MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

03 >koBTHA 2025 pOKy Ne 1516

IIpo aep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyH0Oio/T0riYHMX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiasiB

BiamosigHo o ctaTTi 9 3akoHy YKpainu «I1po mikapceKi 3aco0m», MyHKTIB 3,
26, 30, 49 Tlopsgky aepskaBHOI peecTpallii (TepepeecTpaiiii) JikapcbKUx 3acobiB,
3aTBep/yKeHOoro roctaHoBoto Kabinety MinicTpiB Ykpainu Biz 26 TpaBHs 2005 poky
Ne 376 (B pepakiii mocraHoBu KabiHety MiHicTpiB Ykpainu Big 26 kBitHsa 2024
poky Ne 529), ab3aily ABaflUsaTh I’ATOr0 MiANYyHKTY 12 myHKTY 4 [Tosio>keHHS TIpo
MiHicTepcTBO OXOpOHM 3/]0POB’sl YKpaiHU, 3aTBep/KeHOoro moctaHoBorw KabiHety
Minictpie Ykpainu Bix 25 6Gepe3ns 2015 poky Ne 267 (B pefakiii mocTaHOBU
Kabinery MinictpiB Ykpainu Big 24 ciuas 2020 poky Ne 90), Ha migctaBi
pe3y/bTaTiB eKCIIePTU3M PeecTpalliiHUuX MaTrepiaiiB TiKapchKUX 3aco0iB (MeauUHMX
iMyHoOionoriuHMX  TpemapartiB), 1[0 TMOJaHi Ha Jep)XaBHy peEeCTparlifo
(mepepeecTpallirt0) Ta BHECEHHS 3MiH [0 peeCcTpaLiiHUX MaTepiajiB, TPOBeJeHUX
Jlep)KaBHUM  MiANPUEMCTBOM  «/lep>kaBHMM e€KCIepTHUM LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB II0Z0 eheKTHMBHOCTi, Oe3rmeuyHoCTi Ta
AKOCTi, I[OA0 eKCIepPTHOI OL{IHKY CITiBBiJHOIIEHHS KOPUCTL/PU3UK JIIKAPCHKOTO
3acoby, IO TIPOTIOHYEThCS A0 Jep)KaBHOI peectparlifii (mepepeectpariii), 1070
BHECEeHHsI 3MiH [I0 peecTpal[ifHuX MaTepia/liB Ta peKoMeH/allil JTiKapCbKOro 3aco0y
[0 Jlep>kaBHOI peectpailii (repepeectpaiiii) abo BHeCceHHS 3MiH [0 peeCTparjiiHuX
MarepiasiB, 11]0 HaZiMIUKM 10 MiHicTepcTBa OXOPOHH 3710POB’Sl YKpaiHU JTMCTOM Bif
25 BepecHs 2025 poky Ne 2585/5.2-25,

HAKA3Y1O:

1. 3apeecTpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOiosOTiuHI TIperapaTu) Ta
BHECTHU ZI0 Jlep>kaBHOT'O PeeCTpy JIiKapcbKuX 3aco0iB 3rigHo 3 JogaTkoM 1.

2. ITepepeecTpyBatu JiKapchki 3acobu (MefiuHi iMyHObiosOTiuHi TIperapaTy)
Ta BHECTH 710 [lep>KaBHOT'0 peeCTpy JiKapChKUX 3ac0o0iB 3TiIHO 3 ZI0/JaTKOM 2.
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3. BHecTu 3miHU [0 peecTpaljifHUX MaTepiaiB Ha JiKapchKi 3acobm (MeanuHi
iMyHobiosoriuni mpemnapat) Ta /lep>kaBHOTO peecTpy JiKapChbKUX 3ac00iB 3TigHO 3
JI01IaTKOM 3.

4. BigMoBUTH y [ep)kaBHili peecTpallii/mepepeecTpaliii TiKapchbKUX 3aco0iB
(MeguuHMX iMyHOOiO/IOTIYHMX TMperapariB) Ta BHeCEHHi 3MiH [0 peecTpaLiiHuX
MarepiamiB Ta /lep>kaBHOTO PeeCTpPY JiiKapCbKHX 3ac0biB 3rifiHO 3 J0AaTKOM 4.

5. ®apmatieBTuHoMy yripaBiiHHIO (OsekcaHgpy ['pilieHKy) 3abe3mneunT
OTIPU/TFOJJHEHHST 1[bOT0 Haka3dy Ha odilifiHoMy BeOcaiiTi MiHicTepcTBa 0XOpOHU

30pOB’d YKpaiHu.

6. KOHTpOJIb 32 BUKOHAaHHAM 1[bOI'0 HaKa3y IOK/IaCTH Ha 3acTyInHuka MiHicTpa
Enema AsamaHoBa.

MiHuicTp BikTop JISAIIIKO



Aopartok 1

[o Hakasy MiHicTepcTBa OXOpPOHU
300poB’Aa YKpaiHu «po aepxaBHY
peecTpauito (nepepeecTpadito)
niKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHux npenapariB) Ta
BHECEHHA 3MiH A0 peecTpauiiiHux
marepianiB»

Bif, 03 x0BTHA 2025 poKy Ne 1516

IIEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCATBHCA 4O JEPKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB

Ne

Hasga sikapcbko20

®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka ¢hopma, 3as8HU BUPOGH Bionycky HHS peecmpayjiliHo
ynakoska) Ka uka 20
nocgio4eHHs
1. | BE®IH Kancynu Teepgi no CninbHe YkpaiHa CninbHe YkpaiHa peecTpadist Ha 5 pokis 3a peyenmom He nidnsieae | UA/21002/01/01
250 wmr; no 20 kancyn YKparHCbKO- YKparHCbKO-
TBEPAUX Y icnaHcbke icnaHcbke Pestome MYP Bepcis 1.1 gogaeTbes.
nonieTuneHoBoMy nigNpPUEMCTBO nignpPUEMCTBO MepioAnYHICTb NOAAHHS PErynsipHO
KOHTeliHepi, "Cnepko "Cnepko OHOB/OBAHOrO 3BiTY 3 6GE3NeKu,
3aKyrnopeHomy YkpaiHa" YkpaiHa" BiANOBIAHO 0 MNopsAaKy 34iCHEHHS
nonieTMNeHoOBO (NOBHWIA LyKN chapmakoHarnsgy, 3aTBepAXeHoro
KPWLLIKOKO 3 KOHTPOJSIEM BMPOGHMLTBA, Haka3om MiHicTepcTBa OXOPOHU
nepLuIoro BiAKPUTTSA B BUMYCK Cepii; 300pOB’A YKpainu Big 27 rpyaHa 2006
nauui 3 KapToHy KOHTPO/b poky Ne 898, 3apeecTpoBaHoro B
AKOCTI) MiHicTepcTBi tocTuLii Ykpainu 29 ciuna
2007 poky 3a Ne 73/13340 (y pepaxuii
Hakasy MiHicTepcTBa 0XOPOHU
300pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepioguyYHOCTI MoAaHHSA perynsipHux
3BITiB 3 6e3nekm
2. | BANICAPTAH TabneTku, BKpUTI Makneopc IHais Makneopc IHais peecTpadist Ha 5 pokis 3a peyenmom He nidnsieae | UA/21004/01/02
160/FIAPOXTIOPOT | nniBKOBOK 0O0/IOHKOK | PapmacbioTuKasl dapmacboTUK
1A3A, no 160 mr/12,5 mr/10 ¢ Nimitepq, auic flimiteq, Pestome MYP Bepcia 0.2 gogaeTtbes.
12,5/AMA04AUNIH mr, no 10 TabneTok y MepioAnYHICTb NOAAHHS PEryspHO
10 MAKNEOAC 6nictepi, no 1 a6o 3 OHOB/OBAHOrO 3BiTY 3 6GE3NeKU,
abo 9 bnicTtepiB y BiANOBIAHO 0 MopsAaKy 34iCHEHHS
KapTOHHIA ynakoBL,i thapmakoHarnsgy, 3aTBepAxXeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B




n/n

Hazsa siikapcbko20
3acoby

Popma sunycky
(nikapcbka popma,
ynakoska)

3asasHuUK

Kpaina
3asa8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
uKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Pexknamysa
HHS

Homep
peecmpayiliHo
20
nocsio4YeHHs

MiHicTepcTBi tocTuLii Ykpainu 29 ciuna
2007 poky 3a Ne 73/13340 (y pepaxuii
Hakasy MiHicTepcTBa OXOPOHU
300pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepioguYHOCTI MoAaHHSA perynsipHux
3BITIB 3 6e3neku.

BANICAPTAH
160/M14POXNOPOT
1A3U],
12,5/AMNOAIIH 5
MAKNEOAC

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKO0
no 160 mr/12,5 mr/5
mr, no 10 TabneTok y
6nictepi, no 1 a6o 3
abo 9 bnicTtepiB y
KapTOHHI ynakoBLi

Makneopc
PapmacboTuKan
¢ Nimitepq,

IHais

Makneopc
PapMacboTuK
auic flimiteq,

IHais

peecTpadist Ha 5 pokis

Pestome MYP Bepcia 0.2 gogaeTtbes.
MepioAnYHICTL NOAaHHSA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky,
BiANOBIAHO 0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Hakasy MiHicTepcTBa OXOPOHU
300pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3Ha4eHMn y
nepiognyYHOCTI MoAaHHS perynsipHux
3BITIB 3 6e3neku.

3a peyenmom

He nionsizae

UA/21004/01/01

BACTIIH 10

TabneTku, BKpUTI
NAiBKOBOK 060IOHKOID
no 10 wr, no 10
Tabnetok y 6nictepi,
no 10 6nicTepis y
KapTOHHI KopooLli

MiHHekn Nalicp
CaeHc MNBT. /114,

IHais

MiHHekn Naiid
CaeHc
MpaiiBeT
Nimiten

IHais

peecTpadist Ha 5 pokis

Pestome nnaHy ynpas/iHHA pusnkamu
Bepcisa 1.1 gopaetbea MNepioAnyHicTb
NoAaHHsA perysiapHO OHOBJIHOBAHOIO
3BiTYy 3 6e3neku, BiANOBIAHO f0
Mopsaky 3AiCHeHH:
thapmakoHarnsgy, 3aTsepikeHoro
Haka3om MiHicTepcTBa OXOPOHU
37,0pOB’A YKpainu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHM
30,0p0B'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognMYHOCTi NOAaHHA PErynspHUX

3a peyernmom

He nionsizae

UA/21005/01/01




Ne Ha3ssa snikapcbko20 Popma sunycky 3assHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Pexknamysa Homep
n/n 3acoby (nikapcbka popma, 3as8HU BUPOGH BionycKy HHS peecmpayiliHo
ynakoska) Ka uKa 20
nocsio4eHHs1
3BiTiB 3 6e3nekn
5. | BACTINIH 20 TabneTku, BKpUTI MNiHHekn Naiid IHais MiHHekn Naiic IHais peecTpaduis Ha 5 pokis 3a peyernmom He nionsieae | UA/21005/01/02
nniBkoBot 060/10HKO0 | CaeHc MBT. /114, CaeHc
no 20 mr, no 10 MpariBeT Pestome nnaHy ynpasiHHA pusmkamu
TabneTtok y 6nictepi, Nimitep Bepcia 1.1 gogaetbea MepioAnyHICTb
no 10 6nicTepis y noJaHHsA perynspHO OHOB/IOBAHOIO
KapTOHHI KOpo6Lii 3BiTY 3 6e3neku, BignoBigHO A0
Mopaaky 3AiACHEeHHN
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Hakasy MiHicTepcTBa OXOPOHU
300pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepioguyYHOCTI MoAaHHS perynsipHux
3BITIB 3 6e3nekn
6. | BACTIIH 40 TabneTku, BKpUTI MNiHHekN aiid IHais MiHHekn Naiich IHais peecTpadist Ha 5 pokis 3a peyenmom He nidnsieae | UA/21005/01/03
NNiBKOBOK 060/10HKO | CaeHc MBT. JIT4. CaeHc
no 40 wr, no 10 MpaiiBeT Pestome nnaHy ynpasniHHA pu3nkamm
TabneTtok y 6nictepi, Nimiten Bepcisa 1.1 gopaetbea MNepioAnyHicTb
no 10 6nicTepis y NnoJaHHs peryasipHO OHOB/IIOBAHOIO
KapTOHHI KopooLii 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 34iCHeHH:
thapmakoHarnsgy, 3aTsepikeHoro
Haka3om MiHicTepcTBa OXOPOHU
370pOB’A YKpainu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUl YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHM
30,0p0B'A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepioANYHOCTI NOAaHHA perynsapHUX
3BITIB 3 6e3neku
7. | BOBIIOH Kancynv Teepgi, 80 mr; TOB «YOPNA Ykpaina YOPNA Typeuun peecTpauisi Ha 5 pokiB 6e3 peyenma nionsizae UA/21006/01/01
no 10 kancyny MEOVLH» MEAVLUNH Ha
6nicTepi; no 3 abo 6 ITAY CAH. BE Pestome nnaHy ynpas/iHHA pusmkamu
6nicTepiB y KAPTOHHIM TIOK. A.LL. Bepcis 1.0 gopaeTtbes. MNepiognuHicTb

Kopooui

nogaHHA perysiapHoO OHOB/1HOBaHOro




Ne Ha3ssa snikapcbko20 Popma sunycky 3assHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Pexknamysa Homep
n/n 3acoby (nikapcbka popma, 3as8HU BUPOGH BionycKy HHS peecmpayiliHo
ynakoska) Ka uKa 20
nocsio4eHHs1
3BITY 3 6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna
2007 poky 3a Ne 73/13340 (y pepaxuii
Hakasy MiHicTepcTBa 0XOPOHU
300pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognMyYHOCTI MoAaHHSA PerynsipHux
3BITIB 3 6e3neku.
8. | BOHOMPA3AHY KpUcTanivyHmi AT "dapmak" YkpaiHa AMI IHais peecTpadist Ha 5 pokis - He nidnsieae | UA/21007/01/01
®YMAPAT MOPOLLIOK (Cy6CTaHLis) NANOCANEH
Y MillKax noABiAHNX CI3 NBT.
nonieTunNeHoBux A5 nTAa.
hapmaLeBTUYHOro
3aCTOCYyBaHHSA
9. | TPAH30O®EH TabneTky BariHasbHi TOB YkpaiHa KYCYM IHais peecTpadist Ha 5 pokis 6e3 peyenma nionsieae UA/21008/01/01
no 10 wr, no 6 «NEAPAPM XENTXKEP
TabneTtok y 6nictepi, NT0» MNBT NTA Pestome nnaHy ynpas/iHHA pusnkamu
no 1 6nictepy B Bepcis 0.1 gopaetbesa. MNepiognuHicTb
KapTOHHIi ynakosLi nofaHHA PerynspHoO OHOBJ/1IIOBAHOIO
3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 34iCHeHH:
thapmakoHarnsgy, 3aTsepikeHoro
Haka3om MiHicTepcTBa OXOPOHU
370pOB’A YKpainu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUl YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHM
30,0p0B'A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepioANYHOCTI NOAaHHA perynsapHUX
3BITIB 3 6e3neku
10. | AEKCMEOETOMIA | KOHUeHTpaT Ans MpAT Ykpaina MpAT YkpaiHa peecTpauisi Ha 5 pokiB 3a peyenmom He nidnsizae | UA/21009/01/01
NH-0APHNLUSA PO34unHyY ANs iHQy3ilA, "papmMaueBTUYH "apmauesTu
100 mkr/mn no 2 mn B a thipma YyHa hipma Pestome nnaHy ynpas/iHHA pusmkamu
amnyni; no 5 amnyn'y "NapHuusa" "AapHnus" Bepcis 0.3 gopaeTtbes. MNepiognuHicTb

KOHTYPHIli YapyHKOBIi

nogaHHA perysiapHoO OHOB/1HOBaHOro




Ne Ha3ssa snikapcbko20 Popma sunycky 3assHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Pexknamysa Homep
n/n 3acoby (nikapcbka popma, 3as8HU BUPOGH BionycKy HHS peecmpayiliHo
ynakoska) Ka uKa 20
nocsio4eHHs1
ynakosui; no 1 3BiTYy 3 6e3neku, BignoBigHO 40
KOHTYPHIli YapyHKOBIi Mopsaky 34iACHEeHHS
ynakoBLji B nayuj chapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna
2007 poky 3a Ne 73/13340 (y pepaxuii
Hakasy MiHicTepcTBa 0XOPOHU
300pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognMyYHOCTI MoAaHHSA PerynsipHux
3BITIB 3 6e3neku.
11. | EK3I®YT PO3YMH HaLLKipHWiA 1 TOB YkpaiHa TOB «[KM YkpaiHa peecTpadist Ha 5 pokis 6e3 peyenma nionsi2ae UA/21010/01/01
%, no 20 MmNy "MpepacrtaBHULTB «®apmaueBTu
chnakoHi; no 1 0 BAYM ®APM yHa habpmka Pestome MYP Bepcia 0.2 gogaeTtbes.
hNakoHy 3 KPULLIKOHO- FMBX" MepioAnYHICTb NOAAHHS PErynsipHO
KpanesibHULE B OHOB/OBAHOrO 3BIiTY 3 6GE3NeKu,
navui BiANOBIAHO 0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Hakasy MiHicTepcTBa OXOPOHU
300pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepioguyYHOCTi MoAaHHS perynsipHux
3BITIB 3 6e3neku.
12. | ECUMHOBA Ci/lb NopoLLOK (CybCcTaHList) AT "®dapmak” YkpaiHa AT "®apmak” YkpaiHa peecTpauisi Ha 5 pokis - He nionsieae | UA/21011/01/01
2,6- Y MillKax laMiHOBaHNX
AIAMIHOTEKCAHO | gns
BOI KUCNOTUN thapmaLeBTUYHOTO
3aCTOCyBaHHSA
13. | KETOPO/AK- TabneTku, BKpUTI AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa peecTpauis Ha 5 pokis 3a peyernmom He nionsizae | UA/20987/02/01
DPAPMAK NAiBKOBOO

060/10HKOI0, No 10 Mmr,
no 10 tTabnetok y
6nictepi, no 1 a6o 10
6nicTepiB y nayi

Pestome nnaHy ynpasniHHA pusnkamu
Bepcia 2 fopaetbes. MNepioguyHicTs
NoAaHHA PerysisipHo OHOBJIIOBAHOIO

3BiTYy 3 6e3neku, BifNoBiAHO J0
Mopsaaky 34iicCHeHHs




Ne Ha3ssa snikapcbko20 Popma sunycky 3assHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Pexknamysa Homep
n/n 3acoby (nikapcbka popma, 3as8HU BUPOGH BionycKy HHS peecmpayiliHo
ynakoska) Ka uKa 20
nocsio4eHHs1
hapmakoHarnsgy, 3aTBepiXeHoro
Haka3om MiHicTepcTBa 0XOPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
300pOB'a YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3Ha4YeHMn y
NepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3MeKu.
14. | KNCEHb pigvHa (cybcTaHuis) B TOB "PITENN- YkpaiHa TOB YkpaiHa peecTpauis Ha 5 pokiB - He nidnsizae | UA/21012/01/01
MEAVYHUN KpiOreHHNX c" "PITEWI-C"
PIOKNIA i30TepMI4HMX
€MHOCTAX Ans
BMPOGHULITBA
rasonogibHux
nNikapcbknx hopm
15. | NISIHAT PO34uH ANs iH'ekuiid, 1 AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa peecTpaduis Ha 5 pokis 3a peyernmom He nidnsieae | UA/21013/01/01
Mmr/MA, no 5 mn B
amnyni, no 5 amnyn y Pestome MYP Bepcis 2 4oAaeTbCs.
6nicTepi, no 2 MepioAnYHICTb NOAAHHSA PErynsipHO
6nicTepun B nauLi 3 OHOB/IOBAHOrO 3BIiTY 3 6e3neKku,
KapTOHY BiANOBIAHO A0 MNopsaKy 34iNCHEHHS
chapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHU
3710pOB’sl YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULi YKpainu 29 ciuna
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa 0XOPOHU
3710pOB'a YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepioguyHOCTi NoAaHHSA perynspHux
3BITIB 3 6e3neku.
16. | MEPOMNEHEM NOPOLLOK A/19 PO3UYUHY TOB YkpaiHa TOB YkpaiHa peecTpauis Ha 5 pokis 3a peyernmom He nionsieae | UA/21014/01/01
AN iH'ekuUili abo «ICTPAPM>» "ICT®PAPM"
iHdpysiin, no 1000 wr, (nakyBaHHs i3 Peslome nnaHy ynpas/iiHHA pusmkamu
NOPOLLOK Y CKNSAHOMY hopmum in bulk Bepcia 0.2 gopaetbes. MepiognyHicTb
dNakoHi, Yiny nogaHHA perynspHo OHOBJ/IOBAHOIO
3aKyrnopeHomy AHTIGIOTIKC 3BiTYy 3 6e3neku, BifNoBiAHO J0

ryMOBOI0 Npo6Koo Ta

PapmacbioTika

MopsiaKy 3aiiCHEHHSs




Ne Ha3ssa snikapcbko20 Popma sunycky 3assHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Pexknamysa Homep
n/n 3acoby (nikapcbka popma, 3as8HU BUPOGH BionycKy HHS peecmpayiliHo
ynakoska) Ka uKa 20
nocsio4eHHs1
antoMiHIEBUM nKo., Ntg.) hapmakoHarnsgy, 3aTBepiXeHoro
06TUCKHUM Haka3om MiHicTepcTBa 0XOPOHU
KOBNa4vkom, 3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
CropsKeHnm poky Ne 898, 3apeecTpoBaHoro B
KpuLkoto chnin-odp, MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHs
o 3abesneuye 2007 poky 3a Ne 73/13340 (y pepaxuii
KOHTPO/b NepLLoro Hakasy MiHicTepcTBa OXOPOHM
BigkpWTTS; no 1 300pOB'a YKpaiHu Bifg, 26 BepecHs
hnakoHy y nauui 3 2016 poky Ne 996), cTaHOBUTb: 3riAHO
KapTOoHY 3i CTpOKamMu, 3a3Ha4YeHMn y
NepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3MeKu.
17. | MEPOIMEHEM NOPOLLIOK A1 PO3UUHY [hxeHochapm Benuka Yiny Kutaii peecTpauis Ha 5 pokiB - He nidnsizae | UA/21015/01/01
ONs iH'eKUin abo Nt BputaHi AHTIGIOTIKC
iHcpysiid, no 1000 wmr; A dapmacbioTika Pestome nnaHy ynpasniHHA pyU3nkamm
NMOPOLLOK Y CKISAHOMY n Ko, Nita. Bepcis. 0.1 gogaeTbes. MepiognyHicTb
h1akoHi, NoAaHHsA perysiipHo OHOBJ/IIOBAHOIO
3aKyrnopeHomy 3BiTy 3 6e3neku, BiANOBIAHO A0
ryMOBOIO NPO6KoK Ta Mopsaky 34jiicHeHHs
a/TIOMIHIEBUM thapmakoHarnagy, 3aTsepaKeHoro
OBTUCKHUM Haka3zom MiHicTepcTBa OXOpPOHU
KOBMa4yKoMm, 3[10pOB’s YKpaiHu Big 27 rpyaHsa 2006
CropsKeHUM poky Ne 898, 3apeecTpoBaHoro B
KpuLLKOKO chnin-odo, MiHicTepcTBi tocTuUil YkpaiHu 29 ciuHs
10 3abe3neuye 2007 poky 3a Ne 73/13340 (y pegaxuii
KOHTPO/Ib NepLIoro Haka3y MiHicTepcTBa OXOpPOHU
BigkpuTTS; in bulk: no 30,0p0B'A YKpaiHu Big, 26 BepecHs
100 chnakoHiB y nauui 2016 poky Ne 996), cTaHOBUTb: 3rigHO
3 KapTOHY 3i CTpoOKamMu, 3a3Ha4eHMn y
nepiognMYHOCTi NoAaHHSA PerynsipHux
3BITiB 3 6e3neKun.
18. | MIFPEHET TabneTku, BKpUTI TOB YkpaiHa TOB YkpaiHa peecTpaduis Ha 5 pokis 3a peyernmom He nidnsieae | UA/21016/01/01
060/10HKO0, 10 50 Mmr; «ACTPA®APM» «ACTPA®AP
no 10 TabneTtok y M>» Pestome nnaHy ynpaBniHHA pyU3nkamm

6nicTepi, no 1
6nictepy y kopobLi 3
KapTOHY

Bepcia 0.5 gopaetbes. MepiognyHicTb
NoAaHHA perysisipHo OHOBJIIOBAHOIO
3BiTy 3 6e3neku, BiANoBigHO A0
Mopsaky 34jiiCHeHHs
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHMN
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil YkpaiHm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakuii




10

Ne Ha3ssa snikapcbko20 Popma sunycky 3assHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Pexknamysa Homep
n/n 3acoby (nikapcbka popma, 3as8HU BUPOGH BionycKy HHS peecmpayiliHo
ynakoska) Ka uKa 20
nocsio4eHHs1
Haka3y MiHicTepcTBa OXOPOHM
300pOB'a YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoOKamMu, 3a3HayeHMn y
NepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3MeKu.
19. | MIFPEHET TabneTku, BKpUTI TOB YkpaiHa TOB YkpaiHa peecTpadist Ha 5 pokis 3a peyenmom He nionsizae | UA/21016/01/02
060710HKot0, Mo 100 «ACTPAGAPM» «ACTPAGAP
mr; no 10 TabneTok y M>» Pestome nnaHy ynpasniHHA pusnkamu
6nicTepi, no 1 Bepcis 0.5 gogaeTtbesn. MNepiognuHicTb
6nictepy y kopob6ui 3 nofAaHHA perynsapHO OHOB/IOBAHOIO
KapTOHY 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaky 34iicHeHHs
chapmakoHarnsgy, 3aTBepAkeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUil YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa 0XOPOHU
30,0p0B'A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
NepioANYHOCTI NOAaHHA PerynsapHmMX
3BITiB 3 6e3neKun.
20. | MIACKAN® PO3YMH NS iH'EKLi TOB «Pouu YkpaiHa | Bupo6HuuTtBo | Himeuum peecTpaduis Ha 5 pokis 3a peyernmom He nionsieae | UA/21017/01/01
abo iHdysiid, 170 YkpaiHa» nikapcbKoro Ha/
mr/mn; no 2 mn (340 3acoby LLiBeliya MepioAnYHICTb NOAAHHST PETYIAPHO
Mr) y dp1iakoHi; no 1 (BKrOYaroumn pis OHOBJIHOBAHOrO 3BITY 3 6e3neku,
h/1aKoHyY Y KapTOHHIl HanoBHEHHA/N BiANOBIAHO A0 MopsiAKY 34iCHEHHS
KOpo6Li epBUHHE thapmakoHarnsgy, 3aTsepikeHoro
nakyBaHHs), Haka3om MiHicTepcTBa OXOPOHU
BUNPO6YBaHHSA 370pOB’A YKpainu Bif 27 rpyaHa 2006
KOHTPO/IIO B poky Ne 898, 3apeecTpoBaHoro B
npoueci MiHicTepcTBi tocTUUT YKpaiHu 29 ciuHa
BMPOGHMLTBA, 2007 poky 3a Ne 73/13340 (y pegaxuii
BMNPOOGYBaHHSI Hakasy MiHicTepcTBa OXOPOHM
KOHTPO/HO 30,0p0B'A YKpaiHu Bif, 26 BepecHs
AKOCTI Npun 2016 poky Ne 996), cTaHOBUTL: 3rifHO
BUMYyCKy Ta 3i CTpOKaMu, 3a3Ha4eHUMmn y
cTabinbHOCTI: nepiognYHOCTI NOAAHHA perynsapHuX
Pouu 3BITiB 3 6e3neku.
[iarHocTukc

m6X,
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Ne Ha3ssa snikapcbko20 Popma sunycky 3assHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Pexknamysa Homep
n/n 3acoby (nikapcbka popma, 3as8HU BUPOGH BionycKy HHS peecmpayiliHo
ynakoska) Ka uKa 20
nocsio4eHHs1
HimeuyumnHa;
BTopuHHe
nakyBaHHs,
BUMYCK Cepii:
®.XodhpmaHH-
Na Pow 14,
LLiBefiuapis
21. | POTAN®EH PO34MH ANs iH'EKLi, TOB «YOP/N[, YkpaiHa YOPALA Typeuumn peecTpauist Ha 5 pokis 3a peyenmom He nionsizae | UA/21018/01/01
50 mr/2 mn; no 2 Mn B MEAVLNH» MEAVLUNH Ha
amnyni; no 5 a6o no 6 INAY CAH. BE Pestome MYP Bepcia 1.1 gofaeTtses.
amnys y KOHTYpPHii TIOK. A.LL. MepioAnyHICTb NOAaHHSA perynsipHo
YapyHKOBI ynakoBL; OHOB/IIOBAHOTO 3BITY 3 6e3neku,
no 1 abo 2 KOHTYpHiI BiANOBiAHO A0 MopsaKy 34iCHEHHS
YapyHKOBi YNakoBK/ B hapmakoHarnsgy, 3aTBepiXeHoro
KapTOHHHIlA KOpoo6Li Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUl YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU
3[,0p0B'A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMu, 3a3HayeHMn y
nepiognMYHOCTI MOAaHHA PerynsapHux
3BITiB 3 6e3neKu.
22. | CUHKOMNA TabneTkn, BKPUTI TOB YkpaiHa MNAT YkpaiHa peecTpauist Ha 5 pokis 3a peyenmom He nionsizae | UA/20908/01/03
NAiBKOBOK 060/I0HKOD "APTEPIYM "Kuismepgnpen
no 6 mr, no 10 nTta" apar” Pestome MYP Bepcia 0.1 gogaeTtbes.

TabneToK, BKpUTMX
NNiBKOBOIO
060/10HKOI0, Y
6nictepi; no 3
6nicTepy B naywj

MepiognyHICTb NOAaHHA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTsepikeHoro
Haka3om MiHicTepcTBa OXOPOHU
37,0pOB’A YKpainu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHM
30,0p0B'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognMYHOCTi NOAaHHA PErynspHUX
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Ne Ha3ssa snikapcbko20 Popma sunycky 3assHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Pexknamysa Homep
n/n 3acoby (nikapcbka popma, 3as8HU BUPOGH BionycKy HHS peecmpayiliHo
ynakoska) Ka uKa 20
nocsio4eHHs1
3BITiB 3 6e3neKun.
23. | CMHKOMNA TabneTku, BKpUTI TOB YkpaiHa MNAT YkpaiHa peecTpaduis Ha 5 pokis 3a peyernmom He nionsizae | UA/20908/01/04
NNiBKOBOK 060/I0HKOI "APTEPIYM "Knismegnpen
no 8 wmr, no 10 nTta" apat” Pestome MYP Bepcisa 0.1 gogaeTtses.
TabneToK, BKPUTUX MepiognyHICTb NOAAaHHA PerynspHo
NNiBKOBOO OHOB/IHOBAHOrO 3BITY 3 6e3neku,
060/10HKOM, Y BiANOBIAHO 0 MopsAaKy 3AiACHEHHS
6nicTepi; no 3 thapmakoHarnagy, 3aTBepakKeHoro
6nictepun B nauLi Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUl YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU
304,0p0B'A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHuMmn y
NepioANYHOCTI NOAaHHA PerynsapHmMX
3BITIB 3 6e3neKun.
24. | TEKCIHOP niocpinizat ana 3AT NuToBCb yoprPna Typeyuun peecTpaduis Ha 5 pokis 3a peyenmom He nidnsieae | UA/21019/01/01
PO3UMHY ANA iH'eKLil «®apwmnira» Ka MEAOVLUNH Ha
no 20 Mr y donakoHi 3 Pecny6n | INIAY CAH. BE Pestome MYP Bepcisa 0.2 gogaeTtbes.
hnakoHn 3 ika TIOK. A.LL. MepioAnYHICTb NOAAHHSA PErynsipHO
niocpinizatom ansa OHOB/IOBAHOrO 3BIiTY 3 6e3neKku,
PO3UMHY A5 IH'EKLR y BiANOBIAHO A0 MNopsaKy 34iNCHEHHS
KomnnaekTi 3 3 chapmakoHarnsgy, 3aTBepaxeHoro
amnynamu Haka3om MiHicTepcTBa OXOPOHU
PO3YMHHMKA NO 2 MN 3710pOB’sl YKpaiHu Big 27 rpyaHs 2006
(Boza Ans iH'ekuii) y poky Ne 898, 3apeecTpoBaHoro B
KOHTYPHIli YapyHKOBIlA MiHicTepcTBi tocTULi YKpainu 29 ciuna
ynakoBLi; 1 KOHTypHa 2007 poky 3a Ne 73/13340 (y pegaxuii
YyapyHKoBa ynakoBka y Hakasy MiHicTepcTBa OXOPOHU
KapTOHHiA KopooLy 3710pOB'a YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepioguyHOCTi NoAaHHSA perynspHux
3BITIB 3 6e3neku.
25. | ®EHIBYT 250 Kancysnu Teepgi no ToBapucTBO 3 YkpaiHa | ToBapucTtBo 3 | YkpaiHa peecTpauis Ha 5 pokis 3a peyernmom He nionsieae | UA/21020/01/01

250 wr; no 10 kancyn obmexeHoro obmexeHoro

y 6nicTepi, no 2 BiANOBIga/bHICT BiANOBIAA/bHI Peslome nnaHy ynpas/iiHHA pusmkamu

6nicTepu y kopobui 3 10 cTHo Bepcia 0,1 gopaetbes. MepiognyHicTb

KapTOHY "®GapmaLeBTUyH "dapmavesTu nogaHHA perynsapHo OHOBJ/IOBAHOIO
a KoMnaHis YyHa KOMMaHis 3BiTYy 3 6e3neku, BifNoBiAHO J0
"3p0pos'a” "3popos'a” MopsaKy 34jiACHEHHS
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Ne Ha3ssa snikapcbko20 Popma sunycky 3assHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Pexknamysa Homep
n/n 3acoby (nikapcbka popma, 3as8HU BUPOGH BionycKy HHS peecmpayiliHo
ynakoska) Ka uKa 20
nocsio4eHHs1
hapmakoHarnsgy, 3aTBepiXeHoro
Haka3om MiHicTepcTBa 0XOPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
300pOB'a YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3Ha4YeHMn y
NepioANYHOCTI NOAaHHA PerynsapHUX
3BITIB 3 6e3neku
26. | ®EHIBYT 500 Kancysm Teepgai no ToBapucTBO 3 YkpaiHa | ToBapucTBo 3 | YkpaiHa peecTpadist Ha 5 pokis 3a peyenmom He nionsizae | UA/21020/01/02
500 wmr; no 10 kancyn o6MexeHo o6MexeHo
y 6nicTepi, no 3 BignoBiganbHICT BiANoBiAabHI Pestome nnaHy ynpasniHHA pyU3nkamm
6nictepu y kopobui 3 10 CTHO Bepcis 0,1 gogaetbes. MNepioguuHicTb
KapTOHY "®apmaueBTUYH "®apmaueBTn nogaHHA perynspHo OHOBJ/1OBAHOIO
a KoMnaHis YHa KOMMaHis 3BiTy 3 6e3neku, BiANOBIAHO A0
"3p0pos'a” "3p0pos'a” Mopsaky 34jiicHeHHs
hapmakoHarnsgy, 3atBepixeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUil YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa 0XOPOHU
30,0p0B'A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpoOKamMu, 3a3Ha4eHMn y
nepiognMYHOCTi NoAaHHSA PerynsipHux
3BITiB 3 6e3neKun.
27. | ®EHIPOH Kancysnu Teepgi no CninbHe YkpaiHa CninbHe YkpaiHa peecTpaduis Ha 5 pokis 3a peyenmom He nidnsieae | UA/21021/01/01
250 wmr, no 20 kancyn YKparHCbKo- YKparHCbKO-
TBEPAUX Y icmaHcbke icmaHcbke Pestome MYP Bepcia 1.1 gogaeTtbes.
nonieTuneHoBoMy nigNpPUEMCTBO nignNpPUEMCTBO MepioAnYHICTb NOAAHHS PErynsipHO
KOHTElHepi, "Cnepko "Cnepko OHOB/IOBAHOrO 3BiTY 3 6e3neKku,
3aKynopeHomy YkpaiHa" YkpaiHa" BiANOBIAHO A0 MNopsaKy 34iNCHEHHs
nonieTuIEHOBOK (NoBHWI LyKN hapmakoHarnsgy, 3aTBepiKeHoro
KPULLIKOIO 3 KOHTPO/IEM BMPOGHMLTBA, Haka3om MiHicTepcTBa OXOPOHU
NepLUOro BigKpUTTS B BMNYCK Cepil; 3710pOB’sl YKpaiHu Big 27 rpyaHs 2006
nauui 3 KapToHy KOHTPO/1b poky Ne 898, 3apeecTpoBaHOro B
AKOCTI) MiHicTepcTBi tocTuLii YKpainu 29 ciuna

2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOpPOHHK
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n/n

Hazsa siikapcbko20
3acoby

Popma sunycky
(nikapcbka popma,
ynakoska)

3asasHuUK

Kpaina
3asa8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
uKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Pexknamysa
HHS

Homep
peecmpayjiliHo
20
nocsio4YeHHs

300pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepioguyYHOCTI MoAaHHSA perynsipHux
3BITIB 3 6e3neku.

B.o. Haua/ILHUKAa
dapmMaineBTUYHOT0 yIIPaB/IiHHA

Onekcanap I'PIHEHKO




ITEPEJIIK
INEPEPEECTPOBAHUX JITKAPCBKHX 3ACOBIB (MEJUUHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), AKI
BHOCATBHCA 4O JEPXABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB

Aopatok 2

[o Hakasy MiHicTepcTBa OXOpPOHU
300poB’Aa YKpaiHu «po aepxaBHY
peecTpauito (nepepeecTpadito)
niKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHux npenapariB) Ta
BHECEHHA 3MiH A0 peecTpauiiiHux

marepianiB»

Bift 03 )xoBTHA 2025 poky Ne 1516

Ne Hassa dopma sUMYCKY 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknavys Howmep
n/n JNlikapcbKo20 | (n1ikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
1. | BPUMOTEH Kpansi o4Hi, po3unH, | dapmacen ABCTpIS BMPOGHUK, SKWiA AscTpis/ nepepeecTpaLisi Ha HeobMeXeHwi 3a He UA/18396/01/01
2wmr/Ma; no5mny exT Bignosigae 3a BMNycK HimeuuunHa/ TEPMiH peyenmom nionsieae
chnakoHi 3 IHTEepHeLw cepii: ABcTpist OHoBEHO iHGhOpMaLito B IHCTPYKLT
KpanenbHULEo Ta HA dapmacenekT IHTepHeLwHN [ANA MeANYHOro 3acToCyBaHHs
KpuLukoto, no 1 abo BeteniraH BeteniraHra rmoX, nikapcbkoro 3acoby y po3ainax
3, a6o 6 hnakoHiB B r3 'm6eX ABCTpIS; "MpoTunokasaHHsA", "B3aemogis 3

KapTOHHIlA KopoobLi

BMPOGHMLITBO rOTOBOTO
nNpoaykTy, NepBnHHE Ta
BTOPWHHE NakKyBaHHS,
KOHTPOb SKOCTi, OKPIiM
6ion0orivyHKX TecTiB Ta
TECTY Ha CTePU/IbHICTb:
Nomadpapm MvbX,
HimeyuunHa;

BUPOGHMYA AiNbHULA 3i
cTepunisauii nepBUHHOI
yMaKoBKM:
CiHepxi Xenckeap
Pageb6epr Mm6X,
HimeuuunHa;
KOHTpakTHa nabopartopis 3
KOHTPO/IO 3a
6ionoriyHMMM Tectamu Ta
TECTY Ha CTEPW/IbHICTb:
BioYem Nabop crop
Gionopgxilie eHA yemiwe
AHaniTik TM6X,
HimeuumnHa;

iHWMK NikapcbkrMKM 3acobamu Ta
iHWI BMAW B3aemogijin", "3acTocyBaHHs
y nepiog BariTHocTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs Ta
nosun", "Oitn", "Mepeno3syBaHHA",
"Mo6iuHi peakwji" BigNOBIAHO A0
iHbopmauii Wwoao MegnyHoro
3acToCcyBaHHS ped)epeHTHOro
nikapcbkoro 3acoby (Alphagan®, eye
drops, solution 2 mg/ml), a Takox y
po3zini "Mo6iuHi peakyii” wono
BaX/IMBOCTI 3BITyBaHHS NPO NoGiyHi
peaxuii.

Pestome nnaHy ynpas/iHHA pu3nkamu
Bepcis 2.0 foaaeTbes.
MepiognyHICTL NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3atsepiKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
340pO0B’A YKpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUuii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
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Ne Hassa Popma suUrnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
anbTepHaTuBHa Haka3sy MiHicTepcTBa 0XOPOHU
BMPOGHMYA AiNbHULA 370pOB'a YKpaiHu Bif, 26 BepecHs
BTOPVMHHOrO NakyBaHHSA: 2016 poky Ne 996), cTaHOBUTb: 3rifgHO
Ksizga 3i cTpoKamu, 3a3HavYeHUMU y
dapmagncTprbbIOLLH nepiogMYHOCTI MoAaHHA perynspHux
vm6X, ABCTpis 3BITIB 3 6e3neku.
2. | BIMI3UM® KOHUEeHTpaT Ans BioMapuH Ipnangis BVPOGHMLTBO HimeuunHa/ | lMepepeecTpalis TEpMiHOM Ha 5 pokiB. 3a He UA/14547/01/01
PO34nHyY Ans IHTepHeLw Hepo3dacoBaHoi Benukobput peyenmom nionsi2ae
iHdpy3iil, 1 mr/mn; no | HA JlimiTepq, npoayKLii, nepByHHe aHisi/ CLUA/ OHOBNEHO iHhopMmaLLito B IHCTPYKLT
5 mn y chnakoHi; no nakyBaHHs, BUNpobyBaHHs IpnaHgis 015 MeMYHOro 3acToCyBaHHSA

1 chnakoHy B
KapTOHHI Kopo6Lyi

CTepwbHOCTI, AOT-610T
Ta 6ioHaBaHTaXeHHs (B
npoveci BUpobHULTBa) Ta
Bi3ya/IbHWIA KOHTPO/b!
Bettep ®apma-depTiryHr
'm6X i Ko. KI, HimeuyunHa;
MapKyBaHHA Ta BTOPUHHE
nakyBaHHs:
AnpepcoHBpekoH (HOK)
Nimiten, BenukobputaHis;

BMNPOBYBaHHSA
CTepunbHOCTI, AOT-610T
Ta 6ioHaBaHTaXeHHs (B
npoteci BUPO6HMLITBA):

Bettep ®apma-depTiryHr
vm6X i Ko. KI, HimeyunHa;

Bi3ya/IbHUIA KOHTPO/b,
36epiraHHsA:
BeTtTep ®apma-depTiryHr
v6X i Ko. KI', HimeuunHa;
BUNPOGYBaHHS Npu
BMMYCKy Ta BUNPOBYyBaHHSA
CTabiNIbHOCTI (3a BUHATKOM
CTEepPW/IbHOCTI):
BioMapwH
dapmMacboTUKan IHK.,
CLUA,;

BMNpPOOYBaHHSA
CTepW/IbHOCTI:
€spochiHc biochapma

MpogakT TecTiHr AipieHa

nikapcbKoro 3acoby B po3ginax
"Cknag" (pefakuiiiHa npaska),
"dapmMakosorivyHi BnacTuBocCTi"
(pepaxuiiiHa npaBka), "Mo6iyHi
peaxuii” BignoBigHO 00 MaTepianis
peecTpavuiniHoOro AoChbe.
Pestome nnaHy ynpas/iiHHA pu3nkamu
Bepcia 7.0 gofaeTbes.
MepiognyHICTb NOAAHHA PerynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3AiNCHEHHS
hapmakoHarnsgy, 3aTBepaKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
37,0p0B’sA YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULIT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKaMu, 3a3HayYeHMUN y
nepiognMYHOCTI MOAaHHA PerynsapHux
3BITiB 3 6e3neku.
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Ne Hassa Popma suUrnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
Nimites, lpnaHgis;
BUMNPOOYBaHHA Npu
BUNYCKY Ta BUNPOOYBaHHSA
CTabiNIbHOCTI (32 BUHATKOM
CTepusIbHOCTI),
MapKyBaHHS Ta BTOPUHHE
nakyBaHHs!, BUPOBHUIK,
BiANOBIAabHWI 3a BUMYCK
cepi:
BiomapuH IHTEpHeLLHN
NimiTeq, lpnaHgis
3. | EBAHTAN TabneTkun, BKpUTI TOB HB® YkpaiHa TOB HB® «MIKPOXIM», Ykpaina nepepeecTpaLisi Ha He0B6MeXeHwi 3a He UA/18515/01/01
MN/1iBKOBOIO "MIKPOXI YkpaiHa (BignoBiganbHuii TEePMiH peyenmom nionsizae
o6onoHkoto, no 10 M 3a BUPOGHMLTBO Ta OHOB/EHO iHGhopmaLito B IHCTPYKLT
mr, no 10 TabneTok KOHTPO/b/BUNPOBYBaHHA AN MeANYHOro 3acToCyBaHHs
y 6nictepi, no 3 abo cepii, He BKOYaoun nikapcbKkoro 3acoby y po3gini "MobiyHi
6 6nicTepis y navui 3 BUNYCK Cepil; topuanyHa peaxuii” LWoA0 BaX/IMBOCTI 3BiTyBaHHSA
KapToHy; no 30 a6o aapeca; BiAnoBiaabHMIA npo NOGIYHI peakLii, a Takox
60 TabneTtok y 3a BUNyCK cepii, He OHOBJIEHO iHhOpMaLito LL0AO
6aHui, no 1 6aHui y BK/TIOHA0UM KOHTaKTHUX AaHVX 3asBHUKA.
nauti 3 KapToHy KOHTPO/b/BUNPOBYBaHHA Pestome nnaHy ynpasniHHA pusukamu
cepii); AT «Jly6HUpapm», Bepcis 2.0 gofaeTbes.
YkpaiHa (BignoBiganbHuii MepiognyHiCTb NOJAHHA perynspHo
3a BMPOGHULTBO Ta OHOB/IOBAHOrO 3BIiTY 3 6e3neKku,
KOHTPO/b/BMNPOGYBaHHSA BiANOBIAHO A0 MopsAaKy 34iCHEHHS
cepii, He BKIOYaOUM thapmakoHarnsgy, 3aTBepAkeHoro
BMNYyCK cepii) Haka3zom MiHicTepcTBa OXOpPOHU
340pOoB’A YKpaiuu Bif 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUuii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU
37,0p0B's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifAHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiofNYHOCTI NOAaHHA PerynapHMX
3BITiB 3 6e3neku.
4. | EBAHTAN TabneTku, BKpUTI TOB HB® YKpaiHa TOB HB® «MIKPOXIM», Ykpaina nepepeecTpaLisi Ha HeobMeXeHwi 3a He UA/18515/01/02
N1iBKOBOIO "MIKPOXI YkpaiHa (BignosifanbHui TEPMiH peyenmom nionsizae
060/10HKO10, M0 20 M 3a BMPOGHMLTBO Ta OHOBEHO iHGhopMmaL,ito B IHCTPYKLiT

mr, no 10 Tabnetok
y 6nicTepi, no 3 abo
6 6nicTepiB y nauuyi 3
KapToHy; no 30 abo

KOHTPO/b/BMNPOGYBaHHS
cepii, He BKOYaoun
BMNYCK Cepil; topuanyHa
aapeca; BiAnoBiganbHWi

[ANs MeNYHOro 3acToCyBaHHSA

nikapcbKoro 3acoby y po3gini "MobiyHi

peakuii” LWoA0 BaX/IMBOCTI 3BiTYBaHHS
npo NoGiYHi peakLiii, a TakoX
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Ne Hassa Popma suUrnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
60 TabneTok y 3a BUNyCK cepii, He OHOBJIEHO iHGhOpMALLito LLoA0
6aHui, No 1 GaHui y BK/IOHA0UN KOHTaKTHUX JaHWX 3asiBHUKA.
nauuii 3 KapToHy KOHTPO/b/BUNPOBYBaHHSA Pestome nnaHy ynpasniHHA pusukamu
cepii); AT «Jly6HUpapm», Bepcia 2.0 gofaeTbes.
YkpaiHa (BignosiganbHuii MepiognyHICTb NOAAHHA PerynsipHoO
3a BUPOOGHMLITBO Ta OHOB/IIOBAHOTO 3BITY 3 6e3neku,
KOHTPONb/BUNPOGYBAHHSA BiANOBIAHO A0 MopsAKy 3AiNCHEHHS
cepii, He BKOYaoun hapmakoHarnagy, 3aTBepmakKeHoro
BUMYCK cepil) Haka3oMm MiHicTepcTBa OXOPOHHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
340pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMm, 3a3HaYeHMn y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neKu.
5. | EXIHALESA Tabnetky; in bulk TOB YkpaiHa TOB "dapmaleBTUYHa Ykpaina nepepeecTpayisi Ha HeOOMeXeHM - He UA/18349/01/01
PAPKOC 5000 TabneTok y "papmaue KomMmnaHis "®apKoC" TEPMiH nionsieae
KOHTeHepi BTUYHA
KOMMaHis BignoBigHo Ao nianyHkTy 1.8.2. NyHKTY
"®apKoC" 1.8. popatky 6 Ta gogartky 15 go

MopsiaKy NPOBEAEHHS eKCNepPTU3N
peecTpauiiHnx matepianis Ha
nikapcbki 3acobu, Lo noAarTbes Ha
[epXaBHy peecTpaviito
(nepepeecTpadiio), a Takox
eKCcrnepTn3n mMaTepiasis Npo BHECEHHS
3MiH 10 peecTpauiliHix maTtepianis
NpoTArom fii peecTpauiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOTO HaKa3oM
MOS Bif 26.08.2005 Ne 426 3i
3MiHaMu iHchopmMaLis LWoao cuctemu
ynpaBAiHHA pU3nKamy Ha TpaauLiiHWiA
poCuHHWIA Nikapcbkuii 3acio ExiHavues
®APKOC, Tabnetku; no 10 TabneTok y
6nicTepi, No 2 61icTepun y KApTOHHIi
Kopo6ui; in bulk 5000 Ta6neTok y
KOHTelHepi He HaAaeTbCs.
MepiofgnyHICTb NOAAHHSA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAkeHoro
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma suUrnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep

peecmpayjitiHo2o

nocBi04Y€eHHs1

Haka3zom MiHicTepcTBa OXOPOHU
340p0B’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHM
3/10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifAHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiofnYHOCTI NoAaHHSA PerynspHux
3BITiB 3 6e3neku.

EXIHALEA
DAPKOC

TabneTku; no 10
Tabnetok y 6nictepi,
no 2 6nictepn y
KapTOHHI Kopo6Lyi

TOB
"Papmaue
BTUYHA
KOMnaHis
"®apKoC"

YKpaiHa

TOB "dapmaLeBTU4Ha
KoMnaHis "®apKoC"

YkpaiHa

nepepeecTpaLisi Ha HeobMeXeHwi
TEPMiH
OHoBEHO iHdhopMaL,ito y po3gini
"3acTocyBaHHSA y nepiog BariTHOCTI
abo rogyBaHHsA rpyaar” iHCTpyKUii Ans
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3aco0y Wof0 6e3nekn 3acTocyBaHHA
Lito40i pevyoBuHY, Ta 'y po3aini
"Mo6iYHI peakui™ WoA0 BaXXNBOCTI
NOBiZOM/IEHHS NPO MOGIYHI peakw;i.

BignoBigHo Ao nianyHkTy 1.8.2. NyHKTY
1.8. popatky 6 Ta gogartky 15 go
MopsiaKy NPOBEAEHHS eKCNepPTU3N
peecTpauiiHnx matepianis Ha
nikapcbki 3acobu, Lo noAarTbes Ha
[epXaBHy peecTpaviito
(nepepeecTpadiio), a Takox
eKCcrnepTn3n mMaTepiasis Npo BHECEHHS
3MiH 10 peecTpauiliHix maTtepianis
NpoTArom fii peecTpauiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOTO HaKa3oM
MOS Bif 26.08.2005 Ne 426 3i
3MiHaMu iHchopmMaLis LWoao cuctemu
ynpaBAiHHA pU3nKamy Ha TpaauLiiHWiA
poCuHHWIA Nikapcbkuii 3acio ExiHavues
®APKOC, Tabnetku; no 10 TabneTok y
6nicTepi, No 2 61icTepun y KApTOHHIi
Kopo6ui; in bulk 5000 Ta6neTok y
KOHTelHepi He HaAaeTbCs.
MepiofgnyHICTb NOAAHHSA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAkeHoro

6e3
peuyenma

nionsiecae

UA/18348/01/01
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Ne Hassa Popma suUrnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
Haka3zom MiHicTepcTBa OXOPOHU
340p0B’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHM
3/10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifAHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiofnYHOCTI NoAaHHSA PerynspHux
3BITiB 3 6e3neku.
7. | NEPUHAONP | Tabnetku no 8 mr 10 MpAT Ykpaina MpAT "®apmaveBTuyHa Ykpaina MepepeecTpauis Ha HeOBMEXEeHWIA 3a He UA/18525/01/02
mn- Tabnetok y "papmaue hipma "JapHuus” TEPMiH peyenmom nionsieae
AAPHMNLUA KOHTYPHIli BTUYHA OHOB/EHO iHhopMaL,ilo y po3ginax
YapyHKOBIl hipma IHCTPYKUIT AN MeguyHoro
ynakosLi, no 3 "fNapHuus" 3aCTOCYBaHHSA NikapcbKoro 3acoby

KOHTYPHI YapyHKOBI
yNakoBKM B naui

"dapmakosiorivyHi BnacTuBocTi",
"Moka3aHHS" (pepakuiiHi npaBkn)”,
"MpoTmnokasaHHA", "B3aemopis 3
IHLIMMKM NikapcbkMK 3acobamu Ta
iHWIi BUAM B3aemopiit”, "OcobmnBoCTi
3acTocyBaHHs", "3acTocyBaHHA Y
nepiog, BariTHOCTi 260 rogyBaHHs
rpyaaro”, "MobivHi peaxuii” BignosigHoO
[0 iHdhopmaii pechepeHTHOro
nikapcbkoro 3acoby (Coversyl®), a
TakoX [oAaHo iHdhopMaLiio Wwoao
3BiTyBaHHA Npo NobivHi peakuii Ao
po3giny "Mo6iuHi peakwyji”.
3aTBepaKEeHHsSI KOPOTKOI
XapaKTepUCTUKN NiKapcbKoro 3acoby.
Pestome nnaHy ynpas/iHHA pusmkamu
Bepcia 1.0 gogaetbes.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekwu,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepikeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[0pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3sy MiHicTepcTBa OXOPOHU
300pOB'a YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
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Hassa
JNliKapcbKo20
3acoby

Popma suUrnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep

peecmpayjitiHo2o

nocBi04Y€eHHs1

3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogMYHOCTI MoAaHHA perynspHux
3BITiB 3 6e3MeKu.

NEPVHAONP
un-
JAPHULA

TabneTkv no 4 Mr no
10 TabneTok y
KOHTYpHIl
YapyHKoBIl
ynakosui, no 3
KOHTYPHI YapyHKOBI
yNakoBKM B nauLli

MpAT
"Papmaue
BTUYHA
hipma
"fapHuus”

YKpaiHa

MpAT "®apmaLeBTnyHa
ipma "JapHuus"

YkpaiHa

MepepeecTpaLisi Ha HEOBMEXEHWIA
TEPMiH.

OHOB/IEHO iHhopMmaLito y po3ainax
IHCTPYKUIT N8 MeguyuHoro
3acTOCyBaHHS MikapCcbKoro 3acoby
"apmMakosiorivyHi BNactmsBocTi",
"Moka3aHHs" (pepakuiiHi npaBkn)”,
"MpoTunokasaHHsA", "B3aemogis 3
IHLWIMMKM NikapcbkMK 3acobamu Ta
iHWi BMAay B3aemogiin", "OcobnmnsocTi
3acToCyBaHHA", "3acToCyBaHHsA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaaro”, "Mob6iyHi peakyii" BianosigHO
[0 iHdhopmauii pechepeHTHOro
nikapcbkoro 3acoby (Coversyl®), a
TakoX oAaHo iHdhopMaLiio Wwoao
3BiTYBaHHS NPO NOGIYHI peakwii o
po3gainy "Mo6iuHi peakwyji.
3arBepaXKeHHA KOPOTKOI
XapakTepUCTUKN NiKapCbKoro 3acoby.
Pestome nnaHy ynpas/iiHHA pu3nkamu
Bepcia 1.0 gofaeTbes.
MepiognyHICTb NOAAHHA perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iNCHEHHS
hapmakoHarnsgy, 3aTBepaxeHoro
Haka3zom MiHicTepcTBa OXOPOHU
37,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULIT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
3[0pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMu, 3a3HayYeHMUN y
nepiognMYHOCTI MOAaHHA PErynsapHuX
3BITiB 3 6e3neKu.

3a
peyenmom

He
nionseae

UA/18525/01/01

PU3SATPUNT
AHY
BEH30AT

MOPOLLOK
(cybeTaHuis) y
noABiHMX
nonieTUIeHOBNX
naketax Ans

AMOTEKC
®APMAKE
M IHAIS
nBT. T4,

IHais

AMNOTEKC ®APMAKEM
IHAIA NBT. NTA,

IHgis

MepepeecTpauis Ha HEOOMEXEHNIA
TEPMiH

He
nionsieae

UA/18789/01/01
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Ne Hassa Popma suUrnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
chapmaL,eBTU4YHOro
3aCcTOCyBaHHSA
10. | PIHBOK® TabneTku, BKpUTI E66Bi LLiseiiuapi nepBuHHE Ta BTOPUHHE ITania/ MepepeecTpauis TepmMiHOM Ha 5 pokiB. 3a He UA/18371/01/01
NAiBKOBOO Biodhapma A nakyBaHHs, BUNYCK cepii: Ipnangis/ OHOB/IEHO iHGhopMaLlito y po3ainax peyenmom nionsieae
060/10HKOH, CbloTikan3 E668I C.p.n., ITanis; CLWA "dapmakosiorivyHi B1acTuBocTi",
NMPOIOHIOBaHOI Ajl, M6X BVMPOGHMLTBO NiKapCbKoro "Ocob6nmBOCTI 3acTocyBaHHs", "Cnoci6
15 mr; Ne28: no 7 3acoby, TecTyBaHHS: 3acTocyBaHHA Ta gosun”, "ditn"
Tabnetok y 6nictepi, E668i Aiipneng H/ B.B., (pepaxuiriHa npaBka TEKCTY po3giny),
no 4 6nictepu y IpnaHgis "Mo6iuHi peakuyii” IHCTpyKLUIii ANs
KapTOHHI Kopo6Lyi MeAUYHOro 3acToCyBaHHA NiKapcbKoro
TecTyBaHHS nif, vac 3aco6y, a TakoX OHOB/IEHO
36epiraHHs: iHbopmauito y posginax "4.2. osu 1a
E66BI IHKk., CLUA cnoci6 3actocysaHHs", "4.3. ditn"
(pepaxujiliHa npaBka TEKCTY po3giny),
"4.5. Ocobu1BI 3aCTEPEXEHHSA Ta
3ano06ixHi 3aX04mn Npyn 3acTOCyBaHHI",
"4.9. MNo6iyHi peakuii”, "5.2.
PapmakoKiHeTUYHi BnacTusocTi"
KOPOTKOI XapakTepuCTVKN NikapCbKOro
3acoby.
Pestome nnaHy ynpasniHHA pusukamu
Bepcia 14.0 popaetbes.
MepiognyHICTb NOAAHHA perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iNCHEHHS
hapmakoHarnsgy, 3aTBepaxeHoro
Haka3zom MiHicTepcTBa OXOPOHU
37,0pOB’sA YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoOKamMu, 3a3HaYeHMUN y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neKu.
11. | TEPBIHOPM cnpeit HalKipHWiA, TOB YkpaiHa YOorPA4 MEANLINH I1AY TypeuunHa nepepeecTpaisi Ha HeOOMeXeHW 6e3 He UA/18389/01/01
po3uuH, 10 mr/r; no "YOPNA CAH. BE TIAX. A.LLl. TEPMiH peuyenma niosnsieae
20 mn 'y donakoHi 3 MEOMLN OHoBEHO iHdopMaLito B IHCTPYKLIT
posnuaoBayem Ta H" 0719 MeQUYHOTO 3aCTOCyBaHHSA
3aXUCHUM nikapcbKoro 3acoby y po3gaini
KoBnaykom, no 1 "3acTocyBaHHS y nepiog BariTHOCTI
pNakoHy B abo rogyBaHHs rpyaar” BignoBigHo 4o
KapPTOHHIn Kopobui OHOB/EHOI iHhopMallii 3 6e3nekn
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Ne Hassa Popma suUrnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
Lit040i pevoBUHN.
Pestome nnaHy ynpasniHHA pusukamu
Bepcia 2.0 gofaeTbes.
MepiognyHICTb NOAAHHA PerynsipHoO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKy 3AiNCHEHHS
hapmakoHarnsgy, 3aTBepaKeHoro
Haka3oMm MiHicTepcTBa OXOPOHHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
340pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMm, 3a3HaYeHMn y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neKu.
12. | TIO-HOPMIK po3uunH Ang iH'ekuin, | TOBAPUC YkpaiHa ToBapnCTBO 3 OOGMEXEHOID YkpaiHa nepepeecTpaLisi Ha HeobMeXeHui 3a He UA/18650/01/01
25 mr/mn; no 2 mn B TBO 3 Bi4NOBiAa/IbHICTIO TEPMiH peyenmom niosnsiecae
amnyni, no 5 amnyn OBMEXE "®apmaueBTUYHaA OHOBNEHO iHhopmaLLito B IHCTPYKLT
y 6nictepi, no 2 HOKO KoMnaHis "3gopos'a” 019 MeAUYHOro 3aCTOCYBaHHSA
6nictepu y kopobui 3 | BIAMNOBIA nikapcbKoro 3acoby y po3ginax
KapTOHY; N0 2 MN B ANbHICT "Mo6ivHi peakui™, a came, fogaHa
amnyni, no 10 10) iHchopmaLis WoA0 Bak/IMBOCTI
amnyn y 6nictepi; no | «KOPMNOP noBiZOM/IEHb MPO MiA03pHOBaHi NO6IYHI
1 6nictepy y AUIA peaxuii, "Ynakoska", a came,
KOpOOGLIi 3 KapTOHY, «310POB peaaroBaHO TEKCT po3Ainy.
no 4 mn B amnyni, "HA»

no 5 amnyny
6nictepi; no 2
6nictepu y kopobui 3
KapTOHY

Pestome nnaHy ynpas/iHHA pu3mkamu
Bepcis 1.1 gopaetbes.
MepiognyHICTL NOAAHHA PerysspHoO
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3atsepiKeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
340pOoB’A YKpaiuu Bif 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUuii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU
37,0p0B's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifAHO
3i CTpOKaMu, 3a3HavyeHMm y
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma suUrnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep

peecmpayjitiHo2o

nocBi04Y€eHHs1

nepiofMYHOCTI MOAAHHS PETYNSPHUX
3BITiB 3 6E3MEKN.

13.

TPALUMNTPOH
EKCTPA

MOPOLUOK 4151
OpasIbHOTO PO3UMHY;
no 10 a6o 30 caule

Y KapTOHHIil kopobui

TOB
"Papmaue
BTUYHA
KOMnaHis
"®apKoC"

YKpaiHa

TOB "dapmaLeBTU4Ha
KoMnaHis "®apKoC"

YkpaiHa

MepepeecTpauis Ha HeOBMEXeHWIA
TEPMiH.

OHoBeHHs iHhopmau,i Wwoao
pethepeHTHOro NikapCcbKoro 3acoby
Tepadpnto ekcTpa 3i CMakom NMMOHa,
MOPOLLIOK AJ15 OPA/SIbHOTO PO3YUMHY, Y
po3sginax "OcobnmsocTi
3actocyBaHHs", "Mob6iuHI peakuii" Ta
BHECEHHS iHchopmalii Lwoao
BavK/IMBOCTI MOBIJOM/IEHHS MPO
no6iyHi peakuii 4o po3ainy "MobiuHi
peakuii" iIHCTpyKUii AN MeguuHoro
3aCTOCyBaHHSA /ikapcbkoro 3acoby.

Pestome nnaHy ynpasriHHA pusmkamu
Bepcia 2.1 gogaeTbes.
MepiofnyHICTb NOAAHHSA pPerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepaAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[0pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3sy MiHicTepcTBa OXOPOHU
300pOB'a YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHUMKn y
nepiognMYHOCTI MoAaHHSA perynspHux
3BITIB 3 6e3neku.

6e3
peuyenma

niosnsiecae

UA/18162/01/01

14.

DNYTICAN®

Kancynv TBepgi no
20 wr; in bulk: mo 10
Kancyn y 6nictepi;
no 40 6nictepiB y
KapPTOHHIn KopooL,i

TOB
«NMEJPA
PM NTA»

YkpaiHa

KYCYM XENTXKEP MBT

nTg

IHais

nepepeecTpaLisi Ha He0BMeXeHwi
TEPMIH

PestomMe nnaHy ynpas/iHHA pusmkamu
Bepcisa 2.0 gogaeTbes.
MepioguyHicTb NOAAHHSA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsaaKy 34iNCHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3oM MiHicTepcTBa OXOPOHU
34,0p0B’s YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoOro B

He
nionsieae

UA/19700/01/01
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Ne Hassa Popma suUrnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
MiHicTepcTBi tocTULT YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHM
3710p0B's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiofnMyYHOCTI NoAaHHSA PerynspHux
3BITiB 3 6e3neku.
15. | ®NYTICAN® Kancynv TBepai no TOB Ykpaina BMPOGHULITBO, NEPBUHHE IHais/ nepepeecTpaLisi Ha HeobMeXeHwi 3a He UA/18392/01/01
20 wmr; no 10 kancyn «NEOPA nakyBaHHsi, BTOPUHHE YkpaiHa TEPMiH peyenmom nionszae
y 6nicTepi, no 3 abo PM NTO» nakyBaHHs1, KOHTPOS1b OHoBEHO iHGOpMaLito B IHCTPYKLT

6 6nicTepiB y
KapTOHHI ynakoBLi

AKOCTI, BUNYCK cepil
a6bo
BMPOGHMLTBO NPOAYKLi in
bulk:

KYCYM XENTXKEP MBT
NTA, IHaia

BTOPWHHE
nakyBaHHS,KOHTPO/1b
SAKOCTI, BUNYCK cepii 3

npoaykuii in bulk:
TOB «NTIEA®APM NTO»,
YKpaiHa

[ANA MeANYHOro 3acToCyBaHHs
nikapcbKoro 3acoby y po3ainax
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHSA y nepiog BariTHOCTI
a6o rogyBaHHA rpyaat”, "MobiyHi
peakuii” BignoBigHO A0 OHOB/IEHOT
iHchopmawii 3 6e3neku gitovoi
pPEeYOBUHM, a TakoX y po3aini "MobiyHi
peakuii" LWoA0 BaX/IMBOCTI 3BiTYBaHHS
npo noGiyHi peakuii.

Pestome nnaHy ynpas/iHHA pusmkamu
Bepcia 2.0 gojaeTbes.
MepiofnyHICTb NOAAHHSA pPerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekwu,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[,0pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3sy MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiognMyYHOCTI MoAaHHSA perynspHux
3BITIB 3 6e3neku.

B.o. Haua/IbLHUKAa
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dapManeBTUYHOr0 yIIPaB/IiHHA Onekcanpap I'PIHEHKO



HopaTok 3

[o Hakasy MiHicTepcTBa OXOpPOHU
300poB’Aa YKpaiHu «po aepxaBHY
peecTpauito (nepepeecTpadito)
niKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHux npenapariB) Ta
BHECEHHA 3MiH A0 peecTpauiiiHux
marepianiB»

Bift 03 )xoBTHA 2025 poky Ne 1516

ITEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJUUYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IIOA0 AKX BYJ/IN BHECEHI
3MIHMU 10 PEECTPAIIIMHIX MATEPIAJIIB, AKI BHOCATHCSA 1O JTEPKABHOI'O PEECTPY JIIKAPCEKHNX
3ACOBIB

Ne

Hassa

®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu sidnycky | Peknamys Homep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as8HUKa BUPOOGHUKa aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocBi0O4YeHHs1
1. | ABE/IOKC® PO34uH NS iHQy3il, Baiiep Al HimeuuunHa (Bunyck cepii): HimeyunHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom He UA/4071/02/01
400 mr/250 mn; no Baiiep AT, marepianis: 3miHu | Tmny - 3miHn nionszae
250 M1 po3unHY Yy HimeuunHa; oo 6e3snekn/edpekTMBHOCTI Ta
thnakoHax; no 1 (BMpOGHMLTBO hapmakoHarnsagy. 3miHa y
hakoHy B Hepo3cacosaHol KOPOTKili xapakTepucTuui
KapTOHHIM nauvuj NPOAYKLUii, NepBNHHA NiKapcbKoro 3acoby, TeKCTi
ynakoBka, BTOPYHHA MapKyBaHHS Ta iHCTPYKLiT A1
ynakoBKa, KOHTPO/Ib MeMYHOro 3acTOCyBaHHsA Ha
SIKOCTi): dpeseHiyc nigcTasi perynsipHo
Kabi Itania C.P.J1., OHOBJIHOBAHOrO 3BITYy 3 6e3neku
ITanis nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCyBaHHS NiKapcbkoro 3acoby
B nicnsipeecTpaviiiHnii nepiog, abo
SIK pe3ysibTar OLiHKN 3BiTY 3
JocnifmxeHb, NpoBeAeHNX
BiAANOBIAHO A0 NnaHy
negiatpnuHmx gocnigpxkersb (PIP)
(iHWi 3MiHW) - 3MiHX BHECEHO [0
IHCTPYKLii ANa MeguyHoro
3aCTOCyBaHHS /iKapcbKoro 3acoby
[0 po3ainy "Mo6iyHi peakuyii”
BiANOBIAHO A0 pekoMeHAaLliii
PRAC. BBeggeHHS 3MiH MPOTAroM
4-X MicsiLiB Micns 3aTBEpPAXEHHS
2. | ATHECTI® TabneTku, BKPUTI AT YkpaiHa BiANOBIgaNbHMIA 3a Yecbka BHECEHHS 3MiH O peecTpaLiiiHnx - UA/18244/01/01
NiBKOBOIO "®apmak” KOHTPO/b AKOCTI, Pecny6nika marepianis: 3miHu | Tuny - 3MiHn
060/10HKOH0, M0 25 nepBuHHE Ta oo 6esnekn/edpekTMBHOCTI Ta
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
mr; in bulk: no 14 BTOPVHHE thapmakoHarnagy (iHwi 3MiHK) -
Tabnetok y 6nictepi; nakyBaHHs, BUNYyCK BHeceHHs 3MiH [0 TekcTy
no 7 6nictepiB y cepii: MEJIC MapKyBaHHs MEPBMHHOI Ta
Kopobkax 3 nanepy; IHTepHeLHN a.c., BTOPVHHOI YNakoBoK in bulk
96 KOPOGOK B 3aBof, (BUpobHUYe niKapcbKoro 3acoby. TepMiH
TPaHCNOpPTHOMY niANpUEMCTBO) Y M. BBE/IeHHS 3MiH NpoTArom 6
ALLNKY Bonariue, Yecbka MicsILiB MicNs 3aTBepKEHHS
Pecnyb6nika;
BiANOBiAa/IbHWIA 32
BUPOBHULTBO,
KOHTPOb AKOCTI:
3eHTiBa K.C., Yecbka
Pecny6nika
3. | ATHECTI® Tabnetkn, BKpUTI AT YkpaiHa AT "®apmack”, YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyernmom UA/18245/01/01
NNiBKOBOO "dapmak” YkpaiHa martepianis: 3miHu | TUny - 3MiHK
060/10HKO10, M0 25 (BTOpPUHHE oo 6e3snekun/edpekTMBHOCTI Ta
Mr; no 14 Tabnetok nakyBaHHs, thapmakoHarnsgy (iHwi 3MiHn)
y 6nicTepi; no 2 MapKyBaHHSs, BUMYCK OHOBJ/1EHO TEKCT MapKyBaHHS
6nicTepun y nauui cepii 3 npoaykuji in NepBMHHOT Ta BTOPUHHOI YNakoBKK
bulk chipmm- nikapcbKoro 3acoby, a came
BMpo6HMKa MEAIC BW/IyYeHO iHdhopMaLito, 3a3HadyeHy
IHTepHewwHn a.c., POCIiCbKOI0 MOBOIO; HE3HAUHI
3aBo/, (BUpo6HMYe 3MiHW Yy TEKCT MapKyBaHHs
nigNPUEMCTBO) Y M. nepBuHHOT (N. 1, 6) Ta BTOPUHHOI
Bonariue, Yecbka (n. 1, 11, 16, 17) ynakoBku
Pecny6nika nikapcbkoro 3acoby. TepmiH
(BignoBigansHwii 3a BBEJEHHS 3MiH NPOTAroM 6
KOHTPO/b SIKOCTI, MiCALB NicNa 3aTBEPAXKEHHS.
nepBrHHE Ta
BTOPWHHE
nakyBaHHS, BUNYyCK
cepii) Ta cipmu-
BMPOGHMKA 3eHTiBa
K.C., Uecbka
Pecny6nika
(BignoBigansHwii 3a
BUPOBHULTBO,
KOHTPO/Ib SIKOCTI))
4. | AKICTAH Kpansi O4Hi, pO34unH; dapmacene ABCTpis BMPOGHMLITBO ITania/ BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom UA/18606/01/01
ayo no 2,5 Mny cnakoHi KT roTOBOrO NPOAYKTY, AscTpist marepianis: 3miHu | TUny - 3miHK 3
3 KpanesbHuLeo Ta IHTepHeLwHN nakyBaHHs, akocTi. CepTudpikar
KpuLLKoto; no 1 abo BeteniraHrs KOHTPO/b SIKOCTi: BignosigHocTI/lE-cepTudpikar
3, abo 6 chnakoHis B 6X BpycueTTiHi C.P.J1., BiZJNOBIAHOCTI E€BpPONENChKii

KapTOHHI KOpooLj

ITanis; BUPOGHNYa
OinbHUUA 3i

thapmakonei/MmoHorpadii.
MogaHHs HoBOro a6o OHOB/IEHOrO
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
cTepunisauii cepTudikaTa BignosigHocTi abo
nepBUHHOT BUyYEHHS cepTudikata
yNaKoBKM: BiANOBIAHOCTI EBpONeichbkil
CrepigxeHikc ITanisa thapmakonei: gnsa A®l; ans
C.M.A., ITanis; BUXIAHOTO
BVPOGHWK, SKWiA Marepiany/peareHTy/npomMiKHOro
BignoBigae 3a NPOAYKTY, WO BUKOPUCTOBYIOTHCS
BWMYCK Cepil: y BUpO6GHULTBI A®I; ans
Papmacenekt [0MOMIXHOT PEYOBUHM
IHTEpHELUHN (cepTudpikat BigNOBIAHOCTI
BeteniraHrs Mv6X, €sponelicbkin hapmakonei) -
ABCTpist HoBwii cepTudikat Big HOBOro
BMpO6HMKa (3amiHa abo
[OMNOBHEHHS) - NOAAHHA HOBOrO
cepTudpikaTa BignoBigHOCTI
€sponelicbkiin hapmakonei Ne RO-
CEP 2020-368 - Rev 02 gns
[itoyoi peyoBmHY Latanoprost Big,
HoBOro BMpo6Huka NEWCHEM
S.p.A. (BONOBHEHHS).
5. | AKNIACTA PO34uH NS iHQY3il, TOB Ykpaina BTOPVHHE LLBetiuapis/ BHECEHHS 3MiH 10 peecTpavuiliHnX 3a peyernmom He UA/4099/01/01
5 mr/100 mn; no 100 "CaHpo3 nakyBaHHs, ABcTpis/ martepianis: 3miHu | TUny - 3MiHK nionsieae
M1y dhakoHi; no 1 Ykpaina" KOHTPO/b Cepii, CnoBeHisi oo 6e3snekn/edhekTMBHOCTI Ta

ch1akoHy B KOpOOL
3 KAPTOHY

BUNYCK Cepiii:
Hosaptic ®apma
LLiTelin AT,
LLiBeiiuapis;
BUPOBHULTBO,
nepBuHHe
nakyBaHHs,
KOHTPO/b Ccepili:
®pe3seHiyc Kabi
ABcTpia [m6X,
ABCTpISl; BTOPUHHE
nakyBaHHs1,
KOHTPO/b cepiii Ha
nepiog TepmiHy
npuaaTHOCTI, BUMYCK
cepii: Jlek
PapmaueBTMYHa
KoMnaHis 4.4.,
COBEHIS; KOHTPOS1b

hapmakoHarnsagy. 3miHa y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKLUIi 4515
MeAMYHOrO 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCyBaHHS /iKapcbkoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynbTaTt OLiHK/ 3BITYy 3
JocnifmxeHb, NpoBeAeHNX
BiANoBIAHO A0 NnaHy
neaiatpnyHux gocnimpkeHs (PIP)
(3MiHy y3ropkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHO B iHCTPYKL0 A1A
MeM4HOro 3acTOCyBaHHSA

SAKOCTi 3a niKapcbKoro 3acoby A0 posainy
NOKa3HNKOM "Mo6iyHi peakuii” BigNoBigHO A0
"BakTepiasibHi OHOBJ/1EHOIT iHGhopMaLii LWoao
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
E€HAO0TOKCUHKN": 6e3nekun 3acTocyBaHHA Ajitoyol
®peseHiyc Kabi PEYOBUHM 3TiHO 3
ABcTpia 'm6X, pekomeHgauieto PRAC. TepMiH
ABCTpiSi; BisyasibHa BBEJEHHS 3MiH NPOTAroM 6
iHCnekwyjs MICALIB MiCNA 3aTBEPKEHHSA
nikapcbKoro 3acoby:
®pe3seHiyc Kabi
ABCTpiss TM6X,
ABCTpISl; KOHTPO/b
SAKOCTI 3a
NoKa3HUKOM
"CTepwWIbHICTb":
ATEC I'm6X IMEL,
ABCTpist
6. | ANITEP Tabnetku no 4 wmr; TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom UA/17735/01/01
no 10 TabneTtok y «MIKPOXIM «MIKPOXIM», martepianis: 3miHu | TUny - 3MiHK

6nictepi; no 3
6nictepm y nauui 3
KapTOHY

»

YkpaiHa (ropugnyHa
afipeca BUPOOHNKa,;
BMpO6HMYaA
AinbHuus (Bci ctagaii
BMPOGHMYOro
npouecy);
BiANOBigabHUI 3a
BUNYCK cepii, He
BK/THOHAI0UM
KOHTPO/b/BMNPOGYB
aHHsa cepii); AT
«PAPMAK>,
YkpaiHa
(BUpPOGHMLTBO 3a
NOBHUM LK/IOM)

LoAo 6e3snekn/edpeKkTBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3arasibHEHNX JaHuX npo

cuctemy chapmakoHarisgy

(BBEAEHHA y3araslbHeHUX AaHuX

npo cuctemy chapmakoHarnsgy,

3MiHa YyNOBHOBaXKEHOI 0cobw,
BignoBiganbHOI 3a 3AjACHEHHS!
thapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiMiHHa Bif, yNOBHOBaXEHOI
ocobu, BignoBiganbHOI 3a
3[jiCHEHHs1 hapMakoHarisay
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy). 3miHa

YNOBHOB&XEHOI 0CO6U 3asBHIIKA,

BignoBigansLHoI 3a
hapmakoHarnsg.

[itova pepakuia: €scTparoBa
IpuHa IropiBHa. MponoHoBaHa
pegakuis: Montox Hatanis
€BreHiBHa. 3MiHa KOHTaKTHUX
LaHuX YyNoBHOBaXXEHOT 0co6u
3asBHMKa, BiANOBIAaIbHOT 3a
cthapmakoHarnsag
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
7. | ANITEP TabneTtku no 8 mr; TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyernmom UA/17735/01/02
no 10 TabneTok y «MIKPOXIM «MIKPOXIM», marepianis: 3miHu | Tuny - 3miHn
6nictepi; no 3 » YkpaiHa (ropugnyHa Loao 6e3nekn/edpeKTMBHOCTI Ta
6nictepun y nayui 3 afpeca BUPOOHUKa,; thapmakoHarnagy. BeeseHHs abo
KapToHy BMPOGHMYA 3MiHW [0 y3arasibHEHNX JaHuX Npo
AinbHuus (Bci cTagii cuctemy chapmakoHarnsgy
BUPOGHNYOro (BBEAEHHSA y3araslbHEHNX AaHUX
npouecy); npo cuctemy hapmakoHarangy,
BiANOBiAa/IbHWIA 32 3MiHa YNMOBHOBaXEHOT 0cobwy,
BUNYCK cepil, He BiANOBIAA/IbHOI 3a 34iAiCHEHHS
BKHOYAKOUU hapMakoHarnsay; KOHTaKTHOI
KOHTPO/b/BMNPOGYB ocobu 3 hapmakoHarnsgy
aHHsa cepii); AT 3asBHUKA AN 3AiACHEHHS
«®APMAK>, hapmakoHarnsgy B YkpaiHi, Ko
YkpaiHa BOHa BiMiHHA Bif, yNTIOBHOBaXEHOI
(BMPOGHULTBO 3a ocobw, BignoBigansLHoI 3a
MOBHWM LMK/I0M) 3[jicCHeHHs hapmMakoHarnsgy
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHI
MacTep-chaina cuctemm
hapmakoHarnsagy). 3miHa
YNOBHOBAaXEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
[itova pepakuin: €scTparosa
IpuHa IropisHa. MponoHoBaHa
pepakuis: Montox Hatanis
€BreHiBHa. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOBaXEHOI 0Co6u
3as1BHYIKA, BignoBigabHOT 3a
hapmakoHarnag,
8. | AIbdA M TabneTku, BKPUTI OPTAHOCU OAE AnoTekc IHK. KaHaga BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/13454/01/01
NNiBKOBOO H martepianis: 3miHu | TUny - 3MiHK
060/10HKOH, 3 NANDCAEH woao 6e3snekun/edpekTMBHOCTI Ta
MoAandikoBaHUM Cn3 (Ed thapmakoHarnsgy. BeegeHHs abo
BVBI/IbHEHHAM MO 3ETI) 3MiHW [0 y3ara/lbHeHUX JaHuX Npo

0,4 mr; no 10

TabneTtok y 6nicrepi;
no 3 abo 6 6nictepis
Y KapTOHHili kopobLi

cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX AaHWX
npo cucTemy chapmakoHarsisgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHHS
hapmMakoHarnsay; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnsgy B YkpaiHi, skuio
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BOHa BifiMiHHa Bif, YyNOBHOBaXeHO|
ocobwu, BignoBifasibHOI 3a
3[jicCHeHHs1 hapMakoHarisgy
(BK/KOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremu
thapmakoHarnagy). 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAgNoBigasbHOI 3a
hapmakoHarnsg.

[itoua pepakuin: a-p Awy fiin
LLlapma. MponoHoBaHa pefakuis:
LLinHkapeHko Miogmuna HOpiiBHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBiganbHoI 3a
hapmakoHaring,.

ANb®OPT
CTIK

PO34MH OpasbHUIA,
no 25 mr/10 mn, no
10 mn y cawe, rno 20
calle B KapTOHHii
KopobLi

JenbTa
Megiken
MpomoyLH3
Al

LLiBefiuapis

CAIr
MEHY®EKYYPIHT,
C.JY.

IcnaHis

BHECEHHS 3MiH 10 peecTpaviliHnX
martepianis: 3MiHu | TUNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/to4aoun
[fiana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (36i/bLIeHHs
00 10 pasiB NOPIBHAHO i3
3aTBEPAKEHVMM PO3MIPOM) -
[ofaBaHHA po3Mipy cepii ons
roTOBOrO JlikapCcbKOro 3acoby, a
came 6000 n (Lo Bignosigae
600,000 cawe no 10 mn) B
[OMOBHEHHSA [0 BXE iCHYI4Oro
3apeecTpoBaHoro posmipy cepii —
2000 n (wo Bignosigae 200,000
cawe no 10 mn)

3a peuernmom

UA/18992/01/01

10.

AMBPOKCON

Tabnetku no 30 mr;
no 10 TabneTok y
6nictepi; no 2
6nicTepn y nayui 3
KapToHy

TOBAPUCT
BO 3
OBMEXXEH
[e];0)
BIANOBIOA
NbHICTHO
«KOPIMOPA
LA
«300POB’'A

»

YkpaiHa

BCi cTagii
BMPOGHMLITBA,
KOHTPONb SIKOCTI,
BMNYyCK cepil:
ToBapucTso 3
06MeXeHoto
BiANOBIAA/TbHICTIO
"[locnigHwii 3aBog,
"rHUaC",
YkpaiHa;

BCi cTaaii

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3miHu | TUny - 3MiHK
Loao 6e3snekn/edeKkTBHOCTI Ta
hapmakoHarnsay (iHwi 3MiHKn)
OHOB/EHHS TEKCTY MapKyBaHHs
yNakoBKW NMikapcbKoro 3acooby,
30Kpema BWUTy4eHHs iHchopmallii,
3a3HayeHol pociiicbKo MOBOHD, Ta
BHECEHHS pefaKLiiiH1X NpaBoK No
TEKCTY MapKyBaHHs NepBUHHOT Ta
BTOPUHHOI YaKoBOK NiKapCbKoro

6e3 peyenma

UA/0438/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
BMPOBHULTBA, 3acoby.
KOHTPOb AKOCTI, BBefeHHs1 3MiH NpoTArom 6-Tu
BWMYCK Cepil: MiCALIB MiC/1SA 3aTBEPAKEHHS
ToBapucTso 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"®APMEKC rPyn",
YkpaiHa,;
BCi cTagii
BMPOBHULTBA,
KOHTPO/b SKOCTI,
BWMYCK Cepil:
ToBapucTso 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KOMMaHis
"3p0pos'a”,
YKpaiHa
11. | AMOINAKOC MOPOLLIOK ANs AHTWBIOT PymyHis nepBrHHE Ta PymyHis/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/19040/01/01
PO34UHY A5 iH'EKL VKN CA BTOPVHHE IHpjs/ Kutaid | maTtepianis: 3MiHu | TURy - 3MiHK 3
abo iHdysiino 1,51 nakyBaHHs1, sKocTi. FoToBWIA Nikapcbkuii 3aci6.
(2000 mr/500 mr) y KOHTPOb AKOCTI, 3MiHN Yy BUPOOHULTBI. 3MiHN Y
chnakoHi, no 1 abo BUNYyCK cepil: npoLeci BUpo6HULITBA FOTOBOrO
no 10, a6o no 25 AHTUBIOTUKN CA, niKapcbKoro 3acoby, BKIYaum
h1akoHiB y PymyHis; BUPOGHWKM MPOMiXHWI MPOAYKT, WO
KapTOHHIM navi CTepW/IbHOT CyMiLLli 3aCTOCOBYETLCS MNPV BUPOOHULITBI
cynbbakTamy HaTtpito roTOBOro Nikapcbkoro 3acoby (iHLwi
Ta amniyunniny 3MiHW)
HaTpito: Aypo6iHao 3MiHM Y npoueci BUpobHULTBa
dapwma Jlimites, CTEePW/IbHOT CyMiLli aMmniLuniHy
IHAis; BUPOGHMKM HaTpilo Ta cy/ibbakTamy HaTpilo
CTepW/IbHOT CyMiLLli LoA0 nepernsagy acentuyHoi 30HU
cynbbakTamy HaTtpito LUSIAXOM 3MiHU MEXi BifHOCHOT
Ta amniyuniHy BOJIOrOCTi Ta nepenaay TUCKY A4S
HaTpito: acenTUYHYX MPUMILLEHb TOTO X
XKyxaii FOHaiiTes, Knacy Ta BUKOPUCTaHHSA BUXIAHNX
Na6opaTopic Ko., PeyoBUH amniyuaiHy HaTpilo Ta
Nra., Kutai cynbbaktam HaTpito,
BUIOTOB/IEHNX Y HOBOMY 610U — H
aBTOPV30BAHOro0 BUPOBHNYOro
MalifaHumKy.
BBeneHHst 3MiH NpoTAroM 6-Tu
MiCALIB MiC/1s 3aTBEPKEHHS
12. | AMOINJIKOC NOPOLLOK Ans AHTUBIOT PyMyHis NnepBUHHE Ta PymyHisi/ BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/19040/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
PO34UHY A5 iH'EKLLlA VKN CA BTOPVHHE IHais/ Kutaidi | maTtepianis: 3MiHu | TURY - 3MiHK 3
abo iHdpysiino 1,51 nakyBaHHs, AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
(1000 mr/500 wmr) y KOHTPO/b AKOCTI, Cucrtema
BUMYCK cepii: KOHTelHep/3aKynopoBasibHWiA

donakoHi, no 1 a6o
no 10, a6o no 25
h1aKkoHIB y
KapTOHHI nayi

AHTUBIOTUKIN CA,
PymyHist; BUpPOGHWKM
CTEepPU/IbHOT CyMiLLl
cynbbakTamy HaTpito
Ta amniyuniHy
HaTpito: AypobiHA0
dapwma Jlimiteq,
IHAis; BUPOGHUKM
CTEepPU/IbHOT CyMiLLl
cynbbakTamy HaTpito
Ta amniyuniHy
HaTpito: fOHaliTeq,
Nab6opaTopic Ko.,
Ntg., Kntai

3aci6. 3MiHa nocTavyanbHVKa
nakyBa/lbHVX MaTepianis abo
KOMMNIEKTYUNX (SKLLO0 3a3Ha4YeHO
B [10CbE) (BUTYYEHHSA
noctavyasibHu1Ka) - BUAaIeHHS
anbTepHaTUBHOrO BUPOGHYKa,
Piramal Glass private Limited,
IHAiA, ANA cKNSAHWMX NaKoHIB.
3aTtBepmkeHo: 3.2.P.7 Container
closure system of the finished
product suppliers of vials - 1.
Bormioli Pharma S.p.a., Italy - 2.
Saint Gobain Desjonqueres,
France - 3. Piramal Glass Private
Limited, India - 3anponoHoBaHo:
3.2.P.7 Container closure system
of the finished product suppliers of
vials - 1. Bormioli Pharma S.p.a.,
Italy - 2. Saint Gobain
Desjonqueres, France- 3miHu |
Tuny - 3MiHK 3 AKocTi. FoTOBWIA
nikapcbkuin 3aci6. Cuctema
KOHTeliHep/3aKynopoBasbHuWii
3aci6 (iHWi 3miHW) - 3mMiHa
cneundikauii/npouenypu
BMNPOGYBaHHSA CKNSAHMX (O/1aKOoHIB
L1040 NapamMeTpa "30BHilLHiiA
BUrNAA", 3 METOK BUKOHAHHSA
Bumor "ISO 2859-1-1999
npoueaypv Big6opy npob ans
nepeBipoK 3a aTpubyTamu -
YacTtuHa | Cxemu Bigb6opy npo6,
iHAEKCoBaHi 3a Mexeto
NpUAHATHOI skocTi (AQL) ans
nepeBipkv NapTili 3a
napTisMy"HOBI NONOXEHHA WOA0
30BHILLHBbOrO BUIIAAY: NPO30pi
CKNSHI hNakoHu, Lo MaloTb
HeBignoBigHOCTI 3rigHo Tabnuui 1
Ta flogatky 1 gns aHaniTMYHOT

npoueaypv; oopma Ta po3mipu
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

dhnakoHiB BiANOBIAAIOTL ECKi3y.
BBefeHHs1 3MiH NpoTArom 6-Tn
MiCALIB MiCNSA 3aTBEPIKEHHS.
3MiHu Il TUNYy - 3MiHKU 3 AKOCTI.
[oTOBMIA NiKapcbknin 3aci6.
Cucrema
KOHTeliHep/3aKynopoBasibHuWi
3aci6. 3MiHa y NepBUHHIl ynakoBLj
rOTOBOrO JliKapCbKoro 3acoby
(sKicHWIA Ta KinbKicHWIA cknag) -
CTepusbHi nikapcbki 3acobu Ta
nikapcbki 3acobu
6ionoriyHoro/iMyHoN0ri4YHOro
NMOXO[PKEHHS - BBEAEHHSI
6pOMBYTUNIOBMX YMOBMX MPOGOK,
ciporo konbopy (Kog matepiany
4031/45, cipwif), sk
anbTepHaTUBHWIA
3aKyrnoproBasibHWIA NPUCTpIli 40
3aTBEPMKEHNX BPOMOYTUIOBUX
ryMOBWX NMPOBOK, POXEBOro
Konbopy (koA matepiany 4001/45,
poXeBuit), WO HaAX0AATb Bif,
YNOBHOB&XXEHOro BMPOOHYKa West
Pharmaceutical Services.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS

13.

