/II0 AKOCTI), a60 BNacHuka
macTep-haiina Ha A®l, abo noctavasibHuka

UA/18473/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
Adl/BnxigHoro matepiany/peareHTy/NpOMiXXHOIO
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y BUPOOHWLTBI
A®| (AKLLO 3a3HAYEHO Y 1OCbE Ha NikapcbKuii
3acib) 3a BigcyTHOCTI cepTudpikaTa BifgnNoOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakXeHoMy
nocbe, abo BUPOOHMKA HOBOI fONOMIXHOT
PEUYOBUHM (SIKLLLO 3a3HAYEHO Y AOCLE) - 3MiHA
agpecu BupobHuka A®l, 6e3 3miH1 Micus
BMPOGHMLTBA: (3MiHA Ha3BW BY/IULL BiAMNOBIAHO
[0 piweHHss Cymcbkoi Micbkoi pagn Ne 3223-MP
Bia 30.11.2022 p. «lpo 3MiHy Ha3B
(nepeiiMeHyBaHHS) TONOHIMIB y CyMCbkiii
MICbKill TepUTOpianbHili rpomagi» 3i 3MiHOH
Ne3372-MP Big 22.12.2022)
71. | KOAEIHY NOPOLLIOK Tosapuct Ykpaina MakdbapnaH Cwmit Benuka BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: - - UA/17839/01/01
DPOCDAT (cybcTaHuis) y BO 3 Nimiten BpuTaHis 3MiHu | Tuny - 3miHn 3 sakocTi. CepTuddikat
FEMIFIAPAT nonieTuneHoBmx [04aTKOBO BignosigHocTi/IE-cepTudikar BignosigHoCTI
naketax gns 10 €sponelicbkin hapmakonei/moHorpadii.
thapmavneBTUYHOro Bignosiga MoaaHHA HOBOro abo OHOBNEHOroO cepTudikaTa
3acTOCyBaHHS NBHICTIO BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikaTa
"IHTEPXI BiANOBIAHOCTI €Bponeiichbkili hapmakonei: ans
[V A®I; ons BuxigHoro
mMatepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[LOMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
OHoBREeHW cepTuddikaT Bif, yxe 3aTBEPAXXEHOr0
BMpOGHMKa. MNogaHHs OHOBMEHOro cepTudiikata
BiAnNoBigHOCTI EBponeiickbkilt hapmakonei Ne R1-
CEP 2016-295 - Rev 00 (3atBepmkeHo: RO-CEP
2016-295 - Rev 03). Ak HacnigokK 36inbweHo
nepiog NOBTOPHOrO BUNpo6yBaHHsA APl 1o 5
pOKiB.
3aTtBepmkeHo: TEPMIH MEPEKOHTPOJ/IIO. 3
pokun. 3anponoHosaHo: TEPMIH
MEPEKOHTPO/HO. 5 pokiB.
72. | KOOQE®EMO cupon; no 100 mn Tosapuct Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a He UA/12779/01/01
nH a6o no 200 mny BO 3 06MEXEHO 3MiHu | TMNY - 3MiHK Woa0 peuenmom | niosisizae
dhnakoHi; no 1 obmexeHo BiANOBIAA/LHICTIO 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
h1aKoHy i3 MipHOKO 10 "XapkiBcbke 3MiHa y KOpOTKill XxapakTepucTuLj NikapcbKoro
NOXKOW abo Bignosiga hapmavueBTNYHE 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
CTakaH4MKoMm y NBHICTIO nignpMeMCTBO MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
KOpOO6Li 3 KapTOHY "XapkiBCbk "340poB's Hapoay" perynsipHo OHOB/THOBAHOTO 3BiTYy 3 6e3neku
e nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
thapmares 3acToCcyBaHHS NikapCbKoro 3acoby B
TUYHE nicnspeecTpauiiinii nepiog, abo sk pesynbTar
nignpuemc OL|iHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHNX
TBO BiANOBIAHO A0 NMiaHy nefiaTpUYHNX JOCAIMKEHD
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
"3p0poB'sa (PIP) (3mMiHy y3rofkeHo 3 KOMMeTEeHTHUM
Hapoay" YNOBHOB&XXEHUM OpraHom)
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3aCcTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMU SlikapcbkuMn 3acobamu Ta
iHWi BMAW B3aemogiii" Ta "OcobnmMBOCTi
3acTocyBaHHs" BigMoBiAHO [0 OHOB/IEHOT
iHchopMmaL,ii o0 6e3nekn 3acTocyBaHHs Ailoyol
peyvoBUHM 3rigHO 3 pekomeHpauieto PRAC.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHSA
73. | KOPBANO/M- | kpanni opasibHi, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: ®/1aKOH 110 - UA/14817/01/01
AAPHNLUA® pO3umH no 25 mn "®apmaue "®apmavueBTUYHa 3MiHW | TUny - 3MiHK 3 AKOCTi. FoTOBMIA 25 mn — 6e3
abono 40 mny BTUYHA ipma "dapHuua®, nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa peyenma.
chnakoHi, no 1 ipma YKpaiHa (nakyBaHHs i3 po3Mipy cepii (BK/roYatoum gianasoH po3mipy ®/1aKoH o
chnakoHy B nauuj "NapHuus” in bulk chipmu- cepii) roToBOro NikapcbKoro 3acoby (36i/bLeHHs 40 mn - 3a
BMpobHUKa TOB 00 10 pasiB NOPIBHAHO i3 3aTBEPKEHUM peuenmom
"®apmxim", YkpaiHa) po3mipom) 36isbLIEeHHS po3mipy cepii 13
3atBeppxeHo: 500 kr (20,40-21,296 Tuc.
hnakoHiB, 12,848-13,748 TuC. (hriakoHiB).
3anponoHosaHo: 510 kr (22,008 Tuc. Ans
donakoHiB no 25 mn, 13,755 Tnc. ansa dnakoHis
no 40 mn)
74. | KOPUHDAP TabneTkn TOB YkpaiHa [o3Bin Ha BMNyckK Himeuunna/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a - UA/9902/01/01
® YHO 40 NPOJIOHroBaHoI Al «TeBa cepii: ManbTta/ 3MiHK | TUNY - AOMIHICTPaTUBHI 3MiHW. peyenmom
no 40 wmr no 10 YkpaiHa» Mepkne 'vbX, LLseiiuapisi/ BunyuyeHHs BUPOOGHUYOI AinbHULI (BKIOHAKOUN
TabneTok y 6nictepi; HimeuunHa ®paHuis AinbHuUi ana A®l, npomikHOro NpoaykTy abo
no 2 a6o no 5, abo Brpo6HMLTBO roTOBOrO JlikapcbKoro 3acoby, AinbHuLi 4ns
no 10 6nicTepis y Hepo3dacoBaHoil NpoBeAEeHHS NakyBaHHS, BUPOOHMKa,
Kopoo6Li npoayKujii, nepBrHHa BiANOBIAA/IbHOrO 3a BUNYCK Cepiit, MicLe
Ta BTOPMHHA npoBefieHHA KOHTPOSto cepii) abo
ynakoBKa, KOHTPO/b noctavasibH1Ka BUXiLHOTO MaTepiasny, peareHTy
cepii: a60 AONOMIXHOI PEeUOBUHM (SKLO 3a3HAYEHO Y
3ircppig Manbta N14,, [0Cbe). 3MiHa Y 3B'A3KY 3 BUTYYEHHAM AiNbHUL
ManbTa 3irchpig Papma Al (YHTepe Bpronblutpacce 4,
KoHTposb cepii: 4800 3oqpiHreHr), LLseliyapis, BignoBigaibHOT 3a
3irchpig, N14, BMPOGHMLTBO Hepo3diacoBaHOi NPoAyKL;i,
LBeliuapis NepBUHHY Ta BTOPUHHY YNakoBKY, KOHTPO/Ib
KoHTposb cepii (Tinbkn cepii. 3anmwaeTbca anbTepHaTUBHNUI BUPOGHUK,
MikpobiosnoriyHe KOTpUiA BUKOHYE TiX cami dpyHKLiT, Lo i
TECTYBaHHS): BUyYeHuii (3irgppig ManbTta ith,., ManbTa)
KoHchapma dpaHc,
dpaHuis
75. | KycToalion po3ynH ans [Op. ®paHy, | HimeuuunH Ap. ®paHy Kbonep HimeuunHa BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 3a - UA/6672/01/01
nepdysiii, no 500 Kbonep a Xemi M'm6X 3MiHK | TRy - 3MiHK 3 SKOCTi. [OTOBWIA peuyenmom.
Mn a6o 1000 mny Xewmi nikapcbkuii 3aci6. Cuctema Ansa
NASWKaX CKASAHUX; 6X KOHTelHep/3aKkynoptoBasibHUiA 3aci6. 3MiHa 3acmocyBsaH
no 1 n, a6o 2 i, abo nocTavajibHMKa NakyBasibHUX MaTepianis abo HS1 B yMOBax
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
5 ny naketax KOMMNIEKTYHUNX (FKLWO 3a3Ha4YeHO B [OCbE) cmayjioHapy.
(3amiHa abo gofaBaHHs NocTavasibHUKa). 3MiHa
nocTtavasnibHMKa NNacTUKOBUX NakeTiB Ha 1l n, 2 n
Ta 5 n: 3aMiCTb 3aTBEPKEHOr0 NocTavasibHNKa
XaemoTpoHik C.n.A, ITanis n(ponoHyeTbLCS HOBUIA
noctavanbHuk Mnaomar MekegxiH Cuctem
'm6X, HimeuunHa. AKicHWA i KinbKicHWUIA cknag
nakyBaslbHNX KOMMOHEHTIB i cnevudikauii
nakeTy 3anuwaeTbcs 6e3 3MiH. KOMnoHeHTn
NepPBUHHOTO NaKyBaHHS M1aCTUKOBKX MaKeTiB,
AKi 3HAX0AATLCA Yy NPSAMOMY KOHTaKTi 3
nikapcbknM 3aco60om (dhonbra i 3'eAHyBasIbHI
TPYOKM) 3a/MLLIATLCS 6E3 3MiH.
76. | NATPEH® PO34nH ANs iHgysil, TOB YkpaiHa TOB "lOpis-Papm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/6388/01/01
0,5 mr/mn, no 200 "HOpis- TexHiyHa nomwuska (3rigHo Hakasy MO3 Big, peyenmom
M/ Y NAswKax Papm"” 23.07.2015 Ne 460)
CKNAHMX; no 200 mn BunpasneHo TeXHiYHY NOMW/IKY B PO34ini
y naswax «Cknagy» (40NOMKHI Pe4YOBUHW) B €M1EKTPOHHIi
noniMepHnX Bepcii IHCTPYKLi 415 MEAUYHOTO 3aCTOCYBaHHS
niKkapcbKoro 3acoby: 6yno: HaTpito nakrar
PO34MH; CTaN0: HaTPI0 NaKTaTy po3yyH.
3a3HaueHe BMMpPaB/IeHHS BigNoBiAae
MartepianaM peecTpaLiiHoro 0cCheE.
77. | NEBO®JIOK KpucCTaniyHnii TOB "TK YKpaiHa LLlaHtol LIsMHCUHL Kutaii BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: - - UA/14923/01/01
CALUVHY NOpPOLLOK "Apopa" dapmacbiotukan Ko., 3MiHu | TUNY - 3MiHK 3 AKoCTi. ADI.
FEMIFCIAPAT (cybeTaHuin) y nTa CT1abinbHICTb. 3MiHa nepioay NOBTOPHMX
noABINHMX BMNPOGYBaHb/Nepiogy 36epiraHHA abo ymoB
nonieTuNeHoBmX 36epiraHHa Ad®I (3a BigCcyTHOCTI Y
Milkax gns 3aTBEpPXEHOMY [0Cbe cepTudiikara
dhapmaLeBTUYHOrO BiANOBIAHOCTI EBponeiickbkil thapmakonei, Lo
3aCTOCyBaHHSA BK/TIOHAE Mepiog, MOBTOPHOTO BUNPOGYBaHHS)
(nepiof NOBTOPHOro BMNPO6YBaHHA/Nepios,
36epiraHHs) - 36iNbLUeHHS abo BBEAEHHS
nepioZly NoBTOpHOro BvnpobyBaHHsA/nepiogy
36epiraHHa Ha OCHOBI pe3y/bTaTiB AOCNILKEHb Y
peasibHOMY Yaci - 3MiHM NoB'A3aHi i3
36iNbLUEHHAM Mepiogy NepekoHTposo Ad|
nesodynoKcauuHy remirigpaTy y BianoBiAHOCTI
[0 opuriHasIbHUX MaTepianis BUPOGHMKa Ha
OCHOBI pe3ynbTaTiB AOCMiIAKEHb CTaBIIbHOCTI Yy
peanbHOMYy Yaci. 3aTBepakeHo: Mepiog,
nepeKkoHTPoNto. 4 poku. 3anponoHoBaHo: MNepiog
NepekoHTPos0. 5 pokiB.
78. | NEKAQON TabneTku, BKpUTI CaHpi03 CnoseHis Nek ®apmaLeBTUYHa CnoseHis/ BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 6e3 nionsi2ae UA/18643/01/01
NOHIr NNiBKOBOIO dapmacb KoMnaHis 4. 4., Mpeuis 3MiHu | TMNY - 3MiHK Wo[0 peuyenma
060osoHKot, 200 toTikan3 CnoBeHisa (£03BiN Ha 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy.
Mmr/500 mr, no 8 abo a.a. BUWMYCK cepiit); POHTIC 3MiHa y KOpOTKili xapakTepucTuLji NikapcbKoro

no 10 TabneTok y

Xennac Megikan eHg

3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ans
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep
peecmpayitiHo2o
nocsio4eHHs1

6nicTepi; no 2
6nictepy no 8
Tabnetok abo no 1
ym 2 6nictepu no 10
TabneTok y
KapTOHHi KopoobLyi

dapmacbioTikan
Mpogaktc C.A., I'peuis

(BMPOGHMLTBO 3a

MOBHUM LMK/IOM)

MeAMYHOro 3aCTOCYBaHHSA Ha NniacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS /ikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKVM 3BIiTY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 MiaHy neiaTpUYHNX AOCAILKEHb
(PIP) (3MiHy y3ropkeHo 3 KOMNEeTEeHTHUM
YMNOBHOB&XEHVNM OpraHom)
3MiHU BHECEHO [0 IHCTPYKUIiT AN MEeANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpyaar” BianosigHo o
pekomeHgauiii CMDh, a Takox 0 po3giny
"MpoTrnoka3aHHA" 3 MeTO YHidpikav,ii TekcTy
BiANOBIAHO A0 TepmiHonorii CMDh. TepmiH
BBEJEHHS 3MiH NpoTAroM 6 micAuis nicns
3aTBEPKEHHS.

79.

NETPAM

TabneTkn BKpUTI
nniBKOBOH
060/10HKOI0 N0 250
mr, no 10 TabneTok
y 6nictepi, no 3
6nictepu y Kopobui

Fetepo
Na63
Nimviteq

IHais

leTepo /1a63 Jlimiteq,

IHais

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKIill XapakTepucTuLj Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MeAMYHOr0 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB nicnsi BHeCEHHs TiEl caMoi 3MiHM Ha
pedyepeHTHUIA npenapart (3mMiHa He noTpebye
HaflaHHSA XOAHVX HOBWX AOAATKOBUX JAHWX).
3MiHM BHECEHI 10 iIHCTPYKLIT A1 MeguyHoro
3aCTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"®apmakonoriyHi BractusocTi”, "lMoka3aHHS"
(yTouHeHHs iHdopmadii), "B3aemopis 3 iHWMMU
nikapcbknMmn 3acobamu Ta iHWi B1uam
B3aemogiit", "OcobMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHs rpygar”, "Cnocib 3actocyBaHHA Ta
posn”, "Oitn" (yTouHeHHs iHchopmawii),
"Mepepno3yBaHHA", "MO6IYHI peakuii” 3rigHo 3
iH(hopMaLi€ero Wo40 MegNYHOro 3aCToCyBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (Kennpa®,
TabneTtku, BKpUTIi 060/10HKOI0, Mo 250 mr; no 500
mr; no 1000 mr). BBeAeHHS 3MiH NpOTArom 6-Tu
MicsILiB Micns 3aTBepAKEHHS.

3a
peyenmom

He
nionsieae

UA/17271/01/01

80.

NETPAM

TabneTku, BKpUTI
NMiBKOBOKO
060/10HKO10, Mo 500
Mmr, no 10 TabneTok
y 6nicTepi, no 3

leTtepo
Na63
Nimitepq,

IHais

leTepo M1a63 Mimites

IHAis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHK | TUNy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapCcbKoro
3ac06y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans

3a
peyenmom

He
nidnsieae

UA/17271/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep

peecmpayitiHo2o

noceio4YeHHs

6nicTepu y kopobu,i

MeAMYHOro 3acTOCyBaHHS
reHepuYHUX/riopuaHNX/6ionoAi6HMX NiKapCbKUX
3ac06iB Nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedhepeHTHW npenapat (3MiHa He noTpebye
HafaHHSA XOAHVX HOBVX AOAATKOBUX AAHNUX).
3MiHW BHECEHI A0 IHCTPYKLIT 418 MeAnyHOoro
3acTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"®apmakonoriyHi BnactusocTi”, "MokasaHHa"
(yTouHeHHs iHopmadii), "B3aemogis 3 iHWMMK
nikapcbkuMn 3acobamu Ta iHWi BUuam
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
nosn”, "Oitn" (yTo4YHeHHs iHdopmadii),
"Mepepo3ysaHHs", "Mo6iyHI peakujii” 3rigHo 3
iHhopMaui€eto 1040 MeANYHOTO 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (Kennpa®,
TabneTtku, BKpUTIi 060/10HKOD, Mo 250 mr; no 500
mr; no 1000 wmr). BBeAeHHS 3MiH NpoOTArom 6-Tu
MicALiB Micnsa 3aTBepAKEHHS.

81.

NETPAM

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, No 1000
Mmr, no 10 TabneTok
y 6nicTepi, mo 3
6nictepu y Kopobui

etepo
Na63
Nimitep

IHais

leTepo /1a63 Jlimiteq,

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
3MiHN Y KOPOTKIill XapakTepucTuLj NikapCbKoro
3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHSA
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB Nic/1A BHECEHHSA TiET caMoi 3MiHM Ha
pethepeHTHW1 npenapat (3MiHa He noTpebye
HalaHHS XXOLHVX HOBMX [AOAATKOBUX [AHNX).
3MiHU BHECEHI A0 IHCTPYKLiT 4718 MeguyHOro
3acTocyBaHHA NiKapcbKoro 3acoby y po3aim
"apmakonoriyHi BnactmeocTi”, "Moka3aHHs"
(yTouHeHHs iHchopmauii), "B3aemogis 3 iHWyMn
nikapcbkumm 3acobamu Ta iHLWi BUAK
B3aemogijin", "OcobmBoCTi 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaat”, "Cnocié 3actocyBaHHA Ta
posn”, "Oitn" (yTouHeHHs iHchopmawii),
"Mepepo3yBaHHa", "No6GiYHI peakuii” 3rigHo 3
iH(hopMmaLieto Woa0 MeauyHOro 3acTocyBaHHs
pedepeHTHOro nikapcbkoro 3acoby (Kennpa®,
Tabnetku, BKpUTi 060/10HKOI0, Mo 250 mr; no 500
Mr; no 1000 mr). BBefeHHS 3MiH NpOTArom 6-Tu
MicALIB MiCNSA 3aTBEPKEHHS.

3a
peyerimom

He
nidnsieae

UA/17271/01/03

82,

NIAOKAIH

cnpeii 10 %, no 38 r
cnpeto y hnakoHi;
no 1 donakoHy + 1

3AT
PapmaueB
TUYHUIA

YropumHa

3AT dapmaueBTUYHWMIA
3asopg ElC

YropumHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHu | TUny - 3MiHKn 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikat BigNoBiAHOCTI

3a
peyenmom

UA/0655/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
naacTtmacoBuii 3aB0[ €Bponelicbkiin hapmakonei/moHorpadii.
KnanaH-go3arop y EriC MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
KapPTOHHI Kopo6Lyi BIANOBIAHOCTI ab0 BUTyYEHHS cepTudikaTa
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; ans
[0MNOMDKHOT peyoBUHU (cepTudikat
BifnoBigHoCTI €Bponelickkili hapmakonei) -
OHOBNEeHW cepTuddikaT Bif, y)xe 3aTBEpAKEHOro
BMpPOOHUKA - NOJaHHA OHOBJIEHOro cepTuddikara
BiNOBIgHOCTI €Bponelickkilt hapmakonei Ne R1-
CEP 1998-078 - Rev 05 (3atBepmkeHo: R1-CEP
1998-078 - Rev 04) ana A®I nigokaiHy Big, Bxe
3aTBEpAXEeHOro Bupo6Hrka Moehs Iberica S.L.,
IcnaHis.
83. | NIHEKC NOpPOLLOK ANA CaHpo3 CnoseHis ek ®apmaveBTU4Ha CnoBeHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 - UA/14576/01/01
BEBI® OpasibHOT CyCcneHsil, dapmacsh KomnMaHia 4.4., 3MiHn | TURY - 3MiHn 3 axkocTi. A®Il. KoHTposb peyenma
1 000 000 000 toTikan3 CnoBeHis A®|. 3miHa y meTogax BunpobyBaHHs Ad| abo
KYO/naketno 1,5 r a.o. (BMPOGHMLTBO "in BUXIAHOrO MaTepiany/npoMixXHOro
y nakeTi; no 10 a6o bulk", nepsuHHe Ta npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
20 nakeTiB B BTOPUHHE MaKyBaHHs); npoueci BupobHuuTBa APl (He3HauHi 3MiHN y
KapTOHHI Kopo6Lyi ek ®apmaveBTu4Ha 3aTBEPAKEHNX MeToAax BUNPOBYBaHHS)
KoMnaHisa 4.4., He3HayHa 3MiHa B aHauliTUuHIl npoueaypi Purity
CnoBeHis (KOHTPONb Ans Bu3HaveHHs Salmonella, Cronobacter spp.
cepii); Nlek (E. sakazakii) Ta Enterobacteriaceae
PapmaueBTUYHA (BMKOPWCTOBYETHCS BUPOOGHUKOM fito4oil
KomMaHia 4.4., peyoBuHM Chr. Hansen) y gitoviii peyoBuHi, a
CnoBeHis (KOHTpONb came MpornoHYETbLCA NPOAOBXMUTY iHKyb6aLlito 40
Ta BuUnyck cepii) 24 rogunH (y pesynbTaTi 4oro BUXOANTb HOBUIA
Aianas3oH 24-50 roguH), Wo A03BO/UTb
NiABULLNTY THYYKICTb BUKOHAHHS L€l
aHaNiTMYHOI Npoueaypu.
84. | NICOBAKT cnpeii opomMyko3Huii, | BocHanek BocHis i Bocranek a.4. BocHis i BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 - UA/18997/01/01
AYO® po3umH no 30 mny n0.0. l'epuerosu epueroBuH 3MiHu Il Tuny - 3miHK 3 sKocTi. AdI. peyenma
CMPEN 3 (h/1aKoHi 3 TEMHOro Ha a Bunpo6bHMUTBO. 3MiHM B MpoLeci BUPOOHMLTBA
APOMATOM CK/la 3 HaCoCOM- A®| (iHWi 3mMiHW) - BHeceHHA 3MiHM B ASMF Ha
M'ATN po3nuoBaYemM Ta API nizouumy rigpoxnopugy supobHukom LMC
MNEPLEBOI ansikatopom, no 1 Lysozyme Manufacturing Company B.V. (a
h1aKoHy y Bioseutica company), The Netherlands (3amiHa
KapTOHHI Kopo6Lli Version ASMF Number 15-Nov-17/date 15-11-
2017 na Version Number 12-Feb-2021 from
12.02.2021)
85. MAPYKCA® TabneTkn, BKpUTI KPKA, CnoseHia | BMpo6bHULTBO "in bulk", | CnoseHis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/15590/01/01
NAiBKOBOIO n.4., Hoeo nepBrHHE Ta HimeuunHa 3MiHK | TNy - 3MiHK WoA0 peyenmom | niossizae
o6onoHKoto, no 10 MecTo BTOPVHHE MakKyBaHHS, 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnagy
mr, no 14 TabneTok KOHTPO/1b Ta BUMYCK (iHLWi 3MiHW) - 3MiHX BHECEHI A0 IHCTPYKLIT ANns
y 6nicTepi; no 2 abo cepii: KPKA, a.4., MeAMYHOro 3acTOCyBaHHS NikapCcbKoro 3acoby y
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
no 6 6nicTepis B HoBo mecTo, po3gain "MobiuHi peakyi” Woa0 BaXMBOCTI
KapTOHHI KopooLii CnoBeHis; nepBuHHe 3BiTyBaHHS MPo No6iYHi peakuii.
Ta BTOPUHHE BBefieHHs1 3MiH NpoTArom 6-T1 MicALIB 3 gatu
nakyBaHHS Ta BUNYyCK 3aTBep/MXeHHs; 3MiHu | Tuny - 3MiHW WoAo
cepil; KOHTPO/b cepii: 6e3nekn/edeKTUBHOCTI Ta (hapmakoHarnsgy
TAL ®apma M'M6X, (iHLWi 3MiHW) - 3MiHX BHECEHI A0 IHCTPYKLIi ANns
HimeyunHa; KOHTpPO/b MeAMYHOro 3acTOCyBaHHA iKkapCbKoro 3acoby y
cepii: H130X po3gin "3acTocyBaHHs y Nepios BariTHOCTi abo
(HauioHanbHi rofyBaHHs rpy4ar” BignoBigHO 40 OHOB/IEHOT
naboparopis 3a iHchopmauii 3 6e3nekn Ajto4oi pevyoBUHM.
3/paB'e, OKONE iH BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB 3 gatun
xpaHo), CroseHis; 3aTBEPAKEHHSA
KOHTPO/b
Mikpo6ionoriyHoi
yncToTH cepii (y
BUMaKy KOHTPO/IO
cepii TAL ®apma
vm6X): Nabop /1IC CE
& Ko. KI', Himeuunna
86. MAPYKCA® TabneTtkn, BKpUTI KPKA, CnoseHia | BMpo6bHULTBO "in bulk", | CnoseHis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/15590/01/02
NAiBKOBOO An.4., Hoso nepBUHHE Ta HimeuunHa 3MiHK | TNy - 3MiHK WoA0 peyenmom nionsieae
o60ooHkKoto, no 20 MecTo BTOPUHHE NaKyBaHHs, 6e3nekn/edeKTBHOCTI Ta hapmakoHarnsgy
mr, no 14 tabneTok KOHTPO/1b Ta BUMYCK (iHWi 3MiHW) - 3MiHX BHECEeHI [0 IHCTPYKLUIT A
y 6nicTepi; no 2 abo cepii: KPKA, a.4., MeAMYHOro 3aCTOCyBaHHSA NikapCbKoro 3acoby y
no 6 6nictepis B HoBo mecTo, po3gain "MobiuHi peakyi” Woa0 BaXINBOCTI
KapTOHHI KopooLli CnoBeHis; nepBuHHe 3BiTyBaHHS NPo No6iYHi peakuii.
Ta BTOPUHHE BBefeHHs 3MiH NpoTArom 6-Tn MicALUIB 3 gatu
nakyBaHHS Ta BUNYyCK 3aTBepMXeHHs; 3MiHK | Tuny - 3MiHW WoAo
cepil; KOHTPO/b cepii: 6e3nekun/edhekTBHOCTI Ta hapMakoHarniagy
TAL dapma M'M6X, (iHLWi 3MiHW) - 3MiHN BHECEHI A0 IHCTPYKLi ANns
HimeyunHa; KOHTpO/b MeAMYHOro 3acTOoCyBaHHA ikapCbKoro 3acoby y
cepii: H130X po3zin "3acTocyBaHHSA y nepiog BariTHOCTi abo
(HauioHanbHi rogyBaHHs rpyaAr0" BiAnoBiAHO [0 OHOBMEHOT
naboparopis 3a iHhopmauii 3 6e3nekn Ajr40i pevyoBUHN.
34paB'e, OKONE iH BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB 3 gatun
xpaHo), CrioseHis; 3aTBEPMAKEHHSA
KOHTPO/b
MiKpOGionoriyHoi
yncToTH cepii (y
BUMNaKy KOHTPO/IO
cepii TAL ®apma
v6X): Nabop /1IC CE
& Ko. KI', Himeuunna
87. | ME/NNIBEK® PO3YMH NSt iH'EKLNA, HOBEN TypeuunH lgon lnay Jonym TypeuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/3933/02/01
15 mr/1,5 mn; o 1,5 INAY a Canai Be TimpkapeT 3MiHK | TUNy - 3MiHK WoA0 peyenmom nidnsieae
M/1 B amnynax CAHAI BE A.LL. 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
o6'emom 2 mMn1; no 3 TIOXKAPE 3MiHa y KOpOTKili xapakTepucTuLj NikapCbKoro
amnynn B KAPTOHHIi T AL