APUKCTPA®

PO3YUH O151 iH'EKLLNA,
2,5 mr/0,5 mn, no 0,5
M1y nonepeAHbo
3anoBHeHOMY
Lwnpuui; no 10
Lwnpuyis y
KapTOHHIA KOopooLi

AcneH
dapma
TpeWgiHr
NimiTen

IpnaHgis

AcneH Hotep Jam
e boHgesinb

PpaHuin

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TMny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) -
3MiHU BHECEHO B TEKCT
MapKyBaHHA BTOPVHHOI YNakKoBKK
NiKapcbKoro 3acoby y nNyHKTn 8,
12, 13, 17 Ta B TEKCT MapKyBaHHS
NepPBUHHOT YNaKoBKM Yy NYHKTU 3, 4.
BBeneHHst 3MiH NpoTAroM 6-Tu
MiCALIB MiC/1s 3aTBEPKEHHS

3a peyenmom

UA/6804/01/01

14.

APUKCTPA®

PO34UH ON151 iH'EKLLNA,
12,5 mr/mn; no 0,4
mn (5 mr), aéo no
0,6 mn (7,5 mr), abo
no 0,8 mn (10 mr) y
nonepeaHL0
3anoBHEHOMY

AcneH
dapma
TpengiHr
Nimiten

IpnaHgis

AcneH Hotep Jam
Ae boHgesinb

PpaHuis

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3miHu | Tuny - 3miHn
oo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
3MiHW BHECEHO B TEKCT
MapKyBaHHS BTOPUHHOT yNakoBKu
NikapcbKoro 3acoby y NyHKTK 8,

3a peyernmom

UA/6804/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

wnpwi; no 10
nonepeaHL0
3anoBHEHNX
LUNPpULIB Yy KOPOBLL

12, 13, 17 Ta B TEKCT MapKyBaHHSA
NepPBUHHOT YNaKoBKK y MYHKTU 3, 4.
BBefieHHs 3MiH npoTArom 6-tm
MicALiB Nic/a 3aTBePAXKEHHS.

15.

APOKCUKAM

TabneTtkn no 7,5 mr;
no 10 TabneTok y
6nictepi; no 1 a6o
no 2 6nictepn y
KapTOHHIM navui

Aypo6iHao
®apma /114

IHgis

Aypob6iHgo ®apma
Nimitep, - FOHIT 11l

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TUNY - 3MiHK 3
siKocTi. FoToBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKyrnopoBabHuWii
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NikapCbKOro 3acoby
(3MiHa KiNbKOCTi 0ANHULb
(Hanpuknag TabneTok, amnyn
TOLLO) B yMakoBLii:) - 3miHa y
[iana3oHi 3aTBepkeHnX po3Mipis
yNaKkoBKM - BBELEHHS [0ATKOBOIO
BMAYy ynakosku 10 TabneTok y
6nicTepi; no 2 6nictepu 'y
KapTOHHI nayui: 3aTBepakKeHo:
YMNAKOBKA: no 10 TabneTtok y
6nicTepi. Mo 1 6nictepy pa3om 3
IHCTPYKLi€EO ANa MeanyHOro
3aCTOCYBaHHS MOMILLAOTb Y
KapTOHHY nayky. 3anponoHOBaHo:
YTMNAKOBKA: no 10 Tabnetok y
6nictepi. Mo 1 a6o no 2 6nictepu
pas3om 3 iHCTpYKLieo ans
MeAMYHOro 3aCTOCyBaHHSA
NoMiLLEaI0Tb Y KAPTOHHY Nauky.
3MiHV BHECEHO B IHCTPYKLi0 Ans
MeAMYHOro 3aCTOCyBaHHSA
NiKkapcbKoro 3acoby y po3gin
«YnakoBKa», sIK HacnigoK —
3aTBEPIKEHHS TEKCTY
MapKyBaHHS yNakoBKM iKapCbKOro
3acoby 719 HOBOro po3Mipy
yNakKoBKM.

3a peuenmom

He
niosnsicae

UA/11516/01/01

16.

APOKCUKAM

Tabnetku no 15 mr;
no 10 TabneTok y
6nictepi; no 1 abo
no 2 6nictepny
KapTOHHI navi

Aypob6iHao
®apma /114,
IHais

IHgis

Aypob6iHgo Papma
Nimiten, - FOHIT 111

IHgis

BHECEHHS 3MiH A0 peecTpauiiHnx

marepianis: 3MiHu | TUNY - 3MiHK 3

AkocTi. FoToBUIA Nikapcbkuii 3aci6.

Cucrema
KOHTeliHep/3aKyrnopoBasbHWi
3aci6. 3MiHa po3mipy ynakosku
roTOBOrO NiKapCbKOro 3acoby
(3MiHa KiNbKOCTi OANHULb

3a peyenmom

He
nionsieae

UA/11516/01/02
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Kpaina

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o

Hassa

n/n JNliKapcbKo20

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

BUPOGHUKa

(Hanpuknag TabneTok, amnyn

nocBi04Y€eHHs1

3acoby

a

ynakoBKM - BBEJEHHA 00AaTKOBOIo

KapTOHHY Nayky. 3anponoHOBaHO:

TOLLO) B yMakoBLii:) - 3miHa y
ianasoHi 3aTBepMAXEHNX PO3MipiB

BMAaYy ynakosku 10 TabneTok y
6nicTepi; no 2 6nictepu 'y
KapTOHHI nayui: 3aTBepaKeHo:
YMNAKOBKA: no 10 TabneTtok y
6nicTepi. Mo 1 6nictepy pasom 3
IHCTPYKLi€EO ANA MeANYHOro
3aCTOCYBaHHSA MOMILLAOTb Y

YTMNAKOBKA: no 10 Tabnetok y
6nictepi. Mo 1 a6o no 2 6nictepu
pa3oM 3 iHCTpyKUieo ans
MeAM4HOro 3aCTOCyBaHHSA
NOMILLAIOTb Y KAPTOHHY MaykKy.
3MiHM BHECEHO B IHCTPYKLil0 ANs
MeAMYHOro 3aCToCyBaHHA
NiKapcbKoro 3acoby y po3ain
«YnakoBKa», SIK HacnifoK —
3aTBEPMKEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby 4515 HOBOTo po3mipy
yNaKoBKU.
BHECEHHS 3MiH [0 peecTpavuiiHnX

3a peyenmom

He
nionsiecae

UA/19017/01/01

17. | APTPOKO/

renb, 25 Mr/rno 45 r
B Ty6i; no 1 Ty6i B
KapTOHHI KOpooLi

TOB
«YOPN[,
MEANLH>»

Ykpaina

YOP/A, MEA/LMH
INAY CAH. BE
TIDK. A.LLL

TypeyunHa

marepianis: 3MiHu | TUNY - 3MiHK 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEEHHS A04aTKOBOI AiTbHNLL
BUPOGHMLTBA A/151 YacTuHM abo
BCbOr0 BMPOGHMYOro npoLiecy
roTOBOrO /liKapCbKoro 3acoby
(minbHMUSA, Ha AKili NpoBOASATLCA
6yab-ski BUPO6HUYI cTagji, 3a
BUHATKOM BUMYCKY Cepii,
KOHTPO/H0 SIKOCTi, NEePBUHHOTO Ta
BTOPUHHOIO NakyBaHHS, AN
HeCTepUsIbHUX NiKapCbKnx
3aco06iB). CynyTHS 3MiHa - 3MiHK 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMUTBI. 3amiHa abo
BBEJEHHSA [OAATKOBOI Ai/TIbHUL
BVMPOGHMLTBA A1 YacTUHU abo

BCbOTO BMPO6HMYOro npouecy
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

roTOBOro NikapCbKoro 3acoby
(ainbHUUSA ANA BTOPUHHOMO
nakyBaHHs) - 3MiHW 3 AKOCTI.
FoToBWiA Nnikapcbkuii 3aci6. 3MiHK
y BUpOBGHMLTBI. 3amMiHa abo
BBEJEHHS A0AATKOBOI Ai/TbHUL
BUPOGHMLTBA A/151 YacTuHU abo
BCbOr0 BMPOGHMYOro npoLecy
rOTOBOrO JlikapCbkoro 3acoby
(ginbHUUSA ANSA NePBUHHOTO
nakyeaHHs) (B.11.6.1. (6) IAHN),
3aMiHa BUpPOGHMKa FOTOBOrO
nikapcbKoro 3acoby,
BiANOBIA&/IbHOrO 3a BUPOBGHNLTBO,
NepBUHHE Ta BTOPVHHE NakyBaHHS
3 YOP/4 MEOULIMH INAY CAH.
BE TIIXK. A.LL. (agpeca: 15
Temmy3 Maxannewwi [xawmi nony
Dxappeci Ne50 lMNoHeLwni
Barpxunap/Ctambyn, TypeuunHa)
Ha YOP/4 MEAVNUWH INAY CAH.
BE TIIK. A.LL. (agpeca: OMN34,
ksaptan I'.O.Mawa, 6-Ta Bynuus,
Ne30, Yepkeskoii/Tekipaar,
TypeyunHa). 3MiHW BHECEHO B
IHCTPYKLil0 ANns MegnyHoro
3aCTOCyBaHHS /iKapcbkoro 3acoby
y po3gin "MicLe3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBaKEHHS NOr0 Ais/IbHOCTI" 3
BiANOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS YNakoBOK /iKapcbkoro
3acoby. BBegeHHs 3MiH MPOTArom
6-Tn MicAUIB NicNsA 3aTBEPKEHHS.
3MiHu | TURY - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbknii 3aci6. 3MiHN
y BUPOGHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCSA
BUWMYCKY Cepii Ta KOHTPOJTH0 SKOCTI
roTOBOro NMikapCbKoro 3acoby
(3amiHa abo fofaBaHHSA
BMPOGHMKa, LU0 BiANOBiAaE 3a
BBE3€eHHA Ta/abo BMnyck cepii) -
Briovaroun
KOHTPO/bL/BUNPOGYBaHHS cepil -
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3amiHa BUPOOHMKa roToBOro
nikapcbKoro 3acooby,
BiANOBIAA/ILHOrO 3a KOHTPO/Ib Ta
BMNyck cepii 3 YOP/4 MEANLINH
INAY CAH. BE TIOXK. A.LL.
(appeca: 15 Temmy3 Maxannewui
[xawmi iony Dxapneci Ne50
MNonewni barpkunap/Ctambyn,
TypeuunHa) Ha YOPN[,
MEAVLVH ITAY CAH. BE TIOK.
A.LL. (agpeca: O34, ksaptan
[.0.Mawa, 6-Ta Bynunus, Ne30,
UYepkeskoit/Tekipaar, TypeuunHa).
BBefeHHs1 3MiH NpoTArom 6-Tu
MiCALIB MiCNsA 3aTBEPAKEHHS.
3MiHuM | TUNY - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn).
3MiHN BHECEHO B TEKCT
MapKyBaHHS BTOPMHHOT YNakoBKu
nNiKapcbKoro 3acoby y NyHKT 8,
11, 12, 13, 17 Ta B TE€KCT
MapKyBaHHs NEPBUHHOT YNaKOBKM
y NyHKTW 3, 4, 6. BBEAEHHS 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

18.

ACHIPVH
KAPJIO®

TabneTku, BKpUTI
KMLLKOBOPO34MHHOO
060/10HKO0, Mo 100
mr; no 14 Tabnetok
y 6nicTepi; no 2, no
4 abo no 7 6nictepis
B KapTOHHI navui

Baiiep
KoHcbtomep
Kep Al

LLiBefiuapis

BMPOGHMLTBO "in
bulk", kOHTpOb
SKOCTi: baviep AT,
HimeuunHa,
BUPOGHMLUTBO "in
bulk", kOHTpOIb
AKOCTi, NepBUHHeE,
BTOPWHHE
nakyBaHHs Ta
BMNYyCK cepii: baliep
BitTepcenss MrmoX,
HimeuunHa,;
BMPOGHMLTBO "in-
bulk", kOHTpOb
AKocTi: baliep
Xernckep
MaHydakTypiHr
C.P.N., Itanis;
KOHTPO/1b SIKOCTI:

Himeuunna/
ITanisa

BHECEHHS 3MiH 10 peecTpaviliHnX
martepianis: 3MiHu | TUNy - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapcbKoro
3aco6y (iHwi 3miHK). Mepeknag
MKS$ 3 pocilicbkoi MOBY Ha
YKPaiHCbKy MOBY A/19 MPUBEAEHHA
y BiANOBIAHICTb i3 BUMOramu
YMHHOI pegakuii Hakasy MO3
Ykpainn Ne 426 Big 26.08.2005.

6e3 peyenma

UA/7802/01/01




40

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
KyppeHTta 'm6X i Ko.
BTK, HimeuyunHa
19. | ATEHON-H TabneTku, BKpUTI [>KeHOM IHAjsA [oxeHom BioTek IMBT. IHAis BHECEHHS 3MiH 10 peecTpavuiliHnX 3a peyenmom He UA/10468/01/01
NNiBKOBOIO BioTek IMBT. nTa. martepianis: 3miHu | TUny - 3MiHK nionsieae
060/10HKOHD; Mo 10 nra. oo 6e3snekn/edhekTMBHOCTI Ta
Tabnetok y cTpuni; hapmakoHarnsagy. 3miHa y
no 1 ctpuny B KOPOTKili xapakTepucTuui
KapTOHHOMY NiKapcbKoro 3acoby, TeKCTi
KOHBepTi; no 10 MapKyBaHHSA Ta IHCTPYKLUIi 4515
KOHBEpTIB Y MeAMYHOrO 3aCTOCYBaHHS Ha
KapTOHHI KOpooL nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCyBaHHS /iKapcbkoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynibTaTt OLiHK/ 3BITYy 3
JocnifmxeHb, NpoBeAeHNX
BifNoBIAHO A0 NnaHy
neaiatpnyHux gocnimpkeHs (PIP)
(3MiHy y3ropkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHN BHECEHO A0 IHCTPYKLiT Ans
MeM4HOro 3acTOCyBaHHSA
niKkapcbKoro 3acoby Ao po3ainis
"Oco6MBOCTI 3aCTOCYyBaHHA",
"MobiuHi peakyii” BigNOBIAHO A0
iHbopmawii 3 6e3nekun aitoyoi
peyoBMHM XNopTanigoHy
(TiasngonodibHnin aiypeTuk).
20. | ATEPAA Tabnetku no 40 mr/5 PapmavnesT MonbLa dapmaLeBTUYHUI MonbLa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyernmowm UA/19120/01/01
Mmr, no 14 TabneTok N4YHWIA 3aBOS 3aBog “Monbgapma” martepianis: 3MiHu | TUNy - 3MiHK 3
y 6nicTepi, no 2 “Monbthapm C.A. AKocTi. CepTudikar
6nictepu B a"C. A.

KapTOHHI KOpooLj

signosigHocTi/l E-cepTudikar
BiNOBIAHOCTI €BpPONENChKIN
thapmakonei/MoHorpadii.
MofAaHHA HoBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHocTi abo
BW/TyYEHHS cepTudikaTa
BiZJNOBIAHOCTI €BpONENChKii
hapmakonei: gnsa A®l; ans
BUXiZHOrO
MaTepiany/peareHTy/NpoMKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA
y BUpo6HUUTBI A®I; ansi
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

[0MOMDKHOT peYOBUHU
(cepTuddikaT BigMNOBIAHOCTI
€Bponelicbkin hapmakonei) -
OHoB/EHMIA cepTudikaT Bif yxe
3aTBEpP)KEHOr0 BUPOOHYKA -
nofaHHs OHOBIEHOTO
cepTudikaTa BifgnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-
CEP 2009-077 - Rev 02
(3aTBepaxeHo: R1-CEP 2009-077
- Rev 01) ans Ajrouoi pevyoBuHmn
TenmicapTaHy Bif Bxe
3aTBEPAKEHOrO BUPOBHMKA
ZHEJIANG HUAHAI
PHARMACEUTICAL CO. LTD,
Kntaii

21.

ATEPA A

Tabnetkv no 40
mr/10 mr, no 14
Tabnetok y 6nictepi,
no 2 6nictepu B
KapTOHHIA KopoobLi

dPapmauesT

NYHWIA 3aBOA,

“Monbthapm
a"C. A.

Monbla

dapmaveBTUYHNI
3aBog, “Nonbhapma”
C. A

Monbwa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TUNY - 3MiHK 3
sAKocTi. CepTudpikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiichbkil
hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBIEHOTO
cepTudpikaTa BignosigHocTi abo
BW/IYYEHHS cepTudikata
BiANOBIAHOCTI EBpONEChbKil
thapmakonei: gnsa A®l; ans
BUXIAHOTO
MaTepiany/peareHTy/MpoMiKHOIro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpo6HULTBI API; Ans
[0MOMDKHOT pEYOBUHN
(cepTudpikat BigNoBiAHOCTI
€Bponelicbkiin hapmakoner) -
OHoBrieHunii cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOOHMKA -
nofaHHs OHOB/IEHOTO
cepTudikaTa BifnoBIAHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2009-077 - Rev 02
(3atBepaxeHo: R1-CEP 2009-077
- Rev 01) ans gjtoyoi peqyoBuHH
TenmicapTaHy Bif BXe
3aTBEPKEHOrO BUPOOHMKA
ZHEJIANG HUAHAI

3a peyenmom

UA/19120/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

PHARMACEUTICAL CO. LTD,
Kutai

22,

ATEPA A

Tabnetku no 80 mr/5
Mmr, no 14 TabneTok
y 6nicTepi, no 2
6nictepu B
KapTOHHIA KOopooLi

dapmavnesT

WYHWIA 3aBO,

“Monbthapm
a"C. A

Monba

dapmavleBTUYHUI
3aBop, “MNonbhapma”
C. A

MonbLa

BHECEHHS 3MiH 10 peecTpavuiliHnX
martepianis: 3MiHu | TUNy - 3MiHK 3
skocTi. CepTuddikat
BignosigHocTI/lE-cepTudpikar
BiANOBiAHOCTI EBpONEiChkili
thapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudikaTa BignosigHocTi abo
BUYyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiichkil
thapmakonei: gna A®l; ans
BMXigHOro
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS
y BUpOGHULTBI A®I; ans
[L0MOMDKHOT peYOBUHU
(cepTudpikat BigNOBIAHOCTI
€Bponelicbkin dhapmakonei) -
OHoBeHWiA cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOBHMKA -
NoAaHHs OHOB/IEHOTO
cepTudikaTa BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-
CEP 2009-077 - Rev 02
(3aTBepmxeHo: R1-CEP 2009-077
- Rev 01) ansa gjito4oi pevyoBuHH
TenvicapTaHy Bif Bxe
3aTBEPAKEHOrO BUPOBHMKaA
ZHEJIANG HUAHAI
PHARMACEUTICAL CO. LTD,
Kutaii

3a peyenmom

UA/19120/01/03

23.

ATEPA A

Tabnetkv no 80
mr/10 mr, no 14
Tabnetok y 6nictepi,
no 2 6nictepu B
KapTOHHI KOpoOLj

dapmavesT

N4YHWIA 3aBOS

“Monbthapm
a"C. A.

Monblya

dapmMaLeBTUYHUIA
3aBog “Monbgapma”
C. A

MonbLya

BHECEHHSA 3MiH 10 peecTpavLiiHnx
martepianis: 3MiHu | TUNy - 3MiHK 3
AKocTi. CepTudikar
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €BpPONENChKil
thapmakonei/MoHorpadii.
MofAaHHA HoBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHocTi abo
BW/TyYEHHS cepTudikaTa
BiZJNOBIAHOCTI E€BpPONENChKii
hapmakonei: gnsa A®l; ans
BUXIigHOro

3a peyernmowm

UA/19120/01/04
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MaTepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCSA
y BUpo6HULTBI ADI; Ans
[L0MOMDKHOT peYOBUHU
(cepTuddikaT BigMNOBIAHOCTI
€Bponelicbkin hapmakonei) -
OHoB/EHMIA cepTudikaT Bif yxe
3aTBEPL)KEHOr0 BUPOOHYKA -
nofaHHs OHOBIEHOTO
cepTudikaTa BifgnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-
CEP 2009-077 - Rev 02
(3aTBepaxeHo: R1-CEP 2009-077
- Rev 01) gns Ajroyoi peyoBuHmn
TenmicapTaHy Bif Bxe
3aTBEPAKEHOrO BUPOBHMKA
ZHEJIANG HUAHAI
PHARMACEUTICAL CO. LTD,
Kntaii

24,

BAPBITOH

PO34UH ANS iH'EKLIN,
5 mr/mn, no 2 mn B
amnyni; no 5 abo no
10, a6o no 100
amnyn y navuj 3
KapTOHy; Mo 2 M B
amnyni; no 5 amnyn
y 6nicTepi; no 1 abo
no 2 6nictepu B
nauuj 3 KapToHy

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nekxim -

Xapkis"

Ykpaina

MpusaTHe
akuioHepHe
TOBapuCTBO "J1eKXiM
- Xapkis"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TUNY - 3MiHK 3
sAKocTi. CepTudpikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEeichbkil
thapmakonei/MoHorpadii.
MoAaHHA HOBOro abo OHOBMIEHOTO
cepTudikaTa BignosigHocTi abo
BW/IYYEHHS cepTudikaTa
BiANOBIAHOCTI EBpONEChbKil
thapmakonei: gnsa A®l; ans
BUXIAHOTO
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpo6HULTBI ADI; Ans
[0MOMDKHOT pEYOBUHN
(cepTudpikat BigNoBIAHOCTI
€Bponelicbkiin hapmakoner) -
OHoBeHunii cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOOHMKA -
nofaHHs OHOBIEHOTO
cepTudpikaTa BignoBiAHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2016-251 - Rev 00
(3aTBepaxeHo: RO-CEP 2016-251
- Rev 00) ans fjitovoi pevosuHu

3a peuenmom

UA/3218/02/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
BiHMoUeTUHy Bif, 3aTBEpPKEHOT0
BMpo6HMKa LINNEA SA,
Switzerland.
25. | BENTAPA® TabneTtku, BKPUTI BAT YropwumHa BAT "legeoH YropwumHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/2059/01/01
NAiBKOBOIO "l'efeoH PixTep" marepianis: 3miHu | TUny - 3MiHK 3
060/10HKOI, 2 PixTep" [KocTi. [oToBWIA Nikapcbkuii 3aci6.
mr/0,03 mr, no 21 3MiHM Y BUPOOHULITBI. 3MiHa
Tabnetyi y énicrepi, iMnopTepa/3MiHu, L0 CTOCYTbCSA
no 1 a6o 3 6nictepu BUNYCKY Cepii Ta KOHTPOHO AKOCTI
Y KapTOHHiiA roTOBOr0 NikapCbKoro 3acoby
ynakoBLi (3amiHa abo gofgaBaHHs AinbHUL,
Ha sKili 3QiCHI0ETLCS
KOHTPONL/BUNPOBYBaHHA cepii)
BBE/EHHS AiNbHWL Ha AKil
3[iliCHIOETbCSA
KOHTPONb/BUNPOGYBaHHSA cepii
roTOBOrO /likapcbKoro 3acoby (ans
npoBefeHHs MiKpobiosIorivHnX
BMNPOBGYBaHb) - AinbHULUSA BAT
"T'epeoH Pixtep", fopor (Gedeon
Richter Plc., Dorog site).
26. | BEHOAMYCB | nopoluok gns Mictpan AHrnis (BignoBiganbHuii 3a Yecbka BHECEHHSA 3MiH 10 peecTpavLiiHux 3a peyenmom He UA/16512/01/01
ICTA NPUroTyBaHHSA Kenitan Bunyck cepii) CiHToH | Pecny6nika/ martepianis: 3miHu | TUny - 3MiHn nionsieae
KOHUEeHTpaTy Ans MeHemxmeH C.p.o., Yecbka Icnanis/ Loao 6e3nekn/edpeKTMBHOCTI Ta
NPUroTyBaHHsA T NimiTeq, Pecny6nika; Bonrapis thapmakoHarnagy. 3miHa 'y
pO34MHy oNs (BignoBiganbHuii 3a KOPOTKIll XapaKTepucTuui

iHcpysiii no 25 wr, 1
h/1aKoH 3 MOPOLLUKOM
B KQpPTOHHIli Kopobu,i

Bunyck cepii) CiIHTOH
XicnaHis, C.J1.,
Icnanis;
(BTOpUHHE
nakysaHHs) [xi |
dapmacboTikac,
N, Bonrapis;
(BpOGHMLTBO,
nakyBaHHs1)
OHKOMe[,
MaHypeKTypiHr a.c.,
Yecbka Pecny6ika

nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnigpkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKoro 3acoby
B MicnspeecTpauiiHnii nepiog, abo
AK pe3ynibTar OLiHKM 3BiTY 3
AoCnigpKeHb, NpoBefeHnX
BiAMNOBIgHO 4O NaHy
negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3ro)KeHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OPraHom).
3MiHV BHECEHO [0 IHCTPYKUIT Ans
Me[MYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ainy
"Oco61MBOCTi 3acTOCyBaHHSA"
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BifNOBIAHO A0 OHOBJ/IEHOT
iHchbopmav,ii 3 6esnekn
3aCTOCYBaHHSA MiKapCbKoro
3aco6y. TepMiH BBEAEHHS 3MiH -
npotsArom 6 micAuis nicns
3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKili XapakTepucTuL,i
NiKapCbKOro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLUii ans
MeAM4HOro 3aCTOCyBaHHA
reHepuyHuX/ribpuagHMx/6ionogioHN
X nikapcbkmx 3acobiB micns
BHECEHHS Tiei camoi 3MiHU Ha
pedepeHTHUI NpenapaT (3miHa He
noTpebye HafiaHHS XXOAHNX HOBUX
[04aTKOBUX AaHunX). 3MiHU
BHECEHO [0 IHCTPYKLi ANns
MeAVYHOro 3acToCyBaHHSA
niKkapcbKoro 3acoby [0 po3ainis
"apmakonoriyni BnactusocTi”
("®apmakokiHeTuka"), "Blaemogis
3 HWKMMK NikapcbkMMK 3acobamu
Ta iHWi BMAW B3aeMogjin",
"Oco6MBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHsa Ta fo3u",
"Mo6iuHi peakuii" BiANOBIAHO A0
iHchbopmawii pedpepeHTHOro
nikapcbKoro 3acoby Levact 2,5
mg/ml, poeder voor concentraat
voor oplossing voor infusie.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB NicNsA 3aTBEPAKEHHS.

27.

BEHAAMYCB
ICTA

NOPOLLIOK A/1A
NpUroTyBaHHs
KOHLeHTpaTy ans
NPUroTyBaHHs
pO34nHy Ans
iHcpysiii no 100 mr, 1
chnakoH 3 NOPOLUKOM
B KapTOHHIi KopobLyi

MicTtpan
Kenitan
MeHemxmeH
T NlimiTeq,

AHrNifA

(BignoBigansHwii 3a
Bunyck cepii) CIHTOH
C.p.o., Yecbka
Pecny6nika;
(BignoBifanbHWiA 3a
Bunyck cepii) CiHTOH
XicnaHis, C.J1.,
IcnaHis;
(BTOPUHHE
nakyBaHHs) [xi |

Yecbka
Pecny6nika/
Icnanis/
Bonrapis

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpeKkTMBHOCTI Ta
hapmakoHarnsagy. 3miHa y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKLUIi 4515
MeAMYHOrO 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IKOBAHOTO 3BITY 3 6e3neku

3a peuernmom

He
nionsieae

UA/16512/01/02
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

dapmacbloTikanc,
N1, Bonrapis;
(BMpOGHMLTBO,
nakyBaHHs)
OHKOME[,
MaHyhekTypiHr a.c.,
Yecbka Pecny6nika

nikapcbKoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3aCTOCyBaHHSA /iKapcbkoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynibTaT OLiHK/ 3BITY 3
AocnifmxeHb, NpoBeAeHNX
Bi4NOBIAHO 0 NaHy
negiatpnyHux gocnimpkeHs (PIP)
(3MiHy y3rofpkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom).
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAVYHOro 3acTOCyBaHHS
niKapcbKoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3aCTOCYBaHHA"
BiAMNoBIAHO A0 OHOB/IEHOT
iHhopmawii 3 6e3neku
3aCTOCYBaHHSA NikapCbKoro
3aco6y. TepmiH BBEZlEHHS 3MiH -
npoTsArom 6 micsuis nicns
3aTBEPLKEHHS.
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. 3mMiHn y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKLUii Ans
MeAV4HOro 3aCTOCyBaHHS
reHepuUHMX/ribpuaHnx/6ionoaibHM
X nikapcbkmx 3acobis nicns
BHECEHHS Ti€l camoi 3MiHN Ha
pechepeHTHMIA Npenapar (3miHa He
noTpebye Hafi@HHS XOAHUX HOBUX
[0[aTKOBUX AaHWX). 3MiHN
BHECEHO A0 IHCTPYKLUIT Ansa
Me[MYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ginis
"®apmakonoriyHi Bnactnsocti”
("®apmakokiHeTuka"), "Bsaemogis
3 iHWVMK fliKapcbKMMK 3acobamm
Ta iHLWi BUAY B3aemogijin”,
"Oco6MBOCTI 3aCTOCYyBaHHA",
"Cnoci6 3acTocyBaHHS Ta fo3mn”,
"Mo6iyHi peakuii" BignNosigHO A0
iHchbopmawii pedhepeHTHOro
niKkapcbKoro 3acoby Levact 2,5
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
mg/ml, poeder voor concentraat
voor oplossing voor infusie.
BBefieHHs 3MiH npoTArom 6-tm
MicALiB Nic/a 3aTBePAXKEHHS.
28. | BETA30OH Kpem gns TOBAPUCT Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/12841/01/01
YNbTPA 30BHiLLUHBOIO BO 3 BMPOGHMLITBA, martepianis: 3miHu | TUny - 3MiHn
3acTOCyBaHHs, No OBMEXEH KOHTPO/b SKOCTI, woao 6e3snekun/edpekTMBHOCTI Ta
15rabono30ry (0]}0} BWMYCK Cepil: thapmakoHarnagy (iHwi 3MiHn).
Ty6i; no 1 Ty6i y BIANOBIOA ToBapucTBo 3 OHOBJIEHHA TEKCTY MapKyBaHHS
KopobLi 3 KapTOHY NbHICTHO 06MeXeHo NepPBUHHOT Ta BTOPUHHOT YNakoBOK
«KOPTIOPA BiANOBIAALHICTIO nikapcbKoro 3acoby, a came: -
LA "papmMaueBTNYHa BW/IyYeHO iHdhopMaLito, 3a3HadyeHy
«300POB’'A KOMnNaHis POCiliCbKOI0 MOBOIO; - NEPEHeCceHo
» "3p0pos'a", MDKHapPOAHI NO3HAYEHHS OAWNHULb
YkpaiHa,; BMMIPIOBaHHS; - yTOYHEHO
BCi cTagii iHbopmawito Wwoao noroTuny
BMPOGHMLITBA, 3as9BHMKA Ta TEXHIYHOI
BUNYCK cepil: iHhopmaLii; - yTouHeHo
ToBapucTBo 3 iHhopmaLito, sika BignoBifae
0bMexeHot IHCTPYKLii Ans MeguyHoro
BiANOBIAA/IbHICTIO 3acToCyBaHHSA NikapcbKoro
"®apmaueBTnyHa 3acoby;
KOMMaHis - BHECEHO HEe3HauHi pegakuiiiHi
"3p0pos'a”, npaBK1 y NEPBUHHI Ta BTOPUHHIN
YkpaiHa,; ynakoBKax /ikapCbKoro 3acooy.
KOHTPONb AKOCTI: TepmiH BBEAEHHS 3MiH NPOTAroM 6
ToBapucTBo 3 MicsILiB MicNs 3aTBePOYKEHHS
06MexeHot
BiANOBIAALHICTIO
"®APMEKC IPyr1",
YKpaiHa
29. | BETA30OH Masb, Mo 15 ry Ty6i; TOBAPUCT Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/14023/01/01
YNbTPA no 1 Ty6i y kKopob6ui 3 BO 3 BMPOGHMLITBA, martepianis: 3miHu | TUny - 3MiHK
KapToHy OBMEXEH KOHTPONb AKOCTI, Loao 6e3snekn/edpeKkTMBHOCTI Ta
(o]0} BMNYCK cepil: hapmakoHarnsgy (iHwi 3miHK).
BIAMOBIOA ToBapucTso 3 OHOBNEHHSA TEKCTY MapKyBaHHs
NbHICTIO 06MeXeHoto NepBUHHOT Ta BTOPUHHOI YNakoBOK
«KOPIMOPA BiANOBIAA/TbHICTIO nikapcbKoro 3acoby, a came: -
LA "papmMaueBTNYHa BWJIy4YeHO iHhopMaLito, 3a3HadeHy
«3J0POB’'A KOMnNaHis POCiliCbKOK MOBOIO; - YTOUYHEHO
» "3p0poB's”, iHchopmawito Wwoago norotumny
YKpaiHa; 3asBHMKA Ta TEXHIYHOT
BCi cTagil iHchopmauii;
BMPOGHMLTBA, - YTOUYHEHO iHchopmallito, sika

BUMYCK cepil:

BignoBiaae iHCTPYKUii Ans
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
ToBapwvcTBO 3 MeAM4HOro 3aCToCyBaHHA
06MEXEHO NiKapcbKoro 3acooby;
BiANOBIAA/IbHICTIO - BHECEHO HEe3HauHi pefakuiiiHi
"®apmaueBTnyHa npaBK1 y NEPBUHHI Ta BTOPUHHIl
KOMnNaHis ynakoBKax NikapcbKoro 3acooby.
"3p0pos'a”, TepmiH BBeA,EHHS 3MiH NPOTArom 6
YKpaiHa; KOHTpO/1b MicsILiB MicNs 3aTBepKEHHS
AKOCTI:
ToBapucTso 3
06MexeHoto
BiANOBIAA/LHICTIO
"®APMEKC IrPymn",
YKpaiHa
30. | BETANOA- Masb, 100 mr/r; no TOBAPUCT Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 peyenma UA/17494/01/01
340POB'A 20rabono40r B BO 3 06MexeHo matepianis: 3miHu | Tuny - 3miHn
Ty6i; no 1 Ty6i y OBMEXEH BiANOBIAA/ILHICTIO oo 6e3snekun/edpekTMBHOCTI Ta
KOpOO6Lii 3 KapTOHY (0]}0) "®apmavueBTuyHa thapmakoHarnagy (iHwi 3MiHn) -
BIANOBIOA KomMnaHis “3gopos'a” 3MiHV BHeceHo y . 5, 6 TekcTy
NbHICTHO MapKyBaHHA NepBUHHOT YNakoBKu
"KOPIMOPA Tan. 11, 17 BTOPUHHOT yNaKoBKU
LA nikapcbKoro 3acoby Ta 3po6aeHo
"300POB'A He3HauHi pefakLiliHi npasku B
" IHLUMX NYHKTax TEKCTY MapKyBaHHS
yNakoBKM NikapCbKoro 3acoby.
TepMiH BBEAEHHS 3MiH - MPOTATOM
6 micauiB nicns 3aTBepAkKeHHs
31. | BPETAPIC® NOpOLLOK AN BEP/IH- HimeuuunHa IHpacTpiac IcnaHis BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom He UA/15568/01/01
DKEHYEWP® | inranauiii, 322 XEMI Al dapmaceyTikac marepianis: 3miHu | Tuny - 3miHn nionsizae
MKr/go3y; no 30 o3 Anwmipan C.A. oo 6e3snekn/edpekTMBHOCTI Ta
MOPOLLKY B thapmakoHarnsgy. BHeceHHs abo
iHransaTopi; no 1 3MiHa(1) A0 3000B'A3aHb Ta yMOB
iHranaTopy B BMAaYi peecTpauiinHoro
nAacTKoBoMy nocBig4yeHHs, Bkaovatoun Mnax
nakeTi B kopobL,i 3 ynpasniHHA pu3nkamu (iHWwi 3MiHu)
KapToHy; no 60 f03 - HapaHo oHoBNeHWiA nnaH
MOPOLLKY B ynpasniHHA pu3vkamm sepcis 9.0.
iHransaTopi; no 1 a6o 3MiHu BHeceHi o YacTuHm Il
no 3 iHransTopu B «[MnaH 3 hapmakoHarnsagy» 1a
nAacTKoBoMy fojatkis 3rigHoO 3 BUMOramm 0
nakeTi KOXeH y iHTerpoBaHoro copmaty MNypP
KOpo6Li 3 KAPTOHY (Rev.2, Human Medicines
Evaluation Guidance on the format
of the risk management plan
(RMP) in the EU — in integrated
format) 3 METOK OHOB/IEHHSA eTany
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

pocnimpkeHHs PASS wono
OCTaTOYHOrO 3BiTY NPO apuUTMito.
3MiHu |l TUny - 3MmiHK Wwoao
6e3nekn/edyeKkTBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAadi peecTpawiinHoro
noceigyYeHHs, BkIoyaroun Mnax
ynpaBiHHA pu3vkamu (iHLWi 3MiHu)
- HapaHo oHOBNEHWiA nnaH
ynpasniHHA pusnkamu Bepcis 10.1.
3MiHM BHECeHi 40 YacTuH: |
«3arasibHa iHchopmadlis» , |l
«Cneuudikauis 3 6esnekn» , |l
«MnaH 3 dhapmakoHarnagy», V
«3axoau 3 MiHiMi3auii pusnkis», VI
«Pestome nnaHy ynpasniHHA
pu3nkaMmn» Ta fofaTkisB 3rigHo 3
BMMOramMu 0 iHTerpoBaHoro
chopmaty MYP (Rev.2, Human
Medicines Evaluation Guidance on
the format of the risk management
plan (RMP) in the EU —in
integrated format) Ha nmigcTasi
pekomeHAaLili 3BiTy NPoO OLjiHKY
PRAC.

Pestome MYP Bepcia 10.1
[ofaeTbesA. 3MiHM BHECEHO A0
IHCTpYKUii AN MefuyHoro
3aCTOCyBaHHSA /iKapcbkoro 3acoby
[0 po3sginis "OcobanBoCTi
3actocyBaHHs", "Mob6iuHi peakwyi"
BiANOBIAHO A0 OCTATOYHOrO 3BITY
npo nicnsipeecTpaviiHi
LOCNiMKEHHS 3 6e3nekn
nikapcbKoro 3acoby Ta
BifNoBiAHOro OHoBJ/IEHHSA MYP.

32.

BPIMIKA®
MKEHYENP®

MOPOLLIOK ANs
iHransaujn 340 mkr/12
MKr; no 60 003
MOPOLLKY B
iHransTopi, no 1 a6o
no 3 iHranATopu B
antoMiHieBOMY
NlamiHoBaHoOMYy

BEP/IH-
XEMI Ar

HimeyunHa

IHpacTpiac
dapmaceyTikac
Anwmipan C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3miHu Il Tuny - 3MiHu
woao 6e3snekun/edpekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAadi peecTpawiitHoro
noceig4YeHHs, Bkaoyaroun Mnax
ynpaeBiHHA pu3mkamm (iHWi 3MiHK)

3a peuenmom

He
nionsiecae

UA/17683/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

nakeTi KOXXEH pa3om
i3 nakeTukom 3
ocyllyBayem B
KopobLi 3 KapTOHY

- 3aABHUKOM HaiaHO OHOBIEHUIA
MnaH ynpaeniHHA py3nkamu
Bepcis 7.1. 3MiHN BHECEHO A0
yacTuH: | «3aranbHa
iHdhopmauis», |l «Cneumndikauis 3
6e3nekn», Il «MnaH 3
thapmakoHarnsgy», V «3axoau 3
MiHiMi3aLjii pusukiB», VI «Pe3iome
nnaHy ynpasniHHA pusukamm», VII
«[lopatkn» y 3B’s13Ky 3
BUAATEHHSIM YOPHOIO TPUKYTHYKA,
BUAIEHHAM BaXK/TMBUX
NOTEHUIAHNX PU3UKIB Ta
BiAICYTHbOI iHGhOopMaL,ii NOB’sA3aHNX
3 aK/iAVHIEM, BUAANEHHSIM
[0AaTKOBMX 3ax0fiB 3
thapmMakoHarnsgy Ha nigcrasi
pe3ynbTaTiB 3aBepLIEHOro
nocnimkeHHss PASS
D6560R00004. Pestome MnaHy
ynpas/iHHA pu3nkamn Bepcis 7.1
[ofaeTbesA. 3MiHN BHECEHO A0
IHCTpYKLUii AN MefuyHOro
3aCTOCyBaHHS /iKapcbkoro 3acoby
00 posgainis "OcobanBoCTi
3acTocyBaHHsA" Ta "Mo6iuHI
peakuii" BiANOBIAHO 4O OHOBMEHOT
iHhopmalii 3 6e3nekun nikapcbKoro
3acoby.

33.

BYJECOHI[-
TEBA

cycneHsis gns
po3nuneHHs, 0,25
Mr/Mr; no 2 Mn B
amnyni; no 5 amnyn
y nakeTi 3 honbru;
no 4 naketn y
KapTOHHIA KopoobLi

TOB «TeBa
YKpaiHa»

YKpaiHa

BMPOGHMLITBO
Hepo3dhacoBaHOl
npoAykKLuii, NnepBuHHa
Ta BTOPUHHA
ynakoBka, KOHTPOS1b
cepii Ta f03BIN Ha
BUNYCK cepil:
HopToH Xenckea
Niviten T/A
AVBEKC
PapmacboTVKan3
HOK, Benuka
BpuTaHis;
anbTepHaTUBHA
naboparopis ana
KOHTPO/IO cepii

Benuka
BpuTaHis

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -

OHOB/IEHO TEKCT MapKyBaHHs
NepBUHHOI Ta BTOPUHHOT YNakoBKK
nikapcbkoro 3acoby, a came
BW/TYY4EHO TUTY/IbHY CTOPIHKY A0
TEKCTY MapKyBaHHS, 3a3Ha4eHo

iHbopmaLito LWoA0 3aaBHMKA Y .
11 TekcTy MapKyBaHHSA BTOPUHHOI

ynakoBKU, BKa3aHO HOMep

peecTpauiiiHOro NocBigYEHHS Y M.
12 TekcTy MapKyBaHHSA BTOPUHHOI
yNakoBKM, AOAAHO Ha3By Ajiloyol

pPeYOBUHM Y N. 2 TEKCTY

3a peyenmom

UA/18925/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
(cTepunbHicTb): MapKyBaHHsA BTOPUHHOI YNakoBKu,
Bikxem Maiikpo YTOYHEHO NOroTUM Ta A0AAHO iHLY
Nimitea, Benuka iHcpopmauito y n. 17 TekcTy
BpuTaHia MapKyBaHHA BTOPUHHOT yNakoBKu,
a TakoX BHECEHO He3HauHi
pefakLiiiHi NpaBKu B iHLLI NYHKTK
TEKCTy MapKyBaHHs. BBefileHHsA
3MiH NPOTArom 6-Tn MicALiB nicns
3aTBepKEHHs
34. | BYAECOHIA- | cycneHsia ans TOB «TeBa Ykpaina BMPOOHULITBO Benuka BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/18925/01/02
TEBA posnuneHHs, 0,5 YkpaiHa» Hepo3cacoBaHol BputaHis marepianis: 3miHu | Tuny - 3miHn
Mr/mn; no 2 M B NPOAYKLUiT, NepBUHHA Loao 6e3nekn/edpeKTMBHOCTI Ta
amnyni; no 5 amnyn Ta BTOPUHHA hapmakoHarnagy (iHwi 3MiHK) -
y nakeTi 3 honbru; ynakoBKa, KOHTPO/1b OHOB/IEHO TEKCT MapKyBaHHS
no 4 naketn y cepii Ta f03BiN Ha NepBUHHOI Ta BTOPUHHOT YNaKkoBKK
KapTOHHIA KOpooLi BUNYyCK cepil: nikapcbKoro 3acoby, a came
HopToH Xenckea BW/TyYEHO TUTY/bHY CTOPIHKY A0
Nimiten T/A TEeKCTY MapKyBaHHS, 3a3Ha4eHo
ANBEKC iHhopmaLito LWoA0 3aaBHMKa Y M.
PapmacboTVKan3 11 TekcTy MapKyBaHHS BTOPUHHOI
tOK, Benvka ynakoBKW, BKa3aHo HOMep
BpuTaHis; peecTpauiiiHoOro NocBigYEHHs y .
a/ibTepHaTUBHA 12 TeKCTy MapKyBaHHA BTOPVHHOT
nabopartopia gna ynakoBKu, [0AAHO Ha3By Aitoyol
KOHTPO/II0 cepii PEYoBUHN Y M. 2 TEKCTY
(cTepunbHICTL): MapKyBaHHS BTOPVHHOT YNakoBKu,
Bikxem Maiikpo YTOYHEHO NIOroTUM Ta AOAAaHO iHLY
NimiTen, Benvka iHbopmauito y n. 17 TekcTy
BputaHis MapKyBaHHSA BTOPUHHOT YNakoBKu,
a TaKoX BHECEHO He3HauHi
peakLiiiHi NpaBKK B iHLLI NYHKTK
TEKCTYy MapkyBaHHs. BBeeHHs
3MiH NPOTAroM 6-Tu MicALiB nicis
3aTBEPKEHHS
35. | BYCY/Ib®AH | KoHuUeHTpaT gns AkKopa Monbwa BMPOOHULTBO IHgis/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom He UA/19494/01/01
AKKOPL, NPUroTyBaHHsA Xenckea nikapcbKoro 3acooby, YropwmHa/ martepianis: 3miHu | TUny - 3MiHK niosnsieae
PO3UmnHYy Ana Moncka Cn. nepBuHHe Ta ManbTta/ oo 6e3snekun/edpekTMBHOCTI Ta
iHdpysilA, 6 mr/Mn; no 3.0.0. BTOPVIHHE Benvka papMakoHarnsgy. 3miHa y
10 M1y dpn1akoHi; no nakyBaHHs: IHTac BpuTtaHisa/ KOPOTKili XapakTepucTuL,i
1 chnakoHy y nauui dapmacbloTikanic Monbla NiKapcbKoro 3acoby, TeKcTi

Nimiteq, IHAis;
KOHTPO/b SIKOCTI:
BeccniHr XaHrepi
K., YropwmHa;
KOHTPO/1b SIKOCTI:

MapKyBaHHs Ta iHCTPYKLUii 415
MeJMYHOro 3aCTOCyBaHHs Ha
nigcTasi perynspHo
OHOB/THOBAHOrO 3BITY 3 6e3nekn
niKkapcbKoro 3acoby, abo
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
PAPMABANIA NTA. nocnipkeHb 3 6e3neku
Mikpo6ionoriuHa 3acTOCyBaHHS MikapCbKoro 3acoby
naboparopis, B nicnsipeecTpauiiHuii nepiog, abo
YropuuHa; AK pe3ynbTar OLiHK/ 3BiTY 3
KOHTPO/b AKOCTI: AOCNigpKeHb, NPOBEAEHNX
dapmagokc BiAMOBIAHO A0 MiaHy
Xenckea /1T4., negiatpuyHmx gocnimxkeHs (PIP)
MauibTa; KOHTPO/b (3MiHY Y3ropKeHo 3 KOMNETEHTHUM
AKOCTi Ta BTOPUHHE YMOBHOB&XEHVIM OpraHom) - 3MiHu
nakyBaHHs: BHECEHO A0 iHCTPYKLT NS
NABOPATOPI Me[MYHOro 3acTocyBaHHA
®YHOACIO JAY, nikapcbkoro 3acoby y po3ain
IcnaHis; popatkose "Mo6iyHi peakuii” BignosigHO A0
BTOPUHHE OHOB/IEHOT iHhopMaLlii 3 6e3neku
nakysaHHsa: AKKOP/, Ailo40oi peyoBUHN.
XENICKEA NIIMITEL,
Benuka BpuTaHis;
fopaTkose
BTOPWHHE
nakyBaHHs:
CuHonTtus
IHpacTpian Cn. 3
0.0., MonbLua;
BiANOBiAa/IbHWIA 32
BUNYCK cepii: AKKOpA,
Xenckea MNoncka
Cn. 3 0.0. Cknag,
ImnopTepa, MonbLya
36. | BA/IMICAP H | TabneTku, BKpuUTI Makneopc IHgis Makneogc IHgis BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom He UA/17127/01/01
NNiBKOBOO PapmacboT dapmacbloTukanc martepianis: 3miHu | TUny - 3MiHK niossieae
060/10HKOI0, MO nKanc Nimiten oo 6e3snekun/edpekTMBHOCTI Ta
80/12,5 wr, no 10 Niviteq thapmakoHarnsgy. 3miHa 'y

Tabnetok y 6nictepi,
no 3 abo 9 6nictepis
Y KapTOHHIi kopobui

KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnipkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynbTar OLiHKM 3BiTY 3
AoCnigpKeHb, NpoBeAeHNX
BiZNOBIAHO A0 niaHy




Hassa

Popma surnycky

3asaBHuUK

Kpaina
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n/n

JNliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

37.

BA/IMICAP H

TabneTtku, BKPUTI

Makneopc

negiatpuyHux gocnimpxkers (PIP)
(3MiHY Y3rof)XeHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OPraHom).
3MiHV BHECEHO [0 IHCTPYKLUIT Ans
Me[MYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"Oco61M1BOCTI 3aCTOCYyBaHHA",
"Mo6iuHi peakuii" BiANOBIAHO A0
OHOBJ/IEHOT iHdhopMaLlii 3 6e3neku
Lito40i pevoBuHU. BBeeHHs 3MiH
NpPOTAroMm 6-Tm MicALIB micns
3aTBEPAKEHHSA

38.

BAJ/IMICAP H

NNiBKOBOO
060/10HKOI0, NO
160/12,5 wmr, no 10
TabneTtok y 6nicrepi,
no 3 a6o 9 6nictepis
Y KapTOHHili kopobui

TabneTku, BKPUTI

dapmacboT
ukanc
NimiTen

IHais

Makneogc
PapmMacboTUKasC
Nimiteq

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii A1
MeAMNYHOro 3acTOCyBaHHs Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6esnekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby
B nicnspeecTpauiiHunii nepiog, abo
AK pe3ynibTar OLiHKM 3BiTY 3
JocnifxeHb, NpoBeAeHNX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkers (PIP)
(3MiHy y3ropKeHO 3 KOMMETEHTHUM
YMOBHOB&XEHNM OpraHom).
3MiHV BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3aCTOCyBaHHSA
nikapcbKoro 3acoby y po3ginu
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6iyHi peakuii" BigNOBIAHO A0
OHOB/IEHOT iHhopMaLlii 3 6e3neku
Aito40i pevyoBUHW. BBeeHHS 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS

3a peyenmom

He
nionseae

UA/17127/01/02

NNiBKOBOO
0060/10HKOH, MO

160/25 wr, no 10

Makneopc
dapmacboT
nKasc

JNimiTen

IHais

Makneogc
PapmMacboTUKaC
Nimiteq

IHais

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3miHu | Tuny - 3miHn
oo 6e3snekn/edpekTMBHOCTI Ta

3a peyenmom

thapmakoHarnsgy. 3miHa y

He
nionsieae

UA/17127/01/03
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

Tabnetok y 6nictepi,
no 3 a6o 9 6nictepis
Y KapTOHHiIil kopobLi

KOPOTKili XapakTepucTuLi
NiKapCbKOro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLUii ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3aCTOCyBaHHSA /iKapcbkoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynibTaT OUiHK/ 3BITYy 3
AocnifmxeHb, NpoBeAeHnX
Bi4NoBIAHO 0 NniaHy
negiatpnyHux gocnimpkeHs (PIP)
(3MiHy y3rofpKeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom).
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAM4HOro 3acTOCyBaHHSA
nNiKapcbKoro 3acoby y po3ainm
"Oco6MBOCTI 3aCTOCYyBaHHA",
"Mo6iuHi peakyii" BigMOBIAHO A0
OHOBJIEHOT iH(hopMmaLlii 3 6e3neku
Ai040i peyvoBrHN. BBeEHHS 3MiH
NpoTArom 6-Tm MicAUIB micns
3aTBEPMAKEHHS

39.

BAJIMICAP H

TabneTku, BKPUTI
NNiBKOBOO
060/10HKOI0, MO
320/12,5 wr, no 10
Tabnetok y 6nictepi,
no 3 abo 9 6nictepis
Y KapTOHHIi kopobu,i

Makneopc
dapmacboT
nkasnc
Niviteq

IHgis

Makneogc

dapmMacbloTUKaC

Nimiten

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3miHu | TUny - 3MiHn
woao 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynbTar OLiHKM 3BiTY 3
AoCnigpKeHb, NpoBeAeHNX
BiANoBIAHO [0 NiaHy
negiatpuyHmx gocnimpxkeHs (PIP)
(3MiHY Y3rofXeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHom).

3a peuenmom

He
nionsiecae

UA/17127/01/04
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3MiHV BHECEHO [0 IHCTPYKLUIT Ans
Me[MYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"Oco61M1BOCTI 3aCTOCYyBaHHA",
"Mo6iuHi peakuii" BiANOBIAHO A0
OHOBJ/IEHOT iHdhopMaLlii 3 6e3neku
Lito4oi pevoBuHU. BBeeHHS 3MiH
NpPOTArom 6-Tm MicALIB micns
3aTBEPMAKEHHSA

40.

BA/IMICAP H

TabneTtku, BKPUTI
NNiBKOBOO
060/10HKOI0, NO
320/25 wr, no 10
TabneTtok y 6nictepi,
no 3 a6o 9 6nictepis
Y KapTOHHili kopobui

Makneopc
dapmacboT
nkasc
NimiTen

IHais

Makneogc
PapmMacboTUKasC
Nimiteq

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii A1
MeJMYHOro 3acTOCyBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby
B nicnspeecTpauiiHunii nepiog, abo
AK pe3ysibTar OLiHKM 3BiTY 3
JocnifxeHb, NpoBeAeHnX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkers (PIP)
(3MiHy y3ropkeHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVNM OpraHom).
3MiHV BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCyBaHHSA
nikapcbKoro 3acoby y po3ginu
"Oco6MBOCTI 3aCTOCYBaHHSA",
"Mo6iyHi peakuii" BigNOBIAHO A0
OHOB/IEHOT iHhopMaLlii 3 6e3neku
Aito40i pevyoBUHW. BBeeHHS 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS

3a peyenmom

He
nionseae

UA/17127/01/05

41.

BA/IbCAKOP
® H 160

TabneTku, BKPUTI
NNiBKOBOO
060/10HKO, 160
mr/12,5 wr, no 14
Tabnetok y 6nictepi;
no 2, no 4 abo no 6

6nicTepiB B KOPOOLL;

KPKA, a.4.,
HoBso mecTo

CnoBeHisa

Bupo6HuK,
BiANOBIgaNbHMIA 3a
BMPOBGHULTBO «in
bulk», nepsuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib Ta BUMYCK

CnoseHis/
IHais

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3miHu Il Tvny - 3miHn
oo 6e3snekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHsi abo
3MiHa(1) [0 3060B'A3aHbL Ta YMOB
BMAaYi peecTpauiinHoro
nocBiAYeHHs, BKIoYarun Mnax

3a peyenmom

UA/9451/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
no 15 ta6netok y cepii: KPKA, a.4., yrnpaBs/liHHA pU3nKaMmm
6nictepi; no 2 abo 4 Hoso mecTo, (3acTocyBaHHs 3MiH(1), sKi(a)
6nictepm B kOopobLi CnoBeHis; BMMaralTb(€) NOAA/TbLLIOIO
BUPOGHUK, 06r'pyHTYBaHHSA HOBUMMU
BiANOBIAA/IbHWI 32 [04AaTKOBMM AaHMMMU, L0 MatoTb
BMPOGHMLTBO "in Ha/JaBaTnca KOMNETEHTHUM
bulk", nepBrHHe Ta OopraHoMm, OCKiNbkv BUMaraeTbes
BTOPUHHE CyTT€EBA OLiHKA KOMMETEHTHUM
nakyBaHHs: Jlaypyc opraHom) - 3asiBHNKOM HagaHo
Na6e Nimiten, IHANA OHOBJ/IEHWIA MNaH ynpaBniHHSA
BUpPOGHYK, pusmkamm Bepcis 3.0
BiANOBiAA/IbHWIA 32 3MiHM BHECEHO [0 YaCTuH:
KOHTPO/b Ccepil: | «3aranbHa iHhopmaLlis»
KPKA, a.4., Hoso Il «Cneundikauis 3 6e3nekm»
mecTo, CroBeHis; Il «MnaH 3 hapmakoHarnsgy»
BUPOBHUK, V «3axo4u 3 MiHiMi3aLil pu3nkiB»
BiANOBigabHUI 3a VI «Pe3tome nnaHy ynpasniHHA
KOHTpO/b cepii: pusnkamm»
Kemina6 g.0.0., VII «[opatkn» (goaatku 6, 8)
CnoBeHis Yy 3B’513Ky 3 OHOBJ/IEHHAM
iHchbopmawii 3 6e3neku gjirunx
PeyoByH,
OHOB/IEHHAM cneundikaii 3
6e3nekn Ta fofaBaHHAM
[04aTKOBMX 3axX0fiB 3 MiHiMi3auil
pY3NKiB.
Pestome MNnaHy ynpasiiHHA
pu3nkamm Bepcis 3.0 gogaeTbes
42. | BAJIbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoBeHisn BignosigansHuii 3a CnoBeHis BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/9451/01/02
® H 320 NNiBKOBOO HoBo mecTO BMPOGHMLTBO "in mMartepianis: 3miHu Il Tuny - 3MiHu

060/10HKOt0, MO 320
mr/12,5 wmr; no 10
Tabnetok y 6nictepi;
no 3 abo 6 6nictepis
Y KapTOHHIi kopobLy;
no 14 tabnetok y
6nictepi; no 1, 2 abo
4 6nictepn B
KapTOHHI kopo6uyj;
no 15 ta6netok y
6nicTepi; no 2 abo 4
6nictepu B
KapTOHHIA KOopooLi

bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/1b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis;
BignoBiganbHuii 3a
KOHTPO/b Cepil:
KPKA, a.4., Hoso
mecTo, C/loBeHis;
KOHTPO/b Cepil:
Kemina6 g.0.0.,
CnoBeHis

oo 6e3snekun/edpekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAadi peecTpawiitHoro
noceigyYeHHs, Bkaoyaroun Mnax
yrpasniHHA pusnkamm
(3acTocyBaHHSA 3MiH(K), sKi(a)
BMMaralTb(€) NOAA/TbLLOIO
006r'pyHTYBaHHS HOBUMMU
[00aTKOBUM [i@HUMMK, L0 MatoTb
HafaBaTUCs KOMMETEHTHUM
OopraHoMm, OCKiflbkvi BUMaraeTbCs
CYTTEBA OL{iHKa KOMNETEHTHUM
opraHom). 3asiBHUKOM HagaHo
OHOBJIEHWIA MNNaH ynpasiHHS
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

pu3sunkamm Bepcis 3.0. 3miHK
BHECEHO 0 YacTuH:
| «3aranbHa iHdopmauis» - 11
«Cneuudikauis 3 6esnekm» - Il
«[Mnan 3 dhapmakoHarnagy» - V
«3axoay 3 MiHiMi3auii pu3ankie»
VI «Pe3tome nnaHy ynpasniHHA
pusnkammn» - VII «flogatkm»
(mopatkm 6, 8) y 3B’A3KY 3
OHOBJIEHHAM iHhopMaLi 3
6e3nekn Gil4nx pevyoBuH,
OHOBJ/IEHHAIM crnevuudikauii 3
6e3nekn Ta fofaBaHHAM
[0[AaTKOBUX 3aX04iB 3 MiHiMisauil
pv3ukiB. Pestome MnaHy
ynpas/iHHA pu3nkamm Bepcis 3.0
[ofa€eTbes.

BA/IbCAKOP
® HD 160

TabneTku, BKpUTI
NAiBKOBOIO
060/10HKOI0, 160
mr/25 wmr, no 14
Tabnetok y 6nictepi;
no 2, no 4 a6o no 6
6nicTepiB B KOPOO6L;
no 15 ta6neTtok y
6nicTepi; no 2 abo 4
6nictepu B kopobLi

KPKA, 4.4.,
HoBo mecTo

CnoBeHisa

Brpo6HuK,
BiAnoBiganbHUii 3a
BMPOGHULITBO «in
bulk», nepsuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CrnoseHis;
BUpO6HUK,
BiANOBigaIbHUI 3a
BMPOGHMLTBO "in
bulk", nepeuHHe
nakyBaHHs1,
BTOPWHHE
nakyBaHHs: Jlaypyc
Na6ce Nimiten, HAis;
Brpo6HuK,
BiAnoBiganbHUii 3a
KOHTpO/b cepii:
KPKA, a.4a., Hoso
mecTo, CrnoBeHis;
Kemina6 g.0.0.,
CnoseHis

CnoseHis/
IHais

BHECEHHS 3MiH 10 peecTpaviliHnX
mMaTtepianis: 3miHu Il Tuny - 3MiHK
LoAo 6e3snekn/edpeKkTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MiHa(1) [0 3060B'A3aHbL Ta YMOB
BMAadi peectpawinHoro
nocBig4yeHHs, Bkovatoun Mnax
ynpasniHHA pyu3vkamm
(3acTocyBaHHs 3MiH(1), ski(a)
BMMararTb(€) noganbLioro
06r'pyHTYBaHHSA HOBUMMU
[0[AaTKOBUM JaHUMK, L0 MaloTb
Ha/JaBaTnca KOMNETEHTHUM
opraHoMm, OCKiflbkvi BUMaraeTbecs
CYTTEBA OLliHKA KOMMETEHTHUM
opraHom) - 3asiBHVKOM HagaHo
OHOB/EHWIA MNaH ynpasBniHHS
pv3nkamm Bepcisa 3.0
3MiHN BHECEHO [10 YaCTuWH:
| «3aranbHa iHchopmaLis»

Il «Cneundikauis 3 6e3nekm»
Il «MnaH 3 dhapmakoHarnsagy»
V «3axo4u 3 MiHiMi3aLii pu3nkiB»
VI «Pestome nnaHy ynpasniHHA
pu3nkammn»

VII «[opatkn» (goaatku 6, 8)

Y 3B’A3KY 3 OHOBJ/IEHHAM
iHhopmalii 3 6e3nekn Ailunx

3a peuernmom

UA/9450/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
pPEeYoBUH,
OHOB/IEHHAM cneundikaii 3
6e3nekn Ta fofaBaHHAM
[04aTKOBMX 3axX0fiB 3 MiHiMi3auil
pY3NKiB.
Pestome MNnaHy ynpasiiHHA
pu3nkamm Bepcis 3.0 gogaeTbes
44, | BIMISUM® KOHUEeHTpaT ans BioMapuH IpnaHgis BMPOGHMLITBO Himeuunna/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/14547/01/01
pPO34MHy AN IHTEepHeLHN Hepo3dhacoBaHo| Benukobput mMartepianis: 3miHu | TUny -
iHcpysii, 1 mr/mn; no NimiTen npoAaykuii, nepenHHe | axis/ CLUA/ AAMIHICTPaTVBHI 3MiHW.
5 mn y dpnakoHi; no nakyBaHHs, IpnaHgjs BunyueHHst BUPO6HMYOI AinbHAL
1 chnakoHy B BMNpPO6YyBaHHS (BKovatoum ginbHuui ansa Adl,
KapTOHHIA KopooLi CTepWIbLHOCTI, JOT- NPOMDXHOro NPoAyKTy abo
61071 Ta roTOBOrO MikKapCbKOro 3acooby,
6GioHaBaHTaXEHHS (B OinbHUL 4NS NpoBeAeHHS
npoueci nakyBaHHs1, BUPOGHWKa,
BMPOOHULITBA) Ta BiANOBIAA/ILHOrO 3a BUNYCK cepii,
Bi3yasibHWIA MicLie NpoBeEHHS KOHTPO/IHO
KOHTPOSb: cepii) abo noctavyasibHUKa

BetTep ®apma-
®eptiryHr F'm6X i Ko.
KI, HimeuunHa;
MapKyBaHHs Ta
BTOPWHHE
nakyBaHHS:
AHfepcoHbpekoH
(FOK) Nimitep, ,
BenukobpuTaHis;
BMNpPOBYyBaHHS
CTepubHOCTI, JOT-
6noT Ta
6ioHaBaHTaXeHHs (B
npoueci
BMPOBHULTBA):
Bettep ®apma-
®eptiryHr F'm6X i Ko.
Kl , HimeuuunHa;
BizyanbHWit
KOHTPONb,
36epiraHHs:
Bettep ®apma-
®epTiryHr F'm6X i Ko.
Kl , HimewunHa;
BMNPOGYBaHHA Npu
BUMYCKy Ta

BMXIAHOrO MaTepiany, peareHTy
ab0 [ONOMIXHOT pevoBMHU (SIKLLO
3a3HayeHo y JOChE) - BUAATEHHS

hyHKLi Bi3yasIbHOTO KOHTPO/IO

NS 3aTBEPA)KEHOro BUPO6HMKa

N3 BetTep dPapma-depTiryHr
m6X i Ko. KI, LWioTueHwTp. 87 i
99-101, 88212 PaBeHcOypr,
HimeuyunHa. Lieii BUPOGHUK
3a/IMLLIAETbCA BigNoBiganbHWIA 3a
BUMPOBOYBaHHA CTEPWU/IBHOCTI, AOT-
6n0T Ta 6ioHaBaHTaXeHHs (B
npoteci BupobHuuTea) MNN3.

BBefeHHA 3MiH NpoTArom 8-mu

MiCALB NiCNa 3aTBEPAXEHHS.
3MiHn | TUNY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiS/IbHOCTI

BMPOGHMKa/imnopTepa rotoBoro
niKapcbKoro 3acoby, BKIYaum
AinbHWL BUNYycKy cepii abo micue

NpoBeAEeHHA KOHTPOJO SKOCTI.

([isnbHICTb, 3a Ky BignNoOBigaE

BMPOGHMK/IMNIOPTEp, BKIKOYaYM

BMNYCK Cepiit) - NpuBeeHHA Ha3Bu
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
BUNPOBYBaHHSA Ta agpecu BUpo6H1Ka BioMapuH
cTabinbHOCTI (3a IHTepHewHn Jlimiteq, Ipnangis y
BUHATKOM BignosigHicTb go CepTtudikaty
CTepW/IbHOCTI): GMP Ta BucHoBKy 000
BioMapwuH niATBEPKEHHS BifNOBIAHOCTI
dapmacbloTukan yMOB BMpo6HULTBaA /13 BUMOram
IHK., CLUA; HaNeXHOoI BUPOOHNYOT NMPaKTUKK.
3MiHM BHECEHO B IHCTPYKLi0 415
BMNPOOYBaHHSA MeAV4HOro 3acTOCyBaHHS
CTepW/IbHOCTI: nNiKapcbKoro 3acoby y po3ainv
€spochiHc «BrpobHuk» Ta

Biocdhapma Mpopgakt
TecTiHr AlipneHg
Nimiteq , IpnaHgis;

BUMPOBYBaHHA Nnpu
BUMYyCKy Ta
BMNpo6yBaHHs
cTabinbHocTi (3a
BUHSATKOM
CTepUsIbHOCTI),
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHs,
BUPOBHUK,
BiANOBigabHUI 3a
BMNYCK Cepil:
BiomapuH
IHTEepHeLwHN
Nimiten, IpnaHgis

«MicLe3HaxomKeHHs1 BUPOOHMKa
Ta afpeca Micus NPOBaKEHHS
0ro AisinbHOCTI» 3 BiAMNOBIgHMMM
3MiHaMU y TEKCTi MapKyBaHHS
yrnakoBKW NikapcbKoro 3acoby.
BBefeHHs1 3MiH NnpoTArom 8-mu
MiCALIB MiCNSA 3aTBEPAKEHHS.
3MiHu Il TUNY - 3MiHU 3 AKOCTI.
[oToBMiA nikapcbknii 3aci6. 3mMiHK
Yy BUPOBGHMLTBI. 3MiHa
iMnopTepa/3MiHu, Lo CTOCYTbCSA
BWMYCKY Cepii Ta KOHTPO/IH0 SKOCTI
rOTOBOrO JliKapCbkoro 3acoby
(3amiHa abo fofaBaHHA AiNbHALLI,
Ha SKii 3[iCHI0ETLCA KOHTPOSb
AKOCTI/BUNpOBYyBaHHA cepii Ans
6ionoriyHOro/iMyHo10r4YHOro
nNikapcbkoro 3acoby, Ta 6yab-AKoi
[iNbHULI, Ha SKIl 3aCTOCOBYETLCS
6i0N0rivHMIA/iMyHONOrYHNI MeTop,
BMNpPoOyBaHHSA) - AofaBaHHSA
AinbHuui Bettep ®apma-®epTiryHr
'm6X i Ko. KI', XenbmyT-BeTTep-
LLitpacce 10 88213 PaBeHcoypr,
HimeuuunHa, Ha siKili 34jCHIOETLCS
Bi3yasIbHWI1 KOHTPO/Ib, 36epiraHHs
roTOBOrO NiKaPCbKOro 3acooby.
BBegeHHs1 3MiH NpoTArom 8-mu
MiCALB NicNa 3aTBEPOXKEHHS.
3MiHn |l Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbknii 3aci6. 3MiHN
y BUPOGHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCSA
BUNYCKY Cepii Ta KOHTPOJIK0 SKOCTI




60

n/n

JNliKapcbKo20

Hassa

3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

roTOBOro NikapCbKoro 3acoby
(3amiHa abo gofgaBaHHs AiNbHUL,
Ha SKill 3QiICHIETLCA KOHTPOSb
AKOCTi/BUNPOGYBaHHSA cepil ons
6ion10riYHOro/iMyHONOriYHOro
nikapcbkoro 3acoby, Ta 6yab-aKoi
[iNbHULI, Ha SKil 3aCTOCOBYETLCS
6i010MYHWA/IMYHONOTYHWI METOp,
BMNPOOYBaHHS) - foAaBaHHs
LinbHUUi BioMapuH
dapmacbioTukan IHk., 46 Fanni
[paiis, Hoato, KanichopHis (CA)
94949, CLUA Ha skiit
3[iCHIOETbCA BUNPOOYBaHHSA Npu
BUMYCKY Ta BUNPOOYBaHHA
CTabinNbHOCTI (3a BUHATKOM
CTepunbHOCTI). BBeAEHHSA 3MiH
npoTArom 8-Mu MicauiB nicns
3aTBEPAKEHHS.

45.

BIHMNOLETN

H

Tabnetku no 0,005 r
no 10 TabneTok y
6nictepi; no 3 abo 5
6nicTepiB B naui;
no 10 TabneTok y
6nictepi; no 50 a6o
100 6nicTepis B
navui

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

Ykpaina

MpusaTHe
akuioHepHe
TOBapUCTBO

"Mekxim-Xapkis"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TUNY - 3MiHK 3
sAKocTi. CepTudpikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEeichbkil
thapmakonei/MoHorpadii.
MoAaHHA HOBOro abo OHOBMIEHOTO
cepTudikaTa BignosigHocTi abo
BW/IYYEHHS cepTudikaTa
BiANOBIAHOCTI EBpONEChbKil
thapmakonei: gnsa A®l; ans
BUXIAHOTO
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpo6HULTBI ADI; Ans
[0MOMDKHOT pEYOBUHN
(cepTudpikat BigNoBIAHOCTI
€Bponelicbkiin hapmakoner) -
OHoBeHunii cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOOHMKA -
nofaHHs OHOBIEHOTO
cepTudpikaTa BignoBiAHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2016-251 - Rev 00
(3aTBepaxeHo: RO-CEP 2016-251
- Rev 00) ans fjitovoi pevosuHu

3a peuenmom

UA/3218/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BiHMoUeTUHy Bif, 3aTBEpPKEHOT0
BMpo6HMKa LINNEA SA,
Switzerland.

46.

BIHMOLETN
H

Tabnetkv no 0,005 r
in bulk: no 3000
Tabnetok y
KOHTeliHepax

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"lekxim-
Xapkis"

YkpaiHa

MNpuBaTHe
akujioHepHe
TOBapuUCTBO

"JlekxiMm-Xapkis"

Ykpaina

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TUny - 3MiHK 3
AKocTi. CepTuduikat
BignosigHOCTI/TE-cepTucpikat
BiANOBIAHOCTI EBpONEChbKil
thapmakonei/MoHorpadii.
MofaHHA HoBOro abo OHOBIEHOrO
cepTudiikata BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiANoOBiAHOCTI EBpONEeiChkili
thapmakonei: gns A®l; ana
BUXIi4HOrO
MaTepiany/peareHTy/npoMKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCSA
y BUpo6HULTBI ADI; Ans
[L,0MOMDKHOT peYOBUHU
(cepTuddikaT BigNOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoB/EHWIA cepTudikaT Bif yxe
3aTBEep)KEHOr0 BUPOOHYKa -
nofaHHA OHOBIEHOTO
cepTudikaTa BignoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-
CEP 2016-251 - Rev 00
(3aTBepaxeHo: RO-CEP 2016-251
- Rev 00) ons Ajrouoi pevyoBuHm
BiHMoueTuHy Bif, 3aTBepaKeHoro
BUpo6HMKa LINNEA SA,
Switzerland.

3a peyenmom

UA/3219/01/01

47.

BITAMPOMIN
T®

TabneTku, BKPUTI
NNiBKOBOO
060/10HKOH, Mo 1000
MKr; no 10 TabneTok
y 6nicTepi; no 5
6nicTepiB y navi

TOB «MIBE
YKPAIHA»

YkpaiHa

mibe Mm6X
ApuHaiimiTTenb

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3miHu | Tuny - 3miHK 3
SIKOCTi. [OTOBWIA NiKapcbknii 3aci6.
3MiHU Yy BUPOGHULTBI. 3MiHU Y
npoLeci BUPO6HULITBA FOTOBOrO
NiKapcbKoro 3acoby, BKOUaum
NPOMDKHWI NPOAYKT, L0
3aCTOCOBYETLCSA MPU BUPOOHULITBI
rOTOBOrO NikapCbkoro 3acoby (iHLwi
3MiHMN) -
36iNbLUEHHA TepMiHy 36epiraHHs
Hepo3gracoBaHoro npoaykty (bulk)
i3 3 micsuiB A0 12 micsuiB.

6e3 peyenma

UA/20713/01/01
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n/n

Hassa
JNliKapcbKo20

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

48.

3acoby
BO/NNbTAPEH
®

cynosuTopii no 25
Mr no 5 cynosutopiis
y cTpuni, no 2
cTpunu B Kopobui 3
KapToHy

Hosapric
Papma Al

LLiBeiiuapis

Jendhapm XioHiHT
C.AC.

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MiCLii MPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKapcbKoro 3acoby, BKIUaum
AinbHWL BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPOJO SKOCTI.
(aisnbHICTb, 3a Ky BignNOBIgaE
BMPOGHUK/IMNIOPTEp, BKIKOYaYM
BMNYCK cepiit). 3mMiHa Ha3BuW
BMpo6Huka M3 BignosiganbHOro
3a NOBHUIA LMK BUPOBGHMLTBA.
3MiHM BHECEHO B IHCTPYKLil0 ANs
MeAM4HOro 3aCTOCyBaHHSA
NiKapcbKoro 3acoby y po3gin
«Bnpo6HMK» 3 BiANOBIAHUMY
3MiHaMW y TeKCTi MapKyBaHHS
yNakoBKU NiKapcbKoro 3acooby.
BBefieHHs 3MiH npoTArom 6-tm
MiCALB NicNa 3aTBePOAXKEHHS.
3MiHuM | TMRY - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
OHOB/EHHSA TEKCTY MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby, a
came: — BUTyYeHHs iHdhopmadii,
3a3HayYeHol pPoCiliCbKO MOBOID; —
YTOYHEHHS iHdhopMaLlii CTOCOBHO
N0roTUNY 3asBHUKA; — BHECEHHS
He3HauyHMX pefakuiiHnx npasBok
(nepBrHHa ynakoBKa — MyHKT 4;
BTOPWMHHA YNakoBKa - MyHKTN 7, 8).
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB nic/1a 3aTBepAKEHHS.

3a peyenmom

He
nionseae

UA/9383/01/01

49.

BOJ/IbTAPEH
®

cynosuTopii no 50
Mr; o 5
CynosnTopiis y
cTpuni, No 2 cTpunn
B KOPOOGLii 3 KapTOHY

Hosapric
dapma Al

LLiBeiiuapis

Jendhapm XioHiHT
C.AC.

PpaHuin

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AIMIHICTpaTVBHI 3MiHN. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MiCLii MPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKapcbKoro 3acoby, BKIYaum
AinbHWL BUNYycKy cepii abo micue
NpoBeAEeHHS KOHTPOJO SKOCTI.

3a peyenmom

He
nionseae

UA/9383/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

(aisnbHICTb, 3a Ky BignNOBILaE
BMPOGHUK/IMNIOPTEp, BKIOYAYN
BMNYCK cepiit). 3mMiHa Ha3BuW
BMpo6Huka MN3 BignosiganbHOro
3a NOBHUIA LMK BUPOBGHMLTBA.
3MiHM BHECEHO B IHCTPYKLil0 ANs
MeAM4HOro 3aCTOCyBaHHSA
NiKapcbKoro 3acoby y po3gin
«Bnpo6HMK» 3 BiANOBIAHUMY
3MiHaMW y TeKCTi MapKyBaHHS
yNakoBKU NMiKapcbKoro 3acooby.
BeefieHHs 3MiH npoTsArom 6-tm
MiCALB NicNa 3aTBePOXKEHHS.
3MiHuM | TMRY - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
OHOB/IEHHS TEKCTY MapKyBaHHs
yMakoBKM MikapcbKoro 3acoby, a
came: — BUTyYeHHs iHdhopmadii,
3a3HayYeHol pPoCiliCbKO MOBOID; —
YTOYHEHHS iHdhopMaLlii CTOCOBHO
N10roTUNY 3asBHUKA; — BHECEHHS
He3HauyHMX pefakuiiHnx npasBok
(nepBrHHa ynakoBKa — MyHKT 4;

BTOPWMHHA YNakoBKa - MyHKTN 7, 8).

BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB nic/1a 3aTBepAKEHHS.

50.

BOJ/IbTAPEH
®

cynosuTopii no 100
Mr; o 5
CynosnTopiiB y
cTpuni, no 1 ctpuny
B KOPOOGLii 3 KapTOHY

Hosapric
dapma Al

LLiBeiiuapis

Jendhapm XioHiHT
C.AC.

PpaHuin

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AIMIHICTpaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLii MPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKapcbKoro 3acoby, BKIYaum
AinbHWL BUNYycKy cepii abo micue
NpoBeAEeHHS KOHTPO/O AKOCTI.
([isnbHICTb, 3a Ky BignNOBigaE
BMPOGHMK/IMNIOPTEp, BKIOYaYM
BMNYCK cepiit). 3mMiHa Ha3BuW
BMpo6Huka MN3 BignosiganbHOro
3a NOBHUIA LMK BUPOBGHMLTBA.
3MiHV BHECEHO B IHCTPYKLi0 Ans
MeAMYHOro 3aCTOCyBaHHSA
NiKapcbKoro 3acoby y po3gin
«Bu1po6HMK» 3 BiANOBIAHMMMN

3a peyenmom

He
nionseae

UA/9383/01/03
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3MiHaMW y TeKCTi MapKyBaHHS
yNakoBKU NiKapcbKoro 3acooby.
BBefieHHs 3MiH npoTArom 6-tm
MiCALB NicNa 3aTBePOXKEHHS.
3MiHuM | TMRY - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
OHOB/EHHSA TEKCTY MapKyBaHHS
yMakoBKM fikapcbKoro 3acoby, a
came: — BUTyYeHHs iHdhopmadii,
3a3HayYeHol pPoCiliCbKO MOBOID; —
YTOYHEHHS iHdhopMaLlii CTOCOBHO
N0roTUNY 3asBHUKA; — BHECEHHS
He3HauyHVX pefakuiiHnX NpaBok
(nepBrHHa ynakoBKa — MyHKT 4;
BTOPWMHHA YNakoBKa - MyHKTN 7, 8).
BBefeHHs1 3MiH NpoTArom 6-Tu
MicsILiB nic/1a 3aTBepAKEHHS.

51.

BOPWKOHA3
O AKKOP/,

TabneTtku, BKPUTI
NNiBKOBOO
o060n10HkKot0, No 200
Mmr; no 14 TabneTok
y 6nicTepi; no 1
6nictepy a6o no 2
6nictepu B
KapTOHHIM nayui

Akkopfa
Xenckea
C.JY.

IcnaHis

BMPOOHULITBO
niKkapcbKoro 3acooby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI
cepil:

IHTAC
®APMACBIOTIKAN
C NNIMITEL , IHgjs;
OiNbHWLA 3
KOHTPO/IO AKOCTI:
ACTPOH PECbOPY
NIMITEA, Benuka
BpuTaHis;

OiNbHWLA 3
KOHTPOJIO AKOCTI:
®Papmagokc
Xenckea 1114,
MaibTa,;

[opartkosa AiflbHULSA
3 NePBUHHOrO Ta
BTOPVHHOIO
nakyBaHHs:
AKKOP/[ XEJICKEA

IHais
/Benvka
BpuTtaHisa/
ManbTta/
Monbwa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AIMIHICTpaTVBHI 3MiHW. 3MiHa
Ha3BM iKapcbKoro 3acoby. 3MiHn
BHECEHO LL0A0 Ha3BY NiKapCbKoro
3acoby. 3aTBepmkeHo: BI3O/
(VIZOLE). 3anponoHOBaHo:
BOPWKOHA3O/1 AKKOP[,
(VORICONAZOLE ACCORD)
BBeneHHst 3MiH NpoTAroM 6-Tu
MiCALiB NiCNsA 3aTBEPAYKEHHS.
3MiHY | TNy - 3MiHW 3 AKOCTI.
FoTOBWIA Nnikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYITbCA
BUNYCKY cepii Ta KOHTPOHO SAKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo fofaBaHHSA
BMPOGHMKa, LLO BiAMNOBIAaE 3a
BBE3eHHA Ta/abo BMMYCK cepii) -
He Bkntovatoum
KOHTPONb/BUNPOGYBaHHSA cepil -
A0AaBaHHA AifbHUL,
BiANOBIAaIbHUIA 3a BUMYCK cepii
Akkopf Xenckea lNoncka Cn. 3
0.0., Byn. Jlytomepcka 50,
Ma6’aHiue, 95-200, MonbLua/

3a peyernmowm

He
nionseae

UA/20312/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

NIMITEL, Benuka
BpuTaHis;
fopatkosa finbHULA
3 BTOPUHHOIO
nakyBaHHs:
AKKOP[-tOKEW
NIMITEL, Benuka
BpuTaHis;
fopatkosa finbHULA
3 BTOPUHHOIO
nakyBaHHs:
A4n CANJII YEVH
(ITania) CNA, ITanis;
BiANOBigabHNI 3a
BWMYCK Cepil:
AKKOP[, XE/ICKEA
NIMITEA, Benvka
BputaHis
Akkopf Xenckea
Moncka Cn. 3 0.0,
Monba

Accord Healthcare Polska Sp. z
0.0., ul. Lutomierska 50,
Pabianice, 95-200, Poland. 3miHn
BHECEHO B iHCTPYKLi0 o115
Me[MYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"BUpobHUK" Ta
"Micue3HaxomkeHHs BUPOGHMKa
Ta afpeca MicLs NPOBaKEHHS
oro gisinbHoCTI" y 3B’S3KY 3
[0J4aBaHHAM BUPOOHNYOT
OiNbHULI, SIK HAcNiAoK -
3aTBEPMKEHHS TEKCTY
MapKyBaHHS yNakoBOK /iKapCbKOro
3acoby A1a AofaTKoBol
BUPOGHMYOT AinbHULI. BBeAeHHA
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHSA. 3MiHN | Tuny -
3MiHK 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBabHuWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(3MiHa KilbKOCTi 0AMHULb
(Hanpuknag TabneTok, amnyn
TOLLO) B ynakosLi:) - 3miHa nosa
Aiana3oHOM 3aTBepKeHUX
PO3MIpiB yNakoBKW BBEAEHHS
[0[AaTKOBOro poO3Mipy ynakoBku, a
came no 14 TabneTok y 6nictepi;
no 2 6nictepu B navdi, 3
BHECEHHSM BigNOBIAHUX 3MiH [0 p.
«Ynakoska» MK#A N13.
3aTtBepmxeHo: o 14 TabneTok y
6nicTepi; no 1 6nictepy B KapTOHii
nauuj pasom 3 iHCTpyKUi€ ons
MeAMYHOro 3acToCyBaHHS.
3anponoHoBaHo: Mo 14 TabneTok
y 6nicTepi; no 1 a6o no 2 6nictepn
B KapTOHili nauyLli pa3om 3
IHCTPYyKLi€0 415 MegnyHoro
3aCTOCYBaHHSA. 3MiHN BHECEHO B
IHCTPYKLUiO AN MeguyHoro
3aCcTOCyBaHHS NikapCbKoro 3acoby
y po3g4in "YnakoBka" y 3B's13ky 3
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
BBE/IEHHAM [0AaTKOBOro po3Mipy
yMakoBKW, SIK HACNIAOK -
3aTBEPMAKEHHS TEKCTY
MapKyBaHHS1 4OAATKOBOT yNakoBKM
nikapcbkoro 3acoby. BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMAKEHHS
52. | BOPUKOHA3 | Tabnetku, BKpUTI Akkopa Icnanis BMPOGHMLITBO IHAjs BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom He UA/20312/01/01
O/1 AKKOPA, NNiBKOBOO Xenckea nikapcbKoro 3acooby, /Benuka martepianis: 3miHu | TUny - 3MiHn niosnsieae
060/10HKO10, N0 200 C.JLYy. nepBuHHE Ta BputaHisa/ woao 6e3snekun/edpekTMBHOCTI Ta
Mr; no 14 Tabnetok BTOPVHHE ManbTa/ thapmakoHarnsgy. 3mMiHu y
y 6nicTepi; no 1 nakyBaHHs, ITania/ KOPOTKili XapakTepucTuL,i
6nictepy abo no 2 KOHTPO/b AKOCTI Monbla nNiKapcbKoro 3acoby, TeKcTi
6nictepu B nauui cepii: MapKyBaHHS Ta IHCTpyKLU|ii Ans
IHTAC MeAMYHOro 3acToCyBaHHA

®APMACBIOTIKAN
C NIMITEL, Ingjs;
LiNbHUUA 3
KOHTPO/O AKOCTI:
ACTPOH PECbOPY
NIMITEL, Benvka
BpuTaHis;
OiNbHWLA 3
KOHTPO/O AKOCTI:
dapmagokc
Xenckea J1ta,.,
ManbTa;
[ofaTkoBa finbHULUA
3 MEePBVHHOIO Ta
BTOPVHHOIO
nakyBaHHs:
AKKOP[, XENCKEA
NIMITEL, Benvka
BpuTaHis;
Jopartkosa AiflbHUUSA
3 BTOPUHHOIO
nakyBaHHs:
AKKOP[-tOKEM
NIMITEL, Benvka
BpuTaHis;
[opartkosa AiflbHULSA
3 BTOPUHHOIO
nakyBaHHs:
A4n CANJII YEVH
(ITanig) CMA ,

reHepuUHMX/ribpuaHnX/6ionoaibHN
X niKkapcbknx 3aco6is nicns
BHECEHHS Ti€i camoi 3MiHV Ha
pechepeHTHWIA Npenapar (3miHa He
noTpebye HafaHHS XOLHUX HOBMX
[04aTKOBUX AaHuX). 3MiHU
BHECEHO A0 IHCTPYKLUIT Ansa
Me[MYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu:
"®apmakonoriyHi BnactneocTi”,
"MpoTunoka3saHHs", "B3aemogis 3
HLWMMKN NikapcbkMK 3acobamu Ta
iHLWi BMAW B3aemogiit",
"Oco6MBOCTI 3aCTOCYyBaHHA",
"Cnoci6 3acTocyBaHHS Ta fo3mn",
"Oitn", "Mo6ivHi peakuii”
BiANOBIAHO A0 iHhopMaL,i Wwoao
MeM4HOro 3acTOCyBaHHSA
pedyepeHTHOro /likapcbKoro
3acoby (Vfend® 200 mg film-
coated tablets). BBeeHHA 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
ITanis;
BiANOBigabHUI 3a
BWMYCK Cepil:
AKKOP[, XENCKEA
NIMITEA, Benuka
BputaHis;
Akkopf Xenckea
Moncka Cn. 3 0.0.,
MonbLa
53. | BMPIB NOpPOLLOK AN Takega IpnaHgis BiANOBIgaNbHWMIA 3a Ipnangis/ BHECEHHS 3MiH 10 peecTpauitHux 3a peyenmom UA/15706/01/01
PO3uUMHYy AN dapmacbioTi Bunyck cepii: LWaiiep | HimewunHa/ | maTepianis: 3miHu | Tuny - 3miHu 3
iHcpysiii, no 400 Of; Kan3 PapmacbloTikan3 ClwA/ AKOCTi. A®Il. KoHTponb A®I. 3miHa
1 chnakoH 3 IHTEepHEeLUHN Ipnangis Mivites, HigepnaHnaun y napameTpax cneuudikayii
NMOPOLLKOM Y AT IpnaHgis Ipnangis; Takega Ta/abo fonycTMMmUX MEX,
KapTOHHIA KopoobLi BpeHy PapmacbloTikan3 BM3HAUYeHUX y cneyudikauisx Ha

IHTepHewwHN Al
IpnaHgis bpeny ,
Ipnangis;
BMPOOHULITBO
niKkapcbKoro 3acooby,
KOHTPO/b SIKOCTI
cepil, BisyanbHa
iHcnekuisa: BeTTep
Papma-PepTirtoHr
'm6X EHA Ko. KT,
HimeuunHa,;
BMPOGHMLITBO
niKkapcbKoro 3acooby,
KOHTPO/b AKOCTI
cepii: KeHaxiH
Baiio®apwma, T
(n6a EmepmxeHT
BaioConyLwiHz
(CiBiAi#), CLUA,;
KOHTPO/b AKOCTI
cepii, BisyanibHa
iHCnekuisn: BeTTep
dapma-PepTirtoHr
'M6X EHA Ko. KT,
HimeuuunHa; BetTep
dapma-depTirtoHr
'M6X EHA Ko. KT,
HimeuunHa,
BisyasibHa iHCnekuis:
BetTtep ®apma-

A®I, ab60 BMXigHWIA/NPOMIKXHWIA
nNpoAayKT/peareHT, Wo
BUKOPVCTOBYIOTbCS Y NpoLeci
BUPO6HMLTBA AD| (LONOBHEHHSA
cneuudikaLyii HOBUM NOKa3HUKOM
SAKOCTi Ta BignoBigHUM MEeTO40M
BUNPOOYBaHHS) - O0AABaHHSA
napameTpiB «30BHILLHIA BUrNSAA,
martepiany» (Mexa: Bignosigae)
Ta «lgeHTudikayis» (Mexa:
Bignosigae)) fo cneuudikauii Ha
Medium Base (custom F12K-01
formulation), wo
BMKOPUCTOBYETHLCS Y NPOLIECI
BMPOGHMLTBA Ajil0HO0T peyoBUHU
Benarnolepasun aibga. 3miHu |
™My - 3MiHK 3 AKocTi. AdI.
KoHTposib A®I. 3miHa y
napameTpax cneuudikadii Ta/abo
[ONYCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauisx Ha Adl, abo
BUXiAHWIA/NPOMKHWIA
nNpoAayKT/peareHT, Wo
BUKOPVCTOBYIOTbCS Y NpoLeci
BUpPO6HMLTBA AD| (LONOBHEHHSA
cneuudikaLyii HOBUM NOKa3HUKOM
SAKOCTi Ta BignoBigHUM MEeTO40M
BUNPOOYBaHHS) - O0AABaHHSA
napameTpiB «30BHILLHIA BUrNSAA,
matepiany» (Mexa: Bignosigae)
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
depTirtoHr NmMoX Ta «lgeHTudikayis»
EHa Ko. KT, (Mexa:Bignosigae)) o
HimeuunHa; cneumdikauii Ha Medium Base
KOHTPO/b AKOCTI (custom M131-01 formulation), wo
cepii: Wawiep BMKOPUCTOBYETLCA Y MPOLIECI
XbloMeH [HKeHeTikK BMPOGHMLTBA Ajil04O0T PeYOBUHU
Tepanic, CLUA; Benarnouepasun aiba. 3miHu |
Yapnb3 PiBep MRy - 3MiHK 3 AkocTi. AdI.
Na6opatopis KoHTponb A®I. 3miHa y
Alineng N1p, napameTpax cneuudikadii Ta/abo
IpnaHgjs; [ONYCTUMUX MEX, BUSHAYEHUX Y
MapKyBaHHs Ta cneuudikauisx Ha Adl, abo
nakyBaHHs1, BUXiAHWIA/NPOMDKHWIA
ancTpnbyuis npoaykT/pearexT, o
roToBOro

niKkapcbKoro 3acoby:
[iERYEN Cannnaii
YeiiH, HigepnaHgy;
LiEAYEN Cannnaii
YeiH, Higepnangn

BUKOPVCTOBYIOTbCS Y NpoLeci
BUpPO6HMLTBA AD| (LONOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BigNOBIgHNM METOA0M
BMNPOBYBaHHSA) - A0AaBaHHA [0
cneumdikaLii po34mHy CoNsHol
kmucnotu (Hydrochloric Acid
Solution), L0 BUKOPUCTOBYETLCSA Y
npovueci BUpobHULTBA Aitoyoil
peyoBMHW BenarnoLepasun anbga
napameTpiB «30BHILLHI BUrNSA,
marepiany» (Mexa: Bignosigae),
«lgeHTudikauis - pH» (mexa:
PO3YMH CUILHO KUCAUIA),
«HopmanbHicTb» (Mexa: Big 5,4
0o 6,6 exs/n), «3aniso (Fe)»
(mexa: < 1 ppm) Ta «Cynbar
(S04 )» (mexa: <1 ppm). 3miHu |
MRy - 3MiHK 3 skocTi. AdI.
KoHTposnb A®L. 3miHa y
napameTtpax cneuudikauin Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
crneundikauiax Ha A®l, a6o
BUXIiAHWA/NPOMDKHWIA
npoAayKT/pearenT, Wwo
BUKOPVCTOBYIOTbCS Y NPOLLECi
BMPOGHMLTBA AD| (4ONOBHEHHSA
cneuudikaLii HOBUM NMOKa3HUKOM
SAKOCTi Ta Bi4NOBIAHUM METOA0M
BMNPOOGYBaHHS) - AOAABaHHA [0

crneungikauii po3yrHy HaTpito
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

rigpokengy (1N) (Sodium
Hydroxide Solution (1N), wo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOBOHULTBA Ai0HOT peHOBUHMN
Besarnouepasn abga,
napameTpiB «30BHILLHIA BUrNSAA,
MaTepiany» (Mexa: Bignosigae) Ta
«HopmanbHicTb» (Mexa: 0,97 -
1,03 eks/n).
3MiHu | TUnYy - 3MiHKM 3 AKocTi. ADL.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiAHWA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCS Y NPOLECI
BMPOGHMLTBA AD| (ONOBHEHHS
crneuudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMNoBigHMM METOA0M
BMNPOGYBaHHS) - AOAABaHHSA [0
cneundikavii po3unHy rigpokeuay
HaTpito (10N) (Sodium Hydroxide
Solution (10N)), wo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOOHULTBA Ait04OI peYOBUHMN
Benarnwouepasu anbda,
napameTpiB «30BHiLLHI BUrNSAA,
marepiany» (Mexa: Bignosigae),
«HopMmarsbHicTb» (Mexa: Bif 9,9
0o 10,1N), «lgpeHTudikauis -
Hartpiin» (mexa: Bignosigae) Ta
«lpeHTudikauis - pH» (mexa:
>11,0). 3MiHu | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa
y napameTpax cneuudikawii
Ta/abo [onycTUMmnX Mex,
BM3HAYEHNX Y cneuudikaisx Ha
A®I, a60 BMXigHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCS Y NPOLECI
BMPOGHMLTBA AD| (ONOBHEHHS
crneuudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMNoBigHMM METOA0M

BMNPOGYBaHHS) - AoAaBaHHA A0
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

cneuudikaLii Ha BifoK NWeHNYHKi
rigponizosaHuii (Hydrolyzed
Wheat Protein), wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOOHULTBA Ait04OT peYOBUHMN
Benarnouepasa anbha
napameTpiB «30BHIiLLHI BUrNSAA,
marepiany» (Mexa: Bignosigae),
«loeHTudikauis» (Mexa:
Bignosigae) Ta «Po3mip cepii»
(Ycsa Cepis (Full Batch)). BHeceHo
pefakuiiiHi NpaBku [0 NOKasHMKa
pH: 3“6.0 t0 8.0" o “5.9t0 6.7".
3MiHn | TUnY - 3MiHn 3 aKkocTi. AL,
KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo
[OMYCTUMUX MEX, BUHAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wo
BUKOPVCTOBYIOTbCS Y NpoLeci
BUpPO6HMLTBA AD| (LONOBHEHHSA
cneuudikaLyii HOBUM NOKa3HUKOM
SIKOCTi Ta BigNOBIgHNM MEeTOA0M
BMNPOBYBaHHSA) - A0AaBaHHA [0
cneumdikaLii Ha gekcTpaH
cynbaty Hatpito (Dextran Sulfate
Sodium), L0 BUKOPUCTOBYETLCA Y
npovueci BUpobHNULTBA Aitoyoil
peyoBMHW BenarnoLepasmn anbga
napameTtpiB «[MuTomMe o0b6epTaHHs»
(mexa: Big +90° go +105°), «BmicT
cipkm» (mexa: Big 16,0 go 19,0%)
Ta «lgeHTudikauis» (Mexa:
Bignosigae). 3miHn | Tuny - 3MiHn
3 aKkocTi. A®I. KoHTponb AdI.
3MmiHa y napameTpax
crneundikauiii Ta/abo 4onycTuMmx
MeX, BU3HaueHux y crneumdikayisax
Ha A®l, a6o BMXigHWA/NPOMIKXHWIA
npoAayKT/peareHT, Wo
BUKOPVCTOBYIOTbCS Y NpoLeci
BUpPO6HMLTBA AD| (LONOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BigNoBIigHNM MeToA0M
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
BMNPOBYBaHHSA) - A0AaBaHHA [0

cneuudikaii KidyHeH3uHy
(Kifunensine), wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOOHULTBA Ait04OT peYOBUHMN
Benarnouepasu anbha
napameTpa «30BHiLLHI BUrNSA,
matepiany» (Mexa: signosigae).

KoHTponb A®L. 3miHa y
napameTtpax cneuudikauin Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
crneundikauiax Ha A®l, abo
BUXIiAHWA/NPOMDKHWIA
npoAayKT/pearenT, Wwo
BUKOPVCTOBYIOTbCS Y NpOLiECi
BMPOGHMLTBA AD| (4ONOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta Bi4NOBIAHUM METOA0M
BMNPOOGYBaHHS) - AOAABaHHA [0
cneuudikauii 1,4-AuTioTpeitony
(1,4-Dithiothreitol), o
BMKOPMCTOBYETHLCS Y NPOLIECI
BMPOGHMLTBA Ajil04O0T PeYOBUHU
Benarniouepasu anbha
napameTpiB «30BHILLHIA BUrNSAL,
matepiany» (Mexa: Bignosigae)
Ta «lgeHTudikayis» (Mexa:
Bignosigae). Takox nokpatieHo
MeXy [N15 KiIbKICHOTO BU3HAYEeHHS
MeTtogom BEPX. 3MiHu | Tuny -
3MiHu 3 sikocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTummx
MeX, BU3HauyeHux y crneumdikanisax
Ha A®l, abo BMXigHWA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCS Y NPOLECI
BMPOGHMLUTBA AD| (ONOBHEHHS
crneundikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMNoBigHMM METOA0M
BMNPOGYBaHHS) - AOAABaHHSA [0
cneumnaikauii Ha ligponizat
HaciHHA 6aBoBHYM (Hydrolyzed

3MiHu | TUny - 3MiHK 3 aKkocTi. AdDI.

Cottonseed), wo
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
BUKOPVCTOBYIOTbCS Y NpOLLECi
BMPOOHULTBA Ait0HOI peYOBUHMN

Benarnwouepasa anboa,
napameTpiB «30BHiLLHI BUrNSA,
marepiany» (Mexa: Bignosigae),
«lpeHTudikayis» (Mexa:
Bignosigae) Ta «EHTepobakTepii»
(mexa: < 10 KYO/r). 3minum | Tuny -
3MmiHu 3 sKkocTi. A®Il. KoHTponb
A®I|. 3miHa y napameTpax
crneundikayiii Ta/abo AonycTuMmx
MeX, BU3HaueHux y crneumdikayisax
Ha A®I, a6o BMXigHWA/NPOMIKXHWIA
npoAayKT/peareHT, Wo
BUKOPVCTOBYIOTbCS Y NpoLeci
BUpPO6HMLTBA AD| (LONOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BigNOBIgHNM METOA0M
BMNPOBYBaHHSA) - A0AaBaHHA [0
cneuudikauii Ha EATA,
TeTpaHatpiesa cinb, gurigpat
(EDTA, Tetrasodium Salt,
Dihydrate), L0 BUKOPUCTOBYETHLCSA
y Mpoueci BUpo6GHMLTBA AjitoHOi
peyoBMHW BenarnoLepasun anbga
napameTpa «30BHIiLLHIA BUTNSA,
Marepiany» (Mexa: Bignosigae).
3MiHu | TUnYy - 3MiHKM 3 AKocTi. ADL.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiAHWA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCS Y NPOLECI
BMPOGHMLTBA AD| (ONOBHEHHS
crneundikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMNoBigHMM METOA0M
BMNPOGYBaHHS) - AOAABaHHSA [0
crneundikavii Ha 6ycep MES,
HaTpieBa cinb (MES Buffer,
Sodium Salt), wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOOHULTBA Ait04OT peYOBUHMN

Benarnuepasu anbga
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
napameTpiB «30BHiLLHI BUrNsA,
marepiany» (Mexa: Bignosigae)

Ta «pH» (Mexa: 8.9 - 10.1). 3minu

| TMny - 3miHK 3 AkocTi. API.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiAHWA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCS Y NPOLECI
BMPOGHMLTBA AD| (ONOBHEHHS
crneuudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMNoBigHMM METOA0M
BMNPOGYBaHHS) - AOAABaHHSA [0
crneundikavii Ha TpaH-4,5-
avrigpokemn-1,2,-autiaH (Tran-4,5-
Dihydroxy-1,2,-Dithiane), o
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOOHULTBA Ait0HOI peYOBUHMN
Benarnouepasu anbha
napameTpiB "30BHiLLHIi BUTNSA,
martepiany" (Mexa: Bignosigac),
"AKTMBHICTB" (UuctoTta) (Mexa:
>95,0% mac./mac.), "3asmLLKoBuiA
BMICT po3unHHuKa: MeTtaHon" (HS-
GC-FID) (mexa: <3000 ppm
Mac./mac.) Ta "BMicT 3aniza"
(mexa: <5 ppm mac./mac). 3minm |
MRy - 3MiHK 3 AkocTi. AdI.
KoHTposnb A®L. 3miHa y
napameTtpax cneuudikauin Ta/abo
[OMYCTUMUX MEX, BU3HAYEHNX Y
crneundikauiax Ha A®l, abo
BUXIiAHWA/NPOMDKHWIA
npoAayKT/pearexT, Wwo
BUKOPVCTOBYIOTbCS Y NpOLLECi
BMPO6HMLTBa AD| (3BY>KEHHS
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneumdikauii) 3By)XXeHHs
O0NyCTUMUX MEX Y crneumdikai
[AN5 TiApO/i30BaHOro NWeHNYHOro

LLIO BUKOPUCTOBYETLCSA Y NPOLECI

6inka (Hydrolyzed Wheat Protein),

BMPOGHULTBA Ail040I peYOBUHM
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
Benarniouepasmn anbia 3a

nokasHvkamu «bionoriyHe
HaBaHTaXKeHHA» Ta
«EHAOTOKCUHM». Mexy
cneumdikavii 418 nokasHuka
«bionoriyHe HaBaHTaXKEHH:A»
3BY)XXeHO 3 <5000 KYO/» o <100
KYO/». Mexy 3a NokasHUKOM
«EHO0TOKCUHM» 3BY)XXeHO 3 <1600
KYO/» no <16 KYO/Mmn. 3MiHeHO
cneuudpikauito 3a n. ldentification
pH 3“6.0 to 8.0" Ha “5.9t0 6.7".
3MiHu | TUNY - 3MiHK 3 AKOCTI. ADI.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BUSHAYEHUX Y
cneuudikalisx Ha Adl, abo
BUXIiAHWA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCA Y MPOLECI
BMPO6HMLTBA AD| (3BY>KEHHS
[OMYyCTUMUX MEX, BUSHAYEHUX Y
cneuudikawii) - 3BY>XEHHS
[OMYyCTUMUX MeX ANs
crneuudikauii rigponizoBaHoro
HaciHHA 6aBoBHYM (Hydrolyzed
Cottonseed), o
BUKOPWCTOBYETLCA Y NPOLLECi
BMPOGHULITBA Ait04OI pEYOBUHMN
Benarnouepasmn anbia 3a
nokasHukamu “bionoriyHe
HaBaHTaxeHHs", "pH" Ta
"EHAOTOKCUHKN". MexXy
cneuudikaLii 3a NOka3HUKOM
«BionoriyHe HaBaHTaXEHHA»
3BYXEHO 3 «<10000 KYO/r» no
«<100 KYO/r». Cneuundikauito 3a
NOKa3HNKOM «EHO0TOKCUHWN»
3BYXeEHO 3 «<1600 EU/r» oo «<32
EU/Mn».
Creuudikauito 3a nokasHukom pH
3BYXEHO 3 «6,5-7,6» [0 «6,7-7,6».
3MiHu | TUny - 3MiHK 3 AKocTi. ADL.
KoHTponb A®I. 3miHa y

napameTtpax cneuudikauin Ta/abo
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
[OMYyCTUMUX MEX, BU3HAYEHUX Y

cneuudikauisx Ha Adl, abo
BUXIiAHWA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCS Y NPOLECI
BMPO6HMLTBA AD| (BUYYEHHS
He3HaYyHOro NokasHuKa SIKOCTi
(Hanpviknag, BUy4YeHHs
3acTapinoro nokasHuka)) -
BW/IYYEHHs cneumdikauii ans
rifponizoBaHOro MeHWYHOro
6inka (Hydrolyzed Wheat Protein)
[pyroro nocrtavanibHuka, Lo
BMKOPUCTOBYETHLCA Y NPOLIECI
BMPOGHMLTBA Ajil040T PeYOBUHU
Benarnolepasun aibga. 3miHu |
™My - 3MiHK 3 AKocTi. AdI.
KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo
[OMYCTUMUX MEX, BUHAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wo
BUKOPVCTOBYIOTbCS Y NpoLeci
BMpo6HULTBa API (BUTYUYEHHS
HEe3HaYHOro NoKasHMKa SKOCTi
(Hanpuknag BuyYeHHs
3acTapifioro NokasHuka)) -
BW/TyYEHHS MOKasHMKa «Baxki
MeTanu» 3i cneundikauii Ha EATA
(1), TeTpaHatpieBa cinb, gurigpat
(2), W0 BUKOPUCTOBYHOTLCA Y
npovueci BUpo6HNLTBA Aitoyol

peyoBuHY Benarnouepasu anbga.

3MiHn | TUnY - 3MiHK 3 aKocTi. AL,
KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo
[OMYCTUMUX MEX, BUHAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wo
BUKOPVCTOBYIOTbCS Y NpoLeci
BMpo6HULTBa API (BUYUYEHHS
HEe3HaYHOro NoKasHMKa SKOCTi
(Hanpvknag BUaIyYeHHs
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
3acTapifioro NokasHuka)) -

BW/TyYEHHS MOKasHMKa «Baxki
MeTanu» 3i cneundikauii Ha MES,
Monohydrate, Free Acid, wo
BMKOPUCTOBYHOTbCS Y NPOLECI
BMPOGHMLTBA Ajil04O0T PeYOBUHU
Benarnouepasun aiba. 3miHu |
™My - 3MiHK 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo
[OMYCTUMUX MEX, BUHAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wo
BUKOPVCTOBYIOTbCS Y NpoLeci
BMpo6HULUTBa AP (iHLI 3MiHK) -
3MiHM [0 cneundikaii Ta
[OMYyCTUMNX MEX
HWX4Ye3a3HayeHOol CUPOBUHMU, LLIO
BMKOPMCTOBYETHLCA Y NPOLIECI
BMPOGHMLTBA Ajil04O0T PeYOBUHU
Benarnwuepasy anbga:
1) igponi3oBaHWin NLEHNYHWI
6inok (Hydrolyzed wheat protein) -
BUTyYeHHA napameTpiB «Growth
promotion/Cytotoxicity» Ta «E.
Coli», a TakoX 3BY)XXEHHS MeXi 3a
nokasHvkom “Amino nitrogen” 3
“>0,8" fo “21,0%". 2) KichyHeH3uH
(Kifunensine) - Buny4eHHs
napameTpiB «ldentification by IR»
Ta «TLC». 3) Bydhep "Pipes,
sesquisodium salt" - oHOBNEHHSA
[Nsi NOKa3HUKa «appearance» 3
«Bignosigae» Ha «Bignosigae
(apiGbHWIA Ginuid KpUcTanivyHWii
nopowok)». 4) 1,4-autioTpeiton
(1,4-dithiothreitol) - Buny4eHHs
nokasHukis «Melting point»,
«Absorbance of a 0.1M solution»
Ta «Assay (function group)» i
JofaBaHHA nokasHuka «Purity» 3
mMexeto 299,4%.
5) FigponizoBaHe HaCiHHSA

6aBoBHU (Hydrolyzed cottonseed)
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

- BUyYeHHS MokKasHuKiB «Growth
promotion/Cytotoxicity» Ta «Ash».
6) TpaH-4,5-gurigpokcn-1,2,-
autiaH (Tran-4,5-dihydroxy-1,2,-
dithiane) - BUny4YeHHs nokasHukis
«Solubility», «UV-VIS spectrum»
Ta «Purity by TLC», Ta fogaBaHHs
nokasHuka «Purity (UPLC-UV at
210 nm)» 3 Mmexeto =98,00%. 7)
EATA TeTpaHaTpieBoi coni
avrigpat (EDTA tetrasodium salt
dihydrate) - BUny4YeHHs1 NoKa3HUKIB
«Assay», «Insoluble matter» Ta
«lron». 8) MES monohydrate free
Acid - BUnyyeHHs napameTpa
«Color of a 1M alkaline solution»,
OHOB/IEHHA MeXi 4151 napameTpa
«Appearance» 3 «BignoBifae
BUMOram» Ha «Bignosigae
ByMoram (6innin kpucTaniyHnii
MOPOLLIOK)», 3aMiHa napameTpa
«ldentification by IR» Ha
«ldentification» 3 mexeto
«Bignosigae BuMoram» ta
OHOB/IEHHA MeXi ANs napameTpa
«Loss on drying at 130°C» 3 «7 -
10%>» Ha «<10%». 9) Bydep MES,
HaTpieBa cinb (MES buffer, sodium
salt) - BUIyYeHHs napameTpa
«solubility (10% aqueous
solution)». Bkno4eHo He3HauHi
pejakuiiHi npasku A0 po3giny
3.2.5.2.3.

54.

FEKCACINPE
n

cnpeii OpoOMYKO3HWIA,
750 mr/30 ;10 30T
y aepo30/IbHOMY
donakoHi; no 1
chnakoHy B
KapTOHHIA KopoobLi

Nab6opatopii
Bywapa
Pekoppaarti

dpaHuis

Na6opatopii

Bywapa PekopgarTi

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu Il Tvny - 3miHn
3 AKocTi. MegnyHi npucTpoi. 3miHa
NPUCTPOIB AN151 BUMIPIOBaHHA 031
ab60 BBeAEHHS NikapCbKoro 3acoby
(mogaBaHHsA abo 3aMiHa
NPYCTPOLO, AKWIA € HEBIA'EMHOLO
YacTVMHOI NEPBUHHOI YNaKoBKM).
3amiHa npucTpoto ans
6e3nepepBHOro PO3nueHHs,
BCTaHOB/IEHOTO Ha (h/1akoH
(knanaH + npvBog; knanaH 6e3

6e3 peyenma

UA/6180/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
[osatopa), a came BUPOOGHVKOM
npuctpoto (Nemera)
MOZepHi30BaHO NpUCTPIi Ans
PO3MUIEHHS LLSIAXOM 3aMiHN
marepianis Ha martepiasv BULLOro
chapmaLeBTUYHOrO Knacy Anis
3a6e3neyeHHs BignoBigHOCTI
Pernamenty 2017/745
(PernameHT WoA0 MegnYHNX
BMpob6iB a6o MDR): 1) 3amiHa
o06T1cKHOro knanaHa CV20 Ha
knanaH CV20 +; 2) 3amiHa
npusoay 585 Ha npusog 585+. Y
Mexax L€l 3MiHW TakoX OHOB/IEHO
KpecneHHs1 NpUCTPoto. 3MiHu
BHeceHi 6e3 BnivBy Ha
KOHCTPYKLIit0 Ta oyHKLiOHaIbHICTb
KnanaHa 3 TOYKu 30py
NPOAYKTUBHOCTI, @ TakoX 6e3 3MiH
Y BHYTPILHIX MeTOAaX KOHTPOSIO
AKOCTI NpMCTpOt0. BBeAEHHS 3MiH
npoTsArom 6 micsuis nicns
3aTBEPKEHHS.
55. | TENAMETIOH | niodinizar gns NAT Ykpaina BMPOGHUK YkpaiHa BHECEHHS 3MiH 10 peecTpavuiliHnX 3a peyernmom UA/15978/01/01
® pO34MHy AoNns "KuiBmeanp niodpinisaty, martepianis: 3MiHu | TUNy - 3MiHK 3
iH ekuili no 400 mr, 5 enapar” BiANOBigabHUI 3a AKocTi. [0ToBWIA Nikapcbkuii 3aci6.
donakoHiB 3 BMNYyCK cepii 3MiHU Yy BUPOGHULTBI. 3MiHN Y
niodpinizatom y roToBOro npoueci BUpoOHULITBA FOTOBOro
KOMNAekTi 3 5 niKapcbKoro 3acooby: NiKapcbKoro 3acoby, BKOUaum
amnynavu 3 MAT NPOMiXXHWIA MPOAYKT, WO
PO34MHHUKOM (L- "Kuismegnpenapart”, 3aCTOCOBYETLCA MNPV BUPOOHULTBI
Ni3nH, HaTpito YkpaiHa,; rOTOBOrO /liKkapcbkoro 3acoby (iHLwui
rigpokeung, soga ans BMPOGHUK 3MiHMN) -
iH'ekuili) no 5 mn B po3unHHuKa: MAT - OHOBJIEHHSA po3gainy 3.2.P.3.
KOHTYPHIl "Tanuudapm", Mpouec BUPOGHMLTBA NiKapCbKOro
YapyHKoBIl YKpaiHa 3acoby, a came BUKNAAEHHs
ynakosL; no 1 TEKCTY KOPOTKOro onucy
KOHTYPHIl BVMPOGHMYOTO nmpouecy Ta

YapyHKOBIll yrnakoBLi
B KapTOHHII nauyi

TEXHOJOTIYHOI CXEMU Y HOBIl
pefaxuii. 3miHu | Tuny - 3MiHmn 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBasbHWi
3aci6. 3miHa napameTpis
cneundikauii Ta/abo AoNyCTUMMX
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

MeX NepPBUHHOI YNaKoBKN
rOTOBOrO /liKapCcbkoro 3acoby (iHLwui
3MiHW) — BHECEHHS 3MiH B
crneundikaLito Ha CKNsHI thakoHu,
a came YHipikoBaHi reoMeTpuYHi
pO3Mipy 3 ypaxyBaHHAM
cneundikaLii BAPOGHMKIB
chnakoHiB. MponoHoBaHi
YHichikoBaHi po3mipy ¢h/1akoHIB He
BMXO4ATb 3a AONYCTUMI MeXi
3aTBepKeHOI cneuudikauii,
MeTOAW KOHTPOJII0 3a/IMLLAI0THCA
6e3 3MiH. 3MiHK | TUny - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoproBasibHuWi
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MeX NepPBUHHOI YNaKoBKN
rOTOBOrO /liKapCcbkoro 3acoby (iHLwui
3MiHW) - BHECEHHS 3MiH B
crneuudikavito Ha ryMoBi Npo6ku, a
came YyHichikoBaHi reomeTpuYHi
pO3Mipy 3 ypaxyBaHHAM
cneuudikaLii BUPOGHMKIB MPOBGOK,
BW/IYYeHi TUMM Npo6oK, Lo He
BUKOPVCTOBYIOTbCS A1
BUpo6HMUTBA J13. [ponoHoBaHi
YHithikoBaHi NOKa3HUKM
cneuudikaLii He BUXOASTb 3a
O0NyCTUMI MeXi 3aTBepKeHO|
cneumdikauii, matepian npobok Ta
METOAN KOHTPO/THO HEe 3MIHIOETLCA.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MeX NepPBUHHOI YNaKoBKN
rOTOBOrO /liKapcbkoro 3acoby (iHLwui
3MiHM) — BHECEHHS 3MiH B
crneundikavii koBnaykis
anomiHieBmnx, a came: - BunyyeHa
crneundikalis Ha KoBnayku
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n/n

JNliKapcbKo20

Hassa

3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

aNoMiHieBI 6€3 N1acTUKOBOT
Hakadku, OCKi/TbKV AaHuii TUM He
BUKOPWCTOBYETLCA 4151
BMpo6HUUTBa /13 3rigHO
3arBepmxeHoro posginy 3.2.P.3. -
B cneuudikaLii Ha koBMaykm
aNOMIHIEBI 3 N1ACTUKOBOKO
HaknagKot roTosi A0 cTepunisavi
00 nokasHuka «OCHOBHI po3mipu»
hofaHa «BucoTa antomiHieBoi
YacTWHM KOBMauvka», 3MiHEHO
KpUTepiii 3a NOKa3HNKOM
«3ycunns, HeobxigHe ANs 3HATTA
NNAaCTUKOBUX HaKIagokK, H» 3 «He
6inblue 25 H» Ha «He 6Ginblue 35
H» (BunpaBneHa gonylieHa
TEeXHiYHa NoMUsIKa B
3aTBepKEHNX MaTepianax
peecTpauiiHoro Aocbe,
NMPONOHOBaHWI KpUTEpIl
BigNoBiga€ TEXHiYHil
[LOKyMeHTaLT BUPOGHNKIB),
nNpuBELEHO y3arasibHeHe
KpecrieHHs koBnayka
/IOMIHIEBOTO 3 N1ACTUKOBOKD
Haknagkow. BunpaeneHa TexHiuHa
nomwunka B MKA 113 B po3gini
«YnakoBka» (Buny4yeHa
iHchopmauis npo KoBnayku 6e3
N1acTUKOBOI HaKaaku,
npuBeAeHo Y BiANOBIAHICTb A0
martepianis 3aTBepxeHoro PA).

56.

FENAMETIOH

®

niodpinisar ana
pO34nHy Ans

iH eKuili no 400 mr 5
donakoHiB 3
niodpinizatom y
KomnnekTi 3 5
amnynamu 3
PO3YMHHUKOM (L-
Ni3vH, HaTpIto
rigpokcua, Boga ons

MAT
"Kuismegnp
enapat"

YKpaiHa

BMPOGHUK
niodpinisaty,
BiANOBigabHUI 3a
BMNYyCK cepii
roToBOro
nikapcbKoro 3acoby:
NAT
"Kuismegnpenapart”,
YkpaiHa; BUpoOHuMK
po3unHHuKa: MAT

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
martepianis: 3MiHu | TUNY - 3MiHK 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6.
3MiHU Y BUPOGHULTBI. 3MiHK
BMNPO6YBaHb abo A0NYyCTUMMX
MeX, BCTAHOB/IEHUX Y
cneunqikauisx, nig vac
BMPOGHWLITBA FOTOBOrO
nNiKapcbKoro 3acoby (3BY>KEHHS
ponyctummx mex) (6.11.6.5. (a) I1A)

iH'ekuili) no 5 mn B "Manuudapm”, npuBeLEHHS KpUTEpIiB
KOHTYPHIl YkpaiHa NPUAHATHOCTI (3BY)XXEHHSA
YapyHKOBIi [OMYyCTUMMX MEX) 415 PO3YNHY

3a peuernmom

UA/15978/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
ynakosLi; no 1 HECTepW/IbHOTO afeMETIOHIHY
KOHTYpHil (nepepg, cTepunisyroyoto
YapyHKOBIll yrnakoBLi thinbTpaLjieto) 3a NOKa3HNKOM
B KapTOHHII nauui «MikpobionoriyHa unctota» Ao
BMMOT
EMA/CHMP/CVMP/QWP/850374/
2015 «Guideline on the
sterilisation of the medicinal
product, active substance,
excipient and primary container»
57. | TENAMETIOH | niodvinizat gns TOB Ykpaina BMPOBGHULITBO Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyernmom He UA/18995/01/01
® po3uunHy Ans iH'ekuii | "APTEPIYM po3unHHuKa: MAT martepianis: 3miHu | TUny - 3MiHK niosnsieae
no 500 mr, no 5 nTaor "Manuudapm”, oo 6e3snekun/edpekTMBHOCTI Ta
h1akoHiB 3 YkpaiHa,; thapmakoHarnsgy. 3mMiHu y
niodpinizatom y BMPOGHMLITBO KOPOTKili XapakTepucTuL,i
KoMnNekTi 3 5 niodpinizaty, BUNycK nNiKapcbKoro 3acoby, TekcTi
amnynamu cepii rotoBoro MapKyBaHHS Ta IHCTpYKLU|ii Ans
PO34MHHMKA Mo 5 MA NikapcbKoro 3acoby: MeM4HOro 3aCTOCyBaHHSA
Y KOHTYpHil MAT reHepuUHMX/ribpuaHnX/6ionoaibHM
YapyHKOBIl "KvisBmegnpenapart”, X niKkapcbknx 3aco6is nicns
ynakosui; no 1 YkpaiHa BHECEeHHS TiEl caMol 3MiHM Ha
KOHTYPHili pechepeHTHWIA Npenapar (3miHa He
YapyHKOBIll yrnakoBLi noTpebye HafaHHS XOAHUX HOBUX
B nauui [04aTKOBUX JaHuX) - 3MiHU
BHECEHO A0 IHCTPYKLUIT Ansa
Me[MYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain
"Mo6ivHi peakui™ 3rigHo 3
iHchopmauieto WoA0 MeauyHoro
3acTocyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (FCEMTPA/®).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALiB MicNA 3aTBEPKEHHS -
3MiHuK | TMRY - 3MiHK WoA0
6e3nekn/epeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
3MiHV BHECEHO [0 IHCTPYKUIT Ans
Me[MYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain
"MoGiuHI peakyii" Wwoa0
3BiTyBaHHS Npo NoGiyHI peakwii.
BBeneHHs 3MiH NpoTAroM 6-Tv
MiCsILiB MicNs 3aTBEpKEHHS
58. | MNAA3ENAM Tabnetkn no 0,05 ; ToBapncTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyernmom He UA/8579/01/02
IC® no 10 TabneTtok y 3 [00AaTKOBO MaTepianis: 3MiHu | Tuny - 3MiHM nionsicae
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
6nictepi; no 1 abo 2 | [oAaTKOBOK BiANOBIAA/ILHICTIO oo 6e3snekun/edpekTMBHOCTI Ta
6nictepu B nauuj 3 Bignosigaib "IHTEPXIM" thapmakoHarnsgy (iHwi 3MiHn) -
KapToHYy HicTio 3MiHW BHECEHO Y TEKCT
"IHTEPXIM" MapKyBaHHA NepBUHHOT Ta

BTOPUHHOI YNakoBKMN NikapCbKoro
3acoby, a came BUSTy4YEHO
ny6noBaHHs iHdopmauii

pociiicbKoo MOBOI. BBeaeHHs
3MiH NpoTArom 6-Tn MicauiB nicns
3aTBepMKEHHS. 3MiHK | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3Bu APl abo [OMOMIKHOI
pPEYOBUHM - 3MiHA Ha3BU AjitoHol
pPEeYOBUHN. 3MiHN BHECEHO B
IHCTpYKLit0 ANA MeAnYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby

[0 po3giny "Cknag" woao 3miHu

Ha3BU Jil04ol peyYoBMHY Ta K
Hacnigok — y BignoBigHi po3ainu
IHCTPYKL,i, K HACMIJOK 3MiHK
BHECEHO [0 TEKCTY MapKyBaHHS

BTOPWHHOT YNakoBKM MiKapCbKoro

3acoby. BBefeHHs 3MiH NpoTSArom

6-TV MicALIB NiCNsA 3aTBEPKEHHS.
3MiHuM | TUNY - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHV BHECeHO B [HCTpyKUito Ans
Me[MYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainy
"Mo6iuHI peakuii" Wwoa0
3BiTyBaHHSA Npo No6iyHi peakuii Ta
BHECEHO pefakuiliHi mpaBku No

TEKCTY IHCTPYKLUii. BBeAEHHA 3MiH

NpPOTArom 6-Tm MicALIB micns
3aTBEPMKEHHSA. 3MiHN | Tuny -
AIMIHICTPaTMBHI 3MiHN. 3MiHa
Ha3BW NikapcbKoro 3acoby - 3miHa
Has3BU NikapcbKoro 3acoby.
3arsepaxeHo: NAA3ENAM IC®
(GIDAZEPAM IC).
3anponoHosaHo: MNAA3EMNAM IC®
(GIDAZEPAM® IC) - BHeceHo
3HaKy OXOPOHHOIO MapKyBaHHS [0

Ha3BW aHI/iiCbKOK MOBOH).
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB NicNs 3aTBEPAKEHHS.
59. | NAA3ENAM Tabnetkun no 0,02 ; ToBapucTBO Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavuiliHnX 3a peyenmom He UA/8579/01/01
IC® no 10 TabneTtok y 3 [0aTKOBOK martepianis: 3miHu | TUny - 3MiHK nionsieae
6nictepi; no 1, 2 abo | AoAaTKOBOO BiANOBIAALHICTIO LoAo 6e3snekn/edpekTMBHOCTI Ta
3 6nictepu B nayui 3 | Bignosigasib "IHTEPXIM" thapmakoHarnagy (iHwi 3MiHu) -
KapToHy HicTI0 3MiHV BHECEHO Y TEKCT
"IHTEPXIM" MapKyBaHHA NepBUHHOT Ta

BTOPUHHOT YMakoBK1 NikapCbKoro
3acoby, a came BUTyYeHO
Ay6ntoBaHHs iHopmawi

pociicbKoto MOBOIO. BBEfiEHHS
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHW | Tuny -
AIMIHICTpaTVBHI 3MiHW. 3MiHa
Ha3su APl abo [OMNOMDKHOT
PEeYOBUHM - 3MiHa Ha3BM Ajitoyol
peyoBuHN. 3MiHU BHECEHO B
IHCTpYyKUit0 AN MeguyHoro
3acTOCyBaHHS NikapCbKoro 3acoby

[0 po3giny "Ckniag" woao 3miHu

Ha3BW Ai040i PeYOBMHU Ta SK
Hacnigok — y BignoBigHI po3ainm
IHCTPYKL,i, K HACMiA0K 3MiHW
BHECEHO 10 TEKCTY MapKyBaHHS

BTOPUHHOI YNakoBKMN NikapCbKoro

3acoby. BeefieHHs 3MiH NPOTArom

6-Tn MicAUIB NicNA 3aTBEPKEHHS.
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) -
3MiHU BHeCeHO B IHCTpyKLito Ans
Me[MYHOro 3aCTOCYBaHHS
niKapcbKoro 3acoby A0 posainy
"Mo6iuHi peakyji" woano
3BiTyBaHHS Npo No6iyHi peakLii Ta
BHECEHO pefakLiliHi npaBku No
TEKCTY IHCTPYKLUii. BBeAEHHS 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEepMKEHHS. 3MiHK | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa

Ha3BU NikapcbKoro 3acoby - 3miHa

Ha3BW JIiKapCbKOro 3acoby.
3arseppxeHo: NOA3ENAM IC®
(GIDAZEPAM IC).
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3anponoHosaHo: MNAA3ENAM IC®
(GIDAZEPAM® IC) - BHeceHo
3HaKy OXOPOHHOIO MapKyBaHHs [0
Ha3BW aHrNiicbKo MOBOIO.
BBefeHHs1 3MiH NpoTArom 6-Tu
MicsILiB nic/1s 3aTBepAKEHHS.

60.

FNIKNA3NA-
TEBA MR

Tabnetkn 3
MoAandikoBaHUM
BMBINIbHEHHAM no 30
mr, no 10 TabneTok
y 6nicTepi; no 6
6nictepiB y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

BankaHdapma-
AOynHuusa AT

Bonrapis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) -

OHOB/1EHO TEKCT MapKyBaHHSA

NepBUHHOI Ta BTOPUHHOT YNaKkoBKK

nikapcbKoro 3acoby, a came

BW/TY4EHO TUTY/bHY CTOPIHKY A0
TEKCTY MapKyBaHHs1, 3a3Ha4eHo
iHhopmaLito LWoA0 3aaBHMKa Y M.

11 TekCTy MapKyBaHHA BTOPUHHOT

Ta n. 5 NepBvHHOT yNakoBKu,

BKa3aHO HOMep peecTpaviiiHoro

noceigyeHHs y n. 12 Tekcty

MapKyBaHHsA BTOPVHHOI YNakoBKu,

[04aHO Ha3BY Ail040T PeYOBUHN Y

M. 2 TEKCTY MapKyBaHHSA
NepBUHHOI Ta BTOPUHHOI
yMakoBKKW, BHECEHO 3MiHM y M. 3 Ta
n. 4 TEKCTY MapKyBaHHSA
NEepBUHHOI YNaKoBKW, YTOYHEHO
NIOrOTVN Ta BHECEHO He3HauHi
pefakLiiiHi NpaBKu1 B iHLLI NYHKTK
TeKCTy MapKyBaHHs. BeefieHHsA
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

3a peyenmom

UA/16821/01/01

61.

FNIKNA3NA-
TEBA MR

TabneTtkn 3
mMoandikoBaHUM
BUMBI/IbHEHHSM MO 60
mr, no 10 TabneTok
y 6nicTepi; no 3 abo
9 6nictepiB y
Kopoo6Li

TOB «TeBa
YkpaiHa»

YkpaiHa

BankaHndapma-
AynHuusa AT

Bonrapis

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwWi 3MiHK) -

OHOB/IEHO TEKCT MapKyBaHHS

NnepBUHHOT Ta BTOPUHHOI YNakoBK/

nikapcbkoro 3acoby, a came

BWU/TYY4EHO TUTY/bHY CTOPIHKY A0
TEKCTY MapKyBaHHs, 3a3Ha4eHo
iHhopmaLito LWoA0 3aaBHMKA Y .

11 TeKCTy MapKyBaHHA BTOPUHHOT

Ta n. 5 NepBMHHOI YNakoBKH,

BKa3aHO HOMep peecTpauiiiHoro

3a peyenmom

UA/16821/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

NocBigYeHHs y N. 12 TekcTy
MapKyBaHHS BTOPVHHOI YNakoBKM,
[0[,aH0 Ha3BY [il040i PEYOBUHMN Y

M. 2 TEKCTY MapKyBaHHs
NepBUHHOT Ta BTOPUHHOT
yNakoBKM1, BHECEHO 3MiHW y N. 3 Ta
n. 4 TEKCTY MapKyBaHHs
NePBMHHOT YNakoBKW, YTOYHEHO
IOrOTUN Ta BHECEHO HEe3HauHI
peakLiiiHi NpaBKu B iHLLI NYyHKTK
TEKCTY MapKyBaHHs. BBefeHHA
3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEPKEHHS.

62.

rNINTAP®-M

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKOI0, NO
50/850 mr; no 10
Tabnetok y 6nictepi,
no 6 6nictepis y
QECI]

TOB
"MONIMETP
14,
avcTpnbyuis
Ta nocnyrn"

CnoBeHisa

BMPOGHULTBO i
naxkyBaHHsi rOTOBOI
nikapcbKoi chopmu,

KOHTPO/b cepii i
BUNYCK cepil:
CAIl
MAHY®AKTYPIHT,

C.J1Y., IcnaHist;

KOHTpONb cepil
(di3MKO-XIMIYHWR) i

BUNYyCK cepil:
[aneHikym Xenc,
C.1Y., IcnaHis

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: YTOYHEHHSs
HanucaHHA [03yBaHHA B HaKasi
MO3 YkpaiHu Ne 2089 Bipg,
13.12.2024 B npoueci BHeCEeHHs
3MiH (3miHa 3asBHuka /13 (MIBIM)
(BnacHvika peecTpadiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bifg 23.07.2015 Ne 460). BBeaeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBePMKEHHS. 3MiHM | Tuny -
3MiHuM Wwoao
6e3nekn/epeKTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHeHNX AaHnX Npo
cuctemy chapmakoHarisgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YyNOBHOBaXKEHOI 0cobw,
BignoBiganbHOI 3a 34jACHEHHS!
hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiMiHHa Bif, yNOBHOBaXEHOI
ocobu, BignoBiganbHoI 3a
3[jiCHEHHs1 hapMakoHarnisay
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsay)
3MiHa ynoBHOBaXKEHOI 0cobu

3a peuenmom

UA/19966/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3asBHVKa, BiANOBIAa/IbHOT 38
thapmakoHarnag. [ivova pegakuis:
Kats Meu'sk / Katija Pecjak.
MponoHoBaHa pefakuisn: AHa
Bpaiigix Yengak / Jana Brajdih
Cendak. 3miHa KOHTaKTHMX JaHnX
YNOBHOBaXEHOT 0CO6M 3as1BHYKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnag. 3miHa
KOHTaKTHOT 0CObM 3asiBHUKA,
BiANOBIA&/IbHOI 3a
hapmakoHarnag B Ykpaini. fitoua
pepakuis: bartanosa Pumma
IropiBHa. MNponoHoBaHa peakuis:
MeTtposa tOnis AHaToniiBHa.
3MiHa KOHTaKTHUX AaHux
KOHTaKTHOI 0CObM 3asiBHUKA,
BiAgnoBiganbHOI 3a
hapMakoHarnsag B YkpaiHi. 3miHa
MiCLie3HaXO)KEHHS MacTep-
thaiina cuctemun hapmakoHarnsgy
Ta lioro Homepa. 3miHa micus
3/iACHEHHST OCHOBHOT AiSNIbHOCTI 3
thapmakoHarnagy). Pegaxuis B
Hakasi - TabneTku, BKpUTI
NMiBKOBOK 060/10HKO0, N0 50/850.
BipHa pegakuifi - TaGneTkum,
BKPUTi NN1IBKOBOIO 060/IOHKOIO,
no 50/850 mr.

63.

rNILEPUH

pignHa 85 %, no 25
abo no 40 r, abo no
50r,a6ono100ry
donakoHax CKNSHUX,
YKyNOpeHux
npobkamn Ta
KpuwiKkamu; no 25 r
abo no 40 r, abo no
50r,a6ono100ry
dhNnakoHi CKIsiHOMY,
YKynopeHomy
npo6kKoto Ta
KpULLKOlo; no 1
donakoHy B nauui 3
KapToHy; no 40 r abo
no 50 r y dpnakoHax

MpAT
dapmavnesT
NyHa
habpuka
"Biona"

YKpaiHa

MpAT
dPapmaueBTMYHa
(pabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavuiliHnX
martepianis: 3MiHu | TUNy - 3MiHK 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBasbHWi
3aci6. 3MiHa y NepBUHHIli ynakoBLyi
roTOBOrO Nikapcbkoro 3acoby (Tun
KOHTeliHepa abo AofaBaHHA
HOBOrO KOHTeHepa) - Teepai,
M’'SIKi T2 HeCTepW/IbHI Piaki
nikapcbki hopmu - BBEAEHHSA
[04aTKOBMX YNaKoBOK, 6€3 3MiHN
NepPBUHHOTO MaKyBas1bHOro
martepiany, a came: no 40ry
hiakoHax CKNSHUX, YKYNOPEHUX
npo6kamu Ta KpuLkamu; no 40 ry

6e3 peyenma

nionsiecae

UA/7463/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
CKSAHWX, chnakoHi CKIAHOMY, YKynopeHoMy
YKYNOPEHMX nNpo6KoIo Ta KpuLLKO, No 1
npobkamu- chnakoHy B nauui 3 kKapToHy; no 40

KpanenbHULAMN Ta
Kpuiukamu; no 40 r
abono50ry
doNakoHi CKIsiHOMY,
YKynopeHomy
npo6koto-
KpanenbHULE Ta
KpuLLIKOto; o 1
chnakoHy B nauui 3
KapToHy; no 25 r abo
no40r, abono50r
y donakoHax
noniMepHuX,
YKYNOPEHMX
KpuLLKamm 3
KOHTpPONEM NepLUOro
po3KpUTTA; Mo 25 1
abo no 40 r, a6o no
50 r y donakoHi
nonimepHomy,
YKyrnopeHomy
KPYLLIKOIO 3
KOHTPO/MIEM NepLUOro
po3KpuTTS; no 1
donakoHy B nauui 3
KapTOHy.

r'y hnakoHax CKISHUX,
YKynopeHux npobkamu-
KpanenbHUUAMM Ta KpULIKaMu; o
40 1 y donakoHi CKIsIHOMY,
YKYMOPEHOMY MpPO6KOto-
KpanesnbHULE Ta KpULLKOto, no 1
hnakoHy B nauli 3 kapToHy; no 50
'y hriakoHax CKIsHuX,
YKyrnopeHux npobkamu-
KpanenbHULAMM Ta KpULLKaMu; Mo
50 r y doiakoHi cknstHomy,
YKyrnopeHomy npo6Kkoto-
KpanenbHULE Ta KpuLLKoto, no 1
dhnakoHy B nayui 3 kKapToHy; no 40
r'y chiakoHax noniMepHuXx,
YKYyNOPEHUX KpULIKamu 3
KOHTPO/IEM NEPLLOro PO3KPUTTS;
no 40 r y chnakoHi nonimepHomy,
YKyMOpPEHOMY KPULLIKOIO 3
KOHTPO/IEM NEPLLOro PO3KPUTTS,
no 1 dpiakoHy B Nauyli 3 KapTOHY;
no 100 r y chnakoHax CKASHUX,
YKynopeHux npobkamu ta
Kpywkamm; no 100 r y chnakoHi
CK/ISIHOMY, YKYNOPEHOMY MpO6Koto
Ta KpuLLKOto, No 1 cpnakoHy B
nauui 3 kKapToHy. BBefieHHs 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUny -
3MiHKM 3 SKOCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOro NikapCbKoro 3acoby
(3miHa macu/o6'emy BMICTY
KOHTeliHepa 6araTtof030B0ro
niKkapcbKoro 3acoby ans
HenapeHTepanbHOro
3acTocyBaHHs (abo
0/1HOZ,030BOr0, YaCTKOBOrO
BMKOPUCTaHHS)) - oAaBaHHS A0
3aTBEPMAXKEHNX (DOPM BUMYCKY
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

[0aTKoBMX po3MipiB (06'eMiB)
nakyBaHHs, a came: no 40 ry
dnakoHax CKASHWX, YKyMOpeHnX
npobkamu Ta KpuLkamu abo
npobKamu-kpanesbHULAMK Ta
KpULLKamu, B nayui abo 6e3 nauku;
no 100 r y chnakoHax CKASHUX,
YKynopeHux npobkamu ta
KpULLKamu, B nayui abo 6e3 nauku;
no 40 r y piakoHax noniMepHux
(nonieTnneHTepedTanar),
YKYNOPEHUX KpULKamu 3
KOHTPO/IEM NEPLLOro PO3KPUTTSA, B
nayyj abo 6e3 nayku; MepBUHHWIA
nakyBasibHWIA MaTepian He
3MIHMBCA. K HACNIJOK BHECEHHS
BIAMOBIAHMX A0 P. «YNakoBKa»
MKA N3
3aTtBepaxeHo: Mo 25ra6o 50 ry
h/1aKOHW CK/ISHI, YKYMNOPeHi
npobkamu i kpuwwkamu. Mo 25 r
a60 no 50 r y donakoHn NoniMepHi,
YKYMOPEHI KpULLKamu 3 KOHTPOIeEM
nepLUoro po3kpuTTA. Ha thnakoHn
HakNewTb eTUKETKN 3
nanepy.®nakoH no 25 r pasom 3
IHCTPYKLUi€0 415 MeguyHOro
3acTocyBaHHA npenapary
BK/1aAat0Th B MaYKy 3 KAPTOHY.
Maukn abo chnakoHn 6e3 na4ok
pas3om 3 Bi4NOBILHOI KiNbKICTO
IHCTPYKLi 4Nna MeguyHoro
3acTocyBaHHA npenapary
BK/1afatoTb Y rpynoBy YnakoBKy.
3anponoHoBaHo:
Mo25ra6bono40r,abono50r,
a60 no 100 r y hiakoHu CKAsHI,
YKYNOpeHi Npobkamu Ta KpyLiKkamm
y nayui abo 6e3 navku.

Mo 40 r a6o no 50 ry chnakoHu
CKsHI, YKyrnopeHi npobkamu-
KpanenbHULAMU Ta KpULLKaMmn y
naJui abo 6e3 nayku. Mo 25 r a6o
no 40 r, a6o no 50 r y dpnakoHu
nosliMepHi, YKynopeHi Kpuwikamu 3
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

KOHTPO/IEM NEPLLOro PO3KPUTTS Y
nadui abo 6e3 nayku.

Ha dpnakoHn HakneTb eTUKETKN
3 nanepy. ®nakoH no 25r, 40 r, 50
r, 100 r pa3om 3 iHCTpPYKLi€to Ans
MeAVYHOro 3acTOCyBaHHSA
npenapary BK1afalTb B Nayky 3
KapToHy. Maykn abo hrnakoHn 6e3
nay4yoK pa3oM 3 BiAMoBigHO
KINbKICTHO IHCTPYKLi Ans
Me[MYHOr0 3aCTOCYBaHHS
npenapary Bk1afalTb Yy rpynosy
ynaxkoBKy. 3MiHW BHECEHO B po34in
"YnakoBka" B iHCTPYKLitO 4115
MeAMYHOro 3aCTOCYBaHHS y
3B'A3KY 3 BBEAEHHAM [,0[aTKOBUX
po3MmipiB (06'emiB) ynakoBOK Ta Sk
HacnifokK - 3aTBEPKEHHS TEKCTY
MapKyBaHHS 40[ATKOBKX YNaKkoBOK
nikapcbkoro 3acoby. BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEepPMKEHHS. 3MiHK | TUny -
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
OHOB/1EHO TEKCT MapKyBaHHSA
NepPBUHHOI Ta BTOPUHHOT YNakoBKK
nikapcbKoro 3acoby, a came
BWJIy4YEHO iHhopMaLito, 3a3HaueHy
POCIICbKOI0 MOBOIO, T BHECEHO
3MiHn y n. 17. IHWE. BBefeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHSA. 3MiHN | Tuny -
3MiHK 3 siKOCTi. FOTOBWA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBanbHuWi
3aci6 (iHwWi 3MiHW) - BBEEHHS
BTOPUHHOIO NakyBaHHA 415
paHilwe 3aTBepmxeHnx hopm
BUNYCKy NikapcbKoro 3acoby no 50
'y chriakoHax CkisiHMX Ta
nonimepHux, a came: no 50 ry
oNakoHi CKNSAHOMY, YKYNopeHoMy
nNpo6KoIo Ta KpuLLKO, No 1
(pN1aKkoHy B Mauli 3 KApToHyY; no 50
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
'y pnakoHi nonimepHomy,
YKYNOPEHOMY KPULLIKOKO 3
KOHTPOJ/IEM NEPLLOTO PO3KPUTTS;
no 1 chnakoHy B nNavLli 3 KapTOHy.
BBefeHHs1 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS
64. | MIUEPUH pO34MH ANns MPAT Ykpaina BiAnoBiganbHUii 3a YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/8363/01/01
30BHILUHLOTO "®ITOPAPM BMPOGHMLITBO, marepianis: 3miHu | Tuny - 3MiHK 3
3acTocyBaHHs 85 %; " nepBuHHE [KocTi. [oToBWIA Nikapcbkuii 3aci6.
no 25 r y dpnakoHax nakyBaHHs Ta 3MiHM Y BUPOBHULLTBI. 3MiHN Y
KOHTpONb AKoCTi: AT npoueci BUPOGHULITBA FOTOBOrO
"Nly6Hnchapm", nikapcbKoro 3acoby, BKIOYaK4n
YkpaiHa,; NPOMiXHWIA MPOAYKT, L0
BiANOBigaIbHUI 3a 3aCTOCOBYETLCSA NPV BUPOOHULTBI
BMPOGHWLITBO, roTOBOrO /liKapCbKoro 3acoby
nepBuHHe (He3HauyHa 3MiHa y npoueci
nakyBaHHs, BMPOGHMLTBA). He3HauHi 3miHn Ta
KOHTPO/1b AKOCTi Ta YTOYHEHHS B NpoLLeCi
Bunyck cepii: MPAT BMPO6HULTBA J13 HA NOTYXXHOCTAX
"OITOPAPM", AT «Jly6HMdpapmM». 3MiHu | TRy -
YkpaiHa; 3MiHu 3 sKocTi. FoToBWMIA
BiAnoBiganbHUii 3a nikapcbkuii 3aci6. KoHTponb
BUNYCK cepil, He roTOBOrO MiKapCbKOro 3acooby.
BK/IHOYA0UN 3MiHa y MeTofax BUNpobyBaHHA
KOHTpONb/ roTOBOr0O NikapCbKoro 3acoby
BMNPOGYBaHHSA cepii: (He3HayHa 3MiHa y 3aTBEPAXEHNX
MPAT MeToJax BUMPOOYBaHHS).
"®ITOPAPM", He3HauHi yTOUHEeHHs1 B MeToAuLi
YkpaiHa BMNPOOYBaHHA 3a NOKa3HUKOM
«MikpobionoriyHa uncToTa», a
came 3a3HavaeTbes, Wo Ans
niAroToBKM 3paska
BMKOPVCTOBYIOTb CepefiHio Mpoby
NikapcbKoro 3acoby Ta BHOCATLCA
pefakuiiHi npaBKu.
65. | TNMOKOBAHC | TabneTku, BKpUTI Mepk CaHTe PpaHLin Mepk CaHTe ®paHuisa BHECEHHSA 3MiH [0 peecTpauitHux 3a peyenmom UA/5390/01/01
® NAiBKOBOIO c.a.c. marepianis: yTO4YHEHHA

o60s1oHkot0, No 500
Mmr/2,5 mr; no 15
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI kopobuyj;
no 20 TabneTok y
6nictepi; no 3
6nictepu B

peecTpauiiiHoro Homepa B
Hakasi MO3 Ykpaiuu Ne 1440 Big
16.09.2025 B npoLeci BHeCEHHA
3MiH (3MiHu |l TNy - 3MiHK WoA0

6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3MiHa(1) 40 3060B'A3aHbL Ta YMOB
BMAAYi peecTpauiiftHoro




Hassa

3asaBHuUK
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n/n

JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

66.

KapTOHHIA KOpooLi

nocBig4yeHHs, Bkovatoun Mnax
ynpas/liHHA pu3nkamm
(3acTocyBaHHs 3MiH(1), Ski(a)
BMMaratoTb(€) noganbLioro
06I'PyHTYBaHHSI HOBUMM
[08aTKOBUM i@HUMMK, LLIO MatoTb
Ha/JaBaTnCA KOMNETEHTHUM
OpraHoMm, OCKi/Ibkv BUMaraeTbcs
CyTTEBA OL{iHKA KOMNETEHTHUM
opraHom). 3asaBHUKOM HaJaHo
OHOB/EHY Bepcito MnaHy
ynpas/iHHA pu3nkamn 6.0. 3MiHn
BHECEHO [0 YacTuH: Il
«Cneuwdikauis 3 6esnekm», V
«3axoay 3 MiHimizauii pusukie», VI
«Pe3iome nnaHy ynpasiHHA
pusnkamm», VII «Jogarkn»
BiANOBIAHO A0 BUMOTU
€Bponeiicbkoi HacCTaHOBU [0
IHTerposaHoro gopmarty MyP
(Rev.2.0.1 accompanying GVP
Module V Rev.2, Human
Medicines Evaluation Guidance on
the format of the risk management
plan (RMP) in the EU —in
integrated format), Ha nigcTasi
nigTBEPKEHHS 3aTBep)KEHHS
3MiH B KpaiHi
3asBHVKa/BMPO6HUKa. Pestome
MnaHy ynpasniHHSA pu3nkamu
Bepcia 6.0 gofaeTtbes). Pepakuis
B Hakasi - UA/5390/01/02. BipHa
pegakuis - UA/5390/01/01.

JOALEENTOH®

PO3YUH ON151 iH'EKLLiNA
abo iHdysiii, 10
mr/mn no 5 mn (50
Mmr) B amnyni; no 10
amnyn y KapTOHHIl
Kopoo6Ui

EBEP
Heiipo
dapma

6X

ABCTpis

BiAnoBiganbHUii 3a
BUNYycK cepii: EBEP
Helipo ®apma
'M6X, ABCTpist;
BiANOBigaIbHUI 3a
BMPOGHMLITBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
3irchpig, XamesnbH
m6X, HimeyunHa

ABcTpis/
HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsagy. 3miHa y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans
MeAMNYHOro 3acTOCyBaHHs Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnifpkeHb 3 6esneku

3a peyernmowm

He
nionseae

UA/14381/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3aCTOCyBaHHS Nikapcbkoro 3acoby
B nicnspeecTpauiiHunii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITYy 3
JocnifxeHb, NpoBeAeHNX
BiANOBIAHO A0 NnaHy
nepiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHO 3 KOMMETEHTHUM
YMOBHOB&XEHVM OpraHom) - 3MiHK
BHECEHO [0 iHCTPYKLi Ans
MeAM4HOro 3aCTOCyBaHHA
nikapcbKoro 3acoby B po3aim
"MpoTunokasaHHs", "B3aemogis 3
iHLWMMK NikapcbkMMK 3acobamu Ta
iHLWI BMAW B3aemogjin" BiANOBIAHO
0,0 OHOBJEHOI iHchopMaLi 3
6e3nekun 4it4oi pevyoBUHN.
MpepcTtaeneHi 3miHW B iHchopmawii
3 6esneku WoA0 BHECEHHS 3MiH Ta
[ONOBHEHDb Ha nifcTasi
pekomeHgauii PRAC, wo
po3milLieHi Ha odpiyjiiiHoMy caiTi
EMA y po3ginax npoekty
IHCTPYKUii AN MeguyHoro
3aCTOCyBaHHSA
«MpoTunokasaHHsa», «B3aemogin 3
HLWMMKU NikapcbKMKM 3acobamu Ta
iHLI BMAW B3aEMOLj» MOXYTb
6yTN pekoMeH0BaHi 40
3aTBEPKEHHS Ta BHECEHHS B
IHCTpYKLjit0 ANs MegnyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby
BBefeHHs1 3MiH NpoTArom 6-Tu
MicsILiB 3 AaTy 3aTBEPAKEHHS

67.

DE3/NOPATA
JOVH

NOPOLLIOK
(cy6eTaHuis) y
nakertax
NonieTUNEHOBNX
onsa
chapmaveBTUYHOTO
3acTOCYyBaHHsI

AT
"®dapmak”

YkpaiHa

3aiiayc
NaiidpcaiieHcec
Nimiteq

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3MiHK 3
AKOCTi. A®I. KoHTposb A®I (iHLi
3MiHW) - BHECEHO 3MiHN A0 po3ainy
«[MpusHayeHHs», a came 3miHa
cchepm 3actocyBaHHA AdI,
hopMy/loBaHHA NpUBEAEHO [0
Cy4acCHUX BUMOT 3arasibHol
MOHorpadii AepxasBHoi
hapmakonei YkpaiHun «Cy6ctaHuis
ans chapmaueBTU4YHOro
3aCTOCYBaHHS» (3aTBEPMKEHO: Y

UA/7238/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

nakeTax noABiiHMX
nosieTuNeHoBMX oNs
BMPOOHMLTBA HECTEPUIIBHUX
nikapcbknx ¢hopm;
3anpornoHOBaHO: Y naketax
nonieTMIeHoBuUx Ans
thapmaLeBTUYHOIO
3acTocyBaHHs). 3MiHu Il Tuny -
3MmiHu 3 aKocTi. A®I. (iHLWi 3MiHK) -
nofaHHa oHOB/eHOI Bepcii AM®
Ha cybcTaHLjilo Ae3noparagviH Big
3aTBEPAKEHOr0 BUPOOHUKA, AKUi
3MiHMB Ha3By 3 Cadila Healthcare
Limited, IHgis/ Kagina Xenckep
Nimiten, IHAia Ha Zydus
Lifesciences Limited, India/3aligyc
NavidcaiteHcec fimiteq, IHais
(3aTtBepmxeHo: DMF AP-DLK9-C-
Ver-004, 3anponoHosaHo: DMF
AP/DLK9/C/Ver-006). Ak
Hacnifok, Bigdynmck 3mMiHu B
crneundikavii Ta meTogax
KOHTPO/O cybCTaHLUil 3a
nokasHukamu «CynpoBigHi
OOMILLKK», «CynbgaTHa 30M1a»,
«lgeHTucpikauis», «Monimopdiams»
Yy 3B’A3KY 3 MPVUBEAEHHAM Y
BiANOBIAHICTb 40 BUMOT
BMPOGHMKA.
3MiHM 3a po34inoM «YnakoBka»
(3aTBEpAXEHO: B nakeTn noagiiHi
nonieTuNeHoBi, BKIageHi y
thibposi 6bapabaHu;
3anponoHoBaHo: B naketu
nonieTnneHoBi (BHYTPILLHIA nakeT
6iNuiA, 30BHILLHI/ NakeT YOPHUIA),
BKNafeHi y chibposi 6apabaHu).
3MmiHn 3a p. «Mepiog
peTecTyBaHHSA» (3aTBepaKeHo: 1
piK; 3anponoHoBaHo: 60 Mmic).

68.

JNE3PAIVH®

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO10, No 5 wMr,
no 10 TabneTtok y
6nicTepi; no 1 a6o

KPKA, a.4a.,
HoBo mecTo

CnoBeHisa

BiANOBigabHUI 3a
BMPOGHMLTBO "in
bulk", nepsrHHe Ta

BTOPWHHE
nakyBaHHs,

CnoBeHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3miHu | TUny - 3MiHK
woao 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHW BHECEHO B TEKCT

be3 peyenma

UA/15474/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
no 3 6nictepu y KOHTPO/b Ta BUMYCK MapKyBaHHSA NEPBUHHOT (NYyHKT 6)
KapTOHHI/ Kopoo6Li cepii: KPKA, a.4., Ta BTOPUHHOI (MyHKTK 3, 8, 14, 17)
HoBo mecTo, yNaKoBOK /likapCbKOro 3acoby.
CnoBeHis; TepMiH BBEAEHHS 3MiH NPOTAroM 6
BiANOBigabHNI 3a MICALIB MiCNA 3aTBEPKEHHSA
KOHTpO/b cepii:
KPKA, a.4., Hoso
mecTo, C/ioBeHist
69. | AEKA30/b aepo30/1b, 52 mr/60 AT Ykpaina AT "CTOMA" YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 peyenma UA/1260/01/01
r no 60 ry 6aoHi "CTOMA" mMartepianis: 3miHu | TUny - 3MiHK
aepo30/1ibHOMY oo 6e3snekn/edhekTMBHOCTI Ta
/1IOMIHIEBOMY 3 thapmakoHarnagy (iHwi 3MiHu) -
KnanaHom OHOB/IEHO TEKCT MapKyBaHHs
6e3nepepBHOI i y NepBUHHOI Ta BTOPUHHOT YNakoBKK
KOMNAeKTi 3 nikapcbKoro 3acoby, 3okpema
HacazKow Ta BWU/IYyYEHO iHhopMaLito, 3a3HadeHy
3ano6ixHUM POCiliCbKOI0 MOBOIO, Ta BUAaNEHO
KoBnaykom; no 1 POCiliCbKOMOBHY BepCito IHCTPYKL,i
6a10Hy B nauui 3 ANA MeAUYHOro 3aCTOCYBaHHS
KapToHy nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicis
3aTBEPAKEHHS
70. | AEKATWUNEH cnpeli gnis poToBOI TOB «TeBa Ykpaina BMPOOHULTBO Icnanis/ BHECEHHS 3MiH A0 peecTpauiiHnx 6e3 peyenma UA/19311/01/01
OPIC NOPOXHUHY, 1,5 YkpaiHa» Hepo3dhacoBaHO( marepianis: 3miHu | Tuny - 3miHn

mr/mn no 30 mn
cnpeto 415 poToBOTl
NMOPOXHUHWN Y
donakoHi 3
MeXaHi4YHUM
po3nuBaYem Ta
KOBMA4KoM, SIKuit
3axuviae
posnuntoBay; no 1
donakoHy y
KOMM/IEKTI 3
annikatopom ans
pPOTOBOT MOPOXHUHN
Y KapTOHHI Kopobui

nNpoAyKLii, NnepBuHHa
Ta BTOPMHHA
ynakoBKa, [103BiN1 Ha
BUMNYCK cepil,
KOHTPO/Ib cepii (Kpim
NOKa3HVKiB
«MikpobionoriyHa
AKICTb» Ta «BmicT
eTaHony»):
Na6opaTtopiym
Catitaric, C.J1.,
IcnaHis; KOHTpOsb
cepii (nuwe
noKasHuK
«MikpobionoriyHa
AKICTb»):
JNlabopaTopio
EueBapHe, C.A.,
IcnaHis; KOHTposb
cepii (mwe
NnoKasHuK «Bmict

Loao 6esnekn/edpeKkTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHm).
OHOB/IEHHS TEKCTY MapKyBaHHs
NepBUHHOT Ta BTOPUHHOI YNakoBOK
niKapcbKoro 3acoby. TepMiH
BBEJEHHSA 3MiH - NPOTAroM 6
MicsLiB NiCNsA 3aTBEPAYKEHHS.
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
eTaHony»): Mikpo-
Bioc, C./., Icnanis
71. | AEPMACAH piguHa HalkipHa; no MPAT Ykpaina BiANOBigabHUIA 3a YkpaiHa BHECEHHS 3MiH 10 peecTpavuiliHnX 6e3 peyenma UA/0443/01/01
50 mn y donakoHax; "®ITODAPM BUPOBHULTBO, mMaTtepianis: 3miHu Il Tuny - 3MiHK
no 50 mn a6o 100 " nepBrHHE, BTOPUHHE 3 aKocTi. A®l. Bupo6HMLTBO.
My ¢priakoHi; no 1 nakyBaHHs, 3MiHa BUpOoGHMKa
dhnakoHy y nauui 3 KOHTPO/b AKOCTI Ta BVXiZAHOr0/NPOMIXHOro
KapToHy Bunyck cepii: MPAT npoaykTy/peareHTy, Wo
"®ITOPAPM", BUKOPWUCTOBYIOTLCA Y
YKkpaiHa; BMpo6HUYOMY npoueci Adl, abo
BiANOBiAa/IbHWI 32 3MiHa BMPOGHUKa (BKKOYatoun, ge
BMPOGHWLITBO, HeobXiAHO, MicLe NpoBeAeHHs
nepBrHHE, BTOPVHHE KOHTPONIO sIKOCTi) AdI (3a
nakyBaHHs Ta BiACYTHOCTI cepTucpikata
KOHTPO/b AKOCTi: BiANOBIAHOCTI EBpONeiChbkil
TOB "®apma thapmakonei y 3aTBepaKeHoMy
Yepkac", Ykpaina; [0Cbe)(BBEAEHHS HOBOrO
BiANOBiAA/IbHWIA 3a BMpOGHUKa APl 3 HaAaHHAM
BUNYCK cepil, He macTep-gaiina Ha Adl) - 3aMiHa
BK/IIOYa0un BMPOGHMKa Ait04OT PEYOBUHN
KOHTPO/b/BMNPOGYB amiaky po3uuH 10 % BAT
aHHsA cepii: MPAT “[HINPOA3EPXUHCLKMI AOCNIAHWIA
"OITOPAPM", 3aBof”, YkpaiHa Ha TOB
YKpaiHa «HEOXVM B», YKpaiHa.
72. | AIAHIN NA4 3 | po3uuH ans BeHTiB IpnaHgis BeHTiB IpnaHgis BHECEHHSA 3MiH 10 peecTpavLitHnxX 3a peyenmom UA/12425/01/01
BMICTOM NepuToOHeasIbHOro MeHydekuy MeHydhekuypuHr mMaTtepianiB: yTOUHEHHsI
FNHOKO3Uu gianizy; no 2000 mn puHr Nlimites Nimiteq HanucaHHsA Ha3BW Npenapary B
3,86% PO3UnHY Y Hakasi MO3 Ykpainuu Ne 1440 Big
MI/OBI38,6 naacTMKOBOMY 16.09.2025 B npoLeci BHECEHHS
Mrimn MiLLKy 3 MBX PL 3MiH (3miHa 3asBHuka /13 (MIBIT)

146-3, oguHapHomy,
ob6nagHaHoOMy
iH'EKUiiHAM NOpTOM
Ta 3'egHyBa4eM, abo
y Milky “TBiH Ber”,
obnagHaHomy
iH'eKLiiHMM nopToM,
3 iHTErpoBaHvm 3a
[0MOMOror ABoxX
marictpanei Ta Y-

(BnacHuka peecTpauiiHoro
noceigueHHs) (3rigHo Hakaly MO3
Bif, 23.07.2015 Ne 460): TepmiH
BBE/IEHHS 3MiH NpoTArom 6
MiCAILiB MiC/1s 3aTBEPAXKEHHS.
3MiHu | TUNYy - AgMiHICTpaTUBHI
3MiHW. (iHLWi 3MiHK). 3MiHa Ha3BuK
mMartepianly KoHTeillHepa ans
NEepBUHHOI YNaKoBKuN rOTOBOIO
npoaykTty 3 "Biadnekc" Ha MNBX.

3'efHyBava 3MiHa He YMHWTb HECTIPUAT/IMBOrO
NOPOXHIM BMN/IMBY Ha SKIiCTb, 6e3neky Ta
NNacTUKOBUM ehekTuBHICTb MN3. 3MiHK
MiLLKOM ANnst BHECEHO B iHCTPYKL,il0 o118
[peHaxy, Me/[IM4HOr0 3aCTOCYBaHHS
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
BKNafEeHUX y nNiKapcbKoro 3acoby y po3ain
nposopuii "Ynakoska" y 3B'A3Ky i3 3MiHOO

NNacTUKOBUI NakeT;
no 5 komMnnexTiB y
KapTOHHI kopo6uyj;
no 2500 MmN po3unHy
y NN1acTUKOBOMY
MiLKy 3 MBX PL
146-3, ognHapHoOMY,
obnagHaHoMy
iH'EKLiiHIM NOpTOM
Ta 3'eHyBavem, abo
y Milky “TBiH Ber”,
obnagHaHomy
iH'EKLiiHAM MOPTOM,
3 iHTerpoBaHum 3a
[,0MOMOror ABOX
marictpanei Ta Y-
3'eqHyBava
MOPOXHIM
NNacTUKoBUM
MiLLKOM AN1s1
ApeHaxy,
BKNafEHNX y
npo3opuii
NNacTUKOBUIA NaKeT;
Nno 4 KOMNAEKTN Y
KapTOHHI Kopobuyj;
no 3000 m/1 po34nHy
y N1acTUKOBOMY
Miwky 3 NMBX PL
146-3, ognHapHoMmy,
obnagHaHoMmy
iH'eKUiiHMM NOpTOM
Ta 3'egHyBaveM, abo
y Miwky “TBiH Ber”,
obnagHaHoMy
iH'EKLiiHM MOpPTOM,
3 iHTerpoBaHum 3a
[0MOMOrOH0 1BOX
marictpanei Ta Y-

Ha3BW MaTepiasly KOHTeliHepa ans
nepBUHHOI ynakoBku 3 "Biadnekc”
Ha MBX 3 BignoBigHMMMN 3MiHaMK Y
TEKCTi MapKyBaHHS yNakoBOK
nikapcbKoro 3acoby. TepMiH
BBEEHHS 3MiH NpoTArom 6
MiCALIB MiCNsA 3aTBEPAKEHHS.
3MiHu | TUNYy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaPKEHHS Ai/IbHOCTI
BMPOGHMKa/imnopTepa rotosoro
nikapcbKoro 3acoby, BKIOYaK4n
OinbHUL BUNYCKY cepii abo micue
NpPOBELEHHS KOHTPOJTIO SAKOCTI.
(@isnbHicTb, 3a AKy BigNoBifae
BMPOGHUK/IMNOpTEp, BKIOYa4n
BMNYCK Cepiin). 3mMiHa Ha3BuW
BMpO6HMKa /13 BignoBiganbHOro
3a NOBHWUIA LIMKN BUPOBHMLTBA.
BupobHunya ginbHuus, agpeca ta
yci BUpo6Huyi onepaduii
3a/IMLLIATLCA HE3MIHHUMU. 3MiHK
BHECEHO B iHCTPYKLi0 4115
MeAV4HOro 3aCTOCyBaHHS
nNiKapcbKoro 3acoby y po3ain
"BMpPO6GHMK", K HACNIAOK -
BiAMOBIAHI 3MiHN Y TEKCTi
MapKyBaHHS YNakoBKW Nikapcbkoro
3aco6y. TepMiH BBEAEHHS 3MiH
npoTsArom 6 micsAuiB nicns
3aTBEepMKEHHS. 3MiHK | TUny -
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
3MiHM BHECEHO Y TEKCT
MapKyBaHHA BTOPUHHOT N. 17.
IHLE ynakoBku NikapcbKoro
3aco6y (BuaaneHHs iHdopmawi

3'egHyBava LLOZ0 HAABHOCTI 2D WTpmX-Koay).
NOPOXHIM TepMiH BBEAEHHS 3MiH NPOTAroM 6
NNacTUKOBUM MICALIB MiCNSA 3aTBEPLKEHHS).

MilLKOM ANnst Pepakuisi B Hakasi - fianin N4 4 3
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Howmep
peecmpayjiliHo2o

Ymosu sionycky | Peknamys

aHHA

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa

n/n

JNliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

BUPOGHUKa

nocBi04Y€eHHs1

ApeHaxy,
BKNafIEHNX Y
npo3opuii
NNacTUKoBUiA Naker;
no 3 KOMM/IEKTU y
KapTOHHI kopo6uyj;
no 5000 M/ po34mHy
y N1acTUKOBOMY
MiLKy 3 MBX PL
146-3, oguHapHomy,
obnagHaHomy
iH'EKLiiHAM NOpTOM
Ta 3'egHyBayem,
BK/1afleHOMY Y
npo3opuii
NNacTUKoBUIA NakeT;
no 2 KOMMNJIEKTU Y
KapPTOHHI KOpOoO6LIi.

BMICTOM r/1to0Ko3un 1,36% m/06/13,6
mr/mn. BipHa pepgakuis - OIAHIN
na4 3 BMICTOM ITKOKO3U
3,86% M/OB/38,6 MI'IM/.

73.

AIADOPMIH®

TabneTtku, BKPUTI
NNiBKOBOO
o060n10HkKoto, No 500
mr, no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepis y nauui 3
KapToHy

AT
"®dapmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TMny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii A1
MeJMNYHOro 3acTOCyBaHHSA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby
B nicnspeecTpauiiHunii nepiog, abo
AK pe3ynibTar OLiHKM 3BiTY 3
JocnifxeHb, NpoBeAeHNX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkers (PIP)
(3MiHy y3ropkeHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVNM OpraHom).
3MiHV BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCyBaHHA
nikapcbKoro 3acoby B po3gin
"Oco6NMBOCTI 3aCTOCYBaHHSA"
BiANOBIAHO A0 OHOB/EHOT
iHchopmawii 3 6e3neku giroyoi
peyoBMHW. BBEAEHHA 3MiH

3a peyenmom

He
nionseae

UA/15141/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

74.

AIADPOPMIH®

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOt0, Mo 850
mr, no 10 Tabnetok
y 6nicTepi; no 3 abo
6 6nicTepiB y nauui 3
KapToHYy

AT
"®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavuiliHnX
martepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpekTMBHOCTI Ta
hapmakoHarnsagy. 3miHa y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKLUIi 4515
MeAMYHOrO 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCyBaHHS /iKapcbkoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynibTaTt OLiHK/ 3BITYy 3
JocnifmxeHb, NpoBeAeHNX
BifNoBIAHO A0 NnaHy
neaiatpnyHux gocnimpkeHs (PIP)
(3MiHy y3ropkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom).
3MiHN BHECEHO A0 IHCTPYKUIT Ans
MeM4HOro 3acTOCyBaHHSA
niKapcbKoro 3acoby B po3zin
"Oco6nMBOCTI 3aCTOCYBaHHA"
BiZANOBIAHO A0 OHOBEHOT
iHbopmawii 3 6e3nekun aitoyoi
peyoBuHW. BBEAEHHSA 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS.

3a peuernmom

He
nionsieae

UA/15141/01/02

75.

AIADOPMIH®

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO0, Mo 1000
mr, no 10 TabneTok
y bnicTepi; no 3 abo
6 6nicTepiB y nauui 3
KapToHYy

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx
martepianis: 3miHu | TUny - 3MiHK
Loao 6e3snekn/edpeKkTMBHOCTI Ta
papMakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLUii A5
MeJMYHOro 3aCTOCyBaHHs Ha
nigcTasi perynspHo
OHOB/THOBAHOrO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKoro 3acoby
B nicnspeecTpaLiiHunii nepioa, abo

3a peyenmom

He
nionsieae

UA/15141/01/03
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

AK pe3ynbTar OLiHKM 3BITY 3
AOCNigpKeHb, NPOBEAEHNX
BiAMNOBIAHO A0 MnaHy
negiatpuyHmx gocnimpxkeHs (PIP)
(3MiHY Y3rof)XeHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OPraHom).
3MiHV BHECEHO [0 IHCTPYKLUIT Ans
Me[MYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3Ais
"Oco61BOCTi 3acTOCyBaHHA"
BiANOBIAHO A0 OHOBMEHOI
iHchopmawii 3 6e3nekn giroyoi
peyoBMHW. BBEAEHHA 3MiH
NpPOTArom 6-T1 MicALIB micns
3aTBEPAKEHHS.

76.

AIADOPMIH®

Tabnetku no 500 wmr,
no 10 TabneTok y
6nictepi; no 3 abo 6
6nicTepiB y navui

AT
"®apmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHun | Tuny - 3MiHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans
MeAMNYHOro 3acTOCyBaHHs Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnigpkeHb 3 6esneku
3aCTOCyBaHHSA Nikapcbkoro 3acoby
B nicnspeecTpauiiHunii nepiog, abo
AK pe3ysibTar OLiHKM 3BiTY 3
JocnifxeHb, NpoBeAeHnX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkers (PIP)
(3MiHy y3ropkeHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpraHoM). 3MiHu
BHECEHO A0 IHCTPYKUiT A1
MeAMYHOro 3aCTOCyBaHHSA
nikapcbKoro 3acoby B po3gin
"Oco6NMBOCTI 3aCTOCYBaHHSA"
BiANOBIAHO A0 OHOB/EHOT
iHchopmawii 3 6e3neku giroyoi
peyoBMHW. BBEAEHHA 3MiH
NpPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS

3a peyenmom

He
nionseae

UA/2508/01/01

77.