3ac06y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans




n/n

Hassa
JliKapcbK0O20
3acoby

ynakoska)
ynaKkoBLi

Popma sunycky
(nikapcbka chopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

83

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu

MEANYHOIo 3aCTOCyBaHHA Ha I'Ii,CI,CTaBi

Bionycky

Pexknam
yBaHHsT*

Homep
peecmpayitiHo2o
nocsio4eHHs1

88. | MEHOBA3M/
H

PO3YUH HALLKIpHWA,
no 40 mn a6o no

100 mn y chrakoHax

TOB "OKnN
"®apmave

BTUYHA
habpmka"

YKpaiHa

TOB "OKN
"PapmaueBTnYHa
abpuka"

YkpaiHa

perynsipHo OHOBJ/OBAHOTO 3BITYy 3 Ge3neku

3aCTOCYBaHHS /ikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKVM 3BIiTY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 MiaHy neiaTpUYHNX AOCAILKEHb
(PIP) (3MiHy y3ropkeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XEHNM OpraHoMm) - 3MiHU BHECEHO [0

IHCTPYKUT 4719 MEANYHOr0o 3acTOCYBaHHSA
nikapcbKoro 3acoby y po3gin "MobivHi peakuii”
BiANOBIAHO [0 OHOBMEHOI iIHhopMaL,i 3 6e3nekn
Ailo40i peyoBVHN. BBEAEHHS 3MiH NpOTArom 6-Tu
MicaLiB nicns 3aTBepKeHHs; 3MiHu | Tuny -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeAnYHOro
3acTocyBaHHSA Ha nigcTasi perynsapHo
OHOBJIIOBAHOrO 3BITY 3 6€3Mekn NikapcbKoro
3acoby, abo focnigxKeHb 3 6e3neku
3aCTOCYBaHHS /ikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKVM 3BIiTY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 MiaHy neiaTpUYHNX AOCAILKEHb
(PIP) (3MiHy y3ropkeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XEHNM OpraHoMm) - 3MiHU BHECEHO [0
IHCTPYKUT 4719 MEANYHOr0o 3acTOCYBaHHSA
nNiKapcbkoro 3acoby y po3ain "3actocyBaHHA y
nepiog BariTHOCTi abo rogyBaHHA rpyaat”
BiANOBIAHO [0 OHOBEHOI iHGhOpMaL,i 3 6e3nekn
Lito4oi pevyoBuHW. BBeAEHHSA 3MiH NPOTATroM 6-Tn
MicsILiB NicNs 3aTBEPAYKEHHS
BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:

nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku

PO3Mipy ynakoBKv roTOBOro NikapcbKoro 3acoby

3MiHu | TUnNYy - 3MiHK 3 siKoCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWiA 3aci6. 3MiHa

(3miHa macu/o6'eMy BMICTY KOHTelHepa
6araTo030B0Oro slikapcbkoro 3acoby ans
HenapeHTepasibHOro 3acTocyBaHHA (abo
0/]HOA030BOr0, YaCTKOBOTO BUKOPUCTaHHS))
BBEJEHHS [,04aTKOBOI ynakoBku, a came no 100
MA y conakoHax 3i cknna mapku OC 3 rBUHTOBOIO
rOpPSI0BMHOI0 4717 Nikapcbkux 3acobis (PB-100-
20-0OC) 3akynopeHi npo6kamu (Mpobka 3.1.-12,

Mpo6ka MA-2) Ta kpuwwkamu (Kpuwwka K-20)
BWIOTOB/IEHI 3 NONIETUIEHY, 3 Bi4NOBIAHMM

peyenma

nionsieae

UA/5829/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
3MiHamMK o p. «YnakoBka» Ta n. «O6’eM BMICTy
chnakoHa». MNepBuHHUIA NakyBanbHUiA MaTepian
He 3MiHMBCA.
3MiHM BHECeHi B po34in "YnakoBka" B iHCTPYKL,it0
AN MeAnYHOro 3acToCyBaHHA NMikapCbKoro
3aco6y Yy 3B'A3Ky 3 BBEEHHAM [04aTKOBOI
ynakoBku (cpnakoHn no 100 M), K Hacnigok -
3aTBEPMXEHHS TEKCTY MapKyBaHHS [04aTKOBOT
yNakoBKM NikapcbKoro 3acoby. BBeAeHHs 3MiH
NpPOTSArom 6-Tv MicsILiB Mic/1A 3aTBEPAKEHHS.
89. | MOBANIC® PO3YUH NS iH'EKLNA, BepiHrep HimeyuunH Brvpo6HMuTBO Ta IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/2683/03/01
15 mr/1,5 mn; no 1,5 IHrenbxaw a NepBUHHE NaKyBaHHSA: 3MiHK | TUNy - 3MiHK WoA0 peyenmom nidnsieae
My amnysi; no 5 M BepiHrep IHrenbxaiim 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
amnyn B KAPTOHHIl IHTepHeLw EcnaHa, CA, IcnaHis; 3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
Kopoo6Li HA TM6X BTOpWHHE nakyBaHHS,

KOHTPO/Tb AKOCTi Ta
BUNYCK cepii:
Bepinrep IHrensbxaim
Ecnana, CA, Icnanis

3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BIiTYy 3 AOC/IKEHb, MPOBEAEHNX
BiANOBIAHO A0 NMiaHy neaiaTpUYHNX AOCAIAKEHb
(PIP) (iHLWi 3MiHW).
3MiHV BHECEHO A0 IHCTPYKLIT 418 MeANYHOro
3acToCyBaHHA NikapcbKoro 3acoby A0 po3giny
"3acTocyBaHHA y nepiof BariTHOCTi abo
roflyBaHHs rpyaar” (BHeceHHs iHchopmadii wo
3acTocyBaHHSI MeJIOKCUKaMy y nepiog, BariTHOCTi
MOXe CMPUYMHUTY ONIroriApamHioH y naoaa)
BiANOBIAHO [0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby. BeeeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPMKEHHS. 3MiHK | TNy - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta hapmakoHarnsgy
(iHWi 3mMiHK). 3MiHM BHECEHO [0 [HCTpyKUii ans
MeAMYHOro 3aCTOCYBaHHS NMiKapCbKOoro 3acoby
[0 po3ainy "3actocyBaHHs y Nepios BariTHOCTI
abo rogyBaHHA rpyaa” (BHeceHHs iHdopmMauii
LLIO iHriGITOP CUHTE3y NpocTarfaHavHIB B Nepiog,
opraHoreHesy MigBuLLYE 4acTOTU Pi3HOMaHITHUX
Ba/, PO3BUTKY) BIAMNOBIAHO 4O OHOBNEHOI
iHhopmawii 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby. BBeeHHs 3MiH MPOTAroM
6-TN MicALIB NiCNA 3aTBEPAXKEHHS.
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta thapmakoHarnsgy
(iHWi 3miHM). 3MiHWM BHECEHO [0 [HCTpyKUii ans
MEeAMYHOro 3aCTOCYBaHHS NiKapCbKOro 3acoby
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep
peecmpayitiHo2o
nocsio4eHHs1

00 po3ainy "MNokasaHHa" (BHECEHO YTOYHEHHS:
MOBAJIIC, po3uunH ANs iH'eKLili, nokasaHuii gns
NiKyBaHHSA AOPOCAKX), @ TaKoX A0 po3ainis
"®apmakoTepaneBTUyHa rpyna” (4ogaBaHHs
piBHIB Kacudikatopa BOO3 6e3 3MiHu kogy
ATX), "dapmakonoriuHi BnactneocTi"
(pepaxuiriHi npasku), "Cnocib 3acTocyBaHHs Ta
no3n" (pepakuiiHi npasku), "Baaemogis 3
HLIMMK NiKapCbKMKM 3acob6amMu Ta iHLWi BUam
B3aeMogiin" (BAaneHHs NOCUNaHHA Ha iHLWNi
po3ain iHCTpykKLii), "OcobnnBocCTi 3acTocyBaHHA"
(pepakuiliHi npasku), "Mepefo3yBaHHA"
(BHeceHo yTouHeHHs), "MNo6GiyHi peakujii”
(pefakuiiiHi npaBky, BHECEHHS iHchopMaLii Npo
[OCNiMKEHHS NOBIYHNX peakLiii, BHeCEHO
iHchopmaLito Mpo HeObXiAHICTL NOBIZOM/IEHb NPO
nigo3proBaHi No6iyHI peakuii Ta BIACYTHICTb
ehbekTUBHOCTI NikapcbKoro 3acoby) BignoBifHO
00 iHhopma,ii 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.

90.

MC140

cnpeii HasaslbHUiA,
cycnehsis, 50
MKr/go3y; no 140
003y hnakoHax
(6e3 eTukeTKM) 3
HacoCoM-[]03aTOpPOM
3 po3nusBayYem
Ha3asIbHOro
npu3HaYeHHs 3
HaHeCceHoo Ha3Boo
npenapary Ta
HOMepOoM cepii Ha
[OHi chnakoHy; no 56
dhnakoHiB y Kopoobui

AT
"Papmak”

YKpaiHa

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TUnYy - 3MiHn 3 axkocTi. A®Il. KoHTposb
A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
LONyCTUMUX MeX, BU3HaAYeHUX Yy cneumdikauisx
Ha A®|, abo BUXigHWUIA/MPOMIKHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci Bupo6HuLTBa A®I (BUNYyYEHHSA
HEe3Ha4YHOro NokasHMKa SKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro nokasHuka)) —
BW/IYYeHHs 3i cneuudikauii Ha APl MomMeTa3oHy
hypoat BUNPoGYBaHHsI Ha «Baxkki MeTasin».
3miHu | TNy - 3miHK 3 AkocTi. A®l. KoHTponb
A®I. 3miHa y meToaax BunpobysaHHsA APl abo
BVXifHOro Marepiany/npoMixxHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHuLTBa APl (He3HAUHI 3MiHK Y
3aTBEPMAKEHNX MeToAax BUNpobyBaHHS) - B
MeToauLi BU3HaYeHHs1 A®| 3a NOKa3HMKOM
«BUW3HaueHHs nipuanHy» gogaHa npumiTka, Wwo
npu NPUroTyBaHHi BUNPO60BYBaHNX PO3YMHIB Ta
PO34YMHIB NOPIBHAHHA MNOTPiIGHE MUTTSA BCbOro
nocyfy 3 aueToHom nicnsa BukopuctaHHs (Note:
All glassware to be rinsed with Acetone after
use). 3MiHu | Tuny - 3MiHK 3 aKkocTi. AdL.
KoHTponb A®l. 3miHa y MeToAax BUNPOBYyBaHHSA
A®| abo BMXigHOTO MaTepiany/npoMiXKHOTO

UA/14952/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHuLUTBa APl (HE3HAUHI 3MIHN Y

3aTBEPMKEHNX MeToAax BUNpobyBaHHs) - B
MeToAuLi BU3HaYeHHs1 APl 3a MOKasHUKOM
«lpeHTudpikauis» gogaHa npyMiTka, Wwo npu
NpuUroTyBaHHi BUNPOGOBYBAHNX PO3UYMHIB Ta
PO34YMHIB MOPIBHAHHA MNOTPiIGHE MUTTS BCbOro
nocygy 3 aueToHom nicnsa BukopuctaHHs (Note:
All glassware to be rinsed with Acetone after
use). 3MiHu | Tuny - 3MiHK 3 akocTi. AdL.
KoHTponb A®I. 3miHa y MeTogax BUNPOOYBaHHS
A®| abo BMXigHOrO Matepiany/npoMiKHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHULUTBa APl (HE3HAUHI 3MIHK Y
3aTBEPMKEHNX MeToAax BUNpobyBaHHS) - B
mMeToauLi BU3HaveHHss AP 3a nokasHnkamu
«KinbkicHe BU3HaYEHHs» foAaHa NpUMITKa, Lo
npu NPUroTyBaHHi BUNPO60BYBaHNX PO3YMHIB Ta
PO34YMHIB NOPIBHAHHA MNOTPiIGHE MUTTS BCbOro
nocygy 3 aueToHom nicnsa BukopuctaHHs (Note:
All glassware to be rinsed with Acetone after
use). 3MiHu | Tuny - 3MiHK 3 aKkocTi. AdL.
KoHTponb A®I. 3miHa y MeTogax BUNPOOyBaHHS
A®| abo BMXigHOrO Matepiany/npoMiKHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTBa APl (HE3HAUHI 3MIHK Y
3aTBEPLKEHNX MeToAax BUNPoByBaHHS) 3MiHW B
meTogi BUnpobysaHHA AD| 3a NOKa3HUKOM
«Po3mip yactok» (Laser diffraction method)wo
06yMOB/IEHE BUKOPUCTAHHAM iHLIOrO
ob6nagHaHHs, BiANOBIAHO, MeToamKa
yHihikoBaHa nig HoBe 061afHaHHA. 3MiH
BCTAHOB/IEHUX KPUTEPIN NPUAHATHOCTI y
cneuudikayii He Bigbynocs. 3miHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHs A®| abo BUXigHOrO
marepiany/npomiKHOr0 NPoAyKTy/peareHTy, Wwo
BVKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(He3HayHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOGYBaHHS) - B METOAMLI BU3Ha4YeHHs AD|
3a NokasHNKOM «Bu3HayeHHs N,N-
anveTtundopmMamigy» gogaHa npumiTka, Wwo npu
NpUroTyBaHHi BUNPO60BYBaHNX PO34YMHIB Ta
PO34MHIB NOPIBHSAHHA MNOTPiIGHE MUTTSA BCbOro
nocyay 3 aueToHOM MiC/A BUKOPUCTAHHAM
(Note: All glassware to be rinsed with Acetone
after use).

3MiHu | TUNy - 3MiHK 3 aKocTi. A®Il. KoHTporsb
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
A®|. 3miHa y meTogax BunpobyBaHHs Ad| abo

BUXiAHOrO MaTepiany/npoMixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuuTBa APl (He3HauHi 3MiHM y

3aTBEPAKEHNX METOAAX BUNPOBYBaHHS)
- B MeTOoaMLi BU3HaYeHHA AP| 3a NOKa3HUKOM
«CynpoBigHi AOMILLKM» foAaHa NpUMITKa, Lo
npw NPUroTyBaHHi BUNPO60BYBaHNX PO3UYMHIB Ta
PO34MHIB NOPIBHAHHA NOTPiIGHE MUTTA BCbOro
nocygy 3 aueToHom nicnsa sukopuctaHHs (Note:
All glassware to be rinsed with Acetone after
use). 3MiHu | Tuny - 3MiHK 3 aKocTi. AdL.
KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHsS
A®| abo BUXiAHOrO MaTepiany/NPoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuuTBa APl (He3HauHi 3MiHN y
3aTBEPMAKEHNX METOAaX BUNPOGYBaHHS) B
MeToauLi BU3HayeHHs1 APl 3a NOKa3HMKOM
«XpomaTtorpacpiyHa YiCToTa» fofaHa NPUMITKa,
LLLO NpY NPUrOTYBaHHI BUNPOOOBYBaHNX PO3UYUHIB
Ta PO3YMHIB NOPIBHAHHS NOTPIGHE MUTTS BCbOTO
nocygy 3 aueToHom nicns sukopuctaHHs (Note:
All glassware to be rinsed with Acetone after
use). 3MiHun | TMny - 3MiHK 3 AKocTi. FoToBwMIA
nikapcbkuii 3aci6. KOHTPOIb OMOMIXKHMX
peyoBUH. 3MiHa NapameTpiB cneuudikauii
Ta/abo foMyCTUMUX MeX A/18 AOMNOMIKHOT
peyvoBUHM (BUNYyYEHHS 3i cneuudikawii
He3HayHOro NokasHviKa (Hanpuknag 3actapiforo
NoKasHWKa)) BUNYYEHHS BUNPOOYBaHHSA «Baxki
MeTan» 3i cneuudikauii NS HaCTYMHMX
[OMOMiKHUX PEYOBWH: IMMOHHA KMNC/0Ta,
rNiLepuH, MiKpoKprCTaniyHa Lenonosa,
nonicop6ar-80, HaTpil0 UMTpaT, BOAA O4NLLEH],
BignosigHo o sumor ICH Q3D. 3MmiHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6.
3MiHa napamMeTpiB cneuudikauii Ta/abo
[0MNyCTUMUX MEX NEPBUHHOI YNaKoBKW rOTOBOIO
NiKapCbKOro 3acoby (BWyYEHHS HE3HAYHOTO
nokKasHuka (Hanpvknag 3acTapisioro NokasHuka))
3MiHM y n. 3.2.P.7. Cuctema ynakoBka/ykyrnopka,
a came y cneumdikauii Ha KpULLKY BUAASIEHO
nokasHunk AQL (Acceptable Quality Levels) -
6iNbLUe HE BUMAraeTbCsl, OCKISIbKM Lie He
nepesipka, sika NPOBOANTLCA KOHTPOIEM AKOCTI.
3MiHn | TUnNy - 3MiHK 3 siKocTi. FoTOBMIA

nikapcbkuii 3aci6. Cuctema
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

KOHTelHep/3aKynoptoBasibHWiA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMMX
MeX NePBUHHOI YNakoBKN rOTOBOrO NiKapCbKOro

3aco6y (iHWi 3MiHK) - 3MiHM y n. 3.2.P.7.
Cuctema ynakoBka/ykynopka, a came, B
cneumdikaLii Ha KpULLKY, 38 MOKa3HUKOM
«ldentification» 3MiHEHO KifbKiCTb
BMKOPMCTOBYBaHWX 3paskiB 3 3 Ha 1 Ta
YTOYHEHO, WO BMU3HAYAETLCA MiK TeMnepaTypu
NNaBfieHHs Yy 3B’A3Ky 3 npuBefeHHsAM fo USP.
3MiHn | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTposb roToBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEPAKEHUX MeTofax
BMMPOGYBaHHS) HE3HAYHI 3MiHW B METOA|
BUNPO6YBaHHsA /13 3a NoKa3HUKOM
«lgeHTudikayis» (2.2. METOL0M TOHKOLLAPOBOI
XpomaTorpadii): gogaHo npuMiTky «Becb
CKNIAAHHWIA MOCYA, MiCNS BUKOPUCTaHHSA HEOOXigHO
NPOMUTY PO3UNHHUKOM>; A1 OTPMMAaHHS GinbLu
OIHOPIAHOrO CTaHy 3pasky A5 BUNpo6yBaHHSA
[04aTKOBO 3a3HayeHo, Lo nepeq
BVKOPWUCTAHHSIM KOXHUIA (pN1akoH CTPYLLYIOTh
BepTukasibHO npoTarom 10 cek (He meHwe 20
CTpYLLYBaHb).
3MiHu | TUnYy - 3MiHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpOb roTOBOro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHA roTOBOrO /IiKapCbKOro 3acoby

(He3HavHa 3MiHa y 3aTBEPMKEHNX METOAAX

BMNPOGYBaHHS) - HE3HAYHI 3MiHW Y MeToaax
BunNpobyBaHHA /13 3a nokasHukom «KinbkicHe

BU3HaueHHA. BeH3ankoHito xnopua» (Meton

BEPX), a came: fofaTKoBO 3a3Ha4eHo, Lo

nepes, BUKOPUCTaHHAM KOXHUIA (hiakoH
CTpYyLWYIOTb BepTuKasibHO npoTarom 10 cek (He
MeHLe 20 CTpyLlyBaHb), f,04aH0 NPUMITKY
«Becb CKIAHHWIA MoCcy A, MiCNsi BUKOPUCTaHHSA
Heo6XiAHO NPOMUTH PO3UYNHHUKOMY; [OAaHO
npurotyBaHHs «O6'eaHaHoro 3pasky (bulk)»,
3MiHW Y po3paxyHkax.
3miHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTposb roToBoro
niKkapcbKoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX METOAAX
BUNPOOYBaHHS) - HE3HAYHI 3MiHW y MeToaj
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

BMNpo6yBaHHsA /13 3a nokasHukom «KinbkicHe
BU3HaYeHHsA. MomeTas3oHy chypoat» (MeTofoM
BEPX) a came: A04aTKOBO 3a3HayeHo, Lo
nepes, BUKOPUCTaHHAM KOXHUIA dh1akoH
CTpYyLWYIOTb BepTuKanbHO npoTarom 10 cek (He
MeHLue 20 CTpyLlyBaHb), i3 061agHaHHSA [oAaHo
aHaniTMyHI Bary Ta Taimep, LLOAO peareHTiB
[0AaHO BOAY OuMLLEeHy; foAaHo NpuMITKy «Becb
CKNAAHHWIA MOCYA, NiCNSi BUKOPUCTaHHSA HEOOXiAHO
NPOMUTY PO3UYNHHMKOM»; [OAAHO NPUTOTYBaHHSA
«O6'egHaHoro 3pasky (bulk)», 3miHeHa
ehekTUBHICTb XpomaTorpadivyHoroi 0/IOHKM 3 He
MeHLe «2000» Ha «4000» TeOpeTUYHUX
Tapinok; AOAATKOBO NPUBEAEHO AaHi, L0
BBOAATLCA [/151 PO3PaxyHKy NPorpaMH1Um
3abe3neyeHHsamM Empower. 3MiHn | Tuny - 3MiHN
3 AKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKapCbKOro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /IiKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMXEHNX METOAAX
BUNPOBYBaHHSA) - HE3HAYHI 3MiHWY MeTofi
BMNpo6yBaHHsA /13 3a nokasHukom «KinbkicHe
BM3HAYEHHA MOMEeTa30Hy (hypoaty B OAVHUL
[osn» (metogom BEPX), a came: gogaHo
npuMITKy «Becb cknsiHHWIA nocyA nicns
BUKOPVCTaHHS HeO6XiAHO NpoMUTY
PO3YMHHMKOM>»; NPU NPUrOTyBaHHI
BMNPO60BYBAHOIO PO34MHY A0AATKOBO
3a3HayeHo, Lo nepemk BUKOPUCTAHHSAM KOXHUIA
h1aKkoH CTPYLLYIOTb BEPTUKa/IbHO NpoTsarom 10
cek (He MeHLe 20 CcTpyLuyBaHb); AOAATKOBO
nprvBeAeHO AaHi, Wo BBOAATLCA A5 PO3paxyHKy
nporpamHyuM 3a6e3neyeHHssM Empower. » 3MiHn
| TMINY - 3MiHW 3 AKOCTI. FOTOBMIA NiKapCbKUiA
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeToAax BMNPOGYyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMXEHNX METOAaX BUNPOGYBaHHS)
He3HauHi 3MiHV Yy meTogi BunpobysaHHsA /13 3a
NOKa3HUKOM «PO3Mip YacTOK»: A0AATKOBO
3a3HayeHo, Lo nepes BUKOPUCTAHHAM KOXHUIA
h1aKkoH CTPYLLYIOTb BEPTUKaSIbHO NpoTsarom 10
cek (He MeHLwe 20 CTpyLlyBaHb), NpUBeAEHO
nigpaxyHoK po3nogisly 4acTok 3a PO3MipoM.
3MiHu | TUnYy - 3MiHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpOb roTOBOro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPO6YBaHHA rOTOBOIO JIiKAPCbKOro 3acoby
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
(He3HayHa 3MiHa y 3aTBEpXEHNX MeTogax

BMNPOBYBaHHS) - HE3HaYHI 3MiHN Yy MeTofi
BMNpo6yBaHHA /13 3a nokasHUkom «CynpoBigHi
[OMILKM», a caMe: A0AATKOBO 3a3HaueHo, Lo
nepes, BUKOPUCTaHHAM KOXHUIA do1akoH
CTPYLUYIOTb BEPTUKaIbHO npoTsrom 10 cek (He
MeHLwe 20 CTpyLlyBaHb), f04aHO NPUMITKY
«Becb CKNAHHUIA MocyA, MiCNs BUKOPUCTaHHSA
HeobXiAHO NPOMUTY PO3UNHHUKOM»; NPK
NPUroTyBaHHi pyxomoi ha3v Ta Po3UMHHMKA
BMKOPWCTOBYIOTb BOAy oumileHy P (6yno Boga
P). 3miHu | Tuny - 3MiHK 3 AiKoCTi. FOTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHUiA 3aci6. 3MiHa
napameTpiB creuudikauii Ta/abo AonycTUMmx
MeX NepBVHHOT YMakoBKM rOTOBOTO NikapCbKOro
3aco06y (iHLWi 3MiHK) - 3MiHK Y n. 3.2.P.7.Cuctema
ynakoBka/ykynopka, a came, B cneuudikauii Ha
Hacoc-fo3aTop y po3gini «ldentification»
BUa/IeHO TBEPKEHHSA «i 3BiTyBaTV NPO
cepefHe 3HaYeHHs Ta fgianasoH» Yy 3B'A3KY i3
BUMPAaB/IEHHAM aAMIHICTPATUBHOT NOMWU/IKM.
3MiHn | TUnNy - 3MiHK 3 siKocTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWIA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AonyCcTUMUX
MeX NePBUHHOI YNakoBKN rOTOBOrO NiKapCbKOro
3aco06y (iHwi 3mMiHKn) 3MiHKM y . 3.2.P.7.Cuctema
ynakoBka/ykynopka, a came, B crneuudikavii Ha
thnakoH, B po3gini «ldentification» 3MiHeHO
KINIbKICTb BUKOPUCTOBYBaHMX 3paskiB 3 3 Ha 1 Ta
YTOUHEHO, LU0 BU3HAYAETLCA Nik Temnepatypu
naaBfIeHHs Y 3B'A3KY 3 NpuBefeHHAM Ao USP.
3miHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOIb AOMOMIXHUX
peyoBuH (iHLWi 3MiHW) — 3MiHK B cneuudikauii
[L0MNOMIXHOT peyoBrHY nonicop6ar-80, a came
[0aHO NOKa3HWK «PO3YMHHICTb>,
aKTyasli30BaHO NOCUMIaHHA Ha TecT
«laeHTudikauis». 3miHn | TNy - 3MiHW 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. KoHTposb
[OMOMDKHUX PEYOBWH (iHLUI 3MiHW) 3MiHW B
cneumdikauii 4OMOMDKHOI PE4YOBMHMW HATPItO
uuTpart, a came AoAaHO NokasHWK «KUCMOTHICTb
a60 NYXHICTb», 3MIHEHO NOCWUIAHHSA Ha MEeTo[,
3a nokasHukamu «lgeHTundikauis», «Boga»,
«Mpo30picTb PO34MHY», «XNopuamn». 3MiHu |

TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA NiKapCbKMiA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
3aci6. KoHTposib JOMOMDKHUX PEYOBUMH (iHLUi
3MiHW)
3MiHM B cneumdikauii 4ONOMiIXHOI pevyoBUHN
BOJa OuMLLEeHa, a camMe YTOYHEHO BUMOTH 3a
NnokasHNKoMm «MiKpobionoriyHa yuctorax.
3MiHu | TUny - 3MiHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOIb OMOMIXKHMX
peyoBUH (iHLUI 3MiHW) 3MiHW B cneumdikaL,i
[0NOMDKHOT PEYOBUHM MIKPOKpUCTasTiYHa
Lentono3a, a came AoAaHo NoKasHMK
«PO34YMHHICTb», 3MIHEHO NOCUIAHHA Ha MeTOA,
3a NnokasHukamun «BTparta B Maci npu
BVCYLLYBaHHI», «P0o3mip yacTok», «KinbkicHe
BU3HAYEHHA KapOOKCMMETULEION03U», 3MiHa
Ha3BW NOKa3HUKa «3a/INLLIOK NPy CNa/ltoBaHHI».
91. | HATPIO PO3uuH NS iHdys3il B. BpayH HimeuunH | B. BpayH Megikan CA, Himeuunna BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a - UA/9611/01/01
xnoenpy 0,9 %; no 100 mn y Menb3yHr a IcnaHis; b. BpayH 3MiHu | TUnNy - 3MiHK 3 siKoCTi. FoToBMIA peyernmom
PO341H dhnakoHi; no 20 eH Al Menb3yHreH AT, nikapcbkuii 3aci6. KOHTpob roToBOro
IB0OTOHIYHU | dhnakoHiB y HimeuunHa nikapcbKoro 3acoby (iHLWi 3MiHWM) OHOBJIEHHS BXE
10,9% B. KapTOHHI kopobuyj; (BMPOGHMLTBO, 3aTBEPKEHNX METOLIB KOHTPOJIHO AKOCTI
BPAYH no 250 mn, a6o no nepsuHHa Ta NiKapcbKoro 3acoby, a caMe: BUKTafeHHS TEKCTY
500 mn, abo no BTOPWHHA yNnakoBKa, [epXXaBHOI MOBOHO 3Tif{HO Cy4aCHUX BUMOT.
1000 mn 'y donakoHi; Bunyck cepii); b. BBefeHHs 3MiH NpoTArom 6 Micauis nicns
no 10 chniakoHiB y BpayH Menb3yHreH 3aTBeEpPAXEHHSA
KapTOHHI Kopo6Lyi A, HimeuunHa
(KOHTpO/Ib Cepii)
92. | HEKCIYM TabneTku, BKpUTI AcTtpa3eH Benuvka Brpo6HMUTBO, Lsewis BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a - UA/2534/02/01
NNiBKOBOIO eka oK BpuTaHis KOHTPO/b AKOCTI, 3MiHM | TUny - 3MiHK 3 AKOCTi. FoTOBMIA peyenmom
06010HKO10, No 20 Nimitep nakyBaHHs, nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
Mr; no 7 TabneTtok y MapKyBaHHs/36epiraHH nikapcbkoro 3acoby (iHwi 3MiHN). OHOBNEHHSA
6nicTepi; no 1 abo A1 Ta BUNYCK cepil BXe 3aTBEPKEHUX METO/LIB KOHTPOJIHO AKOCTI
no 2 6nictepn y rOTOBOIO JiKAPCLKOr0 nNiKapcbKoro 3acoby, a caMme: BUKTafEeHHS TEKCTY
KapTOHHI Kopo6Lyi 3acoby: AcTpa3eHeka AepXaBHOK MOBOIO 3riJHO Cy4acHWUX BUMOT 3
AB, LBewjs BHECEHHSAM KOPEKTOPCbKMX NPaBOK BifNOBIAHO
[0 OpuriHafIbHUX AOKYMEHTIB. BBeAeHHS 3MiH
NpoTArom 6-T1 MicALIB MiC/A 3aTBEPMAKEHHS.
93. | HEKCIYM TabneTku, BKpUTI AcTpa3eH Benuka Brpo6HMUTBO, Lseuis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a - UA/2534/02/02
nniBKOBOO eka tOK BputaHis KOHTPO/b AKOCTI, 3MiHu | TNy - 3MiHK 3 SIKOCTi. FOTOBWIA peuyenmom
060/10HKO10, Mo 40 Nimiteg, nakyBaHHs1, nikapcbkuii 3aci6. KOHTpoib roToBOro
Mr; no 7 TabneTtok y MapKyBaHHs/36epiraHH nikapcbkoro 3acoby (iHwi 3MiHN). OHOBNEHHS
6nicTepi; no 2 A Ta BUNycK cepii BXE 3aTBEePKEHNX METOLiB KOHTPO/IO SKOCTI
6nictepn y rOTOBOTO JTiKAPCbKOro NiKapcbKoro 3acoby, a caMe: BUKTafeHHS TEKCTY
KapTOHHi KopobLyi 3acoby: AcTpa3eHeka [ep>XXaBHO MOBOIO 3riHO CYy4aCHNX BUMOT 3
AB, LBewjs BHECEHHSAM KOPEKTOPCLKMX NPaBoK BifNoOBiAHO
0,0 OpUriHa/IbHNX AOKYMEHTIB. BBe4EHHS 3MiH
NPOTArom 6-T1 MicsAUIB NicNs 3aTBEPAYKEHHS.
94. | HIBECTUM PO34MH ANA iH'eKL;l Mdcpaiizep CLUA BUNYCK cepil, Xopsarisi/ BHECEHHS 3MiH [0 peecTpaliiiHux maTepianis: 3a He UA/15455/01/02
a60 iHgysin no 30 Eitu. Ci. BMPO6HULTBO "in bulk", Benbris 3MiHK | TMNy - 3MiHK WoA0 peyenmom | nionsizae
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
mMnH Of (300 Mi. KOHTpO/b cepii y 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
Mkr)/0,5 mn; no 0,5 Kopnopeii npoueci BUpoGHULTBA, 3MiHU Y KOPOTKIill XapakTepucTuLj NikapcbKoro
M/1Y nonepeaHsL0 LUH TecTyBaHHsA 3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
3anoBHeHOMyY BUMYLLLEHOT cepil, Me[MYHOro 3acTocyBaHHA
wnpui (1 knacy) TecTyBaHHs reHepuYHMX/ribpuaHNX/6ionoAi6HMX NiKapCbKUX
MicTkicTio 1 mn1; o 1 cTabinbHOCTI, 3ac06iB nicns BHECEHHS TiET caMoi 3MiHM Ha
abo 5 nonepegHb0 TecTyBaHHs pedhepeHTHW Npenapat (3MiHa He noTpebye
3anoBHEHUX CTepUbLHOCTI, HafJaHHA XO4HVX HOBMX A0AATKOBUX faHWX) -
wnpuuis y énictepi nepBuHHe Ta 3MiHU BHECEHO [0 IHCTPYKUIT AN MeANYHOro
Y KaPTOHHI nauui BTOPUHHE NaKyBaHHs: 3aCcTOCyBaHHA NikapcbKoro 3acoby A0 po3ainy
XOCMNIPA 3ArPEB "Oco611MBOCTi 3aCTOCYBaHHA" BIAMNOBIAHO A0
[.0.0., XopBarisi; IHCTPYKLii pedoepeHTHOro flikapcbkoro 3acoby
KOHTPO/b SKOCTI, NEUPOGEN®. BBefieHHs1 3MiH npoTarom 9
TecTyBaHHs MicALiB nicnsa 3aTBepAKeHHs
BUMNYLLEHOT cepil,
TecTyBaHHSA
ctabinbHocTi: SGS
Na6 CaiimoH CA,
Benbris
95. | HIBECTUM PO3YMH NS iH'eKLi Mdpaiizep CWA BUNYyCK cepii, Xopsarisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/15455/01/01
abo iHdysili no 12 Eiu. Ci. BMPO6HMLTBO "in bulk", Benebris 3MiHY | TRy - 3MiHK LWoAo peyenmom | nidsisi2ae
MnH O[] (120 Mi. KOHTpOsb cepii y 6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
Mkr)/0,2 mn; no 0,2 Kopnopeii npoueci BUpOGHULTBA, 3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
M/1Yy nonepegHL0 LH TeCcTyBaHHsA 3ac06y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
3anoBHeHOMY BUMYLLLEHOT cepil, MeAMYHOro 3acTocyBaHHA
wnpui (1 knacy) TecTyBaHHs reHepuUHMX/ribpuaHNX/6ioNoAI6HMX NiKapCbKUX
MicTkicTio 1 mn1; mo 1 cTabinbHOCTI, 3ac06iB nicnsi BHECEHHS TiEl caMoi 3MiHM Ha
nonepegHbL0 TecTyBaHHs pedhepeHTHW npenapat (3MiHa He noTpebye
3anoBHEHOMY CTepUbLHOCTI, HafJaHHA XOLHNX HOBMX A0AATKOBUX faHWX) -
wnpuuy y 6nictepi y nepBuHHE Ta 3MiHU BHECEHO [0 IHCTPYKUiT AN MEeANYHOro
KapTOHHI nayui BTOPUHHE NaKyBaHHs: 3acTocyBaHHA NikapcbKoro 3acoby A0 po3giny
XOCMNIPA 3ArPEB "Oco6/11MBOCTI 3aCTOCYBaHHA" BIANOBIAHO A0
[.0.0., XopBarisi; IHCTPYKLii pedoepeHTHOro /likapcbKoro 3acoby
KOHTPO/b AKOCTI, NEUPOGEN®. BBefieHHs1 3MiH NpoTarom 9
TecTyBaHHs MicALiB nicnsa 3aTBepAKeHHs
BUMYLLLEHOI cepil,
TecTyBaHHSA
crabinbHocTi: SGS
Na6 CaiimoH CA,
Benbris
96. | HIBECTUM PO3YMH NS iH'eKLi Mdpaiizep CWA BUNYCK cepii, Xopsarisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/15455/01/03
abo iHdysili no 48 Eiiu. Ci. BMPO6HMLTBO "in bulk", Benbris 3MiHY | TUny - 3MiHK LWoAo peyenmom | nidssi2ae
MiH O/ (480 Mi. KOHTPO/b cepii y 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
Mkr)/0,5 mn; no 0,5 Kopnopeii npoueci BUpo6HULTBA, 3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
M/1Y nonepegHsL0 LH TecTyBaHHsA 3aco6y, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT Ans
3anoBHeHoOMy BUNYyLLEHOT cepil, MeAMYHOro 3acTocyBaHHA
wnpui (1 knacy) TecTyBaHHs reHepuUHMX/ribpuaHNX/6ionoAibHMX NiKapCbKnUX
MicTKicTio 1 m; mo 1 cTabinbHOCTI, 3ac06iB Nicnsi BHECEHHS TiEl caMoi 3MiHM Ha




Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
abo 5 nonepegHb0 TecTyBaHHs pedhepeHTHW npenapat (3MiHa He noTpebye
3anoBHEHUX CTepUIbLHOCTI, HafaHHA XO4HVX HOBMX A0AATKOBUX faHWX) -
wnpuuis y énictepi nepBuHHe Ta 3MiHU BHECEHO [0 IHCTPYKUIT AN MeANYHOro
Y KaPTOHHI nauui BTOPUHHE NaKyBaHHs: 3aCcTOCyBaHHA NikapcbKoro 3acoby A0 po3giny
XOCNIPA 3ArPEB "Oco611MBOCTI 3aCTOCYBaHHA" BIAMNOBIAHO A0
[.0.0., Xops.aris; IHCTPYKLii pedoepeHTHOro fikapcbkoro 3acoby
KOHTPO/b AKOCTI, NEUPOGEN®. BBefieHHs1 3MiH npoTarom 9
TecTyBaHHs MicALiB nicnsa 3aTBepAKeHHs
BUNYLLEHOT cepil,
TecTyBaHHSA
ctabinbHocTi: SGS
Na6 CaiimoH CA,
Benbris
97. | O3EMIMIK PO3YUH NS iH'EKLNA, A/T Hoso [JaHis Bupo6bHMLTBO [aHia BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/19176/01/01
1,34 mr/mn; 0,25/0,5 Hopgaick NPOAYKTY, 3MiHW | TMny - 3MiHK 3 AKOCTi. FoTOBMIA peyenmom
Mr:no 1,5mny HanoBHEHHS nikapcbkuii 3aci6. MNpoekTHWIA NpocTip Ta

KapTpuKax,
BKNAfEeHux y
nonepeaHLo
3anoBHEHyY
6araTtofo30By
0/IHOPa30BY LUMPWLL-
pyuky; 1
nonepegHL0
3anoBHeHa WwnpuL-
pyyka Ta 6
0iHOPa30BMX 00K
Hoso®aiiH® Mntoc B
KapTOHHI kopobuyj;
1wmr:no3mny
KapTpugxax,
BKNaeHUX y
nonepegHL0
3anoBHeHy
6araTof030By
0iHOPAa30BY LUNPULL-
pyuky; 1
nonepeaHLo
3aMoBHeHa LnpuL-
pyyka Ta 4
0/JHOP@30BUX TOMKMN
Hoso®aiiH® Mntoc B
KapTOHHI Kopo6Li

KapTpuoKy Ta
KOHTPO/b AKOCTI
npogaykuii in bulk;
XiMiYHI/di3NYHI
BMNPOGYBaHHSA,
MiKpOoG6ionoriyHi -
CTepPUbHICTb Ta
MiKpoG6ionoriyHi -
MikpobiosnoriyHa

yucToTa. Bunyck cepii:

A/T Hoso Hopgick,
[LaHist;
Bupo6bHMLTBO
NPOAYKTY,
HanoBHEHHS
KapTpuoKy Ta
nepesipka AKOCTi
npogaykuii in bulk;
KOMMNIEKTYBaHHS,
MapKyBaHHSA Ta
BTOPWHHE NakKyBaHHSA
roTOBOrO NiKapPCbKOro
3acoby (cemarnytug,
1,34 mr/mn, po3yvH
ANs iH'eKUi, wnpuy-
pyuka PDS290),
KOHTPO/b SIKOCTI
(XiMiYHI/i3nyHI
BMNPOBYBaHHS)
npoaykuii in bulk Ta
roTOBOrO NiKapPCbKOro
3acoby:

nicnsipeecTpauiiHuii NPOTOKO/ ynpaBiHHSA
3MiHaMun. BHeceHHs 3MiH, Wo nepegbdayeHi y
3aTBEpAKEHOMY NPOTOKONI yNpaBAiHHA 3MiHaMK
(BHECEHHS 3MiHM AN
6i010ri4YHOro/iMyHOONYHOTO NiKApCbLKOro
3acoby) - [logaBaHHA anibTepHaTUBHOIO
BMPOBHMKa roTOBOro Nikapcbkoro 3acoby A/T
Hoso Hopgaick, BpenHym Mapk, AK-3400
Xinnepoepg, AaHisa/ Novo Nordisk A/S, Brennum
Park, DK-3400 Hilleroed, Denmark, i3
HacCTYMHMMU BUPOBHUUMMU CDYHKLSIMU
«BUpPOBGHMLITBO NPOAYKTY, HAMOBHEHHS
KapTpUKY Ta nepesipka AKOCTi NPOAYKLUIT in
bulk"
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
A/T Hoso Hopagick,
[JaHis
98. | OKPEBYC® KOHUeHTpaT ans TOB Ykpaina BMPOGHMLITBO Himeuunna/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3a He UA/16278/01/01
PO34mnHy Ans «Poww Hepo3dacoBaHoi LLiBefiuapis 3MiHu | TURY - 3MiHK Woao peyennmom | niidsigeae
iHdpysiii no 300 YkpaiHa» npoaykuii, nepBuHHe 6e3nekn/etheKTUBHOCTI Ta thapmakoHarnsgy.
mMr/10 mn; no 10 mn nakyBaHHs, 3MiHa y KOpOTKiil XxapakTepucTuLi Nikapcbkoro
y donakoHi; no 1 BMNpPOGYBaHHSA 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
h1aKoHy y KOHTPOJO SIKOCTI: MeAMYHOro 3acTOCyBaHHA Ha niacTasi
KapTOHHI Kopo6Lyi Pow fiarHocTuke perynspHO OHOB/IHOBAHOTO 3BiTYy 3 6e3neku
v6X, HimeyunHa; nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
BUPOGHMLITBO 3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
Hepo3gacoBaHol nicnsipeecTpaviiinnii nepiog, abo sk pesynbtat
npoayKuii, nepBrHHe OLLiHKVM 3BIiTYy 3 AOC/iMKEeHb, NPOBEAEHNX
nakyBaHHs1, BTOPUHHE BiNOBIAHO [0 NNaHy NeAjaTpUYHNX JOC/iIKEHb
nakyBaHHs, BUMYCK (PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
cepii: ®.XodcpmaHH- YMOBHOB&XEHVM OpraHom)
Na Pow NTa, 3MiHM BHECEHO A0 [HCTPYKUiT Ans MeguyHoro
LLIseliyapis 3aCcTOCyBaHHS NikapCbKoro 3acoby A0 po3ainy
"Mo6iuHi peakwyji" BigNoBigHO A0 iHchopmauii 3
6e3nekun nikapcbkoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-T1 MICALIIB MiCN1SA 3aTBEPLKEHHS
99. | ONNPEH® -75 | po34nH ANA iH'eKUil TOB Ykpaina Mepkne 'm6X, HimeyunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a - UA/5122/01/01
no 2 mn B amnyni, «TeBa HimeyunHa (BUPOBHMK, 3MiHY | Tuny - 3MiHK 3 sakocTi. CepTudikat peyenmom
no 5 amnyny YkpaiHa» AKWiA BigNOBIAaE 3a BignosigHocTi/lE-cepTudikat BignoBiAHOCTI
Kopoo6Li BMPOGHMLTBO €Bponelicbkiii hapmakonei/MmoHorpadii.
npoaykty in bulk, MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
NepBUHHE NakyBaHHS, BiANOBIAHOCTI ab0 BU/TyYEHHs cepTudikata
BTOPWHHE NakKyBaHHS, BiANOBIAHOCTI E€Bponeiickkili hapmakonei: gns
BUNYCK cepil; A®I; onsa BuxigHoro
BMPOGHWK, AKWIA marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BiANoBiAaE 3a BUKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; Ans
KOHTPOb cepil) [,0NOMIKHOT peyoBrHU (cepTudikat
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei) -
OHOBREeHWi cepTUdikaT Bif, y)xe 3aTBEepAXEHOro
BMPOOHUKA - NOaHHA OHOB/IEHOro cepTudikara
BiANOBIAHOCTI EBponeiicbkii hapmakonei Ne R1-
CEP 2002-022-Rev 05 (3aTBepaxeHo: R1-CEP
2002-022-Rev 04) ons 4040l peyoBUHU
AvknodeHaky HaTpito Big BupobHuka ARCH
PHARMALABS LIMITED, India
100. | NAPALEETAM | cynosuTopii MAT Ykpaina MAT "MoHdapm" YkpaiHa BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 6e3 He UA/5984/01/01
on pekTasnbHi no 0,08 r, "MoHchap YTOYHEHHA HaNUCaHHA cTaTycy peuyenma niossea
no 5 cynosutopiis y m" peknamyBaHHA B Hakasi MO3 YkpaiHu Ne €

CTpuNi; No 2 cTpunu
B MauLli 3 KApTOHY

1037 Big 08.06.2023 B npoLieci BHECEHHA 3MiH
(3MiHK | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHUKa
(BnacHvika peecTpauiiiHoro nNocBigYeHHs) -
3miHa agpecy 3asiBHMKA (B/1acHMKa
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep
peecmpayitiHo2o
nocsio4eHHs1

peecTpauiiiHoro nocig4eHHs). TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 Micauis nicas
3aTBePMKEHHS; 3MiHM | Tuny - AgMiHICTpaTMBHI
3MiHW. 3MiHa HalimeHyBaHHsA Ta/abo agpecu
MiCUs NPOBaMKEHHS Aisi/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BKIHOYaKuM AilbHULL BUNYCKy cepii abo
MicLie MPOBEAEHHSA KOHTPOIIO AKOCTI.
(misnbHIiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpPTEp, BK/IOYaOUM BUMYCK CEpiid) -
3miHa agpecu BupobHuka M3 MAT "MoHdapm”,
YkpaiHa, 6e3 3MiHW Micus BUpo6HUUTBa. TEpMiH
BBEAEHHSA 3MiH MPOTAroM 6 micauis nicns
3aTBEpPKEHHS; 3MiHW | TUny - 3MiHW WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnx
npo cucTemy cdhapmakoHarnsgy (BBefeHHs
y3araslbHeHUX JaHnX Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAANbHOI 3a 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOi ocobu 3
thapmakoHarnagy 3asBHuKa Ansi 34iiCHEHHSA
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHa Bif, YNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH: hapmakoHarnsagy
(BK/THOYAIOYM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MiLLEeHHI MacTep-haiina cncremm
thapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOI
ocobu 3asiBHUKa, BiANOBIAa/IbHOT 3a
hapmakoHarnag. fitova pegakuis: Cosrupa
Ceprili CepriioBuy. MNponoHoBaHa pefakuis:
MacTyweHko IHHa BikTopiBHA. 3MiHA KOHTaKTHUX
[aHnX ynoBHOBaXXEHOI 0CO6M 3as1BHYIKA,
BiANOBIAa/IbHOI 3a chapmakoHarnsag,. 3miHa
MicLie3HaxopKeHHs1 macTep-aiina cuctemu
thapmakoHarnsgy. 3MiHa Micus 34iNCHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy).
Pepakuis B Hakasi - nignsrae. BipHa pegakuis -
He nignsarae.

101.

NMAPALIETAM
on

cynosuTopii
pekTanbHi no 0,17 r,
no 5 cynosutopiis y
CTpuni; No 2 cTpunm
B NauLli 3 KApTOHY

NAT
"MoHcpap
et

YKpaiHa

MAT "MoHdapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
YTOUHEHHS HanncaHHA cTaTtycy
peknamyBaHHA B Haka3i MO3 YkpaiHu Ne
1037 Big 08.06.2023 B npoLieci BHECEHHSA 3MiH
(3MiHK | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHviKa peecTpauiiHoro NocBigYeHHs) -
3MiHa agpecu 3asBHUKa (BNacHuKa
peecTpauiiiHoro noceig4eHHst). TepMiH

6e3
peyenma

He
nionsiea
€

UA/5984/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep
peecmpayitiHo2o
nocsio4eHHs1

BBE/EHHS 3MiH - MPOTAroM 6 MicauiB nicns
3aTBEPXEHHS; 3MiHM | TUNY - AgMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu
MiCLiAl MPOBAKEHHS AiS/IbHOCTI
BMpOo6HUKa/iMnopTepa roToBoro /likapcbkoro
3acoby, BKIOYaun AibHULL BUNYCKy cepii abo
MicLie MPOBEAEHHSA KOHTPOJIIO AKOCTI.
(BisnbHICTb, 3a Ky Bignosigae
BMPOGHMK/iMNOPTEp, BKOYAOUN BUMYCK CePild) -
3miHa agpecy Bupo6Huka M3 MAT "MoHdapm",
YkpaiHa, 6e3 3MiHV Micus BUPOBGHULTBA. TepMiH
BBEAEHHSA 3MiH NpOoTAroM 6 micauis nicns
3aTBepMKeHHs; 3MiHu | Tuny - 3MiHW WoAo
6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy.
BBefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3arasbHeHUX JaHuX Npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobu,
BiANOBIAA/IbHOT 32 3AiCHEHHS
dhapmakoHarnsgy; KoHTakTHoi ocobu 3
thapmakoHarnaay 3asBHuUKa aisi 3ailiCHeHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiAMiHHA BiJ, YNOBHOBaXeEHOI 0cobu,
BiiNOBIfabHOT 3a 3iICHEHHS hapmakoHarnsgy
(BKIHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3miHn y
pO3MilLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - 3miHa yrnoBHOBaXeHO|
0Co6M 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnsag. fitoya pegakuis: Cosrupa
Cepriii CeprilioBny. MponoHoBaHa pejakLis:
MacTywweHKo IHHa BikTopiBHa. 3MiHa KOHTAKTHUX
[aHnX yNoBHOBaXXeHOI 0cobM 3asBHMKA,
BiANOBiAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MiCL,e3HaxX0MKeHHS1 MacTep-daiina cucremu
thapmakoHarnagy. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AjSifIbHOCTI 3 chapmakoHarnsgy).
Pepakuis B Hakasi - nignsrae. BipHa pepakuis -
He nignsrae.

102.

MAPALIETAM
on

cynosuTopii
pekTanbHi no 0,33,
no 5 cynosutopiis y
CTpuni; N0 2 CTpUnM
B NauLli 3 KAPTOHY

NAT
"MoHdap
ot

Ykpaina

MAT "MoHdapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
YTOUHEHHS HanncaHHA cTatycy
peknamyBaHHA B Hakasi MO3 YkpaiHu Ne
1037 Big 08.06.2023 B npoLeci BHECEHHA 3MiH
(3MiHun | TURY - AOMiHICTPaTVBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asaBHUKa
(BnacHviKa peecTpauiiHoro NocBig4eHHs) -
3miHa agpecu 3asBHUKa (BNnacHUKa
peecTpauiiiHoro nocBig4eHHs1). TepMiH
BBE/IEHHS 3MiH - MPOTSAroM 6 Micauis nicns

6e3
peyenma

He
niossiea
€

UA/5984/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep
peecmpayitiHo2o
nocsio4eHHs1

3aTBEPMKEHHS; 3MiHM | TMny - AgMiHICTpaTMBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
MiCLA NPOBaKEHHS AiS/IbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BK/IHYaKUM AibHULL BUNYCKy cepii abo
MicLie NpoBeAEHHS KOHTPOJTHO SKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEp, BK/OYaoUM BUMYCK Cepiid) -
3mina agpecy BupobHuka M3 MAT "MoHdapm",
YkpaiHa, 6e3 3MiHM micus BUpobHuuTBa. TepmiH
BBEJEHHS 3MiH NpoTAroM 6 micAuis nicns
3aTBEePKEHHS; 3MiHK | Tuny - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX JaHunx
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3araslbHeHUxX JaHnx npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiZJNOBIAANbHOI 32 34jiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asaBHUKa AN 34ilCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiIMiHHA BiJ YNOBHOB&XeHOI 0co6y,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - 3MiHa ynoBHOBaXXeHo|
ocobu 3asBHUKa, BIANOBIAA/ILHOI 3a
thapmakoHarnag. fitoua pepakuis: Cosrupa
Ceprili CepriioBuy. MNponoHoBaHa pegakuis:
MacTylweHKo IHHa BikTopiBHa. 3MiHa KOHTAKTHUX
JaHNX YyNOBHOBaXEHOI 0CO6M 3asBHMKA,
BiANoBiAabHOT 3a hapmakoHarnsag. 3MiHa
MicLle3HaxopKeHHs1 macTep-daiina cuctemu
thapmakoHarnagy. 3MiHa Micus 34iACHEHHS
OCHOBHOI [lisNIbHOCTI 3 chapmakoHarnsay).
Pepakuis B Hakasi - nignsrae. BipHa pepakuis -
He nignsrae.

103.

NMEHUWMKNOB
IP

MOpOLLIOK
(cybeTaHuin) y
NoABINHMX MilLKax 3
nonieTuneHy ana
dhapmaLleBTUYHOrO
3aCTOCyBaHHS

MPAT
"OITOPA
PM"

YKpaiHa

LlaHxaii ®apma pyn
YaHnkoy KoHi
dapmacsbtoTikan Ko.,
nra.

KuTtaii

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy 3asBHUKa
(BNacHvKa peecTpauiiHoro NocBig4YeHHs1) 3MiHa
ajipecu 3asiBHUKa

UA/11547/01/01

104.