AIADOPMIH®

Tabnetku no 850 wmr,

AT

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHnx

3a peyenmom

He

UA/2508/01/02
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
no 10 TabneTtok y "®papmak” mMartepianis: 3miHu | TUny - 3MiHK niosnsieae

6nictepi; no 3 abo 6
6nicTepiB y nauui

oAo 6esnekn/edpekTBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
NiKapCbKOro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLUii ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3aCTOCyBaHHSA /iKapcbkoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynibTaT OLiHK/ 3BITY 3
AocnifxeHb, NpoBeAeHNX
Bi4NOBIAHO 0 NiaHy
negiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofpkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHO [0 IHCTPYKLi ANns
MeAVYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby B po3zin
"Oco6nMBOCTI 3aCTOCYBaHHA"
BiAMNOBIAHO A0 OHOB/IEHOT
iHbopmawuii 3 6e3neku aitoyoi
peyoBuHW. BBEAEHHSA 3MiH
NpoTArom 6-Tm MicAUIB micns
3aTBepMKEHHS. 3MiHK | TUny -
3MiHu 3 sKocTi. FoToBwMiA
nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax NpuaaTHoCTI
a60 ymoBax 36epiraHHs r0TOBOro
nikapcbKoro 3acoby (36inbLeHHs
TEepMiHy NpuaaTHOCTI roTOBOro
nikapcbKoro 3acoby) - ina
TOProBOl yNaxkoBKu
(niaTBEPOXKYETHCA AAHUMU
peasnibHOro 4acy) - 36iNbLUEHHS
TepMiHy NpyUAATHOCTI.
3aTBepmxeHo: TepMmiH
nNpuAAaTHOCTI: 3 POKM.
3anponoHoBaHo: TepMmiH
npuaatHocTi: 5 pokiB. 3MiHK
BHECEHI [0 iHCTPYKLiT Ans
MeAM4YHOro 3aCTOCYBaHHSA
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
nNiKapcbKoro 3acoby y po3ain
"TepmiH npugaTtHocTi”. BBeaeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
78. | AOMMNEPUAO | Tabnetku no 10 mr, AT "Ctoma" Ykpaina AT "Ctoma" Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 peyenma UA/1990/01/01
H-CTOMA no 10 TabneTok y martepianis: 3miHu | TUny - 3MiHn
6nicTtepi, no 3 woao 6e3snekun/edpekTMBHOCTI Ta
6nictepun y nauui 3 thapmakoHarnsgy (iHwi 3MiHn)
KapToHy OHOB/IEHO TEKCT MapKyBaHHs
NEepPBUHHOT Ta BTOPUHHOT YNaKoBKM
nikapcbKoro 3acoby, 3okpema
BUAaNeHo iHhopmadiio,
3a3HayeHy pociiicbKolo MOBOIO, Ta
BWYyYEHO JOAATKOBUIA TEKCT
MapKyBaHHS YNakoBKW NikapCbkoro
3aco0by i3 3a3Ha4eHHAM TOproBoi
Mapku guctpub'totopa. BeeaeHHs
3MiH NPOTAroM 6-Tu MicALiB nicis
3aTBEPKEHHS
79. | AYOTPAB® Kpansi o4Hi no 2,5 HoBapTic LLiBeliyapis AnkoH KyBpbop Benbris BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/6292/01/01
MY ¢priakoHi- dapma Al marepianis: 3MiHu | TUNY - 3MiHK 3

KpanesnbHuui; no 1
donakoHy-
KpanesnbHULi B
MPOMIXHI ynakoBL,,
LLI0 BK/1AAA€ETLCA B
KOpPOOKY 3 KapTOHY

AKocTi. FoToBWMIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKyrnopoBasbHuWi
3aci6. 3MiHa nocTavyasibHUKa
nakyBa/lbHUX martepianis abo
KOMMNIEKTYUNX (SKLO0 3a3Ha4YeHo
B [,0CbE) (iHLUI 3MiHK). BHECeHHs
3MiH go p. 3.2.P.7. Cuctema
KOHTeliHep/3aKyrnopoBabHuWi
3acib, a came 3miHa Ha3Bu
noctavyasibH1Ka nosieTuieHy
HWU3bKOI WinbHOCTI 20-6064, 3
Dupont Ha DOW, sikuit
BUKOPUCTOBYETLCA 151
BMpo6HMUTBa bottle (LDPE) and
dispensing plug (LDPE). 3miHa
Ha3BW nocTavasibHKKa € e
a/MiHICTPaTUBHOIO 3MiHOIO,
XOJHVX 3MiH He BHOCUTbCA 10
CKnafly nakyBasibHOro mMartepiasy.
Pi3nyHe MicLLe3HaxX0oKEHHS
nocTavasibH1Ka Ta BCi onepauwii
3a/MWATLCA HE3MIHHUMUW. 3MiHN
| TMNy - 3MiHK 3 sKoCTi. FoTOBUIA
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa nocTavyasibHuKa
nakyBanbHUX matepianis abo
KOMMIEKTYOUMX (SKLLO 3a3Ha4YeHO
B A0CbE) (iHWi 3mMiHK). BHeCeHHS
3MiH go p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6, a came 3MmiHa Ha3Bwu
noctavasibHUKa CUHAIOTaKTUYHOro
noninponinexy (sPP) Finaplas
1251 Ta Fina 7425 Polypropylene
(PP) 3 Total Petrochemicals i Fina
Ha Total. 3miHa Ha3BK
noctadyasibHuKa € nuiie
a/MiHICTPaTUBHOIO 3MiHOIO,
XOAHUX 3MiH HE BHOCUTBLCA [0
CKnafy nakyBasibHOro martepiasy.
Pi3nyHe MicLLe3HaxX0mKEHHS
nocTavasibHvKa Ta BCi onepauvi
3aIMLWATLCA HE3MIHHUMMK,

80.

EZJOKCAKOP
i)

TabneTtku, BKPUTI
NNiBKOBOO
060/10HKOI MO 15
mr; no 10 TabneTok
y 6nicTepi, no 3
6nictepun y nauui

AT
"KUIBCbKW
"
BITAMIHHI
" 3ABOA"

YkpaiHa

AT "KUIBCbKWIA
BITAMIHHUIA
3ABOJ"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu Il Tvny - 3miHn
3 aKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpOGHMKa
BUWXiAHOr0/MPOMIXXHOrO
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYHOTHCS Y
BMPOGHUYOMY npoueci AdPl, abo
3MiHa BUpPOGHMKa (BK/IOYatouu, ae
Heo6XifHO, MicLe NpPoBefeHHs
KOHTponto skocTi) APl (3a
BiJICYTHOCTI cepTudpikata
BiANOBiAHOCTI EBpONEiChkili
hapmakonei y 3aTBepmKeHOMY
[0Cbe)(BBEAEHHA HOBOrO
BUpo6HMKa ADI 3 HagaHHAM
MacTep-tharina Ha Adl).
BBefieHHs1 aslbTepHaTUBHOIO
BMpO6HUKa cy6cTaHLii (AdDI)
efokcabaHy To3unar - Zhejiang
Huahai Pharmaceutical Co., Ltd.,
KvTaii f0 BXe 3aTBepAEEHOro
BMpO6HMKa Honour Lab Limited
(Unit [, IHAiA, 3 METOK YCYHEHHSs

3a peyenmom

UA/19020/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MOX/IMBOCTi BUHNKHEHHS
AediunTy cMpoBUHM Ha
BVMPOGHULITBI.

81.

EZJOKCAKOP
i)

TabneTtku, BKPUTI
NNiBKOBOO
060/10HKOH Mo 30
mr; no 10 TabneTok
y 6nicTepi, no 3
6nictepun y nauui

AT
"KUIBCbKW
"
BITAMIHHI
" 3ABOA"

YkpaiHa

AT "KUIBCbKUI

BITAMIHHWIA
3ABOJ"

Ykpaina

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu Il Tvny - 3miHn
3 aKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpO6GHMKa
BUWXiAHOr0/MPOMIXXHOrO
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYHOTHCS Y
BMPOGHUYOMY npoueci AdPl, abo
3MiHa BUpPOGHMKa (BK/IOYatouu, ae
Heo6XifHO, MicLe NpPoBefeHHs
KOHTponto skocTi) AdI (3a
BiICYTHOCTI cepTucpikata
BiANOBIAHOCTI EBpONEeichkili
hapmakonei y 3aTBepmKeHOMY
[0Cbe)(BBEAEHHA HOBOrO
BUpo6HMKa ADI 3 HagaHHAM
MacTep-tharina Ha Adl).
BBefieHHs1 aslbTepHaTUBHOIO
BMpO6HUKa cy6cTaHLii (AdDI)
efokcabaHy To3unar - Zhejiang
Huahai Pharmaceutical Co., Ltd.,
KvTaii f0 BXe 3aTBepAXEEHOro
BMpO6HMKa Honour Lab Limited
(Unit 1ll), IHAia, 3 METOI YCYHEHHS
MOX/IMBOCTi BUHNKHEHHS
AediunTy CMpoBUHM Ha
BMPOGHULITBI.

3a peyenmom

UA/19020/01/02

82.

EZJOKCAKOP
i)

TabneTku, BKPUTI
NAIBKOBOIO
060/10HKO0 NO 60
Mmr; no 10 TabneTok
y 6nicTepi, no 3
6nictepun y naui

AT
"KUIBCBKW
"
BITAMIHHMA
1 3ABOA"

Ykpaina

AT "KUIBCbKUI

BITAMIHHUIA
3ABOJ"

YkpaiHa

BHECEHHSA 3MiH 10 peecTpavLiniHnX
MaTtepianis: 3miHu Il TUNYy - 3MiHK
3 aKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpOGHMKa
BVIXiAHOrO/NMPOMIXXHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCSH Y
BMpOGHUYOMY npoueci Adl, abo
3MiHa BUpPOGHMKa (BK/IOYaouu, ae
HeoObXxiAHO, MicLie NpoBeAeHHs
KOHTPO/IO sIKOCTi) AdI (3a
BiCYTHOCTI cepTucpikata
BiZJNOBIAHOCTI E€BpPONENChKii
hapmakonei y 3aTBepakeHoMy
[0Cbe)(BBEAEHHS HOBOTO

3a peyenmom

UA/19020/01/03
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
BUpo6HMKa A®DI 3 HagaHHAM
MacTep-tharina Ha Adl).
BBefieHHs1 anlbTepHaTUBHOTO
BMpo6HUKa cy6cTaHLii (AdDI)
efokcabaHny To3unar - Zhejiang
Huahai Pharmaceutical Co., Ltd.,
KvTaii f0 BXe 3aTBepAKEEHOro
BMpO6HMKa Honour Lab Limited
(Unit 111, IHAia, 3 METO YCYHEHHS
MOX/IMBOCTi BUHNKHEHHS
AediunTy cMpoBUHM Ha
BVMPOGHULITBI.
83. | EBAHTAN TabneTku, BKPUTI TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpauitHux 3a peyenmom UA/18515/01/01
NAiBKOBOIO "MIKPOXIM" «MIKPOXIM», marepianis: 3miHu | Tuny - 3miHn
o60n0HkKoto, no 10 YkpaiHa Loao 6e3nekn/edpeKTMBHOCTI Ta
Mr o 10 TabneTok y (BignoBifanbHWiA 3a hapmakoHarnsgy. BeegeHHs a6o
6nictepi, no 3 a6o 6 BMPOGHULTBO Ta 3MiHW [0 y3arasibHEHNX JaHuX npo
6nictepiB y nauui 3 KOHTPO/b/BMNPOGYB cuctemy thapmakoHarnagy
KapToHy; no 30 abo aHHsA cepii, He (BBELEHHSA y3araslbHEHNX AaHUX
60 TabneTtok y BK/1HOYA0UN BUMYCK npo cuctemy hapmakoHarnsgy,
6aHui, no 1 6aHuji y cepil; 3MiHa yNOBHOBaXEHOT 0co6Y,
nauui 3 KapToHy lopuanyHa agpeca; BiANOBIAa/IbHOI 3a 34iiCHEHHS
BiANOBigabHUI 3a thapmakoHarnagy; KOHTakTHOl
BUMyCK cepii, He ocobu 3 hapmakoHarnsgy
BK/THOHAI0UM 3asBHUKA AN 3MiACHEHHS
KOHTPO/b/BMNPOGYB hapmakoHarnsgy B YkpaiHi, Ko
aHHsa cepii); AT BOHa BifiMiHHa Bif, yNOBHOBaXeHO|
«Jly6HUapm», ocobw, BignoBigansLHoI 3a
YkpaiHa 3[jiicHeHHs hapmakoHarnsgy
(BignoBigansHuii 3a (BK/IKOYAKOYM KOHTAKTHI AaHi)
BUPOGHMLTBO Ta Ta/ab0 3MiHN Y PO3MILLEHHI
KOHTPONb/BUNPOGYB mMacTep-chaiina cuctemm
aHHsA cepii, He hapmakoHarnagy) - 3miHa
BK/THOHAIOUM BUNYCK YNOBHOBaXXEHOI 0CO6BU 3aABHUKA,
cepii) BiANOBIA&/IbHOI 3a
thapmakoHarnag,
[itova pepakuisn: €scTparosa
IpuHa IropisHa. MponoHoBaHa
pepakuis: Montox Hatanis
€BreHiBHa. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOBaXeEHOI 0co6u
3asBHMKa, BiANOBIAa/IbHOI 3a
hapmakoHarnag,.
84. | EBAHTAN TabneTkn, BKPUTI TOB HB® Ykpaina TOB HB® Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/18515/01/02
NNiBKOBOKO "MIKPOXIM" «MIKPOXIM>», MaTepianis: 3MiHu | Tuny - 3MiHM
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
060/10HKO10, M0 20 YkpaiHa oo 6e3snekun/edpekTMBHOCTI Ta
mr no 10 TabneTok y (BignoBiganbHuii 3a thapmakoHarnsgy. BeegeHHs abo
6nictepi, no 3 abo 6 BMPOGHMLTBO Ta 3MiHW [0 y3ara/ibHEHNX JaHuX Mpo
6nicTepiB y nayui 3 KOHTPONb/BUNPOGYB cucTemy thapmakoHarnagy
KapToHy; no 30 abo aHHs cepii, He (BBEAEHHSA Y3araslbHEHNX AaHWX
60 TabneTtok y BK/THOHAK0UM BUNYCK npo cuctemy chapmakoHarnsgy,
6aHLi, no 1 6aHuj y cepi; 3MiHa YNOBHOBaXEHOI 0cobu,
nauuj 3 KapToHy lopuanyHa agpeca; BiANOBIA&/IbHOI 3a 34iICHEHHSA
BiANOBigabHUIA 3a thapmakoHarnsgy; KOHTakTHoOl
BUNYCK cepil, He ocobu 3 hapmakoHarnsgy
BK/IHOYa0un 3a8BHMKa AN 34ICHEHHSA
KOHTPO/b/BMNPOGYB hapmakoHarnsgy B YkpaiHi, Ko
aHHsa cepii); AT BOHa BiiMiHHa Bif, YyNOBHOBaXeHO|
«Jly6HMapm», ocobwu, BignoBifasibHOI 3a
YkpaiHa 3[jiCHeHHSs1 hapMakoHarisgy
(BignoBifanbHuii 3a (BK/IIOYAKOYM KOHTAKTHI AaHi)
BMPOGHMLTBO Ta Ta/abo 3MiHW y PO3MILLEHHI
KOHTPO/b/BMNPOGYB MacTtep-caiina cucremm
aHHsA cepii, He thapmakoHarnagy) - 3miHa
BK/IHOYaA04M BUMYCK YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
cepii) BiANOBIA&/IbHOI 3a
thapmakoHarnsag,
[itoya pepakuis: €scTparosa
IpuHa IropieHa. MponoHoBaHa
pegakuis: Montox Hatanis
€BreHiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOBaXEHOI 0co6U
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarang,.
85. | E3OJIOHI® NopoLLIOK AN OPIAHOCU OAE BMPOGHMLITBO 3a Moptyranis BHECEHHS 3MiH 10 peecTpavuiliHnX 3a peyernmom UA/17087/01/01
PO34UHY ON151 iH'EKLit H NOBHWUM LMK/IOM: mMartepianis: 3miHu | TUny - 3MiHK
abo iHdysin no 40 NAN®CAEH Codthapimekc — oo 6e3snekn/edhekTMBHOCTI Ta
mr; 1 a6o 10 Cn3 (E® IHoycTpia Kimika e hapmakoHarnsgy. BeegeHHs abo
donakoHiB 3 3ETI) dPapmacbtoTika, C.A. 3MiHU [0 y3araslbHeHUX JaHuX Npo

MOPOLLKOM Y mayLi

cuctemy chapmakoHarisgy
(BBEAEHHA y3arasibHeHUX AaHuX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXKeHOI 0cobw,
BignoBigabHOI 3a 3AjACHEHHS!
hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BiMiHHa Bif, yNOBHOBaXEHOI
0cobW, BignoBiganbHoI 3a
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3[jiCHEHHs1 hapMakoHarnsay
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BignoBigansbHoI 3a
hapmakoHarnsg.

[itoua pepakuis: a-p Awy fijin
LLlapma. MponoHoBaHa pefakLis:
LLinnkapeHko Niogmuna KOpiisHa.

3MiHa KOHTaKTHUX AaHnX
YNOBHOBAaXEHOT 0CO6U 3as1BHYKA,
BiANOBIA&/IbHOI 3a
hapMakoHarnsg,

86.

E3O0JIOHI®-
20

TabneTtku, BKPUTI
NAiBKOBOIO
o060n0HkKoto, no 20
Mr; Mo 7 TabneTok y
6nicTepi; no 1 abo 2
6nictepu y
KapTOHHI KopooLi

OPIrAHOCU
H
NANSGCAEH
CU3 (E®
3ET 1)

OAE

EBepTomkeH Nalidy
CaeHcus Nimiteq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHNX JaHuX Npo
cuctemy chapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a 3AiiCHEHHS
thapmakoHarnagy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA AN 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BignoBigansLHoI 3a
3[jiicCHeHHs hapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa
YNOBHOBaXEHOI 0CO6M 3as1BHYIKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnag. ditova pegakuis:
o-p Awy fiin Wapma.
MponoHoBaHa pegakuis:
LLinHkapeHko Siogmuna HOpiiBHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiZNoBigaNbLHOT 3a

3a peyenmom

UA/11328/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

hapmakoHarnag,

87.

E30JIOHI®-
20

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 20
mr; in bulk: no 2500
y NOABIHNX NakeTax

OPIAHOCU
H
NAADCAEH
CU3 (E®
3ET )

OAE

EBepTomxeH Jlaiid
CaeHcus Jlimiteq

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3miHu | TUny - 3MiHK
woao 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 Y3ara/ibHEHUX JaHuX npo
cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX AaHWX
npo cucTemy chapmakoHarsfgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHHS
hapmMakoHarnsay; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHS
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifjMiHHa Bif, YNOBHOBaXEHO|
ocobwu, BignoBifasibHOI 3a
3[jiCHeHHs1 hapMakoHarisay
(BK/IOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnagy) - 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANOBIgaNLHOT 3a
hapmakoHarnag. ditova pegakuis:
a-p Awy fiin Wapma.
MponoHoBaHa pegakLiis:
LLinHkapeHko Miogmuna HOpiiBHa.
3MiHa KOHTaKTHMX AaHnX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigansLHoI 3a
dhapmMakoHariag

UA/11329/01/01

88.

E3O0JIOHI®-
40

TabneTku, BKPUTI
NAiBKOBOIO
o6onoHkoto, no 40
MrF; o 7 TabneToK y
6nictepi; no 1 a6o 2
6nictepn y
KapTOHHIA Kopoo6Li

OPTAHOCU
H
NAAPCAEH
CU3 (E®
3ET)

OAE

EBepTomxeH Nalid
CaeHcus Nimiteq,

IHais

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edpekTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX JaHuX npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNMOBHOBaXXEHOT 0CO6M,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
0cobu 3 hapmakoHarnsgy
3asBHUKA AN19 3AiICHEHHS

3a peyenmom

UA/11328/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

hapmMakoHarnagy B YkpaiHi, KO
BOHa BiMiHHA Bif, yNTOBHOBa&XEHOI
ocobu, BignoBiganbHoI 3a
3[jiCHEHHs1 hapMakoHarnsay
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BignoBigansbHoI 3a
thapmakoHarnag. [ivova pegakuis:
o-p Awy fiin Wapma.
MponoHoBaHa peaakuis:
LLnHkapeHko Nioamuna KOpiisHa.
3MiHa KOHTaKTHUX AaHnX
YNOBHOBA&XEHOT 0CO6M 3as1BHYKA,
BiANOBIA&/IbHOI 3a
hapMakoHarnsg,

89.

E3O0JIOHI®-
40

TabneTtku, BKPUTI
NNiBKOBOO
060/10HKOH0, M0 40
mr; in bulk: no 2500
y NOABIHNX nakeTax

OPIrAHOCU
H
NAVSGCAEH
CU3 (Ed
3ET 1)

OAE

EBepTomxkeH Nalid
CaeHcus Nimiteq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TMny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy,
3MiHa yNOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a 34iAiCHEHHS
thapmakoHarnagy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BignoBigansLHoI 3a
3[jiicHeHHs hapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa
yNOBHOBaXEHOI 0CO6M 3as1BHYIKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnag. ditova pegakuis:
o-p Awy fiin Wapma.
MponoHoBaHa pegakuis:
LUnHkapeHko Jlinamuna KopiiBHa.

UA/11329/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3MiHa KOHTaKTHUX AaHux
YNOBHOB&XEHOI 0CO6U 3asBHYIKa,
BiAgnoBiganbHOI 3a
hapmakoHarnag,

90.

E30NPAM

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO10, No 10
mr; no 10 TabneTok
y 6nicTepi; no 3
6nicTepn B nauuj
KapTOHHIi

TOB «TeBa
Ykpaina»

Ykpaina

AkTasic 1T/,
MaibTa,;
BankaHdapma-
AynHnua AT,
Bonrapis

AkTasic
nra,
ManebTa;
BankaHdap
Ma-AynHuus
AT,
Bonrapis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TUNY - 3MiHK 3
sAKocTi. CepTudpikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiiChbkil
thapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBIEHOTO
cepTudpikaTa BignosigHocTi abo
BW/IYYEHHS cepTudikata
BiANOBIAHOCTI EBpONEChbKil
thapmakonei: gnsa A®l; ans
BUXIAHOTO
MaTepiany/peareHTy/MpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA
y BUpo6HULTBI API; Ans
[0MOMIKHOT PEYOBUHN
(cepTudpikat BignoBiAHOCTI
€Bponelicbkiin hapmakoner) -
OHoBieHuii cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOOHMKA -
NoJjlaHHA OHOBJIEHOTO cepTuddikaTy
BiANOBIAHOCTI EBpONEChbKil
thapmakonei CEP 2017-080-Rev
06 Bif, BXe 3aTBEpKEHOr0
BMpo6HMKa Hetero Labs Limited
Aitoyoi pevoBuHW Ecuutanonpam
(3aTBepaxeHo: CEP 2017-080-
Rev 03; 3anponoHosaHo: CEP
2017-080-Rev 06)

3a peyenmom

UA/7029/01/02

91.

E30ONPAM

TabneTku, BKPUTI
NAIBKOBOIO
060n10HKot0, No 20
Mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B nayuj
KapTOHHil

TOB «TeBa
YKpaiHa»

Ykpaina

Axtasic 1T/,
ManbTa;
BankaHndapma-
AynHnua AT,
Bonrapis

ManbTta/
Bonrapis

BHECEHHSA 3MiH 10 peecTpavLiiHnx
martepianis: 3MiHu | TUNy - 3MiHK 3
AKocTi. CepTudikar
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €BpPONENChKil
thapmakonei/MoHorpadii.
MofAaHHA HoBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHocTi abo
BW/TyYEHHS cepTudikaTa
BiZJNOBIAHOCTI E€BpPONENChKii
hapmakonei: gnsa A®l; ans
BUXIigHOro

3a peyernmowm

UA/7029/01/04
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MaTepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCSA
y BUpo6HULTBI ADI; Ans
[L0MOMDKHOT peYOBUHU
(cepTuddikaT BigMNOBIAHOCTI
€Bponelicbkin hapmakonei) -
OHoB/EHMIA cepTudikaT Bif yxe
3aTBEPL)KEHOr0 BUPOOHYKA -
nofaHHs OHOB/NIEHOTO cepTudikary
BiANOBIAHOCTI EBpONEeiChkili
thapmakonei CEP 2017-080-Rev
06 Bif BXe 3aTBEpPAKEHOr0
BUpO6HMKa Hetero Labs Limited
Aito4oi peyosrHY EcumTanonpam
(3aTBepmxeHo: CEP 2017-080-
Rev 03; 3anponoHosaHo: CEP
2017-080-Rev 06)

92.

EK3OAEPUN
®

Kpem 1 %, no 151
a6o 30 ry Ty6i; no 1
Ty6i B KQPTOHHIW
Kopoo6Ui

CaHpo3
dapmacbloTi
Kans3 g.4.

CnoBeHisa

BMPOGHMK in bulk,
nepBuHHE i
BTOPUHHE
nakyBaHHs,

KOHTpONb: Mepk

KlraA & Ko Bepk

LWnitTanb, ABCTpIS;
BUNYyCK cepil:
CaHpo3 'mbX -

TexOnc, ABCTpIs;

BUPOGHMK in bulk,
nepBUHHE i
BTOPUHHE
nakyBaHHs,

KOHTPO/b, BUMYCK

cepii: Cantotac

dapma 'mbX,
HimeuunHa,;
KOHTpO/ib: CantoTac
dapma 'vbX,
HimeuunHa

ABcTpis/
HimeuunHa

BHECEHHS 3MiH 10 peecTpaviliHnX
mMaTtepianis: 3miHu Il Tuny - 3MiHK
3 aKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpOoGHMKa
BVXiZAHOr0/NPOMIXHOro
npoayKTy/peareHTy, WO
BUKOPVCTOBYHOTHCH Y
BMpo6HUYOMY npoueci Adl, abo
3MiHa BMPOGHUKa (BKKOYatoun, ge
HeobxiAHO, MicLe NpoBeAeHHS
KOHTPONIO sKOCTi) AdI (3a
BiICYTHOCTI cepTucpikata
BiANOBIAHOCTI EBpONeiichbkil
thapmakonei y 3aTBepKeHoMy
[ocbe)(BBEAEHHA HOBOMO
BMpOGHUKa APl 3 HaAaHHAM
macTep-gaiina Ha Adl) -
BBEAEHHA HOBOTrO BUPOOHUKa Ad|
3 HafaHHAM mMacTep-thaiina Ha
A®l, a came: Olon S.p.A, Via
Livelli, 1, 26852 Casaletto
Lodigiano, Frazione, Mairano
(LO), ltaly, Oitoua pegakuis: 1)
Sandoz Syntek llac Hammaddeleri
Sanayi ve Ticaret A.S., Turkey
MponoHoBaHa pepakuis: 1)
Sandoz Syntek llac Hammaddeleri
Sanayi ve Ticaret A.S., Turkey 2)

6e3 peyenma

UA/3960/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
Olon S.p.A, ltaly - BBeeHHs 3MiH
NpPOTAroMm 6-Tm MicALIB micns
3aTBEPAXKEHHSA
93. | ECKYBIT® TabneTku, BKpUTI MAT Ykpaiva MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauitHux 6e3 peyenma UA/3298/01/01
NAiBKOBOIO "rannudap "Kvismegnpenapart”, marepianis: 3miHu | TUny - 3MiHK 3
o060n0HKoto, no 40 M" Ykpaina; MNAT AKOCTi. A®Il. KoHTponb A®I. 3miHa
mr, no 10 TabneTok "Manuudapm”, y napameTpax cneuudikawii
y 6nicTepi; no 2 abo YkpaiHa Ta/abo fonycTMMMNX MeX,

4 6nictepun y nauui

BM3HAUYeHUX y cneyndikauisx Ha
A®I, ab60 BUXigHWIA/NPOMIKXHWIA
nNpoAayKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y NPOLIECI
BUPO6HMLUTBA AP (IHLWi 3MiHW) -
BHECEHHS 3MiH fo Cneumndikav,i
BUXiZHOT CUPOBUHY KaluTaHy
KIHCBKOro naoau, Lo
BMKOPUCTOBYETHLCS Y NPOLIECI
BMpOGHULTBa AD| EKcTpakT
N0AiB KallTaHy KiHCbKOro Cyxui,
3a nokasHukamm "Onuc", "Btparta
B Maci nNpu BUCYLLYBaHHI", "Badkki
MeTann" Ta A0AaHO NOKa3HUKN
"Mikpockonis", "laeHTudbikauis”,
"Po3mip yacTok", "CTOpPOHHI
LOMILLKN", "3aNULLKOBI KiTbKOCTI
nectuuuais”, "PagioakTnBHe
3abpyaHeHHs". 3MiHu | TNy -
3MiHu 3 siKocTi. APl KoHTponb
A®|. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTummx
MeX, BU3HaYeHnX y cneuudikawisx
Ha A®l, abo BMXifgHWA/NPOMDKHWIA
npoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y MPOLECI
BMPO6HMLTBA ADI (iHLLI 3MiHN) -
BHeCeHHSA 3MiH 40 Cneuudikauii
BUXIAHOT CMPOBMHN ByTaHon, LWo
BMKOPUCTOBYETHLCS Y NPOLIECI
BMpOGHULTBa AD| EKcTpakT
N0AiB KallTaHy KiHCbKOro Cyxuii,
30Kpema: 3a nokasHukamm
"BigHocHa rycTvHa" Ta "HeneTkuii
3aNMLWOoK" 3MiHEHI kpuTepil
NPUAHATHOCTI. 3MiHK | TURy -
3MiHK 3 akocTi. APl. KOHTpO/Ib
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
A®I|. 3miHa y napameTpax
crneundikauiii Ta/abo 4onycTuMmx

MeX, BU3HaueHux y crneumdikayisax

Ha A®I, a6o BMXigHWA/NPOMIKXHWIA
npoAayKT/peareHT, Wo
BUKOPVCTOBYIOTbCS Y NpoLeci
BMpo6GHULUTBa AP (iHLI 3MiHK) -
BHECEHHS 3MiH f0 Cneumndikav,i
BMXigHOT cpoBUHK ETaHon, wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMpo6HULTBa AD| EKCTpakT
N04iB KalTaHy KiHCbKOro Cyxui,
30KpeMa: BUTy4YEHHS nokasHuka
"3ani3o", npuBeeHHs NOKa3HNKIB
"laeHTudikayis", "J1eTki 4oMiwkun",
"MikpobionoriyHa uncrorta" go
BMMOT o401 MoHorpadii
EP/O®Y. 3miHu | Tvny - 3miHu 3
AKoCTi. A®Il. KoHTponb A®I. 3miHa
y napameTpax cneuudikawin
Ta/abo [onyCTUMMNX MEX,
BM3HAYeHUX y cneyudpikauisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA
npoAayKT/pearexT, Wwo
BUKOPVCTOBYIOTbCS Y NpOLiECi
BMPO6HMLTBA ADI (iHLLI 3MiHN) -
BHECEHHS 3MiH f0 Cneuundikau,i
BUXIAHOT CMPOBUHN Knucnota
X/TOPUCTOBOAHEBA, LLO
BUKOPVCTOBYETLCA Y NPOLIECI
BUpo6HMLUTBa AP| EKCTpakT
N104iB KalTaHy KiHCbKOro Cyxui,
30Kpema: 3amiHa Kucnotu
XJ/I0PUCTOBOAHEBOT TEXHIYHOT Ha
KMCNOTY X/I0PUCTOBOAHEBY
KOHLLeHTpOoBaHy. 3miHu | Tuny -
3MiHu 3 sKocTi. A®l. KoHTponb
A®|. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HaYeHuX y cneuudikawisx
Ha Adl, abo BMXifgHWA/NPOMDKHWIA
npoAayKT/pearenT, Wwo
BUKOPVCTOBYIOTbCS Y NpOLieCi
BMPO6HMLTBA ADI (iHLLI 3MiHN) -

BHECeHHs 3MiH g0 Cneumdpikauii
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BUXIAHOT CMPOBMHK Boga nuTHa,
LLIO BUKOPUCTOBYETLCSA Y NPOLECI
BMpOGHMLTBa AD| EKcTpakT
N04iB KallTaHy KiHCbKOro Cyxui,
30Kpema: 3aMiHa ekcTpareHTa
BOAW OUULLIEHOT Ha BOAY NUTHY.
3MiHu | TUny - 3MiHK 3 AKocTi. ADL.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauifx Ha Adl, abo
BUXIiAHWA/NPOMDKHWIA
npoayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCS Y NPOLECI
BMPO6HMLUTBA ADI (iHLWi 3MiHN) -
BHECEHHS 3MiH 0 po34iny
3.2.5.2.3. KoHTponb matepianis,
30Kpema: BUyYeHHs crieumdikawi
4ns 6aHKK 3i cknomacw,
cneumdikauii 4ns eTMKeTKu,
cneundikauii ans
METWALLeNI0N03M Ta BUNYUYEHHS
Ha3B BMPOOHUKIB BUXigHMX
marepianis. 3miHu | Tuny - 3miHK 3
AKocTi. APl BUpobHULTBO. 3MiHM
B npoueci BupobHuuTea AP (iHLwi
3MiHW) - BUTyYEHHS! BUPOGHYMKa
BUXigHOro MaTepiasny
MeTunuentonosa BO4OPO3YNHHA
MLI-100 TOB «Hiton-Edpipn
LLeN1t0/103U», pocist

94.

ECNA-
®OLMH®

MOPOLLIOK ANs
Opas1bHOT0 PO3UHUHY
no 3000 mr/naker,
no 8 r NopoLuKy
(3000 wmr gjrouoi
peYoBUHM) Y NakeTi;
no 1 nakety B
KapTOHHI ynakoBL,i

Ecnapma
M6X

HimeyunHa

BMPOGHMLITBO
Hepo3dacoBaHoro
NpoAyKTY, NePBUHHE
nakyBaHHs1,
BTOpPUHHE
nakyBaHHs1,
KOHTPO/b SKOCTI,
BUNYCK cepil:
Ninpodpapm MvbX,
HimeuunHa;
BTOpPUHHE
nakyBaHHs: ecnapmMa
dapma Cepsices
v6X, HimeyunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX

marepianis: 3miHu | TUNYy - 3MiHK 3

siKocTi. FoToBWIA Nikapcbkuii 3aci6.

3MiHU Y BUPOBHMLTBI (iHLUi 3MiHN) -
BUNPABNEHHS NOMW/IKM B PO34iNi
3.2.P.3.4. KOHTPO/1b KPUTUUYHUX
cTagili i NPOMiXHOT NpoAyKLii, a

came NoBepPHEHHS NMOMW/IKOBO
BWJ/Ty4YEeHOI NepeBipkn NepBUHHOT
ynakoBKWU.

3a peuenmom

UA/14782/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
95. | 3A/IOKC Kancynu no 50 wmr; dapmacaiiH KaHapa Bupo6bHuuTBO KaHnapa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyernmom He UA/8205/01/01
no 10 kancyn y C IHK. Hepo3dacoBaHoro NnuTtBa marepianis: 3miHu | Tuny - 3miHn nionsizae
6nictepi; no 3 NpoAyKTy, NepBrHHE Loao 6e3nekn/edpeKTMBHOCTI Ta
6nictepun y Ta BTOPUHHE hapMakoHarnsgy. 3miHa y
KapTOHHI kopo6uyj; nakyBaHHs, KOPOTKili XapakTepucTuL,i
no 250 kancyny KOHTPO/b AKOCTI, niKapcbKoro 3acoby, TEKCTi
donakoHax BUNYyCK cepil: MapKyBaHHS Ta IHCTPYKLUii 4115
dapmacaiiHc IHK., MeANYHOro 3aCToCyBaHHA Ha
KaHaga; BTopuHHe nigcTasi perynspHo
nakyBaHHs: OHOB/IIOBAHOTO 3BITY 3 6e3neku
JInToBcbKO- nikapcbkoro 3acoby, abo
HopBe3sbke 3AT [ocnigpkeHb 3 6e3nekn
Hopdchauewm, finutBa 3aCTOCyBaHHSA NikapcbKoro 3acoby
B nicnsapeecTpauiiHunii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITYy 3
JocnifxeHb, NpoBeAeHNX
BiANOBIAHO A0 NnaHy
nepiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3ropkeHO 3 KOMMETEHTHUM
YMOBHOB&XEHVM OpraHom) - 3MiHK
BHECEHO A0 IHCTPYKUIiT Ans
MeAM4HOro 3aCTOCyBaHHSA
nNiKapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakyii” BigMOBIAHO A0
iHbopmawuii 3 6e3neku aitoyoi
pPeYoBUHM
96. | 3INENOP® cnpeii OPOMYKO3HWIA, AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 peyenma UA/19354/01/01
nnoc po3uuH 1,5 mr/mn + "dapmak” martepianis: 3MiHu | TUNy - 3MiHK 3

5,0 mr/mn no 30 mn
y thnakoHi
nonieTnneHoBoMy
ab0 nNpo3opomMy
CKsiHOMY; no 1
donakoHy y nauui

skocTi. CepTuddikat
BignosigHocTI/lE-cepTudpikar
BiANoOBiAHOCTI EBpONEeiChkili
thapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiiChbkil
thapmakonei: gna A®l; ans
BMXigHOro
mMaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS
y BUpOGHULUTBI A®I; ans
[L0MOMDKHOT peYOBUHU
(cepTudpikat BigNOBIAHOCTI
€Bponelicbkin dhapmakonei) -
OHoBneHuit cepTudikar Big yxe




115

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

3aTBEPAKEHOr0 BUPOBHMKA -
NoAaHHs OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei Ne
CEP 2007-029 - Rev 06
(3aTtBepaxeHo: R1-CEP 2007-029
- Rev 05) ansa gito4oi pe4yoBuHH
LleTnnnipugoHito xnopugy Big Bxe
3aTBEPAKEHOrO BUPOBHMKaA
Dishman Carbogen Amcis Limited,
IHAiA.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
CepTtudpikat BignosigHocTi/lE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkii
hapmakonei/MoHorpadii.
MogaHHA HoBOro abo OHOBIEHOTO
cepTudikata BignosigHocTi abo
BW/TYYEHHS cepTudikata
BiANOBIAHOCTI EBPONENChKil
thapmakonei: gns A®l; ans
BUXIAHOTO
MaTepiany/peareHTy/MpoMiKHOTro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpo6HULTBI API; Ans
[0MOMDKHOT PEYOBUHM
(cepTudpikaT BignoBIgHOCTI
€Bponelicbkiin hapmakonei) -
OHoBeHunii cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHA OHOB/IEHOTO
cepTudikaTa BignoBIAHOCTI
€Bponeiicbkili hapmakonei Ne
CEP 2007-029 - Rev 07 gns
Aito4oi pevoBrHM LieTnanipnaoHiro
X/10pUAY Bif, BXE 3aTBEPKEHOTO
Bupo6bHuka Dishman Carbogen
Amcis Limited, IHgis. 3miHn | TNy
- 3miHu 3 aKocTi. A®l. KoHTponb
A®I. 3miHa y meTofax
BunpobyeaHHA APl abo BMXigHOro
Marepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo
BMKOPMCTOBYETHLCS Y NPOLIECI
BUpo6HMUTBa ADI (iHWi 3MiHK Y
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

mMeTogax BUNpoGyBaHHSA
(BKtovatoumn 3amiHy abo
[O0MNoBHEHHS) A®| abo
BUXIAHOTO/NPOMIXXHOr0O NPOAYKTY) -
BHECEHHS 3MiHV B METOANKY
BU3Ha4eHHs ana Ad|
LletunnipuguHito xnopua,
BMpo6Huka Dishman Carbogen
Amcis Limited, IHais 3a
NOKa3HNKOM «3aJ/INLLKOBI KifIbKOCTI
OpraHivYHMX PO3UYNHHUKIBY. 3MiHW |
MRy - 3MiHK 3 AkocTi. AdI.
KoHTposnb A®L. 3miHa y MeToAax
BunpobyeaHHA APl abo BuXigHOro
Marepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo
BMKOPMCTOBYETHLCS Y NPOLIECI
BMPOGHMLUTBA ADI (iHLI 3MiHK Y
mMeTogax BUNpoGyBaHHSA
(BKtovatoumn 3amiHy abo
[O0MNoBHEHHS) A®| abo
BUXIAHOTO/NPOMIXXHOr0O NPOAYKTY) -
BHECEHHS 3MiHV B METOANKY
BU3Ha4eHHs ana Ad|
LletunnipuguHito xnopua,
BMpo6Huka Dishman Carbogen
Amcis Limited, IHaisA 3a
nokasHUKoM «CynpoBigHi
LOMILLIKM».

97.

IBYNPOM
CNPUHT
KAMNC

Kancynm m'ski no
200 mr no 6 a6o no
10, a6o no 12
Kancyn y 6nictepi;
no 1 6nictepy B
KapTOHHI kopo6Lyj,
no 12 kancyny
6nicTtepi; no 2
6nictepu B
KapTOHHI kopobuyj,
no 10 kancyn y
6nictepi; no 3
6nictepu B
KapTOHHIA KOopooLi

tOHina6, /N

CLWA

Brpo6HMK
BiAnoBiganbHUii 3a
BMPOGHMLITBO,
KOHTPO/b Ta BUMYCK
npoaykty in bulk:
MaTteoH CochTaxenc
B.B., HigepnaHaw,;
Bupo6bHuk
BiANOBigaIbHUI 3a
yNakoBKY, KOHTPO/Ib
Ta BUNyck cepii
rOTOBOrO NPOAYKTY:
TOB HOC dapmauis,
MonbLwa

HigepnaHnaun
/ NonbLa

BHECEHHS 3MiH 10 peecTpavuiliHnX
martepianis: 3MiHu | TUNy - 3MiHK 3
skocTi. CepTuddikat
BignosigHocTI/lE-cepTudpikar
BiANOBiAHOCTI EBpONEiChkili
thapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudikaTa BignosigHocTi abo
BUYyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiChbkil
thapmakonei: gna A®l; ans
BMXigHOrO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS
y BUpOGHULUTBI A®I; ans
[0N0MiXHOT pedoBuHK (IFE-

6e3 peyenma

UA/6045/02/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

cepTudikaT BiANOBIAHOCTI
€sponelicbkin dhapmakonei ans
Adl/BnxigHOro
MaTepiany/peareHTy/npomMibKHOro
npoaykTy abo A0NOMIXHOT
peyoBuHM) - OHOB/IEHWIA
cepTudikaT Bif BXe
3aTBEPL)KEHOr0 BUPOOHYKA -
nogaHHsA oHosneHoro MNE-
cepTudikaTa BifgnoBigHOCTI
€sponelicbkin dhapmakonei ans
[OMOMDKHOT PEYOBUHM XenaTuH
Bif], BXe 3aTBEPAXEHOr0
BMpo6HMKa Russelot SAS — CEP
No. R1-CEP 2000-029-Rev 06
(nonepepnHs Bepcis CEP No. R1-
CEP 2000-029-Rev 05). 3MmiHu |
Tnny - 3MiHK 3 skocTi. CepTudikar
BignosigHoCTI/TE-cepTucpikart
BiANOBIAHOCTI EBPONENChKil
thapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudiikata BignosigHocTi abo
BU/yYEHHS cepTudikata
BiANOBIAHOCTI EBpONEiChkili
thapmakonei: gns A®l; ana
BMXiAHOTO
MaTepiany/peareHTy/npoMbKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCSA
y BUpo6HULTBI ADI; Ans
L0MOMDKHOT peyoBuHm (ME-
cepTudikart BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei ons
Adl/BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
npoaykTy abo AONOMiXHOT
peyoBnHM) - OHOBEHWNI
cepTudikar Big Bxe
3aTBEPAKEHOr0 BUPOOHMKA -
nofaHHsa oHosneHoro MNE-
cepTucpikaTy BignoBigHOCTI
€sponelicbkiin hapmakonei CEP
2000-045-Rev 06 (3aTBEPAXKEHO:
R1-CEP 2000-045-Rev 04) ans
[0NoMiXXHOT pevoBmHKM Gelatin Big




118

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
BXe 3aTBepA)KeHOro BUpobHuKa
Tessenderlo Group N.V.
98. | IK3UM TabneTku, BKpUTI Ckali ®apma O6'egHaHi CeHc Jlabopatopic IHais BHECEHHS 3MiH 10 peecTpavuiliHnX 3a peyenmom UA/19050/01/01
NNiBKOBOIO B3-TOB Apabcbki MeT. N14,. martepianis: 3miHu | TUny - 3MiHK
060/10HKOH0, Mo 400 Emipatu oo 6e3snekn/edhekTMBHOCTI Ta
mr; no 10 TabneTok thapmakoHarnagy (iHwi 3MiHu) -
y 6nictepi, no 1 OHOBJIEHHA TEKCTY MapKyBaHHS
6nictepy B MepBUHHOT Ta BTOPVMHHOI YNakoBOK
KapTOHHI ynakoBLi nikapcbkoro 3acoby. TepmiH
BBE/IeHHS 3MiH NPOTArom 6
MiCALIB MiC/1sA 3aTBEPKEHHS
99. | IHAAN® Tabnetku no 2,5 wr; NMPO.MEA.L, Yecbka BMPOGHULITBO 3a Yecbka BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom UA/4237/02/03
no 10 TabneTok y ClMparaa.c. | Pecnybnika MOBHVM LIVK/IOM: Pecny6nika marepianis: yTO4YHEHHA

6nictepi; no 3 abo 6
6nictepiB y
KapTOHHIiA KOpo6Li

MPO.MEA.LUC
Mpara a.c., Yecbka
Pecnyb6nika;
nepBuHHE i
BTOPWHHE
nakyBaHHs:
KOO®APMA c.p.o.,
Uecbka Pecnybnika

peecTpauiiiHoi npoueaypu Ta
[o3yBaHHA B Hakasi MO3
Ykpainu Ne 1151 Big 18.07.2025 -
3MiHn | TNy - 3MiHW 3 SKOCTI.
loToBMiA nikapcbkuii 3aci6. Onuc
Ta cknag,. 3miHa abo foAaBaHHA
LTamniB, NOTOBLLEHb ab0 iHLINX
MapKyBaHb, YK/TH0Haoun 3aMiHy
abo gofasaHHs thapb ans
MapKyBaHHs1 likapCbKOro 3acoby
(iHWi 3MiHW) - NpUBeAEHHSA
iHchopmaLii LWoA0 MOXIMBOro
AOineHHs1 TabneTKM NikapcbKoro
3acoby B 403yBaHHi 2,5 Mry
BiANOBIAHICTb 4,0 KOPOTKOI
xapaktepucTtukn (SmPC),
3aTBEpXEHIli y KpaiHi
BMPOGHMKa/3aABHMKa B Yechkiit
Pecny6niui, a came AONOBHEHHS
iHchopmalieto, LWwo TabneTky
MOXHa AinnTh Ha 2 abo 4 piBHi
YacTUHWY, 3 BigNOBIAHNMY 3MiHAMU
B po3gin «Onuc» MKA N3. 3miHn
BHECEHO B po3ain "/likapcbka
oopma” (OCHOBHI (i3NKO-XiMIYHi
BN1ACTUBOCTI) B iIHCTPYKL,itO ANs
Me[MYHOro 3aCTOCYBaHHS
nNiKapcbKoro 3acoby a5
[03yBaHHsA 2,5 Mr. BBeieHHs 3MiH
NpoTAroM 6-T1 MicALIB Micns
3aTBepixeHHs. Pepakuia B
HaKasi - BiACyTHSA iHthopmauis
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

WoA0 A03YBaHHA no 1,25 mr.

100.

IHAAN®

Tabnetku no 1,25
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nictepiB y
KapTOHHIA KopoobLi

MPO.MEA.LL
C MNpara a.c.

Yecbka
Pecny6nika

BMPOGHMLTBO 3@
MOBHUM LIIK/TOM:
MPO.MEA.LUC
Mpara a.c., Yecbka
Pecny6nika;
nepBuHHE i
BTOPUHHE
nakyBaHHs:
KOO®APMA c.p.o.,
Yecbka Pecny6nika

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: YTOUHEHHs
peecTpauiiiHoi npoueaypu Ta
[03yBaHHA B Haka3i MO3
YkpaiHu Ne 1151 Big 18.07.2025 -
3MiHu | TNy - 3MiHW 3 AKOCTI.
FoToBMIA NikapcbkmMin 3aci6. Onuc
Ta cknag. 3MiHa abo goAaBaHHs
LTamnis, NOTOBLLEHb ab0 iHLINX
MapKyBaHb, YKoUarun 3aMiHy
abo gopasaHHs thapb ans
MapKyBaHHS NikapCbKoro 3acoby
(iHWi 3MiHW) - NpuBeAEeHHSA
iHhopmauii Woa0 MOXINBOro
AineHHs TabneTkn Nikapcbkoro
3acoby B 403yBaHHi 2,5 Mry
BiANOBIAHICTb 4O KOPOTKOI
xapaktepucTtukm (SmPC),
3aTBEpMXEHIli Y KpaiHi
BMPOGHWKa/3asBHIKa B Yechkili
Pecny6niui, a came AONOBHEHHSA
iHdhopmalieto, Lo TabneTky
MOXHa AinnTn Ha 2 abo 4 piBHI
4YaCTUHW. 3MiHU BHECEHO B pPO34in
"Nikapcbka hopma” (OCHOBHI
Pi3nKo-XiMiYHi BNacTMBOCTI) B
IHCTPYKLUilO AN MeguyuHoro
3acTOCyBaHHS NikapCbKoro 3acoby
ONs fo3yBaHHA 2,5 Mr. BBefeHHsA
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMAxeHHs. Pefakuis B Hakasi
- BiACYTHSA iHdhopMaLisa Wwoao
[o3yBaHHsA no 1,25 mr. BipHa
pepakuis - Tabnetku no 1,25 wr;
no 10 TabneTtok y 6nictepi; no 3
a60 6 6nicTepiB y KAPTOHHII
KOpooLii.

3a peuenmom

UA/4237/02/02

101.

IHAANAMIA-
TEBA SR

TabneTku, BKPUTI
NAiBKOBOIO
060/10HKOI0,
NPONOHIroBaHoI Aji
no 1,5 mr; no 10
TabneTtok y 6nictepi,
no 3 6nictepu y

TOB «TeBa
YkpaiHa»

YkpaiHa

Mepkne 'M6X,
HimeuunHa
( BUPOGHMLTBO
Hepo3dacoBaHOro
NpoAyKTYy, A03BiN Ha
BMNYyCK cepil;
nepBrHHA Ta

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3miHu | Tuny - 3miHn
oo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -

OHOB/IEHO TEKCT MapKyBaHHS

NnepBUHHOT Ta BTOPUHHOI YNakoBK/

nikapcbkoro 3acoby, a came

3a peyenmom

UA/8999/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

Kopobui

BTOPMHHA ynakoBka,
KOHTpO/b cepii)

BW/Ty4EHO TUTY/IbHY CTOPIHKY A0
TEKCTY MapKyBaHHS, 3a3Ha4eHo
iHcbopMmaLito Wwoao 3as9BHUKA Y M.
11 TekcTy MapKyBaHHA BTOPUHHOI
Ta n. 5 NepBMHHOT yNakoBKu,
[0[,aHO Ha3BY [il040i PEYOBUHMN Y
N.2 NepBUHHOT Ta BTOPUHHOT
ynakoBKu, BKa3aHO HOMep
peecTpauiiiHOro NocBigYeHHS Y M.
12 TeKCTy MapKyBaHHA BTOPUHHOI
YyNakoBKMW, YTOYHEHO NoroTun Ta
BHECEHO He3HauHi pefakuiiHi
NpPaBKN B iHLUI NYHKTU TEKCTY
MapKyBaHHS. BBeeHHS 3MiH
NpoTArom 6-Tm MicAUIB micns
3aTBEPKEHHS

UA/14080/01/01

102.

IHNITA

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKO0, MO 1 Mr;
no 14 TabneTtok y
6nictepi; no 2 abo
no 4 6nictepu y
KapTOHHI Kopoo6Li

Mdpaiizep
Eitu.Ci.Mi.
Kopnopeiiw
H

CLWA

BMPOGHMLITBO,
BTOPWHHE Ta
nepBuHHe
nakyBaHHs,
TeCcTyBaHHS npun
BMNYCKY cepii,
TeCTyBaHHs npu
[OCNIIKEHHI
cTabinbHOCTI,
BWMYCK cepil:
Mdpaiizep
MeHiohekyypuHr
[Jonuneng rmoéX,
HimeuuunHa,;

TeCTyBaHHs npu
[OCNIIKEHHI
CcTabinbHOCTI:

KBiHTa-AHaniTuka
c.p.o., Yexis

Himeyuunna/
Yexia

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: YTOYHEHHSs
peecTpauiiiHoi npoueaypu B
Hakasi MO3 YkpaiHu Ne 240 Bipg,
11.02.2025 - 3miHu | TUNy -
AMIHICTPaTVBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu
MicLA NPOBaKEHHS [iANbHOCTI
BMpO6GHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOUaum
AOinbHWL BUMYycKy cepii abo micue
NpoBeAeHHS KOHTPOJO SKOCTI.
(@isnbHIiCTb, 3a AKy BigNoBifae
BMPOGHUK/iMNIOpPTEp, BKIOYa4M
BWMYCK cepiit) - AgMiHicTpaTuBHa
3MiHa y 3BA3KY 3i 3MiHOO agpecu
BMPOGHMKa. MicLie BUPOGHMLTBA,
MicLie po3TallyBaHHs Ta
BMPOBHMYMIA MpoLiec He
3MIiHIOI0TLCA. 3MiHN BHECEHO B
IHCTPYKLUilO AN MeguyuHoro
3acTOCyBaHHS MikapCcbKoro 3acoby
y po3gin «Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBaKEHHS OT0 AiS/IbHOCTI» 3
BiANOBIAHVMMN 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby. BBefeHHA 3MiH NpOTSArom

12-Tn micauis nicns

3a peuenmom
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Ymosu sionycky

Peknamys

Howmep

n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

3aTBEepPMKEHHS. 3MiHK | TUny -

aHHA

peecmpayjiliHo2o
nocBi04Y€eHHs1

3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOB/EHHSA TEKCTY MapKyBaHHS
NepPBUHHOI Ta BTOPUHHOT YNakoBOK
niKkapcbKoro 3acoby, a came: —
BWUJTyYEHHS CTUKEPa YKPaIHCbKOIO
MOBOIO, L0 HARHOCUTLCA Ha
KapTOHHY KOPOOKY; — BHECEHHS
pefakLuifiHuX NpaBoK y TEKCT
MapKyBaHHs MePBUHHOI YNaKoBKu
(nyHkTH 1, 3, 4) Ta BTOPUHHOI
ynakosku (nyHktv 1, 8, 13, 16, 17).
BBefeHHs 3MiH NpoTarom 12-Tu
MicALiB Nic/1a 3aTBEPAKEHHS.

UA/14080/01/02

103.

IHNITA

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKOI0, M0 5 Mr;
no 14 TabneTtok y
6nictepi; no 2 abo
no 4 6nictepu y
KapTOHHI Kopoo6Li

Mdpaiizep
Eitu.Ci.Mi.
Kopnopeiiw
H

CLWA

BMPOGHMLITBO,
BTOPWHHE Ta
nepBuHHe
nakyBaHHs,
TeCcTyBaHHS npun
BMNYCKY cepii,
TeCTyBaHHs npu
[OCNIIKEHHI
cTabinbHOCTI,
BWMYCK cepil:
Mdpaiizep
MeHiohekyypuHr
[Jonuneng rmoéX,
HimeuuunHa,;

TeCTyBaHHs npu
[OCNIIKEHHI
CcTabinbHOCTI:

KBiHTa-AHaniTuka

c.p.o., Yexis

Himeyuunna/
Yexia

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: YTOYHEHHSs
peecTpauiiiHoi npoueaypu B
Hakasi MO3 YkpaiHu Ne 240 Bipg,
11.02.2025 - 3miHu | TUNy -
AMIHICTPaTVBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu
MicLA NPOBaKEHHS [iANbHOCTI
BMpO6GHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOUaum
AOinbHWL BUMYycKy cepii abo micue
NpoBeAeHHS KOHTPOJO SKOCTI.
(@isnbHIiCTb, 3a AKy BigNoBifae
BMPOGHUK/iMNIOpPTEp, BKIOYa4M
BWMYCK cepiit) - AgMiHicTpaTuBHa
3MiHa y 3BA3KY 3i 3MiHOO agpecu
BMPOGHMKa. MicLie BUPOGHMLTBA,
MicLie po3TallyBaHHs Ta
BMPOBHMYMIA MpoLiec He
3MIiHIOI0TLCA. 3MiHN BHECEHO B
IHCTPYKLUilO AN MeguyuHoro
3acTOCyBaHHS MikapCcbKoro 3acoby

y po3gin «Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBaKEHHS OT0 AiS/IbHOCTI» 3
BiANOBIAHVMMN 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby. BBefeHHA 3MiH NpOTSArom

3a peuenmom

12-Tn micauis nicns
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
3aTBEepPMKEHHS. 3MiHK | TUny -
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOB/EHHSA TEKCTY MapKyBaHHS
NepPBUHHOI Ta BTOPUHHOT YNakoBOK
niKkapcbKoro 3acoby, a came: —
BWUJTyYEHHS CTUKEPa YKPaIHCbKOIO
MOBOIO, L0 HARHOCUTLCA Ha
KapTOHHY KOPOOKY; — BHECEHHS
pefakLuifiHuX NpaBoK y TEKCT
MapKyBaHHs MePBUHHOI YNaKoBKu
(nyHkTH 1, 3, 4) Ta BTOPUHHOI
ynakosku (nyHktv 1, 8, 13, 16, 17).
BBefeHHs 3MiH NpoTarom 12-Tu
MicALiB Nic/1a 3aTBEPAKEHHS.
104. | KA3EKCA KOHUEHTpaT ons leTepo IHgis leTepo /1ab3 IHgis BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/20525/01/01
pPO34MHy AN Na63 Nimiten mMartepianis: TexHi4Ha noMunka
iHcpys3iid, 60 Mry 1,5 NimiTen (3rigHo Haka3sy MO3 Big,
mn (40 mr/imn), y 23.07.2015 Ne 460), BunpaBneHHs
KOMM/IEKTi 3 TeXHIYHOT MOMUSIKK, NMOB’A3aHO 3
PO3YMHHUKOM; MO HEKOPEKTHUM NepeHeCceHHsM
1,5 MN KOHUEeHTpaty iHdhopmauii 3 matepianis
y thnakoHi, no 4,5 BMPOGHUKA 10 METOAIB KOHTPOJIHO,
MJ1 PO3YMHHUKA Y [ONyLEeHHA NOMUIIKN Y
chnakoHi; no 1 O0ONYCTUMUX Mexax rnokasHuka
donakoHy n.8.0 «O4HOPIAHICTb AO30BaHMX
KOHLUeHTpaTty Ta 1 OAVHULb» pO3finy
hnakoHy «Cneuyudikauis». 3a3HaveHe
PO34YMHHVKa B BUMpPaB/IeHHSA BiAMNoBigae
KapTOHHIA KopooLi [LOKyMeHTaLii BUpoBOHUKa, sika
npeacTaB/ieHa B apxiBHMX
MaTepianax.
105. | KANbLUIO Tabnetku no 500 mr AT YkpaiHa AT "Nly6Hnhbapm" YkpaiHa BHECEHHSA 3MiH 10 peecTpavLiiHnx Ne 10 - 6e3 UA/6048/01/01
FNHOKOHAT no 10 TabneTtok y "Ny6Hncpap martepianis: 3miHu | Tuny - 3MiHn peyenma; Ne 100 -
6nictepax; no 10 m" Loao 6e3nekn/edpeKTMBHOCTI Ta 3a peyernmom
Tabnetok y 6nictepi; thapmakoHarnagy (iHwi 3MiHu).
no 1 a6o no 10 OHOB/IEHHSA TEKCTY MapKyBaHHS
6nicTtepiB y naui 3 NepPBUHHOI Ta BTOPUHHOT YNakoBOK
KapToHY nikapcbKoro 3acoby, a came:
BW/TYYEHHS iHhopmauil,
3a3HavYeHol pociicbko MOBOO Ta
BHECEHHS pefaKLiiiH1X NpaBoK No
TeKcTy. BBefleHHs 3MiH NpoTArom
6 MicsUiB nicnsa 3aTBepAXEHHS
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

106.

KAHAELIMN
HD

Tabnetkn, 32 mr/25
mr; no 10 TabneTok
y 6nicTepi, o 1, no
3, no 10 6nicTepis B
Kopoo6ui

OPrAHOCU
H
NAN®CAEH
CU3 (E®
3ET 1)

OAE

EBepTomxeH Nalich

CaeHcus NimiTeq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeeseHHs abo

3MiHW [0 y3arasibHEHNX JaHuX Npo

cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3AiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNTIOBHOBaXEHOI
ocobw, BignoBigansLHoI 3a
3[jicCHeHHs hapmMakoHarnsgy
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHI
MacTep-chaina cuctemm
hapmakoHarnsagy). 3miHa
YNOBHOBAaXEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag.

[Litova pepakuis: a-p Awy fiin
LLlapma. MponoHoBaHa pefakuis:
LLinnkapeHko /ltogmuna KOpiisHa.

3MiHa KOHTaKTHUX AaHux
YNOBHOB&XEHOI 0CO6U 3asBHYIKa,
BiAgnoBiganbHOI 3a
hapmakoHarniag,.

3a peyenmom

UA/12282/01/01

107.

KAHAELWN
HD

Tabnetku, 32 mr/25
mr; in bulk: no 2500
Tabnetok B
noABiiHOMY MakeTi;
no 1 nakety B
KapTOHHI KOpooLi

OPIAHOCU
H
NAADCAEH
CU3 (E®
3ET )

OAE

EBepTomxeH Jaiid
CaeHcus flimiteq

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3miHu | TUny - 3MiHK
woao 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 Y3ara/ibHEHUX JaHuX npo
cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX AaHWX
npo cucTemy chapmakoHarsisgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHHS
hapmMakoHarnsay; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnsgy B YkpaiHi, skuio

UA/12283/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BOHa BifiMiHHa Bif, YyNOBHOBaXeHO|
ocobwu, BignoBifasibHOI 3a
3[jicCHeHHs1 hapMakoHarisgy
(BK/KOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremu
thapmakoHarnagy). 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAgNoBigasbHOI 3a
hapmakoHarnsg.

[itoua pepakuin: a-p Awy fiin
LLlapma. MponoHoBaHa pefakuis:
LLinHkapeHko Miogmuna HOpiiBHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBiganbHoI 3a
hapmakoHaring,.

108.

KAMPEOMIL,
VH

NOPOLLIOK A/1A
PO34UHY A5 iH'EKLLlA
no 1,0 r y dhnakoHax

MAT
"Kuismegnp
enapat"

YKpaiHa

NAT
"Knismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
martepianis: 3MiHu | TUNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBasbHWi
3aci6. 3miHa 6yAb-AKOi YacTUHU
mMartepiany nepBMHHOT ynakoBKuy,
LLIO He KOHTaKTYE 3 FOTOBUM
NiKapcbkUm 3ac060M (Hanpuknag,
KOMIP KPULLEYOK 3 KOHTPONEM
NepLLOro BifKPUTTS, KOMIP KOLOBMX
Kineupb Ha amnynax, KoHTellHepa
0015 TonoK (pi3Hi BUAW nnactMmacwu)
(3miHa, sika He BNMBaE Ha
KOPOTKY XapakTepucTuky
nNikapcbKoro 3acoby) - BHECEHHS
3MiH go p. 3.2.P.7. Cuctema
KOHTeliHep/3aKyrnopoBasibHuWi
3aci, a came ogaBaHHsA
aNbTEPHATUBHOIO TUMY KOBMAYKIB
aNloMiHIEBMX — KOBNAYKIB
TIOMIHIEBMX 3 N/1ACTUKOBOO
Haknaakot. Sk Hacnigok
BBefeHHs Cneundikauii Ha
KOBMayKu aslloMiHiEBi 3
NNacTUKOBOK HAKNaAKo, rOTOBI
00 cTepwisauii Ta BHECEHHSAM
BifgnoBiagHMX 3MiH Ao p. 3.2.P.3

3a peyenmom

UA/9885/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
Mpouec BUpo6HMLTBA NiKapCbKOro
3acoby Ta p. «YnakoBka» MKA /13.
3artBepmkeHo: Mo 1,0 r npenapary
Y CKNsIHOMY p1aKoHi, SIKWid
3aKynopeHuii NPo6KoK ryMOBOH i
06TUCHYTUIA KOBNAYKOM
antomiHieBrM.3anponoHosaHo: Mo
1,0 r npenapaty y CK/ssHOMYy
dhr1aKoHi, SKuiA 3aKynopeHuii
NPO6KOH r'yMOBOHO | 06TUCHYTWIA
KOBNa4ykoM aslloMiHieBUM 6e3
NNacTUKOBOI Haknagkn abo
KOBMA4ykoM asIloMiHIEBUM 3
NJacTVKOBOK HaKNagKoko.
109. | KAPAIOAAP PO34UH ONS iH'EKLLN, TOBAPUCT Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom UA/1713/01/01
OH- 50 mr/mn, no 3 mn B BO 3 06MeXeHo martepianis: 3MiHu | TUNy - 3MiHK 3
3400POB'A amnyni; no 10 OBMEXEH BiANOBIAALHICTIO skocTi. CepTuddikat
amnys y KapTOHHIl oo "papmMaueBTNYHa BignosigHocTI/lE-cepTudpikar
Kopobui; no 3 mn B BIANOBIOA KoMnaHis "3gopos'a” BiANOBIAHOCTI EBpONEeiichkili
amnyni; no 5 amyn y NbHICTIO thapmakonei/MoHorpadii.
6nictepi; no 1 a6o 2 «KOPTOPA MoaaHHA HoBOro abo OHOBMIEHOTO
6nictepn y LA cepTudikaTa BignosigHocTi abo
KapTOHHI Kopoo6Li «30POB'A BUyYEHHS cepTudikata

»

BiANOBIAHOCTI EBpONEeichbkil
thapmakonei: gna A®l; ans
BMXigHOrO
mMaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS
y BUpOGHULTBI A®I; ans
[L0MOMDKHOT peYOBUHU
(cepTudpikat BigNOBIAHOCTI
€Bponelicbkin dhapmakonei) -
OHoBeHWiA cepTudikar Bif yxe
3aTBEPKEHOrO BUPOGHMKA.
MogaHHA OHOBNEHOTO
cepTuduikaty BignoBiAHOCTI
€sponelicbkiit hapmakonei CEP
2003-216-Rev 10 gnsa gitovoi
PeyoBVHN amiofapoHy
rigpoxnopua Bif 3aTBepKEHOro
Brpo6HMKa GLENMARK LIFE
SCIENCES LIMITED y 3B’A3Ky 3i
3MiHOIO Ha3BM BUPOOHUKaA Ta
[0faBaHHAM [0 afpecu
ineHTMdpikaTopis opraHisauii Ta 1i
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
po3TallyBaHHS, MicLie
BMPOGHMLTBA HE 3MIHWIO0CH
(3aTtBepmxeHo: GLENMARK LIFE
SCIENCES LIMITED R1-CEP
2003-216-Rev 08;
3anponoHosaHo: ALIVUS LIFE
SCIENCES LIMITED CEP 2003-
216-Rev 10).
110. | KAPOIOMAIH | Tabnetku, BKpUTI TOB Ykpaina BMPOGHMLITBO 3a HimeyuunHa/ BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 peyenma UA/10141/01/01
n NNiBKOBOO "ACIHO NOBHWUM LMK/IOM: MaTepianis: 3miHa 3asBHuka /13
060/10HKOI0, 10 75 YKPAIHA" Takega Mv6X, Micle (MIBI) (BNacHuUka peecTpaLiiiHoro
mr, no 30 a6o no BMPO6GHULTBA noceigyeHHsn) (3rigHo Hakasy MO3
100 TabneTok y OpaHieHbypr, Big, 23.07.2015 Ne 460).
dnakoHi; no 1 HimeuunHa;
chnakoHy y a/lbTepHaTuBHa
KapTOHHIA KOpooLi AinbHUUs ons
NepBUHHOTO Ta
BTOPVHHOIO
nakyBaHHs1, BUMYCKy
cepii:
AciHo EcToHiss OY,
EcToHis;
anbTepHaTMBHa
OinbHULA
BMpPOGHMLUTBA Ta
KOHTPOJIO SKOCTI:
AciHo ®apma Arl',
LLiBeiiuapis;
KOHTpakKTHa
na6oparopis Ansa
KOHTPO/II0
"MikpobionoriyHoT
yucToTn'™:
MpuBaTHWiA
HayKOBO-[0CiAHWIA
iHCTUTYT Xennenep
'm6X, HimeyunHa
111. | KAPOIOMAIH | Tabnetku, BKpUTI TOB Ykpaina BMPOGHULITBO 3a HimeyunHa BHECEHHS 3MiH 10 peecTpaviliHnX Ne 30 — 6e3 UA/10141/01/02
1N ®OPTE NNiBKOBOO "ACIHO NOBHUM LUK/IOM: MaTepianis: 3miHa 3asBHuka /13 peyenma; Ne 100
060/10HKOH0, Mo 150 YKPAIHA" Takega M'M6X, Micue (MIBIM) (BnacHMKa peecTpauiitHoro

mr, no 30 a6o 100
TabneTokK y oy1akoHi;
no 1 cpriakoHy y
KAPTOHHII KOpoO6Lyi

BMPOGHULITBA
OpaHieHbypr

noceigueHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460):
3aTBEpAXEHO: AciHo dapma AT,
LLIBeliLapisi; 3anponoHoBaHo: TOB

— 3a peyenmom
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

"ACIHO YKPAIHA", YkpaiHa

112.

KBAUT®

PO34MNH OpasbHUIA;
no 100 mny
donakoHi; no 1
donakoHy 3
[03yH04MM
CTakaHOM/CTakaHOM
[03yto4nM y nadui

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: TexHi4Ha noMunka
(3rigHo Haka3sy MO3 Big,
23.07.2015 Ne 460). BunpasneHo
TEXHIYHY NOMWJIKY Y TEKCTI
MapKyBaHHS NepPBUHHOT yNakoBKM
nikapcbkoro 3acoby, a came B
nyHkTi 1. «<HA3BA NNIKAPCbKOIO
3ACOBY» - 0o Ha3BW NikapcbKoro
3aco0by A04aHO 3HaK OXOPOHHOIO
MapKyBaHHS. 3aTBepKeHO -
KBaiiT. 3anponoHoBaHo - Kealit®.
3a3HayeHe BUMNpaB/IeHHSA
Bignosigae marepianiam
peecTpauiiHoro Aochbe.

6e3 peyenma

UA/13812/01/01

113.

KEPABOPT

Kpem 5 %; no 250 mr
Kpemy B calle; no
12 a6o 24 cawe y
KapTOHHI kop6u,i

neHmapk
dapmacboT
nkans Jita,.

IHgis

neHmapk
dapmMacboTVKan3
nra.

IHgis

BHECEHHS 3MiH A0 peecTpauiiHnx
mMartepianis: 3miHu | Tvny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
MicLA NPOBaMKEHHS [iANbHOCTI
BMPOGHMKa (BK/IOYaouH, 3a
HEeoO6XiZHOCTI, MicLe NPOBeAEHHSs
KOHTPO/I0 SIKOCTi), ab0 BiacHuKa
macTep-haiina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCH Y
BMPOGHULTBI ADI (SKW0
3a3HayeHo y AOChE Ha NiKapCbKWii
3acib) 3a BiACYTHOCTI cepTudiikata
BiANOBIAHOCTI €BpPONENChKIl
thapmakonei y 3aTBepkeHomy
nocbe, abo BUPOOHUKA HOBOI
[0NOMDKHOT PEUOBMHM (SIKLLO
3a3HayvyeHo Yy [10Cbe). 3MiHa Ha3BK
BMPOGHUKa A®PI imMiksiMOA,.
Bupo6HMya ginbHuuA Ta BCi
BMPOGHMYI onepaLiii 3anmiaTbes
He3MiHHUMK. [litoya pefakuis -
Glenmark Life Sciences Limited,
India. MponoHoBaHa pepakuis -
Alivus Life Sciences Limited, India

3a peyenmom

UA/13581/01/01

114.

KETAMIH

PO3YUH ON15 iH'EKLLNA,
50 mr/mn; no 2 Mn B

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavuiliHnX
mMartepianis: 3miHu | TUny - 3MiHn

3a peyernmom

He
niosisieae

UA/1934/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

amnyni; no 10
amnyn y nauuj 3
KapTOHy; Mo 2 M/ B
amnyni; no 5 amnyn
y 6nicTepi; no 2
6nictepu y nauui 3
KapToHy; no 10 mny
donakoHi; no 5
chnakoHiB y nauui 3
KapToHy; no 10 mny
donakoHi; no 5
chnakoHiB y 6nicTepi;
no 1 6nictepy B
nauuj 3 KapToHy

oo 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
3MiHU BHECEHO [0 IHCTPYKUIiT Ans
MeAM4HOro 3aCTOCyBaHHA
nNiKapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakyji” woago
Heo6XiAHOCTI NOBIAOMIATY NPO YCi
BMNAAKM Mif03PHOBaHNX NOBGIYHNX
peakLujiii Ta BifCyTHOCTI
epeKTMBHOCTI NiKapcbKoro 3acoby.
TepMiH BBEEHHS 3MiH - NPOTArOM
6 micauiB nicns 3aTBepAKeHHS.
3MiHu | TUNY - 3MiHK WoA0
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLi
NiKapCbKOro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3aCTOCyBaHHS /iKapcbkoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynibTaT OLiHK/ 3BITY 3
AocnifmxeHb, NpoBeAeHNX
Bi4NOBIAHO 0 NaHy
negiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofpkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHO [0 IHCTPYKLi ANns
MeAV4HOro 3acToCyBaHHSA
niKkapcbKoro 3acoby [0 po3ainis
"Oco6MBOCTI 3aCTOCYyBaHHA",
"Cnoci6 3acTocyBaHHA Ta fo3Kn" Ta
"Mo6iyHi peaxuii” BignNosigHO A0
OHOB/IEHOT iHhopMaLlii 3 6e3neku
3aCTOCYBaHHSA /iKapCbKoro
3acoby.

TepMmiH BBEEHHS 3MiH - NPOTArOM
6 MicALiB nic/ia 3aTBepAKEHHS

115.

KITPYAA®

KOHLieHTpaT Aana
PO3UnHy ansi
iHdysilA, 25 mr/mn,

Mepk LWapn i
Joym IOEA
m6X

LLiBeiiuapis

BUPOBHMK
Hepo3dacoBaHol
NPoAYKLUIT, KOHTPO/b

Ipnangis/
Higepnanamn

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHK 3
SKOCTi. A®I. BUpo6GHMLTBO. 3MiHa

3a peyenmom

UA/16209/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
no 4 mn AKOCTi Ta BMPOOHUKA BUXiAHOrO/MPOMIKHOIo
KOHLeHTpaTy y TeCcTyBaHHS npoaykTy/peareHTy, Wo
chnakoHi; no 1 cTabinbHoCTI, BMKOPVCTOBYHOTbCS Y
donakoHy 3 nepBuHHe BMpo6HUYOMY npoueci Adl, abo
npenaparom B nakysaHHa: MC/, 3MiHa BUPO6HMKa (BKIOYatoun, ae
KapTOHHIA KopooLi IHTepHeLHN HeobXxigHO, MicLe NpoBeAeHHS

M6X/MCL, IpnaHgis
(Kapnoy), Ipnangisi;
KOHTPO/Ib AKOCTi Ta
TecTyBaHHS
cTabinbHocTi: MCL
IHTepHeLHN
MEX/MCL, IpnaHgis
(BpiHHi), IpnaHgis;
KOHTPO/Ib AKOCTi Ta
TecTyBaHHS
cTabinbHOCTI
roToBOro
nikapcbKoro 3acooby,
BMK/THOYAOUM
TecTyBaHHSA
akTmBHoCTI ELISA
(akTuBHICTb Ta
ineHTndikauis): H.B.
OpraHoH,
Higepnangu;
KOHTPO/Ib AKOCTi Ta
TecTyBaHHS
cTabinbHoCTI
roToBOro
niKkapcbKoro 3acoby:
MC/ Biotek B.B.,
HigepnaHgu;
KOHTPO/Ib SKOCTi Ta
TeCcTyBaHHS
cTabinbHoCTI
roToBOro
niKkapcbKoro 3acooby,
BUK/tOYA0UN
TecTyBaHHS
akTuBHocTi ELISA
(akTuBHICTb Ta
iaeHTuiKauis):
MC/ Biotek B.B.,
HigepnaHaw;

KOHTPONIO sKOCTi) AdI (3a
BiICYTHOCTI cepTucpikata
BiANOBIAHOCTI EBpONEeiChbKil
thapmakonei y 3aTBepaKeHOoMY
[0Cbe)(3MiHM 40 3ax0p4iB,
noB'A3aHuX 3 KOHTponem Adl, abo
[ofaBaHHA AinbHULi, ae
npoBOANTLCSA
KOHTPO/b/BMNPOGYBaHHSA cepii) -
nofasaHHa WuXi Advanced
Therapies, Inc. (WuXi), 400 Rouse
Blvd, Philadelphia, PA, USA
(Rouse400) B skoCTi caiiTy,
BiANOBIA&/IbHOIO 3a TECTYBaHHA
po6ounx 6aHkiB kNiTUH (working
cell banks, WCBs) ans
BMPOOHULTBA Ait04OT peYOBUHMN
nembponisymab. BBefieHHS 3MiH Y
yepBHi 2026 poky. 3MmiHu | Tuny -
3MiHu 3 sikocTi. A®l. KoHTponb
A®I. 3miHa y meTogax
BUNpobyBaHHsA APl abo BMXigHOrO
mMarepiany/npoMixXHOro
npoAyKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPMXEHNX MeTodax
BUMNPOOBYBaHHS) - HE3HAUHI 3MiHU B
CUCTEMI KNITUHHMX BaHKiB,
XapaKTepuCTULi Ta TEeCTYBaHHi, L0
BUKOPVCTOBYIOTbCS 4715
BMPOOHULTBA Ait0HOI peYOBUHMN
nembponisymab ans BuaasIeHHs
meToay TD-PCR (Touchdown-
PCR) sik gpyroro, ,o4aTkoBoro
MeToAy AN BUSHAYEHHS
BIACYTHOCTI MiKonaa3mu B
poboyomy 6aHKy KIiTuH (working
cell bank, WCB) Ta 3miH\ B
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
TecTyBaHHS 4acoBOMY iHTepBaUTi AN
cTabinbHOCTI: nepesipK/ 3MiHU KONbOPY i
TecTyBaHHSA Ka1laMyTHOCTI «3 KOXHOrO
LinicHOCTI 3aKpuTTA po60Y4Oro AHA Ha KOXHi 2-3 AHi»
KOHTEeWHepy: (y3rofpkeHHs 3 posgifiom <63>
HysicaH Mm6X, USP). BBeAeHHS 3MiH y YepBHi
HimeuuunHa; 2026 poky
BTOPUHHE
nakyBaHHA Ta
MapKyBaHHs1, 403BiN
Ha BUMYCK cepii:
OpraHoH XelicT 68,
Benbria; abo
Mepk Wapn i joym
5.B., Hinepnanan
116. | KNATIHON® TabneTtku, BKPUTI OPIAHOCU OAE EBepTomkeH Nalidy IHais BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/5974/01/01
o060n10HKot0, No 500 H CaeHcus Nimiteq, marepianis: 3miHu | Tuny - 3miHn
Mr + TabneTku, NANSGCAEH Loao 6e3nekn/edpeKTMBHOCTI Ta
BKPUTiI 060/10HKOIO, Cn3 (E® hapmakoHarnagy. BeegeHHs a6o
no 250 mr + kancynu 3ET ) 3MiHW [0 y3arasibHEHNX JaHuX Npo

no 30 wr;
KOMGIHOBaHWIA HaGip
AN nepopasibHOro
3acTocyBaHHA No42:
2 TabneTku XXoBTOro
KONbOpY Kpyrnoi
dhopmm (TuHigasony)
+ 2 Tabnetku
XXOBTOrO KO/bOpy
nosractoi hopmu
(knapuTpoMiLMHY) +
2 Kancynu
(naHconpasony) y
cTpwni, no 7 cTpunis
Y KapTOHHI nauui;
KOMGIHOBaHWIA Habip
AN nepopasibHOro
3acTocyBaHHs Ne42:
2 TabneTky XXOBTOro
KONbOPY Kpyrnoi
dhopmu (TUHIgasony)
+ 2 Tabnetkmn
XOBTOrO KO/IbOpy
JosracTtoi hopmm
(KnapuTpomiunHy) +

cuctemy chapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a 3AiiCHEHHS
thapmakoHarnagy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA AN 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BignoBigansLHoI 3a
3[jiicCHeHHs hapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa
YNOBHOBaXEHOI 0CO6M 3as1BHYIKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnag. ditova pegakuis:
o-p Awy fiin Wapma.
MponoHoBaHa pegakuis:
LLinHkapeHko Siogmuna HOpiiBHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiZNoBigaNbLHOT 3a
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

2 kancynu
(naHconpasony) —y
6nictepi, no 7
6nictepiB y
KapTOHHIM nayui

thapmakoHarnag,

117.

KNOTPUMAS3
on

Masb 1% no20ry
Ty6i; no 1 Ty6i B
nauuj 3 KapToHy

OPrAHOCU
H
NANSCAEH
CU3 (E®
3ETI)

OAE

EHK' 106 ETikans
MpaiisiT MimiTes

IHAis

BHECEHHS 3MiH 10 peecTpavuiliHnX
martepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpeKkTBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3ara/ibHEHNX JaHuX npo
cuctemy chapmakoHarisgy
(BBEAEHHSA y3arasibHeHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXKEHOI 0cobw,
BignoBigabHOI 3a 3AjACHEHHS!
thapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, Ko
BOHa BiMiHHa Bif, yNOBHOBaXEHOI
ocobu, BignoBiganbHOI 3a
3[jiCHEHHs1 hapMakoHarisay
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cucremm
thapmakoHarnagy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigansLHoI 3a
thapmakoHarnag. [itova pegakuis:
o-p Awy fiin Wapma.
MponoHoBaHa pegakLis:
LLinnkapeHko iogmuna KOpiisHa.
3MiHa KOHTaKTHUX gaHunx
YNOBHOBaXEHOI 0CO6M 3as1BHYIKA,
BiANOBIA&/IbHOI 3a
cthapmakoHarnsag

6e3 peyenma

UA/8794/01/01

118.

Konpono

Tabnetkn Ned: no 4
TabneTtkn y ctpuni,
no 1 ctpuny B
KapTOHHOMY
KOHBepTi, o 50
KOHBEpTIB Yy
KapTOHHIiA KOpo6Li

[xeHom
BioTek MBT.
nra.

IHais

[hxeHom bioTek IMBT.
nTa.

IHais

BHECEHHSA 3MiH 10 peecTpavLiiHnx
martepianis: 3miHu | Tuny - 3MiHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIll XapaKTepucTuLi
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUii Ans
Me/AMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynisipHo

3a peyenmom

He
nionsieae

UA/1799/01/01




132

n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

OHOBJ/IOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCyBaHHS Nikapcbkoro 3acoby
B nicnspeecTpauiiHunii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITYy 3
JocnifxeHb, NpoBeAeHNX
BiANOBIAHO A0 NnaHy
nepiatpnyHux gocnimkeHs (PIP)
(3MiHy y3rokeHO 3 KOMMETEHTHUM
YMOBHOB&XEHVM OpraHom) - 3MiHK
BHECEHO A0 IHCTpYKUIiT Ans
MeAM4HOro 3aCTOCyBaHHA
NiKapcbKoro 3acoby fo po3ainis
"B3aemogis 3 iHWMMU NiKapCbKMU
3acobamu Ta iHLWi Buan
B3aemogiin", "OcobnnBocCTi
3actocyBaHHs", "Mob6iuHi peakuyii
BignoBiAgHO iHhopmaLii Wwoao
6e3nekun Aitoyoi pevoBrHN
napaueramon

119.

KOJNXIKYM-
ANCNEPT

TabneTtku, BKPUTI
o6osoHKoto, o 0,5
mr; no 20 TabneTok
y 6nicTepi; no 1
6nictepy B
KapTOHHI kopo6uyj;
no 25 tabneTtok y
6nicTepi; no 1 abo 2
6nictepu B
KapTOHHIA KopooLi

dapmacene
KT
IHTEpHeLUHN
BeteniraHrs
6X

ABCTpis

Bunyck cepii:
Papmacenekt
IHTepHeLHN
BeteniraHra M6X,
ABCTPpis; BUpo6HUMK
N3, nepBuHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
KOHTPOb AKOCTI:
[aynt ®apma
BynbdiHr MM6X,
HimeuunHa

ABcTpis/
HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs a6o
3MiHW [0 y3arasibHEHNX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy,
3MiHa yNOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA AN 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BignoBigansLHoI 3a
3[jiicHeHHs hapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-chaiina cuctemm
thapmakoHarnagy). 3miHa
YNOBHOBaXEHOI 0CO6M 3as1BHYIKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnsg.

3a peyenmom

UA/14633/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

[Oitova pepaxkuis: Op. Knaygis
Ximni / Dr. Claudia Himly.
lMponoHoBaHa pepakuis: AHgpeac
MartTioc / Andreas Matthios. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXXEHO|
0co6u 3asiBHMKA, BiANOBiAa/IbHOT
3a (papmakoHarnsg,. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0co6u 3asiBHMKA, BiANOBiAa/IbHOT
3a (hapmakoHariag B YKpaii.

120.

KOMBIrPUMN
XOT CIn®

MOPOLLIOK ANs
OpasIbHOrO PO3YNHY
3 /IMMOHHUM CMaKoMm
no 5 r nopoLuky B
calle, no 10 cale B
KapTOHHIA KOpooLi

OPIAHOCU
H
NAAPCAEH
CU3 (E®
3ET )

OAE

EBepTomxeH Jalid
CaeHcmus flimiteq

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3miHu | TUny - 3MiHK
oo 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 Y3ara/ibHEHUX JaHuX npo
cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy chapmakoHarsisgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHHS
hapmMakoHarnsay; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifjMiHHa Bif, YNOBHOBaXEHO|
ocobwu, BignoBifasibHOI 3a
3[jiCHeHHs1 hapMakoHarisay
(BK/IOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnagy) - 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANOBIgaNbLHOT 3a
hapmakoHarnag. ditova pegakuis:
a-p Awy fiin Wapma.
MponoHoBaHa pegakLiis:
LLinHkapeHko Miogmuna HOpiiBHa.
3MiHa KOHTaKTHMX AaHnX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigansLHoI 3a
dhapmMakoHariag

be3 peyenma

UA/11503/01/01

121.

KOMBIrPUM
XOT CIn®

NOpOLLOK AN
OpaIbHOro pPo3ynNHYy
3 M&J/IMHOBUM
cMakoMm no 5r

OPrAHOCU
H
NANOCAEH
CU3 (Ed

OAE

EBepTomxeH Nalid
CaeHcus NimiTeq,

IHais

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3miHu | Tuny - 3miHn
oo 6e3snekn/edpekTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo

be3s peyenma

UA/11504/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

NOPOLLKY B calle, No
10 cawe B
KapTOHHIA KopooLi

3ET )

3MiHU [0 y3ara/lbHeHNX AaHuX Npo
cuctemy chapmakoHarisgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YyNOBHOBaXKEHOI 0cobw,
BignoBigabHOI 3a 34jACHEHHSI
hapMakoHarnsay; KOHTaKTHOl
ocobu 3 hapmakoHarnagy
3as1BHMKA 4115 34iICHEeHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BiMiHHA Bif, yNTOBHOBa&XEHOI
ocobu, BignoBiganbHoI 3a
3[jiCHEHHs1 hapMakoHarnsay
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigansbHoI 3a
thapmakoHarnag. [ivova pegakuis:
o-p Awy fiin Wapma.
MponoHoBaHa peaakuis:
LLnHkapeHko Niogmuna KOpiisHa.
3MiHa KOHTaKTHUX AaHnX
YNOBHOBA&XEHOT 0CO6M 3as1BHYKA,
BiANOBIA&/IbHOI 3a
hapMakoHarnsg,

122.

KOMBITPUMN®

Tabnetku, no 8
Tabnetok y 6nictepi
3 ¢honbru
aIIOMIHIEBOT | NNIBKK
noNiBiHIXNOPUAHOI
abo no 8 TabneTtok y
6nictepi i3 chonbrm
antoMiHieBol; no 1
6nictepy y nauuj 3
KapToHy; no 8
Tabnetok y 6nictepi
3 ¢honbru
aIIOMIHIEBOT | NNIBKK
noNiBiHIXNOPUAHOI
abo no 8 TabneTtok y
6nictepi i3 chonbrm
antoMiHiesol; no 1
6nicTepy y nayuj 3

OPIrAHOCU
H
NAVSGCAEH
CU3 (Ed
3ET 1)

OAE

EBepTomkeH Nalidy
CaeHcus NimiTeq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TMny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy,
3MiHa yNOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a 34iAiCHEHHS
thapmakoHarnagy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA AN 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BignoBigansLHoI 3a
3[jiicCHeHHs hapmakoHarnsgy
(BKIHOYAKYUM KOHTAKTHI AaHi)

6e3 peyenma

UA/2913/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
KapToHy; no 10 Ta/ab0 3MiHN Y PO3MILLEeHHI
nayokK y rpynosii MacTep-chaina cuctemm
nauuj 3 KapToHy; Nno hapmakoHarnsagy). 3miHa
4 TabneTkm y YNOBHOBA&XEHOI 0CO6M 3as1BHYKA,
6nictepi 3 hosbrn BiAnoBiganbHOI 3a
antoMiHieBoi; no 1 thapmakoHarnsag.
6nictepy y [Litova pepakuis: a-p Awy fiin
naneposomy LLlapma. MponoHoBaHa pefakuis:
KoHBepTi; no 20 LLinnkapeHko /ltogmuna KOpiisHa.
nanepoBmx 3MiHa KOHTaKTHUX AaHux
KOHBEPTIB y YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
rpynoBiii navuj 3 BiAgnoBiganbHOI 3a
KapToHy; no 4 thapmakoHarnsg,.
Tabnetkn y énicrtepi
3 chonbru
atoMiHieBoT; no 1
6nicTepy y nayui 3
KapToHy; no 20
nayvoK y rpynosii
nauuj 3 KapToHy
123. | KOMBIFPUN® | Tabnetky, in bulk: OPIAHOCU OAE EBepTomxeH Naiidh IHais BHECEHHS 3MiH 10 peecTpavuiliHnX - UA/2914/01/01

no 5000 TabneTok y H CaeHcus Jlimiteq martepianis: 3miHu | TUny - 3MiHK
nakeTax NAN®CAEH oo 6e3snekn/edhekTMBHOCTI Ta

Cn3 (E® hapmakoHarnsgy. BeegeHHs abo

3ETI) 3MiHW [0 y3araslbHEeHUX JaHuX Npo

cuctemy chapmakoHarisgy
(BBEAEHHA y3arasibHeHUX AaHuX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXKeHOI 0cobw,
BignoBiganbHOI 3a 3AiACHEHHS!
hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BiMiHHa Bif, yNOBHOBaXEHOI
ocobu, BignoBiganbHoI 3a
3[jiCHEHHs1 hapMakoHarnsay
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigansLHoI 3a
hapmakoHarnsg.
[Aitova pepgakuis: a-p Awy fiin
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
LLlapma. MponoHoBaHa pefakLis:
LLinnkapeHko Niogmuna KOpiisHa.
3MiHa KOHTaKTHUX AaHnX
YNOBHOBA&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a
chapmakoHarang,.
124. | KOMBICNA3 Tabnetku, no 10 OPIAHOCU OAE NOBHUIA LWKN IHais/ BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/3088/01/01
M® Tabnetok y 6nictepi H BMPOGHMLTBA: CnoBeHis marepianis: 3miHu | Tuny - 3miHn
3 ¢honbru NANOCAEH EBepTomxeH Naiid Loao 6e3nekn/edpeKTMBHOCTI Ta
IOMIHIEBOT Ta Cn3 (Ed CaeHcu3 flimiTes, hapmakoHarnsgy. BeegeHHs a6o
NAiBKMN 3ET ) IHAISA; NOBHWIA LWKN 3MiHW [0 y3arasibHEHNX JaHuX Npo
NOJIiXI0PBIHINOBOI; BMpo6HMUTBa: TOB cuctemy chapmakoHarnagy
no 1 6nictepy B "MAPI®APM", (BBELEHHSA y3araslbHEHNX AaHUX
KapTOHHI/ nayvj; no CnoBeHis npo cuctemy hapmakoHarnsgy,
10 TabneTok B 3MiHa YNOBHOBaXEHOI 0co6Y,
aIOMIHIEBOMY BiANOBIAa/IbHOI 3a 3AiiCHEHHS
6nictepi; no 1 hapMakoHarnsay; KOHTaKTHOI
6nictepy B ocobu 3 hapmakoHarnisgy
KapTOHHIiA nayvi; no 3asBHUKA 4151 3AiAICHEHHS
10 TabneTok B hapmakoHarnsgy B YkpaiHi, Ko
/1IOMIHIEBOMY BOHa BiiMiHHa Bif, yNOBHOBaXeHO|
6nicTtepi; no 2 ocobw, BignoBigansLHoI 3a
6nictepu B 3[jiicCHeHHs hapmakoHarnsgy
KapTOHHIM navi (BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-chaiina cuctemm
thapmakoHarnagy). 3miHa
YNOBHOBaXEHOI 0CO6M 3as1BHYIKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnag,
[Oitova pepakuis: a-p Awy fiin
LLlapma. MponoHoBaHa pefakuis:
LLinHkapeHko Siogmuna HOpiiBHa.
3MiHa KOHTaKTHUX AaHuxX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANOBIgaNbLHOT 3a
hapmakoHarnag,.
125. | KOMBICNAS3 Tabnetku in bulk: no | OPFAHOCU OAE NOBHWIA LMK IHgis/ BHECEHHS 3MiH A0 peecTpauiiHnx - UA/3089/01/01
M® 1200 Tabnetok y H BMPOGHMLTBA: CnoBeHis martepianis: 3miHu | TUny - 3MiHK
nakeTax y navkax 3 NAND®CAEH EBepTomkeH Nalidy woao 6esnekun/edpekTMBHOCTI Ta
KapTOHYy Cn3 (Ed CaeHcus flimiTes, thapmakoHarnsgy. BeegeHHs abo
3ETI) IHAiS; NOBHWIA LWKN 3MiHW [0 y3ara/lbHeHUX JaHuX Npo

BMpo6HUUTBa: TOB
"MAPID®APM",
CrnoBeHist

cucTemy chapmakoHarnagy
(BBEAEHHS Yy3arasIbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3MiHa YNOBHOBaXEHOI 0cobu,

BiANOBIA&/IbHOI 3a 34iICHEHHS

thapmakoHarnsay; KOHTakTHOl

ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YyNOBHOBaXeHO|
ocobwu, BignoBifasibHOI 3a
3[jiCHeHHs1 hapMakoHarisgy
(BK/KOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cucremu
thapmakoHarnagy). 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAgnoBiganbHOI 3a
thapmakoHarnag,

[itoua pepakuin: a-p Awy fiin
LLlapma. MponoHoBaHa pefakuis:
LLinHkapeHko Miogmuna HOpiiBHa.

3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigansLHoI 3a
hapmakoHarang,.

126.

KOMNAKCOH®
-TEBA

PO34UH A5 iH'EKLLN,
20 mr/mn; no 1 mn
npenapary y
nonepeaHL0
HanoBHEHOMY
wnpuui; no 1
nonepeaHL0
HanoBHEHOMY
LUNPULLY B KOHTYPHIl
YapyHKOBIli yrnakoBLi
3anasiHiii nanepom
a6ono 1
nonepeaHL0
HanoBHEHOMY
LUNPULLY B KOHTYPHIl
YapyHKOBIll yrnakoBLi
3anasHili NniBKoto;
no 28 nonepenHL0

TOB «TeBa
YKpaiHa»

YKpaiHa

BMPOGHMLITBO 3a
NOBHUM LIMIK/TOM:
TeBa
dapmaLeBTikan
lHpacTpi3 NT4,.,
13pains;
BMPOGHMLITBO 3a
NOBHUM LIIK/TOM:
HopToH Xenckea
Nimitepg T/A
AVIBEKC
PapmacboTVKan3
tOK, Benvka
BpuTaHis; KOHTPO/b
cepii (noBHe
TeCTyBaHHs,
BK/THOHAIOUM HA
CTEepPW/IbHICTb Ta

13pains/
Benuka
BpuTanis/
HigepnaHnaun
| YropwmHa/
13painb

BHECEHHS 3MiH 10 peecTpavuiliHnX
martepianis: 3MiHu | TUNy - 3MiHK 3
akocTi. A®l. KoHTponb AdI. 3miHa
y MeTogax BunpobysaHHa A®l abo
BUXIAHOrO MaTepiany/npomiKHOro
npoayKTy/peareHTy, WO
BUKOPVCTOBYETLCA Y NPOLIECI
BUpPO6HMLUTBA AP| (HE3HAYHI 3MiHK
y 3aTBEpMXEHUX MeTogax
BMNPOGYBaHHS).
[ofasaHHA TepMiHy NpuaaTHOCTI
0,1H po3unHy LiOH B
anbTepHaTUBHIA MeToauLi
KiNNbKiCHOro BM3HaYeHHS BUXigHOT
PevYoBMHM anaHiH npu
BMpo6HULTBI A®I MNaTupamepy
auetaty. 3miHu | TMny - 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa

HarnoBHEHNX bakTepianbHi y MeTogax BunpobysaHHa A®l abo
wnpuyis y €HO0TOKCUHU, ane BUXIAHOrO MaTepiany/npomiKHOro
KOHTYPHUX OKpim BionoriyHoro npoaykTy/peareHTy, Wo
YapyHKOBUX TECTyBaHHS): BUKOPVCTOBYETLCA Y NPOLIECI

3a peuernmom

UA/6307/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
ynakoBkax y $apmaxemi b.B., BUpPO6HMLUTBA AP| (HE3HAYHI 3MiHK

KapTOHHI/ Kopoo6Li

HigepnaHgu;
KOHTpOsb cepii
(TinbKM GionoriyHe
TECTYBaHHS):
AT
dapmaLeBTUYHUI
3aBof TeBa,
YropumHa;
KOHTpONb cepil
(Tinbkn GionorivyHe
TecTyBaHHs): ABGiK
nra., 13painb;
KOHTpONb cepii
(aHaniTnyHe
TecTyBaHHA Ta
BWBYEHHS
cTabinbHOCTI): A3is
Kewmikan IHaacTpi3
Nra., 13painb

y 3aTBEPIXEHUX MeTogax
BMNpOGYBaHHS). [logaBaHHSA
TepmiHy npugartHocTi 0,1H
po3unHy LIOH, skuii
BUKOPWCTOBYETHCSA B
anbTepHaTUBHIA MeToauLi
KifIbKICHOrO BU3HAYEHHS BUXigHOT
peyoBWHM rnyTamar npu
BMpO6HULTBI A®I natupamepy
auetaty. 3minu | Tuny - 3miHu 3
akocTi. A®l. KoHTposnb A®L. 3miHa
y MeTogax BunpobysaHHA AP| abo
BMXiAHOrO Martepiany/npomikHOro
npoAyKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPMXEHNX MeTodax
BMNPO6YBaHHs). [logaBaHHA
TepMiHy npugatHocTi 0,1H
po3unHy LIOH B anbTepHaTuUBHIlA
MeTOAMLj KiNIbKICHOro BU3HAYeHHS
BVIXiZHOT PEYOBWHW Mi3VH Npn
BMpo6bHUUTBI A®I [NaTupamepy
auetaty. 3miHu | TMny - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa
y MeTogax BunpobysaHHs APl abo
BUXIZAHOrO MaTepiany/npomiKHOro
npoayKTy/peareHTy, WO
BUKOPVCTOBYETLCA Y NPOLIECI
BUpPO6HMLUTBA AP| (HE3HAYHI 3MiHK
y 3aTBEPIXEHUX MeTogax
BMNpOGYBaHHS). [logaBaHHA
TepmiHy npugartHocTi 0,1H
po3unHy LIOH B anbTepHaTuBHii
MEeTOAMLj KiNIbKICHOro BU3HaYeHHs
BUXIAHOT PEYOBMHU TUPO3UH Npu
BMpo6HULTBI A®I MNaTnpamepy
auetaty. 3minu | TUny - 3miHu 3
AKoCTi. A®Il. KoHTponb A®I. 3miHa
y MeTogax sunpobysaHHa APl abo
BMXigHOro Martepiany/npomixHOro
NpoAyKTy/peareHTy, Lo
BMKOPMCTOBYETHLCS Y NPOLIECI
BMpo6HMUTBA AP| (HE3HAYHI 3MiHK
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

y 3aTBEPMXEHNX MeTodax
BMNPoO6yBaHHSA). OHOB/IEHHSA
po3giny peaktuBy eHon, Lo
BUKOPVCTOBYETLCA Y BUPOOHULITBI
A®I Mnatupamepy auetary
(mopatkoBi pekomeHAaauili Woao
BUNPOBYBaHOr0 PO3UnHyY y
BM3HaYeHHi Boau 3a Kapnom
diwepom). 3MiHn | TUNY - 3MiHK 3
AKocTi. A®Il. KoHTponb A®I. 3miHa
y MeTogax sunpobysaHHa APl abo
BMXigHOro Martepiany/npomixxHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETHLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLI 3MiHK Y
mMeToAax BUNpoGyBaHHSA
(BrntOvatoum 3amiHy abo
[OMnoBHEHHS) A®| abo
BUXIAHOrO/NPOMIXHOr0O NPOAYyKTY).
OHOBMEHHSA pPO3g4iny peakTusy
AIOKCaH, L0 BUKOPUCTOBYETLCS Y
BMPOOHULTBI A®I natupamepy
auetaty (goaaBaHHs HOBOTO
npunagy ansa bIY cnekrpockonii
0N igeHTudiKaLli AiokcaHy 3a
ponomoroto 14-cnekTpa, Ta
nepernsgy MeToAuKu Nepesipkn
npugatHocti cuctemu (MMNC), wo
[,03BO/ISE a/IbTEPHATVBHE
npurotyeBaHHA peareHTy AcH y

BOA)).

127.

KOPCAP®
MOHO

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO10, No 80
mr, no 10 TabneTok
y 6nicTepi, no 3 abo
no 9 6nictepis y
nauuj 3 KapToHy

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3miHu | TUny - 3MiHK
woao 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TekCTi
MapKyBaHHS Ta IHCTpYKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnipkeHb 3 6e3neku
3acTOCyBaHHS NikapCcbKoro 3acoby
B MicnsipeecTpauiiHunii nepioa, abo

3a peyenmom

He
nionsiecae

UA/17796/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

AK pe3ynbTar OLiHKM 3BITY 3
AOCNigpKeHb, NPOBEAEHNX
BiAMNOBIAHO A0 MnaHy
negiatpuyHmx gocnimpxkeHs (PIP)
(3MiHY Y3rof)XeHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVIM OpraHom) - 3MiHu
BHECEHO B iHCTPYKLi0 AN
Me[MYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ginis
"Oco61MBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHi peakuii" BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLiii Woao
6e3nekun 3acTocyBaHHA Aitoyol
PEYOBUHM 3TiHO 3
pekomeHpauieto PRAC.
TepMiH BBEEHHS 3MiH NPOTAroM 6
MiCALIB MiC/S 3aTBEPKEHHS

128.

KOPCAP®
MOHO

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOI0, MO 160
mr, no 10 Tabnetok
y 6nicTepi, no 3 abo
no 9 6nictepis y
nadui 3 KapToHy

AT
"®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
martepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpeKkTMBHOCTI Ta
hapmakoHarnsagy. 3miHa y
KOPOTKIili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKLUIi 4115
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCyBaHHS /iKapcbKoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynbTaTt OLiHK/ 3BITYy 3
JocnifmxeHb, NpoBeAeHUX
BiANoBIAHO A0 NnaHy
neaiatpnyHux gocnimkeHs (PIP)
(3MiHy y3rofpkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHO B iHCTPYKL0 415
MeM4HOro 3acTOCyBaHHSA
nikapcbKoro 3acoby [0 po3ainis
"Oco6nMBOCTI 3acTOCyBaHHA" Ta
"MobiuHi peakyii” BigNOBIAHO A0
OHOBEHOI iH(hopMaL,i LWwoao
6e3nekn 3acTocyBaHHs Ajto4oi
PEYOBMHW 3rigHO 3

3a peyenmom

He
nionsieae

UA/17796/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

pekomeHpauieto PRAC.
TepmiH BBEAEHHSA 3MiH NPOTAroM 6
MicsILiB Micnsi 3aTBEPAKEHHS

129.

KOPCAP®
TPIO

TabneTtku, BKPUTI
NNiBKOBOO
060/10HKOt0, N0 160
mr/5 mr/12,5 wmr, no
10 TabneTok y
6nictepi; no 3
6nictepun y nayui 3
KapToHy

AT
"®apmak”

YkpaiHa

AT "dapmak”

Ykpaina

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans
MeAMNYHOro 3aCTOCyBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnigpkeHb 3 6esneku
3aCTOCyBaHHSA Nikapcbkoro 3acoby
B nicnspeecTpauiiHunii nepiog, abo
AK pe3ysibTar OLiHKM 3BiTY 3
JocnifxeHb, NpoBeAeHnX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkers (PIP)
(3MiHy y3ropkeHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OpraHoMm) - 3MiHK
BHECEHO B iIHCTPYKL,i0 ANA
MeAMYHOro 3aCTOCyBaHHSA
NiKapcbKoro 3acoby fo posainis
"Oco6nMBOCTI 3aCTOCyBaHHA" Ta
"Mo6iyHi peakuii" BigNoBIAHO A0
OHOB/IEHOT iHdhopMaLiii LWoa0
6e3nekn 3acTocyBaHHs iyl
PEYOBMHM 3rifHO 3
pekomeHgauieio PRAC.
TepMiH BBEAEHHSA 3MiH NPOTAroM 6
MiCsILiB MicNs 3aTBEpKEHHS

3a peyernmowm

He
nionseae

UA/18176/01/01

130.

KOPCAP®
TPIO

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO0, N0 160
Mmr/10 mr/12,5 mr, no
10 TabneTtok y
6nictepi; no 3
6nicTepn y nayui 3
KapToHY

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3miHu | TUny - 3MiHK
Loao 6e3snekn/edeKkTBHOCTI Ta
papMakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLUii 415
MeJMYHOro 3aCTOCyBaHHs Ha
nigcTasi perynspHo
OHOB/THOBAHOrO 3BITY 3 6e3nekn
niKkapcbKoro 3acoby, abo

3a peyenmom

He
nionsieae

UA/18176/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

nocnipkeHb 3 6e3neku
3acTOCyBaHHS MikapCbKoro 3acoby
B nicnsipeecTpauiiHuii nepiog, abo
AK pe3ynbTar OLiHKM 3BITY 3
AOCNigpKeHb, NPOBEAEHNX
BiAMOBIAHO A0 MiaHy
negiatpuyHmx gocnimxkeHs (PIP)
(3MiHY Y3ro)XKeHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVIM OpraHom) - 3MiHu
BHECEHO B iHCTPYKL0 AN
Me[MYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3ginis
"Oco61MBOCTI 3aCTOCYyBaHHA" Ta
"Mo6iuHi peakuii" BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLiii Woao
6e3nekun 3acTocyBaHHA Aitoyol
PEYOBUHM 3TiHO 3
pekomeHgaujieto PRAC.
TepMiH BBEAEHHS 3MiH NPOTAroM 6
MiCALIB MiC/s 3aTBEPKEHHS

131.

KCAPENTO®

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO10, No 2,5
mr; no 14 Tabnetok
y 6nicTepi; no 1 abo
4 6nictepu B
KapTOHHIM navi

Baiiep Al

HimeuunHa

N5 BCbOro
BMPOBHUYOrO
npovecy:
Baiiep AT,
HimeuumnHa,
Baiiep Xenckep
MaHydakTypiHr
C.P.N., Itanis;
Baiiep Bittepdensa
rvméX (gns
nakysaHHs Ne 56
(14x4)), HimeuunHa;
07151 BTOPUHHOIO
nakyBaHHs:
LTeremaHH MM6X i
Ko. KI', HimewunHa

ITania/
HimeuunHa

BHECEHHS 3MiH 10 peecTpavuiliHnX
martepianis: 3MiHu | TUNY - 3MiHK 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMUTBI. 3amiHa abo
BBEJEHHSA [OAATKOBOI Ai/IbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOBHMYOro npouecy
roTOBOrO NikapCbKOro 3acoby
(ainbHUUSA ANA BTOPUHHOMO
nakyBaHHs) (415 nakyBaHHA Ne 56
(14x4)) BBefeHHsa foaaTkoBol
BMPOGHWYOI AinbHNLi Baiiep
Bittepcenba MNm6X, OpTwTaiine
IpenniH, Ceiinractep LLocce 1,
06803 bitteptensa-BonbgeH,
HimeuunHa gns BTOPUHHOIO
nakysaHHs /13.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALB Nic/1a 3aTBePIXKEHHS.
3MiHu | TNy - 3MiHW 3 AKOCTI.
[oToBMIA nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3aMiHa abo
BBEJEHHSA [OAATKOBOI Ai/TIbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOGHMYOro npouecy

3a peuernmom

He
nionsieae

UA/9201/01/04
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
roTOBOro NikapCbKoro 3acoby
(AinbHMUA ANA NEPBUHHOIO

nakyBaHHs) (419 nakyBaHHs Ne 56

Bittepcenba MNm6X, OpTwTaiine

(14x4)) BBefeHHsa foaaTkoBol
BMPOGHWYOI AinbHNLi Baiep

IpenniH, Ceiinractep LLocce 1,
06803 Bittepthensa-BonbgeH,
HimeyunHa gns nepBUHHOrO
nakyBaHHs 13. BBegeHHs 3MiH
NpPOTAroMm 6-Tm MicALIB micns
3aTBEPMKEHHSA. 3MiHN | Tuny -
3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEJEHHSA [0AATKOBOI Ai/IbHUL
BMPOGHMLTBA A1 YacTUHN abo
BCbOr0 BMPOBHMYOro npouecy
roTOBOro NikapCbKoro 3acoby
(AinbHMUA, Ha AKili TPOBOAATLCSA
6yab-AKi BUPO6HUYI cTagji, 3a
BUHATKOM BUMYCKY Cepii,
KOHTPO/IO SIKOCTi, NEPBUHHOIO Ta
BTOPVHHOIO NakyBaHHS, 41
HeCTepUbHUX NiKapCbKnx
3aco6iB) (o115 nakyBaHHsi Ne 56
(14x4)) BBepeHHa AoaaTKOBOI
BMPOGHUWYOI AinbHUL Baiiep
BitTepdensg MeX, OpTwTaiib
Ipennin, Ceiinractep LLocce 1,
06803 bitTeptensa-BonbgeH,
HimeyunHa gns BUpo6bHMLTBA
npogaykuii in-bulk. BBegeHHS 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUny -
3MiHW 3 SKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, Lo CTOCYTbCH
BUNYCKY cepii Ta KOHTPOIHO AKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo fofaBaHHSA
BMPOGHMKa, Lo BiAMNoBiAae 3a
BBE3eHHA Ta/abo BMNYCK cepii) -

Bksitoyaroum
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

KOHTPONb/BUNPOGYBaHHSA cepii
(ansa nakyBaHHa Ne 56 (14x4))
BBefeHHs1 f,0AaTKOBOI BUPOOHUYOT
AinbHuui Baliep bitTepdenss
M6X, OpTwTains penniH,
Ceiinractep Locce 1, 06803
BitTepcensa-BonbgeH,
HimeuumnHa, BignoBiganbHoI 3a
BWMYCK cepii. 3MiHN BHECEHO B
IHCTPYKLUiO AN MeguyHoro
3acTOCyBaHHS MikapCbKoro 3acoby
Y po34inn «BupobHuK» Ta
«MicuesHaxoKkeHHs BUPO6HMKa
Ta agpeca Micus NpoBaKEeHHS
oro gisnbHOCTI» (foAaBaHHSA
BUPOBHMKA), K HACNILOK —
3aTBEPIKEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby 4719 A0AATKOBOro
BMPOGHUKA. BBEAEHHS 3MiH
NpoTArom 6-TM MicALIB micns
3aTBEepPMKEHHS. 3MiHK | TUny -
3MiHu 3 sKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMUTBI. 3MiHU y npoLeci
BMPOGHMLTBA rOTOBOIO
nikapcbKoro 3acoby, BKIOYaK4n
NPOMIKHWI NPOAYKT, L0
3aCTOCOBYETLCS MNPV BUPOOHULITBI
rOTOBOrO JlikapCbkoro 3acoby
(He3HayHa 3MiHa y npoleci
BMPOGHMLTBA). He3HauHi 3MiHM B
npoueci BupobHuuTtea 13, a
came — OHOB/IEHHSI TemnepaTypu
NoBITPS Ha BXOAj 4715 NOKPUTTS [0
70-120° C anst 3anpornoHoBaHol
BMPOGHUWYOI AinbHUL Baiiep
Bittepdensg MmoX. Ans
BMPOGHMYOT AinbHuLi Baliep Al
(NeBepky3eH) 3anMwaeTbeA
Temnepatypa 80-120° C.
BBefieHHs 3MiH npoTArom 6-tm
MicauiB nicns
3aTBEPMKEHHA.3MiHM | TUnYy -
3MiHK 3 SKOCTi. FOTOBWA
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

nikapcbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHa po3mipy cepii
(BkNKOYAKOUM AjanasoH po3mipy
cepil) roToBOro Nikapcbkoro
3acoby (36inbweHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAXKEHUM
po3Mipom). 3anpoBapKeHHS
36i/1bLLEHOr0 po3Mipy cepii 700 kr
ANA TabneTok, BKPUTUX N/1iIBKOBOO
060/10HKOI0 N0 2,5 Mr,
BMPO6eHNX KomnaHieto baiep
Bittepcensa MM6X. BeegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHKW | TUny -
3MiHKM 3 SKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa po3mipy cepii
(BKNKOYAKOUM AianasoH po3mipy
cepil) roToBOro NikapcbKoro
3aco6y (3meHLweHHsA fo 10 pasis).
3anpoBakeHHA 3MEHLLEHOrO
po3mipy cepii 245 kr (2.8 million
coated tablets) ans HoBoro
BMpOGHWKa baiiep BitTepcensa
v6X, HimeuunHa Ha BigMmiHy Bif
3aTBEPAKEHOro po3mipy cepii ans
BMPO6HUKa JleBepky3eH (350 Kr).
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB NicNs 3aTBEPAKEHHS.

132.

NEBEPET
MIHI

TabneTku, BKpUTI
NAiBKOBOIO
o6os0oHKoto, 0,10
mr/0,02 wr; no 21
Tabnetui B 6nictepi;
no 1, 3 abono 6
6nictepis B
KapTOHHI KOpooLi

3eHTiBa, K.C.

Yecbka
Pecny6nika

KOHTPO/b SIKOCTI,
BMPOOHULITBO
rOTOBOrO NPOAYKTY,
nakyBaHHS, BUNYCK
cepii: Jlabopatopioc
JNleoH ®apma, C.A.,
IcnaHis;
MiKpo6ionoriyHuiA
KOHTPO/b:
NABOPATOPIO
EYEBAPHE, C.A,,
IcnaHis;
a/lbTepHaTuBHa
[insiHKa BTOPYHHOIO
nakysaHHsa: TOB
MaHaHTian IHTerpa,

IcnaHis

BHECEHHS 3MiH 10 peecTpavuiliHnX
martepianis: 3MiHu | TUNy - 3MiHK 3
skocTi. CepTuddikat
BignosigHocTI/lE-cepTudpikar
BiANOBiAHOCTI EBpONEiChkili
thapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudikaTa BignosigHocTi abo
BUYyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiChbkil
thapmakonei: gna A®l; ans
BMXigHOrO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS
y BUpOGHULUTBI A®I; ans
[,0NOMKHOI peqyoBUHU

3a peuernmom

UA/15001/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
IcnaHis; (cepTudpikat BigNOBIAHOCTI
albTepHaTBHa €sponelicbkin hapmakonei) -
[insiHKa BTOPUHHOTO OHoBreHWiA cepTudikar Bif yxe
nakysaHHsa: ATAIC 3aTBEPKEHOro BUPOGHMKA -
DPAPMA, C.1., noJaHHs OHOBJIEHOro cepTucpikaty
Icnanis BiANOBIAHOCTI EBpONEeChKil
thapmakonei CEP 2003-127-Rev
03 Bif 3aTBEPAKEHOTO BUPOBHMKA
Industriale Chimica s.r.l., ITanis
Ail0Y0i PeYoBMHU NTEBOHOPrecTpen
B 3B’A13KY 3 OHOBJIEHHAM
cneuudikauii A®| (3aTBEpAKEHO:
R1-CEP 2003-127-Rev 02;
3anponoHosaHo: CEP 2003-127-
Rev 03).
133. | NIEBOTUPOK | nopoLuok AT Ykpaiva MenTigo M6X HimeuunHa BHECEHHS 3MiH 10 peecTpauitHux - UA/0630/01/01
CUH HATPIKO | (cy6cTaHuis) B "®apmak” marepianis: 3miHu | Tuny - 3MiHK 3

MilLKax noagiiHMX
nonieTMNeHoBux
AN BUpobHMLTBA
HecTepuIbHNX
nikapcbknx hopm

AKocTi. CepTuduikat
BignosigHOCTI/TE-cepTucpikat
BiANOBIAHOCTI EBpONEChbKil

thapmakonei/MoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudiikata BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpONEeichkili
thapmakonei: gns A®l; ans
BUXi4HOrO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCSA
y BUpo6HULTBI ADI; Ans
[L,0MOMDKHOT peYOBUHU
(cepTuddikaT BigNOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoB/EHWIA cepTudikaT Bif yxe
3aTBEep)KEHOro BUPOOHYKa -
nofaHHA OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-
CEP 1998-048 - Rev 06
(3aTBepaxeHo: R1-CEP 1998-048
- Rev 05) gns A®l Levothyroxine
sodium Big, 3aTBEpPAXKEHOTO
BMpo6Huka Peptido GmbH,
HimeuumnHa. Ak Hacnigok,
BigOyNCb 3MiHN B MeToAaX
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
KOHTPO/O cybCTaHLUil 3a
MOKa3HNKOM «3a/INLLIKOBI KiSIbKOCTi
OpraHiYHUX PO3UMHHUKIBY,
«Mogutn», Ta B p. «Tepiog
peTecTyBaHHs» (3aTBEPAXKEHO: 2
pOKM; 3anponoHoBaHo: 36 MicsL,iB)
BignosigHo o sumor CEP.
MpuBeaeHO METOAN KOHTPOSIO
cy6cTaHLUii 3a NoKa3HUKOM
«laeHTudikalis» y BignNoBigHICTb
[0 BMMOr MoHorpadii €.
134. | MNIBOMAK 600 | TabneTtku, BKpUTI Makneopc IHAjsA Makneogc IHAis BHECEHHS 3MiH 10 peecTpavuiliHnX 3a peyernmom He UA/9086/01/01
NNiBKOBOO dapmacboT dapmacboTukanc martepianis: 3MiHu | TUNy - 3MiHK 3 nionsieae
060/10HKO0 No 600 nkasnc Nimiteq AKocTi. [0ToBWIA Nikapcbkuii 3aci6.
Mr; 1o 4 TabneTkn y Nimiten Cucrema
cTpwni; no 1 ctpuny KOHTelHep/3aKynopoBasibHWiA
Y KapTOHHii 3aci6. 3MiHa y NepBUHHIli ynakoBLyi
ynakosui; no 10 roTOBOrO JliKkapCbKOro 3acoby (Tun
TabneTtok y cTpuni; KOHTeliHepa ab0 AofaBaHHs
no 1 a6o 6, abo 10 HOBOrO KOHTeHepa) - Teepai,
CTPUNIB Y KAPTOHHIN M’'SIKi T2 HeCTepW/IbHI Piaki
ynakosLi; no 10 nikapceki hopmu. BBeeHHS
Tabnetok y 6nictepi; [0AAaTKOBOI YNakoBKY J1iKapCbKOro
no 10 6nictepiB y 3aco6y Nel00 (10x10) y 6nicTepax
KapTOHHI ynakoBLi (Al-PVC) po 3atBepmKeHol
ynakoBku (Al-Alu Strip), 3
BHECEHHSM BifNOBIAHNX 3MiH [0 p.
«YnakoBKa». 3MiHN BHECEHO B
IHCTpYKLil0 ANns MegnyHoro
3aCTOCyBaHHS /iKapcbKoro 3acoby
B pO3Zin "Ynakoska" y 3B'A3Ky 3
BBEAEHHAM [04ATKOBMX YMakoBOK,
AK HAC/MifOK - 3aTBEPAKEHHS
TEKCTY MapKyBaHHS 104aTKOBUX
yMakoBOK flikapCbKoro 3acoby.
BBeneHHs1 3MiH NpoTAroM 6-tv
MiCsILiB MicNs 3aTBEpKEHHS
135. | NIPA® PO34MH ONs iH KL, AT Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyernmom UA/13370/01/01
500 mr/4 mn, no 4 "®papmak” mMartepianis: 3miHu Il Tuny - 3MiHu

M B amny”ni; no 5
a6o 10 amnyny
nauui 3 KapToHy; no
4 mn B amnyni; no 5
amnyn y 6nictepi; no
1 a6o no 2 6nictepn

3 AKoCTi. A®I. (iHLLi 3MiHK).
Bupo6Hmkom A®| LinTukoniH
Hatpito Zenji Pharmaceuticals
(Suzhou) Ltd., KuTaii Big6ynocs
oHoB/ieHHA DMF 3 meToio
npueeneHHa A®PIl oo cyvyacHuUx
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

B NauLj 3 KApTOHy

BuMor 3 Bepcii Version 1.1, March
2021 po sepcii Version 1.3, June
2024. OCHOBHi 3MiHW: - 3MiHM A0
aHasliTUYHNUX METOAMK; -
36iMbLLEHHS Nepioay
peTecTyBaHHS 3 24 micsAuiB Ao 36
MiCAILYiB; - OHOBJ/IEHHS IHLUMNX
po3ginis DMF, noB’A3aHuX 3i
3MiHaMU B aHaUTITUYHKX
MeToAmKax Ta nepiogi
peTecTyBaHHs. AK HacNigoK
BHECEHHS 3MiH O METOANK
BMNPo6yBaHHA A®I LinTnkponiu
HaTpilo Big BUpobHuka M3
(BXigHWIA KOHTPONb cy6CTaHLUIT) 3a
nokasHuvkamu "Xnopugn",
"Cynbgatun”, "CynposigHi
OOMILLKK".

136.

NIPA®

PO3YUH O151 iH'EKLLNA,
1000 mr/4 mn; no 4
M/ B amnyni; no 5
ab6o 10 amnyn y
nauuj 3 KapToHy; No
4 mn B amnyni; no 5
amnyn y 6nictepi; no
1 a6o no 2 6nictepu
B MauLi 3 KapToHy

AT
"®dapmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu Il Tuny - 3miHn
3 AKOCTi. ADI. (iHLWi 3MiHK).
Bupo6bHrkom A®I LinTukoniH
HaTpito Zenji Pharmaceuticals
(Suzhou) Ltd., KuTaii Big6ynocs
OoHoB/NeHHss DMF 3 meToto
npveefeHHA A®| [0 cyvacHuX
BuMor 3 Bepcii Version 1.1, March
2021 po Bepcii Version 1.3, June
2024. OCHOBHi 3MiHW: - 3MiHW A0
aHaNiTUYHUX METOAVK; -
36iMbLUEHHS Nepioay
peTecTyBaHHS 3 24 micAuiB Ao 36
MICALB; - OHOB/IEHHS IHLINX
po3ainis DMF, noB’A3aHuX 3i
3MiHaMM B @aHaNIiTUYHKX
MeToAuKax Ta nepiogi
peTecTyBaHHs. AK HacnifoK
BHECEHHS 3MiH 0 METOANK
BMNpo6yBaHHA A®I LinTukponiH
HaTpito Bif BUpobHuka M3
(BXigHWIA KOHTPONb Ccy6CTaHLIT) 3a
nokasHuvkamu "Xnopugn",
"CynbtpaTn", "CynposigHi
OOMiLLKK".

3a peyernmowm

UA/13370/01/02

137.

NOoKoIA

eMyNbCis HalKipHa,

YENJAPAP

HimeyunHa

Temmnep Itania

ITanis

BHECEHHS 3MiH A0 peecTpaLiiHnx

3a peyenmom

UA/4471/03/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

KPENO

1mr/rno30ry
dnakoHi; no 1
chnakoHy B
KapTOHHIM nayi

M
ApuHaimiTT
enb M6X

C.p.n.

mMartepianis: 3miHu | TUny - 3MiHK
oAo 6esnekn/edpekTBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn).
3MiHV BHECEHO Y TEKCT
MapKyBaHHS NepBuHHOI (. 6) Ta
BTOPUHHOI (M. 3, 16, 17) ynakoBku
nikapcbkoro 3acoby. BeeneHHs
3MiH NPOTArom 6-Tn MicALiB nicns
3aTBEPMAKEHHSA

138.

NOKOIA®

Kpem, 1 mr/r no 30 r
B Ty6i; no 1 Ty6i B
KapTOHHIM navui

YEMNADAP
M
ApuHaimiTT
enb MM6X

HimeyunHa

Temmnep Itania
C.p.n.

ITanisa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3MiHK 3
[KocTi. [0ToBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /likapCcbKoro
3aco06y (iHwi 3MiHK). MpuBeaeHHs
MEeTOZIB KOHTPOJIO JTiKapCbKOro
3acoby y BiANOBIAHICTb A0
mMarepianis BUPOGHMKa. 3MiHU |
TUny - 3MiHK 3 AKoCTi. [0TOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKkapcbkoro 3acoby (iHLwui
3MiHM). OHOBNEHHSA BXe
3aTBEPAKEHNX METO/IB KOHTPOSO
SIKOCTi JTiKapCbKOro 3acoby y
3B’A3KY 3 Nepeknafom AepXaBHoo
MOBOIO 3riJHO Cy4aCHWNX BUMOT.

3a peyenmom

UA/4471/04/01

139.

NOKOoIA®

Kpem, 1 mr/r no 30 r
B Ty6i; no 1 Ty6i B
KapTOHHI nauui

YENNADAP
M
ApLHaiMITT
enb M'M6X

HimeuunHa

Temmnep Itastia
C.p.n.

ITanis

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3miHu | TUny - 3MiHK
Loao 6e3snekn/edeKkTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHm).
3MiHV BHECEHO Y TEKCT
MapKyBaHHA NepBuHHOI (M. 6) Ta
BTOPVHHOI (M. 3, 16, 17) ynakoBku
nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS.

3a peyenmom

UA/4471/04/01

140.

NOMNIHABIP/
PUTOHABIP
MAKNEOAC

TabneTku, BKPUTI
NNiBKOBOO
o6os1oHkoto no 100
Mmr/25 mr, no 60
Tabnetok y
nnacTMKoBOMY
donakoHi i3
noninponinieHoBNM
3aXVCHUM
NPUCTPOEM Bif

Makneopc
dapmacboT
nkasc
Nimiten

IHais

Makneogc
PapmMacboTUKaC
Nimiteq

IHais

BHECEHHS 3MiH [10 peecTpaviliHnX
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpekTMBHOCTI Ta
hapMakoHarnsgy. 3miHu y
KOPOTKili xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans
MeAMYHOro 3aCTOCYBaHHSA
reHepunyHUX/ribpuaHyx/6ionoaioHN
X Nikapcbknx 3acobis nicns

3a peyenmom

He
nionseae

UA/19934/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

AiTei, Wo MiCTUTb
[Ba calle 3
cunikarenem

BHECEeHHS TiEl caMol 3MiHM Ha
pedepeHTHUI NpenapaT (3miHa He
noTpebye HafiaHHS XXOAHNX HOBUX

[04aTKOBUX JaHuX) - 3MiHU
BHECEHO [0 IHCTPYKLi ANns
MeAVYHOro 3acTOCyBaHHSA

nNiKapcbKoro 3acoby y po3ainv
"B3aemogis 3 iHWMMU NiKapCbKnMm
3acob6amu Ta iHwWi Buan
B3aemogijit”, "OcobmBocTi
3acTocyBaHHS" 3rigHO 3
iHchopmauieto LWoA0 MeauyHOro
3acTocyBaHHA pedyepeHTHOro
nikapcbkoro 3acoby (Kaletra 200
mg/50 mg film-coated tablets).
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiC/S 3aTBEPKEHHS

141.

NOMNIHABIP/
PUTOHABIP
MAKNIEOAC

TabneTku, BKpUTI
NAiBKOBOIO
o60s10HKot no 200
mr/50 mr, no 120
Tabnetok y
nnacTMKoBOMy
donakoHi i3
noninponisieHoBNM
3aXMCHUM
NPUCTPOEM Bif,
AiTei, Wo MiCTUTb
ABa cauwe 3
cunikarenem

Makneopc
dapmacboT
nKanc
Nimiteq

IHAjsA

Makneogac
PapmMacboTUKaC
Nimiten

IHAis

BHECEHHS 3MiH 10 peecTpaviliHnX
martepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpeKkTMBHOCTI Ta
hapmakoHarnsagy. 3miHun y
KOPOTKIili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKLUIi 4115
MeAMYHOro 3aCTOCyBaHHSA
reHepuyHuX/ribpuaHyx/6ionogioHn
X nikapcbkux 3acobiB nicns
BHECEHHS Ti€i camol 3MiHV Ha
pedepeHTHUI NpenapaT (3miHa He
noTpebye HaflaHHS XXOAHUX HOBUX
[04aTKOBMX JaHuX) - 3MiHU
BHECEHO [0 iHCTPYKLi ANns
MeM4HOro 3acTOCyBaHHSA
niKapcbKoro 3acoby y po3ainmv
"B3aemogis 3 iHWMMU NiKapCbKrMm
3aco6amu Ta iHLWi Buan
B3aemogijit”, "OcobmBocTi
3acTocyBaHHSA" 3rigHO 3
iHbopmaieto Wwon0 MeguyHoro
3acTocyBaHHs pethepeHTHOro
nikapcbkoro 3acoby (Kaletra 200
mg/50 mg film-coated tablets).
BBeneHHst 3MiH NpoTAroM 6-Tu
MiCALIB MiC/1s 3aTBEPKEHHS

3a peuernmom

He
nionsieae

UA/19934/01/02

142.

MAAIHET®

TabneTkn, BKPUTI

TOB "MIBE

YkpaiHa

Mibe TM6X

HimeyuynHa

BHECEHHS 3MiH A0 peecTpaLiiHnx

3a peyenmom

UA/15840/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
NNiBKOBOO YKPAIHA" ApuHalimiTTens marepianis: 3MiHu | TUNY - 3MiHK 3

o6onoHKoto, rno 0,03
Mmr/2 wmr; no 21
Tabnetui y énictepi;
no 1 a6o no 3, abo
no 6 6nictepis B
KapTOHHIA KOopoo6Li

akocTi. A®l. KoHTponb A®I (iHwi
3MiHN) - 3MiHa KpUTepiiB
NPWUAHATHOCTI 38 NOKa3HWMKOM
«Po3mip yacTok» BignoBigHO
HOBOrO 3arnponoHOBAHOIO MeToAy
BMNpobyBaHHsA (in-house laser
diffraction method) Big BUpo6HUKa
rN3. 3miHu | TMNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®L. 3miHa y
mMeTodax BunpobysaHHs A®| abo
BMXigHOro Martepiany/npomixxHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETHLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLI 3MiHK Y
mMeToAax BUNpoGyBaHHSA
(BrntOvatoum 3amiHy abo
[OMnoBHEHHS) A®| abo
BUXIAHOTO/NPOMIXXHOr0O NPOAYKTY) -
BHECEHHS 3MiH f0 MeTogis
BMNpobyBaHHA AdI
ETuHinecTpagion, 3okpema:
3amMiHa fitlo4oro meToay
BUMPOBYBaHHSA 3a NOKa3HNKOM
"Po3Mip yacTok" Ha HOBUIA MeTOf
(in-house) Ha npunagi Mastersizer
3000 Big B1po6HKKa MN3. 3miHn |
TMny - 3MiHK 3 AkocTi. API.
KoHTponb A®l. 3miHa y meTogax
BMNpobyBaHHA APl abo BMXigHOTO
mMaTepiany/npomiKHOro
npoayKTy/peareHTy, WO
BUKOPVCTOBYETLCA Y NPOLIECI
BMpo6HULTBa API (BUYUYEHHS
mMeToAy BUNPOOYBaHHsS AN
Adl/peareHTy/npomiXHOro
NPOAYKTY, SKLLO anbTepHaTUBHWIA
METO/, BXe 3aTBEPIKEHWNNA) -
BHECeHHS 3MiH g0 MeTtogis
BUNpobyBaHHA AdPI
ETuHinecTtpagion Big BMpo6HMKa
['N13, 30kpema: BU/TyYEHHS
BUNPOBYBaHHSA LLOAO
MiKPOCKOMIYHOr0 BU3HAYEHHS
yacTtok (Microscopy test) ans Adl
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
ETuHinectpagion BMpo6bHuLITBA
KomnaHii Bayer AG
143. | MEMA TabneTku, BKpUTI TOB «TeBa Ykpaina AkTasic 1TA. ManbTa BHECEHHS 3MiH 10 peecTpavuiliHnX 3a peyenmom UA/19082/01/01
NNiBKOBOIO YkpaiHa» martepianis: 3miHu | TUny - 3MiHK
060/10HKOH0, Mo 10 oo 6e3snekn/edhekTMBHOCTI Ta
Mr no 14 TabneTtok y thapmakoHarnagy (iHwi 3MiHu) -
6nicTepi; no 2 abo OHOB/1EHO TEKCT MapKyBaHHS
no 4 6nictepu y NepPBUHHOT Ta BTOPUHHOI YNaKoBK/
KapTOHHIA KopoobLi nikapcbKoro 3acoby, a came
BW/TYY4EHO TUTY/IbHY CTOPIHKY A0
TEKCTY MapKyBaHHS, 3a3Ha4eHo
iHbopmaLito LWoA0 3aaBHMKA Y .
11 TekcTy MapKyBaHHSA BTOPUHHOI
Ta n. 5 NepBUHHOI YNakoBKu,
BKa3aHO HOMep peecTpauiiiHoro
NocBigYEeHHS Yy N. 12 TekcTy
MapKyBaHHA BTOPUHHOT YNakoBKu,
BHECeHO 3MiHmy n. 3tan. 4
TEKCTY MapKyBaHHSA NepBUHHOT
yNakoBKMW, YTOYHEHO NoroTun Ta
BHECEHO He3HauHi pefaKuiiiHi
NPaBKN B iHLUI NYHKTU TEKCTY
MapKyBaHHs. BBeAeHHS 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS
144. | MEMA TabneTkn, BKPUTI TOB «TeBa Ykpaina AkTasic 1TA. ManbTa BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/19082/01/02
NNiBKOBOO YkpaiHa» martepianis: 3miHu | TUny - 3MiHK

060/10HKO0, Mo 20
Mr o 14 TabneTok y
6nictepi; no 2
6nictepn y
KapTOHHI KOpooLj

Loao 6e3snekn/edeKkTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHm) -
OHOB/IEHO TEKCT MapKyBaHHS
NepBUHHOT Ta BTOPUHHOI YNaKoBKu
nikapcbKoro 3acoby, a came
BW/Ty4EHO TUTY/IbHY CTOPIHKY A0
TEKCTY MapKyBaHHs, 3a3Ha4eHo
iHhopmaLito LWoA0 3asBHMKa Y .
11 TeKcTy MapKyBaHHA BTOPUHHOI
Ta n. 5 NepBUHHOI YNakoBKu,
BKa3aHO HOMep peecTpauiiniHoro
NocBigYEeHHs Y N. 12 TekcTy
MapKyBaHHA BTOPWHHOI YNakoBKu,
BHECEHO 3MiHM y n. 3tan. 4
TEKCTY MapKyBaHHA NepBUHHOT
yNakoBKW1, YTOYHEHO N10rOTUN Ta
BHECEHO HEe3HauHi peAakLiiHi
NpaBKW B iHLWI NYHKTN TEKCTY
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MapKyBaHHs. BBeeHHs1 3MiH
NpPOTAroMm 6-Tm MicALIB micns
3aTBEPAXKEHHSA

145.

MEMAHTUH-
TEBA

TabneTtku, BKPUTI
NNiBKOBOO
o060n0HkKoto, no 10
Mmr; no 14 TabneTok
y 6nicTepi; no 2
6nictepu y
KapTOHHI KOpooLi

TOB «TeBa
YkpaiHa»

YkpaiHa

AkTasic NT/,

ManbTa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
OHOB/IEHO TEKCT MapKyBaHHSA
NepBUHHOI Ta BTOPUHHOT YNaKkoBKK
nikapcbKoro 3acoby, a came
BW/TyY4EHO TUTY/bHY CTOPIHKY A0
TEKCTY MapKyBaHHs, 3a3Ha4eHo
iHhopmaLito LWoA0 3aaBHMKa Y .
11 TekCTy MapKyBaHHA BTOPUHHOT
Ta n. 5 NepBvHHOI yNakoBKu,
[0aHO Ha3BY Ail040T PeYOBUHN Y
M. 2 TEKCTY MapKyBaHHSA
NepBUHHOI Ta BTOPUHHOI
ynakoBKW, Bka3aHo HOMep
peecTpavuiiiHoro NocBig4YeHHs y M.
12 TekCTy MapKyBaHHA BTOPUHHOT
yMakoBKKW, BHECEHO 3MiHW y M. 3 Ta
Nn. 4 TEKCTY MapKyBaHHSA
NEepBUHHOI YNaKoBKW, YTOYHEHO
NIOrOTVN Ta BHECEHO He3HauHi
pefakLiiiHi NpaBKu1 B iHLLI NYHKTK
TeKCTy MapKyBaHHs. BeefieHHsA
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

3a peyernmowm

UA/19083/01/01

146.

MEMAHTUH-
TEBA

TabneTku, BKPUTI
NAiBKOBOIO
o6osoHkoto, no 20
mr; no 14 Tabnetok
y 6nicTepi, no 2
6nictepn y
KapTOHHiA Kopoo6Li

TOB «TeBa
YkpaiHa»

YkpaiHa

AkTasic T/,

ManbTa

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3miHu | Tuny - 3miHn
oo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
OHOB/IEHO TEKCT MapKyBaHHS
NnepBUHHOT Ta BTOPUHHOI YNakoBK/
nikapcbkoro 3acoby, a came
BWU/TYY4EHO TUTY/bHY CTOPIHKY A0
TEKCTY MapKyBaHHs, 3a3Ha4eHo
iHhopmaLito LWoA0 3aaBHMKA Y .
11 TeKCTy MapKyBaHHA BTOPUHHOT
Ta n. 5 NepBMHHOI YNakoBKH,
[0[aH0 Ha3BY Ail040i PeYOBUHN Y
M. 2 TEKCTY MapKyBaHHs
NepBWHHOT Ta BTOPUHHOI
ynakoBKW, BKa3aHo HOMep

3a peyenmom

UA/19083/01/02




154

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
peecTpauiiiHoOro NocBigYeHHs y M.
12 TeKCTy MapKyBaHHA BTOPUHHOT
yNakoBKM1, BHECEHO 3MiHW y N. 3 Ta
M. 4 TEKCTY MapKyBaHHs
NePBUHHOT YNakoBKW, YTOYHEHO
IOrOTUN Ta BHECEHO HEe3HauHI
peakLiiiHi NpaBKu B iHLLI NYyHKTK
TEeKCTy MapkyBaHHs. BBeeHHs
3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS.
147. | MEMTEK® TabneTtku, Wwo MpAT Ykpaina DxeHegpapm C.A. Ipeuis BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyernmom UA/17981/01/01
aucnepryloTbes B "apmaueBT mMartepianis: 3miHu Il Tuny - 3MiHu
POTOBI NOPOXHWHI, nyHa chipma 3 AkocTi. AP, (iHLWi 3MiHK)
no 10 mr; no 15 "fapHuus” MopaHHA mMaTepiasniB OHOBIEHOTO
Tabnetok y 6nictepi; DMF Ha gitody peqyoBuHy
no 2 6nictepu B MemaHTuHy rigpoxsiopua,
QECI] BMpobHuuTBa Megafine Pharma
(P) Limited, Ingjsn. Oitova pefakuis:
AP: AP/MM(EU)/06/01-2023 RP:
RP/MM(EU)/05/01-2023
MponoHoBaHa pepakuin: AP:
AP/MS(EU)/07/05-2024 RP:
RP/MS(EU)/06/05-2024
148. | METANI3E® niodpinizar ana BepiHrep HimeuuunHa BepiHrep HimeyunHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom He UA/8168/01/01
PO3UMHY ANA iH'eKUili | [Hrenbxavim IHrenbxaiim ®apma marepianis: 3miHu | Tuny - 3miHK 3 nionszae
no 10 000 Of (50 IHTEpHELHN m6X i Ko. KI SIKOCTi. [OTOBWIA NiKapcbknii 3aci6.
Mmr); 1 conakoH 3 M6X 3MiHU Yy BUPOGHULTBI. 3MiHU Y

niocpinizatom Ta 1
Lunpu, 3
PO34MHHMKOM Mo 10
mn (Bofa Ans
iH'EKL) y KOMNAEKTI
3i CTEpU/IbHUM
nepexigHum
NPVUCTPOEM ANA
chnakoHa B
KapTOHHiiA Kopo6L;
niodpinisar gna
PO34UHY OS5 iH'EKLLA
no 5000 Of, (25 wmr);
1 chnakoH 3
niodpinizatom y
KapTOHHIiA KOpo6Li

npoLeci BUPO6HULITBA FOTOBOrO
NiKapcbKoro 3acoby, BKOUaum
NPOMiXHWIA MPOAYKT, WO
3aCTOCOBYETLCSA MPU BUPOOHULITBI
roTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BUPOGHMLTBA) - He3HauHi 3MiHN y
BMPOBHMYOMY MpoLieCi
nikapcbkoro 3acoby MeTanise 25
mr (5000 Ofl), y 3B’A3Ky
[04aBaHHSIM HOBOI JTiHii
HanoBHeHHSA (SH6), fka
BMKOPWUCTOBYETLCSA /1 PO3/INBY
[04aTKOBOI Nikapcbkoi chopmu 25
Mr Ha NMOTOYHIll 3apeecTpoBaHii
AinbHuui 3 BUpobHuuTtea /13, ans
aganTauii umkny cyonimauiinHoro
CYLWIiHHA 4718 npouecy niodinisauii
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

BHAC/Ni0K MEHLLOro 06’emy
HarnoBHEHHS; 3aMiHa CTEPUSIBHOTO
iNbTPY BiANOBIAHUM AN HOBOT
NiHIT HANOBHEHHS; A04aBaHHS
TPbOX NapameTpiB A1 KOHTPO/IHO
B npotieci Bupo6HuuTtea (IPC)
(TecT Ha 6ioHaBaHTaXeHHs nepeq,
CTEepW/IbLHOK QinbTpauieto,
nepesipKa Bary 3anoBHEHHS Ta
KOHTPO/b NOJIOXEHHS NPO6KK), a
TaKoX 36iNbLUEHHA giana3oHy
po3wmipiB cepii. BBegeHHsA 3MiH
npoTsrom 12-tu micauis nicns
3aTBEPMKEHHS. 3MiHKW | TUny -
3MiHM Wwoao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHU BHECEHO A0 IHCTpYKUiT Ans
MeAMYHOro 3aCToCyBaHHA
nikapcbkoro 3acoby Ans
3aTBEPAKEHOT YNAaKOBKM -
niocpinizaT ANs po3unHy ons
iH'ekuin no 10 000 og (50 mr) go
po3ginis "Cknag”,
"apmakonoriyHi BnactnsocTi”,
"MokasaHHa" (pegaryBaHHs
TeKCTy),
"MpoTunokasaHHA","B3aemogis 3
HLWMMKU NiKapcbkMKM 3acobamu Ta
iHWIi BUAM B3aemogijin”,
"Oco61M1BOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBaTK Ha
LUBWAKICTb peakLii Npu KepyBaHHi
aBTOTpPaHCMopTOM abo iHWMMK
mMexaHismamu', "Cnocié
3acTocyBaHHs Ta gosn", "Aitn",
"Mo6iuHi peakuyii”, "TepmiH
npugartHocTi®, "Ynakoska", "YMoBu
36epiraHHsA", "BupobHuk", a came,
BHECEHO peflakTOpPCbKi Npaskn [0
TEKCTY, a TakoX pefaroBaHo
HasBy po3ainy
"Micue3HaxomKeHH1 BUPOGHMKa
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
Ta afpeca Micus NPOBaKEHHS

noro gisnbHocTi". BBeAeHHS 3MiH
npoTarom 12-tv micAuiB nicns
3aTBepKeHHs. 3MiHu Il Tuny -
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapMakoHarnsgy. 3miHum y
TepaneBTUYHMX NOKa3aHHAX
(nopaBaHHs HOBOTO
TepaneBTUYHOTO Noka3aHHs abo
3MiHa y 3aTBEpAKEHOMY
nokasaHHi) - 3MiHW y 3B'A3Ky i3
[oAaBaHHAM HOBOrO
TepaneBTUYHOTO NoKa3aHHA A/1s
HOBOT yMakoBKM - niodpinizat ans
po3unHy Ans iH'ekuii no 5 000 Of,
(25 wr), a came 3aTBEpPAKEHHSA
HOBOT IHCTPYKL,iT 4719 MEeANYHOro
3aCTOCyBaHHSA. 3MiHW BHECEHO [0
IHCTpYKUii AN MefuyHoro
3aCTOCyBaHHSA /iKapcbkoro 3acoby
0151 HOBOI ynakoBku - niodiniszat
AN po3ynHy ANs iH'ekyin no 5 000
OQf, (25 wmr) go po3ginis
"Moka3aHHA" (3aTBEPAKEHHS
HOBOroO TepanesBTUYHOro
nokasaHHs: "TpomboniTMyHa
Tepanisi rocTporo ilemiyHoro
iHcynbTy (FIl) y gopocnux
naujieHTiB npoTarom 4,5 roguHn
nicns oCTaHHLOro BiOMOro
cTaTycy nauieHta 6e3 cuMnToMiB
Ta nicnsa BUKNOYEHHS
BHYTPILLHbOYEPENHOro
KpOBOBWNBY."), IK HACNIAOK, [0
po3ginis "dapMakonoriyHi
BnactusocTi", "MpoTmunokasaHHA",
"B3aemogis 3 iHWVMU NiKapCbKMm
3acob6amu Ta iHwWi Buan
B3aemogijit”, "OcobmBocTi
3acTocyBaHHA", "3acTocyBaHHA y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocié 3actocyBaHHs
Ta gosun", "Aitn", "MNo6iyHi peakyii”,

a TaKoX, SIK HacnigoK, 3MiHW
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

BHECEeHO A0 IHCTpykKuii ans
Me[MYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby ans
3aTBEPKEHOT YNAKOBKM -
nioghinisat gnsa po3unHy Ans
iH'ekujn no 10 000 OJ, (50 mr) o
po3ainy "Cnoci6 3acTocyBaHHA Ta
[031". BBEAEHHS 3MiH NpOTArom
12-Tn MmicayiB nicns
3aTBepKeHHs. 3MiHu Il Tuny -
3MiHu 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasbHWi
3aci6. 3MiHa po3mipy ynakosku
rOTOBOrO JliKkapCbKoro 3acoby
(3miHa macu/o6'emy BMICTY
KOHTeliHepa 6aratogo30BOro
CTEepUIbHOrO NiKapCbKoro 3acoby
(ab0 04HOA030BOr0O, YaCTKOBOrO
BVIKOPVCTaHHSA) Ta
6araTo,030BOro NiKapcbKoro
3acoby
6ion10riYHOro/iMyHONOriYHOro
MOXOKEHHA ANs
napeHTepasIbHOro 3aCTOCYBaHHs)
- [lopaBaHHA HOBOI ynakoBku 25
mr (5000 OJl) Ans cTepusibHOro
napeHTepasibHOro 6iosoriyHoro
nikapcbkoro 3acoby METANIBE®
(TeHekTennasa), niodinisar Ans
PO3UUHY OJ151 iH'EKLLIA.
B1KOPUCTOBYETHLCS MEHLLNIA
CKNAAHWIA chnakoH, 6e3 3MiHK Tuny
ckna (Tvn 1), 3aKkynopeHuii
NPO6KO0 F'yMOK Ta 06TUCKHUM
KOBMa4koM (3MiHEHO Au3aiiH Ta
KOnip 06TUCHOro KOBMaukKa, Lo
BiApi3HAETbCA ANna MeTanise 25 mr
Ans 3a6e3neyeHHs YiTkoro
PO3Pi3HEHHS Pi3HMX YNaKoBOK
MeTanise). Cuna gji npogykTy
3a/IMWAETLCA HE3MIHHOIO,
He3a1eXHO Bif, KiNbKOCTi NOPOLLIKY
AN po3BefeHHs y hNakoHi
(3aTBepmkeHo: MeTanize 50 mr/10
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

M1 — cuna gii 5 mr/mn;
3anponoHoBaHo: MeTanise 25 wmr,
LLI0 pOo3BOAUTLCA Yy 5 MA - cuna gji

5 mr/mn).

Mpouec BnpobHmyTBa 13 €
iAe@HTUYHUM AnA BCiX ynakoBok J13
(NOTOYHI 3apeecTpoBaHi Nikapcbki

¢opmm 50 Mr, a TakoX HOBa
3anporoHoBaHa ynakoska 25 mr).

[onomixHi peyoBuHU, WO
BMKOPVCTOBYIOTbCA B peLenTypi
N3, ipeHTVYHI ANS BCiX YNaKOBOK.
Ak Hacnigok peectpauii
[,04aTKOBOI YNakoBKW, HACTYMHI
3MiHW NPOMNOHYIOTLCA LOA0

MeTanize 25 Mr NopiBHSAHO 3

Hapasi 3apeecTpoBaHoto 50 mr: -
He3HauHi 3MiHM y npoLeci
BMPOGHMLITBA FOTOBOrO NPOAYKTY
Ans agantauii 06’eMy HaNnOBHEHHS
Big «10,2- 10,8 mn» gnsa Metanise
50 mr go «5,30 — 5,46 mn» ana

MeTanise 25 wr; - 3mMiHa
napameTpy «BmicT Mr/donakoH» y

cneundikauii (3.2.P.5.1.) ansa
MeTanise 25 mr (cneuudikawii
iAeHTUYHI ANs BCIX yNakoBOK); -
He3HauHi 3MiHW 40 aHaTITUYHUX
MeTogAiB «30BHiLUHIA BUrNSA Ta
PO3uUMHEHHs» Ta «LlinicHicTb
3aKpUTTA KOHTelHepy» fo M3 3
METOH0 BifjoOpaKeHHS NapameTpiB
BMNpPoOyBaHHA 4715 HOBOI
ynakosku 25 mr (3.2.P.5.2.);

- BiiNOBIAHO OHOB/IEHHSA
BK/IHOYAIOTb AaHi Banigauii gns
MeTOoAiB aHanidy gito4oi
PEYOBUHW/NIKAPCLKOrO 3acoby
(3.2.5.43.i3.2.P.5.3);
Hes3HauHi pefakuiiiHi 3mMiHn
BHeceHi go p. 3.2.P.2, 3.2.P.3.1.,
3.2.P4,32S5.43,32P.53,
3.2.P.5.4,3.2P55,32P.56.
3.2.P.7.,3.2.P.8. onAa
Bi06paXkeHHs1 HOBOI iHhopmauii
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

LLOA0 A0AATKOBOT YNakoBKW. 3MiHN
BHECEHO A0 IHCTPYKUii Ans
MeAVYHOro 3acToCyBaHHSA

nikapcbKoro 3acoby a/1s1 HoBoI
ynakoBku - niodpinizar gns
po3unHy Ans iH'ekuii no 5 000 Of,
(25 wmr) po posginis "Cknag",
"TepmiH npugaTHocTi", "YMOBU
36epiraHHA", "YnakoBka",
"BUPO6HUK", "MicLLe3HaX0MKEHHS
BMPOGHMKa Ta agpeca Micus
NPOBaPKEHHS AOT0 Ais/IbHOCTI".
3aTBepMKEHHS TEKCTY
MapKyBaHHs NEPBUHHOT Ta
BTOPVHHOT YNakoBOK /1iKapCbKOro
3acoby 4151 HOBOI YNaKoBKU -
nioghinisat gnsa po3unHy Ans
iH'ekuin no 5 000 O/ (25 mr), a
TaKOX OHOB/IEHHS TEKCTY
MapKyBaHHs NEPBUHHOT YNaKOBKM
nikapcbKoro 3acoby (n. 2, 3, 4, 6)
[ONA 3aTBEPAXEHOT YNAKOBKM -
nioghinisat gnsa po3unHy Ans
iH'ekuii mo 10 000 OJ, (50 wmr).
BBefeHHA 3MiH NpoTArom 12-tu
MiCALiB NiCNsA 3aTBEPAYKEHHS.
3MiHu Il Tuny - 3MiHM 3 AKOCTI.
[OTOBMIA NikapcbKuii 3aci6.
Cucrema
KOHTeliHep/3aKyrnopoBabHuWi
3aci6. 3MiHa y NepBUHHIli ynakoBLi
rOTOBOrO JliKapCbKOro 3acoby (Tvn
KOHTeliHepa abo AofaBaHHsA
HOBOro KOHTeliHepa) - CTepubHi
nikapcbki 3acobu Ta fikapcbki
3acobu
6ionoriyHOro/iMyHo10r4YHOro
NOXOMXEHHS - N5 NikapcbKoi
chopmu 25 Mr NPOMOHYETLCA

BNPOBaAWTY HOBY ryMOBY NpobKy 3

iHLWO noBepxHeto. Nymosa
npo6ka 3 NOKpUTTAM
BUKOPWCTOBYETLCA AK KPULLKA A1
KOHTeliHepa 3 niodinizaTom
TeHeKTenaasun A5 po3ynHy Ans
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep

n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o

3acoby ynakoska) nocBi04Y€eHHs1
iH'ekuili 25 Mr. MNpo6ku rymoBi
YUCTI NPMIAMalOTbCA Bif,
noctavasnibHuka (rotosi 4o
cTepunisauii), Ha noBepxHio
NpobKN HaHECEHO 3axUCHe Kpocc-
3LUMTE CUNIKOHOBE MOKpUTTA (B2-
44) nna nonerweHHss 06po6ku.
l'ymoBa npobka He MiCTUTb
natekcy. Sk icHytoui, Tak i
NpPOMNoHOBaHi NPo6Ku
BWUIOTOBNAIOTLCA 3 TYMOBOIO
marepiany 0gHaKoBOro ckiagy i
MatoTb OfHAKOBI po3Mipun. HK
HacnifoK, BHECEHHS KOpPeryBaHHs
cneumdikauii aHaniTUYHNX
BMNPOBYBaHb /19 HOBOT NPOGKU
3.2.P.7.2. 3MiHM BHECEHO [0
IHCTpYyKLUii AN MeauYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby
00 po3giny "YnakoBka", a came,
N5 HOBOI yNakoBKM - niodpinisar
AN po34nHy ANs iH'ekyii no 5 000
of, (25 Mr) 3miHeHo onunc rymoBoi
npo6ku thriakoHa. BBeAeHHS 3MiH
npoTsrom 12-tn micauis nicns
3aTBEPKEHHS.

149. | METU3OJIOH | kpem ans TOBAPUCT Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 peyenma UA/12727/01/01
30BHiLLUHBLOIO BO 3 BMPOBHULTBA, mMartepianis: 3miHu | TUny - 3MiHK
3acTocyBaHHs, 1 OBMEXXEH KOHTPOb AKOCTI, LoAo 6e3snekn/edpeKkTMBHOCTI Ta
mr/r; no 15 r y Ty6i; 0]}6} BUNYyCK cepil: hapmakoHarnagy (iHwi 3miHK).
no 1 1y6iy kopo6ui 3 | BIAMNOBIOA ToBapucTso 3 OHOBJIEHHA TEKCTY MapKyBaHHS
KapTOHY NbHICTIO 0bMexeHot NepBUHHOI Ta BTOPUHHOT YNakoBOK

«KOPINOPA BiANOBIAA/IbHICTIO nikapcbKkoro 3acoby, a came: -
LA "papmaueBTUYHaA BWU/YyYEHO iHhopMaLito, 3a3HadeHy
«340POB’A KOMMaHis POCIiCbKOI0 MOBOIO; - MEPEHECEHO
» "3p0pos'a”, MiXXHapPOAHI NO3HAYEeHHSA OAMHULb
YkpaiHa,; BMMIPIOBaHHS; - yTOYHEHO
BCi cTagii iHchopmauito Wwoago norotuny
BMPOGHMLITBA, 3asBHUKa Ta TeXHIYHOT
BUNYCK cepil: iHhopmaLii; - yTouHeHO
ToBapucTso 3 iHhopmawito, sika BignoBigae
06MeXeHoI IHCTPYKLT ANA MeanyHoro
BiANOBIAAILHICTIO 3aCcTOCyBaHHSA NikapCcbKoro
"hapmMaueBTNYHaA 3acoby;
KOMNaHig - BHECEHO He3HauHi pefakUiiiHi
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

"3popos'a”,
YkpaiHa,;
KOHTPO/b SKOCTI:
ToBapucTso 3
06MexeHot
BiANOBiAA/IbHICTIO
"@APMEKC IPyn",
YKpaiHa

npaBK1 y NEPBUHHIN Ta BTOPUHHIN
ynakoBKax /likapCbKoro 3acooy.
TepmiH BBeA,EHHS 3MiH NPOTArom 6
MiCALB NicNa 3aTBePOXKEHHS.

150.

METPOAEHT
®

resnib 3y6HUiA,
opuriHanbHuii no 20
I B aJIlOMiHieBIli Ty6i;
no 1 Ty6iy
KapTOHHIA KopooLi

OPrAHOCU
H
NANPCAEH
CU3 (E®
3ETI)

OAE

EHK' 106 ETikans
MpaiisiT MimiTes

IHAis

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpeKkTBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo

3MiHW [0 y3ara/ibHEHNX JaHuX npo

cuctemy chapmakoHarisgy
(BBEAEHHA y3arasibHeHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXKeHOI 0cobw,
BignoBigabHOI 3a 3AjACHEHHS!
hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BiMiHHa Bif, yNOBHOBaXEHOI
ocobu, BignoBiganbHoI 3a
3[jiCHEHHs1 hapMakoHarnisay
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigansLHoI 3a
hapmakoHarnsg.

[Oitova pepakuisa: a-p Awy fiin
LLlapma. MponoHoBaHa pefakLis:
LLinnkapeHko iogmuna KOpiisHa.

3MiHa KOHTaKTHUX gaHunx
YNOBHOBaXEHOI 0CO6M 3as1BHYIKA,
BiANOBIA&/IbHOI 3a
hapmakoHarnsag,.

6e3 peyenma

UA/7951/01/01

151.

METPOAEHT
®

renb 3y6HWiA,
JIMMOHHWI apomar;
no20rs
anoMmiHieBili Ty6i; no
1 Ty6i y KAPTOHHIM
Kopo6Li

OPrAHOCMU
H
NAAPCAEH
CU3 (E®
3ET 1)

OAE

EHK 106 ETikan3
Mpai.it NimiTeq

IHais

BHECEHHSA 3MiH 10 peecTpavLintHnx
martepianis: 3miHu | TUny - 3MiHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araJIbHEHNX AaHuX Npo
cuctemy dpapmakoHarisgy

6e3 peyenma

UA/7952/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa yNOBHOBaXEHOT 0coby,
BiANOBIAa/IbHOI 3a 34iAiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarisgy
3aABHUKA A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBaXEHOI
ocobw, BignoBigansHoI 3a
3[jicCHeHHs hapmakoHarnsgy
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-chaina cuctemm
hapmakoHarnsgy). 3miHa
YNOBHOBA&XEHOT 0CO6M 3as1BHYKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnsag.

[Oitova pepakuis: a-p Awy fiin
LLlapma. MponoHoBaHa pefakuis:
LLinnkapeHko /ltogmuna KOpiisHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAgNoBigasbHOI 3a
hapmakoHarniag,.

152.

METPOAEHT
®

refb 3y6HWUiA,
aHaHacoBWii
apomart; no 20r B
Q/TIOMIHIEBIN Ty6i; NO
1 Ty6i y KApTOHHIi
KopobLi

OPIAHOCU
H
NAAPCAEH
CU3 (E®
3ET )

OAE

EHK'106 ETikans
MpaiBit MimiTeq

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3miHu | TUny - 3MiHn
woao 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 Y3ara/ibHEHUX JaHuX npo
cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX AaHNX
npo cucTemy chapmakoHarsisgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHHS
hapmakoHarnsay; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BijMiHHa Bif, YNOBHOBaXEHO|
ocobwu, BignoBifasibHOI 3a
3[jiCHeHHs1 hapMakoHarisay
(BK/IOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-paiina cuctemm

6e3 peyenma

UA/7953/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

thapmakoHarnagy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHYIKa,
BiAgnoBiganbHOI 3a
hapmakoHarnsg.

[itoua pepakuis: a-p Awy fijin
LLlapma. MponoHoBaHa pefakuis:
LLinHkapeHko Miogmuna HOpiiBHa.

3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BignoBigansbHoI 3a
hapmakoHarang,.

153.

METPOAEHT
®

resib 3y6HUiA,
NONYHUYHNIA
apomart; no 20r B
anoMiHieBili Ty6i; no
1 Ty6i y KAPTOHHIi
Kopoo6ui

OPrAHOCU
H
NANPCAEH
CU3 (E®
3ETI)

OAE

EHK 106 ETikans
MpaiisiT MimiTes

IHAis

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpekTBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo

3MiHW [0 y3ara/ibHEHUX JaHuX npo

cuctemy chapmakoHarisgy
(BBEAEHHA y3arasibHeHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXKeHOI 0cobw,
BignoBiganbHOI 3a 3AiACHEHHS!
thapMakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, Ko
BOHa BiMiHHa Bif, yNOBHOBaXEHOI
ocobu, BignoBiganbHoI 3a
3[jiCHEHHs1 hapMakoHarnsay
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigansLHoI 3a
hapmakoHarnsg.

[Oitova pepakuisa: a-p Awy fiin
LLlapma. MponoHoBaHa pefakLis:
LLinnkapeHko iogmuna KOpiisHa.

3MiHa KOHTaKTHUX gaHunx
yNOBHOBaXEHOI 0CO6M 3as1BHYIKA,
BiANOBIA&/IbHOI 3a
hapmakoHarnsag,.

6e3 peyenma

UA/7954/01/01

154.

METPOHIJA3
on-
JAPHULIA

PO34uH ANst iHQY3il,
5 mr/mn no 100 mny
h1akoHi

MpAT
"®apmaueBT
nyHa doipma

Ykpaina

MpAT
"®apmaueBTnyHa
chipma "JapHuus"

YkpaiHa

BHECEHHSA 3MiH 10 peecTpavLiiHnx
martepianis: 3MiHu | TUNy - 3MiHK 3
SIKOCTi. [O0TOBMIA NiKapcbkuii 3aci6.

3a peyenmom

UA/4079/02/01




164

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
noninponisieHoBOMy; "NapHuus”

no 1 donakoHy B
nauyj; mo 100 mny
donakoHax

Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6 (iHWi 3MiHW) — BHECEHO 3MiHN
0o posginy 3.2.P.7. Cuctema
KOHTeWHep/ 3aKynoploBasbHWi
3acib, a came: BUTyYEHO
NepBUHHWI NaKyBasbHWIA
marepian «oninponineH B
rpaHynax» BUPO6HMLUTBA chipMn
INEOS Olefins & Polymers
Europe, Germany, ockifibku iioro
nofasibLle BUKOPUCTaHHA He
nnaHyeTbes. 3aTBepKEHO:
Brpo6Hukn noninponineny:
LyondellBasell Industries, Italy;
INEOS Olefins & Polymers
Europe, Germany.
3anponoHoBaHo: B1po6HuKM
noninponineny: LyondellBasell
Industries, Italy. 3minun | Tvny -
3MiHKM 3 sKOCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3mMiHa napameTpis
cneuudikayin Ta/abo gonycTummx
MeX NepBUHHOI YNaKkoBKN
rOTOBOrO Jlikapcbkoro 3acoby (iHLwi
3MiHW) — OHOBJ/IEHHSA p. 3.2.P.7.
Cucrtema koHTeHep/
3aKynoproBasibHWiA 3acib, a came
BHECEHI pefakLiliHi 3MiHK Ta
YTOUHEHHS [0 creumdikawii
NepPBUHHOTO NaKyBas1bHOro
mMatepiany MoninponineH y
rpaHynax Ao n. «30BHiLUHIl
BUINAA», «laeHTndikauis»,
«Mpo30piCTb PO3UNHY»,
«KonbopoBiCTb PO3UNHY»,
«KnCMOTHICTb @60 NYXHICTb»,
«ONTUYHA ryCTUHA»,
«BigHOBNIOBA/IbHI PEYOBUHU,
«AmIOMIHIlA, XpOM, TUTaH, BaHagil,
LIVHK, L0 eKCTparyTbesa», «Baxki
METaUuIu, L0 EKCTParyrTbCa» Ta

«CynbhaTHa 30M1a»; NOKa3HUK
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n/n

JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

155.

MET®OPMIH-

«LUWBunakicTe Teuii posnnasy»
nepeHeceHo 40 po3giny «3arabHi
B/1aCTUBOCTI» BignoBigHO 40
mMartepianis BUpo6bHuKa (6e3 3mMiHu
SIKICHOTO i KilbKiCHOTO cknagy
nakyBasibHOro Martepiasty). 3miHu |
TUny - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBanbHuWii
3aci6. 3miHa napameTpis
crneundikayiii Ta/abo AonycTuMmx
MeX NepBUHHOI YNaKoBKu
roTOBOro NikapCbKoro 3acoby
(BUTYYEHHS! HE3HAYHOTO
nokasHuka (Hanpvknag,
3acTapisioro NokasHuka)) —
BHECEHHS 3MiH o p. 3.2.P.7.
Cucrema
KOHTeliHep/3aKynopoBasbHuWii
3acib, a came BU/TyYEHHS 3
cneumdoikauii Ha MoninponineH y
rpaHynax nokasHvika «PeyoBuHM,
PO3UMHHI Y FeKcaHi» y 3B'A3KY 3
BUJTYYEHHAM JAHOr0 NoKa3HuKa i3
MoHorpagii APY/ED, 3.1.6.
«[lMoninponineH ans KOHTehHepIB i
3aKyrnoproBa/ibHMX 3aco6iB AN
napeHTepasibHMX Npenaparis i
OYHMX Mpenaparie».

PR-MI/11-1000

Tabnetku
NPONOHIOBaHOI Aji
1000 wmr no 14
Tabnetok y 6nictepi;
no 2 6nictepu y
KapTOHHI KopoobLi

Mini
Xenckepe
Niviteq

Benuka
BpuTaHis

IDKIMAKC

PapmMacboTUKaC

MpaiiseT JimiTeq,

IHAis

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKLUIi 4515
MeAMYHOrO 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCyBaHHS /iKapcbkoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynbTaTt OLiHK/ 3BITYy 3

[oCnifKeHb, NPOBeEHNX

3a peyenmom

He
nionsieae

UA/20698/01/03




Hassa

Popma surnycky

3asaBHuUK
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n/n

JNliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

156.

MET®OPMIH-

TabneTtku

Mini

Bi4NOBIAHO 0 NiaHy
negiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofpkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHN BHECEHO A0 IHCTPYKLiT Ans
MeAVYHOro 3acTOCyBaHHSA
niKapcbKoro 3acoby A0 po3giny
"Oco6nMBOCTI 3aCTOCYBaHHA"
BiAMNOBIAHO A0 OHOB/IEHOT
iHbopmauii woao 6esnekn
3aCTOCYBaHHS Ail040I PEYOBUHM.

157.

PR-MI/11-500

MET®OPMIH-

NPONOHIOBaHOI Aji
500 mr no 14
Tabnetok y 6nictepi;
no 2 6nicrepu y
KapTOHHI/ KopoobLi

TabneTtkn

Xenckepe
Niviteq

Mini

Benuka
BpuTaHis

[KiMAKC
PapmMacboTUKaC
MpaiiseT JimiTeq,

IHAis

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKLUIi 4515
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCyBaHHS /iKapcbkoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynbTaTt OLiHK/ 3BITYy 3
JocnifmxeHb, NpoBeAeHNX
BiANoBIAHO A0 NnaHy
neaiatpnyHux gocnimpkeHs (PIP)
(3MiHy y3ropkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHN BHECEHO A0 IHCTPYKLiT Ans
MeM4HOro 3acTOCyBaHHSA
niKapcbKoro 3acoby A0 posainy
"Oco6nMBOCTI 3aCTOCYBaHHA"
BiZANOBIAHO A0 OHOBEHOT
iHbopmauii woao 6esnekn
3aCTOCYBaHHS Ail04OI PEYOBUHM.

3a peyenmom

He
nionsieae

UA/20698/01/01

PR-MI/I-750

NPOJIOHroBaHoI fji
750 wr, no 14
Tabnetok y 6nictepi;
no 2 6nictepu y
KapTOHHI KOpooLj

Xenckepe
NimiTeq

Benuka
BpuTtaHis

[KIMNAKC
PapmMacboTUKaC
MpaiseT NimiTeq,

IHais

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3miHu | Tuny - 3miHn
oo 6e3snekn/edpekTMBHOCTI Ta
hapmakoHarnsagy. 3miHa y
KOPOTKili xapakTepuctuui
NiKapcbKoro 3acoby, TeKCTi

3a peyernmom

MapKyBaHHS Ta iHCTPYKUii Ans

He
nionsieae

UA/20698/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MeAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3aCTOCyBaHHS /iKapcbkoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynibTaT OLiHK/ 3BITY 3
AocnifmxeHb, NpoBeAeHNX
Bi4NOBIAHO 0 NaHy
negiatpnyHux gocnimpkeHs (PIP)
(3MiHy y3rofpKeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom)
3MiHN BHECEHO A0 IHCTPYKLiT Ans
MeAV4HOro 3acToCyBaHHSA
nNiKapcbKoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3aCTOCYBaHHA"
BiAMNOBIAHO A0 OHOB/IEHOT
iHbopmauii woao 6esnekn
3aCTOCYBaHHS Ail040I PEYOBUHM.

158.

MIKOHA30N
Y HITPAT

KpucTaniyHmi
NOPOLLIOK
(cy6eTaHuis) y
naketax noAginHm1x
NonieTUNEHOBNX
ans
chapmav,eBTUYHOTO
3acTOCYyBaHHsI

MpAT
"®apmauesT
nyHa thipma

"fapHuus"

YKpaiHa

Eppigxieppi
Ec.ni.Ei.

ITanisa

BHECEHHS 3MiH 10 peecTpavuiliHnX
martepianis: 3MiHu | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa
y napameTpax cneuudikawii
Ta/abo [onycTuMmnX Mex,
BM3HAYEHNX Y cneuudikauisx Ha
A®I, a60 BMXigHWIA/NPOMDKHWIA
npoayKT/pearexT, wo
BMKOPVCTOBYHOTbCS Y MPOLECI
BMPO6HMLTBA ADI (iHLI 3MiHN) -
3MiHn o po3giny 3.2.5.4.1. Ha
Aitody peyoBuHy MikoHasony
HITpaT 3a NoKa3HVKOM
«CynpoBiZHi AOMILLIKM».
3artBepakeHo:
Cneuvndikauis
CynpoBiZHi AOMiLLKN
USP gecxnopobeH3un ekoHason /
EP powmiwka A — He 6inbLue 0,25
%;

USP miKkoHa30y YeTBEpPTMHHA
cinb / EP gowmiwka E — He Ginblue
0,25 %;

USP mikoHa3ony 6eH3unn aHanor /
EP powmiwka H — He 6inbwe 0,10

UA/1430/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

% (USP cneuy,.: He 6inblue 0,25
%);
USP powiwka C / EP gomiwka C —
He 6inbLue 0,25 %;

USP powmiwka | / EP gomiwka | —
He 6inbLue 0,10 % (USP creu.: He
6inbLe 0,25 %);

USP ekoHasony HiTpat / EP
OoMilwka B — He 6inbLue 0,25 %;
USP mikoHasony 2,6-i3omep / EP
pomiwka D — He 6inbLue 0,25 %;
USP mikoHasony 2,5-i3omep /EP
nowmiwka G — He 6inbLwe 0,25 %;
USP powiwka F / EP gomiwka F —
He 6inbLue 0,25 %);
6y/ab-sKa iHWa AoMiLLKa
(haiibinblua) — He 6inbLue 0,10 %,;
CyMa [JOMILLOK — He GinbLue 0,5 %.
(USP/EP, meTog BEPX).
3anponoHoBaHo:
Cnevyudpikauis
CynpoBiZHi JOMiLLKN
USP gecxnopobeH3un ekoHason /
EP powmiwka A — He 6inbLue 0,10
% (USP cneuy,.: He 6inbLue 0,25
%);

USP MiKkoHa30/y 4eTBepTUHHA
cinb / EP pgowmiwka E — He 6inbLie
0,10 % (USP cneu,.: He 6inbLue
0,25 %);

USP mikoHa3ony 6eH3un aHanor /
EP powmiwka H — He 6inbwe 0,10
% (USP cneu,.: He 6inbwe 0,25
%);

USP gowmiwka C / EP gomiwka C —
He GinbLue 0,2 % (USP cneu,.: He
6inbLe 0,25 %);

USP gowmiwka | / EP gomiwka | —
He 6inbLue 0,10 % (USP creu.: He
6inbLe 0,25 %);

USP ekoHasony HiTpat / EP
powmiwka B — He 6inblwe 0,10 %
(USP cneu.: He 6inbLue 0,25 %);
USP wmikoHa3ony 2,6-i3omep / EP
powmiwka D — He 6inbwe 0,10 %




169

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
(USP cneu.: He 6inbLue 0,25 %);
USP mikoHasony 2,5-izomep /EP
nomiwka G — He 6inble 0,10 %
(USP cneu.: He 6inbLue 0,25 %);
USP powiwka F / EP gomiwka F —
He 6inbLue 0,10 % (USP creu.: He
6inbLe 0,25 %);
cyma EP gowmiwkmn F ta EP
OoMiWwkn G - He GinbLue 0,2 %;
6yab-sKa iHWa AoMiLLKa
(haiibinblua) — He 6inbLue 0,10 %;
cyma AOMILLOK — He Ginblue 0,5 %
(USP/EP, meTtog BEPX)
159. | MINAPANEKC | posuuH ans in'ekuii, | TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyernmom UA/11215/01/01
-300POB'A 100 mr/mn; no 5 mn BO 3 06MexeHo martepianis: 3miHu | TUny - 3MiHK
B amnyni; no 10 OBMEXEH BiANOBIAA/ILHICTIO oo 6e3snekun/edpekTMBHOCTI Ta
amnyn y kopobui 3 (0]}0) "®apmavueBTuyHa hapmakoHarnsagy (iHwi 3miHun)
KapToHy; no 5 Mmn B BIANOBIOA KomMnaHis “3gopos'a” OHOBJIEHHA TEKCTY MapKyBaHHS
amnyni; no 5 amnyn NbHICTHO NepPBUHHOI Ta BTOPUHHOT YNakoBOK
y 6nicTepi; no 2 «KOPIMOPA nikapcbKoro 3acoby, a came: -
6nictepu B kopobLi LA BW/IyYeHO iHdhopMaLito, 3a3HadyeHy
3 KapTOHY «300POB’'A POCiiiCbKOI0 MOBOIO; - NEPEHeCceHo
» MDKHapPOAHI NO3HAYEHHS OANHULb
BUMIPIOBaHHS; - YTOUHEHO
iHbopmawito Wwoao noroTuny
3asBHMKA Ta TEXHIYHOI
iHdbopmawii; - yHichikoBaHO TEKCT
MapKyBaHHS NepPBUHHOT yNakoBKu
(ans amnynu Ta eTUKETKU Ha
amnyi);- BHECEHO He3HauHi
pefaKLiiiHi NpaBKM B TEKCT
MapKyBaHHS yNakoBOK /iKapCbKOro
3aco6y. TepmiH BBEAEHHS 3MiH
npoTsrom 6 micsuis nicns
3aTBEPKEHHS.
160. | MINAPOHAT Kancynu Teepgi no AT NatBin AT "I'piHaekc" Nartsis BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 peyenma He UA/16049/01/01
® 250 wmr; no 10 "IpiHaexc" marepianis: 3miHu | Tuny - 3miHn nionsizae
Kancyny énictepi; oo 6e3snekn/edpekTMBHOCTI Ta
no 2, 4 abo 6 thapmakoHarnagy (iHwi 3miHu).

6nicTtepis B nayLj 3
KapTOHY

3MiHV BHECEHO B TEKCT
MapKyBaHHS1 BTOPVHHOI YNakKoBKU
nikapcbKoro 3acoby oo
AofasaHHsA iHopmaLii «IHWwa
TexHiuHa iHhopmauis». Takox
3MiHW BHECEHO B iHCTPYKLiO Ans
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MeAM4HOro 3aCToCyBaHHA
NiKapcbKoro 3acoby y po3ain
«MicLe3HaxopKeHHs 3asaBHNKa»
(3MiHa eneKkTpoHHOI NoLwTK
3asBHVIKa). BBEAEHHS 3MiH
NpoTArom 6-Tm MicAUIB micns
3aTBEepMKEHHS. 3MiHK | TUny -
3MiHu 3 sKocTi. FoToBwMiA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa po3mipy ynakosku
rOTOBOrO JlikapCbkoro 3acoby
(3MiHa KiNbKOCTi 0ANHULL
(Hanpuknag TabneTok, amnyn
TOLLO) B yMakoBLi) - 3MiHa nosa
Jiana3oHoM 3aTBepKeHUX
PO3MipiB yNakoBKN BBEAEHHS
[0[aTKOBMX PO3MIpIB YNakoBKy MO
10 kancyn y 6nictepi, no 6
6nicTepiB B NayLj 3 KAPTOHY.
3MiHM BHECEHO B IHCTPYKLil0 ANs
MeAM4HOro 3aCTOCyBaHHSA
NiKapcbKoro 3acoby y po3ain
«YnakoBKa», SIK HacnifoK —
3aTBEPMKEHHS TEKCTY
MapKyBaHHS 4151 40AaTKOBOro
pO3Mipy ynakoBK/ likapCbKOro
3aco6y. BBeieHHs 3MiH NpoTArom
6-TV MicsLiB NicNsA 3aTBEPKEHHS.