MONISAHON

CyCMeH3is opasibHa,
40 mr/mn; in bulk: no
105 mn y dpnakoHi;
no 42 cnakoHu y
TPaHCMOPTHiM

AT
"Papmak”

YKpaiHa

DxeHechapm CA,
Ipeuis; Pachapm C.A.,
Ipeuis

Ipeuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW Il TMny - 3MiHK 3 AkocTi. ADI. (iHWi 3MiHK) -
OHOBNEHHSA Bepcil ASMF Ha fjtovy peqoBUHy
nocakoHason (amopchHa dopma) Big
3aTBEpKeHoro Bupo6Huka MSN Laboratories

UA/18481/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
ynakoBLj Private Ltd, IHgis
105. | MONIBAHO/T | cycneHsis opasbHa, AT YkpaiHa AT "dapmak”, YkpaiHa YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/18482/01/01
40 mr/mn; no 105 mn "®apmak” (BPOGHMLTBO 3 3MiHW Il Tvny - 3MiHK 3 AkocTi. AP, (iHWi 3MiHK) - peyenmom
y donakoHi; no 1 npoaykuii in bulk OHoBJ/IeHHs Bepcii ASMF Ha fitody peqyoBuHy
hNakoHy y nauui hipm-BUPOBHMKIB nocakoHason (amopchHa opma) Big,
[xenedapm CA, 3aTBepmxeHoro supobHnka MSN Laboratories
peuis abo Padapm Private Ltd, IHgis
C.A,, peuis)
106. | MPAKCBAWH | po3unH s BepiHrep HimeuunH Brpo6HMLTBO, Himeuunna/ BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3a - UA/15467/01/01
A® iH ekuUil/indpysin, 2,5 IHrenbxai a nepBuHHE Ta Benbris 3MiHK | TNy - 3MiHK Woa0 peyenmom
r/50 mn; no 50 mny M BTOPWHHE NakKyBaHHS, 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
dh1akoHi; no 2 IHTepHeLw KOHTPO/Ib SKOCTi Ta 3MiHa YyacToTV Ta/abo TepMiHiB NogaHHS
h1akoHn y HA TM6X BUNyCK cepii: bepiHrep perynspHO OHOB/IHOBaHMX 3BITIB 3 6e3MneKku
KapTOHHI KopooLli IHrenbxaiim ®apma nNiKapcbKunx 3acobiB - 3MiHa 4acToTh Ta TepPMiHY
vm6X i Ko.KT, NnofaHHsA perynsipHo OHOB/IKOBAHOTO 3BiTY 3
HimeuuunHa; 6e3nekn nikapcbkoro 3acoby NMPAKCBANH®,
AnbTepHaTVBHa PO34uH ANs iH ekyiin/indysii, 2,5 r/50 mn; no 50
nab6oparopis gns My dh1akoHi; No 2 ch1akoHW Yy KapTOHHIi
KOHTPOJO SIKOCTI kopobui: [jitova pefakuia: YactoTa nogaHHs
npoTArom PO3B - 1 pik; KiHueBa faTa An1s BKIYEHHS
BMNPOGYBaHHSA faHux go PO3b — 15.10.2021 p.; farta nogaHHsA
cTabinbHocTi: KBoniTi —24.12.2021 p. MNMponoHoBaHa pejakuis:
AccictaHc CA, benbris YacTtoTa nogaHHa PO3B — 3 poku; KiHueBa gata
ONA BKNOYEHHS gaHux o PO3b — 15.10.2024
p.; Jata nogaHHs — 13.01.2025 p
107. | NPIOPUKC- niocpinizoBaHuii nakcoCmi Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/16549/01/01
TETPA™ NOPOLLOK A5 TKnanH BpuTaHis Bionogxikans C.A. 3MiHu | TMNYy - 3MiHK 3 AKOCTi. ADI. peyenmom
KOMBIHOBA | iH'ekuiii; 1 chnakoH 3 Ekcnopt Brpo6HMLTBO. 3MiHM BMNpoGyBaHb abo
HA NOPOLLKOM Y Nimiteq, [ONyCTUMUX MEX y NpoLieci BUpobHuUTBa AdI,
BAKUVHA KOMMEKTI 3 LLIO0 BCTAHOB/IEHI Y crneundikalisx (4oaaBaHHS
ans PO34MHHKKOM (BOAA a6o 3amiHa BMNpobyBaHHA 3a pesynibTatamu
APO®INTAKT | ansa iv'exuiin) no 0,5 AocnigpkeHb 3 6e3nekn abo AKOCTi)
NKWN KOPY, M (1 gosa) y BrnpoBamkeHHst TecTy «[igpaxyHOK 3a/IMLLIKOBUX
EMIAEMIYHO | nonepegHbO KniTnH» (“Residual Cell Count”) sik in- process
ro HanoBHeHOMY control monitoring test npy BUPOOHULITBI
MAPOTUTY, wnpuyi (y KomnnaekTi npomixHoro npoaykty Varicella CVP. 3miHn |1
KPACHYXU 3 BOMA rosikamu My - 3MiHKn 3 AKOCTi. A®l. KoHTposib A®L. 3miHa
TA BITPAHOI | a6o 6e3 ronok) a6o y napameTpax cneuudikadin Ta/abo gonycTummx
Bicnn, y amnynax y MeX, BU3HauYeHnX y cneyudikauisx Ha Ad®l, abo
XUBA BaKyyMHiii BMXiAHWA/NPOMKHUIA NpoAyKT/peareHT, Wwo
ATEHYNOBA | cTepunbHii BVKOPVCTOBYIOTbCSA Y npoueci BUpobHuytea A®|
HA ynakosui; no 1 (BUNy4yeHHsa napameTpa cneuundikawii, aKni

BaKyyMHiii
CTepPU/IbHIN ynakoBL,i
Y KapTOHHIli Kopobui;
1 chnakoH 3
MOPOLLKOM Yy
KOMMJIEKTI 3

MOXe MaTu CyTTEBWI BNMB Ha skicTb AP| Ta/abo

roToBOro fikapcbKoro 3acoby) BuganeHHs Tecty

«BusiBNEHHs1 HeyLIKoMKeHNX KiTuH» (“Detection

of Intact Cells”), i3 cneuudpikauii 4ns NPomiKHOro

npoaykty Varicella monovalent bulk (i.e. clarified
virus pool, CVP).
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n/n

JliKapcbK0O20

Hassa

3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep
peecmpayitiHo2o
nocsio4eHHs1

PO34MHHKKOM (BOAA
ons iH'ekuyiin) no 0,5
mn (1 gosa) y
nonepeaHL0
HanoBHEHOMY
LINPWL Yy BaKyyMHii
CTEPW/IbHIl
ynakosLi; no 1
BaKyyMHilA
CTEPW/IbHIN ynakoBLi
Y KapTOHHiIli KOpoobLL;
1 chnakoH 3
MOPOLLKOM Y
KOMM/IEKTi 3
PO34YMHHKKOM (BOAA
Ons iH'ekyin) no 0,5
mn (1 gosa) B
amnyni y BakyyMHil
CTEPW/IbHIl
ynakosLi; no 1
BaKyyMHilA
CTEPW/IbHIN ynakoBLi
Y KapPTOHHiIli kopobLi

108.

NYNbMIKOP

T

cycneHsia ans
po3snunenHs, 0,5
Mr/MAT; Mo 2 M B
KOHTeliHepi; no 5
KOHTElHepiB y
KOHBepTI; no 4
KOHBEpPTW Y
KapTOHHI Kopo6Lyi

AcTpa3eH
eka Ab

LLisewjs

Brpo6HMUTBO,
KOHTPO/Tb AKOCTi Ta
BUNYCK cepii:
AcTpa3eHeka Ab,
LliBeuist; KoHTposb
AKOCTi: AcTpa3eHeka
AB, LLiBewjs

Lsewis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis:
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTpOb roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis

cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
NiKapcbKoro 3acoby (BHECEHHS 3MiH Y O0Cbe ANns
npuBEAEHHS Y BIANOBIAHICTb A0 3arasibHOI CTaTTI
2.9.40 «OfHOpIAHICTb A030BAHNX OAVHULb>»
LdY/EBponelicbkoi thapmakonel 3amicTb
3aTBEPAKEHNX 3arasibHuX ctartei 2.9.5
«OfHopigHICTb Macu» Ta/abo 2.9.6
«OfHOPIAHICTb [03W») - MNpUBEAEHHS Y
BiANOBIAHICTb A0 3arasbHOI cTaTTi 2.9.40
«OAHOPIAHICTb JO30BaHNX OAVNHULb»
€Bponelicbkoi hapmMakonel 3amicTb
3aTBepAKEHOI 3aranbHoi cTaTi 2.9.6
«OfHopigHICTb f03m» (TecT A) 3 OHOB/IEHHSAM Ta
YTOYHEHHSIM OMUCY aHasTiTUYHOTO MeToAa AnA
degradation products. BBefieHHs1 3MiH NpoTArom
6-TV MicsALiB nicns 3aTBepAKEHHS; 3MiHK | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.

KOHTpPO/1b FOTOBOrO /likapCbKoro 3acoby (iHLwi

3MiHN) - OHOBJIEHHS BXEe 3aTBEPAKEHNX METO/iB

KOHTPOJIO SIKOCTI JTiKapCbKoro 3acoby, a came:

BUKNAAEHHS TEKCTY iepXaBHOK MOBOH 3riHO

3a
peyerimom

UA/5552/01/02




n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep

peecmpayitiHo2o

noceio4YeHHs

Cy4YacCHMX BUMOT 3 BHECEHHSAM KOPEKTOPCbKUX
npaBoK BifNoOBIAHO 10 OpUriHAIbHUX
[OKYMeHTIB. BBeleHHs1 3MiH NpoTArom 6-Tu
MicAILiB Mic/1a 3aTBepAKEHHS

109.

NMYNbMIKOP
T

cycneHsia ons
po3nuneHHs, 0,25
Mr/mMA; Mo 2 Mn B
KOHTeliHepi; no 5
KOHTEliHepiB Y
KOHBEpTI; No 4
KOHBEpPTW y
KapTOHHI Kopo6Lyi

AcTpa3eH
eka Ab

LiBeuis

Bupo6bHnuTBO,
KOHTPO/Ib AKOCTi Ta
BWNYCK cepil:
AcTpa3eHeka Ab,
Lseuist; KoHTponb
AKoCTi: AcTpa3eHeka
AB, LUBeuis

Lseuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TMny - 3MiHK 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro

nikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbkoro 3acoby (BHECEHHS 3MiH Y AOCbE ANA
npvBeLeHHs y BiANOBIAHICTb A0 3arasbHOl CTaTTi
2.9.40 «OfHOPIAHICTb A030BAHNX OAVNHULE»
[dY/EBponelicbkoi thapmakonei 3amicTb
3aTBEPKEHUX 3ara/ibHNX cTaTein 2.9.5
«OfAHOopIgHICTb Macu» Ta/abo 2.9.6
«OAHOPIZHICTb 803W») - [pUBEAEHHS Y
BiANOBIAHICTb A0 3aranbHoi cTatTi 2.9.40
«OAHOPIAHICTb AO30BaHNX OANHULb»
€Bponelicbkoi hapmakonel 3amicTb
3aTBepKEHOI 3aranbHoi ctati 2.9.6
«OfHopigHICTb f03n» (TecT A) 3 OHOB/IEHHAM Ta
YTOYHEHHSIM OMNUCY aHasTiTMYHOTO MeToAa ANA
degradation products. BBefieHHs1 3MiH NPOTSArom
6-TW MicALiB nicnsA 3aTBEPAKEHHS; 3MiHM | TUny -
3MiHK 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6.

KOHTpPO/1b rOTOBOrO /iKapcbKoro 3acoby (iHLwi

3MiHN) - OHOB/IEHHSA BXE 3aTBEPMKEHNX METO/iB

KOHTPO/I0 SIKOCTI Jlikapcbkoro 3acoby, a came:

BUKNAEHHS TEKCTY [iepXXaBHOK0 MOBOIO 3rifHO

Cy4acHWX BUMOT 3 BHECEHHSIM KOPEKTOPCbKMX
npaBoK BifMNoBiAHO A0 OpUTriHAIBHUX

[OKyMeHTIB. BBeieHHSA 3MiH NpOTArom 6-Tu
MicsILiB MiCNs 3aTBEPAKEHHS

3a
peyenmom

UA/5552/01/01

110.

PEHIANTb®

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOI0, N0 25
Mr, no 10 TabneTok
B 6nicTepi; no 3
6nicTepy B naywj

MAT
"KuiBmepn
penapat"

YKpaiHa

MAT
"Knismegnpenapar”,
YkpaiHa
(chacyBaHHs 3 chopmMun
in bulk chipmun-
BUPO6GHMKa Ajamvefs
dapma C.A., MNonbLua)

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHK | TNy - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKIill XapakTepucTuLj NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ans
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3ac06iB Nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedyepeHTHUIA npenapart (3mMiHa He noTpebye
HafaHHA XOLHVX HOBMX AOAATKOBUX faHWX) -
3MiHM BHECEHI [0 iIHCTPYKLIi A1 MeguyHoro
3aCcTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"®apmakonoriyHi BnactnsocTi”, "MokasaHHa"
(yTouHeHHs iHdopmadii), "B3aemopis 3 iHWMMK
nikapcbknMmn 3acobamu Ta iHWi B1uam

3a
peyenmom

He
nionsieae

UA/14299/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
B3aemogii", "OcobMBOCTi 3aCTOCYBaHHS",
"MobiuHi peakyii” 3rigHoO 3 iHhopMaLieto Woao
MeJMNYHOro 3aCToCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (IHCIMPA®, TabneTtku,
BKPWTI NNiBKOBOIO 060/10HKOIO, MO 25 Mr abo no
50 mr). BBefeHHs 3MiH NpoTsArom 6-Tv Micsuis
nicnsa 3aTBepKeHHs
111. | PEHIANIb® TabneTku, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/14299/01/02
NNiBKOBOIO "KuiBmegn "Knismegnpenapar”, 3MiHK | TNy - 3MiHK WoA0 peyenmom nidnsieae
060/10HKOI0, N0 50 penapart” YkpaiHa 6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
mr, no 10 TabneTok (chbacyBaHHs 3 hopmMun 3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
B 6GnicTepi; no 3 in bulk chipmu- 3aco6y, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
6nicTepy B navwy,j BMpOGHWKa Afamep, Me[MYHOro 3aCTOCYBaHHS
dapma C.A., MNonbLua) reHepUUHUX/ribpUAHNX/6IoNOAIGHMX NiKapPCbKNX
3ac06iB nicnsi BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHW npenapat (3MiHa He NnoTpebye
HafJaHHA XOLHVX HOBMX A0AATKOBUX faHWX) -
3MiHV BHECEHI A0 IHCTPYKLIT 418 MegnyHoro
3acToCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"®apmakonoriyHi BnactnsocTi”, "MokasaHHA"
(yTouHeHHs iHopmauii), "B3aemogis 3 iHWMMK
nikapcbkUMK 3acobamu Ta iHWi BUuam
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHA",
"Mo6iuHi peakuii" 3rigHoO 3 iHhopmaLieto Woao
MeAMYHOro 3acTOCyBaHHs pethepeHTHOro
nikapcbkoro 3acoby (IHCIMPA®, TabneTku,
BKPWTi NNiBKOBOI 060/10HKOI0, NO 25 Mr abo no
50 mr). BBefeHHs 3MiH MpOTSArom 6-Tv MicsAuiB
nicnsa 3aTBepKeHHs
112. | PIANTPIC cnpeii HasaslbHUiA, Fnenmvapk | LBenuapi neHmapk IHAis BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a - UA/18235/01/01
[,030BaHui, CnewianTi A PapmacboTukan3 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
cycneHsis, no 56, C.A. nra. HallMeHyBaHHs Ta/abo afpecu 3asiBHUKa
120 a6o 240 go3 y (BnacHvika peecTpauiiHoro noceigveHHs) 3miHa
nosnieTuneHoBoMy aapecy 3asiBHUKa (BNnacHWKa peecTpauiiiHoro
chnakoHi; no 1 NOCBIAYEHHS).
nakoHy 3
[03YH04MM HAaCcOCOM-
po3nunioBayeM,
3aKpUTUM
KOBMa4KoM, y
KapTOHHII Kopo6Lii
113. | PIANTPIC cnpeit HasaslbHWIA, FneHmapk | LBenuapi neHmapk IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a - UA/19108/01/01
MOHO [,030BaHni, CniewianTi A dapmacbioTikans /1. 3MiHuM | TUNY - AAMiIHICTpaTVBHI 3MiHW. 3MiHa peuenmom
cycneHsis, 50 C.A. HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa

MKr/go3y no 60 a6o
120 posy
nonieTuneHosomy
cdnakoHi, o 1

(BNacHvKa peecTpauiinHoro NocBigYeHHs) -
3MiHa agpecu 3asaBHMKA (Bf1acHUKa
peecTpauiiiHoro NocBigYEHHST)




102

n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep
peecmpayitiHo2o
nocsio4eHHs1

chrnakoHy 3
[103YH04VIM HACOCOM-
posnusoBayem,
3aKpUTUM
KOBMaukoM, y
KapTOHHiiA Kopobui

114.

POKCAMIMEK
C

TabneTku, BKpUTI
nNiBKOBOO
060n0HKot, 20 Mr/5
mr/8 mr, no 10
Tabnetok y 6nictepi,
no 3 a6o 6, a6o 9,
abo 10 6nicTepis B
KapTOHHI KopooLii

KPKA,
A.4., Hoso
MECTO

CnoBeHis

BMPO6HMLTBO “in bulk”,
nepBuHHe Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis;
KOHTPONb cepil
(hi3nyHi Ta XimiyHi
METOAN KOHTPO/IO):
HN30X (HauioHanbHi
nabopartopis 3a
34paB'e, OKONE iH
XpaHo), CnoBeHis;
KOHTpO~b cepii
(hi3nyHi Ta XimiyHi
METOAM KOHTPOSIO):
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPONb cepil
(hi3nyHi Ta XimiyHi
METOAN KOHTPO/IO):
Na6eHa p.0.0.,
Cr0BeHIsi; KOHTPO/Ib
cepii (isnyHi Ta
XiMiYHi meToau
KOHTpO/t0): Kemiicbki
iHCTUTYT, LleHTp 3a
Banigaviicke
TEXHOSOTIE iH
aHanitiko (LBTA),
CrOBEHist; KOHTPO/Ib
cepii (hisnyHi Ta
XiMiuHi meToan
KOHTpont0): Keminab
0.0.0., CnoseHist

CnoBeHisi

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHK | TUNy - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKill XxapakTepucTuLj NikapCcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHoO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 JOC/iLKEHb, MPOBEAEHNX
BIANOBIAHO A0 NiaHy nefiaTpUYyHNX JOCAILKEHD
(PIP) (iHwi 3miHK). 3MiHM BHECEHO A0 IHCTpyKLi
AN MeAMYHOro 3acToCyBaHHA NMikapCbKoro
3acoby A0 po3giny "B3aemogis 3 iHWyMmn
nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogiii"
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
3acTocyBaHs likapcbkoro 3acoby. BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS.
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLji NikapcbKoro
3aco6y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BIiTYy 3 AOC/IKEHb, MPOBEAEHNX
BiANOBIAHO A0 NMiaHy neiaTpUYHUX AOCAIAKEHb
(PIP) (iHLLi 3MiHK). 3MiHX BHECEHO [0 IHCTPYKLUIT
[ONA MeNYHOro 3acToCyBaHHS NikapCbKoro
3acoby fo posginis "OcobamBocTi
3acTocyBaHHA" Ta "Mo6iyHI peakuil™ BignoBigHO
[0 OHOB/EHOT iHhopMmaLi 3 6e3nekn
3acTocyBaHs flikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEpMKEHHS. 3MiHK | TNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLji NikapcbKoro
3ac06y, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT Ans

3a
peyenmom

He
nionsieae

UA/18624/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

MeAMYHOro 3aCTOCYBaHHSA Ha NniacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS /ikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKVM 3BIiTY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 MiaHy neiaTpUYHNX AOCAILKEHb
(PIP) (iHLi 3MiHK). 3MiHX BHECEHO A0 IHCTpYyKLUiT
[ONA MeNYHOro 3acTocyBaHHS NikapCbKoro
3acoby go posginy "lMNepenosysaHHA" BIANOBIAHO
[,0 OHOBJIEHOI iHGhopMaLii 3 6e3nekn
3acTocyBaHs flikapcbKoro 3acoby. BeeeHHs
3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEpPKEHHS. 3MiHY | TNy - 3MiHW Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKill XapakTepucTuLj NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHO OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHSA NikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 NAaHy nefiaTpUYHNX JOCAILKEHb
(PIP) (iHWi 3MiHN).
3MiHM BHECEHO A0 [HCTPYKUiT Ana MeguyHoro
3acTOoCyBaHHSA NikapCcbKoro 3acoby A0 po3ainy
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHchopMmawii 3 6e3nekn 3acToCcyBaHs NiKapCbKOro
3aco6y. BBegeHHsA 3MiH NpOTAroM 6-Tu micsiuis
nicnsa 3aTBepmkKeHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edeKTUBHOCTI Ta (hapmakoHarnsgy
(iHWi 3miHM). 3MiHM BHECEHO [0 IHCTpyKUii ons
MeAMYHOro 3acTOCyBaHHS NiKkapCbKOro 3acoby
[0 po3ainis "OcobaMBOCTI 3aCTOCyBaHHA" Ta
"MoGiuHi peakuii" BiANOBIAHO A0 pekoMeHaaL;i
PRAC. BBefeHHs 3MiH NpOTAroM 6-Tu Micsuis
nicns 3aTBepkeHHs. 3MiHu Il Tuny - 3MiHu
oo 6esnekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpPOTKili
XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKMIHIYHUMU, KIHIYHUMUW JaHuMK Ta
AaHvMu 3 chapmakoHarnsgy. 3miHM BHECEHO A0
IHCTPYKUIiT AN MEAWNYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby A0 po3ainis
"MpoTunnokasaHHsa", "B3aemogis 3 iHWumu
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
nikapcbkuMn 3acobamu Ta iHWi BUuam
B3aemogiit”, "MobivHi peakuii" BigNoBiAHO A0
mMarepianis peecTpauiiHoro Aocke. BBeAeHHs
3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS.
115. | POKCAMMEK | Tabnetku, BKpUTI KPKA, CnoseHia | BMpo6HULTBO "in bulk", CnoBeHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/18624/01/03
C NNiBKOBOIO n.4., Hoeo nepBrHHE Ta 3MiHY | TUny - 3MiHK WoAao peyenmom | nidssi2ae
06010HKO10, 20 Mr/5 MecTo BTOPWHHE NakKyBaHHS, 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.

Mmr/4 mr, no 10
TabneTtok y 6nictepi,
no 3 a6o 6, abo 9,
abo 10 6nictepis B
KapTOHHI Kopo6Lyi

KOHTPO/b Ta BUNYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHisi;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
MEeTOAMN KOHTPOJIt0):
HN30X (HauioHanbHi
nabopartopis 3a
34paB'e, OKOSIE iH
xpaHo), CroBeHis;
KOHTPONb cepil
(hi3nyHi Ta XimiyHi
METOAN KOHTPO/IO):
KPKA, a.4., Hoso
mecTo, C/noBeHis;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
MEeTOAMN KOHTPOJIt0):
NabeHa p.0.0.,
CrOBEHist; KOHTPO/Ib
cepii (hisnyHi Ta
XiMiuHi meToan
KOHTpO/1t0): KeMmilicbki
iHCTWTYT, LleHTp 3a
Bavtigauilicke
TEXHO/OTI€E iH
aHaniTiko (LIBTA),
CroBeHist; KOHTPO/1b
cepii (isnyHi Ta
XiMi4Hi MeToamn
KOHTpOst0): Keminab
0.0.0., CnoseHist

3MiHa y KOpOTKiil XxapakTepucTuLj NikapCbKoro
3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiinnii nepiog, abo sk pesynbtat
OLLiHKVM 3BIiTYy 3 AOC/iMKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiatpudHNX AOCNILAXKEHb
(PIP) (iHwi 3miHK). 3MiHM BHECEHO A0 IHCTPYKLii
AN MeANYHOro 3acToCyBaHHSA NMiKapCbKoro
3acoby Ao po3ainy "B3aemogis 3 iHWMu
nikapcbknMmn 3acobamu Ta iHWi BUaW B3aeMogiii"
BiANOBIAHO [0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
3acTocyBaHs Nikapcbkoro 3acoby. BeeaeHHs
3MiH NPOTArom 6-Tu Micauis nicns
3aTBEPMKEHHS.
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKill XxapakTepucTuLj NikapCcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHoO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 NiaHy nefiaTpUYyHNX JOCAILKEHD
(PIP) (iHwi 3miHK). 3MiHM BHECEHO A0 IHCTpyKLi
AN MeAMYHOro 3acToCyBaHHA NMikapCbKoro
3acoby Ao po3ginis "Oco6/mMBOCTi
3acTocyBaHHsa" Ta "lNMobiuHi peakuii” BigNoBigHO
[,0 OHOBJEHOI iHGhopMaLii 3 6e3nekn
3acTocyBaHs likapcbkoro 3acoby. BeeeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS. 3MiHM | TNy - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKill XxapakTepucTuLj NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
Me[IMYHOr0 3aCTOCYBaHHA Ha nigcrasi
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
perynsipHO OHOBJIOBAHOTO 3BITY 3 6e3neku

nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHSA NikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 NAaHy nefiaTpUYHNX JOCAILKEHb
(PIP) (iHwi 3miHK). 3MiHM BHECEeHO A0 IHCTpyKLi
AN MeAUYHOro 3acToCyBaHHA NMikapCbKoro
3acoby fo po3giny "lMepefosyBaHHA" BigNOBILHO
[0 OHOBJIEHOT iHChopMaL,i 3 6e3nekn
3acTocyBaHs fikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu Micauis nicns
3aTBep/MKeHHs. 3MiHu | Tuny - 3MiHW WoAo
6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepuCTuL Nikapcbkoro
3aco6y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHSA Ha niacTasi
perynsipHoO OHOBJ/IOBAHOrO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKVM 3BIiTYy 3 AOC/ifKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy negiatpudHNX AOCNiAXEeHb
(PIP) (iHWi 3MiHN).
3MiHM BHEeCEHO A0 IHCTPYKLii 415 MeanyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby [0 po3ainy
"Mo6iuHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHchopmawii 3 6e3nekn 3acTocyBaHs NikapCbKOro
3acoby. BBeaeHHs 3MiH NpPOTSAroM 6-Tu MicsiLiB
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy
(iHWi 3miHW). 3MiHM BHeCceHO [0 [HCTpyKUii ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKOoro 3acoby
00 po3gainiB "Oco6/MBOCTI 3aCTOCyBaHHA" Ta
"Mo6iuHi peakuii" BiANOBIAHO 4O pekoMeHAaLii
PRAC. BBefieHHs 3MiH NpOTAromM 6-Tu micsiuis
nicnsa 3aTBepmKeHHs. 3miHu Il Tuny - 3MiHKn
oo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KOpoTKiii
XapakTepucTumLi NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKL,ii 415 MeAnyHoro
3aCTOCYBaHHSA Y 3B'AI3KY i3 HOBUMYW AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KMiHIYHMMUW gaHUMK Ta
AaHumu 3 chapmakoHarnagy. 3MiHu BHeECEHO A0
IHCTPYKUIT AN MEAWYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby A0 po3ainis
"MpoTunokasaHHa", "B3aemogia 3 iHWMn

nikapcbknMun 3acobamu Ta iHWi B1uam
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
B3aemogiin”, "NobiyHi peakuii” BignoBigHO f0
Marepianis peecTpaLiiHoro gocke. BeBeeHHs
3MiH NPOTArom 6-Tu Micauis nicns
3aTBEPAKEHHS.
116. | POKCAMMEK | Tabnetku, BKpUTI KPKA, CnoseHia | BMpPO6HULTBO "in bulk”, CnoBeHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/18624/01/04
C NNiBKOBOIO An.4., Hoso NnepBUHHE Ta 3MiHK | TNy - 3MiHK WoA0 peyenmom nionsieae
o6osoHKot, 10 MecTo BTOPUHHE NaKyBaHHs, 6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.