161.

MOMETAS3OH
-TEBA

cnpeii HasasTbHUIA,
cycneHsisi, 50
Mmkr/go3y no 10 r (60
[03) y (hNakoHi 3
[03yt04nMm cnpeii-
Hacocom Ta
posnuoBavem,
3aKpUTUM
KOBMa4kom; no 1
donakoHy B
KapTOHHIA KOpooLi

TOB «TeBa
YKpaiHa»

YKpaiHa

BMPOGHMLITBO 3a
NOBHUM LIIK/TOM:
Tesa Yex IHgacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
OHOB/IEHO TEKCT MapKyBaHHs
NepBUHHOI Ta BTOPUHHOT YNakoBKK
nikapcbkoro 3acoby, a came
BW/TYY4EHO TUTY/IbHY CTOPIHKY A0
TEKCTY MapKyBaHHS, 3a3Ha4eHo
iHbopmaLito LWoA0 3aaBHMKA Y .
11 TekcTy MapKyBaHHSA BTOPUHHOI
ynakoBKU, BKa3aHO HOMep
peecTpauiiiHOro NocBigYEHHS Y M.
12 TekcTy MapKyBaHHSA BTOPUHHOI
yNakoBKM, AOAAHO Ha3By Ajiloyol
pPeYOBUHM Y N. 2 TEKCTY

3a peyenmom

UA/15611/01/01




171

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
MapKyBaHHA NepBUHHOT Ta
BTOPWHHOI YNaKOBKW, YTOYHEHO
IOrOTUN Ta BHECEHO HEe3HauHI
peakLiiiHi NpaBKu B iHLLI NYHKTK
TEeKCTy MapkyBaHHs. BBeeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS.
162. | MOP®IH-3H TabneTtku no 5 mr; TOBAPUCT Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/5174/02/01
no 10 TabneTok y BO 3 06MexeHo martepianis: 3miHu | TUny - 3MiHn
6nictepi; no 1 a6o OBMEXEH BiANOBIAA/ILHICTIO woao 6e3snekun/edpekTMBHOCTI Ta
no 5 6nictepis y (0]}0) "XapkiBCcbke hapmakoHarnagy (iHwi 3miHn).
KOpOOGLii 3 KapTOHY BIANOBIOA hapmaueBThyHe OHOBJIEHHA TEKCTY MapKyBaHHS
NBbHICTHO nigNpPUEMCTBO ynakoBKW fikapcbKoro 3acoby,
«KOPIMOPA "3p0poB'A Hapoay" 30Kpema BUIy4YeHHs iHhopmadwi,
LA 3a3HayeHol pociiicbKol MOBOHD, Ta
«300POB’'A BHECEHHS pefaKLiiH1X NpaBoK No
» TEKCTY MapKyBaHHA NepBUHHOT Ta
BTOPUHHOT YMakoBOK NiKapCbKoro
3aco6y. TepMiH BBEAEHHS 3MiH
npotsArom 6 micAuis nicns
3aTBepKEHHs
163. | MOP®IH-3H Tabnetku no 10 mr; TOBAPUCT YKpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/5174/02/02
no 10 TabneTtok y BO 3 06MEXEHO martepianis: 3miHu | TUny - 3MiHn
6nictepi; no 1 abo OBMEXEH BiANOBIAA/IbHICTIO Loao 6e3nekn/edpeKTMBHOCTI Ta
no 5 6nictepis y (0]}0) "Xapkiscbke hapmakoHarnagy (iHwi 3miHn).
KOpo6Li 3 KAPTOHY BIAMNOBIOA hapMaLeBTNyHE OHOBJIEHHS TEKCTY MapKyBaHHS
NbHICTHO nigNPUEMCTBO yNakoBKU NikapcbKoro 3acoby,
«KOPIMNOPA "3a0poB'a Hapoay" 30Kpema BUNy4YeHHs iHchopmadwi,
LA 3a3Hay4eHol pPoCiiCbKOK MOBOIO, Ta
«3[0POB’A BHECEHHS pefaKLiiiH1X NpaBok No
» TEeKCTYy MapKyBaHHs NepBUHHOT Ta
BTOPWHHOT YNaKkoBOK /1iKapCbKOro
3acoby. TepmiH BBeZleHHSI 3MiH
npotArom 6 micsAuis nicns
3aTBepKEHHs
164. | MYKOrEH TabneTku, BKPUTI Maxkneopc IHais Makneogc IHais BHECEHHS 3MiH [10 peecTpaviliHnX 3a peyernmom UA/5547/01/01
060/10HKOt0, N0 100 dapmacboT PapmacbloTukanc marepianis: 3miHu | Tuny - 3miHu 3
mr, no 10 Tabnetok ukasnc Nimiteq AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
y cTpuni; no 3 Nimiten KOHTPO/1b rOTOBOrO NiKapcbkoro

CTpUNY B KAPTOHHIl
ynakoBLi

3aco6y (iHwi 3miHK). Mepeknag
MKS$ 3 pocilicbkoi MOBY Ha
YKpaiHCbKy MOBY AN15 NpUBeAeHHS
Yy BifnoBigHICTb i3 BUMOramm
YMHHOI pepakuii Hakazy MO3
Ykpainu Ne 426 Big
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
26.08.2005(MK4 Bepcis eCTD
0000).
165. | MYKO/NIBAH PO34UH ON15 iH'EKLLNA, TOBAPUCT Ykpaina KOHTPO/b SIKOCTI, YkpaiHa BHECEHHS 3MiH 10 peecTpavuiliHnX 3a peyernmom UA/0713/01/01
7,5mMr/Mnno2mnB BO 3 BUNYyCK cepil: martepianis: 3miHu | TUny - 3MiHK
amnyni; no 5 amnyn OBMEXXEH ToBapucTso 3 LoAo 6e3snekn/edpekTMBHOCTI Ta
y nauyui 3 KapToHy; 0]}6} 06MexeHo hapmakoHarnagy (iHwi 3MiHw)
no 2 M B amny’ii; BIANOBIOA BiANOBIAAILHICTIO OHOB/1EHO TEKCT MapKyBaHHS
no 5 amnyny NIbHICTIO "[locnigHwin 3aBog, NepPBUHHOT Ta BTOPUHHOI YNakoBOK
6nictepi; no 1 «KOPIMNOPA "r'HUNC", YkpaiHa; nikapcbkoro 3acoby, a came: —
6nicTepy y nayuj 3 LA BCi cTagii BWU/IYyYEHO iHhopMaLito, 3a3HadeHy
KapToHy «340POB’A BMPOGHMLITBA, POCIiCbKO MOBOIO; — BHECEHO
» KOHTPO/b SIKOCTI, 3MiHM Yy TEKCT MapKyBaHHs
BUNYyCK cepil: NepBUHHOI Ta BTOPUHHOT YNakoBOK
ToBapucTBo 3 nikapcbKoro 3acoby.
06MeXeHoI BBegeHHs 3MiH npoTsArom 6
BiANOBIAA/ILHICTIO MiCsILiB MicNs 3aTBEpPKEHHS
"papmMaueBTNYHa
KoMnaHis
"3popos'a”,
YKpaiHa
166. | MY/IbTUIPU Kpanni HasasibHi, [enbta LLiBeiiuapis BMPOGHMLITBO, PymyHis BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 peyenma niosnisieae UA/15882/01/01
N HA3A/b posuuH 0,05 %; no Megiken nepBuHHe Ta marepianis: 3miHu | Tuny -
10 mMn y do1akoHi 3 MpomoyLIH3 BTOPVIHHE AZMIHICTpaTVBHI 3MiHK. 3MiHa
HazalbHM Al nakyBaHHS, BUNYyCK HaliMeHyBaHHS Ta/abo agpecu
annikatopom; no 1 cepii: MiCLii NPOBAKEHHSA Ai/IbHOCTI
dhnakoHy B Biochapm CA, BMpPO6HMKa/iMnopTepa rotoBoro
KapTOHHIA ynakoBLi PymyHist; nikapcbKoro 3acoby, BKIOYaKyn

KOHTPOb cepil
(pi3mKo-XiMiuHWI Ta
MiIKpPOBIoNOriuHWiA
KOHTPO/b):
Biochapm C.A.,
PymyHis

AinbHUL BUNYycKy cepii abo micue
NPOBeAEHHA KOHTPOJO SKOCTI.
([isnbHICTb, 3a AKy BignNoBigaE

BMPOGHUK/IMNOpTEp, BKIOYaKUM

BMNYCK cepiit). 3MiHa
HalilMeHyBaHHS BUPOGHUKa
BiANOBIA&/IbHOrO 3a BUPOBGHULTBO,
NepBUHHE Ta BTOPUHHE
nakyBaHHs, BUNYCK cepii. 3MiHW
BHECEHO B iHCTPYKLi0 AN
MeAVYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Bnpo6HuMK", 3 BiANOBIAHUMYU
3MiHaMu B TEKCTi MapKyBaHHS
yNaKoBOK.

TepmiH BBEAEHHSA 3MiH NPOTAroM 6

MiCAILiB MiC/1s 3aTBEPAXKEHHS.
3MiHKM | TMNy - 3MiHK 3 AKOCTI.
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
[OTOBMIA NikapcbKuii 3aci6.
KOHTpOsb roTOBOro NikapcbKoro
3aco6y (iHWi 3MiHK). BHeceHHs
3MiH [0 crneundikauii Ta metoay
BMNPOOYBaHHA 3a NOKa3HUKOM
“[omilkn”, a came 3amiHa TLUX
MeToAy BUNpobyBaHHS Ha BEPX 3i
3MiHOI napameTpiB cneuudikadii.
TepmiH BBeA,EHHS 3MiH NPOTSArom 6
MicALiB Nic/1a 3aTBEPAXKEHHS.
167. | MYIbTUIPU Kpanni HasasibHi, [enbta LLiBeliyapis BMPOBHMLTBO, PymyHist BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 peyenma nionseae UA/15882/01/02
N HA3A/b po3uuH 0,1% no 10 Megiken nepBuHHE Ta mMartepianis: 3miHu | Tuny -
My hnakoHi 3 MpomoyLUH3 BTOPVHHE AMIHICTPaTVBHI 3MiHU. 3MiHa
HazaslbHUm Al nakyBaHHs1, BUMYCK HaliMeHyBaHHS Ta/abo agpecu
annikatopom; rno 1 cepit: MicLA NPOBaKEHHS AiANbHOCTI
donakoHy B Biochapm CA, BMpO6GHMKa/iMnopTepa rotoBoro
PymyHist NiKapcbKoro 3acoby, BKOYaum
AOinbHWL BUMYycKy cepii abo micue

KapTOHHI ynakosL,i

KOHTpONb cepil

KOHTPONb):

PymyHis

(i3mKo-XiMiuHW Ta
MiKpo6ionoriyHuiA

Biodhapm C.A.,

NpoBeAEeHHS KOHTPO/O SKOCTI.
(@isnbHIiCTb, 3a AKy BigNoBifae
BMPOGHUK/iMNIOpPTEp, BKIOYa4M
BUMNYCK cepiid). 3MiHa
HalilMeHyBaHHS BMPOGHUKa
BiAMNOBIAa/IbHOIO 3a BUPOGHULTBO,
nepBUHHE Ta BTOPUHHE
nakyBaHHs, BUNycK cepii. 3MiHN
BHECEHO B iIHCTPYKL,i0 ANA
MeAMYHOro 3aCTOCyBaHHSA
NiKapcbKoro 3acoby y po3gin
"BMpo6HMK", 3 BiANOBIgHUMY
3MiHaMu B TEKCTi MapKyBaHHS
yMakoBOK.
TepMiH BBEAEHHSA 3MiH NPOTAroM 6
MiCALB NiCNa 3aTBEPAXEHHS.
3MiHu | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpO/b roTOBOrO /likapcbKoro
3aco6y (iHWi 3mMiHK). BHeceHHs
3MiH [0 crneundikauii Ta metoay
BMMNPOBYBaHHS 3a NOKa3HWKOM
“[omilwkn”, a came 3amiHa TLUX
mMeToay BunpobyBaHHA Ha BEPX 3i
3MIHOI NapameTpiB cnewundikadii.

TepmiH BBEAEHHS 3MiH NPOTAroM 6

MiCSALIB MicNs 3aTBEPAKEHHS.
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
168. | MY/IbTUIPU Kpanni HasasbHi, [enbta LLiBeiiuapis BUPOBHULTBO, PymyHis BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/15882/01/01
N HA3A/b po3uuH 0,05 % no Megiken nepBuHHE Ta marepianis: 3miHu | Tuny - 3miHn
10 mn y donakoHi 3 MpomoyLH3 BTOpPUHHE Loao 6e3nekn/edpeKTMBHOCTI Ta
HazabHUM Al nakyBaHHs, BUMYCK thapmakoHarnagy (iHwi 3miHu).
annikatopom; no 1 cepii: biogpapm CA, 3MiHV BHECEHO Y TEKCT
chnakoHy B PyMyHisi; KOHTpOb MapKyBaHHS NepBUHHOT
KapTOHHI ynakoBLi cepii (isnko- (n. 6) Ta BTOpPUHHOI (N.17)
XiMiYHMI Ta yMakoBOK flikapCcbKoro 3acoby.
MiKpo6ionoriyHuiA TepmiH BBeA,EHHS 3MiH NPOTSArom 6
KOHTpOnNb): Biodhapm MiCALB NicNa 3aTBEPOXKEHHS.
C.A., PymyHis
169. | MYNIbTUIPU Kpanni HasasibHi, [enbta LLiBeiiuapis BMPOGHMLTBO, PymyHis BHECEHHS 3MiH 10 peecTpavuiliHnX 6e3 peyenma UA/15882/01/02
M HA3A/b po3uunH 0,1% no 10 Megiken nepBuHHE Ta mMartepianis: 3miHu | TUny - 3MiHK
My hakoHi 3 MpomoyLH3 BTOPVHHE LoAo 6e3snekn/edpekTBHOCTI Ta
Ha3albHUM Al nakyBaHHs1, BUMYCK thapmakoHarnagy (iHwi 3miHu).
annikatopom; no 1 cepii: Biogpapm CA, 3MiHV BHECEHO Y TeKCT
chnakoHy B PyMyHis; KOHTpOsb MapKyBaHHS MEePBUHHOI
KapTOHHI ynakoBL,i cepii (disnko- (n. 6) Ta BTOpPUHHOI (N.17)
XiMiYHWI Ta ynakoBOK flikapcbKoro 3acoby.
MiKpo6ionoriyHunii TepmiH BBEAEHHS 3MiH NPOTAroM 6
KOHTpOnNb): Biodhapm MiCALB Nic/a 3aTBePIXKEHHS.
C.A., PymyHisi
170. | HABENA 1.5 Tabnetku no 1,5 wmr; 3eHTiBa, K.C. Yecbka NabopaTopioc JleoH Icnanis BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/17092/01/02
no 1 Tabnetuiy Pecny6nika ®apma, C.A. marepianis: 3MiHu | TUNY - 3MiHK 3

6nictepi, no 1
6nictepy y
KapTOHHIA ynakoBLi

akocTi. CepTuddikat
BignoBiaHOCTI/IE-cepTucpikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/MoHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI €BpPONENChKIl
thapmakonei: gns A®l; ans
BUXigHOro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI A®I; Ans
L,0MOMIDKHOT PEeYOBUHM
(cepTudpikat BignoBiAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBneHWi cepTudikar Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
noJaHHs OHOBJIEHOro cepTudpikaty
BiANOBIAHOCTI €BpPONENChKIN
cthapmakonei CEP 2003-127-Rev
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

03 Bif, 3aTBEPKEHOTO BUPOOHMKA
Industriale Chimica s.r.l., ITanis
Ail0Y0i PeYOBUHWN NTEBOHOPrecTpesn
B 3B’A13Ky 3 OHOBJ/IEHHAM
cneuudikauii APl (3aTBepaKeHo:
R1-CEP 2003-127-Rev 02;
3anponoHosaHo: CEP 2003-127-
Rev 03).

171.

HEBIAP®

Tabnetku no 5 wmr;
no 10 TabneTtok y
6nictepi, no 3
6nictepu B nayuj

TOB
"APTEPIYM
nTo”

YKpaiHa

NAT
"Kuismegnpenapart”,
YkpaiHa
(BUpPOOHMLTBO 3
npoaykuii in bulk
hipMu-BMpo6GHMKa
AkTasic Nlimites,
ManbTa, thipmu-
BMPOGHMKa
"BankaHdapma-
AynHiya® Afl,
Bonrapisi, KOHTPONb
SAKOCTI, BUNYCK cepil)

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
martepianis: 3MiHu | TUNy - 3MiHK 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO NiKapcbKoro
3acoby. 3miHa y meTogax
BMMNPOGYBaHHSA rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHN Y
mMeTofax BunpobysaHb
(BKntovatoun 3amiHy abo
[OMNOBHEHHS)) - BBEeHHS
anbTepHaTUBHOIO MeToay
BMNPOGYBaHHSA OAHOPIAHOCTI
[,030BaHNX OANHULb
(po3paxyHkoBO-BaroBmii MeTon).
Tabnetkn HebiBonony 5 mr He
BiAnoBigalnTb NOPOroBOMy
3HaueHHo 25mr/25% AdI B
TabneTui AN NpoBeAeHHs
BMNPOGYBaHHS OAHOPIAHOCTI
[,030BaHNX OANHULb
pO3paxyHKOBO-BaroBUM METOA0M,
OflHaK BUKOHYETLCA
a/lbTepHaTuBHa ymMoBa, 3rifHo
MoHorpadii EP 2.9.40
OfHOPIAHICTb A030BaHMX
OAMHWLb: RSD KOHLEeHTpaLii He
nepesuLLye 2% 3rigHO
npoBeAeHNX BUNpobyBaHb.
BunyueHHs 3 po3giny 3.2.P.5.2
AHaNITUYHI METOANKM BUPOOHUKA
in bulk meToauku "CepegHa maca
TabneTkn", OCKiNbKN faHWiA TecT
He € YaCTMHO cneuucpikauii, a
BVIKOPVCTOBYETLCSA B PO3PAXYHKY
KiJIbKICHOro BU3HAY€eHHS.

3a peyenmom

UA/17235/01/01

172.

HEBIBO/10ON

Tabnetku no 5 mr, in
bulk: no 10 kr y

TOB
"APTEPIYM

YkpaiHa

"BasikaHdapma -

AynHiua" Afl,

Bonrapisi/
MasibTa

BHECEHHS 3MiH A0 peecTpauiiHnx
MaTepianis: 3MiHu | Tuny - 3MiHN 3

UA/17220/01/01
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n/n

JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

173.

HEBIBONO/1-

nonieTuaeHoBomy
nakerti

Tabnetku no 5 mr no

nTaor

Bonrapis; AkTasic
NimiTea, Manbta

siKocTi. FOTOBWIA Nikapcbkuii 3aci6.

KOHTpOsb roTOBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHN Y
mMeTogax BunpobysaHb
(BKIKOYAOUM 3aMiHy a60
[OMNOBHEHHS)) - BBEAEHHSA
a/lbTepHaTUMBHOIO MeToay
BMNPO6YBaHHA OAHOPIAHOCTI
[030BaHVX OANHULb
(po3paxyHkoBO-BaroBmii MeTon).
TabneTkn He6iBoNoMy 5 Mr He
BiANOBIAATb NOPOroBOMy
3Ha4eHHIo 25mMr/25% APl B
Tabnetui 4519 NpoBefeHHsA
BMNPOGYBaHHSA OAHOPIAHOCTI
[1030BaHVX OANHNLB
pO3paxyHKOBO-BaroB/M MeTOLOM,
OfjHaK BMKOHYETbCSA
anbTepHaTBHa yMOBa, 3rigHO
MoHorpadii EP 2.9.40
OfHOpIAHICTb AO30BaHMX
oauyHULb: RSD KoHUeHTpauii He
nepesuLLye 2% 3rigHo
npoBefeHNX BUNpoGyBaHb.
BunyueHHs 3 po3giny 3.2.P.5.2
AHaNITUYHI METOAUKN BUPOBHUKA
in bulk meToaukun "CepegHa maca
TabneTkn", OCKi/IbKN AaHWiA TecT
He € YacTuHOo cneuudikadii, a
BVIKOPVCTOBYETLCS B PO3PAXYHKY
KiIbKICHOTO BU3HAYEHHS.

TEBA

10 TabneTok y
6nicTepi; no 2 abo
no 3 6nictepu B
KapTOHHI kopo6Lyj;
no 14 tabnetok y
6nicTtepi; no 2
6nictepu B
KapTOHHIA KopoobLi

TOB «TeBa
YkpaiHa»

YkpaiHa

Bupo6HMLTBO 3a
MOBHVM LIVK/IOM:
AkTasic T4,
MauibTa;
Brpo6HMLTBO 3a
MOBHWM LIVIK/IOM:
BankaHdapma-
AynHnua AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu).
OHOB/1EHO TEKCT MapKyBaHHSA
NepBUHHOI Ta BTOPUHHOT YNaKkoBKK
nikapcbKoro 3acoby, a came:
BW/TY4EHO TUTY/bHY CTOPIHKY A0
TEKCTy MapKyBaHHs, A0A4aHO
iHhopmaLito LWoA0 3aaBHMKa Y M.
11 TekCTy MapKyBaHHA BTOPVHHOT
YMakoBK/ Ta M. 5 nepBUHHOT

3a peyenmom

UA/14877/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

ynakoBKW, 3a3Ha4YeHO Ha3By
Ait0YOT PEYOBUHN Y M. 2 TEKCTY
MapKyBaHHA NepBUHHOT Ta
BTOPWHHOI YNaKoBKW, BKa3aHO
HOMep peecTpaviiiHoro
noceigyeHHs y n. 12 tekcty
MapKyBaHHA BTOPUHHOI YNakoBKu,
YTOYHEHO JIOrOTUM Ta BHECEHO
He3HauHi pefakuiiiHi NpaBKX B iHLWi
MYHKTU TEKCTY MapKyBaHHS.
BBefeHHs1 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS

174.

HEBAHAK®

Kpansi OuHi,
cycnensis, 1 mr/mn,
no 5 mn y cpnakoHi-
KpanenbHuuj; no 1
hakoHy B KOPOOL
3 KapPTOHY

Hosapric
dapma Al

LLiBeiiuapis

Hosapric
MaHyhakTypiHr HB

Benbris

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AIMIHICTpaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLii MPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa (BKItOYatoun, 3a
Heob6XiAHOCTI, MicLe NpoBeAeHHs
KOHTPO/IO SIKOCTIi), a60 BracHuka
macTep-aiina Ha Adl, abo
noctavanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOOGHULTBI ADI (AKLW0
3a3HayYeHo Y JOCbE Ha Nikapcbkuii
3acib) 3a BigCyTHOCTI cepTudiikata
BiANoBiAHOCTI EBpONEeichbkili
hapmakonei y 3aTBepmKeHOMY
[ocbe, abo BUpOOHMKaA HOBOT
O0NOMDKHOT PEYOBMHU (SIKLLLO
3a3HayeHo y A0Cbe) 3MiHa
HaliMeHyBaHHS Ta agpecun
BMPOGHUKA, LU0 3i/iCHIOE
KOHTPO/b SKOCTi ADI i3 ANKOH-
KyBpbop HB, Benbrisi Ha HoBapTic
MaHydakTypiHr HB, Benebris.
3MiHn | TUNY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKapcbKoro 3acoby, BKIYaum
AinbHWL BUNYycKy cepii abo micue
NpoBeAEeHHS KOHTPO/O SKOCTI.

3a peyenmom

He
nionseae

UA/13522/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

(aisnbHICTb, 3a Ky BignNOBILaE
BMPOGHUK/IMNIOPTEp, BKIOYAYN
BUMYCK Cepiii) 3MiHa
HaliMeHyBaHHs1 BUpO6HUuKa 13y
3B'SA3KY i3 3MiHOO Ha3BU
HOPUANYHOI 0CO6Y BUPOGHNYOTO
caiity y benbrii, 6e3 3MiHu Micus
BMPOGHMLTBA. 3MiHW BHECEHO B
IHCTpYKLjl0 ANs MegnyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby
y po34in «BMpo6HNK» 3
BiAMOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby. BBefeHHs 3MiH NpOoTSArom
6-TU MicsLIB NicNs 3aTBEPKEHHS.

175.

HEBAHAK®

Kpansi OuHi,
cycneHxsisi, 3 mr/mn,
no 3 mn y hnakoHi-
KpanenbHuuj; no 1
hakoHy B KOPOOL
3 KapPTOHY

Hosapric
dapma Al

LLiBeiiuapis

Hosapric
MaHyakTypiHr HB

Benbris

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AIMIHICTpaTVBHI 3MiHN. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MiCLii MPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa (BKItOYatoun, 3a
Heob6XiAHOCTI, MicLe NpoBeAeHHs
KOHTPO/IO SIKOCTi), a60 BlacHuka
macTep-aiina Ha Adl, abo
nocravanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOGHULTBI ADI (AKLW0
3a3HayYeHo Y JOCbE Ha Nikapcbkuii
3acib) 3a BigCyTHOCTI cepTudiikata
BiANoOBiAHOCTI EBpONEeiChkili
hapmakonei y 3aTBepaKeHOMY
[ocbe, abo BUpOOHMKaA HOBOT
O0NOMDKHOT PEYOBMHM (SIKLLLO
3a3HayeHo y A0Cbe) 3MiHa
HaliMeHyBaHHS Ta agpecu
BMPOGHUKA, LU0 3iliCHIOE
KOHTPO/b SKOCTi ADI i3 ANKOH-
KyBpbop HB, Benbrisi Ha HosapTic
MaHydpakTypiHr HB, Benbris.
3MiHn | TUNY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI
BMpPO6HMKa/iMnopTepa rotoBoro

3a peyenmom

He
nionseae

UA/13522/01/02
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
niKapcbKoro 3acoby, BKIUaum
AinbHWL BUNYcKy cepii abo micue
NpoBeAEeHHS KOHTPOJO AKOCTI.
(aisnbHICTb, 3a Ky BignoBigae
BMPOGHUK/IMNIOPTEp, BKIKOYAYN
BUMYCK Cepiii) 3MiHa
HaliMeHyBaHHs BUpO6HUuKa 13y
3B'5A3KY i3 3MiHOO Ha3BU
HOPUANYHOI 0CO6K BUPOGHMYOTO
caiity y benbrii, 6e3 3MiHV Micus
BMPOGHMLTBA. 3MiHM BHECEHO B
IHCTpYKLjl0 ANs MegnyHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby
y po34in «BMpo6HNK» 3
BiAMOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby. BBefeHHs 3MiH NpOTSArom
6-TW MicsLIB NicNs 3aTBEPKEHHS.
176. | HE®OIMAM- po3uunH ans iH'ekyiin, | TOBAPUCT Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/17470/01/01
340POB'A 20 mr/2 mn; no 2 mn BO 3 BMPOGHMLITBA, marepianis: 3miHu | TMny - 3miHn
B amnyni; no 5 OBMEXXEH KOHTPO/b SIKOCTI, Loao 6e3nekn/edpeKTMBHOCTI Ta
amnys y KapTOHHil (e]}0} BUNYCK cepil: hapmakoHarnagy (iHwi 3miHK).
Kopoo6Li 3 BIANOBIAA ToBapucTso 3 OHOB/1EHHA TEKCTY MapKyBaHHs
neperopoakoto; no NBHICTIO 06MexeHo NepPBUHHOI Ta BTOPUHHOT YNakoBOK
2 mn B amnyni; no 5 «KOPIMNOPA BiANOBIAA/ILHICTIO nikapcbKoro 3acoby, a came: -
amnyn y 6nictepi; no LA "hapmMaueBTNYHaA YTOYHEHO iHdhopMaLito Wwoao
1 6nictepy y «300POB'A KOMnaHis NOroTuny 3asiBHUKa Ta TEXHIYHOI
KOpo6Li 3 KapTOHYy; » "3p0poB'a", YkpaiHa,; iHchbopmaw,ii; - yTOYHEHO
no 2 mn 'y cnakoHi; BCi cTagii iHhopmawito, sika BignoBigae
no 5 cpnakoHiB y BMPOGHMLITBA, IHCTPYKUIT ANA MeguyHoro
KOHTYpHili KOHTPO/b SIKOCTI, 3aCTOCYBaHHSA NiKapcbKoro
YapyHKOBIl BWMYCK Cepil: 3aco6y; - BHECEHO HE3HaYHi
ynakosLi; no 1 ToBapwvCTBO 3 peAakuiiiHi npaBkn B TEKCT
KOHTYpHili 06MeXeHOI0 MapKyBaHHS YNakoBOK NiKapcbkoro
YapyHKOBIll yrnakoBLi BiANOBIAALHICTIO 3aco6y. TepmiH BBEAEHHS 3MiH
B KapTOHHI kopobLi "®APMEKC IPy1", npoTArom 6 micauis nicns
YKpaiHa 3aTBEPKEHHA.
177. | HITPO®YPA3 | nopoLuoK TOB "UcTok- Ykpaina LlaHAoHT ®eHrKCiHT KuTtaii BHECEHHS 3MiH A0 peecTpauiiHnx - UA/16978/01/01
OH (cy6eTaHuis) y Mntoc" TexHonoaxi marepianis: 3MiHu | TUNY - 3MiHK 3
nonieTuneHoBmx [JesenonmeHT Ko., akocTi. CepTuddikat
Milkax ans nth BignoBiaHoCTI/IE-cepTucpikar
hapmaueBTUYHOIO BiANOBIAHOCTI EBpONeichbkili
3acTOCyBaHHA hapmakonei/mMoHorpadii. 3miHu,

noB'si3aHi 3 HEOOXIAHICTIO
npvBeAEeHHs Y BiANOBIAHICTb A0
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
MoHorpadii AdY abo
€BponeiicbKoi hapmakonei, abo
iHLIOT HauioHa/IbHOI chapmakonel
nepxasun €C (iHLWi 3MiHN) - -
npuBeAeHHsA MeToay
BUMPOBYBaHHSA 3a NOKa3HNKOM
«CynpoBigHi JOMILLKN» Y
BIANOBIAHICTb 40 BUMOT
MoHorpadii Ed «Nitrofural»;
HOPMYBaHHS 3a AaHVM
NOKa3HUKOM 3a/IMLLEHO 6Ee3 3MiH.
3MiHa BHOCMTLCA BUK/TIOYHO A/1A
npvBeLEeHHs y BiANOBIAHICTb A0
BMMOr MOHoOrpadii €sponelicbKoi
hapmakonei.
178. | HOBOKAIH- po3uunH ans iH'ekyiin, | TOBAPUCT Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/4539/01/01
3400POB'A 5 mr/mn; no 2 mn BO 3 0bMexeHot marepianis: 3miHu | Tuny - 3miHn
a6o 5 mn B amnyni; OBMEXEH BifnNoBIAAbHICTIO Loao 6e3nekn/edpeKTMBHOCTI Ta
no 10 amnyny (e]}0} "papmMaueBTNYHaA hapmakoHarnagy (iHwi 3miHK).
KapTOHHI kopoobLj; BIAMOBIOA KOMnNaHis OHOB/EHHS TEKCTY MapKyBaHHS
no 2 mn abo 5 mn B NIBHICTIO "3nopos " NepBUHHOT Ta BTOPUHHOI YNakoBOK
amnyni; no 5 amnyn «KOPIMNOPA nikapcbKoro 3acoby, a came: -
y 6nicTepi; no 2 LA BWJTy4YEHO iHhOopMAaLLito, 3a3HaueHy
6nictepu B «300POB’A POCIiCbKOI0 MOBOIO; - NEPEHEeCEHO
KapTOHHI Kopobuyj; » MiXXHapPOAHI NO3HAYEHHS OAMHULLb
no 2 MmN B amnyni; BMMIPIOBaHHS; - YTOYHEHO
no 10 amnyny iHbopmawito Wwoao noroTuny
6nictepi; no 1 3as1BHMKa Ta TEXHIYHOT
6nictepy y iHchopMmawii; - yHichikoBaHO TekcT
KapTOHHI KOpo6Li MapKyBaHHS NepBUHHOT yNakoBKu
(ans amnynu Ta eTUKEeTKM Ha
amnyni);
- BHECEHO HE3HauHi peaakuiiiHi
npaBK1 y NEPBUHHII Ta BTOPUHHIN
ynakoBKax /likapCbKoro 3acooy.
TepMiH BBEAEHHSA 3MiH NPOTAroM 6
MiCsILiB MicNs 3aTBEpKEHHS
179. | HOBOKAIH- po3uvH ans iv'ekuin, | TOBAPUCT Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/4539/01/02
3400POB'A 20 mr/mn; no 2 mn B BO 3 06MeXeHoH martepianis: 3miHu | TUny - 3MiHK
amnyni; no 10 OBMEXEH BiANOBIAAILHICTIO Loao 6e3snekn/edpeKkTBHOCTI Ta
amnyn y KapTOHHil (o]0} "dhapmMaueBTNYHaA hapmakoHarnsgy (iHwi 3miHn).
KOpoo6Li; no 2 Mn B BIAMOBIOA KOMnaHis OHOBNEHHSA TEKCTY MapKyBaHHs
amnyni; no 10 NbHICTIO "3p0pos A" NepBUHHOT Ta BTOPUHHOI YNakoBOK
amnyn y 6nictepi; no | «KOPMOPA nikapcbKoro 3acoby, a came: -
1 6nictepy y LA BWAYYEHO iHopMaLito, 3a3HavYeHy
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
KapTOHHI Kopobuyj; «310POB’'A POCiiiCbKOI0 MOBOIO; - NEPEHeCceHo
no 2 Mn B amny”ni; » MDKHapPOAHI NO3HAYEHHS OAWNHULb
no 5 amnyny BUMIPIOBaHHS; - YTOUHEHO
6nicTtepi; no 2 iHbopMaLLito Wwoao noroTuny
6nictepn y 3as1BHMKA Ta TEXHIYHOT
KapTOHHIA KopooLi iHchbopmawii; - yHichikoBaHO TekcT
MapKyBaHHS NepBUHHOT yNakoBKu
(ans amnynu Ta eTUKETKN Ha
amnyni);
- BHECEHO HE3HaYHI pefakLiiiHi
npaBK1 y NEPBUHHIN Ta BTOPUHHIN
yrnakoBKax /ikapcbKoro 3acoby.
TepMiH BBEAEHHS 3MiH NPOTAroM 6
MiCALIB MiCNs 3aTBEPKEHHS
180. | HOBOKC® pO34uH ANs iHdysii OPIAHOCU OAE MpuaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom UA/16886/01/01
0,5 % no 100 mn H akuioHepHe martepianis: 3miHu | TUny - 3MiHK
a6o 150 mny NAN®CAEH TOBapUCTBO oo 6e3snekn/edhekTMBHOCTI Ta
nnsawuyi; no 1 Cn3 (E® «IHdpysis» hapmakoHarnsgy. BeegeHHs abo
nAsaWLi y navui 3ETI) 3MiHU [0 y3araslbHEHUX JaHuX Npo

cuctemy chapmakoHarisgy
(BBEAEHHA y3araslbHeHUX AaHuX
npo cuctemy chapmakoHarnsgy,
3MiHa YyNOBHOBaXKEHOI 0cobw,
BignoBiganbHOI 3a 3AjACHEHHS!
thapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiMiHHa Bif, yNOBHOBaXEHOI
ocobu, BignoBiganbHOI 3a
3[jiCHEHHs1 hapMakoHarisay
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigansLHoI 3a
thapmakoHarnag. [itova pegakuis:
o-p Awy fiin Wapma.
MponoHoBaHa pegakLis:
LLinnkapeHko iogmuna KOpiisHa.
3MiHa KOHTaKTHUX gaHunx
YNOBHOBaXEHOI 0CO6M 3as1BHYIKA,
BiANOBIA&/IbHOI 3a

cthapmakoHarnsag
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
181. | HONINPEN® TabneTtku, BKPUTI Ne PpaHuis Na6opaTtopii Ceps’e ®paHuia/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/10248/01/01
BI-®OPTE NAiBKOBOIO Na6opatyap IHpacTpi, PpaHuis; IpnaHgis marepianis: 3miHu | Tuny - 3miHn
o6onoHkoto; no 30 Cepp’e Cepg’e (IpnaHgis) Loao 6e3nekn/edpeKTMBHOCTI Ta
Tabnetok y IHpacTpic Nta, thapmakoHarnagy (iHwi 3MiHu) -
KOHTeliHepi; no 1 Ipnangis 3MiHM BHECEHO Y TEKCT
abo no 3 MapKyBaHHs MepBUHHOI (. 4, 6) Ta
KOHTEliHepy B BTOPWHHOI (n. 8, 17) ynakoBoK
KOpo6Li 3 KApTOHY nNiKapcbKoro 3acoby ans
BMpOGHMKa JSlabopaTopii Ceps’e
IHOacTpi, PpaHLis; a Takox y
TEKCT MapKyBaHHS NepBUHHOI (M.
6) Ta BTOPUHHOI (N. 17) ynakoBok
niKkapcbKoro 3acoby ans
BMpo6Huka Ceps’e (IpnaHais)
IHgacTpic /1Ta, lpnangis. Tepmi
BBEJEHHSA 3MiH - NpoTArom 9
MiCALIB MiC/S 3aTBEPKEHHS
182. | HYBIK/ NMOPOLLOK Ta OkTadhapma ABCTpiIs BMPOGHMUK, Lseuis/ BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom He UA/17140/01/05
NUWIQ® PO3YMHHUK ANs dapmauesT BiAnoBiganbHUii 3a HimeuunHa martepianis: 3MiHK, L0 nionsieae
PO3unHy ANs iH'eKuiin nKa BMPOGHULITBO in noTpebytoTb HOBOI peecTpaLii -
no 1500 MO, 1 MpoaykTioHC bulk, nepBuHHe [00aBaHHA HOBOI cunu aii
donakoH 3 rec m.6.X. nakyBaHHs, Pestome nnaHy ynpasniHHsA
nopotukom, 1 BisyasibHy pvi3vkamu Bepcia 11.2 gogaeTbes.
nonepegHb0 iHCneKu;jto, MepioAnyHICTb NogaHHSA
3anoBHeHWIA LLNpUL, BUNPOGYBaHHA Ha perynsipHo OHOB/IIOBAHOTO 3BITY 3
3 PO3YMHHMKOM MO LinicHICTb, 6e3neku, BignoBsigHo Ao Mopaaky
2,5 mn (Boga ans BMNpPo6YyBaHHS 3pilicHeHHs hapMakoHarsay,

iH'exUili) pasoMm 3
KOMMMEeKTOM ANns
PO3UMHEHHSA |
BHYTPILLHLOBEHHOTO
BBeAeHHs (1
ajanTep gns
BiAKPUTTA dhnakoHa,
1 ronka-meTenvk, 2
MPOCOYEeHi CNMPTOM
TamnoHu) B
KapTOHHI Kopoo6Li
Nel

AKOCTI, BUNYyCK cepil
KIHLLeBOro NPOAYKTY
(nopowwika ansa
pO34nHy Ans
iH eKUi Ta
PO3UMHHVKKA):
OkTtadhapma AB,
LLiseuis

BUPOBHUK,
BiANOBigaIbHUI 3a
Bi3yaUslibHy iHCNEKL,it0
Ta BUNPO6YBaHHS Ha
LinicHicTb Ans
nopoLuka ans
pO34nHy Ans
iH eKUil,
MapKyBaHHA Ta

3aTBEPKEHOT0 Haka3om
MiHicTepcTBa OXOpPOHY 340POB’SA
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLi YKkpaiHu 29
ciyHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Haka3y MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3HayYeHVMU Y NepiognNYHOCTI
noJaHHsA perynsapHuxX 3BiTiB 3
6esneku.
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BTOPWHHE
nakyBaHHs
KIHLLeBOro npogykra
(nopowwka ansa
po3unHy Ans
iH ekl Ta
PO3UMHHKKA):
OkTadhapma [leccay
M6X, HimeuunHa;
Bi3yasibHa iHCMeKLis,
BMNpobyBaHHSA
AKOCTi, MapKyBaHHS
Ta BTOPVHHE
nakyBaHHs
PO3YMHHMKA:
BetTep ®apma-
®epTiryHr F'm6X Ta
Ko. KI', HimeyuunHa;
Bi3yasibHa iHCMeKLis,
BMNpobyBaHHSA
CTabiNbHOCTI
PO3YMHHMKA:
Bettep ®apma-
®epTiryHr F'm6X Ta
Ko. KI', HimeuunHa;
BMPOGHMLITBO,
BMNpo6yBaHHs
AKOCTI, BisyasibHa
iHCnekwyjs
PO3YMHHMKA:
BetTep ®apma-
®epTiryHr F'm6X Ta
Ko. KT, HimeuunHa;
BUNPOBYBaHHSA
SIKOCTI, BisyasibHa
iHCnekuis
PO3YMHHMKA:
BeTtTep-®apma
®epTiryHr F'm6X Ta
Ko. KI', HimeyunHa

183.

HYBIK |
NUWIQ®

MOPOLLIOK Ta
PO3YMHHVK AN1A
PO34UHY ON1s1 iH'eKLit
no 2500 MO, 1
hf1aKoH 3

OkTadhapma
dapmavuesT
nka
MpoaykTioHC
rec m.6.X.

ABcTpis

BUPOBHMK,
BiANOBiAa/IbHWIA 3a
BMPOBHMLTBO in
bulk, nepBuHHe
nakyBaHHs,

LLIseuisi/
Himeuunna/

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3MiHK, LLLO
noTpebyoTb HOBOI peecTpauii -
[ofaBaHHsi HOBOI cunn aji
Pestome nnaHy ynpasiHHA

3a peuenmom

He
nionsiecae

UA/17140/01/06
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
nopoLukom, 1 Bi3yasibHy pu3ukamu Bepcisa 11.2 noaaetbes.
nonepegHL0 iHCnekujto, MepiognyHicTb NogaHHA
3anoBHEHWIA LLNPULL BUNPOOYBaHHA Ha perynsipHo OHOB/IIOBAHOTO 3BITY 3
3 PO3YMHHMKOM NO LiNiCHICTb, 6e3neku, BiANoBiAHO Ao Mopsaky
2,5 mn (Boga gns BMNpobyBaHHSA 3fificHeHHs hapmakoHarnsay,

iH'eKUili) pa3om 3
KOMNIEKTOM NSt
PO3UMHEHHS |
BHYTPILLHLOBEHHOTO
BBefeHHs (1
ajanTep gns
BiAKPUTTA chrakoHa,
1 ronka-meTenuk, 2
NPOCOYEHi CNNPTOM
TamrnoHu) B
KapTOHHIA Kopoo6Li
Nel

AKOCTI, BUMYCK cepil
KIHLLeBOro NpoayKTy
(nopowka ans
pO34nHy AnA
iH eKUii Ta
PO3UYNHHIKA):
OkTadapma AB,
LLseuis

BMPOGHMUK,
BiAnoBiganbHUii 3a
Bi3yasibHY iHCMEKLIit0
Ta BUNPOOYyBaHHS Ha
LinicHicTb ansa
nopoLuka ans
pO34nHy AnA
iH eKuil,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHs
KiHLLeBOro npoaykra
(nopowka ans
pO34nHy Ans
iH eKUi Ta
PO34YUHHIKA):
OkTathapma [leccay
'm6X, HimeuunHa

Bi3yasibHa iHCMeKLis,
BMNpobyBaHHsA
AKOCTi, MapKyBaHHSA
Ta BTOPVHHE
nakyBaHHs
PO3YMHHMKA:
BetTep ®apma-
®epTiryHr F'm6X Ta
Ko. KT, HimeyuunHa;
Bi3yasibHa iHCMeKLis,
BMNpobyBaHHSA
CTabifIbHOCTI

3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUiT YkpaiHm 29
ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa
OXOPOHY 34,0pO0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMun y NepiognyHoCTI
NOAAHHSA PerynspHuX 3BiTiB 3
6e3neku.
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

PO3UYMHHMKA:
Bettep ®apma-
®epTiryHr Fm6X Ta
Ko. KI, HimeuunHa;

BMPOGHMLTBO,
BUNPOBYBaHHSA
SIKOCTI, BisyasibHa
iHCnekujs
PO3YMHHMKA:
Bettep ®apma-
®epTiryHr F'm6X T1a
Ko. KI, HimeuunHa;

BMNpPO6yBaHHS
AKOCTI, BisyasibHa
iHCnekwyjs
PO3YMHHMKA:
BeTtTep-®apma
®epTiryHr F'm6X Ta
Ko. KI', HimeyunHa

184.

HYBIK |
NUWIQ®

MOPOLLIOK Ta
PO3UYNHHWK ANS
PO34UHY A5 iH'EKLi
no 3000 MO, 1
dhnakoH 3
nopoLukom, 1
nonepeaHLo
3anOBHEHWIA LINpULL
3 PO3YMHHUKOM NO
2,5 mn (Boga ans
iH'eKUili) pa3om 3
KOMNIEKTOM ANt
PO3UMHEHHSA |
BHYTPILLUHbOBEHHOTO
BBefeHHs (1
ajanTep ans
BIAKPUTTA chakoHa,
1 ronka-meTenuk, 2
NPOCOYEHi CNMPTOM
TamnoHu) B
KapTOHHIA KopoobLi
Nel

Oktadapma
PapmanesT
nka
MpoaykTioHC
rec m.6.X.

ABCTpis

BUPOGHUK,
BiANOBigabHUI 3a
BMPOGHULITBO in
bulk, nepBuHHe
nakyBaHHs1,
Bi3yasibHy
iHCnekKujto,
BMMNPOGYBaHHS Ha
LiNiCHICTb,
BUNPOBYBaHHSA
AKOCTI, BUMYCK cepil
KIHLLeBOro NpoayKTy
(nopowika ansa
po3unHy Ans
iH ekl Ta
PO3UMHHKKA):
OkTadhapma AB,
LBeu,is;

BUPOBHMK,
BiANOBiAa/IbHWIA 3a
Bi3yaUsibHYy iHCNEKL,it0
Ta BUNpobyBaHHs Ha
uinicHicTb gnsa

Lseuis/
HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHU, LLIO
noTpebyoTb HOBOI peecTpaLii -
[ofaBaHHs HOBOI cunu ajl
Pestlome nnaHy ynpasniHHA
pu3ukamu Bepcisa 11.2 foaaetbCs.
MepiognyHICTb NoAAHHSA
perynsipHO OHOB/IHOBAHOrO 3BITY 3
6e3neku, BignoBsigHo Ao Mopaaky
3[jiicCHEHHs1 hapMakoHarsay,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHU 340P0OB'A
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUiT Ykpainm 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTea
OXOPOHY 3,0pPO0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavyeHVMun y NepiognyHoCTi
noJaHHsA perynspHux 3BiTiB 3
6e3neku.

3a peyenmom

He
nionseae

UA/17140/01/07
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

nopoLuka ans
pO3UnHy AnA
iH ek,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHS
KIHLLeBOro npoaykTa
(nopowka ans
pO34nHy AnA
iH eKUii Ta
PO3UYNHHIKA):
OkTtachapma [eccay
'M6X, HimeuuunHa;

Bi3yasibHa iHCnekuis,
BUNPOBYBaHHSA
AKOCTI, MapKyBaHHS
Ta BTOPVHHE
nakyBaHHs
PO3UMHHMKA:
BetTep ®apma-
PepTiryHr F'M6X Ta
Ko. KI', HimeuunHa;

Bi3yasibHa iHCMeKLis,
BMNpobyBaHHsA
cTabinbHoCTI
PO3YMHHMKA:
Bettep ®apma-
®epTiryHr Fm6X Ta
Ko. KI, HimeuunHa;

BMPOGHMLTBO,
BUNPOBYBaHHSA
SIKOCTI, BisyasibHa
iHCnekuis
PO3YMHHMKA:
Bettep ®apma-
®epTiryHr F'm6X Ta
Ko. KI, HimeuunHa;
BMNpobyBaHHSA
AKOCTI, BisyanbHa
iHCnekuis
PO3YMHHMKA:
Bettep-®apma
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
PepTiryHr F'M6X Ta
Ko. KT, HimeuunHa
185. | HYBIK/ MOPOLLIOK Ta Okradhapma AscTpis BUPOGHMUK, LWseuis/ BHECEHHS 3MiH 10 peecTpauitHux 3a peyenmom He UA/17140/01/08
NUWIQ® PO3UMHHUK ANs PapmanesT BiANOBigabHUI 3a HimeuunHa marepianis: 3MiHU, LLIO nionsizae
PO34UHY A5 iH'EKLi nKa BMPOGHULITBO in noTpebyoTb HOBOI peecTpaLii -
no 4000 MO, 1 MpoaykTioHC bulk, nepBuHHe [ofaBaHHs HOBOI cunu ajl
chnakoH 3 rec m.6.X. nakyBaHHs, Pestlome nnaHy ynpasniHHA
nopotukom, 1 Bi3yasibHy pu3ukamu Bepcisa 11.2 foaaetbes.
nonepegHsL0 iHCnekKujto, MepiognyHICTb NoAAHHSA
3anOBHEHWIA LINpULL BMMPOGYBaHHA Ha perynspHo OHOB/HOBAHOIO 3BITY 3
3 PO3YMHHMKOM MO LiNiCHiCTb, 6e3neku, BignoBsigHo Ao Mopaaky
2,5 mn (Boga ans BUNPOBYBaHHSA 3[iicCHEHHs1 hapMakoHarsay,

iH'eKUili) pasom 3
KOMNIEKTOM ANt
PO3UMHEHHS |
BHYTPILLUHbOBEHHOTO
BBefeHHs (1
ajanTep ans
BIAKPUTTA chakoHa,
1 ronika-meTenuk, 2
NPOCOYEHi CNMPTOM
TamnoHu) B
KapTOHHIA KopoobLi
Nel

AKOCTI, BUMYCK cepil
KIHLLeBOro NpoayKTy
(nopowka ansa
po3unHy Ans
iH ekl Ta
PO3YMHHKKA):
OkTadhapma AB,
LBeu,is;

BUPOBHMK,
BiANOBiAA/IbHWIA 3a
Bi3yaUsibHy iHCNEKL,it0
Ta BUNpobyBaHHs Ha
yinicHictb gnsa
nopoLuka ans
po3unHy Ans
iH ek,
MapKyBaHHSA Ta
BTOPUHHE
nakyBaHHS
KIHLLeBOro npoaykTa
(nopowka ans
PO34nHy AnA
iH eKUii Ta
PO3UYNHHMKA):
OkTathapma fleccay
'M6X, HimeuunHa;

Bi3yasibHa iHCMeKL,is,
BUNPOOYBaHHSA
AKOCTI, MapKyBaHHs
Ta BTOPVHHE

3aTBEPKEHOrO Haka3om
MiHicTepcTBa OXOPOHU 340P0OB'A
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUiT Ykpainm 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTea
OXOPOHY 3,0pPO0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavyeHVMu1 y NepiognyHocCTI
noJaHHsA perynsipHux 3BiTiB 3
6e3neku.
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

nakyBaHHs
PO3UMHHMKA:
BetTep ®apma-
PepTiryHr F'M6X Ta
Ko. KI', HimeuunHa;

Bi3yasibHa iHCMeKLis,
BMNpobyBaHHsA
cTabinbHoCTI
PO3YMHHMKA:
Bettep ®apma-
®epTiryHr F'm6X T1a
Ko. KI, HimeuunHa;

BMPOGHMLTBO,
BUNPOBYBaHHSA
SIKOCTI, BisyasibHa
iHCnekuis
PO3YMHHMKA:
Bettep ®apma-
®epTiryHr Fm6X Ta
Ko. KI', HimeuunHa;
BMNpobyBaHHSA
AKOCTI, BisyanbHa
iHCnekuis
PO3UMHHMKA:
BetTep-®apma
PepTiryHr N'M6X Ta
Ko. KI', HimeuyunHa

186.

OBECTUH®

Kpem BariHanbHui, 1
mr/r;

no 15ry 1y6i; no 1
Ty6i y KOMMNEKTi 3
annikaTopom B nauui

AcneH
Papma
TpewngiHr
Nimiten

IpnaHgis

Brpo6HMK
BiAnoBiganbHUii 3a
BMPOGHMLITBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPO/Ib SKOCTi Ta
BUNYyCK cepil:
AcneH bag-
Onbaecno M'v6X.,
HimeuynHa

HimeuunHa

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
3MiHV BHECEHO B TEKCT
MapKyBaHHA BTOPUHHOT yNakoBKM
nikapcbKoro 3acoby y NyHKTU 8,
13, 17 Ta B TEKCT MapKyBaHHsA
NepPBUHHOT YNaKoBKK y NMYHKTU 3, 4.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCsILiB MicNs 3aTBEpKEHHS

6e3 peyenma

UA/2281/03/01

187.

O3EMMIK

PO34MH ONs iH'EKLN,
1,34 mr/mn; 0,25
mr/0,5 mr: no 1,5 mn
y KapTpumxax,
BKNaAEHUX y

AIT Hoso
Hopgaick

[OaHis

Bupo6bHMLTBO
NPOAYKTY,
HarnoBHEHHS
KapTpuaxy Ta
KOHTPO/Ib SIKOCTi

[aHis

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis: 3MiHu | TUNY - 3MiHK 3
AkocTi. FoToBUIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBaibHUIA

3a peyenmom

UA/19176/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
nonepeaHsL0 npoaykuii in bulk; 3aci6 (iHWi 3mMiHW) - NpUBEAEHHS Y
3anoBHeHy XiMiYHI/di3nyHi BiANOBIAHICTb iHhopMaUil Lwoao
6araTto030BYy BMNPOGYBaHHS, YMaKoBKM 3rigHO peecTpauiiiHmX
0 HOPa30BY LUNPULL- MiKpOGIONOoriyHi - [OKYMEHTIB, a came 3a3HauyeHHs
pyuky; 1 CTEPW/IbHICTb Ta OAVHWLb BUMIPIOBaHHS 40 CKnagy
nonepegHLO MiKpO6ioOoriyHi - Ait0Y0T peYOBUNHU A1 KapTPUXKIB
3anoBHeHa LunpuL- Mikpo6ionoriyHa no 1,5 mn, a came gns fosu
pyuka Ta 6 yuctoTa. Bunyck 0,25/0,5 mr. fiitoua pegakuis:
0HOPa30BMX 00K cepii: A/T Hoso Po3unH gns iv'ekuiid, 1,34 mr/mn,
HoBo®aiiH® lMntoc B Hopgaick, JaHis; 0,25/0,5mr: no 1,5 mny
KapTOHHI kopo6uyj; Brpo6HMUTBO KapTpuakax, BKNageHux y
1wmr:no3mMny NPOAYKTY, nonepeAHbO 3anoBHEHY
KapTpumKax, HanoBHEHHS 6aratof030By 0jHOPa30oBYy
BKNafeHUX y KapTpuaxy Ta LINpuUL-pyyKy; 1 nonepegHb0
nonepeaHL0 nepesipka AKOCTi 3anoBHeHa LWNpuL-pyyka Ta 6
3anoBHEHY npoaykuii in bulk; ofHOpa3oBux ronok HosodaiH®
6araTo,0308Yy KOMM/IEKTYBaHHS, Mntoc. MponoHoBaHa pegakuis:
0[HOPA30BY LUNPUL- MapKyBaHHs Ta Po3unH gns iv'ekuiin, 1,34 mr/mn,
pyuky; 1 BTOPUHHE 0,25 mr/0,5 mr: no 1,5 mny
nonepegHL0 nakyBaHHs rOTOBOroO KapTpumpKax, BKNageHnx y
3anoBHeHa LwnNpu- NiKapcbKoro 3acoby nonepeAHbO 3anoBHEHY
pyyka Ta 4 (cemarnytug 1,34 6araTto030By 04HOPA30BY
0iHOPA30BMX FOJIKN Mr/MA, PO34YH ANs LINpuUL-pyyKy; 1 nonepegHb0
HoBo®aiiH® lMntoc B iH'ekyji, wnpwvu- 3anoBHeHa LWnpuL-pyyka 1a 6
KapTOHHIA Kopoo6Li pyuyka PDS290), ofHOpa3oBux ronok HosodaiH®
KOHTPO/b AKOCTI Mntoc B KAPTOHHIN KOpPO6LY
(XimiyHi/ci3nyHi
BMNPOGYBaHHS)
npogykuii in bulk Ta
roToBOro
niKkapcbKoro 3acoby:
A/T Hoso Hopgick,
[aHis
188. | O3EMIIK PO3YUH OJ151 iH'EKLLNA, A/T Hoso [JaHis Bupo6bHuuTBO [JaHis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom He UA/19176/01/01
1,34 mr/mn; 0,25/0,5 Hopgaick NPOAYKTY, marepianis: 3miHu | Tuny - 3miHn nionsizae
mr:no 1,5 mny HanoBHEHHS oo 6e3nekn/edekTMBHOCTI Ta

KapTpumkax,
BKMIQfEHUX Y
nonepeaHLo
3anoBHeHy
6araToo30BYy
O[IHOPA30BY LUMPULL-
pyuky; 1
nonepeaHL0
3anoBHeHa LWNpuy-

KapTpuaXy Ta
KOHTPO/b AKOCTI
npoaykuii in bulk;
XiMiYHI/i3nyHI
BMNPOGYBaHHS,
MiKpO6ioOoriyHi -
CTepPUSIbHICTb Ta
MiKpOGIONoriyHi -
Mikpo6iosnoriyHa

hapmakoHarnagy (iHwi 3MiHK) -
3MiHu BHECeHO A0 nyHKTiB 3, 4, 5,
7,9, 10, 17 TekCTy MapKyBaHHs
BTOPVHHOT YNakoBKM NiKapCbKoro
3acoby. BBefeHHA 3MiH NpOTSArom
6 MicAUiB nicna 3aTBEPAXEHHS.
3MiHuK | TMRY - 3MiHK WoA0
6e3nekn/epeKTNBHOCTI Ta
thapmakoHarnsaay (iHwi 3miHu) -
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
pyyka Ta 6 yucrorta. Bunyck 3MiHV BHECEHO [0 IHCTPYKLUIT Ans
0/, HOpPa30BKMX rO1I0K cepii: A/T Hoso MEeAMYHOrO 3aCTOCYBaHHS
HoBo®aiiH® lMntoc B Hopgick, faHis; nikapcbKoro 3acoby A0 po3ginis
KapTOHHI Kopobuyj; BupobHuuTBO "Cnoci6 3acTocyBaHHA Ta fo3mn"
1mr:no3mMny NPoAYKTY, (CTOCOBHO BifCTEXYBaHHSA
KapTpumxax, HarnoBHEHHS iH'ekujin), "YMoBM 36epiraHHsa"
BKNafEeHUX y KapTpuaxy Ta (aopaHo: 36epiratn y
nonepegHL0 nepesipka AKOCTi HefoCTYNHOMY NS AiTeli micL)
3anoBHEHY npoaykuii in bulk; BiAMNOBIAHO A0 OHOB/IEHOT
6araTo030BY KOMMNNEKTYBaHHS, iHhopmalii 3 6e3neku
O/1HOPA30BY LUNPULL- MapKyBaHHs Ta 3aCTOCYBaHHS NiKapCbKOro
pyuky; 1 BTOPWHHE 3acoby. BeefieHHs 3MiH NPOTArom
nonepeaHLo nakyBaHHS roTOBOro 6 MicALiB nicns 3aTBep)KEHHS.
3anoBHeHa Wnpuuy- nikapcbKoro 3acoby
pyyka Ta 4 (cemarnytug 1,34
0/IHOPa30BUX ONKN Mr/MA, PO34MH ANA
Hoso®aiiH® lMntoc B iH'eKuji, wnpwvu-
KapTOHHIA KOopooLi pyyka PDS290),
KOHTPO/b SIKOCTI
(XimiyHi/cDi3nyHi
BMNPOGYBaHHS)
npogykuii in bulk Ta
roTOBOro
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[JaHis
189. | O3EMIMIK PO34UH ONS iH'EKLLN, A/T Hoso JIETTE] Brpo6HMUTBO JIECTE] BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom He UA/19176/01/01
1,34 mr/mn; 0,25/0,5 Hopgaick NpOAYKTY, martepianis: 3MiHK, L0 nionsieae
mr:no 1,5mny HanoBHEHHSA noTpebytoTb HOBOI peecTpaLii -
KapTpupKax, KapTpuaKy Ta 3MiHn y [IP, Aki He Nnpu3BoAAThL A0
BK/1aJEHUX Y KOHTPO/b AKOCTI HOBOI [1P: He3HauHi 3MiHn
nonepegHL0 npoaykuii in bulk; 6i0N10rivHOT pevoBMHN abo
3arnoBHeHy XiMiYHI/i3NyYHI 6i0OTEXHO/OTIYHOro NPOAYKTY
6araTofo30BYy BMNPOBGYBaHHS,
OZIHOpPa30BY LWINPUL- MiKpPOGIOIOriyHi - Pestome nnaHy ynpaBniHHsa
pyuky; 1 CTePUSIbHICTb Ta pu3nkamm Bepcia 9.1 goaaeTbes.
nonepegHsL0 MiKpOGIONOriyHi - MepiognyHICTb NoAAHHSA
3anoBHeHa LWnpuu- MikpoGionoriyHa perynsipHoO OHOBJ/TOBAHOrO 3BITY 3
pyuyka Ta 6 yuctoTa. Bunyck 6e3neku, BigNoBiAHO Ao Mopaaky

0 HOpPa30BUX roOs10K cepii: A/T Hoso 3[iicCHEHHsT hapMakoHarsay,
HoBo®aiiH® MNntoc B Hopgaick, JaHis; 3aTBEPAKEHOI0 Haka3oM
KapTOHHI kopobuyj; Brpo6HMUTBO MiHicTepcTBa OXOPOHU 340P0OB'A
1mr:no3mMny NpoAyKTy, Ykpaiuu Big 27 rpyaHsa 2006 poky
KapTpuakax, HanoBHEHHSA Ne 898, 3apeecTpoBaHoro B
BKI1afEHUX Y KapTpuapKy Ta MiHicTepcTBi rOCTULIT YKpaiHu 29
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
nonepeaHsL0 nepe.ipka AKOCTi ciuHa 2007 poky 3a Ne 73/13340 (y
3anoBHeHy npoaykuii in bulk; pepakuii Hakady MiHicTepcTea
6araTto030BYy KOMMNAEKTYBaHHA, OXOPOHW 300POB's YKpaiHu Big 26
OZiHOpa30BY LWNPUL- MapKyBaHHA Ta BepecHs 2016 poky Ne 996),
pyuky; 1 BTOPUHHE CTaHOBWTb: 3riHO 3i CTPOKamu,
nonepeAHLO nakyBaHHS roTOBOro 3a3HaYeHUMn y NepiognyHOCTI
3anoBHeHa Wnpuu- nikapcbKoro 3acoby NOAAaHHA PerynspHuX 3BiTiB 3
pyyka Ta 4 (cemarnytng 1,34 6e3neku.
0/1HOPa30BMX rOJIKN Mr/MA, PO34MH ANA
HoBo®aiiH® lMntoc B iH'eKuji, wWnpuu-
KapTOHHI/ Kopoo6Li pyuka PDS290),
KOHTPO/b SIKOCTI
(XiMiYHI/Di3nYHi
BMNPOGYBaHHS)
npogaykuii in bulk Ta
roToBOro
nikapcbKoro 3acoby:
A/T Hoso Hopagick,
[JaHis
190. | O3EMMNIK® PO34UH ANS iH'EKLIN, A/T HoBso [Janis Brpo6HMUTBO [Janis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom He UA/19176/01/01
1,34 mr/mn; 0,25/0,5 Hopaick, NpPOAYKTY, martepianis: 3miHu | TUny - 3MiHK niossieae
mr:no 1,5mny [aHia HanoBHEHHS oo 6e3snekun/edpekTMBHOCTI Ta

KapTpumKax,
BKNTafEHNX y
nonepeaHLo
3anoBHeHy
6araTto030BYy
0/IHOPa30BY LUMPULL-
pyuky; 1
nonepeaHL0
3anoBHeHa LNpuL-
pyyka Ta 6

KapTpuaxy Ta
KOHTPO/b SIKOCTI
npoaykuii in bulk;
XiMiYHI/di3nyHi
BMNPOGYBaHHS,
MiKpOGIONOriyHi -
CTEPW/IbHICTb Ta
MiKpO6ioIoriyHi -
Mikpo6ionoriyHa
yuctoTa. Bunyck

thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby

0/1HOPa30BUX ros10K cepit: B nicnsipeecTpaLiiHuii nepiog, abo
HoBo®aiiH® lMntoc B A/T Hoso Hopgick, AK pe3ynbTar OLiHKM 3BiTY 3
KapTOHHI kopo6Lyj; [JaHis; AoCnigpKeHb, NpoBeAeHNX
lmr:no3mny BiANoBIAHO [0 NiaHy
KapTpuapxax, BupobHuuTBO negiatpuyHmx gocnimpxkeHs (PIP)
BKNafeHUx y npoaykKTy, (3MiHY Y3romKeHO 3 KOMNETEHTHUM
nonepeAHLO HarnoBHEHHS YMOBHOBaXKEHVM OpraHoMm). 3MiHu
3anoBHEHY KapTpuaxy Ta BHECEHO [10 IHCTPYKL,i AN
6aratof030BYy nepesipka AKOCTi Me[MYHOro 3aCTOCYBaHHS

0 HOPa30BY LUMNPULL- npoaykuii in bulk; nikapcbKoro 3acoby A0 po3zinis
pyuky; 1 KOMMEKTYBaHHSA, "B3aemogis 3 iHWMMU NiKapCbKUMU
nonepeaHL0 MapKyBaHHsA Ta 3acob6amu Ta iHLWi BUAN
3anoBHeHa Wnpuy- BTOPUHHE B3aeMogiii" Ta "MMo6iyHi peakuji”
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
pyyka Ta 4 nakyBaHHS roTOBOro BiANOBIAHO A0 pekoMeHAaLlii
0fiHOPa30BUX roSkN nikapcbKoro 3acoby PRAC. BBefeHHs 3MiH NPOTAroM
HoBo®aiiH® lMntoc B (cemarnytug 1,34 6-TV MicALIB NiCNsA 3aTBEPKEHHS.
KapTOHHIA KOpooLi Mr/MA, PO34YUH AR 3MiHu | TUNy - AgMiHICTpaTUBHI
iH'eKuji, wnpwu- 3MiHW. 3MiHa Ha3BW NliKapCbKOro
pyyka PDS290), 3aco6y. 3miHa Ha3BM NiKapCbKOro
KOHTPO/b SIKOCTI 3acoby, y 3B'A3Ky AOAaBaHHA
(XiMiuHI/di3nYHi 3HaKy TOProBoi Mapku A0 Ha3Bu
BMNPOGYBaHHS) N3. 3arBepmxeHo: O3EMIIK
npogykuii in bulk Ta (OZEMPIC). 3anponoHoBaHo:
roToBOro O3EMIMIK® (OZEMPIC®).
nikapcbKoro 3acoby: BBefeHHs1 3MiH NpoTArom 6-Tu
A/T Hoso Hopgick, MiCALB NicNa 3aTBePOXKEHHS.
[aHis 3MiHn | TURY - 3MiHN WoAao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAM4HOro 3acTOCyBaHHSA
nNiKapcbKoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3aCTOCYBaHHA"
BiANOBIAHO [0 pekomeHaawii
PRAC. BBefieHHS 3MiH NpOTArom
6-TV MicsALiB NicNsA 3aTBEPKEHHS
191. | OKTANNAC po3uuH ANns iHgysiii, | OkTadhapma ABCTpiIs BMPOGHMUK, Lseuis BHECEHHS 3MiH 10 peecTpavuiliHnX 3a peyernmom UA/15584/01/01
nr 45 - 70 mr/mn; no dapmauesT BiAnoBiganbHUii 3a martepianis: 3MiHu | TUNy - 3MiHK 3
200 mn1 B nka BMPOBHMLTBO 3a SKOCTi. 3MiHM 40 peecTpauiitHoro
CTepusibHOMY, MpoaykTioHC MOBHUM LIIK/TOM: NOCBIAYEHHS BHACMIAOK iHLLNX
nnactudikoBaHoMy rec m.6.X. Oktachapma Ab perynaTopHux npoueayp.

KOHTeliHepi Ans
KpOBi 3
nonisiHinxnopuay;
no 1 KoHTeliHepy B
nakeTi 3 Npo3opoi
noniamig/nonietune
HOBOI NniBkK; no 1
nakeTy B KapTOHHIi
Kopobui. Oktannac
NI ynakoByeTbLCA B
OKpeMi KoHTeliHepu
3a TakuMu rpynamu
Kposi: 'pyna Kposi A
(1), Fpyna kposi B
(i), Fpyna kposi AB
(IV), F'pyna kposi O
0

MM®/BA3® (macTep-thaiin Ha
nnasmy/3aranbHuii dainn Ha
BaKLWHHWIA aHTWUreH). BkoueHHs
HOBOr0, OHOBJ/IEHOrO a60o
3MiHeHoro mactep-gaiina Ha
nnasmy y peectpaviiiHe fOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro
etany ana NM®) (BkNoYEHHS
OHOB/IEHOTr0/3MiHEHOrO MacTep-
thaiina Ha nnasmy, SKLLLO 3MiHU He
BN/IMBAIOTb Ha BNACTUBOCTI
roToOBOro NikapcbKoro 3acoby) -
BKHOYEHHS OHOBJ1IEHOIO MacTep-
thaiina Ha nnasmy y peectpaviiiHe
[0CbE Ha nikapcbkuii 3aci6: PMF
Certificate no:
EMEA/H/PMF/000008/05/11/027/G.
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3MiHu | TUNY - 3MiHK 3 AKOCTI.
3MiHn Jo peecTpavjiiHoro
NOCBIgYEHHS BHACNIAOK iHLLIMX
perynsiTopHux npoueayp.
MM®/BA3® (macTep-thaiin Ha
nnasmy/3arasibHuii dainn Ha
BaKLWHHWIA aHTUreH). BkoueHHs
HOBOrO, OHOBJ/IEHOrO ab0o
3MiHeHoro macTtep-gaiina Ha
nnasmy y peectpauiiiHe fJOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro
etany ans NMM®) (BKIoYeHHs
OHOB/IEHOr0/3MiHEHOr0 MacTep-
thaiina Ha nnasmy, SKLLLO 3MiHU He
BN/IMBAIOTb Ha BNAcTUBOCTI
roToBOro NikapcbKoro 3acooby) -
BKNHOYEHHSI OHOB/1IEHOIO MacTep-
thaiina Ha nnasmy y peectpaviiiHe
[0CbE Ha nikapcbkuii 3aci6: PMF
Certificate no:
EMEA/H/PMF/000008/05/AU/028/
G

192.

OMENPA30N

Kancynu Teepai
KWLLKOBOPO34MHHI MO
20 mMr no 7 kancyny
6nictepi, no 4
6nictepu B nauuj; no
14 kancyny
6nictepi, no 2
6nictepu B nayuj

TOB
"APTEPIYM
nTaor

Ykpaina

BMPOGHMLITBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii: Jlabopatopioc
NikoHca, C.A,,
IcnaHis; ginsHka gns
aNbTepHaTUBHOIO
BTOPUHHOTO
nakyBaHHs: ATgic
dapma, C.J1.,
Icnanis; ginsHka gns
anbTepHaTUBHOIO
KOHTPO/0 3a
nokasHukom MbY:
NabopaTtopio
EueBapHe, C.A.,
Icnanis; ginsHka gns
anbTepHaTUBHOIO
BTOPVHHOIO
nakyBaHHs:
MaHaHTian IHTerpa,

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TUNY - 3MiHK 3
siKocCTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/toYaoUn
[iana3oH po3mipy cepii) roToBoro
NiKapcbKoro 3acoby (36i/bLUEHHsI
00 10 pasiB NOPIBHAHO i3
3aTBEPKEHMM PO3MIPOM) -
BBEEHHS OAATKOBOro po3mipy
cepii nenet 1500 kr, Wwo
ekBiBasieHTHO 18 400 353 kancyn
B [JOMOBHEHHS [0 BXe
3aTBEpAXEHUX PO3MIpiB cepili
nenet: 645 kr, WO eKBiBa/IEHTHO 7
912 152 kancyn, 1000 kr, wo
eKBiBaJ/1IEHTHO - 12 266 902 kancyn

3a peuenmom

UA/17985/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
C.J1Y., IcnaHis
193. | OMENPA30/1 | kancynv no 20 wmr; NAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom He UA/0966/01/01
no 10 kancyny "Kuismegnp "KuiBmegnpenapart" martepianis: 3miHu | TUny - 3MiHK niossieae
6nictepi; no 1 a6o 3 enapar” woao 6e3snekun/edpekTMBHOCTI Ta

6nictepu B nayui

hapmakoHarnsgy. BHeceHHs abo
3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAadi peecTpauiiiHoro
noceigyYeHHs, Bkaoyaroun Mnax
ynpasniHHA pU3nKaMm
(3acTocyBaHHA TEKCTY, AKWIA
NOrofpKeHni 3 KOMNETEHTHUM
opraHoMm). 3asBHUKOM HazaHo
OHOB/EHWIA MNaH ynpasniHHS
pu3nkamu Bepcia 1.2.
3MiHM BHECEHO A0 YacTuH: |
«3arasibHa iHdhopmadlis» - I
«Cneuudikauia 3 6e3nekus - Il
«[MnaH 3 dhapmakoHarnagy» - V
«3axoan 3 MiHiMi3auii pusnkie» -
VI «Pestome nnaHy ynpasniHHA
pusnkamm» - VII «Jopatkm»
(mopatku 1-8) y 3B'A3KY 3
BUAATEHHSAM BaX/TMBUX
iAeHTUIKOBaHNX PU3NKIB,
BaXK/IMBMX MOTEHLIHUX PU3MKIB, a
TakoX BUAAIEHHS BiACYTHLOI
iHdbopmauii BignosigHo o HaRP
Assessment Report for omeprazol,
a TakoX Y 3B'A3KY i3 3MiHOO
dhopmarty BiANOBIAHO A0 BUMOT
Evaluation Guidance on the format
of the risk management plan
(RMP) in the EU — in integrated
format. 31 October 2018
EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V
Rev.2 Human Medicines). B
MeXax 3MiHVW HaZaHO OHOB/IEHWIA
nnaH ynpasniHHA pUusnkamm,
Bepcia 1.2. Pe3tome nnaHy
ynpaBniHHA pu3nKamn fOAAETbCS.
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn).

3MiHM BHecCeHi A0 [HCTpyKuii ans
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MeAM4HOro 3aCToCyBaHHA
nNiKapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakyji" wono
BaX/IMBOCTI 3BiTYBaHHs Npo
nigo3proBaHi NoGiYHi peakuii.
BBefieHHs1 3MiH npoTArom 6-tm
MiCALB NicNa 3aTBePOAXKEHHS.
3MiHuM | TMRY - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta
hapMakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii 415
Me[MYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpuagHyx/6ionoaioHN
X nikapcbknx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHW Ha
pechepeHTHWIA Npenapar (3miHa He
noTpebye Hafi@HHS XOAHNX HOBUX
[04aTKOBUX AaHuX). 3MiHu
BHeceHi J0 IHCTpyKuii gns
MeAM4HOro 3aCTOCyBaHHSA
NiKapcbKoro 3acoby o po3ainis
"Moka3aHHS" (pefakuiiHi npaBku),
"B3aemogis 3 iHWMMU NiKapCbKUMU
3acobamu Ta iHLWi BUAN
B3aemogiit", "OcobmBoCTi
3acTocyBaHHSA" , "3acTocyBaHHsA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyAAato”, "3aartHicTb BIMBATY HA
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPaHCNOPTOM a60 iHWKMK
mexaHizmamu”, "Cnocio
3acTocyBaHHA Ta 403K",
"Mepeno3yBaHHsA", "M0GIYHI
peakuii” BiANOBIAHO A0 iHGopMaLii
pedyepeHTHOro /ikapcbkoro
3acoby (Losec). BBefeHHs 3MiH
NpoTArom 6-Tm MicALIB micns
3aTBEPMAKEHHS

194.

OHIMNI3A

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO10, No 2,5
mr; no 10 TabneTok
y 6nicTepi; no 3

AcTpa3eHek
a oK
NimiTen

Benvka
BputaHis

Brpo6HMUTBO:
AcTpa3eHeka
PapmMacboTUKaC
nn, CWA,;
MakyBaHHs, BUMYCK

CLiA/
Benvka
BputaHisa/
Lseuis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3miHu Il Tuny - 3MiHu
woao 6e3snekun/edpekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3MiHa(1) 10 3060B'A3aHbL Ta YMOB

3a peuenmom

UA/10715/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

6nictepu B
KapTOHHI/ Kopoo6Li

cepii: AcTpa3eHeka
tOK Nimitea, Benuka
BputaHis;
KoHTposb sikocTi:
AcTpa3eHeka Ab,
LBeuist; KoHTponb
AKocTi: AcTpa3eHeka
AB, LLiBeujs

BMAadi peecTpawiitHoro
noceigyYeHHs, Bkaoyaroun Mnax
ynpasAiHHA pUsnkamn
(3acTocyBaHHSA 3MiH(K), AKi(a)
BMMaralTb(€) NOAA/TbLIOIO
06r'pyHTYBaHHS HOBMMMU
[0AAaTKOBUM JaHUMU, L0 MatoTb
HafaBaTUCs KOMMETEHTHUM
opraHoMm, OCKiflbkvi BUMaraeTbCs
CYTTEBA OL{iHKAa KOMMNETEHTHUM
opraHom) - 3asiBHVKOM HagaHo
OHOBJ/IEHWIA [NaH ynpaBniHHA
pu3nkamm, Bepcis 18.1. 3MiHu
BHeceHo A0 YacTuH: Il
«Cneundikauis 3 6e3nekm», |l
«MnaH 3 dpapmakoHarnagy», V
«3axogy 3 MiHimi3auii pusukis», VI
«Pes3tome nnaHy ynpasiHHA
pusnkammn», VII «logatku»,
BIANOBIAHO A0 pe3ynbTaTiB
3aBEpLUEHOr0 AOCNIMKEHHS
D1680C00019/CV181375,
T2NOW, Ha nigcTasi K/iHi4YHOro
ornsagy, NiATBEPAKEHHS
3aTBEpPKEHHS 3MiH B kpaiHax €C.
Pestlome nnaHy ynpasniHHA
pusmkamm Bepcis 18.1 nogaeTbes.

195.

OHIMNISA

TabneTtku, BKPUTI
NAiBKOBOIO
060/10HKOI0, M0 5 Mr;
no 10 TabneTtok y
6nictepi; no 3
6nictepu B
KapTOHHIA KOopooLi

AcTpa3eHek
a toK
Nimiteq

Benvka
BpuTtaHis

Bupo6bHuuTBO:
AcTpa3eHeka
dapmMacbloTUKaC
nn, CWA,
MakyBaHHSA, BUMYCK
cepii: AcTpa3eHeka
HOK Nimiten, Benuka
BpwuTaHis;
KoHTporsb aKocTi:
AcTpa3eHeka Ab,
Lseuist; KoHTponb
AKocTi: AcTpa3eHeka
AB, LBeuis

CLUA/
Benuka
BpuTtaHisa/
Lseuis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu Il Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) f0 3060B'A3aHbL Ta YMOB
BMAadi peectpauiinHoro
nocBig4YeHHs, BkIoYaoun Mnax
ynpas/liHHA pu3nkamu
(3acTocyBaHHSA 3MiH(K), AKi(a)
BMMararoTb(€) noganbLioro
06r'pyHTYBaHHS HOBVMMU
[08aTKOBUM i@HUMMU, LLIO MatoTb
Ha/aBaTnCa KOMNETEHTHUM
OpraHoMm, OCKi/Ibkv BUMaraeTbcs
CyTTEBA OL{iHKA KOMNETEHTHUM
opraHom) - 3asiBHUKOM HafaHo
OHOB/IEHWIA [NaH ynpaBniHHA
pusnkamu, sepcis 18.1. 3MiHn

3a peyenmom

UA/10715/01/02




197

n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BHeceHo A0 YacTtuH: Il
«Cneundikauis 3 6esnekn», Il
«MnaH 3 dhapmakoHarnagy», V

«3axoau 3 MiHimisauii pusnkis», VI
«Pestome nnaHy ynpasniHHA
pusnkammn», VII «ogatkmn»,
Bi4NOBIAHO [0 pe3ynbTartis
3aBepLUEHOr0 AOCNIMKEHHS
D1680C00019/CV181375,

T2NOW, Ha nigctasi K/iHIYHOro
ornagy, NigTBEPMAKEHHS

3aTBEPXEHHS 3MiH B kKpaiHax EC.
Pestome nnaHy ynpasniHHA

pv3nkamm Bepcia 18.1 goaaeTbes.

196.

OPBIKC

TabneTku, BKpUTI
NAiBKOBOIO
060/10HKO0, M0 500
Mr, Nno 8 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIA KopoobLi

OPrAHOCU
H
NANSCAEH
CU3 (E®
3ETI)

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH 10 peecTpaviliHnX
martepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpeKkTBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo

3MiHW [0 y3arasibHEHNX JaHuX npo

cuctemy chapmakoHarisgy
(BBEAEHHA y3araslbHeHUX AaHuX
npo cuctemy chapmakoHarnsgy,
3MiHa YyNOBHOBaXKEHOI 0cobw,
BignoBiganbHOI 3a 3AjACHEHHS!
thapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiMiHHa Bif, yNOBHOBaXEHOI
ocobu, BignoBiganbHOI 3a
3[jiCHEHHs1 hapMakoHarisay
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigansLHoI 3a
hapmakoHarnsg.

[Oitova pepakuisa: a-p Awy fiin
LLlapma. MponoHoBaHa pefakLis:
LLinnkapeHko iogmuna KOpiisHa.

3MiHa KOHTaKTHUX gaHunx
YNOBHOBaXEHOI 0CO6M 3as1BHYIKA,
BiANOBIA&/IbHOI 3a
hapmakoHarnsag,.

3a peuernmom

UA/14168/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

197.

OPBIKC

TabneTtku, BKPUTI
NNiBKOBOIO
o060s10HKO0, No 1000
Mmr, no 3 TabneTkn B
6nictepi; no 7
6nictepiB y
KapTOHHIA KOopoo6Li

OPrAHOCU
H
NAN®CAEH
CU3 (E®
3ET 1)

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeeseHHs abo

3MiHW [0 y3arasibHEHNX JaHuX Npo

cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3AiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNTIOBHOBaXEHOI
ocobw, BignoBigansLHoI 3a
3[jicCHeHHs hapmMakoHarnsgy
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHI
MacTep-chaina cuctemm
hapmakoHarnsagy). 3miHa
YNOBHOBAaXEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag.

[Litova pepakuis: a-p Awy fiin
LLlapma. MponoHoBaHa pefakuis:
LLinnkapeHko /ltogmuna KOpiisHa.

3MiHa KOHTaKTHUX AaHux
YNOBHOB&XEHOI 0CO6U 3asBHYIKa,
BiAgnoBiganbHOI 3a
hapmakoHarniag,.

3a peyenmom

UA/14168/01/02

198.

OPHIINN®

PO3unH ANs iHdysil,
5 mr/mn, no 100 mn
a6o0 200 mny
NAALWKaX CKASHWX

TOB "tOpis-
Papm”

Ykpaina

TOB "lOpis-®apm”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | TUNYy - 3MiHK 3
siKocTi. FoToBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKyrnopoBabHuWii
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(BMNYyYEHHS1 YNaKoBKW NEBHOIO
pO3Mipy) BUYyYEHHS YyNakoBKN —
KOHTeliHepu noniMepHi no 100 mn
a60 no 200 mn1 3MiHN BHECEHO B
IHCTPYKLiO AN MeguyuHoro
3acTOCyBaHHSA y po3g4in
"YnakoBka" Ta y KOPOTKY

3a peuenmom

He
nionsiecae

UA/10684/01/01
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Howmep
peecmpayjiliHo2o

Ymosu sionycky | Peknamys

aHHA

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa

n/n

JNliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

BUPOGHUKa

nocBi04Y€eHHs1

XapaKTepucTuky nikapcbkoro
3acoby y po3gin 6.5. "Tun Ta BMICT
NEepPBUHHOI YNakoBKN" Y 3B'A3KY 3
BWTYYEHHAM OZHOTO 3 BUAIB
YNakoBKM (KOHTeHepy NoniMepHi).
FAK HacNifoK - BUNYYEHHS TEKCTY
MapKyBaHHS BiAnoBigHMX
ynakoBoK. BBefeHHs 3MiH
NpoTArom 6-Tm MicAUIB micns
3aTBEPKEHHA.3MiHN | TUny -
3MiHu 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3mMiHn y
BMPOBOHULTBI. 3MiHa po3mipy cepii
(BrNrOYarOUM gianasoH po3mipy
cepii) roToBOro NikapcbKoro
3aco06y (iHLi 3MiHWX) BUYYEHHS
po3wmipy cepii 2000 n

199.

OPTO®EH

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO3UMHHI NO
25 mrno 10
Tabnetok y 6nictepi;
no 1 a6o 3 6nictepu
y nauuii 3 KapToHy

AT
"BITAMIHN"

YKpaiHa

AT "BITAMIHN"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
martepianis: 3MiHu | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa
y napameTpax cneuudikawii
Ta/abo fonycTuMmnX Mex,
BM3HAYEHNX Y cneuudikauisx Ha
A®I, a60 BMXigHWIA/NPOMDKHWIA
npoayKT/pearexT, wo
BMKOPVCTOBYHOTbCSA Y MPOLEeCi
BMPOGHMLTBA AD| (4ONOBHEHHS
crneundikaLii HOBUM NOKAa3HUKOM
AKOCTI Ta BifMNoBigHMM MEeTOA0M
BUNPOOYBaHHS) - BHECEHHS 3MiH
0o Cneuucpikauii A®1 nknodeHak
HaTpilo, 30Kpema: fofaBaHHS
nokasHuKka "3asIMLLKOBI KifIbKOCTi
OpraHiYHnX PO34YMHHUKIB" 3
BiANOBIAHMMYU KpUTEPIAMN
NPUIAHATHOCTI (2-NponaHon — He
6inbwe 1000 ppm, TONyon - He
6inblwe 100 ppm). 3MiHu | Tuny -
3MiHu 3 aKocTi. CepTudikar
BignosigHOCTI/TE-cepTucpikat
BiANOBIAHOCTI EBpONEChbKil
thapmakonei/MoHorpadii. 3miHu,
noB'sAA3aHi 3 HEOOXIAHICTIO
npuBeLEHHS Y BiANOBIAHICTb A0
MoHorpadii AdY abo

3a peuernmom

UA/4819/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

€Bponeiicbkoi thapmakonei, abo
iHLWOT HaujoHaNbHOI thapmakonei
nepxasu E€C (3miHa y
cneumdikayisx, nos'asaHa 3i
3MiHamu B AdY, abo
€Bponeiicbkili hapmakonei, abo
iHWIN HauioHanbHIN chapmakonei
aepxasun €C) - BHECHHS 3MiH A0
Cneuudpikauii A®| JuknodeHak
HaTpilo, 30Kpema: BUNYHYEHHS
nokasHuka "Baxki metanmn"y
3B'A3KY 3 NPUBELEHHAM Y
BiANOBIAHICTb 40 BUMOT
MoHorpadii €®. 3miHun Il Tuny -
3MiHu 3 sKocTi. AdI.
Bnpo6HMLTBO. 3MiHa BUPOGHMKA
BUWXi4HOr0/MPOMIXXHOrO
npoAyKTy/peareHTy, Lo
BUKOPVCTOBYHOTHCS Y
BMPOGHUYOMY npoueci APl abo
3MiHa BUpPOGHMKa (BKIOYatouu, ae
HeobXifHO, Micue NpoBefeHHs
KOHTPOAIO SIKOCTi) AdI (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONEiChkili
hapmakonei y 3aTBepmKeHOMY
[ocbe)(BBEAEHHA HOBOTO
BUpo6HMKa ADI 3 HagaHHAM
macTep-goaiina Ha Adl) -
BBEJIeHHA HOBOrO BUPOGHUKA
"Aarti Drugs Limited", India ans
A®| [InknocheHak HaTpito 3
HajaHHAM macTep-chaiina Ha AP|
(Version 18, November 2024).
3aTtBepaxeHo: «Amoli Organics
Organics Pvt. Ltd.», IHgjs
3anponoHoBaHo: «Amoli Organics
Organics Pvt. Ltd.», IHgia «Aarti
Drugs Limited», IHgis

200.