Mr/10 mr/8 mr, no 10
Tabnetok y 6nictepi,
no 3 a6o 6, a6o 9,
a6o 10 6nicTepis B
KapTOHHI Kopo6Lyi

KOHTPO/b Ta BUNYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis;
KOHTpOb cepii
(hi3nyHi Ta XimiyHi
METOAM KOHTPOSIO):
HN30X (HauioHanbHi
naboparopis 3a
34paB'e, OKONE iH
XpaHo), CnoBeHis;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
MEeTOAMN KOHTPOJIt0):
KPKA, a.4a., Hoso
mecTo, CrioBeHis;
KOHTpO~b cepii
(hi3nyHi Ta XimiyHi
METOAM KOHTPOSIO):
Nab6eHa g.0.0.,
CroBeHist; KOHTPO/1b
cepii (isnyHi Ta
XiMi4Hi MeToamn
KOHTpO/t0): Kemilcbki
iHCTUTYT, LleHTp 3a
Banigavjinicke
TexHonorie iH
aHanitiko (LUBTA),
C/0BeHIsi; KOHTPO/Ib
cepii (isnyHi Ta
XiMiYHi meToau
KOHTpO/t0): Keminab
n0.0.0., CnoeHist

3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BIiTYy 3 AOC/IKEHb, MPOBEAEHNX
BiANOBIAHO A0 NMiaHy neiaTpUYHNX AOCAIAKEHb
(PIP) (iHLLi 3MiHK). 3MiHX BHECEHO [0 IHCTPYKLUIT
[ONA MeNYHOro 3acToCyBaHHS NikapCbKoro
3acoby Ao posginy "B3aemogis 3 iHWuMn
nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aeMogiii"
BiANOBIAHO [0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
3acTocyBaHs fikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPKEHHS.
3MiHu | TURY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKiil xapakTepucTuLj NikapCbKoro
3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiinnii nepiog, abo sk pesynbtat
OLLiHKVM 3BIiTYy 3 AOC/iAKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiatpudHNX AOCNIOXKEHb
(PIP) (iHwi 3miHK). 3MiHM BHECEHO A0 IHCTPYKLii
AN MeANYHOro 3acToCyBaHHSA MiKapCbKoro
3acoby o po3ginis "Oco6MBOCTi
3actocyBaHHsa" Ta "lMobiuHi peakuii” BiANOBIAHO
[0 OHOBJIEHOT iHChopMaL,i 3 6e3nekn
3acTocyBaHs Nikapcbkoro 3acoby. BeeaeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBepMKeHHs. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKiil xapakTepucTuLj NikapCbKoro
3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHoO OHOBJ/IKOBAHOTO 3BITY 3 6e3nekn
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKVM 3BiTYy 3 AOC/iMKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy negiatpudHNX AOCNiAXEeHb
(PIP) (iHwi 3MiHK). 3MiHK BHECeHO [0 IHCTPYKLiT
[N MeANYHOro 3acTOCyBaHHSA NiKapCbKoro
3acoby fo po3giny "MepenosyBaHHA" BiANOBIAHO
[0 OHOBJEHOT iHthopMmaL,i 3 6e3nekn
3acTocyBaHs flikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPMKEHHS. 3MiHK | TNy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3ac06y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha NniacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKVM 3BIiTYy 3 AOCNIMKEHb, NPOBEAEHNX
BIAMNOBIAHO A0 MiaHy neiaTpUYHNX AOCAILKEHb
(PIP) (iHLWi 3MiHW).
3MiHW BHECEHO A0 IHCTPYKLIT 418 MeANYHOro
3aCcTOCyBaHHA NikapcbKoro 3acoby A0 po3giny
"Mo6ivHi peakui’™ BigNOBIAHO O OHOB/EHOT
iHchopmauii 3 6e3neku 3acTocyBaHs NiKapCbKOro
3acob6y. BBegeHHs 3MiH MpOTAroM 6-Tu micsiuiB
nicns 3aTBepkeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsagy
(iHLWi 3MiHK). 3MiHW BHeceHO A0 IHCTpyKuii ans
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
[0 po3ginis "Ocob/MBOCTI 3aCTOCyBaHHA" Ta
"Mo6iyHi peakuii" BIANOBIAHO A0 pekomMeHAaLii
PRAC. BBefieHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicnsa 3aTeepmkeHHs. 3miHun Il Tiny - 3miHun
woao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkiii
XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHoro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KNIHIYHUMN AaHMK Ta
AaHumu 3 chapmakoHarnagy. 3mMiHu BHeCEHO A0
IHCTPYKLUIT 418 MEeANYHOr0 3aCTOCYBaHHSA
nNiKapcbKoro 3acoby A0 po3ainis
"MpoTunokasaHHsa", "B3aemogis 3 iHWnmun
nikapcbkumu 3acobamu Ta iHLWi BUAK
B3aemogiit", "Mo6ivHi peakuii" BignoBiaHO A0
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
Marepianis peecTpauiiHoro gocke. BBeaeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPKEHHS.
117. | POKCAMMNEK | Tabnetku, BKpUTI KPKA, CnoBeHia | BUpO6GHMLUTBO "“in bulk”, CnoBeHis BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a He UA/18624/01/05
C NNiBKOBOIO n.4., Hoso nepBuHHE Ta 3MiHK | TUNy - 3MiHK WoA0 peuenmom | niosnsizae
o6onoHkot, 10 mr/5 MecTO BTOPVHHE NakKyBaHHS, 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.

mr/8 mr, no 10
Tabnetok y 6nictepi,
no 3 a6o 6, a6o 9,
abo 10 6nictepis B
KapTOHHI Kopo6Lyi

KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis;
KOHTPONb cepil
(hi3nyHi Ta XimiyHi
METOAN KOHTPO/IO):
HN30X (HauioHanbHi
nabopartopis 3a
34paB'e, OKONE iH
XpaHo), CroBeHis;
KOHTpO~b cepii
(hi3nyHi Ta XimiyHi
METOAM KOHTPOSIO):
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPONb cepil
(hi3nyHi Ta XimiyHi
METOAN KOHTPO/IO):
Na6eHa p.0.0.,
C/0BeHIsi; KOHTPO/b
cepii (isnyHi Ta
XiMiYHi meToau
KOHTpO/t0): Kemiicbki
iHCTUTYT, LleHTp 3a
Banigaviicke
TEXHOSOTIE iH
aHanitiko (LBTA),
CrOBEHist; KOHTPO/Ib
cepii (hisnyHi Ta
XiMiuHi meToan
KOHTpont0): Keminab
0.0.0., CnoseHist

3MiHa y KOpOTKill XxapakTepucTuLj NikapCcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHoO OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 NiaHy nefiaTpUYyHNX JOCAILKEHD
(PIP) (iHwi 3miHK). 3MiHM BHECeHO A0 IHCTpyKLii
[N MeAMYHOro 3acToCyBaHHA NMikapCbKoro
3acoby A0 po3giny "B3aemogis 3 iHWyMmn
nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogiii"
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
3acTocyBaHs Jlikapcbkoro 3acoby. BeeeHHA
3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEPMKEHHS.
3MiHu | TMNYy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BIiTYy 3 AOC/IKEHb, MPOBEAEHNX
BiANOBIAHO A0 NMiaHy neaiaTpUYHNX AOCAILKEHb
(PIP) (iHLLi 3MiHK). 3MiHX BHECEHO [0 IHCTPYKLUIT
[ONA MeNYHOro 3acToCyBaHHS NikapCbKoro
3acoby Ao posginis "OcobamBocTi
3acTocyBaHHA" Ta "Mo6i4HI peakuil™ BignoBigHO
[0 OHOBJIEHOI iHhopMaL,i 3 6e3nekn
3acTocyBaHs fikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPMKEHHS. 3MiHK | TNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA Ha NniacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6esneku
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
3aCcTOCYyBaHHS flikapcbkoro 3acoby B

nicnspeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKVM 3BIiTYy 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 MiaHy neiaTpUYHNX AOCAIIKEHb
(PIP) (iHLi 3MiHK). 3MiHX BHECEHO A0 IHCTPYyKLUiT
[ONA MeNYHOro 3acTocyBaHHS NikapCbKoro
3acoby go posginy "lMNepenosysaHHA" BIiANOBIAHO
[,0 OHOBJIEHOI iHGhopMaLii 3 6e3nekn
3acTocyBaHs flikapcbkoro 3acoby. BeefeHHs
3MiH NpOTArom 6-Tn MicauiB nicns
3aTBEpPKEHHS. 3MiHU | TNy - 3MiHW Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKiil XxapakTepucTuLj NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHo OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHSA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iAKEHb, MPOBEAEHNX
BIANOBIAHO A0 NAaHy nefiaTpUYHNX JOCAILKEHb
(PIP) (iHWi 3MiHN).
3MiHM BHECEHO A0 [HCTPYKUiT ANna MeguyHoro
3acTOCyBaHHSA NikapCbKoro 3acoby A0 po3ainy
"Mo6iyHi peakuji" BiANOBIAHO 4O OHOBMEHOI
iHchopMmawii 3 6e3nekn 3acTocyBaHs NiKapCbKOro
3aco6y. BBegeHHsA 3MiH NpPOTAroM 6-Tu micsiuis
nicna 3aTBepmkeHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edheKTUBHOCTI Ta (hapmakoHarnsgy
(iHWi 3miHM). 3MiHM BHECEHO [0 [HCTpyKUii ons
MeAMYHOro 3acTOCYBaHHS NiKkapCbKOro 3acoby
[0 po3ainis "OcobaMBOCTI 3aCTOCyBaHHA" Ta
"MoGiuHi peakuii" BiANOBIAHO 4O pekoMeHaaLi
PRAC. BBefeHHs 3MiH NpOTAroM 6-Tu MicsuiB
nicns 3aTBepkeHHs. 3MiHu 1l Tuny - 3MiHu
oo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpPOTKili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeAnYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKMIHIYHUMU, KIHIYHUMUW JaHuMK Ta
AaHvMu 3 chapmakoHarnsgy. 3miHM BHECEHO A0
IHCTPYKUIiT AN MEAWNYHOrO 3aCTOCYBaHHS
niKapcbkoro 3acoby A0 po3ainis
"MpoTunokasaHHa", "B3aemogis 3 iHWumu
nikapcbkuMmn 3acobamu Ta iHWi BUuam
B3aemogiit”, "MobivHi peakuii" BigNoBiAHO A0

Marepianis peecTpaLiiHoro Aocke. BBefeHHs
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS.
118. | POKCAMMEK | Tabnetku, BKpUTI KPKA, CnoBeHia | BMpo6HULTBO "in bulk"”, CnoBeHis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3a He UA/18624/01/06
C NNiBKOBOIO n.4., Hoeo nepBrHHE Ta 3MiHY | TUny - 3MiHK WoAo peyenmom | nidnsi2ae
06010HKOot0, 10 Mr/5 MecTo BTOPMHHE MakyBaHHA,

Mmr/4 mr, no 10
TabneTtok y 6nictepi,
no 3 a6o 6, abo 9,
abo 10 6nictepis B
KapTOHHI Kopo6Lyi

KOHTPO/b Ta BUNYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHisi;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
MEeTOAMN KOHTPOJIt0):
HN30X (HauioHanbHi
nabopartopis 3a
34paB'e, OKOSIE iH
XpaHo), CroBeHis;
KOHTPONb cepil
(hi3nyHi Ta XimiyHi
METOAN KOHTPO/IO):
KPKA, a.4., Hoso
mecTo, C/noBeHis;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
MEeTOAMN KOHTPOJIt0):
NabeHa p.0.0.,
CrOBEHist; KOHTPO/Ib
cepii (hisnyHi Ta
XiMiuHi meToan
KOHTpO/It0): KeMilcbki
iHCTWTYT, LleHTp 3a
Bavtigauilicke
TEXHO/OTI€E iH
aHaniTiko (LIBTA),
CroBeHist; KOHTPO/1b
cepii (isnyHi Ta
XiMi4Hi MeToamn
KOHTpOst0): Keminab
0.0.0., CnoseHist

6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKiil xapakTepucTuLj NikapCbKoro
3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiinnii nepiog, abo sk pesynbtat
OLLiHKVM 3BIiTYy 3 AOC/iMKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiatpudHNX AOCNILAXKEHb
(PIP) (iHwi 3MiHK). 3MiHK BHECEHO A0 IHCTPYKLii
AN MeANYHOro 3acTOCyBaHHSA NiKapCbKoro
3acoby Ao po3ainy "B3aemogis 3 iHWMu
nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogin"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaL,i 3 6e3nekn
3acTocyBaHs fikapcbkoro 3acoby. BeeaeHHs
3MiH NPOTArom 6-Tu Micauis nicns
3aTBEPAKEHHS.
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKill XxapakTepucTuLj NikapCcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHoO OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 NiaHy nefiaTpUYyHNX JOCAILKEHD
(PIP) (iHwi 3miHK). 3MiHM BHECEHO A0 IHCTpyKLi
AN MeAMYHOro 3acToCyBaHHA NMikapCbKoro
3acoby Ao po3ginis "Oco6/mMBOCTi
3acTocyBaHHsa" Ta "lNMobiuHi peakuii” BigNoBigHO
[,0 OHOBJIEHOI iHGhopMaLii 3 6e3nekn
3acTocyBaHs Jlikapcbkoro 3acoby. BeeeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHSA. 3MiHM | TNy - 3MiHKW WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKill XxapakTepucTuLj NikapCcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHoO OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHSA NikapcbKoro 3acoby B




111

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
nicnsapeecTpauiiinii nepiog, abo sk pesynbTar

OL|iHKM 3BITY 3 AOC/iAKEHb, MPOBEAEHNX
BIANOBIAHO A0 NAaHy nefiaTpUYHNX JOCAILKEHb
(PIP) (iHwi 3miHK). 3MiHM BHECEHO A0 IHCTpyKLii

AN MeAnYHOro 3acToCyBaHHA NMikapCbKoro
3acoby fo po3giny "lMepefosyBaHHA" BigNOBILHO
[0 OHOBJIEHOT iHChopMaL,i 3 6e3nekn
3acTocyBaHs fikapcbkoro 3acoby. BeegeHHs
3MiH NpOTArom 6-Tu Micauis nicns
3aTBep/MKeHHs. 3MiHu | Tuny - 3MiHW WoAo
6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepuCTuL| Nikapcbkoro
3aco6y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHoO OHOBJ/IOBAHOrO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn

3aCTOCYyBaHHSA Nikapcbkoro 3acoby B

nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKVM 3BiTYy 3 AOC/ifKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiatpudHNX AOCNiOXeHb
(PIP) (iHWi 3MiHN).
3MiHM BHECEHO A0 IHCTPYKLii 415 MeanyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHbopMmawii 3 6e3nekn 3acTocyBaHs NiKapCbKOro
3acoby. BBeaeHHs 3MiH NpPOTSAroM 6-Tu MicsiuiB
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHW Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy
(iHWi 3miHW). 3MiHWM BHeceHO [0 [HCTpyKUii ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
00 po3gainiB "Oco6/MBOCTI 3aCTOCyBaHHA" Ta
"Mo6iyHi peakuii" BiANOBIAHO 4O pekoMeHAaLii
PRAC. BBefieHHs 3MiH NpOTAromM 6-Tu micsiuis
nicnsa 3aTBepmKeHHs. 3miHu Il Tiny - 3MiHKn

oo 6e3nekn/edekTMBHOCTI Ta

thapmakoHarnsgy. 3MiHu y KOpoTKiii
XapakTepucTumLi NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKL,ii 4158 MeAnyHoro
3aCTOCYBaHHSA Y 3B'AA3KY i3 HOBUMYW AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KMIHIYHMMW gaHUMK Ta
AaHumu 3 chapmakoHarnagy. 3MiHu BHeCEHO A0

IHCTPYKUIT AN MEANYHOTO 3aCTOCYBaHHS

nikapcbkoro 3acoby A0 po3ainis
"MpoTunokasaHHa", "B3aemogia 3 iHWMn
nikapcbknuMmn 3acobamu Ta iHWi B1uam

B3aemogiin”, "MobiyHi peakuii" BignoBigHO f0
Marepianis peecTpaLiiHoro gocke. BeBeeHHs

3MiH NpoTArom 6-Tn Micauis nicns
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
3aTBEPAKEHHS.
119. | POKCAMIMEK | TabneTku, BKPUTI KPKA, CnoseHia | BMpOGHULTBO "in bulk”, CnoBeHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/18624/01/01
C NNiBKOBOIO An.4., Hoso nepBUHHE Ta 3MiHK | TNy - 3MiHK WoA0 peyenmom nionsieae
o060osoHKot, 20 MecTo BTOPUHHE NaKyBaHHs, 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.

Mr/10 mr/8 mr, no 10
Tabnetok y 6nictepi,
no 3 a6bo 6, a6o 9,
a6o 10 6nictepis B
KapTOHHI Kopo6Lyi

KOHTPO/b Ta BUNYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis;
KOHTpO~b cepii
(hi3nyHi Ta XimiyHi
METOAM KOHTPOSIO):
HN30X (HaujioHanbHi
naboparopis 3a
34paB'e, OKOSE iH
XpaHo), CnoBeHis;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
MEeTOAMN KOHTPOJIt0):
KPKA, a.4a., Hoso
mecTo, CrioBeHis;
KOHTpO~b cepii
(hi3nyHi Ta XimiyHi
METOAM KOHTPOSIO):
NabeHa g.0.0.,
CroBeHist; KOHTPO/1b
cepii (isnyHi Ta
XiMi4Hi MeToamn
KOHTpOst0): Kemilcbki
iHCTUTYT, LleHTp 3a
Banigavjinicke
TexHonorie iH
aHanitiko (LUBTA),
C/0BeHIsi; KOHTPO/Ib
cepii (i3nyHi Ta
XiMiYHi meToau
KOHTpO/t0): Keminab
n0.0.0., CnoeHist

3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3ac06y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BIiTYy 3 AOC/IKEHb, MPOBEAEHNX
BiANOBIAHO A0 NMiaHy neaiaTpUYHNX AOCAIAKEHb
(PIP) (iHLLi 3MiHK). 3MiHX BHECEHO [0 IHCTPYKLUIT
[ONs MeNYHOro 3acToCyBaHHS NikapCbKoro
3acoby Ao posginy "B3aemogis 3 iHWuMn
nikapcbk1UMK 3acobamu Ta iHLWi BUAM B3aeMogiii"
BiANOBIAHO [0 OHOBMEHOI iIHGhopMaL,i 3 6e3nekn
3acTocyBaHs fikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPKEHHS.
3MiHu | TURY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKiil xapakTepucTuLj NikapCbKoro
3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiinnii nepiog, abo sk pesynbtat
OLLiHKVM 3BIiTYy 3 AOC/iMKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiatpudHNX AOCNIOXEeHb
(PIP) (iHwi 3MiHK). 3MiHK BHECEHO A0 IHCTPYKLii
AN MeANYHOro 3acToCyBaHHSA NiKapCbKoro
3acoby o po3ginis "Oco6/MBOCTi
3acTocyBaHHsa" Ta "lMobiuHi peakuii” BiANOBIAHO
[0 OHOBJIEHOT iHChopMaL,i 3 6e3nekn
3acTocyBaHs fikapcbkoro 3acoby. BeeaeHHs
3MiH NPOTArom 6-Tu Micauis nicns
3aTBep/MKeHHs. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKiil XxapakTepucTuLj NikapCbKoro
3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiinnii nepiog, abo sk pesynbtat
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
OLLiHKVM 3BiTYy 3 AOC/ifKEeHb, NPOBEAEHNX

Bi4NOBIAHO A0 NnaHy nejiatpudHNX AOCNiOXeHb
(PIP) (iHwi 3MiHK). 3MiHK BHeCeHO A0 IHCTpyKLil
[N MeANYHOro 3acTOCYBaHHS NiKapCbKOro
3acoby fo po3giny "MepenosyBaHHA" BiANOBIAHO
[,0 OHOBJEHOT iHthopMmaL,ii 3 6e3nekn
3acTocyBaHs flikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBepKEHHS. 3MiHK | TNy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha NniacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKM 3BIiTYy 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 MiaHy nefiaTpUYHNX AOCAILKEHb
(PIP) (iHLWi 3MiHW).
3MiHW BHECEHO A0 IHCTPYKLIT 418 MeANYHOro
3aCcTOCyBaHHA NikapcbKoro 3acoby A0 po3ainy
"Mo6ivHi peakui™ BiANOBIAHO O OHOB/EHOT
iHchopmauii 3 6e3nekn 3acTocyBaHs NikapCbKOro
3acob6y. BBegeHHs 3MiH MpPOTAroM 6-Tu MicsiLiB
nicns 3aTBepakeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy
(iHLWi 3MiHK). 3MiHW BHeceHO A0 IHCTpyKuii ans
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby
[0 po3ginis "Ocob/MBOCTI 3aCTOCYyBaHHA" Ta
"Mo6iyHi peakuii" BIANOBIAHO A0 pekomMeHAaLii
PRAC. BBefieHHS 3MiH NPOTArom 6-Tv MicsiLis
nicnsa 3aTeepmkeHHs. 3miHu Il Tuny - 3miHun
opao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkiii
XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHoro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KNIHIYHUMN AaHMK Ta
AaHumu 3 hapmakoHarnagy. 3MiHu BHECEHO A0
IHCTPYKLUIT 418 MEeANYHOr0o 3aCTOCYBaHHSA
nNiKapcbKoro 3acoby A0 po3ainis
"MpoTunokasaHHsa", "B3aemogis 3 iHWnMun
nikapcbkumu 3acobamu Ta iHLWi BUAK
B3aemogiit", "Mo6iyHi peakuii" BignosiaHO A0
Marepianis peecTpauiiHoro gocke. BBeaeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns

3aTBEPKEHHS.




Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
120. | CEQA®DITOH | kancynwu, no 6 MPAT YkpaiHa BiANOBIAa/IbHNI 3a YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHiX maTepianis: 6e3 nionsizae UA/4826/02/01
® ®OPTE Kancyn y énicrepi; "®ITOPA BUPOBHMLTBO, 3MiHn | TUnNy - 3MiHK 3 siKocTi. FoTOBMIA peyenma
no 2 a6o 4, a6o 8 PM" nepBrYHHE/BTOPVHHE nikapcbkuii 3aci6. Cuctema
6nicTepiB y naui; nakyBaHHS, KOHTPO/Tb KOHTeliHep/3akynoptoBasibHWiA 3aci6. 3miHa y
a6o no 30 kancyn y SAKOCTi Ta BUNYCK cepii: NEepPBUHHIl yNakoBLji rOTOBOTO JliKapCbKOro
KOHTelHepi 3 MPAT "®ITO®APM", 3acoby (Tvn KoHTelHepa abo AoAaBaHHA HOBOTO
KPULLKOHO 3 YkpaiHa KOHTeliHepa) - TBepai, M’k Ta HeCTepUbHi
KOHTPO/IEM MepLIoro BiANOBiAaIbHMI 3a piZki nikapcbki hopmn - BBeAEHHS 3MiH
BiAKpWTTA, no 1 BMPOGHULTBO, NPOTArom 6-T1 MIiCALIB NiCNA 3aTBEPKEHHS.
KOHTEeWHepy y nauui nepBUHHE/BTOPUHHE CynyTHS 3MiHa - 3MiHK 3 AKOCTi. [0TOBMIA
nakyBaHHS, KOHTPO b nikapcbkuii 3aci6. Cuctema
SAKOCTI: KOHTelHep/3aKkynoptoBasibHUi 3aci6. 3MiHa
MAT "BitamiHn", PO3Mipy YNakoBKu roTOBOro MikapcbKoro 3acoby
YkpaiHa (3MiHa KiNbKOCTI oanHULL (Hanpuknag TabneTok,
amnyn TOLLO0) B yNakosLi:) - 3miHa y Aiana3oHi
3aTBEPAKEHNX PO3MIPIB YNAKOBKM - fJOAaBaHHSA
HOBOrO KOHTeHepa - KOHTEeHep 3 KPULLKOIO 3
KOHTpO/1eM nepioro po3kputTA no 30 kancyn, 3
BIAMNOBIAHUMYW 3MiHAMW Y P. «YNaKoBKa».
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
121. | CEPMIOH® TabneTku, BKpUTI Biatpic CLIA Mdpaiizep Itanis C. p. ITania BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a - UA/5183/01/01
NNiBKOBOIO CnewwenTi n. 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
o060710HKO0, No 30 nnc HalilMeHyBaHHs Ta/abo agpecu 3asBHUKa
Mr, no 15 Tabnetok (BNacHvKa peecTpauiiHoro NocBigYEHHs)
y 6nictepi; no 2 AAMiHiCTpaTuBHa 3MiHa HaliMEHYBaHHS Ta
6nictepn y agpecy 3asiBHMKa (BNnacHuKa peecTpauinHoro
KapTOHHI Kopo6Lyi noceigyeHHs) 6e3 3MiHV camoi lpUANYHOT
ocobu. BnacHukom Pl 3anuwaeTbest ogHa il Ta
cama lopugnyHa ocoba. TepMiH BBEAEHHS 3MiH
npoTsirom 12 MicsuiB nicnas 3aTBepaKeHHs.
122. | CEPMIOH® TabneTku, BKpUTI BiaTpic CWA Mdpaiizep ITanis C.p.n. ITanis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/5183/01/02
LlyKpOBOIO CnewenTi 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
060/10HKOI0, N0 5 Mr; nnc HaliMeHyBaHHs Ta/abo agpecu 3asBHUKaA
no 15 tabnetok y (BNacHvKa peecTpauiiHoro NocBigYeHHs)
6nicTepi; no 2 AAMiHiCTpaTuBHa 3MiHa HaliMeHyBaHHS Ta
6nictepn y afpecu 3asBHUKa (B1acHMKa peecTpaLiiHoro
KapTOHHI Kopo6Lli nocBif4YeHHs) 6e3 3MiHM camoi PUANYHOT
ocobu. BnacHukom Pl 3anuwaetbes ogHa ii Ta
cama topugmyHa ocoba. TepMiH BBeeHHs 3MiH
npoTsirom 12 micauis nicas 3aTBepaKeHHs.
123. | CEPMIOH® TabneTkn, BKPUTI BiaTpic CWA Mdpaiizep Itanisa C.p.n. ITanis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a - UA/5183/01/03
LlyKpOBOIO CnewenTi 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
060/10HKO, No 10 nnc HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa

Mr; no 25 TabneTok
y 6nicTepi; no 2
6nictepn y
KapPTOHHI KopobUi

(BnacHvKa peecTpauiitHoro NocBig4eHHs)
AAMiHiCTpaTuBHa 3MiHa HaliMEHYBaHHS Ta
agpecy 3asBHKKa (BNacHyKa peecTpauiiHoro
nocBig4eHHs)) 6e3 3MiHM camoi pUANYHOT
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
ocobu. BnacHukom Pl 3anuwaeTbes ogHa ii Ta
cama opugnyHa ocoba. TepMiH BBeEHHS 3MiH
npoTArom 12 MicauiB nicnsa 3aTBepAXeHHs.
124. | CUMBIKOPT | nopoLiok gns AcTpa3eH LLisewjs BWIOTOBJIEHHS, LLiBeuis BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a - UA/5433/01/01
TYPBYXANE iHransuin, eka Ab HanoBHEHHS, 3MiHu | TUnNy - 3MiHK 3 siKoCTi. FoToBMIA peuenmom
P [030BaHwuiA, no 80 KOHTPO/b SIKOCTI, nikapcbkuii 3aci6. KOHTpob roToBOro
MKr/4,5 mMkr/gosa, no MapKyBaHHs1, NikapcbKoro 3acoby (iHLWi 3MiHWM) OHOBJIEHHS BXE
60 no3y BTOPWHHE NakKyBaHHS 3aTBEPKEHNX METO/IB KOHTPOJIKO AKOCTI
N1acTUKOBOMY Ta BMNyCK cepil: NiKapcbKoro 3acoby, a caMe: BUKTafEHHS TEKCTY
iHranaTopi; no 1 AcTpa3eHeka AB, [ep>XXaBHOI MOBOIO 3riHO CYy4aCHNX BUMOT 3
iHransaTopy B LiBeuis BHECEHHSM KOPEKTOPCbKMX NPaBoK BiAMNOBIAHO
KapTOHHI Kopo6Lyi [0 OpUriHa/TIbHUX JOKYMEHTIB. BBeAeHHS 3MiH
NpoTArom 6-Tu MicALiB Nic/ia 3aTBepAKEHHS
125. | CUMBIKOPT NOpPOLLOK ANA AcTpa3eH LLiBeuis BurotoBneHHs, LLiseuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/5433/01/02
TYPBYXANE iHransauin, eka Ab HanoBHEHHH, 3MiHW | TUNYy - 3MiHK 3 AKoCTi. FoTOBMIA peyenmom
P [[030BaHwuii, no 160 KOHTPO/b AKOCTI, nikapcbkuii 3aci6. KOHTponb roToBOro
MKr/4,5 mkr/go3a, no MapKyBaHHS, nikapcbKoro 3acoby (iHLWi 3MiHX) OHOB/IEHHS BXe
60 o3y BTOPVHHE NakKyBaHHsA 3aTBEPKEHNX METO/IB KOHTPO/IHO SKOCTI
n1acTUKoBOMY Ta BUMYCK Cepii: NikapCcbKoro 3acoby, a came: BUKNaAEeHHS TEKCTY
iHranaTopi; no 1 AcTpa3eHeka Ab, [ePXaBHOK MOBOIO 3MiHO Cy4yacHUX BUMOT 3
iHransaTopy B LLisewjs BHECEHHSIM KOPEKTOPCbKMX NpaBoK BifNOBIAHO
KapTOHHI Kopo6Lli [0 OpyriHa/IbHUX AOKYMEHTIB. BBeeHHA 3MiH
NPOTAroM 6-TM MiCALIB Nic/a 3aTBePAKEHHSA
126. | CUMBIKOPT NOPOLLOK A5 AcTpa3eH LLBeuis BurotoBneHHs, LLIBeuis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a - UA/5433/01/03
TYPBYXANE iHransuin, eka Ab HanoBHEHHS, 3MiHM | TUny - 3MiHK 3 AKoCTi. FoTOBMIA peuenmom
P [no3o0BaHuii, no 320 KOHTPO/b SKOCTI, nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
MKr/9,0 Mkr/go3a; no MapKyBaHHS1, NiKapcbKoro 3acoby (iHwi 3MiHM). OHOBNEHHS
60 no3y BTOPWHHE NakKyBaHHS BXe 3aTBepA)KeHNX METO/iB KOHTPO/IO AKOCTI
nnacTuKoBomy Ta BMUNycK cepii: nikapcbKoro 3acoby, a came: BUKIAAEHHA TEKCTY
iHranaTopi; no 1 AcTpa3eHeka Ab, [lep>XXaBHOI MOBOIO 3riHO CYy4aCHWNX BUMOT 3
iHransaTopy B LLiBeuis BHECEHHSAM KOPEKTOPCbKMX NPaBoK BiAMNOBIAHO
KapTOHHI Kopo6bLyi [0 OpUriHaUTbHUX [OKYMEHTIB.
BBegeHHs 3MiH NPOTArom 6-Tu MicALiB nics
3aTBEPAKEHHS
127. | CIMIOOHA Tabnetky no 6,5 wr; Amakca Benvka IHTepnabop Benn AT, LLiBeiuapis BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 6e3 - UA/14581/01/01
YHO no 30 TabneTok y nTa BputaHis LLiBefiuapis 3MiHW | TUny - 3MiHK 3 AKOCTi. FoTOBMIA peyenma
6nicTepi; no 1 a6o 3 (anbTepHaTMBHUIA nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa
6nictepu B BVMPOGHWK: KOHTPO/b po3mipy cepii (Bknovarouy gianasoH po3mipy
KapTOHHI Kopo6Li cepiid); Jlabop cepii) roToBOro Mikapcbkoro 3acoby (36inbLeHHs
Llonnivrep AT, 00 10 pasiB NOPIBHAHO i3 3aTBEPIKEHUM
LBeliuapis po3mipom). 36iMbLUEHHA PO3MIpY Cepii FOTOBOrO
(anbTepHaTMBHUI nikapcbKoro 3acoby. 3aTBepakeHo: Po3wmip cepii
BMPOGHWK: KOHTPO/b 1000000 TabneTok. 3anponoHoBaHo: Po3mip
sAKocTi); Makc Liennep cepii 1000000 Ta6neTok, 2000000 TabneTok.
3boHe Arl', LWBeliyapis
(BUPOBHMLTBO 3a
MOBHVM LMK/IOM);
Coro ®nopgic
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep

peecmpayitiHo2o

noceio4YeHHs

IHTEpHeLwHN
Csit3epneHs CA,
LBeliuapis
(anbTepHaTMBHUI
BUPOGHWK: NepBUHHE
nakyBaHHs
(chacyBaHHs),
BTOPWHHE MakKyBaHHS,
MapKyBaHHS)

128.

CIMIJOHA
®OPTE

Tabnetkv no 13 wr;
no 30 Tabnetok y
6nictepi; no 1 a6o 3
6nictepu B
KapTOHHI KopooLii

Amakca
nTa

Benuka
BpuTaHis

IHTepnabop benn AT,
LLiBeiiuapis
(anbTepHaTUBHUI
BUPOGHUK : KOHTPO/b
cepiid); Jlabop
Llonnivrep AT,
LLiBefiuapis
(anbTepHaTMBHUIA
BVMPOGHWK: KOHTPO/b
akocTi); Makc Liennep
3boHe Arl, LLBeiiyapis
(BMPOGHMLTBO 3a
MOBHVM LVK/IOM);
Coro ®nopgic
IHTEepHeLwHN
CsiT3epneHpg CA,
LLiBeiiuapis
(anbTepHaTUBHUI
BUPOBHWK: NepBUHHE
nakyBaHHs
(chacyBaHHs),
BTOPWHHE MaKyBaHHS,
MapKyBaHHS)

LLiBefiuapis

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHM | TUnYy - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHN Yy BUPOGHMLTBI. 3MiHa
po3mipy cepii (BknoUaroun gianasoH po3mipy
cepil) roToBOro nikapcbkoro 3acoby (36iNbLUeHHs
00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3mipom). 36inbLUEHHS PO3Mipy Cepii FOTOBOro
nikapcbKoro 3acoby. 3arsepaxeHo: Po3mip cepii
1000000 TabneTok. 3anponoHosaHo: Po3mip
cepii 1000000 TabneTok, 2000000 TabneTOK.

6e3
peyenma

UA/14582/01/01

129.

CKIHOPEH®

renb 15%, no5r
a6o no 30 r y Ty6i;
no 1 1y6i B
KapTOHHI nayui

NEO
dapma
AIC

[JaHis

JIEO dapma
MaHydakTypiHr ITani
CPNl

ITanis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis:
YTOYHEHHS HanncaHHA Ha3BM BUPOGHUKA B
Hakasi MO3 YkpaiHu Ne 1814 Big 07.10.2022 B
npoueci BHeCEHHA 3MiH (3MiHu | Tuny -
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPoBamXeHHs AisNIbHOCTI
BMPO6GHMKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BKIHYaKUM AibHULL BUNYCKy cepii abo
MicLie NPOBEAEHHSA KOHTPOIO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOPTEp, BK/TKOYAKYM BUMYCK Cepilt).
3MiHa iHgekca (zip-code) B agpeci BUpobHUKa
nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH -
NPOTArom 6 MiCAILiB MiCNs 3aTBEPKEHHS).
Pepaxuis B Hakasi - JIEO dapma ManydakTypiHr
ITanis CPJ1. BipHa pegakuis - JIEO ®apma

6e3
peyenma

UA/1074/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
MaHydbakTypiHr Itani CP/1.
130. | COMABEPT niocpinizat ana Mdpaiizep CWA Bupo6bHnuTBO, Benbrisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/17108/01/01
PO3UNHY NS iH'EKLA Eiu. Ci. KOHTPO/Ib AKOCTi Ta IpnaHgjs 3MiHn | TURYy - 3MiHn 3 axkocTi. A®Il. KoHTposb peyenmom
no 10 wr; 10 Mi. BWMYCK cepii Bogn Ans A®I. 3miHa y napameTpax cneuudikauii Ta/abo
(h/1aKoHIB 3 Kopnopeii iH eKLili y nonepesHbO LONyCTUMUX MeX, BU3HaAYeHUX Yy cneumdikauisx
nioghinizatom y LH HanoBHEHUX LUNPULAX, Ha A®|, abo BUXigHWIA/MPOMIKHWIA
MPOMIXKHIi OfiHOYaCHe nakyBaHHSA NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
KapTOHHI kopobuyj; Ta MapKyBaHHs BOAM npoueci Bupo6HuuTBa A®I (BUNyYEHHsA
3 MPOMIXHI KAPTOHHI ONA H eKui Ta He3HaYHOro NoKasHuKa AKOCTi (Hanpukiag
KOPOGKM B KOMMEKTI nikapcbKoro 3acooby; BW/TyYEHHS 3aCTapifioro NokasHuka)) BUMyYeHHs
3 30 nonepegHbLO BMPOBHULITBO pyTuvHHOro TectyBaHHa DNA 3i cneumdikauii Ha
HarnoBHEHUMU niKapcbKoro 3acoby in NPOMiXHWIA NpoaykT B2036, wo
wnpuuamm 3 bulk Ta nepBuHHe BMKOPWCTOBYETLCS Y BUPOGHULTBI Aitoyoi
PO34MHHKKOM (BOAA nakyBaHHS1; BUMYCK PeYOoBMHM NErBiCOMaHT. 3MiHN BHOCATLCA Ha
Ons iH'ekujn) no 1 cepii nikapcbkoro OCHOBI OMy61ikOBaHUX pekoMeHaaLlii
mn 1a 30 3acoby; KOHTPO/Ib €BponecbkM AreHTCTBO 3 OLiHKW TiKapCbKuX
6e3neyHrMun SAKOCTi NikapCbKoro 3aco6is (CPMP/BWP/382/97).
rosikaMu B KapTOHHIl 3acoby, 3a 3Mminn Il Tuny - 3MmiHn 3 akocTi. A®l. KoHTposb
KopooLi BVIK/TIOYEHHSAM TECTY A®|. 3miHa y meTogax BunpobyBaHHs Ad| abo
"BioaHaniz": Mdaiizep BUXIAHOrO MaTepiany/npoMixXHOro
MeHtodekuypuHr npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
Benbris HB, Benbris; npoueci BupobHuutea A®| (cyTTeEBa 3MiHa Y
KoHTpOsb siKoCTi 6ionoriyHomy/imyHOMOrYHOMY/iMYHOXIMIYHOMY
nikapcbKoro 3acoby: MeToZAi BUNpobyBaHHA abo MeTogi, Y KoMy
Mdpaiizep IpneHg, BMKOPWCTOBYETbLCA BionoriuHuii peareHT Ans
dapmaceyTukanic, 6ionoriyHoro A®l, abo iioro 3amiHa)
IpnaHgjs BNPOBAKEHHS a/IbTEPHATVBHOTO aHauli3y ANs
BU3HayeHH HCP gns NpoMixXHOro nNpoaykTy
B2036, siKMii BUKOPUCTOBYETLCS Y BUPOOHULTBI
L0401 PEYOBUHN.
131. | COMABEPT niodpinizat ans Mdpaiizep CWA Brpo6HMUTBO, Benbrisi/ BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis: 3a - UA/17108/01/02
PO3YUHY ANst iH'EKLIA Eitu. Ci. KOHTPO/Ib SKOCTi Ta Ipnangis 3MiHu | TUny - 3MiHKM 3 AKkocTi. A®l. KOHTponb peuenmom
no 15 wr; 10 Mi. BMNYyCK cepii BOA Ans Adl. 3miHa y napameTpax cneumdikauin Ta/abo
(h1aKOHIB 3 Kopnopeii iH eKLill y nonepeHbLO OONyCTUMUX MeX, BU3HaYeHuX y cneumdikauisax
niocpinizatom y LUH HanoBHEHUX LUNpULAXx, Ha A®Il, abo BUXigHWUIA/MPOMIXHWIA
NPOMIXKHIi ofiHoYacHe naxkyBaHHs npoAyKT/peareHT, L0 BUKOPUCTOBYIOTbLCS Y

KapTOHHI kopobuy;
3 NMPOMDKHI KAPTOHHI
KOPOOKN B KOMNAEKTI
3 30 nonepegHbLO
HanoBHEHVMMU
wnpuyamm 3
PO34MHHKKOM (BOAA
Ons iH'ekujin) no 1
mn Ta 30
6e3neyHrmMn
rofikaMu B KapTOHHIi
Kopoo6Li

Ta MapkyBaHHS BOAW
ANs iH ekuiid Ta
nikapcbKoro 3acoby;
BMPOGHMLTBO
nikapcbKoro 3acoby in
bulk Ta nepBuHHe
nakyBaHHS1; BUMYyCK
cepii nikapcbkoro
3aco6y; KOHTPO/b
SAKOCTI NlikapCbKOro
3acoby, 3a
BVIK/TIOYEHHAM TECTY

npoueci BupobHuutea APl (BuyyYeHHs
He3HaYHOro NokasHuKa AKOCTi (Hanpukiag
BW/TYYEHHS 3aCTapifioro NokasHuka)) BUNyYeHHs
pyTvHHOro TectyBaHHa DNA 3i cneumdikauii Ha
npoMixHuii npogykT B2036, Lo
BMKOPWCTOBYETLCS Y BUPOBGHULTBI Aitoyoi
peyYoBUHM MersicoMaHT. 3MiHN BHOCATLCA Ha
OCHOBI 0My61ikOBaHUX pekoMeHaaLlii
€BpONecbkUM AreHTCTBO 3 OLLiHKM NiKapCbKMX
3aco6is (CPMP/BWP/382/97).
3MiHu Il TUny - 3MiHK 3 AkocTi. A®IL. KoHTponb
A®|. 3miHa y meTofax BunpobysaHHs APl abo
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
"BioaHanis": MNdavizep BVXiHOrO Matepiany/npoMixXHOro
MeHiochekuypuHr NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
Benbris HB, Benbrisi; npoueci BupobHuuTea A®I (cyTTeBa 3miHa y
KoHTponb skocTi 6ionoriyHoMy/iMyHOMOriYHOMY/iMYHOXIMIYHOMY
niKkapcbKoro 3acoby: MeToZi BUNpobyBaHHA abo MeTogi, Y AKoMy
Mcpaiizep Ipnexs, BUKOPVCTOBYETLCA GioNoriyHunii peareHT ans
dapmaceyTrKanc, 6ionoriyHoro A®l, abo iioro 3amiHa)
IpnaHgis BNPOBaKEHHS albTEPHATUBHOIO aHani3y ans
BM3Ha4YeHHa HCP gn1a npoMikHOro npoaykTy
B2036, siKnii BUKOPUCTOBYETLCS Y BUPOBGHULTBI
L0401 peYOBUHN.
132. | COMABEPT niogpinizat gna Mdpainzep CLUA Brpo6HMUTBO, Benbria/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a - UA/17108/01/03
PO3YUHY NS iH'EKLIA Eitu. Ci. KOHTPO/Ib AKOCTi Ta IpnaHgjs 3miHu | TNy - 3miHK 3 AkocTi. A®l. KoHTponb peyenmom
no 20 mr; 10 Mi. BMNYyCK cepii Boau Ans A®I. 3miHa y napameTpax cneuucpikauii Ta/abo
dhnakoHiB 3 Kopnopeii iH €KL y nonepefHbO [ONYCTUMMX MEX, BU3HaUYeHuX y cnevmdikavisx
niocpinizatom y LLH HamnoBHEHMX LUNpULax, Ha A®l, abo BUXigHWIA/MPOMIXHWIA
NPOMIXHIi OfiHoYaCHe nakyBaHHS NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y
KapTOHHI kopobuy; Ta MapKyBaHHA BOAM npoueci BupobHuutea APl (BuyyeHHs
3 MPOMIXXHI KAPTOHHI ONs iH ek Ta He3Ha4yHOro NokasHuKa SKoCTi (Hanpukiag
KOPOOKN B KOMMNEKTI niKapcbKoro 3acooby; BWJ/TyYEHHS 3aCTapifioro NokasHvka)) BUIyYeHHs
3 30 nonepefHLO BMPOGHMLITBO pyTuHHOro TectysaHHA DNA 3i cneumdikavii Ha
HanoBHEHUMM nikapcbKoro 3acoby in NPOMiXHWIA NpoaykT B2036, Lo
wnpuuamm 3 bulk Ta nepsuHHe BMKOPUCTOBYETHLCA Y BUPOOHULITBI AitoHOT
PO34MHHKKOM (BOAA nakyBaHHS1; BUMYCK PEYOBMHM NErBiCOMAHT. 3MiHN BHOCATLCS HA
Ons iH'ekujin) no 1 cepii nikapcbkoro OCHOBIi 0My61iKOBaHUX pekoMeHaaLlii
mn 1a 30 3acoby; KOHTPO/b €BponeicbkNM AreHTCTBO 3 OLiHKW iKapCbKuX
6e3neyHrmMmn AKOCTI /liKapCbKOro 3acob6is (CPMP/BWP/382/97).
rosikaMu B KapTOHHIl 3acoby, 3a 3Mminu Il Tuny - 3MmiHn 3 akocTi. A®l. KoHTposb
KopooLi BUK/IIOYEHHSIM TECTY A®I. 3miHa y meToaax BunpobysaHHsA APl abo
"Bioananis": Mdavizep BVXiHOro Marepiany/npoMixXHOro
MeHtodhekuypuHr npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
Benbrist HB, Benbrisi; npoueci BupobHuLTBa A®I (CyTTEBa 3MiHA Y
KoHTpOsb siKoCTi 6ionoriyHoMy/iMyHOOTIYHOMY/iMYHOXIMIYHOMY
nikapcbKoro 3acoby: MeToZi BUNpobyBaHHA abo MeTogi, Y skoMy
Mdpaiizep IpneHg, BMKOPWCTOBYETbLCA GionoriuHuiA peareHT Ans
dapmaceyTukasic, 6ionoriyHoro Adl, a6o moro 3amiHa)
Ipnangis BMNPOBaKEHHSA a/IbTEPHATUBHOIO aHani3y gns
BM3HauYeHHs HCP ana npomikHOro npoaykTy
B2036, SK1ii BUKOPUCTOBYETLCS Y BUPOBGHULTBI
LjiH0401 PEYOBUHN.
133. | COMABEPT nioghinizat gns Mdcpaiizep CWA Brpo6HMuTBO, Benbria/ BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 3a - UA/17108/01/04
PO34YUHY NS iH'EKLiA Eiiu. Ci. KOHTPO/Ib AKOCTi Ta IpnaHgjs 3miHu | Tvny - 3miHm 3 AkocTi. APl KoHTposb peyenmom
no 30 wr; 10 Mi. BUNYyCK cepii BOAn Ans A®I. 3miHa y napameTpax cneuudikauii Ta/abo
(h1aKoHIB 3 Kopnopeii iH eKLili y nonepesHbLO LONyCTUMUX MEX, BU3HAYeHMX Y cneumdikalisx
nioghinizatom y LH HanoBHEHUX LUNPULAXx, Ha A®|, abo BUXigHWIA/MPOMIKXHWIA
NPOMIXKHIi OfiHoYaCHe nakyBaHHS NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y

KapTOHHI kopobuyj;
3 MPOMiXXHI KAPTOHHI

Ta MapkyBaHHS BOAW
[ONA iH ek Ta

npoueci Bupo6HuuTBa A®I (BUNyYEHHS
HEe3Ha4YHOro NokasHMKa SKOCTi (Hanpuknag
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
KOPOGKM B KOMMEKTI nikapcbKoro 3acooby; BW/TyYEHHS 3aCTapifioro NokasHuka)) BUMyYEHHS
3 30 nonepegHbLO BMPOBOHULITBO pyTvHHOro TectyBaHHA DNA 3i cneumdikauii Ha
HanoBHEHUMU niKkapcbKoro 3acoby in npoMixHuii npogykT B2036, Lo
wnpuuamm 3 bulk Ta nepBuHHe BMKOPWCTOBYETLCS Y BUPOGHMLTBI Aitoyoi
PO34MHHKKOM (BOAA nakyBaHHS; BUMYCK PeYOoBMHM NEerBicCOMaHT. 3MiHN BHOCATLCS Ha
AN iH'ekuiid) no 1 cepii nikapcbkoro OCHOBI 0My6/1iKoBaHNX pekoMeHaaLlii
mn 1a 30 3acoby; KOHTPO/Ib €BponeicbkM AreHTCTBO 3 OLiHKW iKapCbKuX
6e3ne4yHrMm SAKOCTi NikapCcbKoro 3aco6is (CPMP/BWP/382/97).
rofIkaMun B KapTOHHIi 3acoby, 3a 3MiHn Il Tuny - 3MiHn 3 akocTi. A®l. KoHTponb
KOpoo6Li BVIK/TIOYEHHSAM TECTY A®|. 3miHa y meTogax BunpobyBaHHs AdD| abo
"BioaHaniz": MNdaiizep BUXiQHOrO MaTepiany/npoMixXHOro
MeHohekuypuHr npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
Benbris HB, Benbris; npoueci BupobHuutea A®| (cyTTeBa 3miHa y
KoHTpOsb siKoCTi 6ionoriyHomy/imyHOMOrYHOMY/iMyHOXIMIYHOMY
nikapcbKoro 3acoby: MeToZi BUNpobyBaHHA abo MeTofi, Y KoMy
Mdpaiizep IpneHg, BMKOPWCTOBYETbLCA GionoriuHuii peareHT Ans
dapmaceyTukanc, 6ionoriyHoro A®l, abo iioro 3amiHa)
IpnaHgjs BNPOBAKEHHS a/IbTEPHATUBHOTO aHaui3y ANs
BU3HaveHH HCP gnsi NpoMixXHOro NpoaykTy
B2036, siKMii BUKOPUCTOBYETLCS Y BUPOOHULTBI
L0401 PEYOBUHN.
134. | TA®IHNAP® | kancynu TBepai no HoBaprTic LLBeiuapi BMPOGHUK ANst Icnanis/ BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a He UA/14420/01/01
50 mr; no 120 dapma Al A nakyBaHHs Ta BUNYCKY Benvka 3MiHuM | TUNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa peuenmom | niosnsizae
Kancyn y cpnakoHax cepii: BpuTtaHis/ Kogy ATX - 3MiHV BHECEHO B iHCTPYKLO 415
nakco Bennkom C.A., CnoseHis MeAMYHOro 3acTOCyBaHHA NiKkapCbKoro 3acoby
IcnaHis [0 po3ainy "®apmakoTepaneBTuyHa rpyna. Kopg,
BUPOBHMK ATX" BigNOBIAHO A0 MXHAPOAHOrO
Hepo3dacoBaHoi knacudpikatopa BOO3
NPOAYKLUiT: (http://www.whocc.no/atc_ddd_index/):

"nakco OnepeiwHc
tOK Nimiteq, Benuvka
BpuTaHis
anbTepHaTMBHa
OinbHAUS
BignoBiganbHa 3a
BMPOGHMLITBO
Hepo3dacoBaHoi
NpoAayKLUii Ta KOHTPO/b
AKOCTI:
3irdopig Bapbepa C.J1.,
Icnanis
anbTepHaTMBHa
OinbHAUS
BignoBiganbHa 3a
nepBrHHE Ta
BTOPUHHE NaKyBaHHS,
BUNYCK cepii:

Jlek PapmacboTukasic

3aTBepAKeHO — AHTMHEON1aCTUYHI 3aco6u.
IHri6iTopn npoTeiHkiHa3u. JabpadeHi6. Kog ATX
LO1X E23, 3anponoHoBaHO — AHTUHEON1aCTUYHi
3aco6w. IHribiTopy npoTeiHkiHasu. IHribiTopu B-
Raf cepuH-TpeoHiHkiHasn (BRAF). Kog ATX
LO1E C02. BBefeHHs 3MiH NpOTSArom 6-1u
MiCALIB MiCNA 3aTBEPMKEHHS; 3MiHun | TNy -
3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHECEHO
B IHCTPYKL,O 4719 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby Ao po3gainis "OcobnmnsocTi
3acTocyBaHHA" Ta "Mo6iyHI peakuil™ BignoBigHO
[10 OHOB/EHOT iHhopMaLii Woao 6e3nekn
3aCTOCYBaHHS [}il04OK0i PEYOBWHU 3rifHO 3
pekomeHpauieto PRAC. BBefieHHS 3MiH
NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPMAKEHHS;
3miHu |l TUny - 3MiHn Wopao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsy.
3MiHN Y KOPOTKIiil XapakTepucTuLi Nikapcbkoro
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
a.4., CnoseHis 3ac06y, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU
[aHVMU 3 SKOCTI, JOKMIHIYHUMW, KAIHIYHUMUN
JaHuMun Ta gaHumu 3 hapmakoHarnsgy - 3miHu
BHECEHO B iHCTPYKL,t0 415 MEANYHOrO
3aCTOCyBaHHA NikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BracTmBocTi" (aHani3
nikyBaHHSA nipekcii), "B3aemogis 3 iHwWnMu
nikapcbknMmn 3acobamu Ta iHLWi BUuam
B3aemogii", "OcobMBOCTi 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHA Ta 031" Ta pefjaroBaHo
po3gin "MobiyuHi peakuii”. BBeAeHH:A 3MiH
NPOTArom 6-T1 MiCALIB MiC/A 3aTBEPMKEHHS;
3MiHu Il TUnNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKIill XapakTepucTuLj NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMU
OaHUMN 3 SIKOCTI, AOKAIHIYHUMU, KNIHIYHMUW
JaHuMun Ta gaHumu 3 hapmakoHarnagy - 3miHu
BHECEHO B iHCTPYKL,i0 4718 MeANYHOro
3aCcTOCyBaHHA NikapcbKoro 3acoby A0 po3ainy
"apmakonoriyHi BnactmsocTi" (4oNCNIMKEHHS
ehbekTMBHOCTI Ta 6e3Mnekn 3acTocyBaHHsA
TpameTuHiby B KOMbiHaLii 3 fabpadeHibom
(BRF115532)). BBeeHHS 3MiH NpOTAroM 6-Tu
MicsILiB NicNs 3aTBEPAYKEHHS
135. | TA®IHNAP® | kancynu TBepai no HoBaprTic LLBeiuapi BMPOGHMK ANst Icnanis/ BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a He UA/14420/01/02
75 wr; no 120 dapma Al A nakyBaHHs Ta BUNYCKY Benvka 3MiHuM | TUNY - AgMIHICTpaTVBHI 3MiHW. 3MiHa peuenmom | niosnsizae
Kancyn y cpnakoHax cepii: BpuTtaHis/ Kogy ATX - 3MiHVM BHECEHO B iHCTPYKLiO 415
nakco Bennkom C.A., CnoseHis MeAMYHOro 3acTOCyBaHHSA NiKkapCbKoro 3acoby
IcnaHis [0 po3ainy "dapmakoTepaneBTuyHa rpyna. Kog,
BUPOBHMK ATX" BigNOBIAHO A0 MXHAPOAHOrO
Hepo3dacoBaHoi knacudpikatopa BOO3
NPOAYKLUiT: (http://www.whocc.no/atc_ddd_index/):
"nakco OnepeiwHc 3arBepakeHo — AHTUHEON1acTUYHI 3acobu.
tOK NimiTen, Benvka IHri6iTopn npoTeiHkiHa3u. JabpadeHi6. Kog ATX
BpuTaHis LO1X E23, 3anponoHoBaHO — AHTUHEON1aCTUYHi
a/ibTepHaTVBHa 3aco6w. IHribiTopy npoTeiHkiHasu. IHribiTopu B-
AiNbHUUS Raf cepuH-TpeoHiHkiHasn (BRAF). Kog ATX
BignoBiganbHa 3a LO1E CO02. BBefieHHs 3MiH NPOTSArom 6-1u
BMPOGHMLITBO MiCALIB MiCNA 3aTBEPMKEHHS; 3MiHun | Trny -
Hepo3dacoBaHoi 3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
NpoAayKLUii Ta KOHTPO/b hapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHECEHO
AKOCTI: B IHCTPYKL,iO 4719 MeANYHOro 3acTOCyBaHHSA
3irdopig Bapbepa C.J1., nikapcbKoro 3acoby Ao po3sgainis "OcobmBocTi
IcnaHis 3acTocyBaHHA" Ta "Mo6i4HI peakuil™ BignoBigHO
anbTepHaTMBHA [10 OHOB/EHOI iHhopMaLii Wwoao 6e3nekn
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PeecmpayjitiHa npoyedypa

Ymosu

Peknam

peecmpayitiHo2o

Homep

n/n

JliKapcbK0O20

Hassa

Popma sunycky
(nikapcbka chopma,
ynakoska)

Kpaina
3asiBHUKa

3asBHUK

Bupo6HuK

KpaiHa
BUPOGHUKa

3aCTOCYBaHHs1 fijto40t0i PEYOBUHM 3rifHO 3

Bionycky

yBaHHsT*

noceio4YeHHs

3acoby

OinbHUUS
BignosigasbHa 3a
nepBrHHE Ta
BTOPUHHE NakyBaHHs,
BUNYCK cepi:
Jlek ®apmacboTukasnc
A.4a., CnoeeHis

IHais

pekomeHpauieto PRAC. BBefieHHS 3MiH
NPOTArom 6-T1 MIiCALIB NiCNA 3aTBEPKEHHS;
3miHu |l TUny - 3MiHn Wwopao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsy.
3MiHM y KOPOTKili XapakTepuCTuL Nikapcbkoro
3aco6y, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU
[aHVMU 3 SKOCTI, JOKMIHIYHUMW, KAIHIYHUMUN
JaHuMun Ta gaHumu 3 hapmakoHarnsgy - 3miHun
BHECEHO B iHCTPYKL,t0 415 MEANYHOrO
3aCTOCYBaHHA NikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BracTmBocTi" (aHani3
nikyBaHHSA nipekcii), "B3aemogis 3 iHwWnMu
nikapcbknMmn 3acobamu Ta iHLWi B1uam
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHA Ta 031" Ta pefaroBaHo
po3gin "Mo6iuHi peakuii”. BBeAeHH:A 3MiH
NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS;
3MiHu Il TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKIill XapakTepucTuLj NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMU
OaHUMN 3 SIKOCTI, AOKAIHIYHUMU, KNIHIYHMUW
JaHuMun Ta gaHumu 3 hapmakoHarnagy - 3miHu
BHECEHO B iHCTPYKL,i0 4118 MeANYHOro
3aCcTOCyBaHHA NikapcbKoro 3acoby A0 po3ainy
"apmakonoriyHi BnacTnsocTi" (oNCNIMKEHHS
ehbekTUBHOCTI Ta 6e3Mnekn 3acTocyBaHHsA
TpameTuHiby B KOMbiHaLii 3 fabpadeHibom
(BRF115532)). BBeeHHS 3MiH NPOTAroM 6-Tu
MicsILiB NicNs 3aTBEPAYKEHHS
BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:

UA/18510/01/01

136.