OPOP®

TabneTtku, BKPUTI
NNiBKOBOO
o060n10HkKoto; no 10
TabneTtok y 6nictepi;
no 1 6nictepy B
KapPTOHHI nauuj

OPIrAHOCU
H
NANSGCAEH
CU3 (Ed
3ET 1)

OAE

EBepTomkeH Nalidy
CaeHcus NimiTeq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX JaHuX npo
cuctemy dpapmakoHarisgy

3a peyenmom

UA/7732/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa yNOBHOBaXEHOT 0coby,
BiANOBIAa/IbHOI 3a 34iAiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarisgy
3aABHUKA A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBaXEHOI
ocobw, BignoBigansHoI 3a
3[jicCHeHHs hapmakoHarnsgy
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-chaina cuctemm
hapmakoHarnsgy). 3miHa
YNOBHOBA&XEHOT 0CO6M 3as1BHYKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnsag.

[Oitova pepakuis: a-p Awy fiin
LLlapma. MponoHoBaHa pefakuis:
LLinnkapeHko /ltogmuna KOpiisHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAgNoBigasbHOI 3a
hapmakoHarniag,.

201.

ODOP®

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO10, in bulk:
no 2500 TabneTok y
naketi; no 1 nakety
y KOpoo6U;i i3
ropoKapToHy

OPIAHOCU
H
NAAPCAEH
CU3 (E®
3ET )

OAE

EBepTomxeH Jalid
CaeHcus flimiteq

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3miHu | TUny - 3MiHn
woao 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 Y3ara/ibHEHUX JaHuX npo
cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX AaHNX
npo cucTemy chapmakoHarsisgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHHS
hapmakoHarnsay; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BijMiHHa Bif, YNOBHOBaXEHO|
ocobwu, BignoBifasibHOI 3a
3[jiCHeHHs1 hapMakoHarisay
(BK/IOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-paiina cuctemm

UA/7733/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

thapmakoHarnagy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHYIKa,
BiAgnoBiganbHOI 3a
hapmakoHarnsg.

[itoua pepakuis: a-p Awy fijin
LLlapma. MponoHoBaHa pefakuis:
LLinHkapeHko Miogmuna HOpiiBHa.

3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BignoBigansbHoI 3a
hapmakoHarang,.

202.

NAHAZLON
BEBI

CyCneHs3isi opasibHa,
120 wmr/5 mn; no 100
My chnakoHi; no 1
donakoHy Ta
MipHOMY NPUCTPOIO
y BUrNSAj wnpuua B
KapTOHHIA KopoobLi

XaneoH HOK
TpelgiHr
Niviteq

Benuka
BpuTaHis

XaneoH KX C.a.p.n.

LLBeiuapis

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKLUIi 4515
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCyBaHHS /iKapcbkoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynbTaTt OLiHK/ 3BITYy 3
JocnifmxeHb, NpoBeAeHNX
BiANoBIAHO A0 NnaHy
neaiatpnyHux gocnimpkeHs (PIP)
(3MiHy y3ropkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHO [0 iHCTPYKLi ANns
MeM4HOro 3acTOCyBaHHSA
niKkapcbKoro 3acoby [0 po3ainis
"B3aemogis 3 iHWMMU NiKapCbKrMm
3aco6amu Ta iHLWi Buan
B3aemogijit”, "OcobmBocTi
3actocyBaHHs", "Mob6iuHi peakwyji"
BiZANOBIAHO A0 OHOBNEHOT
iHbopmawii 3 6e3neku aitoyoi
peyoBuHM (Napauetamony) 3rigHo
3 pekomeHgauismm PRAC.

6e3 peyenma

He
nionsieae

UA/2562/02/01

203.

MAHIACTPO
®

TabneTtku
racTpope3nCTeHTHI
no 20 mr; no 7

CaHpo3
dapmacboTi
Kan3 a.4.

CnoBeHisa

Nek
thapmMaueBTNYHA
KomnaHis a.4.,

CnoseHis/
TypeuunHa/
MonbLia

BHECEHHSA 3MiH 10 peecTpavLiiHnx
MaTtepianis: 3miHu | Tuny -
AOMiHICTpPaTMBHI 3MiHW.

3a peyenmom

UA/13512/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
Tabnetok y 6nictepi; CnoBeHis (BuNycK BunyyeHHs1 BUPOOGHWYOT AiNTbHULL
no 2 a6o 4 6nictepu cepii; ynakoBska, (Brnrovatoun ginbHuui ansa Adl,
B KapTOHHIi BMNyCK cepi); MPOMiXXHOro NpoaykTy abo
Kopobui; no 14 BUPOGHMLTBO "in roToOBOro NikapcbKoro 3acooby,
Tabnetok y 6nictepi; bulk", ynakoBka, AiNbHUL ANA NPoBeAEeHHSA
no 1 a6o 2 6nictepu TeCTyBaHHS: nakyBaHHs, BUpOGHYIKa,
B KapTOHHI kKopo6Lyi leHBeoH lnak CaHait BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
Be TikapeT A.C., MicLLe MPOBEAEHHS KOHTPOJTIO
TypeuuunHa; cepii) abo noctavanbHVKa
TecTyBaHHsA: C.K. BUXIZHOTO mMaTepiasny, peareHTy
Canpos C.P.J1., ab0 AONOMIKHOT PeYOBMHN (SKLLO
PymyHis; 3a3HayeHo y [0CbE). BunyyeHHs
KOHTPO/1b BMpobHuKa Lek Pharmaceuticals
Mikpo6iosioriyHol d.d., Ljubljana, Slovenia
yncToTn: HoBapTic (Verovskova ulica 57 Sl — 1526
Carnuk lipa Be Ljubljana Country: Slovenia)
Tapim YpyHnepi BiANOBIAA/IbHOrO 3a BUPOGHNLTBO
CaHaii Be TikapeT "in bulk", ynakoBKy Ta TeCTyBaHHS,
A.C., TypeyuunHa; npoTe 3anwaeTbca
BMPOGHMLTBO "in BiANOBIA&/TbHUM 3a BUMYCK Cepil.
bulk", TecTyBaHHs: AnbTepHaTVBHUMYN BUPOBHUKaMM
CaHpo3s 'pyn "in bulk" 3annwatoTbca Genveon
Carnuk YpyHnnepi llac Sanayi ve Ticaret A.S. Ta
Inaknapi CaH. Be Sandoz Grup Saglik Urunleri
Tik. A.C.,, llaclari San. ve Tic. A.S. Takox
TypeuuunHa,; MPONOHYETLCS BUYYEHHS
Nek C.A., MonbLa BMpo6HMKa A®| Shouguang
(nepBuHHe i Fukang Pharmaceutical Co., LTD,
BTOPVHHE China Ta finbHuLI0 TecTyBaHHSA
nakyBaHHs, aKTMBHMX (hapMaleBTUYHUX
KOHTPONb cepil, iHrpepieHTis Chemilab d.o.o.,
BWMYCK Cepil; Slovenia, siki BAKOPUCTOBYBa/IUCb
NepBUHHE i nviwe Ans Bupo6Huka Lek
BTOPVHHE Pharmaceuticals d.d., Ljubljana,
nakyBaHHs1, BUMYCK Slovenia.
cepii)
204. | NAHFACTPO | Tabnetku CaHpos CnoBeHisn Nex CnoseHis/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/13512/01/02
® racTpopesnCTeHTHI PapmacboTi hapmaueBThyHA PymyHis/ mMartepianis: 3miHu | TUny -
no 40 mr, no 7 Kan3 g.4. KOMnaHis 4.4., TypeuuunHa/ AAMIHICTPaTVBHI 3MiHW.
Tabnetok y 6nictepi, CnoBeHis (BUMycK Monbwa BunyueHHst BUPO6HMYOI AinbHUL

no 2 a6o 4 6nictepu
B KapTOHHIlA
Kopo6ui; no 14
TabneTtok y bnicrepi,

cepii; ynakoBka,
BUMYyCK cepii);

BMPOGHMLTBO "in

bulk", ynakoBka,

(Bovatoum ginbHuui ansa Adl,
NPOMDXHOro NpoAyKTy abo
roTOBOro MikKapCbKoro 3acooby,
OiNbHULIL 4115 NPOBEAEHHS
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
no 1 a6o 2 6nicrepu TeCcTyBaHHs: nakyBaHHs1, BUPOGHWMKa,
B KQpPTOHHI kopooLi lenBeoH lnak CaHaii BiANOBIAA/ILHOrO 3a BUNYCK Cepii,
Be TikapeT A.C., MicLie NPOBeAEHHS KOHTPO/I0
TypeuuunHa,; cepii) abo noctavyasibHUKa
TectyBaHHs: C.K. BMXIAHOrO MaTepiany, peareHTy
CaHnpos C.P.J1., ab0 [ONOMIXHOT pevoBMHU (SKLLO
PymyHis; 3a3HayeHo y [O0CbE). BunyyeHHs
KOHTPO/Ib BMpo6Huka Lek Pharmaceuticals
MikpobiosioriyHol d.d., Ljubljana, Slovenia
ynctoTu: Hosaprtic (Verovskova ulica 57 Sl — 1526
Carnuk liga Be Ljubljana Country: Slovenia)
Tapim YpyHnepi BiANOBIAA/ILHOrO 3a BUPOGHNLTBO
CaHaii Be TikapeT "in bulk", ynakoBky Ta TeCTyBaHHS,
A.C., TypeyunHa, npoTe 3a/INLLAaETbCA
BMPOGHMLTBO "in BiANOBIA&/TLHUM 3a BUMYCK Cepil.
bulk", TecTyBaHHs: AnbTepHaTUBHUMY BUPOBHMKaMU
CaHnpos pyn "in bulk" 3annwatoTbca Genveon
Carnvk YpyHnepi llac Sanayi ve Ticaret A.S. Ta
lnaknapi CaH. Be Sandoz Grup Saglik Urunleri
Tik. A.C,, llaclari San. ve Tic. A.S. Takox
TypeyumnHa; NPONOHYETLCA BUNYYEHHS
Nek C.A., Monbwa BUpo6HMKa APl Shouguang
(nepBuHHE i Fukang Pharmaceutical Co., LTD,
BTOpPUHHE China Ta finbHULI0 TeCTyBaHHSA
nakyBaHHs, aKTMBHMX (hapMaLeBTUYHUX
KOHTPO/b cepii, iHrpegieHTiB Chemilab d.o.o.,
BWMYCK Cepil; Slovenia, siki BAKOPUCTOBYBa/IUCb
nepBuHHE i nuwe ans Bupo6Huka Lek
BTOPVIHHE Pharmaceuticals d.d., Ljubljana,
nakyBaHHs, BUMYyCK Slovenia.
cepii)
205. | NAHTAMAK TabneTku, BKpUTI Makneopc IHAjsA Makneogc IHAis BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom UA/17027/01/01
060/10HKOIO, PapmacbioT dapmMacbloTuKasc maTepianiB: yTOUHEHHs
KMLLKOBOPO3YMHHI N0 nkasnc Nimiteq peecTpauiiiHoi npoueaypu B
40 wr, no 10 Nimiten Hakasi MO3 YkpaiHu Ne 964 Big,

TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHIA KopoobLi

12.06.2025 - 3miHu | TUNY - 3MiHK
3 AKOCTi. F0TOBWIA NiKapCbKNii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
po3Mipy cepil (Bk/to4aoUn
[fiana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (iHwWi 3MiHu) -
BBeneHHs [oAaTKOBUX PO3MIpiB
cepii nikapcbkoro 3acoby — 700
000 Tabnetok Ta 2 800 000
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

TabneTokK 10 BXe iCHyH40ro
po3mipy cepii 140 000 TabneTok.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
FoToBWiA Nnikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHM y NpoLeci
BMPOGHMLITBA FOTOBOTO
niKapcbKoro 3acoby, BKIUaum
MPOMiXHWI MPOAYKT, WO
3aCTOCOBYETHCSA MPU BUPOOHULTBI
roTOBOro NikapCbKoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHULTBA) - HE3HAYHI 3MiHU Y
BMpoBHUYOMY npoLieci Ha eTani 1.
«Sifting», 2. «At Pre-Lubrication
stager»,3. «At Lubrication stager»

206.

MAHTEHO/-
TEBA

Masb 5% no35r
masi y Ty6i; no 1 Ty6i
Y KapTOHHIi1 kopobLi

TOB «TeBa
YkpaiHa»

YkpaiHa

Bunyck cepii:
Mepkne 'M6X,
HimeuunHa,;
BupobHuuTBO
Hepo3dacoBaHol
NPOAYKLUiT, NepBUHHA
Ta BTOPUHHA
ynakoBKa, KOHTPO/1b
AKOCTI:
Mepkne 'vbX,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHK) -

OHOB/1EHO TEKCT MapKyBaHHSA
NepBUHHOI Ta BTOPUHHOT YNaKkoBKK
nikapcbKoro 3acoby, 3okpema
BW/TY4EHO TUTY/bHY CTOPIHKY A0
TEKCTY MapKyBaHHs1, 3a3Ha4eHo
iHhopmaLito LWoA0 3aaBHMKa Y M.
11 TekCTy MapKyBaHHA BTOPUHHOT
Ta n. 5 NepBvHHOT yNakoBKu,
BKa3aHO HOMep peecTpaviiiHoro
noceigyeHHs y n. 12 Tekcty

MapKyBaHHsA BTOPVHHOI YNakoBKu,

YTOUYHEHO /10rOTHN Ta BHECEHO
He3HauHi pefakuiiiHi npaBKW B iHLUi
MYHKTU TEKCTY MapKyBaHHS.
BBeneHHst 3MiH NpoTAroM 6-Tu
MicsLiB NicNs 3aTBEPAKEHHS.

6e3 peyenma

UA/7142/01/01

207.

MAPALEETAM
on

cupon, 120 mr/5 mn;
no 90 mn y 6aHui; no
1 6aHui pa3om 3
[103yH040t0
CK/IAHOYKOIO B MaYLli

TOB "OKnM
"®apmavesT
NyHa
habpuka"

YkpaiHa

TOB "OKMN
"papmMaLeBTnYHa
habpuka"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3miHu | Tuny - 3miHn
oo 6e3snekn/edpekTMBHOCTI Ta
hapmakoHarnsagy. 3miHa y
KOPOTKili xapakTepucTui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUIi 4515
MeMYHOro 3acTOCyBaHHsA Ha
nigcTasi perynsipHo
OHOB/IKOBAHOTO 3BITY 3 6e3neku

6e3 peyenma

He
nionsieae

UA/11525/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

nikapcbKoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3aCTOCyBaHHSA /iKapcbkoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynibTaT OLiHK/ 3BITY 3
AocnifmxeHb, NpoBeAeHNX
Bi4NOBIAHO 0 NaHy
negiatpnyHux gocnimpkeHs (PIP)
(3MiHy y3rofpkeHO 3 KOMMETEHTHUM
YNOBHOB&)XXEHVM OPraHom).
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAVYHOro 3acTOCyBaHHS
niKkapcbKoro 3acoby fo po3ainis
"B3aemogis 3 iHWVMU NiKapCbKMm
3acob6amu Ta iHwWi Buan
B3aemogijit”, "OcobmBocTi
3actocyBaHHs", "MobiuHi peakwi"
BiAMNOBIAHO A0 OHOB/IEHOT
iHbopmawii 3 6e3neku aitoyoi
peyoBuHM (Napauetamony) 3rigHo
3 pekomeHgauismm PRAC. 3MiHu |
My - 3MiHK LWOA0
6e3nekn/epeKkTBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn).
3MiHV BHECEHO [0 IHCTPYKLUIT Ans
Me[MYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainy
"Mo6iuHI peakyii" WwWoa0
NoBiAOMIEHHS NPO NifO3ptOBaHi
no6iyHi peakuji.

208.

MENAPFOHII
KOPEHIB
EKCTPAKT
PIAKWIA

EKCTPaKT piaknii
(cy6eTaHuis) ans
BMPOGHULITBA
HecTepuIbHNX
nikapcbkunx )opm B
60uKax nonimepHuUx

MAT
"Tannudgpap
"

YkpaiHa

MNAT "Tanuucapm”

Ykpaina

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TUny - 3MiHK 3
AKOCTi. A®Il. KoHTponb A®I. 3miHa
y napameTpax cneuudikawii
Ta/abo fonycTUMUX MeX,
BM3HAYeHUX y cneyudikauisx Ha
A®I, ab60 BUXigHWIA/NPOMIKXHWIA
nNpoAayKT/peareHT, Wo
BUKOPVCTOBYIOTbCS Y NpoLeci
BUpo6HUUTBA AP (iHLLI 3MiHW)
CynyTHS 3MiHa: - 3MiHW 3 KOCTI.
A®I. KoHTposnib A®L. 3miHa y
MeTofax BunpobysaHHa APl abo
BMXigHOro Martepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo

UA/13776/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AP (iHLLI 3MiHK Y
mMeTogax BUNpobyBaHHSA
(BKKOYALOUM 3aMiHy a60
[0noBHeHHs) A®| abo
BWXi4HOro/MPOMiXXHOro NPoAyKTY).
BHeceHHs 3MiH B crnieuudikaviio Ta
MeToamn KoHTposto APl MenaproHii
KOPEHIB EKCTPaKT pigKuii
(cy6CTaHuifn) 3a NoKa3HUKOM
«lgeHTucpikauis» (4PY, 2.2.27,
TLWX), a came 3a3HaYeHHs
060B’A3K0BOT ifeHTUdikauii 5
CMHIX 30H Pi3HOI thnyopecLeHLi,
noC/iAOBHICTb SIKMX HaBeAeHa B
MeToAax KOHTPO/O Ta KpUTepiem
NPUAHATHOCTI: «Ha
XpomaTorpaMax BunpobyBaHoro
PO3UMHY Ma€E BUABNATUCH 5 CUHIX
plyOpeCL,itooUNX 30H, a TaKoX
[0MyCKaeTbCSA HAsABHICTb ABOX 30H
i3 cNabko CUHBLO
dhriyopecueHuieo».

209.

NNATOIPIN®

TabneTku, BKpUTI
060/10HKOH0, MO 75
mr, no 14 tTabnetok
y 6nicTepi; no 2 abo
no 4 a6o no 6
6nictepiB y
KapTOHHI ynakoBL,i

TOB
"TNEAGAP
M ATO"

YKpaiHa

BMPOGHMLTBO,
nepBuHHe
nakyBaHHs1,
BTOPWHHE
nakyBaHHs1,
KOHTPO/b SKOCTI,
BUNYyCK cepii
abo
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BMNYCK Cepii 3
npoaykuii in bulk:
TOB "KYCYM
PAPM", YkpaiHa
abo
BUPOBHULTBO,
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
KOHTPO/1b SIKOCTI,

Ykpaina/
IHais

BHECEHHS 3MiH 10 peecTpavuiliHnX
martepianis: 3MiHu | TUNy - 3MiHK 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMUTBI. 3amiHa abo
BBEJEHHSA [OAATKOBOI Ai/IbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOBHMYOro npouecy
roTOBOrO NikapCbKOro 3acoby
(AinbHMUA, Ha AKili TPOBOAATLCSA
6yab-AKi BUPO6HUUI cTagji, 3a
BUHATKOM BUMYCKY Cepii,
KOHTPO/HO SIKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHS, 41
HeCTepUIbHUX NiKapCbKunx
3ac06iB) - CynyTHA 3MiHa - 3MiHN 3
[KocTi. [0ToBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUpo6HMUTBI. 3amiHa abo
BBEJEHHS [OAATKOBOI Ai/TbHUL
BMPOGHMLTBA A/151 YacTUHU abo
BCbOro BMPOBHMYOro npoecy
roTOBOrO NiKapCbKOro 3acoby
(4iNbHUUS ANsi BTOPUHHOIO

3a peuernmom

He
nionsieae

UA/11433/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
BUNYyCK cepii nakyBaHHs) - 3MiHU 3 IKOCTI.
abo [oTOoBWI Nikapcbknii 3aci6. 3MiHN
BMPOGHMLITBO y BUPOGHMLTBI. 3aMiHa abo

npoaykuii in bulk:
KYCYM XENTXKEP
MNBT NTA, IHaisa

abo
BTOPWHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BMNYCK cepii 3
npoaykuii in bulk:
TOB "TNEAPAPM
NTA", YkpaiHa

BBEJEHHSA [0AATKOBOI Ai/IbHUL
BVMPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro npouecy
roTOBOro NikapCbKoro 3acoby
(AinbHMUA ANA NEPBUHHOIO
nakyBaHHS) - BBE,€HHSA
anbTepHaTMBHOIO B1UpobHuKa TOB
"TNEAPAPM", YkpaiHa,
BiAMNOBIA&/TLHOIO 3a BUPOGHNLTBO,
NnepBUHHE Ta BTOPVHHE NakyBaHHS
nikapcbkoro 3acoby. BeegeHHs
3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEepPMKEHHS. 3MiHK | TUny -
3MiHn 3 sKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMUTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCSA
BUWMYCKY Cepii Ta KOHTPOJTHO SKOCTI
roTOBOro NikapCbKoro 3acoby
(3amiHa abo fofaBaHHSA
BMPOGHMKa, LU0 BiANOBiAaE 3a
BBE3€eHHA Ta/abo BMnyck cepii) -
Briovaroun
KOHTPO/b/BMNPOGYBaHHSA cepii -
BBEJEHHSA aNlbTepHaTUBHOIO
BUMpPOGHMKa TOB "TMEAPAPM",
YkpaiHa, BignoBigasbHOro 3a
KOHTpONb Ta BuUMyckK cepii MN3.
3MiHV BHECEHO [0 TEKCTY
MapKyBaHHS YNakoBOK /iKapCbKoro
3acoby, a came — ofaBaHHA
TEKCTY MapKyBaHHS NepBUHHOT
yMnakoBku Ans BUpobHrka TOB
«TNEA®APM NT/A». BBefeHHs
3MiH NPOTArom 6-Tn MicALiB nicns
3aTBEPMKEHHSA. 3MiHN | Tuny -
3MiHuM Wwoao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKili XapakTepucTuLi
NiKapCbKOro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLUIi Ass




209

n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

MeAM4HOro 3aCToCyBaHHA
reHepuyHuX/ribpuaHyx/6ionogioHn
X nikapcbknx 3acobiB micns
BHECEHHS Tiei camoi 3MiHU Ha
pedepeHTHUI NpenapaT (3miHa He
noTpebye HafiaHHS XXOAHNX HOBUX
[04aTKOBUX JaHuX) - 3MiHU
BHECEHO [0 IHCTPYKLi ANns
MeAV4HOro 3acTOCyBaHHS
nNiKapcbKoro 3acoby y po3ainv
"®apmakonoriyHi BnactneocTi”,
"MokasaHHa" (YTOUHEHHS
iHhopMaLii/pegaryBaHHs),
"MpoTunoka3aHHs", "B3aemogis 3
iHLWIMMKU NikapcbkMKM 3acobamu Ta
iHLWi BMAW B3aemMogiit",
"Oco6MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHsA
rpyaar”, "3aartHicTe BIANBATY HA
LUBWAKICTb peakLii Npy KepyBaHHi
aBTOTPaHCNOPTOM ab60 iHWKMK
mexaHismamu', "Cnoci6
3acTocyBaHHA Ta 403n",
"MepeposyBaHHA", "MMO6IYHI
peakuii" 3rigHo 3 iHdhopmauieto
LLLOZ0 MEANYHOrO 3aCTOCYBaHHS
pedyepeHTHOro /ikapcbkoro
3acoby (M/1ABIKC®). BeefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.

210.

NNATOIPIN®

TabneTku, BKPUTI
060/10HKOI0, N0 75
mr, in bulk: Ne1820
(14x130): no 14
Tabnetok y 6nictepi;
no 130 6nictepiB y
KapTOHHI Kopoo6Li

TOB
"TNELPAP
MATO"

Ykpaina

KYCYM XENTXKEP
NBT NTA

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | TUNYy - 3MiHK 3
siKocTi. FoToBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEEHHS A04aTKOBOI AiTbHNLL
BUPOGHMLTBA A/151 YacTuHM abo
BCbOr0 BMPOGHMYOro npoLiecy
roTOBOrO /liKapCbKoro 3acoby
(minbHMUSA, Ha AKili NpoBOASATLCSA
6yAb-ski BUPO6HUYI cTagji, 3a
BUHATKOM BUMYCKY Cepii,
KOHTPO/H0 SIKOCTi, NEePBUHHOTO Ta
BTOPUHHOIO NakyBaHHS, AN
HEeCTepU/IbHUX NiKapCbKNX

UA/20484/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
3aco6iB) - CynyTHs 3MiHa - 3MiHU 3

AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHu y BUPO6HMLTBI. 3amiHa abo
BBEJEHHSA [0AATKOBOI Ai/IbHUL
BVMPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro npouecy
roTOBOro NikapCbKoro 3acoby
(ainbHUUSA ANA BTOPUHHOMO
nakyBaHHs1) - 3MiHW 3 AKOCTI.
FoToBWIA Nnikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3amMiHa abo
BBEJEHHS AOAATKOBOI Ai/TbHUL
BUPOGHMLTBA A/151 YacTuHU abo
BCbOr0 BMPOGHMYOro npoLecy
rOTOBOrO JliKkapCbKoro 3acoby
(ginbHUUSA ANA NePBUHHOIO
nakyBaHHs) - BBEAlEHHS
anbTepHaTUBHOro BMpo6Huka TOB
"TNEAPAPM", YKpaiHa,
BiANOBIA&UIbHOrO 3a BUPOBGHNLTBO,
NepBUHHE Ta BTOPVHHE NakyBaHHSA
nikapcbkoro 3acoby. BeeneHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHSA. 3MiHN | Tuny -
3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, WO CTOCYTbCSA
BWMYCKy Cepii Ta KOHTPO/IHO AKOCTI
rOTOBOrO JlikapCbkoro 3acoby
(3amiHa abo gofaBaHHsA
BMPOGHMKA, L0 BiANOBIAaE 3a
BBE3eHHS Ta/abo BMMycK cepii) -
Britouatoun
KOHTPONb/BMNPOGYBaHHSA cepii -
BBEJIEHHSA a/lbTepHaTUBHOIO
BUpo6HMKa TOB "MMEAPAPM",
YkpaiHa, BignosigasbHOro 3a
KOHTpOb Ta Bunyck cepii MN3.
3MiHM BHECEHO [10 TEKCTY
MapKyBaHHS yNakoBOK /liKapCbKOro
3acoby, a came — ofaBaHHs
TEKCTY MapKyBaHHSA NepBUHHOT
ynakoBku Ans BupobHrka TOB

«[NIEA®APM N1TO». BBegeHHA
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUny -
3MiHM Wwoao
6e3nekn/edyeKkTBHOCTI Ta
thapmakoHarnagy. 3mMiHn y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKLUii Ans
MeAV4HOro 3acTOCyBaHHS
reHepuUHMX/ribpuaHnx/6ionoaibHM
X nikapcbkmx 3acobis nicns
BHECEHHS Ti€l camoi 3MiHN Ha
pechepeHTHMIA Npenapar (3miHa He
noTpebye HafaHHS XOLHUX HOBMX
[0[AaTKOBUX AaHKX) - 3MiHK
BHECEHO A0 IHCTPYKUIT Ansa
Me[MYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"apmakonoriyHi BnactnsocTi”,
"MokasaHHa" (yTOUYHEHHS
iHhopmauii/peparyBaHHs),
"MpoTunokasaHHA", "B3aemopis 3
HLWMMKU NikapcbKMKM 3acobamu Ta
iHWIi BUAM B3aemogijin”,
"Oco61M1BOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBaTK Ha
LUBMAKICTb peakLii Npy KepyBaHHi
aBTOTpaHCMopToM abo iHWMMK
mMexaHismamu', "Cnocié
3acTocyBaHHs Ta go3un",
"Mepepo3yBaHHs", "MobiuHI
peaxui™ 3rigHo 3 iHchopmalieto
{040 MEANYHOTO 3aCTOCYBaHHS
pedhepeHTHOro ikapcbkoro
3aco6y (M/TABIKC®). BeeaeHHs
3MiH NPOTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS.

211.

MONMIAEKCA
3
DEHITIE®PU
HOM

cnpeii HazaslbHUiA,
po3yuH; no 15 mny
donakoHi 3
posnunoBayem; no
1 donakoHy B
KapPTOHHI KOpooOLyi

Nab6opatopii
Bywapa
Pekopparti

dpaHuis

CodhapTekc,
®paHuisa

abo

PEKOPJATI INAY

dpaHuia/
TypeyunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TUny - 3MiHK 3
[KocTi. [oToBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUpo6HMUTBI. 3amiHa abo
BBEJEHHS [OAATKOBOI Ai/TbHUL
BUPOGHMUTBA A/151 YacTuHM abo

3a peyenmom

He
nionseae

UA/2831/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
CAHAI BE TIK. A. BCbOr0 BUPOBHNYOrO NpoLiecy

C., TypeuunHa

roTOBOrO NiKapCbKOro 3acoby
(BinbHMUSA, Ha AKili TPOBOASATLCSA
6yab-sKi BUpoOHUYI cTagjl, 3a
BVMHATKOM BWMNYCKY CepiiA,
KOHTPOJIH0 AKOCTi, NEePBUHHOTO Ta
BTOPVHHOIO NakyBaHHS, A1
HeCTepUIbHUX NiKapCbKnx
3aco6iB). BBegeHHs

BBefeHHs1 3MiH NpoTArom 6-Tu
MiCALIB MiCNsA 3aTBEPAKEHHS.
3MiHuM | TUNY - 3MiHK 3 AKOCTI.
[oToBMiA nikapcbknii 3aci6. 3MiHK
y BUPOGHMLTBI. 3aMiHa abo
BBEJEHHSA [0AATKOBOI Ai/IbHUL
BMPOGHMLTBA A1 YacTUHN abo
BCbOr0 BMPOBHMYOro npouecy
roTOBOro NikapCbKoro 3acoby
(ainbHUUSA ANA BTOPUHHOMO
nakyBaHHs1). BBegeHHs
afbTePHATUBHOIO BUPOBHMKA
BiANOBIAA/IbHOrO 3a BTOPUHHE
nakysaHHa PEKOPJAATI IJTAY
CAHAI BE TIK. A. C., TypeuunHa.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNSA 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oToBMiA nikapcbknii 3aci6. 3mMiHK
y BUPOGHMLTBI. 3aMiHa abo
BBE[EHHSA [0AATKOBOI Ai/IbHUL
BVMPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro npouecy
roTOBOro NikapCbKoro 3acoby
(AinbHMUA ANA NEPBUHHOIO
nakyBaHHs1). BBegeHHs
afbTEPHATUBHOIO BUPOBHMKA
BIANOBIAA/IbHOIO 3a NEPBUHHE
nakysaHHa PEKOPJATI IJTAY
CAHAI BE TIK. A. C., TypeuunHa.
BBefeHHs1 3MiH NpoTArom 6-Tu
MiCALIB MiCNsA 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oToBMiA nikapcbknii 3aci6. 3mMiHK

Y BUPOGHULITBI. 3MiHa

anbTepHaTUBHOIo BUPO6HUKa MN13.
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
iMnopTepa/3MiHu, Lo CTOCYTbCSA

BWMYCKy Cepii Ta KOHTPO/IHO AKOCTI
rOTOBOrO JlikapCbkoro 3acoby
(3amiHa abo gofaBaHHsA
BMPOGHMKA, L0 BiANOBIAaE 3a
BBE3eHHS Ta/abo BMMycK cepii) -
Britouatoun
KOHTPO/b/BMNPOGYBaHHSA cepii.
BBefieHHs1 anlbTepHaTUBHOTO
BMpO6HMKA BIAMNOBIAA/ILHOTO 3a
BMMYCK Cepii, BK/IOYaoum
KOHTpO/b sikocTi PEKOPAATI
ITAY CAHAT BE TIK. A. C.,
TypeuunHa. BBegeHHs 3MiH
NpoTArom 6-Tm MicAUIB micns
3aTBEepPMKEHHS. 3MiHK | TUny -
3MiHn 3 sKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3mMiHn y
BMPOBGHULTBI. 3MiHa po3mipy cepii
(BrNHOYarOUM gianasoH po3mipy
cepii) roToBOro NikapcbKoro
3acoby (3meHLwweHHs o 10 pasis).
Y 3B’A3KY 3 BBE[eHHAM
a/lbTEPHATUBHOIO BUPOOHMKA
PEKOPJZATI IIAY CAHAI BE TIK.
A. C., TypeyuuHa,
BiAMOBIA&/IbHOrO 3a BCi BUPOOHMYI
onepadiii, BBOAUTbLCS A0AATKOBWIA
po3mip cepii IN13. 3aTBEpAKEHO:
1216 n (80 000 chnakoHiB) -
3anponoHoBaHo: 1216 n (80 000
nakoHiB) a6o 400 n (2635
thnakoHiB). BBefeHHs 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUny -
3MiHW 3 SKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa po3mipy cepii
(BkNKOYAKOUM AjanasoH po3mipy
cepil) roToBOro Nikapcbkoro
3acoby (36inbweHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAKEHUM
PO3MipoM. 36ibLUEHHST PO3MIpY
cepii N5 anbTePHATUBHOIO

BMpo6HMKa PEKOPJATI I1AY
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

CAHAI BE TIK. A. C., TypeuunHa.
3aTBepaXeHo: A1a BUpobHMKa
Codpaprekc, PpaHuis 1216 n (80
000 chnakoHiB). 3anponoHOBaHoO:
Ans BupobHuka CodphapTekc,
®paHuia - 1216 n (80 000
hNakoHIB); 4715 BUPOGHMKa
PEKOPJATI IJAY CAHAI BE TIK.
A. C., TypeuuuHa - 1216 n abo
400 n (80 000 dhnakoHiB abo 2635
thnakoHiB). BeefeHHs 3MiH
NpoTArom 6-Tm MicALIB micns
3aTBEPAKEHHS.

212.

NPANA®

PO3unH ANs iHQys3il,
10 mr/mn; no 50 mn
a60 100 mny
donakoHi; no 1
donakoHy y nauuj

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3miHu | TUny - 3MiHK
oo 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynisipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynbTar OLiHKM 3BiTY 3
A0CnigpKeHb, NpoBeAeHNX
BiANoBIAHO [0 NiaHy
negiatpnyHmx gocnimpxkers (PIP)
(3MiHY Y3rofXeHo 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OPraHom).
3MiHV BHECEHO A0 IHCTPYKUIT Ans
Me[MYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3zinis
"B3aemogis 3 iHWMMU NiKapCbKUMU
3acob6amu Ta iHLWi BUAN
B3aemMogiit", "OcobnBoCTi
3acTocyBaHHs", "Mo6iuHi peakuii”
BiAMOBIAHO A0 OHOBMEHOI
iHchopmawii 3 6e3neku giroyoi
peyoBuHM (Napavetamony) 3rigHo
3 pekomeHgauismm PRAC. TepMiH
BBE/IEHHA 3MiH NpoTHAromM 6

3a peuenmom

He
nionsiecae

UA/19725/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
MicALiB Nic/1a 3aTBEPAKEHHS.
213. | NPEFABANIH | kancynu TBepai no TOBAPUCT Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyernmom UA/16783/01/01
-3H 75 wr, no 10 kancyn BO 3 06MexeHo martepianis: 3miHu | TUny - 3MiHK
TBEPAMUX Yy bnicTepi; OBMEXEH BiANOBIAA/ILHICTIO woao 6e3snekun/edpekTMBHOCTI Ta
no 2, 3, 6 bnictepis (0]}0) "XapkiBCcbke thapmakoHarnsgy (iHwi 3MiHn)
Y KOpo6Lj 3 KapTOHY BIANOBIOA thapmaueBThyHe OHOBJ1EHHA TEKCTY MapKyBaHHS
NBbHICTHO nigNPUEMCTBO ynakoBKW fikapcbKoro 3acoby,
«KOPIMOPA "3p0poB'A Hapoay" 30Kpema BUIy4YeHHs iHhopmawi,
LA 3a3HayeHol pociiicbKo MOBOH, Ta
«300POB’'A BHECEHHS peaKLiiH1X NpaBoK No
» TEKCTY MapKyBaHHA NepBUHHOT Ta
BTOPVHHOT YNakoBOK /1iKapCbKOro
3acoby. BBefieHHA 3MiH NPOTSArom
6 micsuiB nicns 3aTBepAKEHHS.
214. | NPEFABANIH | kancynu TBEpAi no TOBAPUCT Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyenmom UA/16783/01/02
-3H 150 wmr, no 10 BO 3 06MeXeHoto marepianis: 3miHu | Tuny - 3miHn
Kancyn TBepanx y OBMEXEH BiANOBIAA/TbHICTIO oo 6e3snekn/edpekTMBHOCTI Ta
6nictepi; no 2, 3, 6 (0]}6} "XapkiBcbke hapmakoHarnagy (iHwi 3MiHw)
6nictepis y kopobu BIANOBIOA hapmaLeBTUyHe OHOBJ1EHHA TEKCTY MapKyBaHHs
3 KapTOHY NBbHICTHO nigNpPUEMCTBO yNaKkoBKM NiKapCbKoro 3acooy,
«KOPIMNOPA "3p0poB's Hapoay" 30Kpema BUNyYeHHs iHchopmad,
LA 3a3HayeHoi pociiicbkol MOBOM, Ta
«3[0POB’'A BHECEHHS peAakLiiiHNX NpaBokK Mo
» TEKCTY MapKyBaHHA NepBUHHOT Ta
BTOPUHHOI YNakoBOK NiKapCbKoro
3acoby. BBefeHHs 3MiH NpOTSArom
6 MicsLiB nicns 3aTBepAKEHHS.
215. | NPEFABANIH | kancynu TBepAi no TOB «TeBa YkpaiHa MAIBA XpBarcka Xopsartis BHECEHHSA 3MiH 10 peecTpavLiiHnx 3a peyenmom UA/13629/01/01
-TEBA 75 mr no 14 kancyn YkpaiHa» 4.0.0. marepianis: 3miHu | Tuny - 3miHn
y 6nictepi; no 1, 2, woao 6e3sneku/edpekTMBHOCTI Ta
abo 4 6nictepn y thapmakoHarnagy (iHwi 3MiHn) -
Kopo6Li OHOB/IEHHS TEKCTY MapKyBaHHs
NepBUHHOI Ta BTOPUHHOT YNakoBOK
nikapcbkoro 3acoby. TepmiH
BBEJIEHHS 3MiH - NPOTAroM 6
MiCsILiB MicNs 3aTBepPKEHHS
216. | NPEFABANIH | kancynu TBepAi no TOB «TeBa YkpaiHa MNIBA XpBarcka Xopsartis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/13629/01/02
-TEBA 150 mr no 14 kancyn YkpaiHa» 4.0.0. marepianis: 3miHu | Tuny - 3MiHn
y 6nictepi; no 1, 2, oo 6e3snekun/edpekTMBHOCTI Ta
abo 4 6nictepn y thapmakoHarnagy (iHwi 3MiHn) -
Kopoo6Li OHOB/IEHHS TEKCTY MapKyBaHHs
NepBUHHOI Ta BTOPUHHOT YNakoBOK
nikapcbkoro 3acoby. TepmiH
BBEJIEHHS 3MiH - NPOTAroM 6
MiCsILiB MicNs 3aTBEpPKEHHS
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

217.

MPEHENIA®

Tabnetku no 4 mr,
no 10 TabneTtok y
6nictepi, no 3
6nicTepun y nayui

TOB
"APTEPIYM
nTaor

YkpaiHa

NAT
"Knismegnpenapar"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3su APl abo [OMNOMDKHOT
peyoBuHW. MprBeAEHHA Ha3BU
A®| y BignosigHicTb go MHH Ta
MoOHorpadii € 2019
«PERINDOPRIL
tertBUTYLAMINE>», gitoyoro
BuaaHHA. 3aTsepaxeHo: MKA:
Cknag;: NepuHgonpun
TepToyTMnami -4 mr (o
Bignosigae 3,338 mr
nepvHaonpuny) (BMpobHULTBO
hipmun «Zhejiang Menovo
Pharmaceutical Co. Ltd.», Kutaii;
MepuHgonpuny TepTéyTMNaMiH - 8
Mr (o Bignosigae 6,676 mr
nepuHgonpuny) (BMUPoGHULTBO
ipmun «Zhejiang Menovo
Pharmaceutical Co. Ltd.» KuTaii;
3anponoHosaHo: MKA: Cknag;
MepuHgonpwny TepT-byTnnamid -4
mr(wo Bignosigae 3,338 mr
nepuHgonpuny) (BMUPoGHULTBO
ipmun «Zhejiang Menovo
Pharmaceutical Co. Ltd.», Kutaii.
MepvHponpuny TepT-6yTuiamid -8
Mmr (Lo Bignosigae 6,676 mr
nepvHZonpuny) - (BUPO6HULITBO
hipmu «Zhejiang Menovo
Pharmaceutical Co. Ltd.», Kutaii.
3MiHM BHECEHO B IHCTPYKLil0 ANs
MeAM4HOro 3aCTOCyBaHHSA
nNiKapcbKoro 3acoby A0 po3ainy
"Cknapg" (yTO4HEeHO HammcaHHs
Lir040i pevyoBuHM) Ta AK Hacif40K
— y BIANOBIAHI PO34iNN IHCTPYKL;i.
BignoBifHi 3MiHN BHECEHO Yy TEKCT
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby. BBefeHHs 3MiH NpoTSArom
6-TU MicsLIB NicNs 3aTBEPKEHHS.

3a peyernmom

UA/18088/01/01

218.

MPEHENIA®

TabneTkn no 8 mr,
no 10 TabneTtok y
6nictepi, no 3

TOB
"APTEPIYM
nraor

YkpaiHa

NAT
"Knismegnpenapar"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AOMiHICTpaTUBHI 3MiHW. 3MiHa

3a peyernmowm

UA/18088/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

6nicTtepun y nayui

Ha3Bu APl abo [OMNOMDKHOT
peyoBuHW. MprBeAEHHA Ha3BU
A®| y BignosigHicTb 4o MHH Ta

MoOHorpadii € 2019
«PERINDOPRIL
tertBUTYLAMINE>», gitoyoro
BuaaHHA. 3aTsepaxeHo: MKA:
Cknag;: NepuHgonpun
TepToyTMnami -4 mr (Lo
Bignosigae 3,338 mr
nepvHaonpuny) (BMpobHULTBO
hipmmn «Zhejiang Menovo
Pharmaceutical Co. Ltd.», Kutaii;
MepuHgonpuny TepTéyTMNaMiH - 8

Mr (o Bignosigae 6,676 mr
nepuHgonpuny) (BMUPoGHULTBO

ipmun «Zhejiang Menovo
Pharmaceutical Co. Ltd.» KuTaii;
3anponoHosaHo: MKA: Cknag;

MepuHgonpwny TepT-byTnnamid -4
mr(wo Bignosigae 3,338 mr
nepuHgonpuny) (BMUPoGHULTBO
ipmun «Zhejiang Menovo
Pharmaceutical Co. Ltd.», Kutaii.
MepvHponpuny TepT-6yTuiamid -8

Mmr (o Bignosigae 6,676 mr
nepvHZonpuny) - (BUPO6HULITBO

hipmu «Zhejiang Menovo

Pharmaceutical Co. Ltd.», Kutaii.
3MiHM BHECEHO B IHCTPYKLil0 ANs

MeAMYHOro 3aCTOCyBaHHSA
nNiKapcbKoro 3acoby A0 po3ainy
"Cknag" (yTO4HEHO HammcaHHs

Lir040i pevyoBuHN) Ta SK Hacifo0kK
— y BIANOBIAHI PO34iNN IHCTPYKL;i.
BignoBifHi 3MiHN BHECEHO Yy TEKCT
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby. BBefeHHs 3MiH NpoTSArom
6-TU MicsLIB NicNs 3aTBEPKEHHS.

219.

MPOMO®O/
KABI

eMynbCisa Ans
iH'eKLin abo iHdy3il,
10 mr/mn; no 20 mn
B amnyni; no 5
amnyn y navuj 3
KapToHy; no 50 mn y

Ppe3seHiyc
Kabi
[oiiunanpg,
6X

HimeyunHa

Ppe3seHiyc Kabi
AscTpis FTmM6X

ABCTpist

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TUny - 3MiHK 3
AKocTi. CepTudiikat
BignosigHOCTI/TE-cepTucpikat
BiANOBIAHOCTI EBPONEChbKil
thapmakonei/moHorpadii.

3a peyernmowm

UA/13233/01/01




218

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
donakoHi; no 50 mny

donakoHi, no 1
dhnakoHy y nauui i3
KapToHy; no 50 mny
donakoHi, no 10
h1aKkoHIB y
KapTOHHIA KOopoo6Li

MogaHHA HoBOro abo OHOB/IEHOrO
cepTudiikata BignosigHocTi abo
BU/yYEHHS cepTudikata
BiANOBIAHOCTI EBpONEeiChkili
thapmakonei: gns A®l; ana
BMXiAHOTO
MaTepiany/peareHTy/npoMibKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HULTBI ADI; ans
[L,0MOMDKHOT peYOBUHU
(cepTuddikaT BigNOBIAHOCTI
€Bponelicbkin hapmakonei) -
OHoB/EHMIA cepTudikaT Bif yxe
3aTBEPL)KEHOr0 BUPOOHYKA -
OHoBreHHs cepTudikata
BiANOBIAHOCTI EBpONEiChkili
thapmakonei 3 [CEP 2002-229 -
Rev 03] Ha [CEP 2002-229 - Rev
04] ons Aito4oi peyoBrHU
nponodyon Bif BXe
3aTBEPAKEHOro BUPO6HMKa Sl
GROUP, INC., 1790 Hughes
Landing Blvd., Suite 600 77380
THE WOODLANDS, TEXAS,
United States. 3miHu | Tuny -
3miHu 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEeiChkili
thapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTudikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiChKil
thapmakonei: gnsa A®l; ans
BMXigHOro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpOGHMLTBI A®I; ans
[0MOMIXHOT PEYOBUHM
(cepTudpikat BigNOBIAHOCTI
€sponelicbkin hapmakonei) -
OHoBreHuiA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA -
OHoBeHHs cepTudikata

BiNOBIAHOCTI €BpONenchKil




219

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
thapmakonei 3 [CEP 2005-003 -
Rev 03] Ha [CEP 2005-003 - Rev
04] pns Ajroyoi pevyoBUHN
nponodon Big yxe
3aTBEPKEHOrO BUPOGHMKA
Bachem S.A., Succursale de
Vionnaz, Route du Simplon 22,
Switzerland-1895 Vionnaz, Valais
220. | NPONO®ON eMy/bCia ans PpeseHiyc HimeuunHa ®peseHiyc Kabi ABCTpIf BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyenmom UA/13233/01/02
KABI iH'eKLin ab0 iHdY3il, Kabi ABcTpis TM6X martepianis: 3MiHu | TUNy - 3MiHK 3
20 mr/mn; no 50 mn [onunang skocTi. CepTuddikat
y thnakoHi; no 50 mn M6X BignosigHocTI/lE-cepTudcpikar

y thnakoHi, no 1
donakoHy y nauui i3
KapToHy; no 50 mny
donakoHi, no 10
h1akoHiB y
KapTOHHIA KopoobLi

BiANoOBiAHOCTI EBpONEeiChkili
thapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiiChbkil
thapmakonei: gna A®l; ans
BMXigHOro
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS
y BUpOGHULUTBI A®I; ans
[L0MOMDKHOT peYOBUHU
(cepTudpikat BigNOBIAHOCTI
€Bponelicbkin dhapmakonei) -
OHoBeHWiA cepTudikar Bif yxe
3aTBEPAKEHOTO BUPOBHMKA -
OHoBeHHs cepTudikata
BiANOBIAHOCTI EBpONeiichbkil
thapmakonei 3 [CEP 2002-229 -
Rev 03] Ha [CEP 2002-229 - Rev
04] ons Ajto4oi peyoBrHU
nponogon Bif, BXe
3aTBEpPAKEHOro BMPOGHMKa Sl
GROUP, INC., 1790 Hughes
Landing Blvd., Suite 600 77380
THE WOODLANDS, TEXAS,
United States. 3miHu | Tuny -
3MiHu 3 sikocTi. CepTudikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiichkil
thapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBIEHOTO
cepTudikaTa BignoBigHocTi abo
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BW/TYYEHHS cepTudikata
BiANOBIAHOCTI EBPONENChKil
thapmakonei: gns A®l; ans

BUXIAHOTO
MaTepiany/peareHTy/MpoMiKHOTro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA

y BUpo6HULTBI API; Ans

[0MOMDKHOT PEYOBUHM
(cepTudpikaT BignoBIgHOCTI
€Bponelicbkiin hapmakonei) -
OHoBeHuii cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -

OHoBeHHA cepTuddikata

BiANOBIAHOCTI E€BPONENChKil
hapmakonei 3 [CEP 2005-003 -
Rev 03] Ha [CEP 2005-003 - Rev
04] pns [jroyoi peyoBuHN
nponodhon Bif yxe
3aTBEPAKEHOrO BUPOBHMKA
Bachem S.A., Succursale de
Vionnaz, Route du Simplon 22,
Switzerland-1895 Vionnaz, Valais

221.

MPOTEKOH
DACT®

TabneTku, BKPUTI
NNiBKOBOO
060/10HKOH, Ne 30:
no 10 TabneTtok y
6nictepi; no 3
6nictepun y nayui 3
KapToHy; Ne 60: no
10 TabneTtok y
6nicTepi; no 6
6nicTepis y nauui 3
KapToHy; Ne 90: no
10 Tabnetok y
6nictepi; no 3
6nictepm y nauui 3
KapToHy; Mo 3 naukm
y nauui 3 KapToHy;
no 30, 60 a6o 90
Tabnetok y
KOHTeliHepi; no 1
KOHTelHepy y nauui
3 KapTOHY

OPIAHOCU
H
NAADCAEH
CU3 (E®
3ET )

OAE

EBepTomxeH Jaiid
CaeHcus flimiteq

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3miHu | TUny - 3MiHn
oo 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 Y3ara/ibHEHUX JaHuX npo
cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy chapmakoHarssay,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHHS
hapmMakoHarnsay; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BijMiHHa Bif, YNOBHOBaXEHO|
ocobwu, BignoBifasibHOI 3a
3[jiCHeHHs1 hapMakoHarisay
(BK/IOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy). 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiZNoBigaNbLHOT 3a

3a peuenmom

UA/15396/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

hapmakoHarnsg.

[itoua pepakuin: a-p Awy fijin
LLlapma. MponoHoBaHa pefakuis:
LLinHkapeHko Miogmuna HOpiiBHa.

3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BignoBigansbHoI 3a
dhapmakoHaring,.

222.

MPOTEKOH
DACT®

TabneTku, BKpUTI
NNiBKOBOO
060/10HKoI0, in bulk:
no 1000 TabneTok y
nakeTax; no 1
nakeTy y KopooLii

OPrAHOCU
H
NANPCAEH
CU3 (E®
3ETI)

OAE

EBepTomxeH Naiid
CaeHcus Jlimiteq

IHAis

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpeKkTBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo

3MiHW [0 y3ara/ibHEHNX JaHuX npo

cuctemy chapmakoHarisgy
(BBEAEHHA y3arasibHeHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXKeHOI 0cobw,
BignoBigabHOI 3a 3AjACHEHHS!
hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BiMiHHa Bif, yNOBHOBaXEHOI
ocobu, BignoBiganbHoI 3a
3[jiCHEHHs1 hapMakoHarnisay
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigansLHoI 3a
hapmakoHarnsg.

[Oitova pepakuisa: a-p Awy fiin
LLlapma. MponoHoBaHa pefakLis:
LLinnkapeHko iogmuna KOpiisHa.

3MiHa KOHTaKTHUX gaHunx
YNOBHOBaXEHOI 0CO6M 3as1BHYIKA,
BiANOBIA&/IbHOI 3a
hapmakoHarnsag,.

3a peuernmom

UA/15397/01/01

223.

MPOTEKOH®

TabneTku, BKPUTI
o6onoHkoto, no 10
Tabnetok y 6nictepi;
no 3 6nictepu y
nauui 3 KapToHy; No
10 TabneTok y

OPrAHOCMU
H
NAAPCAEH
CU3 (E®
3ET 1)

OAE

EBepTomxeH aiid
CaeHcuns JlimiTeq,
IHgis; Cara
NaiicbcaeHcms
NimiTeq, IHAiA

IHais

BHECEHHSA 3MiH 10 peecTpavLintHnx
martepianis: 3miHu | TUny - 3MiHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araJIbHEHNX AaHuX Npo
cuctemy dpapmakoHarisgy

6e3 peyenma

UA/3347/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

6nictepi; no 3
6nicTepn y nayui 3
KapTOHy; Mo 3 nauku
y naulli 3 KapToHy;
no 30, 60 a6o 120
Tabnetok y
KOHTeliHepi; no 1
KOHTeliHepy B naui
3 KapPTOHY

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa yNOBHOBaXEHOT 0coby,
BiANOBIAa/IbHOI 3a 34iAiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarisgy
3aABHUKA A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBaXEHOI
ocobw, BignoBigansHoI 3a
3[jicCHeHHs hapmakoHarnsgy
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-chaina cuctemm
hapmakoHarnsgy). 3miHa
YNOBHOBA&XEHOT 0CO6M 3as1BHYKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnsag.

[Oitova pepakuis: a-p Awy fiin
LLlapma. MponoHoBaHa pefakuis:
LLinnkapeHko /ltogmuna KOpiisHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAgNoBigasbHOI 3a
hapmakoHarniag,.

224,

MPOTEKOH®

TabneTku, BKPUTI
o6onoHkoto in bulk:
no 2500 Tabnetok y
nakeTax y Kopobu,i 3
ropoKapToHy

OPIAHOCU
H
NAAPCAEH
CU3 (E®
3ET )

OAE

EBepTomxeH Jalid
CaeHcuns JlimiTeq,
IHais; Cara
NaiidpcaeHcuns
Nimiteq, IHAja

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3miHu | TUny - 3MiHn
woao 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 Y3ara/ibHEHUX JaHuX npo
cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX AaHNX
npo cucTemy chapmakoHarsisgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHHS
hapmakoHarnsay; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BijMiHHa Bif, YNOBHOBaXEHO|
ocobwu, BignoBifasibHOI 3a
3[jiCHeHHs1 hapMakoHarisay
(BK/IOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-paiina cuctemm

UA/3348/01/01




223

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
thapmakoHarnagy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHYIKa,
BiAgnoBiganbHOI 3a
hapmakoHarnsg.
[itoua pepakuis: a-p Awy fijin
LLlapma. MponoHoBaHa pefakuis:
LLinHkapeHko Miogmuna HOpiiBHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BignoBigansbHoI 3a
hapmakoHarang,.
225. | NYNbLUET® TabneTku, BKpUTI HOBEN TypeyunHa HOBEN INAY TypeyunHa BHECEHHS 3MiH 10 peecTpavuiliHnX 3a peyernmom UA/4997/01/01
060/10HKOI0, INAY CAHAI CAHAI BE marepianis: 3MiHu | TunYy - 3MiHN 3
KMLLKOBOPO3UMHHI NO BE TIOXKAPET A.LL. AKocTi. [0ToBWIA Nikapcbkuii 3aci6.
40 mr no 4 TabneTku TIOXAPET KOHTPO/1b rOTOBOrO NiKapcbkoro
y 6nicTepi; no 1 A.LL. 3aco06y (iHLWi 3MiHWN) - YTOUYHEHHS
6nictepy B MOJIEKYIAPHOT Macu
KapTOHHI ynakoBLi; naHTonpasosy B po3ginax
no 14 TabneTtok y «P0o3unHeHHs», «OfHOpIgHICTb
6nictepi; no 1 abo [,030BaHNX OAMHNLB» Ta
no 2 6nictepu B «KinbkicHe BU3HAYEHHA» MeTofiB
KapTOHHI ynakoBL,i KOHTPO/O SIKOCTI J1iKapCbKOro
3acoby. 3aTtBepgxeHo: 382,4:
MOJIeKy/IipHa Maca naHTonpasony
- 3anponoHosaHo: 383,37:
MOJIEKY/IApHa Maca naHTonpasosny
- 3MiHu | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6.
KOHTpOsb roTOBOro NikapcbKoro
3acoby (iHLWi 3miHK) - Nnepeknag
MKS$ 3 pocilicbkoi MOBY Ha
YKpaiHCbKy MOBY /1 NpUBeAeHHA
y BiANOBIAHICTb i3 BUMOraMmu
YMHHOI pefakuii Hakasy MO3
YkpaiHu Ne 426 Big 26.08.2005
226. | NYPEFOH® PO34UH ON151 iH'EKLLNA, OpraHoH LLiBeiiuapis Brpo6HMUTBO HimeyuunHa/ BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom UA/5023/01/01
833 MO/mn; no CeHtpan lct Hepo3dacoBaHOl HigepnaHnaun mMaTtepianis: 3miHu | Tuny -
0,420 mn (300 X npoaykuii Ta ALMIHICTpaTVBHI 3MiHW.

MO/0,36 mn) abo
0,780 mn (600
MO/0,72 mn) y
KapTpuaxi; no 1
KapTpuaKy y
BigKpUTOMY
N1acTUKOBOMY JIOTKY

nepBMHHA YNakoBKa,
KOHTPONb SIKOCTI,
TECTyBaHHS
CTepubHOCTI Ta
6akTepianbHuX
€HO0TOKCUHIB
roTOBOro

BunyyeHHst BUPOOHMYOI AinbHAL
(Brntovaroun ginbHuui na Adl,
MPOMIXXHOro MPOAYKTYy abo
roTOBOrO /liKapCbKOro 3acoby,
AiNbHUL ANA NpoBeAeHHSA
nakyBaHHs, BUPOBGHMKa,
BiNOBiAA/IbHOIO 3a BUMYCK Cepiid,
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
B KOMIM/IEKTI 3 nikapcbKoro 3acoby MicLLe NpoBeAEHHS KOHTPOSIIO
ronkamu, no 2 (KOHTPO/Ib SIKOCTI Ta cepii) abo noctavyasibHUKa
KOMMNIEeKTW roNoK — 2 TecTyBaHHSA BUXIZHOTO mMaTepiasy, peareHTy
KapTOHHI KOPO6KYM cTabinbHoCcTi), a60 [40NOMDKHOT PevyoBUHU (SIKLLLO
(KoXXEeH KOMMNEKT No Bi3yasibHa iHCneKuis: 3a3HavyeHo y A0CbE) - BunyyeHts
3 rofku, KoxHa BeTTep ®apma- ainbHuui Charles River
rosika B depturyHr rméeXx i Laboratories Edinburgh Limited,
iHaMBigyanbHoOMy Ko. KI', HimeuunHa; Elphinstone Research centre,
nnacTMKoBOMY KoHTponb sikocTi, Tranent, Edinburgh EH33 2NE,
KOHTEliHepi) y TeCTyBaHHs United Kingdom sika Bignosigae 3a
KapTOHHIM nayui CTEpPUIBHOCTI Ta NPOBELEHHS KOHTPOJIHO SKOCTI
6akTepianbHNX TecTyBaHHA METOA0M «BMICT
€HAO0TOKCUHIB OHK» ansa A®I choniTponiH 6eTa.
roToBOro 3MiHn Il Tuny - 3MiHM 3 AKOCTI.
nikapcbKoro 3acoby A®I. KoHTponb A®l. 3miHa y
(KOHTpO/b SIKOCTI Ta MeTofax BunpobysaHHa APl a6o
TEeCTyBaHHS BMXiAHOrO Martepiany/npomiKHOro
cTabinbHOCTI), npoaykTy/peareHTy, Wo
Bi3yasibHa iHCMeKLis: BMKOPUCTOBYETLCA Y NPOLLECI
BetTtep ®apma- BMpO6HMLTBa AP (CyTTEBA 3MiHA
®epTuryHr MrmoX i y
Ko. KI, HimeuuunHa; 6ionoriyHOMY/iMyHONOrYHOMY/iIMYH
BizyanbHa OXiMiYHOMY MeTofi BUNPOByBaHHSA
iHCnekujsa: BeTTep abo meTogi, y Askomy
dapma-dPepTUryHr BMKOPUCTOBYETbLCS BIO/IOriYHMIA
'm6X i Ko. KT, peareHT gns 6ionoriyHoro Adl,
HimeuumnHa; abo ioro 3amiHa) - 3amiHa
KoHTponb AkocTi Ta aHasliTMYHOrO MeToAY TECTYBaHHS
TEeCTyBaHHSA «BMicT AHK» 3 meToay,
CTabiNbHOCTI, 3aCHOBAHOro Ha
BTOPVHHA ynakoBkKa, aBTopagiorpadiyHii ribpuaunsadii,
[03BiN Ha BMNYCK Ha MeTof, 3aCHOBaHWiA Ha
cepii: KiNIbKICHIl nonimepasHii
H.B. OpraHoH, nNaHutorosili peakuii (kMP), ansa
Higepnangn TecTyBaHHs BUBINbHEHHA AdI
doniTponiHy 6eTa.

227. | PENNATAN KOHUeHTpaT ons Takena IpnaHgis BiAnoBiganbHUii 3a Ipnangis/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15890/01/01
PO3uUMHYy AN dapmacbioTi Bunyck cepii: LWaiiep | HimewunHa/ | maTepianis: 3miHu | Tuny - 3miHu 3
iHdpysii, 1 mr/mn; no Kans dapmacbloTikan3 Ca/ [KocTi. [0ToBWIA Nikapcbkuii 3aci6.
3,5 M1 KOHLeHTpaty IHTEepHEeLUHN Ipnangis Mivites, HigepnaHnaun Cuctema
y hnakoHi; no 1 AT IpnaHgis Ipnangis; Takega KOHTeliHep/3aKynopoBasibHuWi
donakoHy y BpeHy PapmacbloTikan3 3aci6. 3miHa 6yAb-AKOi YacTUHU
KapTOHHIA KOopooLi IHTepHewHn Al mMartepiany NnepBMHHOT yNakoBKuU,

Ipnangis; bpexu, LLIO HEe KOHTaKTYy€E 3 roTOBUM
Ipnaxgis; NiKapCbKUM 3ac060M (Hanpuknag
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
BUPOGHMLITBO KOAMIP KPULLEYOK 3 KOHTPONEM

niKkapcbKoro 3acooby,
KOHTPO/b SIKOCTI
cepil, BisyanbHa
iHCnekuisa: BeTTep
dapma-depTirtoHr
'M6X EHA Ko. KT,
HimeuunHa,;
BMPOGHMLITBO
niKkapcbKoro 3acooby,
KOHTPO/b AKOCTI
'N3: KeHmxiH
Baiio®apwma, T4
(n6a EmepaxeHT
BanoConyLwiiHz
(CibiAi#), CLUA,;
KOHTPO/b AKOCTI
cepii, BisyasnbHa
iHcnekuisn: BeTtep
dapma-PepTirtoHr
'M6X EHA Ko. KT,
HimeuunHa,
Bi3yasibHa iHCneKuis:
BetTep ®apma-
depTirtoHr NmMoX
EHA Ko. KT,
HimeyumnHa;
KOHTPO/b SIKOCTI
N3: Waiiep
XbloMeH [HKeHeTikK
Tepanic, CLUA;
KOHTPO/b AKOCTI
cepii: Bettep
Papma-PepTirtoHr
'M6X EHg Ko. KT,
HimeuuunHa; Yapnb3
Pisep TabopaTopi3
Alineng Nta,
IpnaHgis; KoBaHc
Nabopatopi3
Nimiteq, CnonyyeHe
KoponiscTBo;
MapKyBaHHS Ta
nakyBaHHs1,
ancTpunbyuis

nepLIoro BiAKPUTTS, KONIP KOJOBUX
Kineupb Ha amnynax, KoHTelliHepa
08 ronok (pisHi Buay nnactMmacu)
(3MiHa, fka He BNaMBaE Ha
KOPOTKY XapaKTepucTuKy
nikapcbKoro 3acoby) - 3miHa B
cuctemi
KOHTeliHep/3aKyrnopoBanbHuWii
3aci6 113 ans ycyHeHHs
po36ikHocTel y cneumdikauii
KOMMOHEHTIB NePBUHHOT YNakoBKH,
LLIO0 HEe KOHTaKTYTb 3 FOTOBUM
NPOAYKTOM, Ha BUPOBGHMNYMX
npinbHUusx Vetter Ta CBI.
3MiHun | TUNY - 3MiHK 3 AKOCTI.
[oToBMiA nikapcbkuii 3aci6. 3miHn
y BUPOGHMLTBI. 3MiHM y npoueci
BMPOGHMLTBA FOTOBOTO
NiKapcbKoro 3acoby, BKIOYaum
NMPOMiXXHWIA MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOHULTBI
rOTOBOrO /liKapcbkoro 3acoby (iHLwui
3MiHW) -

BunyyeHHs niHii acenTnyHoro
po3nuey CR3 (C-168) 3 npouecy
BMPOGHMLITBA FOTOBOTO
nikapcbKoro 3acoby. A Takox
BHECEHHS HE3HaYHMX pefakUiiHnX
3MiH go posginis 3.2.A Ta
3.2.P.3.5 peecTpaldiiiHoro foche.
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

roTOBOrO
nikapcbKoro 3acoby:
EmiHeHT Cepgice3
KopnopeiiwH, CLUA;
[iERYEN Cannnaii
YeliH, Higepnanam

228.

PECIUKC®

TabneTtku, BKPUTI
NAiBKOBOIO
06010HKot0, Mo 10
TabneTtok y 6nictepi;
no 1 a6o 2, a6o 4
6nictepm y nauui 3
KapToHy

OPIrAHOCU
H
NAASGCAEH
CU3 (Ed
3ET 1)

OAE

EBepTomkeH Nalidy
CaeHcus NimiTeq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs a6o

3MiHW [0 y3arasibHEHNX JaHuX Npo

cuctemy chapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0co6Y,
BiANOBIAa/IbHOI 3a 3AiiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BignoBigansLHoI 3a
3[jiicCHeHHs hapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-chaiina cuctemm
thapmakoHarnagy). 3miHa
YNOBHOBaXEHOI 0CO6M 3as1BHYIKA,
BiANOBIA&/IbHOI 3a
hapmakoHarnsg.

[Oitova pepakuis: a-p Awy fiin
LLlapma. MponoHoBaHa pefakuis:
LLinHkapeHko Siogmuna HOpiiBHa.

3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANOBIgaNbLHOT 3a
hapmakoHarnag,.

6e3 peyenma

UA/15549/01/01

229.

PECMUKC®

TabneTkn BKpUTI
NNiBKOBOKO
060/10HKOH0 in bulk
Ne10000 y nakeTtax

OPIrAHOCU
H
NANSCAEH
CU3 (E®
3ET 1)

OAE

EBepTomxeH Jlalid
CaeHcus Jlimiteq

IHgis

BHECEHHS 3MiH A0 peecTpauiiHnx
martepianis: 3miHu | TUny - 3MiHK
Loao 6e3snekn/edpeKkTBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHM [0 y3ara/ibHEHUX AaHuX Mpo

cucTemy chapmakoHarnagy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucteMy papMakoHarisay,

UA/15550/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIA&/IbHOI 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
hapmakoHarnsgy B YkpaiHi, Ko

BOHa BifiMiHHa Bif, YyNOBHOBaXeHO|

ocobwu, BignoBifasibHOI 3a
3[jiCHeHHs1 hapMakoHarisgy
(BK/KOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cucremu
thapmakoHarnagy). 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAgnoBiganbHOI 3a
hapmakoHarnsg.

[itoua pepakuin: a-p Awy fiin
LLlapma. MponoHoBaHa pefakuis:
LLinHkapeHko Miogmuna HOpiiBHa.

3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigansLHoI 3a
hapmakoHarang,.

230.

PUBACTUIMI
HIC

kancynu no 1,5 wmr,
no 10 kancyn y
6nictepi; no 3
6nictepun y nauui

ToBapucteo
3
[04aTKOBOO
Bignosiganb
HiCTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAALHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavuiliHnX
martepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpeKkTBHOCTI Ta
hapmakoHarnsagy. 3miHa y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKLUIi An1A
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCyBaHHS /iKapcbkoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynbTaTt OLiHK/ 3BITYy 3
JocnifmxeHb, NpoBeAeHUX
BiANoBIAHO A0 NnaHy
neaiatpnyHux gocnimkeHs (PIP)
(3MiHy y3rofpkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHeCeHIi 10 IHcTpykuii gns
MeAMYHOro 3aCTOCYBaHHSA

3a peuernmom

He
nionsieae

UA/16388/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

nNiKapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakuii Wwoao 6esnekn
3aCTOCYBaHHSA [il040T peyoBMHY 3a
pekomeHpauieto PRAC EMA.
BBefeHHs1 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS

231.

PUBACTUIMI
HIC

Kancynu no 3 mr, no
10 kancyny
6nictepi; no 3
6nicTepun y nayui

ToBapucTeo
3
[04aTKOBOO
Bignosigasb
HicTio
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[0[aTKOBOKO
Bi4nNoBiAabHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsagy. 3miHa y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUii Ans
MeJMYHOro 3acTOCyBaHHSA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6esneku
3aCTOCyBaHHSA Nikapcbkoro 3acoby
B nicnspeecTpauiiHunii nepiog, abo
AK pe3ysibTar OLiHKM 3BiTY 3
JocnifxeHb, NpoBeAeHNX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkers (PIP)
(3MiHy y3ropKeHO 3 KOMMETEHTHUM
YMOBHOB&XEHVM OpraHoMm) - 3MiHK
BHEeCeHi [0 IHCTpyKUiT ans
MeAMYHOro 3aCTOCyBaHHSA
nNiKapcbKoro 3acoby A0 po3ainy
"MobiuHi peakuii” woa0 6e3nekn
3aCTOCYBaHHA fjil040T pevyoBuHY 3a
pekomeHpauieto PRAC EMA.
BBeneHHs 3MiH NpoTAroM 6-Tv
MiCsILiB MicNs 3aTBEpKEHHS

3a peyenmom

He
nionseae

UA/16388/01/02

232.

PUBACTUIMI
HIC

Kkancynu no 4,5 wr,
no 10 kancyny
6nictepi; no 3
6nicTepn y nauui

ToBapucTtso
3
[04aTKOBOO
BiANOBiAa/Ib
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[0aTKOBOO
BiANOBIAAILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3miHu | TUny - 3MiHK
Loao 6e3snekn/edeKkTBHOCTI Ta
papMakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLUii 415
MeJMYHOro 3aCTOCyBaHHs Ha
nigcTasi perynspHo
OHOB/THOBAHOrO 3BITY 3 6e3nekn
niKkapcbKoro 3acoby, abo

3a peyenmom

He
nionsieae

UA/16388/01/03
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

nocnipkeHb 3 6e3neku
3acTOCyBaHHS MikapCbKoro 3acoby
B nicnsipeecTpauiiHuii nepiog, abo
AK pe3ynbTar OLiHKM 3BITY 3
AOCNigpKeHb, NPOBEAEHNX
BiAMOBIAHO A0 MiaHy
negiatpuyHmx gocnimxkeHs (PIP)
(3MiHY Y3ro)XKeHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVIM OpraHom) - 3MiHu
BHECeHi [0 IHCTpyKUiT Ans
Me[MYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainy
"Mo6ivHi peakui™ woao 6esneku
3aCTOCYyBaHHS Aitl040i peYOBUHM 3a
pekomeHgauieto PRAC EMA.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiC/S 3aTBEPKEHHS

233.

PUBACTUIMI
HIC

Kancynm no 6 mr, no
10 kancyny
6nictepi; no 3
6nictepun y nauui

ToBapucteo
3
[04aTKOBOIO
Bignosiganb
HiCTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAALHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
martepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpeKkTMBHOCTI Ta
hapmakoHarnsagy. 3miHa y
KOPOTKIili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKLUIi 4115
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCyBaHHS /iKapcbKoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynbTaTt OLiHK/ 3BITYy 3
JocnifmxeHb, NpoBeAeHUX
BiANoBIAHO A0 NnaHy
neaiatpnyHux gocnimkeHs (PIP)
(3MiHy y3rofpkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHeCeHIi 10 IHcTpykuii gns
MeM4HOro 3acTOCyBaHHSA
niKapcbKoro 3acoby A0 posainy
"Mo6iuHi peakuii woao 6esnekn
3aCTOCYBaHHSA [jil040T pe4yoBuHY 3a
pekomeHpauieto PRAC EMA.
BBefeHHs 3MiH NpoTArom 6-Tu
MicALB MiCNs 3aTBEPAKEHHS

3a peuernmom

He
nionsieae

UA/16388/01/04
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
234. | PUCNEPUAO | po3ynH opasibHuii, 1 TOB «TeBa Ykpaina Mepkne 'vbX, HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13379/01/01
H-TEBA mr/mn no 30 My YkpaiHa» HimeuunHa marepianis: 3miHu | Tuny - 3miHn
chnakoHi; no 1 (@inbHUUS, SKa Loao 6e3nekn/edpeKTMBHOCTI Ta
donakoHy pasom i3 Bignosigae 3a hapMakoHarnsgy. 3miHa y
afanTepom i BMPOGHMLITBO KOPOTKili XapakTepucTuL,i
[03y04nm Hepo3dacoBaHoi niKapcbKoro 3acoby, TEKCTi
NPUCTPOEM Y nNpoAayKLUii, NepBUHHY MapKyBaHHS Ta IHCTPYKLUii 4115
Kopo6ui; no 100 mn Ta BTOPVIHHY MeAUYHOro 3aCTOCyBaHHS Ha
y donakoHi; no 1 YMaKoBKY); nigcTasi perynsipHo
donakoHy pasom i3 Mepkne 'vbX, OHOBJ/IOBAHOIO 3BITY 3 6e3neku
afanTepom i HimeuyunHa nikapcbkoro 3acoby, abo
[03y04nm (@inbHUUS, SKa [ocnigpkeHb 3 6e3nekn
NPUCTPOEM Y Bignosigae 3a 3aCTOCyBaHHSA NikapcbKoro 3acoby
Kopobui [03BiN Ha BMNYCK B MicnapeecTpauinHmin nepiog, abo
cepii); TpaHcdhapm AK pe3ynbTaT OLiHK/ 3BITYy 3
NoricTik TM6X, nocnimkeHb, NpoBefeHnX
HimeuyunHa BiA4MNOBIgHO 4O NaHy
(minbHUUS, SKa nepiatpnyHux gocnigpkeHs (PIP)
Bignosigae 3a (3MiHY Y3roi)XeHO 3 KOMNETEHTHUM
BTOPUHHY YNaKoBKY) YMOBHOB&XEHVM OpraHom) - 3MiHK
BHECEHO A0 IHCTPYKUIiT Ans
MeAM4HOro 3aCTOCyBaHHSA
nNiKapcbKoro 3acoby A0 po3ainy
"Cnoci6 3acTocyBaHHs Ta fo3un"
o0 6e3neky 3acToCyBaHHA
L0401 PEYOBVIHY pUCNepUaoH
BiANOBIAHO [0 pekomeHaawii
PRAC. BBefieHHS 3MiH NpOTArom
6-TV MicsLiB NicNsA 3aTBEPKEHHS.
235. | PUCMONENT | nopoLwlok Ta TOB Ykpaina Bupo6HuLTBO Ta LLBetiuapis/ BHECEHHS 3MiH 10 peecTpavuiliHnX 3a peyernmom UA/1683/01/01
KOHCTA® PO3YMHHUK ANs «J[KOHCOH i nepBMHHA ynakoBKa CWA marepianis: 3miHu | Tuny - 3miHn
cycnexsii gns JXoHCcoH PO3YMHHYMKA: LoAo 6e3snekn/edpekTMBHOCTI Ta
iH'eKujn Ykpaixa II» Cinar AT, hapmakoHarnagy (iHwi 3miHu).
NPONOHIOBaHOI Aji LLiBeiiuapis; 3anBieHa 3miHa nonsrae y

no 25 mr; oavH
KOMNEKT MIiCTUTb:
O VH hN1aKoH 3
MOPOLLKOM, OAUH
wnpuy, 3 2 M
PO34MHHYKKA, OAWH
6e3ronikosuit
npucTpin West ans
NpUroTyBaHHs
cycnensii Ta agi
oK1 AOBXWHOW 25

Brpo6HuuTBO Ta
nepBrHHA ynakoBKa
nopoLLKy: Aflkepmec

IHK., CLUA;
BTopuHHa ynakoska
Ta BMNyCK cepil:
Cinar Al’,
LLBeiuapis

BUyYEHHI 3 TeKCcTy MeTogis
KOHTPOJI0 AAKOCTi TEKCTY
MapKyBaHHA: 3aTBepKeHO:
MapkyBaHHsA. joaaeTbcs
3anponoHosaHo: MapkyBaHHs.
3rifHo 3aTBEPAKEHOIO TEKCTY
MapKyBaHHS. - 3MiHu | Tuny -
3MiHK 3 sKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /likapcbkoro 3acoby (iHLwui
3MiHK) nepeknag MKA 3
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
MM Ta 51 mm (i3 pOCiliCbKOT MOBM Ha YKpaiHCbKY
3aXMCHUMM MOBY /151 NPUBEAEHHSA Y
npucTposMu) ans BiANOBIAHICTb i3 BUMOramy YWHHOI
BHYTPILLUHLOM'A30BU pepakuii Hakazy MO3 YkpaiHn Ne
X iH'eKui; no 1 426 Big 26.08.2005. - 3miHu 11
KOMM/IEKTY Y TUny - 3MiHK 3 AKocTi. [0TOBWMIA
KapTOHHI nayi nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKapCcbkoro 3acoby (iHLwui
3MiHW) NPUBELEHHA 3aTBEPMKEHNX
B YKpaiHi MeToziB KOHTPOS0
AKOCTI JliKapCbKOro 3acoby fo
3aTBEpPXEHNX MaTepianis
peecTpauiiHoro Aochbe.
236. | PUCMONENT | nopoLllok Ta TOB Ykpaina Bupo6HMLTBO Ta LLIseliyapisi/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/1683/01/02
KOHCTA® PO3YMHHWK ANs «JIKOHCOH i nepBrHHA ynakoBka CLWA marepianis: 3miHu | Tuny - 3miHn
cycneHsii ans LbKOHCOH PO3YMHHYMKA: oo 6e3snekun/edpekTMBHOCTI Ta
iH'eKwu;jn Ykpaixa II» Cinar AT, hapmakoHarnsgy (iHwi 3miHn).
NPONOHIroBaHoi Aji LLiBeiiuapis; 3anB/ieHa 3miHa nonarae y
no 37,5 mr; oguH Bupo6HMLTBO Ta BW/IYYeEHHI 3 TekcTy MeTopis
KOMM/IEKT MiCTUTB:! nepBrHHA ynakoBka KOHTPOJIH0 SIKOCTI TEKCTY
0AVH thnakoH 3 nopoLUKy: Arlkepmec MapKyBaHHS: 3aTBepAXeHO:
NOPOLUKOM, OAUH IHK., CLUA; MapkyBaHHA. JoaaeTbca
wnpuy, 3 2 M BTopuHHa ynakoBka 3anponoHoBaHo: MapKyBaHHS.
PO3YMHHYMKA, OANH Ta BUMYyCK cepii: 3riAHO 3aTBEPL)KEHOTO TEKCTY
6e3ronKoBuii Cinar AT, MapKyBaHHS. - 3MiHun | Tuny -
npucTpin West ans LLseiuapis 3MiHu 3 sKocTi. FoToBwMiA
NPUroTyBaHHs nikapcbkuii 3aci6. KoHTponb
cycneHsii Ta agi roTOBOro Nikapcbkoro 3acoby (iHLwi
rO/IKN [AOBXWHOW 25 3MiHW) nepeknag MKA 3
MM Ta 51 mm (i3 POCiiCbKOT MOBM Ha YKpaiHCbKy
3aXMCHUMU MOBY A/191 NPUBEAEHHS Y
npucTposMu) ans BIANOBIAHICTb i3 BUMOramyi YNHHOI
BHYTPILLUHbOM'A30BU pepakuii Hakazy MO3 YkpaiHu Ne
X iH'eKUiin; no 1 426 Bif 26.08.2005. - 3minHu 11
KOMMEKTY Y MMy - 3MiHK 3 AKOCTI. FoTOBMIA
KapTOHHIM navi nikapcbkuii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby (iHLwi
3MiHW) NPUBEAEHHS 3aTBEPIKEHUX
B YKpaiHi MeTogiB KOHTPO/I0
SAKOCTI NikapcbKoro 3acoby Ao
3aTBEPAKEHNX MaTepianis
peecTpauiiHoro Aocbe.
237. | PIHBOK® TabneTtku, BKPUTI E66BI LLiBeiiuapis nepBuHHE Ta ITania/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom He UA/18371/01/01
NNiBKOBOIO Biochapmacb BTOPVIHHE Ipnangis/ MaTtepianis: 3miHu Il TUNy - 3MiHK nionsieae
060/10HKOHD, 1oTikan3 nakyBaHHsi, BUMYCK CLUA oa0 6e3nekn/edpeKTMBHOCTI Ta
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
NPONOHIoBaHoT Aji, 6X cepii: E668I C.p.n.,

15 mr; Ne28: no 7
Tabnetok y 6nictepi,
no 4 6nictepu y
KapTOHHI/ Kopoo6Li

ITanis; BUpo6bHULTBO
nikapcbKoro 3acooby,
TecTyBaHHsA: E6GOBI
Aipneng HN B.B.,
IpnaHgjs;
TecTyBaHHSA nig yac
36epiraHHs: E66BI
IHK., CLLHA

hapMakoHarnsgy. 3miHum y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii 4115
MeZMNYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMM JaHNMU 3
AKOCTI, LOKTIHIYHUMM, KTIHIYHUMUN
[aHUMU Ta AaHuMK 3
hapmakoHarnsgy - 3miHu BHeCEeHO
[0 IHCTPYKLUiT AN1a MeAn4HOoro
3acTOCyBaHHS MikapCbKoro 3acoby
[0 po3ginis "Cnocib 3acTocyBaHHSA
Ta 031" (BHECEHO PEXUM
[03yBaHHA AiTam) 1a "Mob6iuHi
peakuii”, a TakoX A0 KOPOTKOi
XapaKTepucTUKy NikapcbKoro
3acoby fo po3ginis "4.2 o3 Ta
cnoci6 3acTocyBaHHs", "4.9
Mo6iyHi peakuii”, "5.1
dapmakoguHamiuHi BNacTueocCTi"
Ha nigcTasi OHOB/EHOI iHchopMaLii
3 6e3neku, Lo MICTUTbCA Y
KiHIYHOMY ornisgi, nnaHi
ynpasniHHA pu3vkamu Bepcia 14.0
Ta OHOBJIEHIli KOPOTKIi
XapakTepucTuL NikapcbKoro
3acoby. Pestome IMYP Bepcia 14.0
nofaetbes. 3MiHu Il Tuny - 3MiHK
LoAo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKili XapakTepucTuLi
NiKapCbKOro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLUii ans
MeAMYHOrO 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHNMU 3
SIKOCTi, AOKMIHIYHMMM, KiHIYHMMN
JaHuMK Ta AaHumm 3
hapmakoHarnsgy - 3miHM BHeCEHO
00 IHCTPYKLIT ANns MeanyHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby
00 po3giny "OcobnunsocTi
3acTocyBaHHA", a TakoxX A0
KOPOTKOI XapakTepucTuKn
nNiKapcbKoro 3acoby A0 po3ainy
"4.5 Oco61Bi 3aCTEpeXeHHs Ta
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
3anobixHi 3axoau npu
3aCTOCYBaHHI".
238. | PIHBOK® TabneTku, BKpUTI E66Bi LLiBeiiuapis nepBuHHE Ta ITania/ BHECEHHS 3MiH 10 peecTpavuiliHnX 3a peyernmom He UA/18371/01/01
NNiBKOBOIO Biochapmachb BTOPVIHHE Ipnangis/ mMartepianis: 3miHu | TNy - nionsieae
060/10HKOI0, toTikan3 nakyBaHHs, BUNYyCK CLA AAMiHICTpaTUBHI 3MiHW. 3MiHa
NPOIOHIOBaHOT Aji, 6X cepit: Kogy ATX. 3MiHun kogy ATX

15 mr; Ne28: no 7
TabneTtok y 6nicrepi,
no 4 6nictepu y
KapTOHHI KOpooLi

E668i C.p.n., ITanisa

BMPOGHMLITBO
niKkapcbKoro 3acooby,
TECTYBaHHS:
E66Bi Aipneng HI
B.B., IpnaHgis

TecTyBaHHSA nif yac
36epiraHHs:
E66BI IHK., CLLUA

3aTBEPKEHO:
dapmakoTepanesTuyHa rpyna.
IMyHOCynpecaHTW, CeNeKTUBHiI
iMyHOCynpecaHTu, ynagaumntuHio.
Kog ATX LO4AA04.
3anpornoHoBaHo:
dapmakoTepanesTUyHa rpyna.
IMyHOCynpecaHTW, iHribiTopn sHyc-
acoujiioBaHoi kiHa3u (JAK). Kog,
ATX LO4AF03.
3MiHun Il TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapMakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans
MeAMNYHOro 3aCTOCYBaHHS y
3B’AA3KY i3 HOBUMW JaHuMu 3
AKOCTI, AOKMIHIYHUMM, KIHIYHUMUN
JaHVMK Ta JaHuMK 3
hapmakoHarnsagy. 3miH1 BHeceHo
[,0 KOPOTKOT XapaKkTepucTuku
nNiKapcbKoro 3acoby A0 po3ainy
"5.1 dapmakogmMHamiYHi
BNaCTMBOCTI" BiANOBIAHO A0
marepianis peecTpaujiiHoro
nocbe. 3MiHn Il Trny - 3MiHK Woao
6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TekCTi
MapKyBaHHS Ta IHCTpYKLU|ii Ans
MeJMYHOro 3aCTOCYBaHHA y
3B'AA3KY i3 HOBUMW JaHUMU 3
SKOCTi, AOKMIHIYHMMM, KiHIYHUMUN
JaHVMK Ta JaHnuMu 3
hapmMakoHarnsgy. 3mMiH1 BHeCeHo
[,0 KOPOTKOT XapaKkTepucTuku
NiKapcbKoro 3acoby Ao posainy
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
"5.1 dapmakoamMHaMiYHi
BnacTMBOCTI" BifNOBIAHO A0
marepianis peecTpauiiHoro
[10CbE.
239. | PIHBOK® TabneTku, BKPUTI E66BI LLiBeliyapis nepBuHHE Ta ITania/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom He UA/18371/01/01
NNiBKOBOO Biochapmachb BTOPVHHE IpnaHgis/ martepianis: 3miHu | TUny - 3MiHn niosnsieae
060/10HKOH, oTikan3 nakyBaHHs, BUMYCK CWA woao 6e3snekun/edpekTMBHOCTI Ta
NPOSIOHroBaHoI A, 6X cepii: E66Bi C.p.n., hapmakoHarnsgy (iHwi 3miHn).