TEPBYTANIH
Y CYNNIb®AT

MOPOLLIOK
(cybeTaHuin) y
noABIliHMX
nonieTNeHoBux
naketax gns
dhapmaLleBTUYHOrO
3aCTOCyBaHHSA

TOB
"BOPBAP
TC
PAPMA"

YKpaiHa

Menogj Xenckepe
ret. /114,

3MiHu | TUny - 3miHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikaTa
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BVKOPVCTOBYIOTbCS Y BUPOOHUUTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei) -
HoBwuii cepTudpikat Bif BXe 3aTBEpAKEHOr0

BMpo6HUKa. MNMogaHHs HOBOro cepTudikaty
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei ans
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20

3acoby ynakoska) nocsi0O4YeHHs
A®| TepbyTaniHy cynbtar R1-CEP 2017-250-
Rev 00 Big, Bupo6HuKka Menogi Xenckepe lMsT.
Nra., IHAia. 3Mien | TuRy - 3MiHK 3 SKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTuddikart
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/MoHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBsigHOCTi a6o
BWTyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BVXiHOrO Matepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI E€Bponeiickkili hapmakonei) -
OHOBEHWI cepTUdikaT Bif, y)xe 3aTBEPAXEHOr0
BMPOGHMKaA. [MofgaHHA OHOBNEHOTO cepTugikaTy
BiAnoBigHOCTI EBponelickbkinn hapmakonei RO-
CEP 2017-250-Rev 01(nonepepfHs Bepcis RO-
CEP 2017-250-Rev 00) gns A®| TepbyTtaniHy
cynbhaT Bif, BXe 3aTBEpPAKEHOTO BUPOGHMKA
Menogi Xenckepe MBT. IT4., IHAiA, Y 3B’A3Ky 3i
36iNbLUEHHAM Mepiody NOBTOPHWUX BUNPOOYBaHb
3 36 Ha 60 micsauiB.

137. | TETPAKCUM | cycneHsis gns CaHodpi PpaHuis NOBHUIA LMK PpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/13069/01/01
®ITETRAXIM | iH'ekuii no 0,5 mn (1 Mactep BMPOGHMLTBA, YropumHa 3MiHn | TUnYy - 3MiHn 3 axkocTi. A®Il. KoHTposb peyenmom
BAKUVHA nosa); no 1 KOHTPO/b AKOCTI, A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
ans nonepeaHLo BTOPVHHE MaKyBaHHS, [0NyCTUMUX MEX, BU3HAUYEHUX Y crnieumdikaLisx
MPO®INTAKT 3arnoBHeHOMy BMnyck cepii: CaHodi Ha A®|, abo BUXigHWUIA/MPOMIKHWIA
NKN wnpvuy no 0,5 mn MacTtep, ®paHuis; npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
DUNOTEPII, (1 po3a) 3 BTOPWHHE NakKyBaHHS, npoueci BupobHuuTBa AP (iHLWi 3MiHK)

NMPABLA, NPUKPINIEHO BUNYCK cepii: CaHodi- OHoBneHHsA cneuydikauii nimeniHoBoi kncnoTu (
KALUMOKY rosnikoto (abo 2-ma AseHTic MpaiisiT Ko. in-house specification), Ska BUKOPUCTOBYETLCS Y
(ALENMONAP | okpeMuMu rosikamm), Nta., Nnatcopma npoteci Bupo6HuuTBa AP®| AndTepiitHoro
HUIA L0 MICTUTb noricTmkm Ta aHatokcuHy (Purifide Diphtheria Toxoid (PDT)),
KOMMOHEH cycneHsito ons AnCcTpurbyLii y m. a came: BUAaneHHs TecTiB Appearance,
T)TA iH'EKUl, B KAPTOHHIl Bypanewt, YropwmHa Solubility, Melting point, Appearance of solution
noniomMien | xopobui 3 at 5% w/V, Sulfates, Lead, Ammonium, Sulfated
TY MapKyBaHHAM ash Ta po3wWwnpeHHs HMKHBLOT MeXi KpUTepito
AACOPBOB yKpaiHCbKo a60 NpUIAHATHOCTI AN nokasHka Pimelic acid content
AHA, aHriicbkoto, abo 3 “Not less than 99.0% w/w” Ha “Not less than
IHAKTUBOB IHLLMMMN iIHO3EMHVIMU 98.0% w/w.” TepMiH BBEeHHSI 3MiH - BepeceHb
AHA, PIOKA mMoBamu; no 1 2025 poky

nonepegHL0
3anoBHEHOMY
wnpuyy no 0,5 mn
(1 po3a) 3
NPUKPIN/IEHOD
ronkoto (abo 2-ma
OKpPEMUMMW FronKamm),
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
O MiCTUTb
cycrneHsito ans
iH'EKLiA B KAPTOHHIA
KOpoo6Li, B SKil
MiCTUTLCA
cTaHAapTHO-
eKCropTHa ynakoska
Ta iHCTpYyKUia ans
MeANYHOro
3aCTOCYyBaHHSA 3
MapKyBaHHAM
yKpaiHCbKo ab0
aHrniricekoto, abo
IHLLMMKN IHO3EMHVIMM
MoBamMu
138. | TIOTPUA30 Kpanni o4Hi,10 TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a - UA/19609/01/01
niH Mr/mnno 5 mny "APTEPIY "KuiBmegnpenapar” 3MiHu | TUNY - 3MiHK 3 AKOCTi. MeAun4yHi NpucTpoi peuenmom
donakoHi 06'emom 5 M ATAh" (iHWi 3MiHW) BUYYEHHS 4ir04H0ro BUPOGHMKa Ta
mn a6o 10 mn; no 1 BMPOBaAKEHHS HOBOrO BUPOOHMKA KPULLIOK-
hnakoHy B nayui y KpanenbHULb. KinbKicHWI Ta sikicHWiA cknag
KOMMNEKTi 3 nakyBa/lbHOro Matepiasny He 3miHuMBcSA. [JaHa
KPULLKOO- 3MiHa 06yMOB/iEHa HEOOXIAHICTIO 3MiHM
KpanenbHULEe BMPOOBHIMKA KPULLIOK-KpanenbHUL, SKnii
BMKOPUCTOBYE MaTepian 6i10pyCcbKoro
noctadasibHuKa. 3aTBepiXeHo: KpuLKa-
KpanenbHUUs BUpo6HMKa «Peadhapm», YkpaiHa;
3anponoHoOBaHoO: KpULLKa-kpanenbHuLA
BUPo6HMKA «AG&K», YKpaiHa
139. | TPUTTIKO Tabnetku AsieHge ITanisa AsieHge Kimike PiyHiTe ITanisa BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 3a He UA/9939/01/01
NPOJIOHrOBaHoi Al Kimike AHXeniHi dpaHyecko 3MiHn Il TUnYy - 3MiHK WoAa0 peyenmom nidnsieae
no 75 wr; no 10 PiyHiTe AK.P.A®. C.nA. 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
Tabnetok y 6nictepi; AHXENiHI 3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
no 3 6nictepu B dpaHyeck 3aco6y, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT Ans
KapTOHHI nauuji; no o} MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU
15 TabneTok y AKP.A®. OaHUMM 3 AKOCTI, AOKAIHIYHUMU, KNIHIYHMUW
6nicTepi; no 2 C.n.A. JaHvMu Ta jaHumy 3 hapmakoHarnsagy - 3miHu
6nictepu B BHECEHO B iHCTPYKLi0 A9 MeAU4HOro
KapTOHHIN nayui 3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3zinis
"B3aemogis 3 iHWMMK flikapcbkumn 3acobamu Ta
iHWi BnAn B3aemogiit”, "Ocob6mBoCTi
3acTocyBaHHs", "Mo6ivHi peakuii". BBegeHHs
3MiH NpOTArom 6-Tu Micauis nicns
3aTBEPAKEHHSA
140. | TPUTTIKO Tabnetku AsieHge ITania AsieHge Kimike PiyHiTe ITania BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/9939/01/02
NPOJIOHrOBaHoi il Kimike AHXeniHi dpaHyecko 3MiHun Il TUNy - 3MiHK WoA0 peyenmom | niossizae
no 150 wmr; no 10 PiyHiTe AK.P.A.®. C.n.A. 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy.
TabneTok y 6nictepi; AHXeniHi 3MiHM y KOPOTKili XapakTepuCTuL Nikapcbkoro
no 2 6nictepu B dpaHyeck 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ans
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
KapTOHHI nauui o MeJMNYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBMMMU
AKP.A®. OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMUN
C.n.A. JaHVMK Ta fJaHumy 3 hapmakoHarnsagy - 3miHu
BHECEHO B iHCTPYKL,tO A1 MELNYHOIO
3acToCyBaHHA NiKapcbKoro 3acoby [0 po3ainis
"B3aemogis 3 iHWMMK flikapcbkumn 3acobamu Ta
iHWi BnAn B3aemogiin", "Ocob6mBoCTi
3acTocyBaHHsA", "MNo6ivHi peakuii". BBegeHHs
3MiH NpOTArom 6-Tu Micauis nicns
3aTBEPAKEHHSA
141. | TPUTTIKO TabneTku, BKPUTI AsieHge ITania AsieHge Kimike PiyHiTe ITania BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/15577/01/02
XR NNiBKOBOIO Kimike AHXeniHi dpaHyecko 3MiHun Il TUny - 3MiHK WoA0 peyenmom nidnsieae
060/10HKOH0, PiyHiTe AKP.A®. C.nA. 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
NPOSIOHroBaHoI Al AHXeENiHI 3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
no 300 wmr; no 10 PpaHueck 3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
TabneTok y bnictepi; o- MeJMWYHOro 3aCTOCYBaHHS y 3B'AA3KY i3 HOBMMMU
no 1 a6o no 2, abo AKP.A®. OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMUW
no 3 6nictepn y - C.nA. JaHvMu Ta faHumy 3 hapmakoHarnsagy - 3miHv
KapTOHHI ynakoBLi; BHECEHO B iHCTPYKL,i0 4719 MeANYHOro
no 7 Tabnetoky 3aCTOCYyBaHHSA Nikapcbkoro 3acoby A0 po3zinis
6nicTepi; no 2 abo "B3aemogis 3 iHWMMK flikapcbkumn 3acobamu Ta
no 4 6nictepn y iHWi BuAW B3aemogiin", "Oco6nmnBocCTi
KapTOHHI ynakoBLi 3acTocyBaHHsA", "Mob6ivHi peakuii". BBegeHHs
3MiH NPOTArom 6-Tu Micauis nicns
3aTBEPAKEHHSA
142. | YPOPEK Kancynu TBepgi no 4 | Pekoppari IpnaHgis Pekopparti IHgacTpia ITanis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/11926/01/01
Mmr; no 10 kancyn y AineHg, Ximika e 3MiHu | TMNY - 3MiHK Woao peyenmom
6nicTepi; no 1, abo nra PapmacesTika C.n.A. 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
no 3, abo no 5, abo 3MiHa yacToTn Ta/abo TepMiHiB NOAaHHSA
no 9 6nictepis y perynspHoO OHOB/IOBaHMX 3BITIB 3 6e3neku
KapTOHHIN nayui nikapcbkux 3acobis Jlikapcbkuii 3acio YPOPEK
Kancynu TeepAi no 4 mr. 3mMiHu y yacToTi Ta
AaTtax nofaHHsa perynspHO OHOBJ/IIOBAHOTO 3BITY
3 6esneku. [litoya pegakuis: Yactota nogaHHs
perynspHo OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekun 1 pik
KiHueBa gata A1 BKIUYEHH AaHnx go PO36 -
30.01.2018 p. Aarta nogaHHsA - 09.04.2018 p.
MponoHoBaHa pegakuia: Yactota nogaHHA
pPerynsipHoO OHOBJ/THOBAHOIO 3BITy 3 6e3nekn 3
poku KiHueBa gaTa A/ BKIYEHHS AaHnX [0
PO3b - 30.01.2023 p. aTa nofaHHs -
30.04.2023 p. PekomeHgoBaHo 0
3aTBEpKEeHHSA BiANOBIAHO A0 NepiogNYHOCTI
nofAaHHs PerynsipHo OHOB/IIOBAHMX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y EC.
143. | YPOPEK Kancynu TBepgino 8 | Pekoppari IpnaHgis Pekopparti IHoacTpia ITanis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a - UA/11926/01/02
mr; no 10 kancyn y AineHp, Ximika e 3MiHu | TMNY - 3MiHK Woa0 peyenmom
6nicTepi; no 1, abo n1g dapmacesTika C.n.A. 6e3nekn/edeKTMBHOCTI Ta thapmakoHarisagy.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
no 3, abo no 5, abo 3miHa yacToTu Ta/abo TepMiHiB NogaHHs
no 9 6nictepis y perynsipHoO OHOBJ/IHOBaHWX 3BITIB 3 6e3neku
KapTOHHI navui nNikapcbkux 3aco6iB - Jlikapcbkuii 3acio YPOPEK
Kancysm Teepgi no 8 mr. 3miHu y yacToTi Ta
Jatax nofaHHs perynsipHo OHOB/IHOBAHOTO 3BITY
3 6e3nekn. [litoya pefakuis: Yactota nogaHHs
perynsipHoO OHOB/IOBAHOTO 3BIiTYy 3 6e3nekn 1 pik
KiHueBa gata Ansa BKIOYEHHS gaHux go PO36 -
30.01.2018 p. Aarta nogaHHA - 09.04.2018 p.
MponoHoBaHa pegakuia: Yactota nogaHHA
perynsipHO OHOB/IIOBAHOrO 3BiTY 3 6e3nekn 3
poku KiHueBa aaTa A/ BKIYEHHS AaHnX [0
PO3B - 30.01.2023 p. flaTa nogaHHsA -
30.04.2023 p. PekomeHaoBaHo A0
3aTBEPKEHHS Bi4NOBIAHO [0 NEpPioANYHOCTI
NofaHHs PerynsipHo OHOB/IIOBAHMX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y EC.
144. | ®IHACTEPU NOPOLLIOK MpAT Ykpaina Xyb6ei NegsaHb Kutaw BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis: - - UA/17934/01/01
A KpucTaniyHmi "TexHonor XblomeHBeNn 3miHu | TUNy - 3MiHK 3 aKocTi. CepTudikar
(cybeTaHuin); y " dapmacbioTikan Ko., BignosigHocTi/IE-cepTudikar BignosigHocCTi
noABIliHMX nrg. €sponelicbkin hapmakonei/moHorpadii.
nonieTNeHoBux MogaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
Millkax ons BiANOBIAHOCTI ab0 BUYyUYEHHS cepTudikaTa
hapmaLeBTUYHOrO BiANOBIAHOCTI €Bponeiichbkili hapmakonei: ans
3aCTOCyBaHHA A®Il; ons BuxigHOro
mMartepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
OHoBREeHW cepTuddikaT Bif, yxe 3aTBEpPAXXEHOr0
BMPOGHMKA - MOAaHHSA OHOBJ/IEHOTO cepTudikarta
BiANoBigHOCTI EBponeiickbkilt hapmakonei Ne R1-
CEP 2013-238-Rev 00 (3atBepgkeHo: RO-CEP
2013-238-Rev 01)
145. | ®NIEKCENIT PO3YMH NSt iH'EKLNA, BPOC Ipeuis BPOC NTA, Ipeuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/0436/01/01
250 mr/mn; no 1 mn nTa 3MiHu | TURY - 3MiHK WoAao peyenmom

(250 wmr), abo no 2
mn (500 mr), abo no
4 mn (1000 mr) B
amnyniy
nnacTUKoBOMY
6nictepi; no 1
6nictepy B
KapTOHHI Kopo6Lli

6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 a60 3MiHM A0 y3arasibHeHUX faHuX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIAA/bHOI 3@ 3i/iCHEHHSA
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ YNOBHOB&XeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsgy
(BKNHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3miHn y
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
pO3MilLEeHHI MacTep-ghaiina cnuctemm
hapmakoHarnsgy) 3MiHa KOHTakTHOI ocobu
3a8BHVKa, BiANOBiAaIbHOI 3a thapmakoHarnsz, B
YkpaiHi.
[itoyva pegakuis: IBacbkoBa Anna BacuniBHa.
MponoHoBaHa pepgakuis: bagba OneHa
AHaTosiiBHa. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOT 0CO6U 3asBHMKa, BignoBigabHOI 3a
hapmakoHarnsg B YKpaii.
146. | ®NYOUUNHO NOPOLLIOK MPAT YkpaiHa TiaHpxmH TiaHsio Kutai BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: - - UA/12489/01/01
NOHY (cybeTaHuin) y "®ITOPA dapmacsioTikanc Ko., 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
ALETOHIA nonieTuneHoBmxX PM" nrg. HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
naketax gns (BNacHvka peecTpauiiHoOro NocBig4YeHHs) 3MiHa
BMPOGHMLTBA afpecy 3asBHUKa
HeCTepUIbHUX
niKapcbkux chopm
147. | ®OPIHEKC cnpeii HasaslbHUiA, AT YkpaiHa AT “dapmak”, YkpaiHa YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/14953/01/01
cycneHsis 50 "®papmak” (nakyBaHHs i3 dhopmu 3MmiHu | TNy - 3MiHKW 3 AKoCTi. FoTOBUIA peyenmom

MKr/go3y no 140 pos
y donakoHi 3
HacoCoM-403aTopoM
3 po3nuBayYemM
Ha3aNbHOro
npu3HayeHHs; no 1
h1akoHy y nauui

in bulk cbipmun-
BMPOGHMKa AnoTekc
IHK., KaHaga)

nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHUIA 3aci6. 3MiHa
napameTpiB cneungikauii Ta/abo gonycTuMmx
MeX NEepBVHHOT YNakoBKM rOTOBOTO NiKapCbKOro
3aco06y (iHwWi 3MiHK) 3MmiHKM ¥ n. 3.2.P.7. Cuctema
ynakoBka/ykynopka, a came, B cneuudikauii Ha
KpULLKY, 3a Noka3Hukom «ldentification» 3MiHeHO
KiNIbKICTb BUKOPUCTOBYBaHMX 3pas3kiB 3 3 Ha 1 Ta
YTOUHEHO, WO BMU3HAYAETLCA MiK TemMnepaTypm
NnnaBfeHHs Yy 3B’A3Ky 3 npuBefeHHsAM fo USP.
3MiHu | TUNY - 3MiHK 3 siKocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMMX
MEX NMePBVHHOI YNaKkoBKM FOTOBOrO NiKapCbKoro
3aco0y (BM/Ty4YEeHHA HE3HAYHOIO NOKa3HUKa
(Hanpuknag, 3acTapifioro NoKasHWKa)) 3mMiHM y n.
3.2.P.7. Cuctema ynakoBka/yKynopka, a came y
cneuumaqikaii Ha KpULLKY BUAAEHO NOKa3HUK
AQL (Acceptable Quality Levels) - 6inbLie He
BMMaraeTbCsl, OCKi/IbKM Lie He NepeBipka, sika
NPOBOAMNTLCA KOHTPOsIEM AKOCTI. 3MiHW | Tvny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
mMeToAax BUNPO6YBaHHSA rOTOBOTO /iKapCbKOro
3acoby (He3HauyHa 3MiHa y 3aTBepKeHnX
MeTo4ax BUNPOOYBaHHSA) - HE3HAYHI 3MiHN Y
mMeTogi BunpobysBaHHs /13 3a NokasHMKOM
«CynpoBigHi JOMILLKM», a came: A04AaTKOBO
3a3Ha4yeHo, Lo nepej BUKOPUCTAHHSAM KOXHWIA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

dhnakoH CTpyLyOTb BEPTUKaU/IbHO NpoTarom 10
cek (He MeHLue 20 CTpyLlyBaHb), f4oAaHO
npUMITKYy «Becb cknsiHHMIA nocy g, nicns
BUKOPVCTaHHS HEO6XiAHO NPOMUTY
PO3YMHHMKOM>»; NPU NPUrOTYBaHHI PyXoMoi hasu
Ta PO3YMHHUKA BUKOPVCTOBYIOTb BOAY OUMLLEHY
P (6yno Boga P). 3minu | Tvny - 3MiHK 3 SKOCTiI.
['oTOBWIA Nnikapcbkuii 3aci6. KOHTPOb roToBOro
niKkapcbKoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /liKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMXEHNX METOAAX
BUNPOGYBaHHSA) HE3HAYHI 3MiHW y MeTOopj
BMNpo6yBaHHsA /13 3a nokasHukom «KinbkicHe
BM3HAYEHHA MOMeTa30Hy (hypoaty B OAVHML
[osn» (metogom BEPX), a came: gogaHo
npuMITKy «Becb cknsiHHWIA nocyA nicns
BUKOPVCTaHHS Heo6XiAHO NpoMUTY
PO3YMHHMKOM>»; NPU NPUrOTYBaHHI
BMNPO60BYBAHOIO PO34MHY A0AATKOBO
3a3HayeHo, Lo nepes BUKOPUCTAHHAM KOXHUIA
h1aKkoH CTPYLLYIOTb BEPTUKa/IbHO NpoTsarom 10
cek (He MeHLue 20 CTpyLlyBaHb); AOAATKOBO
nprvBeAeHO AaHi, Wo BBOAATLCA A5 PO3paxyHKy
nporpamMHuM 3a6esneyeHHssM Empower. 3MiHn |
TMny - 3MiHK 3 SKOCTi. [O0TOBWIA NikapCbknii
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPOGYyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMXEHNX METOAaX BUNPOGYBaHHS)
He3HauHi 3MiHV Yy meTogi BunpobysaHHsA /13 3a
NOKa3HUKOM «KinbkiCHe BU3HAYEHHS.
MomeTasoHy ypoat» (MeTogom BEPX) a came:
[10[aTKOBO 3a3Ha4yeHo, Lo nepes
BUKOPWUCTAHHAM KOXHUIA (D1akoH CTPYLLYIOTh
BepTUKasibHO NPoTArom 10 cek (He meHwwe 20
CTpyLUYyBaHb), i3 06/1a4HaHHA [OAaHO aHaTITUYHI
Baru Ta Taimep, LLOAO peareHTiB JOAaHO BOAY
OuNLLEHY; [0f4aHO NPUMITKY «Becb CKNsHHWIA
nocyg, nicns BUKOPUCTaHHA HEO6XiAHO NMPOMUTYN
PO3YNHHVKOM»; [OJAHO NPUTOTYBaHHSA
«O6'egHaHOro 3pasky», 3MmiHeHa eeKTUBHICTb
XpomaTorpadiyHoi KO/IOHKM 3 He MeHLue «2000»
Ha «4000» TeopeTUYHKX Tapinok; 4OAATKOBO
nprvBeAeHO AaHi, Wo BBOAATLCA A5 PO3paxyHKy
nporpamMHuM 3a6esneyeHHssM Empower. 3MiHn |
TMny - 3MiHK 3 SKOCTi. [O0TOBWIA NikapCbknii
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeToax BUNPOGYyBaHHS TOTOBOIO
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX METOaxX BUNPOOYBaHHS)

He3HauHi 3MiHV B MeTofi BUNpobyBaHHA 13 3a
nokasHukom «laeHtudikauis» (2.2. meTogom
TOHKOLLIAPOBOi Xpomarorpadii): gogaHo
npUMITKy «Becb cknsiHHWIA nocy g, nicns
BUKOPVCTaHHS HEO6XiAHO NPOMUTY
PO3YMHHUKOM>; ANt OTPUMAHHS GiNbLL
OZHOPIZHOro CTaHy 3pasky AN BUNpobyBaHHSA
[04aTKOBO 3a3HayeHo, Lo nepes
BMKOPWUCTAHHAM KOXHUIA (p1akoH CTPYLLYIOTb
BepTUKasibHO NpoTarom 10 cek (He meHwe 20
CTpyLyBaHb). 3MiHM | TURy - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KoHTponb
[OMNOMDKHUX peYoBMH. 3MiHa napameTpis
cneumdikauin Ta/abo AONyCTUMMX MEX 415
[0MNOMDKHOT PeYOBUHU (BUTYYEHHS 3i
cneumgikaLii He3Ha4YHOro NokasHmKa
(Hanpukiag 3acTapifnioro NoKasHKKa)) BUyYEHHS
BUNPOBYBaHHSA «Baxki meTanu» 3i cneuudikauii
[ONA HACTYMHUX AONOMDKHUX PEYOBUH: IMMOHHA
KMcnoTa, rniLepyiH, MikpoKpucTastivyHa
uentonosa, nonicopbar-80, HATpItO LUMTpaT, BoAa
ouuLleHa, BignosigHo o sumor ICH Q3D.
3miHu | Tvny - 3miHK 3 AkocTi. A®l. KoHTponb
A®l. 3miHa y meTofax BUNpobyBaHHs AD| abo
BVXifHOro Marepiany/npoMixXHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHuLUTBa APl (HE3HAUHI 3MIHN Y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS)
B MeTOoAWLi BU3HaYeHHA AP| 3a NoKa3HNKOM
«CynpoBigHi AOMILLKW» fofaHa NPUMITKa, Lo
npu NPUroTyBaHHi BUNPO60BYBaHNX PO3UYMHIB Ta
PO34YMHIB MOPIBHAHHA MNOTPiIGHE MUTTS BCbOro
nocygy 3 aueToHom nicnsa BukopuctaHHs (Note:
All glassware to be rinsed with Acetone after
use). 3MiHu | Tuny - 3MiHK 3 akocTi. AdL.
KoHTponb A®I. 3miHa y MeTogax BUNPOOyBaHHS
A®| abo BMXigHOrO Matepiany/npoMixKHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHULUTBa APl (HE3HAUHI 3MIHK Y
3aTBEPLKEHNX MeToAax BUNPoByBaHHS) 3MiHW B
meTogi BUnpobysaHHA AD| 3a NOKa3HUKOM
«Po3mip yactok» (Laser diffraction method)wio
06yMOB/IEHE BUKOPUCTAHHAM iHLIOrO
ob6nagHaHHs, BiANOBIAHO, MeToamKa
yHihikoBaHa nig HoBe 061afHaHHA. 3MiH

BCTAHOBJIEHUX KPUTEPIN NPUAHATHOCTI y
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

cneuudikayii He Bigbynocs. 3miHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTposnb A®I. 3miHa y
mMeTofax BunpobysaHHs A®| abo BUXiAHOrO
matepiany/npomikKHOro NPoAyKTy/peareHTy, LWwo
BVKOPWCTOBYETbLCS Y NPOLLECi BUPOGHMLTBA ADI
(He3HayHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOOYBaHHA) B METOAMLI BU3Ha4YeHHs Ad| 3a
nokasHukamu «KinbkicHe BU3HaUEHHSA» fofaHa
NpUMITKa, L0 NPU NPUroTyBaHHi
BMNPOGOBYBaHMX PO3YMHIB Ta PO3UMHIB
NOPIBHAHHA NOTPIGHE MUTTHA BCbOro nocyay 3
aueToHoM nicnsa sBukopuctaHHs (Note: All
glassware to be rinsed with Acetone after use).
3MiHu | TUNYy - 3MiHK 3 AKkocTi. A®l. KOHTpob
A®I. 3miHa y meTogax BunpobysaHHs APl abo
BVXiHOrO Matepiany/npoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci Bupo6HuLTBa APl (HE3HaUHI 3MiHN Y
3aTBepKeHNX MeTodax BUNPobyBaHHs) B
MeToauLi BU3HaYeHHss APl 3a NOKa3HUKOM
«lgeHTudpikalis» gogaHa NpUMITKa, Lo npu
NpuUroTyBaHHi BUNPO60BYBaHNX PO34YMHIB Ta
PO34MHIB NOPIBHSAHHA MNOTPiIGHE MUTTSA BCbOro
nocyay 3 aueToHoM nicnsa BukopuctaHHsa (Note:
All glassware to be rinsed with Acetone after
use). 3MiHu | Tuny - 3miHK 3 AKocTi. API.
KoHTposnb A®I. 3miHa y meTogax BUNpobyBaHHs
A®| abo BMXigHOrO MaTepiany/npoMiXXHOTo
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci Bupo6HuLTBa APl (HE3HaUHI 3MiHN Y
3aTBepKeHNX MeTodax BUNPobyBaHHs) B
MeToauLi BU3HaYeHHs1 APl 3a NOKa3HUKOM
«Bu3HaueHHs NipugnHy» goaaHa npuMmiTka, Lo
npu NPUroTyBaHHi BUNPO60BYBAHNX PO34YMHIB Ta
PO34YMHIB NOPIBHSAHHA MNOTPiIOHE MUTTSA BCbOro
nocyay 3 aueToHoM nicns BukopuctaHHsa (Note:
All glassware to be rinsed with Acetone after
use). 3MiHu | Tuny - 3miHK 3 AKocTi. API.
KoHTposnb A®I. 3miHa y meTogax BUNpobyBaHHs
A®| abo BMXigHOrO MaTepiany/npoMiXHOTo
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuLTBa APl (He3HauHi 3MiHN y
3aTBepKEHNX MeTodax BUNpPobyBaHHs) B
MeToauLi BU3HaYeHHs1 APl 3a NOKa3HUKOM
«BusnauveHHa N,N-gumeTtnndopmamigy»
JojaHa NpuMITKa, WO Npy NPUroTyBaHHi
BMNPO6OBYBAHKX PO3YMHIB Ta PO3UMHIB
NOPiBHAHHA NOTPiIGHE MUTTSA BCbOro Nocyay 3
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
aueToHom nicns BukopuctaHHsam (Note: All
glassware to be rinsed with Acetone after use).

MeX NepBVHHOT YMakoBKM rOTOBOTO NikapCbKOro
3acoby (iHwWi 3mMiHK) 3MiHK y . 3.2.P.7.Cuctema
ynakoBka/ykynopka, a came, B cneuudikauii Ha

cepefHE 3HaYeHHs Ta fgianasoH» Yy 3B'A3KY i3

3MiHu | TURY - 3MiHN 3 aKkocTi. A®Il. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
OOoNyCTUMUX MeX, BU3HaYeHUX Yy cneumdikauisx
Ha A®I, abo BUXiZHWIA/NPOMIXKHUI
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci BUpo6HuUTBa A®I (BUNYyYEHHS
HEe3Ha4YHOro NokasHuKa SKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro NokasHuka)) BUMyYEHHS
3i cneundikauii Ha A®l momeTasoHy chypoar
BMNPOGYBaHHA Ha «Baxki meTann». 3MiHu | Tuny
- 3MiHu 3 sKoCTi. [O0TOBWIA Nikapcbkuii 3aci6.
KOHTpOs1b roTOBOro NikapcbKkoro 3acoby. 3miHa y
MeTofax BUNPO6YyBaHHS rOTOBOIO J1iKapCbKOro
3aco0y (He3HayHa 3MiHa Y 3aTBEpPAKEHNX
MeToAax BUNPOOYyBaHHA) HE3HAUHI 3MiHW Y
meTogi BunpobyBaHHs /13 3a NOKasHWKOM
«Po3Mmip yacTok»: JOAATKOBO 3a3Ha4eHo, L0
nepes, BUKOPUCTaHHAM KOXHUIA dh1akoH
CTPYLUYIOTb BEPTUKaIbHO npoTsarom 10 cek (He
MeHLwe 20 CTpyLlyBaHb), NPUBEAEHO MifgpaxyHoK
po3noAiny 4acTok 3a pO3MipoM.
3MiHn | TURY - 3MiHn 3 axkocTi. A®Il. KoHTponb
A®|. 3miHa y meTogax BunpobyBaHHs Ad| abo
BUXiAHOrO MaTepiany/npoMmixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa APl (He3HauHi 3MiHN y
3aTBEPAKEHNX METOAAX BUNPOBYBaHHS)
B MeTOAWLi BU3HaYeHHA APl 3a NOKa3HUKOM
«XpomaTtorpacpiyHa YCToTa» fofaHa NpUMITKa,
LLLO NPpY NPUrOTYBaHHI BUNPOOOBYBaHNX PO3UYUHIB
Ta PO34MHIB NOPIBHAHHS NOTPIGHE MUTTS BCbOTO
nocygy 3 aueToHom nicnsa sukopuctaHHs (Note:
All glassware to be rinsed with Acetone after
use). 3MiHun | TMny - 3MiHK 3 AKocTi. FoToBwMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHUiA 3aci6. 3MiHa
napameTpiB creuudikauii Ta/abo AonycTUMmx

Hacoc-fo3aTop y po3gini «ldentification»
BUa/IeHO TBEPKEHHSA «i 3BiTyBaTV NPO

BUMPABMEHHAM afMiHICTPATUBHOI MOMUIIKU.

3MiHn | TUnNy - 3MiHK 3 siKocTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

KOHTelHep/3aKynoptoBasibHWiA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMMX
MeX NePBUHHOI YNakoBKN rOTOBOrO NiKapCbKOro
3aco06y (iHwi 3mMiHK) 3MiHKM y . 3.2.P.7.Cuctema
ynakoBka/ykynopka, a came, B crneuudikavii Ha

thnakoH, B po3gini «ldentification» 3MiHeHO
KINIbKICTb BUKOPUCTOBYBaHMX 3paskiB 3 3 Ha 1 Ta
YTOUHEHO, LU0 BU3HAYAETLCA Nik Temneparypu
naaBfIeHHsA Y 3B'A3KY 3 NpuBefeHHAM Ao USP.

3miHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA

nikapcbkuii 3aci6. KOHTposb roToBoro

niKkapcbKoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /liKapCbKoro 3acoby

(He3Ha4Ha 3MiHa y 3aTBEPMXEHNX METOAAX

BMNPOOYBaHHSA) HE3HAYHI 3MiHW y MeToAax
BMNpo6yBaHHsA /13 3a nokasHukom «KinbkicHe

BU3HAUYeHHs. BeH3askoHilo xnopua» (MeTon

BEPX), a came: f,0AaTKOBO 3a3Ha4eHo, Lo

nepes, BUKOPUCTaHHAM KOXHUIA dh1akoH
CTpYyLWYIOTb BepTuKanbHO npoTarom 10 cek (He

MeHLue 20 cTpyLlyBaHb), A04aHO NPUMITKY

«Becb CKIAHHUIA MOCYA, MICNS BUKOPUCTaHHSA

HEeOo6XifHO MPOMUTU PO3YNHHUKOM; AOAAHO
npurotyBaHHA «O6'eAHAHOrO 3pasky», 3MiHW y

po3paxyHkax. 3miHu | Tuny - 3MiHM 3 SKOCTi.

[oTOBMIA Nikapcbkuii 3aci6. KoHTposb
[OMOMDKHUX PEYOBWH (iHLUI 3MiHW) 3MiHW B
cneumdikauii OMOMDKHOI pe4YOoBUHN
MiKpOKp/CTaniuHa Lenonosa, a came AoAaHo
NoKa3HNK «PO34YMHHICTb», 3MIHEHO MOCUNAHHSA
Ha MeTo/, 3a nokasHvkamn «BTparta B Maci npu

BUCYLLYBaHHi», «P0o3Mip 4acTok», «KinbkicHe
BM3HAYEHHSA KapOOKCUMETUNLIENIONI03M», 3MiHA
Ha3BW NoKa3HVKa «3a/NLWOK MPW CNasltoBaHHI».

3MiHn | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTpob AOMOMiIXHUX
peyoBuH (iHLWi 3MiHM) 3MiHW B cnieumdikawi
[0MOMKHOT peyoBuHU nonicop6ar-80, a came
[0[aHO NOKa3HUK «PO3UMHHICTb»,
aKTyasi3oBaHO NoCUIaHHA Ha TecT
«lgeHTudpikauisi». 3mMiHn | Ty - 3MiHK 3 SKOCTI.
[0TOBWIA Nikapcbkuii 3aci6. KOHTposb
[OMOMDKHWX PEYOBWH (iHLUI 3MiHW) 3MiHW B
cneumaikalii 4ONOMDKHOT peHOBUHW HATPIO
uuTpar, a came A04aHO NOKa3HUK «KUCOTHICTb
ab0 NYXHICTb», 3MIHEHO NOCWNAHHS HA METOL,
3a nokasHukamu «laeHTudikauis», «Boga»,
«Mp0o30pICTb PO3UMHY», «Xnopuam». 3MiHu |
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
TMny - 3MiHK 3 SKOCTi. [O0TOBWIA NikapCbknii
3aci6. KOHTpO/1b AONOMDKHMX peqoBUH (iHLUi
3MiHW)
3MiHM B cneuudikaii 4ONOMiXXHOI pe4yoBUHM
BOJa OuMLLeHa, a came YTOYHEHO BUMOTH 3a
nokasHukoM «MikpobionoriyHa YicToTa».
148. | ®OPKCIFTA TabneTku, BKpUTI AcTpa3eH LLisewjs MepBuHHE Ta Benuka BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a - UA/13302/01/01
NNiBKOBOIO eka Ab BTOPVHHE NakKyBaHHs BputaHis/ 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
060/10HKOI0, N0 5 ™r; Ta Bunyck cepii LWsewis/ HalilMeHyBaHHs Ta/abo agpecu micus
no 10 TabneTok y AcTpa3eHeka HOK CLIA NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
6nictepi; no 3 NimiTen, Benuka roTOBOro NikapcbKoro 3acoby, BKIYaun
6nictepn y BpuTtaHis AiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHS
KapTOHHI Kopo6Lyi BunpobyBaHHs KOHTPOJI0 SIKOCTI. (ZiANbHICTb, 3a Ky BignoBifae
niKapcbKoro 3acoby: BMPOOGHUK/IMNOPTEp, HE BK/IKOYAOUYN BUMYCK
AcTtpa3eHeka Ab, cepiii) AgMiHICTpaT1BHa 3MiHa NOLUTOBOrO
LLBewjs; iHaekcy 6e3 3MiHM haKTUYHOTo
Bupo6bHuk MiCLLe3HaxX0KeHHS BUPO6HYKIB 13
Hepo3acoBaHoro BiANOBIA&bHNX 3@ BUNPOGYBaHHS NiKapCbKoro
NPOAYKTY: 3aco0y, Yy 3B'A3Ky 3acTocyBaHHA EMA npasuna
AcTpa3eHeka BanigaLii faHux, ke nepefdavac BUKOPUCTaHHA
®apmacbroTukasc Jrl, reorpaguiyHoro NOLITOBOrO iHAEKCY. Takox
CLA KOpPEKTOpPCbka 3MiHa HanMcaHHs BUPOBHNUNX
dhyHKLi1 BUpo6HUMKiB y PN Ta MKA /13, y 3B'A3Ky
3 MPVBEAEHHAM [0 OpPUTiHA/IbLHUX MaTepianis
KoMmMaHii, pyHKUiT BMpOBHYKIB 3anMwatoTbesa 6e3
3MiH. 3MiHu | TUNY - AMIHICTPaTUBHI 3MiHW.
BunyueHHs BUPO6HUYOI AinbHMLI (BKNOYAOUN
AinbHuUi ana A®l, npomikHOro NpoaykTy abo
roTOBOrO NikapcbKoro 3acoby, AiNbHULI AN
NpoBefEeHHs NaKyBaHHS, BUPOGHYKa,
BiANOBIAa/IbHOrO 3a BUMNYCK Cepiii, MicLe
NpoBeeHHS KOHTPO cepii) abo
nocTavasibHVKa BUXIGHOTO martepiasny, peareHty
ab0 [ONOMIXKHOI PeYOBUHM (SKLO 3a3HA4YEHO y
[ocbe) AMIHICTpaTMBHA 3MiHa BUTyYEHHS
BMpo6Huka "in bulk" Bpicton-Maiiepc CkBi66
MaHydakTypiHr Komnani, CLUA. 3anumwaeTtbes
anbTePHATUBHUIA BUPOOHUK BUKOHYHOUWIA
hyHKLiO 5K | BUNyYeHunii AstraZeneca
Pharmaceuticals LP, USA.
149. | ®POPKCIFTA TabneTku, BKpUTI AcTpa3eH LLiBeuis MepBuHHE Ta Benvka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/13302/01/02
nAiBKOBOO eka Ab BTOPVHHE NakKyBaHHsA BpuTtaHis/ 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
o060n0Hkoto, no 10 Ta BUNYCK cepii Lseuisi/ HalimeHyBaHHs Ta/abo agpecu micua
mr; no 10 TabneTok AcTtpa3eHeka HOK CWA NPOBaKEHHS AiSNIbHOCTI BUPOBGHUKa/imnopTepa

y 6nicTepi; no 3
6nictepn y
KapTOHHI Kopo6Lli

NimiTen, Benuka
BpuTaHis
BunpobyBaHHs
nikapcbKoro 3acoby:

roTOBOro MiKapCbKOro 3acoby, BKYaun
OiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHS
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae

BMPOBHUK/IMNOPTEP, HEe BKIKYaK4M BUMYCK
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Homep
peecmpayitiHo2o
nocsio4eHHs1

AcTtpa3eHeka Ab,
Lseuis;
Brpo6HuK
Hepo3acosBaHoro
NPOAYKTY:
AcTpa3eHeka
dapmacbsroTukasnc frl,
CLA

cepiii) AgMiHICTpaT1BHa 3MiHa NOLUTOBOrO
iHoekcy 6e3 3MiHU thakTUYHOro
MiCLie3HaXOMKEHHS BUPOOHMKIB /13
BiANOBIAANIbHNX 3@ BUNPOGYBaHHS /likapCbkoro
3acoby, Yy 3B'A3Ky 3acTocyBaHHs EMA npasuna
Banigavii gaHunx, ke nepegdadyae BUKOPUCTaHHSA
reorpadi4yHoOro NOLITOBOrO iHAEKCY. Takox
KOpEeKTOpCbka 3MiHa HanMcaHHs BUPOBHNYMNX
dhyHKUili BUpo6HUKiB y PM Ta MKA N13, y 3B'A3Ky
3 MPVBEAEHHAM [0 OpUTiHA/IbHUX MaTepianis
KOMnaHii, oyHKUiT BUPOGHWMKIB 3anuwatoTbes 6e3
3MiH. 3MiHM | TUMY - AGMIHICTPATUBHI 3MiHW.
BunyuyeHHs BUPO6HUYOI AinbHML (BKIOYAKUN
ginbHuui ansa A®l, npoMixHOro NpoaykTy abo
roTOBOrO JliKapCbKoro 3acoby, AinbHUL A1
NpoBefieHHA NaKyBaHHs, BUPOOHUKa,
BiZANOBIAa/IbHOrO 3a BUNYCK Cepiit, MicLe
NpoBeAEeHHS KOHTPOO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasly, peareHTy
a60 [JONOMIKHOI PeHOBMHM (SKLLO 3a3HAYeHO Y
[OCbE) ALMIHICTpaTMBHA 3MiHa BUTYYEHHS
BMpo6HuKa "in bulk" Bpicton-Maiiepc CkBi66
MaHydakTypiHr Komnani, CLUA. 3anuvwaeTtbesa
anbTepPHATUBHUIA BUPOGHUK BUKOHYHOUWIA
dhyHKLO 5K | BUNyYeHuii AstraZeneca
Pharmaceuticals LP, USA.

150.

XOHAPOITU
H® IH’EKLIT

PO34nH NS iH EKLA,
200 mr/2 mn; no 2
M/ B amnynax; rno
10 amnyn B navu;
no 2 Mn B amnynax;
no 5 amnyn B
6nicTepi; no 2
6nicTepu y nauui 3
KapTOHY

MPAT
"OITOPA
PM"

Ykpaina

MpAT "Nlekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsy.
3MiHa y KOpOTKiil xapakTepucTuLj NikapCbkoro
3ac06y, TEKCTIi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviliinii nepiog, abo Sk pesynbtat
OLLiHKVM 3BIiTYy 3 AOC/iMKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiatpuuHNX AOCNIAXKEHb
(PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHVNM OPraHom)
3MiHM BHECEHO A0 IHCTPYKUiT Ans MeguyHoro
3aCTOCyBaHHS NikapCbKoro 3acoby A0 po3ainy
"3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaar” BignosigHo Ao
pekomeHgauin PRAC. 3asaBHNKOM HafiaHo
OHOBJ/IEHUIA MnaH ynpaBniHHA pr3ukammn Bepcis
1.2. 3MiHM BHECEHO A0 YacTuH: | «3aranbHa
iHchopmauis», Il «Cneundikauis 3 6e3nekn»

3a
peyerimom

He
nionsieae

UA/15621/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
(mopyni CVII «lgeHTudbikoBaHi Ta NoTeHUiliHI
pu3ukn»,CVIIl «Pe3tome npobnem 6e3nekns»), V
«3axoam 3 MiHimi3auii pusukie», VI «Pestome
nnaHy ynpasniHHA pusnkammus, VIl «JogaTtkus» y
3B'A3KY 3 BUTYYEHHAM nNpo6iiemu 3 6e3neku, Lo
6yna knacudikosaHa 5K BiACyTHS iHchopmav,is
Ha niacTaBi OHOBMEHHS iHhopMaLiii 3 6e3neku
LLI0Z0 3aCTOCyBaHHA nNpenapary nig, vac
BariTHOCTi B MPOEKTI iHCTPYKL,ii 415 MegnyHOro
3acTocyBaHHs Ha nigcTasi pekomeHgauii PRAC.
Pestome MnaHy ynpaBniHHA pu3vkamy Bepcis
1.2 noaaerbcs.
151. | XOHAPOITU NOPOLLIOK MPAT YkpaiHa Bioibepika C.A.Y. Icnanis BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: - - UA/15094/01/01
H CYNIb®AT (cybeTaHuin) y "®ITOPA 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HATPIIO noABifHMX nakeTax 3 PM" HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa
nonietTuneHy ans (BNacHvka peecTpauiiHoro NocBig4YeHHs) 3MiHa
thapmaLeBTUYHOTO afpecy 3asBHUKa
BUKOPUCTaHHSI
152. | XOHAPOITU NOpPOLLOK MPAT Ykpaina BIOIBEPIKA C.AY. IcnaHis BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis: - - UA/16799/01/01
H CYNIb®AT (cybeTaHuin) y "®ITOPA 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HATPIKO BPX | naketax noggiiHux PM" HaliMeHyBaHHs Ta/abo agpecu 3asiBHMKa
Aana nonieTuNeHoBmX (BNacHvka peecTpauiiHoro NocBig4eHHs) 3MiHa
OPANNIbHUX ona aZipecu 3asiBHuMKa
POPM dhapmaLeBTUYHOrO
BUKOPUCTaHHS
153. | APUHA® TabneTku, BKpUTI Baiiep Al HimeuunH nepBuHHa Ta Himeuunna BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 3a He UA/11479/01/01
060/10HKO10; Mo 21 a BTOPVHHA yNakoBKa, 3MiHn | TMny - 3MiHK 3 SIKOCTi. [OTOBMIA peyenmom | niossizae
Tabnetyi y 6nictepi [03BIi/NT Ha BUMYCK nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Yy
3 KasleHaapHolo cepii: TepMiHax npuaatHocTi abo ymoBax 36epiraHHs
wkasoto; no 1 Baiiep All, HimeuunHa roTOBOrO /iKapCcbKoro 3acoby (3miHa B ymoBax
6nictepy y BMPOGHMLITBO 36epiraHHs roTOBOro NikapcbKoro 3acoby abo
naneposomy Hepo3sacoBaHoi nicns po3yYMHEHHA/BIAHOBEHHS) 3MiHa B yMOBax
MilLIeYKY B KAPTOHHIl NPOAYKLUT: 36epiraHHs roTOBOTO JikapCbKOro 3acoby, a

nauuj

Baliep Baiimap 'mM6X i
Ko. KI', HimeuunHa

came: 3mMiHa TemnepaTypu 36epiraHHs /13
(3aTBEpMAXEHO: 36epiraTn Npu Temneparypi He
Buwe 25°C y HeOCTynHOMY A5 AiTei micLy;
3anporoHoBaHo: 36epirati Npyu TemnepaTypi He
BuLe 30°C y HefloCTyNHOMY Ans AiTelt mic).
BBegeHHs 3MiH NpoTarom 3 MicsuiB nicnas
3aTBEpPKEHHSA. 3MiHU | TUny - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKiil XxapakTepucTuLi Nnikapcbkoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHO OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbtat
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs

OLLiHKVM 3BiTYy 3 AOC/ifKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiatpudHNX AOCNiOXeHb
(PIP) (iHWi 3MiHN)
3MiHM BHECEHO A0 IHCTPYKLii 415 MeanyHoro
3acToCyBaHHA NiKapcbKoro 3acoby [0 po3ainis
"MpoTunoka3aHHa", B3aemogia 3 iHWyMm
nikapcbkUMn 3acobamu Ta iHWi BUuam
B3aemogiin”, "OcobmBoCTi 3acTocyBaHHS"
CTOCOBHO 3aCTOCYBaHHS MikapCbKOro 3acoby
CYMICHO 3 npenaparamu, o MiCTATb
rnekanpe.ip/niGpeHTacsip BigNoBigHO
OHOBJIEHOI iHhopMaLii 3 6e3neku Aitoyoi
PeyoBMHN eTUHINecTpaaion, Ta BHECEHO
YTOYHEHHS [0 po3Ainy "OCHOBHI (Di3VKO-XiMiYHi
BMaCTUBOCTI". A TakoX 3MiHa y crneundikauii 13
3a NOKa3HUKOM «Onuc» (3aTBepAXKeHO:
TabneTku, BKPUTi 060/TIOHKOK, CBIT/I0-)XOBTOrO
KOMIbOpY, OKPYrA0i Ta A4BOONyK1oi doopmu, 3
OfIHOTO 6OKY TUCHEHHS «DO» Y LIECTUKYTHHUKY;
3anpornoHOBaHO: TabneTku, BKPUTI 060/TI0HKOHO,
CBIT/1I0-)XOBTOr0 KO/bOPY, OKPYrioi Ta
[ABOOMyK10i hopMu, 3 OAHOr0 H6OKY NMo3HaYeHi
«DO» y WeCTUKYTHUKY). BBeeHHS 3MiH
npoTArom 3 micsALiB NicNsA 3aTBEPAKEHHSA. 3MiHN
| TNy - 3MiHW Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHoro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neKkn NikapCcbKoro
3acoby, abo gocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKVM 3BiTYy 3 AOC/iMKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiatpudHNX AOCNiOXEHb
(PIP) (3MiHy y3rofXeHo 3 KOMMNEeTEHTHUM
YNOBHOB&XEHUM OpraHom) 3MiHV BHECEHO [0
IHCTPYKLUIT 418 MEeANYHOr0 3aCTOCYBaHHSA
nNikapcbkoro 3acoby A0 po3ainis
"MpoTunoka3aHHsa", Bsaemogis 3 iHWyMu
nikapcbkumm 3acobamu Ta iHLWi BUAK
B3aemogiin", "OcobnnBoCTi 3acTocyBaHHA"
CTOCOBHO 3aCTOCYBaHHS NikapCbKOro 3acoby
CYMICHO 3 NnpenapaTamu, Lo MiCTATb
cocbocbysip/Bennaracsip/Bokcunanpesip
BiANOBIAHO OHOB/EHOT iHhOpMaLii 3 6e3nekn
Lit040i pevyoBUHY eTUHINecTpasion.
BBefieHHs1 3MiH NpoTArom 3 micsuis nicns
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n | nikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs
3aTBEPKEHHSA
*y pasi BHeCeHHs1 3MiH 0 iIHCmPpPyKUii Nnpo meduyHe 3acmocyBsaHHs
HauvanbHuK
dapMaiLeBTUYHOT0 yIIPaB/IiHHA Tapac JISCKOBCBKHUN
Aopartok 4
[0 Hakaly MiHicTepcTBa OXOpPOHU
3popoB’As  YkpaiHu «[po  pepxaBHY
peecTpauito (nepepeecTpadito)
NiKapcbKnx 3aco6iB (MepnuHUX
iMyHOGionoriyHnx npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiiHux
MaTepianie»
Bix 21 yepeHs 2023 poky Ne 1134
ITEPEJIIK

JIIKAPCBKIX 3ACORIB, AKM BIJIMOBJIEHO B JIEP)KABHIN PEECTPAIIIL, IIEPEPEECTPAIIIL TA
BHECEHHI 3MIH /IO PEECTPAIIMHUX MATEPIAJIIB

MY dh/1aKoHi-
KpanenbHuyj; no 1
(p/1aKOHY B KapTOHHii
Kopoo6Li

20 Big 08.06.2023

Ne Ha3ssa dopma sunycky 3asasHuUK KpaiHa Bupo6HuK KpaiHa lMiocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
1. F'YHA - MATPIKC | kpanni opanbHi, no 30 lN'yHa C.n.a. ITania l'yHa C.n.a. ITanis 3acifaHHa HTP Ne BiaMOBUTY y 3aTBepAKEHHI - BUNPAaB/IEHHA TEXHIYHOI NOMWUAKK. 3rigHO 3

HagaHow  3asiBHMKOM  [JOKyMeHTaLjieto
peectpauiliHoro  fgocbe (Mpoueaypa: [lepepeecTpauis  3aTBepmXeHO
Hakazom MO3 Big 27.07.2018 Ne 1401) 3anponoHOBaHi 3asBHUKOM
BMMPaB/IEHHS B TEKCTi IHCTPYKLii A9 MeAUYHOr0 3aCTOCYBaHHS JliKapcbKoro
3acoby B posgini "Cwkiag" (BOMOMiXHI  peyoBMHM) He BigMoBifalTb
nonepegHb0  3aTBEPKEHUM [AOKYMEHTaM Ta (hakTUYHO He MOXYTb
posrnsgatmcs AK TexHiuHa nomuska.
BunpaBneHHss TEeXHIYHOI MOMWMKM He MOxe OyTu pekoMeHAoBaHe [0
3aTBEPMKEHHS, OCKI/IbKM 3a3HayeHe BUMPaB/IeHHs He Bignosigae n.2.4.
po3gainy VI Hakasy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y pefgakuii Hakasy
MO3 Ykpainu Big 23.07.2015 p Ne 460)

Ta apxiBHAMM Mmartepianamu
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HauvanbHuK
dapMaineBTUYHOTr0 yIIPaB/JIiHHA Tapac JISCKOBCBKUN
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