15 mr; Ne28: no 7
Tabnetok y 6nictepi,
no 4 6nictepn y
KapTOHHIA KopoobLi

ITanis; BUpOGHMLITBO
niKkapcbKoro 3acooby,
TecTyBaHHs: E6GBI
AiipneHg HN B.B.,
Ipnangis;
TecTyBaHHS nig, vac
36epiraHHs: E66BI
IHk., CLLA

3MiHV BHECEHO [0 IHCTPYKUIiT Ans
Me[MYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby fo po3ginis
"34aTHiCTb BN/MBaTK Ha
LIBUAKICTb peakLuii npu kepyBaHHi
aBTOTPaAHCMOPTOM a60 iHWKMK
mexaHismamu", "Mo6iyHi peakwyji”,
a TaKoX [10 KOPOTKOI
XapaKTepUCTUKN NiKapCbKoro
3acoby Ao posginis "4.8 Bnnue Ha
34aTHICTb KepyBaTtu
TpaHCNopTHUMK 3acobamun abo
npauoBarty 3 iHWUMK
aBToMaTu3oBaHMMKM cuctemamn’,
"4.9 MobiyHi peakuii" BiANOBIAHO
[,0 OHOBNEHOI iHdhopMauii 3
6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby. 3miHu Il Tuny
- 3MiHM Wo[0
6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeZMYHOrO 3aCTOCYBaHHA y
3B'AA3KY i3 HOBUMW JaHUMU 3
SKOCTi, AOKMIHIYHMMM, KiHIYHUMUN
JaHVMK Ta JaHnuMu 3
hapmMakoHarnsgy. 3mMiH1 BHeCeHO
00 IHCTPYKLiT ANna MeanyHoro
3aCTOCyBaHHS /iKapcbKoro 3acoby
00 po3ainy "Mo6iyHi peakuii”, a
TakoX [0 KOPOTKOT
XapaKTepUCTUKN NiKapCbKoro
3acoby a0 po3zinis "4.9 MobiyHi
peakuii” Ta "5.1
dapmakognHaMivHi B1acTMBOCTI".
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
240. | PO3YBACIH TabneTtku, BKPUTI OPIAHOCU OAE AnoTekc [HK. IHais BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyernmom He UA/13316/01/02
NNiBKOBOIO H martepianis: 3MiHu | TUNy - 3MiHK 3 nionseae
o6onoHkoto, no 10 JNIANGCAEH AKocTi. [0ToBWIA Nikapcbkuii 3aci6.
Mmr; no 10 TabneTok Cn3 (E® KOHTPO/1b rOTOBOrO NiKapcbkoro
y 6nicTepi; no 3 abo 3ETI) 3acoby. 3miHa y meTogax

no 6 6nictepiB y
KapTOHHIA KOopoo6Li

BUNPOOYBaHHA rOTOBOrO
niKapcbkoro 3acoby (iHLwi 3MiHK Y
mMeTodax BunpobysaHb
(Bkntovatoum 3amiHy abo
[0NOBHEHHS)) - CynyTHS 3MiHa -
3MiHu 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6. KoHTponb
roToOBOro NikapcbKoro 3acoby.
3MiHa napameTpiB cneuudikawi
Ta/abo [oNyCTUMUX MEX FOTOBOTO
niKkapcbKoro 3acoby (iHwi 3MiHw); -
3MiHn 3 sKocTi. FoToBwMiA
nikapcbkuii 3aci6. KoHTponb
roToOBOrO NikapcbKoro 3acoby.
3MiHa napameTpiB cneuudikaui
Ta/abo [oNyCTUMUX MEX FOTOBOTO
niKkapcbKoro 3acoby (iHwi 3MiHw); -
3MiHu 3 sKocTi. FoToBwMiA
nikapcbkuii 3aci6. KoHTponb
roToOBOrO NikapcbKoro 3acoby.
3miHa y meToAax BunpobyBaHHS
rOTOBOrO Jlikapcbkoro 3acoby (iHLwi
3MiHM Y MeTogax BunpobysaHb
(BKtovatoumn 3amiHy abo
[LOMOBHEHHS)); - 3MiHU 3 SKOCTI.
[OTOBMIA NikapcbKuii 3aci6.
KOHTpOsb roToBOro Nikapcbkoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHN Y
mMeTogax BunpobysaHb
(BKIKOYAOUM 3aMiHy a60
[OOMNOBHEHHS)) - BHECEHHS 3MiHU
[0 cneumndikauii Ta metoagy
BUNpo6yBaHHsA 113 3a
nokasHnkamu «KinbkicHe
BM3HAYEHHA», «lgeHTndikauis
Yo», «lgeHTudikauis BEPX», a
came 3aMiHa MeToAy PigUHHOT
Xpomarorpadii 3 BUKOPUCTAHHSIM
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

i30KpaTUYHOrO enooBaHHA Ha
MeTOoZ pignHHOT Xpomatorpadii 3
BVIKOPVCTAHHAM rpagi€HTHOI
nporpamMmn enoloBaHHs 3
BIANOBIAHUM YTOUHEHHAM
KpUTEpIiB NPUAHATHOCTI. 3MiHN |
TUny - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /IiKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauliii
Ta/abo foNyCTMMUX MEX rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHu) -
3MiHa KpUTepiiB NPUAHATHOCTI 4N
nokasHuka «CynpoBigHi JOMiLLKN»
3 MeTOI0 NPUBELEHHA Y
BifgNoBigHICTL MOHOrpadii €
3008 «Rosuvastatin tablets».
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[OTOBMIA NikapcbKuii 3aci6.
KOHTpOsb roTOBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHN Y
mMeTogax BunpobysaHb
(BKIKOYALOUM 3aMiHy a60
[OMOBHEHHS)) - 3aMiHa MeToay
BMNpoGyBaHHs N3 ans
nokasHuka «CynpoBiaHi LOMILLKN»
3 MeToAy yNbTpaedeKTUBHOT
pigvHHOT XpomaTtorpadii Ha MeTog,
piAnHHOT XxpomaTorpadii
BiANOBIAHO €D 2.2.29, 3MiHa yMOB
XxpomaTorpadyBaHHs,
NPUroTyBaHHS PO3YMHIB,
BiIKOPUroBaHO YMOBM
npuaaTHOCTI XpoMatorpadivHoi
cuctemu. 3MiHu | Tuny - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b rOTOBOrO /1iKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHSA rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHN Yy
mMeTogax BunpobyBaHb
(BKtovatoumn 3amiHy abo
[ONOBHEHHS)) - CynyTHS 3MiHa -
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

3MiHK 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /IiKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauiii
Ta/abo foNyCTMMUX MEX rOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHu) -
3MiHa MmeToAy BMNpo6ysaHHA MN3
3a NOKa3HNKOM «PO3YNHEHHA» 3
mMeToay Y®-crnekTpomeTpii Ha
MeTOoZ, PiguHHOI Xpomartorpadii.
3MiHu | TURY - 3MiHK 3 AKOCTI.
[OTOBMIA NikapcbKuii 3acio.
KOHTpO/b roTOBOrO MikapCcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOrO
niKkapcbkoro 3acoby (iHLwi 3MiHK Yy
mMeTodax BunpobysaHb
(Bkntovatoum 3amiHy abo
[0NOBHEHHS)) - CynyTHS 3MiHa -
3MiHu 3 sKocTi. FoToBwMiA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NikapcbKoro 3acooby.
3MiHa napameTpiB cneuudikawi
Ta/abo [oNyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHK) -
3MiHa B cneumdikauii Ta metogi
BMNpo6yBaHHi /13 3a NokasH1KoM
«lpeHTudikalia TutaHy giokcuay»,
3anponoHoBaHa nNpo6onigroToska
3 BYKOPUCTaHHAM OKPEMO 3HATOI
060/10HKM [103BO/IAE NOKPALLUTH
BiATBOPIOBAHICTb METOANKM. 3MiHM
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKaPCbKOro 3acooby.
3miHa y meToAax BUNpobyBaHHS
roTOBOro Nikapcbkoro 3acoby (iHLwi
3MiHM Y MeTogax BunpobysaHb
(Bkntovatoum 3amiHy abo
[0NOBHEHHS)) - CynyTHS 3MiHa -
3MiHu 3 sKocTi. FoToBwMiA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NikapcbKoro 3acoby.
3MiHa napameTpiB cneuudikaui
Ta/abo AoNyCTUMUX MEX rOTOBOrO
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
nikapcbKoro 3acoby (iHLi 3MiHK) -

CaeHcus flimiteq, IHAis: 67,501 kr
67,501 kr Common blend - 150

(mo3yBaHHs 10 mr). 3miHu | Tuny -

BBEJEHHS A0AATKOBOI Ai/TbHUL
BUPOGHMLTBA A/151 YacTuHU abo

3MiHa B cneumdikauii Ta metogi
BMNpoGyBaHHi /13 3a Noka3H1KoM
«lpeHTudbikauis 3anisa okcugy
4epBOHOro», 3anponoHoBaHa
npob6oniarotoska 3
BUKOPUCTAHHAM OKPEMO 3HATOI
06010HKM 403BO/IAE MOKPALLUTN
BiATBOPIOBaHICTb METOAVKM. 3MiHM
| Tuny - 3miHK 3 AkocTi. FoToBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHa po3mipy cepii
(BKIHOYAlOUM fianas3oH po3mipy
cepil) roToBOro NikapcbKoro
3aco6y (3mMeHweHHs fo 10 pasis) -
BHECEHHS 4,0A4AaTKOBOro po3mipy
cepii AN 4OAATKOBOT AiNbHULI
EBepTogxeH Naiid CaeHs
NimiTen, IHAis, a came 150 000
Tabnetok ans gosysaHb 10 mr, 20
Mr Ta 40 Mr, a Takox [04aTKOBOro
po3mipy cepii 450 000 TabneTok
Ans fosysaHHA 10 mr ta 225 000
Tabnetok ans fo3yBaHHSA 20 Mr.
[Litova pepakuis: Jo3sysaHHA 10
mr: 518 kr, 834,951-3 333 333
TabneTok. MNponoHoBaHa
pefakuis: Ana BUpo6HMKa
Anotekc IHK., KaHaga: 518 kr,
834,951 - 3 333 333 TabneTok
(no3yBaHHsa 10 wr); Ansa
BMPOGHMKa EBepTomkeH Nalic

Common blend - 450 000
TabneTtok (go3ysaHHsa 10 mr),

000 Tabnetok (22,5 kr)
3MiHM 3 SIKOCTi. [oTOBMIA

nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo

BCbOr0 BMPOGHMYOro npoLecy
roTOBOro NiKapcbKoro 3acoby




239

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

(minbHMUSA, Ha AKili NpoBOASATLCSA
6yab-ski BUPO6HUYI cTagji, 3a
BVHSITKOM BWMYCKY CepiiA,
KOHTPO/I10 SIKOCTi, NePBUHHOTO Ta
BTOPVHHOIO NakyBaHHS, A1
HeCTepUsIbHUX NiKapCbKnx
3aco06iB) - CynyTHs 3MiHa - 3MiHU 3
AKOCTi. [0TOBWIA Nikapcbkuii 3acib.
3MiHU y BUPO6HMLTBI. 3amiHa abo
BBEJEHHSA [0AATKOBOI Ai/IbHUL
BMPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHNYOro npouecy
roTOBOro NikapCbKoro 3acoby
(ainbHUUSA ANA BTOPUHHOMO
nakyBaHHs); - 3MiHM 3 AKOCTI.
FoToBWiA Nnikapcbkuii 3aci6. 3MiHK
y BUpO6GHMLTBI. 3amMiHa abo
BBEJEHHS A0AATKOBOI Ai/TbHUL
BUPOGHMLTBA A/151 YacTuHU abo
BCbOr0 BMPOGHMYOro npoLecy
rOTOBOrO JlikapCbkoro 3acoby
(ginbHUUSA ANA NePBUHHOIO
nakyBaHHs) - BBEAlEHHS
[,04,aTKOBOT BUPOOHWNYOT AifbHUL
EBepTomkeH Nalich CaeHcuns
Nimitea, IHAiA, BigNoBifabHOI 3a
BMPOOHMLITBO, NEPBUHHE Ta
BTOPVHHE NakyBaHHA J13. 3MiHu |
TUny - 3MiHM 3 AKOCTi. [oTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMUTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCSA
BUWMYCKY Cepii Ta KOHTPOJIH0 SKOCTI
roTOBOro NikapCbKoro 3acoby
(3amiHa abo fofaBaHHSA
BMPOGHMKa, L0 BiANOBiAaE 3a
BBE3€eHHA Ta/abo BMnyck cepii) -
Briovaroun
KOHTPO/b/BMNPOGYBaHHSA cepii -
[00aBaHHA 004AaTKOBOT
BMPOGHMYOI AinbHUL EBEpTOmKEH
Navich CaeHcua flimiTea, IHAis
(Evertogen Life Sciences Limited,
India), BignoBsiganbHOI 3a BUNYyCK
cepii i KOHTPOb SKOCTi TOTOBOr0
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
nikapcbkoro 3acoby. BeeneHHs
[04aTKOBOrO BUPOOHMKA rOTOBOrO

nikapcbKoro 3acoby, sk Hacnigok
3aTBEPMKEHHS TEKCTY
MapKyBaHHS YNakoBKU /151 LbOro
BMPO6HUKA. 3MiHU | TUNY - 3MiHK
oo 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHn y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLU|ii Ans
MeAVYHOro 3acTOCyBaHHS
reHepuUHMX/ribpuaHnx/6ionoaibHM
X nikapcbkmx 3acobis nicns
BHECEHHS Ti€l camoi 3MiHN Ha
pechepeHTHMIA Npenapar (3miHa He
noTpebye Hafl@aHHS XOAHUX HOBUX
[0[AaTKOBUX AaHKX) - 3MiHK
BHECeHi [0 IHCTpyKUiT Ans
Me[MYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ginis
"apmakonoriyHi BnactneocTi”,
"MNoka3zaHHsa", "MpoTnnokasaHHs",
"B3aemogis 3 iHWMMU NiKapCbKUMU
3acobamu Ta iHLWi Buan
B3aemogii", "OcobnnBocCTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog BariTHocTi abo rogyBaHHs
rpyaa”, "Cnocib 3actocyBaHHs
Ta gosun”, "Aitn", "Mo6ivHi peakuii"
BignoBigHO A0 iHhopmaui
pedyepeHTHOrO /iKapCbKoro
3acoby (Kpectop). BBegeHHs 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUny -
3MiHM Wwoao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
3MiHM BHECEeHi B TEKCT
MapKyBaHHS NepBUHHOT yNakoBKu
(M. 2i n. 6) i BTOPMHHOI YNakoBKu
nikapcbkoro 3acoby (n. 2, n.3 i
n.17). BBeAeHHA 3MiH NpOTArom 6-
TN MicsILiB nicns 3aTBEPKEHHS.

3MiHu | TMNY - 3MiHK WoA0
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
3MiHU BHECEHI LW0A0 po3aifieHHs
3aTBEpPKEHOI IHCTPYKLIT AnA
MeZMNYHOro 3aCTOCyBaHHA A/15
[1BOX BMPOGHWKIB rOTOBOrO
niKapcbKoro 3acoby i3
3aTBEPMKEHUMN AN HUX
[03yBaHHAM. BBefeHHs 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
241. | PO3YBACIH TabneTku, BKpUTI OPIAHOCU OAE Anotekc IHK., KaHnapa/ BHECEHHS 3MiH 10 peecTpavuiliHnX 3a peyernmom He UA/13316/01/03
NNiBKOBOO H KaHapa IHais martepianis: 3MiHu | TUNy - 3MiHK 3 nionsieae
o060n10HkKot0, No 20 NIAVOCAEH AKocTi. [0ToBWIA Nikapcbkuii 3aci6.
mr; no 10 TabneTok Cn3 (E® EBepTomxeH Nalid KOHTPO/1b rOTOBOrO NiKapcbkoro
y 6nicTepi; no 3 3ETI) CaeHcu3 flimiTes, 3acoby. 3miHa y meTogax

6nictepn y
KapTOHHIA KopoobLi

IHais

BMNPOGYBaHHSA rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHN Y
MeTogax BunpobysBaHb
(BKntovatoum 3amiHy abo
[OOMNOBHEHHS)) - CynyTHSA 3MiHa -
3MiHK 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauiii
Ta/abo foNyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHn); -
3MiHK 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauiii
Ta/abo foNyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHn); -
3MiHK 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby.
3MiHa y MeTofax BUNpobyBaHHs
rOTOBOrO /liKkapcbkoro 3acoby (iHLwui
3MiHW Y MeToAax BunpobysaHb
(BKKOUAOUM 3aMiHy a60o
[IONOBHEHHS)); - 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpO/b roTOBOrO /likapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOIO
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

niKkapcbKkoro 3acoby (iHLwi 3MiHK Yy
mMeTodax BunpobysaHb
(Bkntovatoum 3amiHy abo
[OMNOBHEHHS)) - BHECEHHS 3MiHU
[0 cneumndikauii Ta metogy
BMNpo6yBaHHA 113 3a
nokasHvkamu «KinbkicHe
BU3HAYEHHN», «lgeHTuikauis
Yo», «lgeHTudikayis BEPX», a
came 3aMiHa MeToay PiAVHHOI
xpomatorpadii 3 BUKOPUCTaHHAM
i30KpaTUYHOTO enNiooBaHHA Ha
MeTOoZ pPiAuHHOT XpomaTtorpadii 3
BVKOPVUCTAHHSAM rpagi€HTHOI
nporpaMmn enooBaHHS 3
BiANOBIAHUM YTOYHEHHAM
KpuUTEpIiB NPUAHATHOCTI. 3MiHN |
TUny - 3MiHK 3 AKocTi. [oToBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKaPCbKOro 3acooby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MEX rOTOBOrO
NikapcbKoro 3acoby (iHwi 3MiHu) -
3MiHa KpuTepiiB NPUIAHATHOCTI 4N
nokasHuka «CynpoBiaHi LOMILLKN»
3 METOI MPUBEAEHHS Y
BiAMNOBIAHICTL MOHOrpadii E®
3008 «Rosuvastatin tablets».
3MiHu | TMRY - 3MiHK 3 AKOCTI.
[OTOBMIA NikapcbKuii 3acio.
KOHTpO/b roTOBOrO MikapCcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOrO
niKapcbkoro 3acoby (iHLwi 3MiHK Y
mMeTodax BunpobysaHb
(Bkntovatoum 3amiHy abo
[OMNOBHEHHS)) - 3aMiHa MeToAy
BMNpob6yBaHHs N3 ans
nokasHuka «CynpoBigHi AOMILLKN»
3 MeToay YNnbTpaedeKkTUBHOI
pigvHHOT XxpomaTtorpadii Ha meTog,
pignHHOT Xxpomatorpadii
BignosigHO EP 2.2.29, 3MiHa ymMOB
XpomatorpadyBaHHs,
NPUrOTYBaHHS PO3YMHIB,
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

BiJKOPUroBaHO YMOBY
npuaaTHoCTI XpomatorpadivHoi
cuctemn. 3miHn | Tuny - 3miHu 3

siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.

KOHTpOsb roToBOro Nikapcbkoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOrO

nikapcbKoro 3acoby (iHWi 3MiHN Y
mMeTogax BunpobysaHb
(BKIKOYAOUM 3aMiHy a60
[OMNOBHEHHS)) - CynyTHS 3MiHa -
3MiHW 3 SKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKaPCbKOro 3acooby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MEX rOTOBOrO
NikapcbKoro 3acoby (iHLwi 3MiHu) -
3MiHa MeToay BunpobyBaHHs 13

3a NOKa3HMKOM «PO3UMHEHHS» 3

mMeToay Y®-cnekTpomeTpii Ha

MeToZ piAnHHOT XpomaTorpadii.

3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b rOTOBOrO /liKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHSA rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHN Yy
MeTogax BUnpobyBaHb
(BKtovatoumn 3amiHy abo
[OMNOBHEHHS)) - CynyTHA 3MiHa -
3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /TiKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauliii
Ta/abo foNyCTMMUX MEX rOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHu) -
3MiHa B cneumdikauii Ta meTogi
BMNpo6yBaHHi /13 3a NokasH1KoM
«lpgeHTudpikalia TutTaHy giokeugy»,
3anponoHoBaHa nNpoboniarotToska
3 BUKOPUCTAHHAM OKPEMO 3HATOT
000/10HKM [JO3BO/IAE NOKPALLUTH
BiTBOPIOBAHICTb METOAMKN. 3MiHU
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. KoHTposb




244

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
roTOBOrO NikapcbKoro 3acooby.

Anotekc IHK., KaHaga: 518 kr, 417,

(BKtovatoumn 3amiHy abo
[OMOBHEHHS)) - CynyTHSA 3MiHa
3MiHK 3 siKOCTi. FOTOBWA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /IiKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauliii

nikapcbKoro 3acoby (iHwi 3MiHu) -
3MiHa B cneumdikauii Ta meTogi
BMNpo6yBaHHi /13 3a NokasH1KoM
«laeHTudikauia 3aniza okcugy
4YepBOHOro», 3arnponoHoBaHa
npob6onigrotoska 3
BUKOPUCTAHHAM OKPEMO 3HATOI
060/10HKM [103BO/IAE NOKPALLUTH
BiATBOPIOBAHICTb METOANKM. 3MiHM
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa po3mipy cepii
(BKNKOYAKOUM AjanasoH po3mipy
cepil) roToBOro NikapcbKoro
3aco6y (3mMeHweHHsA fo 10 pasis) -
BHECEHHS ,0A4aTKOBOr0 pO3Mipy
cepii ons 4o4aTKoBOI AiNbHUL
EBepTogxeH Naiich CaeHs
NimiTeq, IHAisA, a came 150 000
Tabnetok Ana nosysaHb 10 mr, 20
Mr 1a 40 Mr, a TakoX [04aTKOBOro
po3mipy cepii 450 000 TabneTok
Ana no3ysaHHA 10 mr ta 225 000
TabneTtok Ansa Ao3ysaHHs 20 mr.
[itoua pepaxuis: JlosyBaHHs 20
mr: 518 kr, 417, 476 — 1 666 667
Tabnetok. MponoHoBaHa
pepakuis: [ns BupobHuka

476 -1 666 667 TabneTok
(mo3yBaHHs 20 mr). Ans
BMpOGHWKa EBepTomkeH Nalich

CaeHcua flimiteq, IHgis: 67,501 kr

3miHa y meToAax BunpobyBaHHS
rOTOBOrO Jlikapcbkoro 3acoby (iHLwi
3MiHM Y MeTogax BunpobysaHb

Ta/abo foNyCTMMUX MEX rOTOBOrO

Common blend - 225 000




245

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

Tabnetok (8o3yBaHHsa 20 mr),
67,501 kr Common blend - 150
000 TabneTok (45,0 «kr)
(8o3yBaHHA 20 Mr). 3MiHu | Tuny -
3MiHu 3 sKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3mMiHn y
BUPOBHMUTBI. 3amiHa abo
BBEEHHS [OAATKOBOI Ai/TbHUL
BMPOGHMLTBA A1 YacTUHM abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NikapCbKOro 3acoby
(BinbHMUSA, Ha AKili TPOBOASATLCSA
6yab-sKi BUpoOHUYI cTagjl, 3a
BVMHATKOM BWMNYCKY CepiiA,
KOHTPOJIH0 AKOCTi, NEePBUHHOTO Ta
BTOPVHHOTIO NakyBaHHS, A1
HeCTepUsIbHUX NiKapCbKnx
3ac06iB) - CynyTHs 3MiHa - 3MiHN 3
siKocTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS A0AATKOBOI Ai/TbHUL
BUPOGHMLTBA A/151 YacTuHU abo
BCbOr0 BMPOGHMYOro npoLecy
rOTOBOrO JliKapCbkoro 3acoby
(BinbHULA 4N BTOPUHHOTO
nakyBaHHs); - 3MiHN 3 AKOCTI.
[oTOBWIA Nnikapcbknii 3aci6. 3MiHN
y BUPO6HULTBI. 3aMiHa abo
BBEEHHS [OAATKOBOI Ai/TbHUL
BMPOGHMLTBA A1 YaCTUHN abo
BCbOro BMPOBHMYOro npoecy
roTOBOrO NiKapCbKOro 3acoby
(AinbHMUSA ANS NEPBUHHOIO
nakyBaHHs) - BBE,EHHSA
[,04aTKOBOT BUPOOHNYOT AifbHUL
EBepTomxeH Naiip CaeHcums
NimiTen, 1HAis, BignoBiganbHOT 3a
BMPOBHMLTBO, NEPBUHHE Ta
BTOpPWHHE nakyBaHHsA J13. 3miHu |
TUny - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, WO CTOCYTbCA
BWMYCKy Cepii Ta KOHTPO/IHO AKOCTI
roTOBOro NiKapcbKoro 3acoby
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

(3amiHa abo gofaBaHHsA
BMPOGHMKA, L0 BiANOBIAaE 3a
BBE3eHHS Ta/abo BMMYycK cepii) -
Britouatoun
KOHTPONb/BMNPOGYBaHHSA cepii -
[ofaBaHHA A04aTKOBOT
BMPOBGHUYOT AinbHULI EBepTOMKEH
Navich CaeHewns MimiTea, IHAis
(Evertogen Life Sciences Limited,
India), BignoBiganbHOI 3a BUNYCK
cepil i KOHTPO/Ib AKOCTi FOTOBOrO
nikapcbkoro 3acoby. BBegeHHs
[08aTKOBOro BUPO6GHMKa rOTOBOr0
nikapcbKoro 3acoby, sik HacnNigokK
3aTBEPMAKEHHS TEKCTY
MapKyBaHHS YNakoBKW A1 LbOro
BMPOGHMKA. 3MiHu | TURY - 3MiHK
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapMakoHarnsgy. 3miHum y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii 415
Me[MYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpuagHyx/6ionoaioHN
X nikapcbknx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHM Ha
pechepeHTHWIA Npenapar (3miHa He
noTpebye Hafi@HHS XOAHNX HOBUX
[04aTKOBUX AaHNX) - 3MiHK
BHeceHi J0 IHCTpyKuii gns
MeAMYHOro 3aCTOCyBaHHSA
NiKapcbKoro 3acoby o po3ainis
"®apmakonorivyHi B1acTmBocTi”,
"INoka3zaHHsa", "TpoTnoKasaHHs",
"B3aemogis 3 iHWMMU NiKapCbKnMm
3aco6amu Ta iHwWi Buan
B3aemogijit”, "OcobmBocTi
3acTocyBaHHA", "3acTocyBaHHA y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocié 3actocyBaHHs
Ta gosun", "Aitn", "Mo6ivHi peakuii"
BiAMOBIAHO A0 iHhopMmaw,i
pedyepeHTHOro /ikapcbkoro
3acoby (Kpectop). BBeaeHHst 3MmiH
NpoTAroM 6-Tu MicAuiB nicas
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3aTBEepPMKEHHS. 3MiHK | TUny -
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHN BHECEHI B TEKCT
MapKyBaHHS NepBUHHOT yNakoBKu
(n. 2in. 6) i BTOPMHHOT yNakoBKn
nikapcbkoro 3acoby (n. 2, n.3 i
n.17). BBegeHHS 3MiH NpOTArom 6-
TV MiCALIB NicNs 3aTBepKEHHS.
3MiHuM | TMRY - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHN BHECEHI 040 po3aifieHHs
3aTBEPMXEHOI IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS A/1s
[BOX BUPOGHMKIB rOTOBOrO
nikapcbKoro 3acooby i3
3aTBEPAKEHNMUN AN HUX
[03yBaHHAM. BBeeHHs 3MiH
NpoTArom 6-TM MicALIB micns
3aTBEPAKEHHS.

242,

PO3YBACIH

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO10, No 40
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepn y
KapTOHHI Kopoo6Li

OPIAHOCU
H
NAADCAEH
CU3 (E®
3ET )

OAE

AnoTekc IHK.,
KaHaga

EBepTomxeH Jalid
CaeHcus JlimiTes,
IHais

KaHnapa/
IHAis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TUNY - 3MiHK 3
siKocCTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roTOBOro NikapcbKoro
3acoby. 3miHa y meToaax
BUNPOBOYBaHHA rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHN Y
mMeTogax BunpobysBaHb
(BKKOUAOUM 3aMiHy a60
[OMNOBHEHHS)) - CynyTHS 3MiHa -
3MiHK 3 sKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKoro 3acooby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHW); -
3MiHK 3 sKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKOro 3acooby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHW); -
3MiHK 3 AKOCTi. FOTOBWIA

3a peuenmom

He
niosnsicae

UA/13316/01/04
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKaPCbKOro 3acooby.
3miHa y meToaax BMNpobyBaHHS
rOTOBOrO Nikapcbkoro 3acoby (iHLwi
3MiHM Y MeTogax BunpobysaHb
(Bkntovatoum 3amiHy abo
[LOMOBHEHHSA)); - 3MiHM 3 IKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b rOTOBOrO /liKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHSA rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHN Yy
MeTogax BunpobyBaHb
(Brntovatoumn 3amiHy abo
[OMNOBHEHHS)) - BHECEHHS 3MiHU
[0 cneumdikauii Ta metoay
Bunpo6ysaHHA /13 3a
nokasHukamu «KinbkicHe
BU3HAUYEHHS», «laeHTnikauis
Yo», «lgeHtudikanis BEPX», a
came 3aMiHa MeToAy pigUHHOT
xpomatorpadii 3 BUKOPUCTaHHAM
i30KpaTMYHOrO eNoBaHHS Ha
MeTOoZ piauHHOT Xxpomatorpadii 3
BUKOPUCTAHHAM rpaflieHTHOI
nporpaMun esnoBaHHA 3
BiANOBIAHUM YTOYHEHHSM
KpUTEPIiB NPUAHATHOCTI. 3MiHN |
TUny - 3MiHM 3 AKOCTi. [oTOBWIA
nikapcbkuii 3aci6. KoHTponb
roToOBOro NikapcbKoro 3acoby.
3MiHa napameTpiB cneuudikawi
Ta/abo [oNyCTUMUX MEX FOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHK) -
3MiHa KpuUTepiiB NPUAHATHOCTI AnA
nokasHuka «CynpoBigHi AOMILLKN»
3 METOI NPUBELEHHA Y
BiANOBIAHICTb MOHOrpacii E®
3008 «Rosuvastatin tablets».
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b rOTOBOrO /liKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHSA rOTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHW Yy
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
mMeTogax BUnpobyBaHb

(BKtovatoumn 3amiHy abo
[OMOBHEHHS)) - 3aMiHa MeToAay
BMNpo6yBaHHsa 13 ansa
nokasHuka «CynpoBigHi JOMiLLKN»
3 MeToay ynbTpaed)eKTUBHOI
piAMHHOT XpomaTtorpadii Ha meTop,
pignHHOT Xxpomatorpadii
BiANOBIAHO E® 2.2.29, 3MiHa yMOB
XpomaTorpacyBaHHs,
NPUroTyBaHHsS PO3YMHIB,
BiZJKOPUroBaHO YMOBY
npuaaTHocCTi XxpoMaTorpadiyHoT
cuctemu. 3MiHu | Tuny - 3miHn 3
[KocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOrO
niKkapcbKkoro 3acoby (iHLwi 3MiHK Yy
mMeTodax BunpobysaHb
(Bkntovatoum 3amiHy abo
[O0NOBHEHHS)) - CynyTHSA 3MiHa -
3MiHu 3 sKocTi. FoToBwMiA
nikapcbkuii 3aci6. KoHTponb
roToOBOrO NikapcbKoro 3acoby.
3MiHa napameTpiB cneuudikawi
Ta/abo [oNyCTUMUX MEX FOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHK) -
3MiHa meToAy BunpobysaHHsA 13
3a MOKa3HUKOM «PO3UYNHEHHS» 3
meToay Y®-cnekrpomeTpii Ha
MeTof PiAnHHOT XpomaTorpadii.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[OTOBMIA NikapcbKuii 3aci6.
KOHTpOsb roToBOro Nikapcbkoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHN Y
mMeTogax BunpobysaHb
(BKIKOYAOUM 3aMiHy a60
[OMNOBHEHHS)) - CynyTHS 3MiHa -
3MiHKM 3 SKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKaPCbKOro 3acooby.

3MiHa napameTpiB cneundikauiii
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

Ta/abo fonyCTUMUX MEX rOTOBOrO
NikapcbKoro 3acoby (iHwi 3MiHu) -
3MiHa B cneuudikauii Ta MeTogi
BMNPO6YBaHHi 13 3a Noka3HUKOM
«lpgeHTudikalia TutaHy giokengy»,
3anponoHoBaHa nNpoboniarotToska
3 BUKOPUCTaHHAM OKPEMO 3HATOI
06010HKM 403BO/IAE MOKPALLUTN
BiATBOPIOBaHICTb METOAVKM. 3MiHM
| Tuny - 3miHK 3 AkocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /IiKapCbKOro 3acoby.
3MiHa y MeTofax BUNpobyBaHHS
rOTOBOrO /liKapCcbkoro 3acoby (iHLwui
3MiHM Y MeTogax BUNpobyBaHb
(BKIKOYALOUM 3aMiHy a60
[OMNOBHEHHS)) - CynyTHS 3MiHa -
3MiHW 3 SKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKaPCbKOro 3acooby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MEX rOTOBOrO
NikapcbKoro 3acoby (iHwi 3MiHu) -
3MiHa B cneuudikauii Ta MeTogi
BMNPO6YBaHHi 13 3a Noka3HUKOM
«laeHTudbikauia 3anisa okcuay
4epBOHOrO», 3anpornoHoBaHa
npo6oniAroToBka 3
BMKOPUCTAHHAM OKPEMO 3HATOI
000/10HKM [JO3BO/IAE NOKPALLUTH
BiTBOPIOBAHICTb METOANKN. 3MiHU
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOBOHULTBI. 3MiHa po3mipy cepii
(BrNHOYarOUM gianasoH po3mipy
cepii) roToBOro NikapcbKoro
3aco06y (3mMeHLWeHHsA o 10 pasis) -
BHECEHHS 404aTKOBOro Po3mipy
cepii AN [OAAaTKOBOT AifbHULI
EBepTomkeH Naiich CaeHs
Nimitega, IHgis, a came 150 000
Tabnetok ans gosysaHb 10 mr, 20
Mmr Ta 40 mr. [litova pegakuis:
[o3ysaHHs: 40 mr: 352 kr, 1 133
333 TabneTok. NponoHoBaHa
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
pefakuis: Ana BUpo6HMKa
Anotekc IHk., KaHaga: 352 kr, 1
133 333 Tabnetok (go3yBaHHs 40

Mr); Ans BUpo6HuKa EBepTomkeH
Naiid CaeHeus Miviten, IHAis:
46,350 «r, 150 000 TabneTok
(8o3yBaHHA 40 Mr). 3MiHu | Tuny -
3MiHu 3 sKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3mMiHn y
BUPOBGHUUTBI. 3amiHa abo
BBEEHHS [OAATKOBOI Ai/TbHUL
BMPOGHMLTBA A1 YaCTUHN abo
BCbOro BMPOBHMYOro npoecy
roTOBOrO NikapCbKOro 3acoby
(BinbHMUSA, Ha AKili TPOBOASATHLCSA
6yab-sKi BUpoOHUYI cTagjl, 3a
BVMHATKOM BWMNYCKY CepiiA,
KOHTPOJIH0 AKOCTi, NEePBUHHOTO Ta
BTOPVHHOTIO NakyBaHHS, A1
HeCTepUIbHUX NiKapCbKnx
3ac06iB) - CynyTHA 3MiHa - 3MiHN 3
siKocTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS A0AATKOBOI Ai/TbHUL
BUPOGHMLTBA A/151 YacTuHU abo
BCbOr0 BMPOGHMYOro npoLecy
rOTOBOrO JliKkapCbKoro 3acoby
(BinbHULA 4N BTOPUHHOTO
nakyBaHHs); - 3MiHN 3 AKOCTI.
[oTOBWIA Nnikapcbknii 3aci6. 3MiHK
y BUPO6HULTBI. 3aMiHa abo
BBEJEHHS [OAATKOBOI Ai/TbHUL
BMPOGHMLTBA A1 YaCTUHN abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(AinbHMUA ANS NEPBUHHOIO
nakyBaHHs) - BBE,EHHSA
[04aTKOBOT BUPOOHNYOT AifbHUL
EBepTomxeH Naiip CaeHcuns
NimiTen, 1HAiS, BignosiganbHOT 3a
BMPOBHMLTBO, NEPBUHHE Ta
BTOpPWHHE nakyBaHHsA J13. 3miHu |
TUny - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y

BMPOGHMUTBI. 3MiHa
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

iMnopTepa/3MiHu, Lo CTOCYTbCSA
BWMYCKy Cepii Ta KOHTPO/IHO AKOCTI
rOTOBOrO JlikapCbkoro 3acoby
(3amiHa abo gofaBaHHsA
BMPOGHMKA, L0 BiANOBIAaE 3a
BBE3eHHS Ta/abo BMMycK cepii) -
Britouatoun
KOHTPONb/BMNPOGYBaHHSA cepii -
[ofaBaHHA A04aTKOBOT
BMPOBGHUYOT AinbHULI EBepTOAKEH
Navich CaeHewns MimiTea, IHAis
(Evertogen Life Sciences Limited,
India), BignoBiganbHOI 3a BUNYCK
cepil i KOHTPO/Ib AKOCTi FOTOBOrO
nikapcbkoro 3acoby. BBegeHHs
[08aTKOBOro BUPO6GHMKA rOTOBOr0
nikapcbKoro 3acoby, sik HacnigokK
3aTBEPAKEHHS TEKCTY
MapKyBaHHS YNakoBKW A1 LbOro
BMPOGHMKA.
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. 3mMiHn y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKLUii Ans
MeAV4HOro 3aCTOCyBaHHS
reHepuUHMX/ribpuaHnx/6ionoaibHM
X nikapcbkmx 3acobis nicns
BHECEHHS Ti€l camoi 3MiHN Ha
pechepeHTHMIA Npenapar (3miHa He
noTpebye HafaHHS XOLHUX HOBMX
[0[AaTKOBUX AaHKX) - 3MiHK
BHECeHi [0 IHCTpyKUiT Ans
Me[MYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ginis
"®apmakonoriyHi BnactneocTi”,
"MNoka3aHHsa", "MpoTnnokasaHHs",
"B3aemogis 3 iHWMMU NiKapCbKMU
3acobamu Ta iHLWi Buan
B3aemogiin", "OcobnnBocCTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog BariTHocTi abo rogyBaHHs
rpyaa”, "Cnocib 3actocyBaHHs

Ta gosun”, "Aitn", "MNo6ivHi peakwii"
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

243.

BignoBigHO A0 iHhopmaui
pedyepeHTHOrO /iKapCbKoro
3acoby (Kpectop). BBegeHHs 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUny -
3MiHM Wwoao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHM BHECEHi B TEKCT
MapKyBaHHS NepBUHHOT yNakoBKu
(M. 2i n. 6) i BTOPMHHOI YNakoBKu
nikapcbkoro 3acoby (n. 2, n.3 i
n.17). BBeAeHHSA 3MiH NpOTArom 6-
TN MicsILiB nicns 3aTBEPAKEHHS.
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHU BHECEHI LW0A0 po3aifieHHs
3aTBEPKEHOI IHCTPYKLIT AnA
MeZMNYHOro 3acCTOCyBaHHA A4/15
[1BOX BMPOBHWKIB rOTOBOrO
nNiKapcbKoro 3acoby i3
3aTBEPAKEHNMUN A5 HUX
[03yBaHHAM. BBefeHHs 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHSI.

PO3YBACIH

TabneTku, BKpUTI
NAiBKOBOIO
060/10HKOL0, N0 5 Mr;
no 10 TabneTok y
6nictepi; no 3 abo
no 6 6nictepis y
KapTOHHIA KopoobLi

OPrAHOCU
H
NANSCAEH
CU3 (E®
3ETI)

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpeKkTMBHOCTI Ta
hapmakoHarnsagy. 3miHun y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKLUIi 4515
Me[MYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpuaHyx/6ionogioHn
X nikapcbkux 3acobiB nicns
BHECEHHS Ti€i camol 3MiHV Ha
pedepeHTHUI NpenapaT (3miHa He
noTpebye HaflaHHS XOAHNX HOBUX
[04aTKOBMX JaHuX) - 3MiHU
BHeCeHIi 80 IHcTpykuii gns
Me[MYHOro 3aCTOCYBaHHS
niKkapcbKoro 3acoby [0 po3ainis
"®apmakonoriyHi BnactneocTi”,
"lNoka3aHHA", "[poTMnokKaszaHHs",

3a peuernmom

He
nionsieae

UA/13316/01/01




254

n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

"B3aemMogis 3 iHWMMU NiKapCbKUMU
3acobamu Ta iHLWi BUAN
B3aemogiit", "OcobnBoCTi
3acTocyBaHHSA", "3acTocyBaHHs Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaat”, "Cnocib 3actocyBaHHS
Ta gosun”, "Aitn", "MobiuHi peakwii"
BiAMNOBIAHO A0 iHchopmav,i
pedhepeHTHOro ikapcbkoro
3acoby (Kpectop). BBeaeHHs 3MiH
NpPOTAroMm 6-Tm MicALIB micns
3aTBEPMKEHHSA. 3MiHN | Tuny -
3MiHuM Wwoao
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHN BHECEHI B TEKCT
MapKyBaHHsS NEPBUHHOT YNaKOBK/
(M. 2i n. 6) i BTOPMHHOI yNakoBKu
nikapcbkoro 3acoby (n. 2, n.3 i
n.17). BBeAeHHsA 3MiH NpoTArom 6-
TV MicsILiB nicns 3aTBEpPKEHHS.
3MiHu | TUNY - 3MiHK WoA0
6e3nekn/epeKkTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) -
3MiHV BHECEHI LWoA0 po3ifeHHs
3aTBEPMKEHOI IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS A1
[BOX BUPOGHWKIB rOTOBOro
nikapcbKoro 3acoby i3
3aTBEPMKEHNMUN AN HUX
[03yBaHHAM. BBeeHHs 3MiH
NpPOTAroMm 6-Tm MicALIB micns
3aTBEPAKEHHS.

244.

PO3YBACIH

TabneTtku, BKPUTI
NAiBKOBOIO
060/10HKOI0, M0 5 Mr;
no 10 TabneTtok y
6nicTepi; no 3 abo
no 6 6nictepiB y
KapTOHHIA KOpooLi

OPIrAHOCU
H
NANSGCAEH
CU3 (Ed
3ET 1)

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs a6o
3MiHW [0 y3arasibHEHNX JaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0co6Y,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
thapmakoHarnagy; KOHTakTHOl
0cobu 3 hapmakoHarnsgy

3a peyenmom

UA/13316/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3aABHUKA 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigansLHoI 3a
3[jicCHeHHs hapmakoHarnsgy
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-chaina cucremm
hapmakoHarnsagy). 3miHa
YMNOBHOBA&XEHOT 0CO6M 3as1BHYKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnsag.

[Litova pepakuis: a-p Awy fiin
LLlapma. MponoHoBaHa pefakuis:
LLinnkapeHko /ltogmuna KOpiisHa.

3MiHa KOHTaKTHUX AaHux
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAgnoBiganbHOI 3a
hapmakoHarnag,.

245,

PO3YBACIH

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 10
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
no 6 6nictepis y
KapTOHHI KopoobLi

OPIAHOCU
H
NAASCAEH
CU3 (E®
3ET )

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3miHu | TUny - 3MiHK
oo 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 Y3ara/ibHEHUX JaHuX npo
cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX AaHWX
npo cucTemy chapmakoHarsisgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHHS
hapmMakoHarnsay; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BijMiHHa Bif, YNOBHOBaXEHO|
ocobwu, BignoBifasibHOI 3a
3[jiCHeHHs1 hapMakoHarisay
(BK/IOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnagy). 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANOBIgaNbLHOT 3a
hapmakoHarnsg.
[itoua pepaxuis: a-p Awy fijin
LLlapma. NponoHoBaHa pefakuis:

3a peuenmom

UA/13316/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

LLinHkapeHko Miogmuna HOpiiBHa.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigansLHoI 3a
hapmakoHarang,.

246.

PO3YBACIH

TabneTku, BKpUTI
NNiBKOBOO
o060/10HKot0, No 20
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepn y
KapTOHHIA KopoobLi

OPrAHOCU
H
NANSCAEH
CU3 (E®
3ETI)

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH 10 peecTpavuiliHnX
martepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpeKkTBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo

3MiHW [0 y3ara/ibHEHNX JaHuX npo

cuctemy chapmakoHarisgy
(BBEAEHHSA y3arasibHeHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXKEHOI 0cobw,
BignoBigabHOI 3a 3AjACHEHHS!
thapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, Ko
BOHa BiMiHHa Bif, yNOBHOBaXEHOI
ocobu, BignoBiganbHOI 3a
3[jiCHEHHs1 hapMakoHarisay
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cucremm
hapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigansLHoI 3a
hapmakoHarnsg.

[Oitova pepakuisa: a-p Awy fiin
LLlapma. MponoHoBaHa pefakLis:
LLinnkapeHko iogmuna KOpiisHa.

3MiHa KOHTaKTHUX gaHunx
YNOBHOBaXEHOI 0CO6M 3as1BHYIKA,
BiANOBIA&/IbHOI 3a
hapmakoHarnsag.

3a peuernmom

UA/13316/01/03

247.

PO3YBACIH

TabneTku, BKPUTI
NIBKOBOIO
060n10HKot0, no 40
Mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu y
KapTOHHIiA KOpo6Li

OPrAHOCMU
H
NAAPCAEH
CU3 (E®
3ET 1)

OAE

AnoTekc IHK.

KaHaga

BHECEHHSA 3MiH 10 peecTpavLiiHnx
martepianis: 3miHu | Tuny - 3MiHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3araJIbHEHNX AaHuX Npo

cuctemy chapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaXKEHOI 0Ccobu,

3a peyenmom

UA/13316/01/04
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BiANOBIAa/IbHOI 3a 34iAiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarisgy
3aABHUKA 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBaXEHOI
ocobw, BignoBigansHoI 3a
3[jicCHeHHs hapmakoHarnsgy
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLLEeHHI
mMacTep-chaina cuctemm
hapmakoHarnsagy). 3miHa
YNOBHOBAaXEHOT 0CO6U 3as1BHYKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnsag.

[Litova pepakuis: a-p Awy fiin
LLlapma. MponoHoBaHa pefakuis:
LLinnkapeHko /ltogmuna KOpiisHa.

3MiHa KOHTaKTHUX AaHux
YNOBHOB&XEHOI 0CO6U 3asBHYIKa,
BiAgnoBiganbHOI 3a
hapmakoHarnag,.

248.

CANODA/BK

cynosuTopii
pekTasibHi no 250
Mmr; no 5
CynosunTopiie y
cTpuni; No 2 cTpunu
B KOpPOO6LLi 3 KAPTOHY

Ap. ®anbk
dapma
M6X

HimeyunHa

BignoBiganbHuii 3a
BUWMYCK Cepiii

KIHLLeBOro NpoayKTy:

Ap. ®anck Papma
'm6X, HimeuunHa;
Bupo6bHuk
[030BaHoi hopmu,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs Ta
KOHTPO/b AKOCTi:
KoppeH ®apma
®pibypr AT,
LiBaiiHigepnaccyHr
ETTiHreH ,
LLiBefuapis; SlozaH
dapma 'vbX,
HimeuuunHa;
Brpo6HMKK,
BignoBiganbHi 3a
KOHTPO/b SKOCTI:
NozaH ®apma M'vbX,
HimeuunHa; KopaeH

HimeyuunHa/
LLBeiuapis

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3miHu | TUny - 3MiHn
oo 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TekCTi
MapKyBaHHS Ta IHCTpYKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnipkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynbTar OLiHKM 3BiTY 3
A0CnigpKeHb, NpoBeAeHNX
BiANoBIAHO [0 NiaHy
negiatpuyHmx gocnimpxkeHs (PIP)
(3MiHY Y3rofXeHo 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHV BHECEHO A0 IHCTPYKUIT Ans
Me[MYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ainis

3a peyenmom

He
niosnsicae

UA/3745/03/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
dapma Ppibypr CA, "Oco61MBOCTI 3aCTOCYyBaHHA" Ta
LLIseliyapis "Mo6iyHi peakuii” BigNOBIAHO A0
Bioekzam AT, pekomeHpauii PRAC.
LLiBeiiuapis;
HaykoBo-gocnigHuii
iHCTUTYT Xennenep
'M6X, HimeuynHa
249. | CANODANDbK | cynosutopii [p. danbk Himeuunna BignoBiganbHuii 3a Himeuunna/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom He UA/3745/03/02
pekTasibHi no 500 dapma BUWMYCK Cepiii LLBeiuapis martepianis: 3miHu | TUny - 3MiHn niosnsieae
Mmr; no 5 6X KiHLLEeBOr0 MPOAYKTY: woao 6e3snekun/edpekTMBHOCTI Ta
CynosunTopiie y Ap. ®anck Papma thapmakoHarnsgy. 3miHa 'y
cTpuni; No 2 cTpunu 'm6X, HimeuunHa; KOPOTKili XapakTepucTuL,i
B KOpPOO6Lii 3 KAPTOHY Bupo6bHuk nNiKapcbKoro 3acoby, TeKcTi
[030BaHoi hopmu, MapKyBaHHS Ta IHCTpyKLU|ii Ans
nepBuHHe Ta MeAMYHOro 3aCTOCYBaHHS Ha
BTOPVHHE nigcTasi perynsipHo
nakyBaHHs Ta OHOB/IHOBAHOrO 3BITY 3 6e3neku
KOHTPO/b SIKOCTI: nikapcbkoro 3acoby, abo
KopzeH ®apma nocnigpkeHb 3 6e3neku
®pidypr AT, 3acTOCyBaHHS NikapCbKoro 3acoby
LiBaiiHigepnaccyHr B nicnsipeecTpadiiHuii nepiog, abo
ETTiHreH, AK pe3ynbTar OLiHKM 3BiTY 3
LLiBeiuapis; SlozaH AoCnigpKeHb, NpoBeAeHNX
dapma 'v6X, BiANoBIAHO [0 NiaHy
HimeuuunHa; negiatpnyHmx gocnimpxkers (PIP)
Brpo6HuKK, (3MiHY Y3rompKeHO 3 KOMNETEHTHUM
BiAMNoBifasbHI 3a YNOBHOB&XXEHUM OPraHom) - 3MiHu
KOHTPO/b SKOCTI: BHECEHO A0 IHCTPYKLUIT Ansa
NozaH ®apma M'vbX, MeANYHOro 3aCTOCyBaHHSA
HimeyuunHa; KopaeH nikapcbKoro 3acoby A0 po3zinis
dapma Ppibypr CA, "Oco6nmBOCTI 3aCTOCYyBaHHA" Ta
LLiBeiuapis; "Mo6iuHi peakuii" BiANOBIAHO A0
Bioek3am Al, pekomeHpauii PRAC.
LLiBeiiuapis;
HaykoBo-gocnigHuii
iHCTUTYT Xennenep
'M6X, HimeuynHa
250. | CAHOOCTAT | pOo34uH 415 iH'eKwii, HoBapTic LLiBeliyapis BMPOBHMUTBO 3a Icnanis/ BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/9821/01/01
NH® 0,05 mr/1 mn; no 1 dapmva Al NMOBHUM LUKOM: ®paHuia/ marepianis: 3MiHu | TUNY - 3MiHK 3
M B amny”ni; no 5 HosaprTic ®apma LBeliuapis akocTi. A®l. BupobHuuTeo. 3miHa

amnyn B Kopobu,i 3
KapToHy

LTeiH AT,
LLiBeiiuapisi; BUMycK
cepii: HosaprTic
dapmacboTuka,
C.A,, IcnaHis;

BMPOGHUKA BMXiAHOTO/MPOMIXKHOTO
npoaykTy/peareHTy, Wo
BMKOPUCTOBYHOTbCS Y
BMpOGHUYOMY npoueci Adl, abo
3MiHa BMPOGHMKa (BKKOYaKun, ae
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BUPOBHULTBO,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b AKOCTI:
[Jenbdhapm [KoH,
PpaHuin

HeobXifHO, MicLe NpoBefeHHs
KOHTPOAIO SIKOCTi) AdI (3a
BiICYTHOCTI cepTudpikata

BiANOBIAHOCTI EBpONEeiChkili
hapmakonei y 3aTBepmKeHOMY
[0CbE)(3MiHM [0 3ax0fiB,
noB'A3aHnx 3 kKOHTponem A®l, abo
[OfaBaHHA AinbHuL, Ae
NpoBOANTLCA

KOHTPONb/BUNPOBYBaHHSA cepir).
[lopasaHHs AinbHULi SGS

INSTITUT FRESENIUS GmbH,

BiANOBIAANLHOI 32 4AaCTKOBWIA

KOHTPO/Ib SKOCTi cy6CTaHLi
(Bacterial Endotoxins Test (BET)).
3MiHu | TUny - 3MiHK 3 AKoCTi. ADL.

Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BUWXiAHOr0/MPOMIXHOrO
NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYIOTbCH Y

BMPOGHUYOMY npoueci AdDl, abo

3MiHa BMPOGHWMKa (BKOYaoun, ae

HeobxigHo, MicLie NpoBeAeHHS
KOHTponito skocTi) A®I (3a
BiACYTHOCTI cepTucpikata

BiANOBIAHOCTI EBPONENChKil
thapmakonei y 3aTBepKeHOMy
[0CbE)(3MiHM 0 3aX0piB,
noB'si3aHnx 3 koHTponem A®l, abo
O0JaBaHHs AinbHULI, e
npoBOANTLCA

KOHTPONb/BMNPOGYBaHHSA cepii).

[opasaHHsa ginbHuui Sterling

Pharma Ringaskiddy, Ireland,

BiANOBIA&/IbHOI 38 YaCTKOBUIA

KOHTPO/Ib AKOCTi Cy6CTaHL,i
(Bacterial Endotoxins Test (BET)).

251.

CAHAOOCTAT
NH®

PO34UH ANS iH'EKLIN,
0,1 mr/1 mn; no 1 mn
B amnyni; no 5
amnyn B Kopobu,i 3
KapToHYy

HosaprTic
dapma Al

LLisefiuapis

BMPOGHMLTBO 3@
MOBHUM LIIK/TOM:
Hosaprtic ®apma
LLiTelin AT,
LseliLapis; Bumyck
cepii: HoBapTic
PapmacboTrKa,
C.A., IcnaHis;

Icnanis/
®paHuia/
Lseiiuapis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TUNY - 3MiHK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOBHUKA BUXiAHOro/npoMiKHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYHOTHLCS Y
BMPOGHUYOMY npoueci AdPl, abo
3MiHa BUPOGHMKa (BKKOYaKun, ae

3a peuenmom

UA/9821/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BUPOBHULTBO,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b AKOCTI:
[Jenbdhapm [KoH,
PpaHuin

HeobXifHO, MicLe NpoBefeHHs
KOHTPOAIO SIKOCTi) AdI (3a
BiICYTHOCTI cepTudpikata

BiANOBIAHOCTI EBpONEeiChkili
hapmakonei y 3aTBepmKeHOMY
[0CbE)(3MiHM [0 3ax0fiB,
noB'A3aHnx 3 kKOHTponem A®l, abo
[OfaBaHHA AinbHuL, Ae
NpoBOANTLCA

KOHTPONb/BUNPOBYBaHHSA cepir).
[lopasaHHs AinbHULi SGS

INSTITUT FRESENIUS GmbH,

BiANOBIAANLHOI 32 4AaCTKOBWIA

KOHTPO/Ib SKOCTi cy6CTaHLi
(Bacterial Endotoxins Test (BET)).
3MiHu | TUny - 3MiHK 3 AKoCTi. ADL.

Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BUWXiAHOr0/MPOMIXHOrO
NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYIOTbCH Y

BMPOGHUYOMY npoueci AdDl, abo

3MiHa BMPOGHWMKa (BKOYaoun, ae

HeobxigHo, MicLie NpoBeAeHHS
KOHTponito skocTi) A®I (3a
BiACYTHOCTI cepTucpikata

BiANOBIAHOCTI EBPONENChKil
thapmakonei y 3aTBepKeHOMy
[0CbE)(3MiHM 0 3aX0piB,
noB'si3aHnx 3 koHTponem A®l, abo
O0JaBaHHs AinbHULI, e
npoBOANTLCA

KOHTPONb/BMNPOGYBaHHSA cepii).

[opasaHHsa ginbHuui Sterling

Pharma Ringaskiddy, Ireland,

BiANOBIA&/IbHOI 38 YaCTKOBUIA

KOHTPO/Ib AKOCTi Cy6CTaHL,i
(Bacterial Endotoxins Test (BET)).

252,

CAHAOOCTAT
NH® NAP

MOPOLLIOK ANs
cycneHsii ans
iH'ekyjin no 10 mr; 1
h/1aKoH 3 MOPOLLUKOM
y BUrNagi
Mikpocdoep y
KOMM/EeKTi 3
PO3YNHHVKOM

HosaprTic
dapma Al

LLisefiuapis

BTopuHHe
nakyBaHHS, BUNYCK
cepii rotToBoro
npoaykty: HosapTic
dapwma LUTelH AT,
LLiBeiiuapis;
Brpo6HMLTBO,
KOHTPO/1b SIKOCTI,

LLisenuapis/
HigepnaHnaun
| AscTpis/
IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TUNY - 3MiHK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOBHUKA BUXiAHOro/npoMiKHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYHOTHLCS Y
BMPOGHUYOMY npoueci AdPl, abo
3MiHa BUPOGHMKa (BKKOYaKun, ae

3a peuenmom

UA/1537/02/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
(HaTpito nepBuHHe HeobXifHO, MicLe NpoBefeHHs
Kapmenosy/Hatpito nakyBaHHsi KOHTPOAIO SIKOCTi) AdI (3a
KapbokcumeTuauen pO34YMHHMKA Ta BiICYTHOCTI cepTudpikata
tono3y, maHit (E albTepHaTUBHWI BiANOBIAHOCTI EBpONEeiChkili
421), sBogy ans BMPOBHUK ANns thapmakonei y 3aTBepakeHoMy
iH ek, BTOPUHHOTIO [0CbE)(3MiHM [0 3ax0fiB,
nosokcamep 188) no nakyBaHHsi TOTOBOrO noB'A3aHnx 3 kKOHTponem A®l, abo
2 MmNy nonepeaHLo npoaykTy: A66oTT [OfaBaHHA AinbHuL, Ae
3anoBHeHOMY Bionogxukanc 6.B., npoBoOANTLCA
Lnpui, Ta 04HOK HigepnaHaw; KOHTPONb/BUNPOBYBaHHSA cepir).
rO/IKOKO Ta OfHUM Brpo6HMUTBO [lopasaHHs AinbHULi SGS
afantepom B Hepo3dacoBaHoro INSTITUT FRESENIUS GmbH,
KapTOHHIA Kopoo6Li NPOAYKTY, KOHTPO/Ib BiANOBIAANLHOI 32 4AaCTKOBWIA
AKOCTI, NePBUHHE KOHTPO/Ib SKOCTi cy6CTaHLi
naKyBaHHS! MOPOLLKY: (Bacterial Endotoxins Test (BET)).
Hosapric 3MiHu | TUny - 3MiHK 3 AKoCTi. ADL.
dapmacbloTukan Brpo6HMLUTBO. 3MiHa BUPOOHMKa
MaHydhakTypiHr BUWXiAHOr0/MPOMIXHOrO
'M6X, ABCTpist; npoaykTy/peareHTy, LWo
KOHTPO/b AKOCTI BMKOPVCTOBYIOTbCH Y
MOPOLLIKY 3a BCiMa BMPOGHUYOMY npoueci AdDl, abo
napameTpamu 3a 3MiHa BMPOGHWMKa (BKOYaoun, ae
BUKMIOYEHHAM HeobxigHo, MicLie NpoBeAeHHS
MOJIEKY/IAPHOT Macu KOHTponito skocTi) A®I (3a
nonimepy: CaHgos BiACYTHOCTI cepTucpikata
mM6X, ABCTpis; BiANOBIAHOCTI EBPONENChKil
BWMYCK Cepil: thapmakonei y 3aTBepKeHOMy
Hosapric [0CbE)(3MiHM 0 3aX0piB,
PapmacboTrKa, noB'si3aHnx 3 koHTponem A®l, abo
C.A., IcnaHist O0JaBaHHs AinbHULI, e
npoBOANTLCA
KOHTPONb/BMNPOGYBaHHSA cepii).
[opasaHHsa ginbHuui Sterling
Pharma Ringaskiddy, Ireland,
BiANOBIA&/IbHOI 38 YaCTKOBUIA
KOHTPO/Ib AKOCTi Cy6CTaHL,i
(Bacterial Endotoxins Test (BET)).
253. | CAHOOCTAT | nopoLok ans HoBapTic LLiBeliyapis BTopuHHe LLIseliyapisi/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/1537/02/02
NH® NAP cycneHsii ans dapmva Al nakyBaHHs1, BUMYCK HigepnaHgn | martepianis: 3MiHu | Tvny - 3MiHK 3
iH'ekwjin no 20 mr; 1 cepii rotToBoro | AscTpis/ AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
h/1aKoH 3 MOPOLLUKOM npoaykty: HosapTic Icnanis BMPOBHUKA BUXiAHOro/npoMiKHOro

y BUrNagi
Mikpocdoep y
KOMM/EeKTi 3
PO3YNHHVKOM

dapwma LUTelH AT,
LLiBeiiuapis;
Brpo6HMLTBO,
KOHTPO/1b SIKOCTI,

npoaykTy/peareHTy, WO
BMKOPUCTOBYHOTLCS Y
BMPOGHUYOMY npoueci AdPl, abo
3MiHa BUPOOHWMKa (BKKOYaKun, ae
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
(HaTpito nepBuHHe HeobXifHO, MicLe NpoBefeHHs
Kapmenosy/Hatpito nakyBaHHsi KOHTPOAIO SIKOCTi) AdI (3a
KapbokcumeTuauen pO34YMHHMKA Ta BiICYTHOCTI cepTudpikata
tono3y, maHit (E albTepHaTUBHWI BiANOBIAHOCTI EBpONEeiChkili
421), sBogy ans BMPOBHUK ANns thapmakonei y 3aTBepakeHoMy
iH ek, BTOPUHHOTIO [0CbE)(3MiHM [0 3ax0fiB,
nosokcamep 188) no nakyBaHHsi TOTOBOrO noB'A3aHnx 3 kKOHTponem A®l, abo
2 MmNy nonepeaHLo npoaykTy: A66oTT [OfaBaHHA AinbHuL, Ae
3anoBHeHOMY Bionogxukanc 6.B., npoBoOANTLCA
Lnpui, Ta 04HOK HigepnaHaw; KOHTPONb/BUNPOBYBaHHSA cepir).
rO/IKOKO Ta OfHUM Brpo6HMUTBO [lopasaHHs AinbHULi SGS
afantepom B Hepo3dacoBaHoro INSTITUT FRESENIUS GmbH,
KapTOHHIA Kopoo6Li NPOAYKTY, KOHTPO/Ib BiANOBIAANLHOI 32 4AaCTKOBWIA
AKOCTI, NePBUHHE KOHTPO/Ib SKOCTi cy6CTaHLi
naKyBaHHS! MOPOLLKY: (Bacterial Endotoxins Test (BET)).
Hosapric 3MiHu | TUny - 3MiHK 3 AKoCTi. ADL.
dapmacbloTukan Brpo6HMLUTBO. 3MiHa BUPOOHMKa
MaHydhakTypiHr BUWXiAHOr0/MPOMIXHOrO
'M6X, ABCTpist; npoaykTy/peareHTy, LWo
KOHTPO/b AKOCTI BMKOPVCTOBYIOTbCH Y
MOPOLLIKY 3a BCiMa BMPOGHUYOMY npoueci AdDl, abo
napameTpamu 3a 3MiHa BMPOGHWMKa (BKOYaoun, ae
BUKMIOYEHHAM HeobxigHo, MicLie NpoBeAeHHS
MOJIEKY/IAPHOT Macu KOHTponito skocTi) A®I (3a
nonimepy: CaHgos BiACYTHOCTI cepTucpikata
mM6X, ABCTpis; BiANOBIAHOCTI EBPONENChKil
BWMYCK Cepil: thapmakonei y 3aTBepKeHOMy
Hosapric [0CbE)(3MiHM 0 3aX0piB,
PapmacboTrKa, noB'si3aHnx 3 koHTponem A®l, abo
C.A., IcnaHist O0JaBaHHs AinbHULI, e
npoBOANTLCA
KOHTPONb/BMNPOGYBaHHSA cepii).
[opasaHHsa ginbHuui Sterling
Pharma Ringaskiddy, Ireland,
BiANOBIA&/IbHOI 38 YaCTKOBUIA
KOHTPO/Ib AKOCTi Cy6CTaHL,i
(Bacterial Endotoxins Test (BET)).
254, | CAHOOCTAT | nopoLwok ans HoBapTic LLiBeliyapis BTopuHHe LLIseliyapisi/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/1537/02/03
NH® NAP cycneHsii ans dapmva Al nakyBaHHs1, BUMYCK HigepnaHgn | martepianis: 3MiHu | Tvny - 3MiHK 3
iH'ekwjin no 30 mr; 1 cepii rotToBoro | AscTpis/ AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
h/1aKoH 3 MOPOLLUKOM npoaykty: HosapTic Icnanis BMPOBHUKA BUXiAHOro/npoMiKHOro

y BUrNagi
Mikpocdoep y
KOMM/EeKTi 3
PO3YNHHVKOM

dapwma LUTelH AT,
LLiBeiiuapis;
Brpo6HMLTBO,
KOHTPO/1b SIKOCTI,

npoaykTy/peareHTy, WO
BMKOPUCTOBYHOTLCS Y
BMPOGHUYOMY npoueci AdPl, abo
3MiHa BUPOOHWMKa (BKKOYaKun, ae
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
(HaTpito nepBuHHe HeobXifHO, MicLe NpoBefeHHs
Kapmenosy/Hatpito nakyBaHHsi KOHTPOAIO SIKOCTi) AdI (3a
KapbokcumeTuauen pO34YMHHMKA Ta BiICYTHOCTI cepTudpikata
tono3y, maHit (E albTepHaTUBHWI BiANOBIAHOCTI EBpONEeiChkili
421), sBogy ans BMPOBHUK ANns thapmakonei y 3aTBepakeHoMy
iH ek, BTOPUHHOTIO [0CbE)(3MiHM [0 3ax0fiB,
nosokcamep 188) no nakyBaHHsi TOTOBOrO noB'A3aHnx 3 kKOHTponem A®l, abo
2 MmNy nonepeaHLo npoaykTy: A66oTT [OfaBaHHA AinbHuL, Ae
3anoBHeHOMY Bionogxukanc 6.B., npoBoOANTLCA
Lnpui, Ta 04HOK HigepnaHaw; KOHTPONb/BUNPOBYBaHHSA cepir).
rO/IKOKO Ta OfHUM Brpo6HMUTBO [lopasaHHs AinbHULi SGS
afantepom B Hepo3dacoBaHoro INSTITUT FRESENIUS GmbH,
KapTOHHIA Kopoo6Li NPOAYKTY, KOHTPO/Ib BiANOBIAANLHOI 32 4AaCTKOBWIA
AKOCTI, NePBUHHE KOHTPO/Ib SKOCTi cy6CTaHLi
naKyBaHHS! MOPOLLKY: (Bacterial Endotoxins Test (BET)).
Hosapric 3MiHu | TUny - 3MiHK 3 AKoCTi. ADL.
dapmacbloTukan Brpo6HMLUTBO. 3MiHa BUPOOHMKa
MaHydhakTypiHr BUWXiAHOr0/MPOMIXHOrO
'M6X, ABCTpist; npoaykTy/peareHTy, LWo
KOHTPO/b AKOCTI BMKOPVCTOBYIOTbCH Y
MOPOLLIKY 3a BCiMa BMPOGHUYOMY npoueci AdDl, abo
napameTpamu 3a 3MiHa BMPOGHWMKa (BKOYaoun, ae
BUKMIOYEHHAM HeobxigHo, MicLie NpoBeAeHHS
MOJIEKY/IAPHOT Macu KOHTponito skocTi) A®I (3a
nonimepy: CaHgos BiACYTHOCTI cepTucpikata
mM6X, ABCTpis; BiANOBIAHOCTI EBPONENChKil
BWMYCK Cepil: thapmakonei y 3aTBepKeHOMy
Hosapric [0CbE)(3MiHM 0 3aX0piB,
PapmacboTrKa, noB'si3aHnx 3 koHTponem A®l, abo
C.A., IcnaHist O0JaBaHHs AinbHULI, e
npoBOANTLCA
KOHTPONb/BMNPOGYBaHHSA cepii).
[opasaHHsa ginbHuui Sterling
Pharma Ringaskiddy, Ireland,
BiANOBIA&/IbHOI 38 YaCTKOBUIA
KOHTPO/Ib AKOCTi Cy6CTaHL,i
(Bacterial Endotoxins Test (BET)).
255. | CAHOPVH cnpeli HazaNbHUI, AT Ykpaina NOBHWI LMK Yecbka BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 peyenma nionseae UA/2455/04/02
po3yuH, 0,5 mr/mn, "dapmak” BMpo6HUUTBa: TeBa | Pecny6nika/ martepianis: 3miHu | TUny - 3MiHK
no 10 mMn y dh1akoHi; Yex IHgacTpis c.p.o., CnoBaubka woao 6e3snekun/edpekTMBHOCTI Ta
no 1 chnakoHy Yecbka Pecny6nika; Pecny6nika hapMakoHarnsgy. 3miHa y

pasom 3
annikatopom ans
NMOPOXHUHW HOCa B
Kopobui

CaHeka
dapmacbloTikan3
AT, CnoBaLbka
Pecny6nika

KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOI0 3aCTOCYBaHHS Ha
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

nigcTasi perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnipkeHb 3 6e3neku
3aCcTOCyBaHHS MikapCbKoro 3acoby
B nicnsipeecTpauiiHuii nepiog, abo
AK pe3ynbTar OLiHKM 3BITY 3
AOCNigpKeHb, NPOBEAEHNX
BiAMOBIAHO A0 MiaHy
negiatpuyHmx gocnimxkeHs (PIP)
(3MiHY Y3rof)XeHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OPraHom).
3MiHV BHECEHO [0 IHCTPYKLUIT Ans
Me[MYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ain
"Mepeno3yBaHHA" Bi4NOBIAHO A0
OHOB/IEHOT iHhopMaLlii 3 6e3neku
Ailo4oi peyoBrHN. BBeAEHHS 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUny -
3MiHM Wwoao
6e3nekn/edekTBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn).
3MiHU BHECEHO [0 IHCTPYKUIT Ans
MeAM4HOro 3aCTOCyBaHHSA
NiKapcbKoro 3acoby y po3gin
"Mo6iuHi peakyji" wono
Ba&X/IMBOCTI 3BiTYBaHHs Npo
no6iyHi peakuii. BeegeHHS 3MiH
NpoTArom 6-TM MicALIB micns
3aTBEPAKEHHS.

256.

CEAATVB
nue

Tabnetku, no 20
Tabnetok y 6nictepi,
no 2 6nictepu B
KapTOHHI KopoobLi

ByapoH

PpaHuin

BYAPOH

®paHuisa

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3miHu | TUny - 3MiHK
woao 6e3snekun/edpekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn).
3MiHV BHECEHO Y TEKCT
MapKyBaHHs NepBuHHOI (N. 4) Ta
BTOpUHHOI (n. 3, 5, 8, 9,15, 17)
YNaKoBKM NikapCbKOro 3acoby.

be3 peyenma

UA/9343/01/01

257.

CUHA®NAH-
3/0POB'A

Masb, 0,25 mr/r no
15 ry T1y6i; no 1 Ty6i
y KopobLji 3 KApTOHY

TOBAPUCT
BO 3
OBMEXEH
olo
BIAMOBIJA
NBHICTIO

Ykpaina

BCi cTagil
BMPOGHMLTBA,
KOHTPO/b SKOCTI,
BUMNYCK cepil:
ToBapucTBo 3
06MeXeHoH

YkpaiHa

BHECEHHSA 3MiH 10 peecTpavLintHnx
martepianis: 3miHu | TUny - 3MiHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn).
3MiHV BHEcCeHO y . 5, 6 TekcTy
MapKyBaHHS NepBMHHOT yNakoBKM

3a peyenmom

UA/17581/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
«KOPIMNOPA BiANOBIAA/ILHICTIO Tan. 11, 17 BTOPUHHOT yNaKoBKU
LA "®apmavueBTuyHa nikapcbKoro 3acoby Ta 3po6aeHo
«300POB'A KOMMNaHis He3HauHi pefakLiliHi NpaBku B
» "300poB'a”, YkpaiHa; IHLUMX NYHKTax TEKCTY MapKyBaHHS
BCi cTagii yMakoBKW MiKapCbKoro 3acoby.
BMPOGHMLTBA, TepMiH BBEZEHHS 3MiH - NPOTAroM
BUNYyCK cepil: 6 MicALiB nicna 3aTBEPAXKEHHS.
ToBapucTso 3
06MeXeHoI0
BiANOBIAA/ILHICTIO
"papmMaLeBTnYHa
KomnaHis
"300poB'a”, YkpaiHa;
KOHTPOb AKOCTI:
ToBapucTso 3
06MexeHoto
BiANOBIAA/LHICTIO
"®APMEKC IrPymn",
YKpaiHa
258. | CUHIYNAP® | TabneTtku XyBasibHi OpraHoH LLiBeliyapis BupobHuk Benvka BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyernmom UA/10208/01/01
no 4 wmr; no 14 CeHTtpan Ict Hepo3dhacoBaHo| BpuTtaHisa/ marepianis: 3MiHu | TUNY - 3MiHK 3
Tabnetok y 6nictepi; 6X npoaykuii, nepeuHHa | HigepnaHan | skocTi. FToToBuiA Nnikapcbkuii 3aci6.
no 2 6nictepu B Ta BTOPUHHA / Benbris 3MiHN Yy BUPOGHMLTBI. 3MiHa
KapTOHHIA KopoobLi ynakoBka, KOHTPO/1b iMnopTepa/3MiHu, Lo CTOCYITbCA
SAKOCTI: BUNYCKY Cepii Ta KOHTPOHO AKOCTI
OpraHoH dapma roTOBOrO NiKapCbKOro 3acoby
(UK) Nimiten, (3amiHa abo gofaBaHHS AinbHUL,
Benvka BputaHis; Ha SIKil 34jCHI0ETbCA
MepBuHHaA Ta KOHTPONb/BMNPOGYBaHHSA cepii) -
BTOPVHHA yNakoBKa, [ofaBaHHs AibHuLi OpraHoH
KOHTPO/b SKOCTI, XelicT 6B, Benbris, B AKOCTI
[03BiN Ha BUMYCK anbTepHaTUBHOT AiNbHULI, Ha SAKiR
cepii: 3[iiCHI0ETLCA
Mepk LWapn i Joym KOHTPONb/BUNPOGYBaHHS cepil.
B.B., HigepnaHaw;
KoHTpO/b sKOCTi,
[103BiN Ha BUMNYCK
cepii:
OpraHoH XelicT 6B,
Benebris
259. | CUHIYNAP® | Tabnetku xyBasbHi OpraHoH LLiBeiiuapis Brpo6HMK Benuka BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyenmom UA/10208/01/02
no 5 mr; no 14 CenTtpan Ict Hepo3acosaHol BpuTania/ marepianis: 3miHu | Tuny - 3miHK 3
TabneTtok y 6rictepi; X nNpoAyKuii, nepBnHHa | HigepnaHan | AkocTi. FoToBWMiA Nikapcbkuii 3aci6.
no 2 6nictepu B Ta BTOPMHHA / Benbris 3MiHM Y BUPOBHULITBI. 3MiHA
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
KapTOHHIA KOpooLi ynakoBKa, KOHTPO/1b iMnopTepa/3MiHu, Lo CTOCYTbCSA
AKOCTI: BWMYCKy Cepii Ta KOHTPO/IHO AKOCTI
OpraHoH ®apma roTOBOrO /liKapCbKOro 3acoby
(UK) Nimiten, (3amiHa abo fofaBaHHA AiNbHALLI,
Benuka BputaHis; Ha SKiin 3AiCHI0ETbCA
MepBuHHa Ta KOHTPO/b/BMNPOGYBaHHSA cepii) -
BTOPMHHA ynakoBka, fofaBaHHA AinbHULI OpraHoH
KOHTPO/b SKOCTI, XelicT 6B, Benbris, B AKOCTI
[03BiN Ha BUMYCK anbTepHaTUBHOI AiNbHULI, Ha SAKil
cepi: 3[iICHI0ETbLCSA
Mepk Wapn i joym KOHTPO/b/BMNPOGYBaHHSA cepii.
B.B., Higepnanay;
KOHTpO/b sKOCTi,
[03BiN Ha BUMYCK
cepii:
OpraHoH XelicT 68,
Benbris
260. | CUHIYNAP® | Tabnetku, BKpUTI OpraHoH LLiBefiuapis Brpo6HMK Benuka BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom UA/10208/01/03
NNiBKOBOIO CeHTtpan lct Hepo3dghacoBaHOl BputaHis/ martepianis: 3MiHu | TUNY - 3MiHK 3
o060n10HKot0, No 10 6X npoaykuii, nepeuHHa | HigepnaHam | sKocTi. FoToBuiA Nnikapcbkuii 3aci6.
mr; no 14 Tabnetok Ta BTOPUHHA / Benebris 3MiHU Yy BUPOGHMLTBI. 3MiHa
y 6nicTepi; no 2 ynakoBKa, KOHTPO/1b iMnopTepa/3MiHu, Lo CTOCYTbCSA
6nictepu B AKOCTI: BWMYCKY Cepii Ta KOHTPOJIHO AKOCTI
KapTOHHIA KopoobLi OpraHoH Papma rOTOBOrO J1iKkapCbKOro 3acoby
(UK) Nimiten, (3amiHa abo fofaBaHHA AiNbHALLI,
Benuka BputaHis; Ha SKii 3[jiCHI0ETbCA
MepBuHHA Ta KOHTPO/b/BMNpOGYBaHHSA cepii) -
BTOPMHHA ynakoBka, [ofaBaHHA AinbHULI OpraHoH
KOHTPO/b SKOCTI, XelicT 6B, Benbris, B AKOCTI
[03BiN Ha BUNYyCK anbTepHaTUBHOI AiNbHULI, Ha SKIl
cepil: 3[iICHI0ETbLCSA
Mepk Wapn i Joym KOHTPONb/BMNPOGYBaHHSA cepii
B.B., HigepnaHau;
KoHTpO/b sKOCTi,
[03BiN Ha BUMYCK
cepit:
OpraHoH XelicT 68,
Benbris
261. | CUHYMNPET® | Tabnetku, BKPUTI BioHopuka HimeuuunHa nepBuHHE Ta HimeyunHa BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 peyenma UA/4373/04/01
DOPTE 060/10HKO0, Mo 20 CE BTOPUHHE marepianis: 3miHu | TUny - 3miHK 3
TabneTtok y 6rictepi; nakyBaHHs, SIKOCTi. [OTOBWIA Nikapcbknii 3aci6.

no 1 6nictepy B
KapTOHHiiA Kopo6L;
no 25 TabneTok y
6nicTepi; no 2 abo 4

KOHTPO/b Ta BUMYCK
cepii: bioHopuka CE,
HimeuunHa;
Brnpo6HMLTBO in-

KOHTPO/Ib TOTOBOrO JliKapCbKOro
3aco6y (iHwi 3miHK). Pepakujiiina
3MiHa y cneyudikauii MN13 Ha
BMMYCK LLLOA0 HA3BW MOKa3HMKa
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

6nictepun y
KapTOHHI/ Kopoo6Li

bulk: PotTeHgopd
dapma M'vbX,
HimeuunHa;
BiBenbxose Mv6X,
HimeyunHa

«KinbkicHe BU3HaueHHs. TpaBa
Bepbenun (Herba Verbena),
po3paxoBaHa 3a MapKkepHOo
peyoBMHO BepbeHaniH».
KopekTHO 3a3HavaeTbCcsA Ha3Ba
nokasHukKa BiAMoBiAHO A0
marepianiB peecTpauiiHoro Aockbe
BMPOGHMKaA Ta A0 nonepesHix
3aTBepmxkeHnx MKA N3. Mpoekt
MKSA N13 (0002). 3aTBepKeHo:
CMNEUN®IKALLIA
KinbkicHe B1u3HaueHHs TpaBa
Bep6eHun (Herba Verbena),
po3paxoBaHa 3a MapKepHOIo
peyosuHoto: 90 - 110 %, B PY PM
323/04.
3anponoHosaHo: CMELUUV®IKALLIA
KinbkicHe B1u3HaueHHs TpaBa
Bep6eHun (Herba Verbena),
po3paxoBaHa 3a MapKepHOIo
peyoBuHOO BepbeHaniH: 90 - 110
%, B PY PM 323/04.

262.

CIHTOPIKC

TabneTkn no 25 Mkr,
no 10 TabneTok y
6nictepi, no 5 abo
no 10 6nicTepiB y
navui

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TUNY - 3MiHK 3
sAKocTi. CepTudpikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiiChbkil
thapmakonei/MoHorpadii.
MoAaHHA HOBOro abo OHOBMIEHOTO
cepTudikaTa BignosigHocTi abo
BW/IYYEHHS cepTudikata
BiANOBIAHOCTI EBpONEChbKil
thapmakonei: gnsa A®l; ans
BUXIAHOTO
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpo6HULTBI ADI; Ans
[0MOMIKHOT PEYOBUHN
(cepTudpikat BigNoBIAHOCTI
€Bponelicbkiin hapmakoner) -
OHoBieHuii cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOOHMKA -
OHOB/EHHSA cepTudikaty
BiANOBIAHOCTI EBPONEChbKil
thapmakonei 3 R1-CEP 1998-048-

3a peuenmom

UA/20184/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

Rev 05 fo R1-CEP 1998-048-Rev
06 ona A®| J1leBOTMPOKCKH HATPItO
Bif} BXXe 3aTBEPAXXEHOr0
BUpo6HMKa «Peptido GmBH»,
HimeuumnHa.

263.

CIHTOPIKC

Tabnetku no 50 Mkr,
no 10 TabneTtok y
6nictepi, no 5 abo
no 10 6nictepiB y
naui

AT
"®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavuiliHnX
martepianis: 3MiHu | TUNY - 3MiHK 3
skocTi. CepTuddikat
BignosigHocTI/lE-cepTudpikar
BiANoBiAHOCTI EBpONEeichbkili
thapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiChbkil
thapmakonei: gna A®l; ans
BMXigHOro
mMaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS
y BUpOGHULTBI A®I; ans
[L0MOMDKHOT peYOBUHU
(cepTudpikat BigNOBIAHOCTI
€Bponelicbkin dhapmakonei) -
OHoBeHWiA cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOBHMKA -
OHOBJ/IEHHS cepTudikaTty
BiANOBIAHOCTI EBpONeiiChbkil
thapmakonei 3 R1-CEP 1998-048-
Rev 05 go R1-CEP 1998-048-Rev
06 ons A®I JIeBOTUPOKCUH HaTpito
Bif] BXE 3aTBEPAKEHOI0
BMpO6HMKa «Peptido GmBH»,
HimeuumnHa.

3a peuernmom

UA/20184/01/02

264.

CIHTOPIKC

TabneTkn no 75 Mkr,
no 10 TabneTtok y
6nictepi, no 5 abo
no 10 6nictepiB y
naui

AT
"®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHSA 3MiH 10 peecTpavLiiHnx
martepianis: 3MiHu | TUNy - 3MiHK 3
AKocTi. CepTudikar
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €BpPONENChKil
thapmakonei/MoHorpadii.
MofAaHHA HoBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHocTi abo
BW/TyYEHHS cepTudikaTa
BiZJNOBIAHOCTI E€BpPONENChKii
hapmakonei: gnsa A®l; ans
BUXIigHOro

3a peyenmom

UA/20184/01/03
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MaTepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCSA
y BUpo6HULTBI ADI; Ans
[L0MOMDKHOT peYOBUHU
(cepTuddikaT BigMNOBIAHOCTI
€Bponelicbkin hapmakonei) -
OHoB/EHMIA cepTudikaT Bif yxe
3aTBEPL)KEHOr0 BUPOOHYKA -
OHOBJIEHHS cepTudikaty
BiANOBIAHOCTI EBpONEeiChkili
thapmakonei 3 R1-CEP 1998-048-
Rev 05 go R1-CEP 1998-048-Rev
06 onst A®I JIeBOTUPOKCUH HaTpito
BiJ, BXE 3aTBEpPAKEHOro
BMpOG6HMKa «Peptido GmBH»,
HimeuumnHa.

265.

CIHTOPIKC

Tabnetkn no 100
MKr, no 10 TabneTok
y 6nicTepi, no 5 abo
no 10 6nicTepiB y
navui

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TUNY - 3MiHK 3
sAKocTi. CepTudpikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiichbkil
hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBIEHOTO
cepTudpikaTa BignosigHocTi abo
BW/IYYEHHS cepTudikata
BiANOBIAHOCTI EBpONEChbKil
thapmakonei: gnsa A®l; ans
BUXIAHOTO
MaTepiany/peareHTy/MpoMiKHOIro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpo6HULTBI API; Ans
[0MOMDKHOT pEYOBUHN
(cepTudpikat BigNoBiAHOCTI
€Bponelicbkiin hapmakoner) -
OHoBrieHunii cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOOHMKA -
OHOB/EHHSA cepTudikaty
BiANOBIAHOCTI EBpONEChbKil
hapmakonei 3 R1-CEP 1998-048-
Rev 05 fo R1-CEP 1998-048-Rev
06 ona A®| J1leBOTMPOKCKH HAaTPitO
Bif] BXe 3aTBEPAXEHOI0
BUpo6HMKa «Peptido GmBH»,
HimeuumnHa.

3a peuenmom

UA/20184/01/04

266.

CIHTOPIKC

Tabnetkn no 125

AT

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHnx

3a peyenmom

UA/20184/01/05
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MKr, no 10 TabneTok
y 6nicTepi, no 5 abo
no 10 6nictepiB y
nauui

"®apmak”

marepianis: 3MiHu | TUNY - 3MiHK 3
akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEeiChkili
thapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTudikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONEeiChbKil
thapmakonei: gnsa A®l; ans
BMXigHOro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HMLTBI A®I; ans
[0MOMIXHOT PEYOBUHM
(cepTudpikat BigNOBIAHOCTI
€sponelicbkin hapmakonei) -
OHoBreHuiA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA -
OHOBJ/IEHHS cepTudikaTty
BiANOBIAHOCTI EBpONeichbkil
hapmakonei 3 R1-CEP 1998-048-
Rev 05 go R1-CEP 1998-048-Rev
06 ona A®| J1IeBOTMPOKCKH HaTPito
Bif], BXe 3aTBEPAXXEHOr0
BMpO6HMKa «Peptido GmBH»,
HimeyymHa.

267.

CIHTOPIKC

Tabnetku no 150
Mkr, no 10 Ta6neTok
y bnicTepi, no 5 abo
no 10 6nictepiB y
QECI]

AT
"®dapmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TUny - 3MiHK 3
AKocTi. CepTuduikat
BignosigHOCTI/TE-cepTucpikat
BiANOBIAHOCTI EBpONEChbKil
thapmakonei/MoHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudiikata BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiANoBiAHOCTI EBpONEeichbkili
thapmakonei: gns A®l; ana
BUXi4HOrO
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCSA
y BUpo6HULTBI ADI; Ans
[L,0MOMDKHOT peYOBUHU
(cepTuddikaT BigNOBIAHOCTI
€Bponelicbkili hapmakonei) -

3a peyenmom

UA/20184/01/06
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
OHoB/EHMIA cepTudikaT Bif yxe
3aTBEPL)KEHOr0 BUPOOHYKA -
OHOBJIEHHS cepTudikaTty
BiANOBIAHOCTI EBpONEeiChkili
thapmakornei 3 R1-CEP 1998-048-
Rev 05 go R1-CEP 1998-048-Rev
06 onst A®I JIeBOTUPOKCUH HaTpito
BiJ, BXXE 3aTBEPAKEHOro
BMpO6HMKa «Peptido GmBH>»,
HimeuumnHa.
268. | CNINOHIA TabneTtky no 2 mr, MicTtpan AHrNIsA [LinbHuus, wo Monbwa BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom He UA/20711/01/01
no 10 TabneTok y Kenitan Bignosigae 3a marepianis: 3miHu | TUNYy - 3MiHK 3 niosnsieae
6nictepi; no 3 MeHemxmeH NOBHUIA LWKN siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
6nictepn y nayui 3 T NimiTepq, BMPOBHMLTBA, Cuctema
KapToHy; no 30 KOHTPO/b AKOCTI KOHTeliHep/3aKyrnopoBabHuWii
Tabnetok y 6nictepi; (chizmKO-xiMiuHWIA), 3aci6. 3MiHa po3mipy ynakoBku
no 1 6nictepy y nepBuHHa Ta roTOBOrO NiKapCbKOro 3acoby
nadui 3 KapToHy BTOPVHHA ynakoBKa, (3MiHa KiNbKOCTi 0ANHULb
BUNYyCK cepil: (Hanpuknag TabneTok, amnyn
Biochapm Cn. 3 0.0., TOLLLO) B yNakoBLi:) - 3miHa y
MonbLua; [iana3oHi 3aTBepkeHnX po3Mipis
LinbHuug, wo ynakoBku. [JogaBaHHA
Bignosigae 3a [04aTKOBOTO BUAY YNakoBKu — Mo
KOHTPO/b AKOCTI 30 Tabnetok y 6nicTepi; no 1
(MikpoGionorivyHwmi): 6nictepy y nauydi 3 KapToHy. 3MiHK
diTochapm Kneka BHECEHO B iHCTPYKL,il0 o1
Cnonka AkuiiiHa, MeM4HOro 3aCTOCyBaHHSA
MonbLua; nNiKkapcbKoro 3acoby y po3ain
OinbHnus, wo «YnakoBKa», ik HaC/ligoK —
BignoBigae 3a 3aTBEPAKEHHS TEKCTY
KOHTPONb SIKOCTI MapKyBaHHS A1 HOBOTO pPO3Mipy
(mikpobionoriuHwmi): NePBUHHOT YNaKoBKMK.
Mo3nab Cn. 3.0.0. ,
MonbLwa
269. | CNINOHIA Tabnetku no 3 mr; MicTtpan AHrnia [inbHuus, wo Monbwa BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom He UA/20711/01/02
no 10 TabneTok y Kenitan Bianosigae 3a marepianis: 3miHu | TUny - 3miHK 3 nionsizae
6nictepi; no 3 MeHemKMeH NOBHWIA LMK SIKOCTi. [OTOBWIA NiKapcbknii 3aci6.
6nictepm y nauui 3 T NimiTepq, BMPOGHMLITBA, Cucrema

KapToHy; no 30
TabneTtok y 6rictepi;
no 1 6nictepy y
nauuj 3 KapToHy

KOHTPO/b AKOCTI
(pisnko-ximiyHMiA),
nepBrHHA Ta
BTOPUHHA YMNaKoBKa,
BMNYyCK cepil:
Biodpapm Cn. 3 0.0.,

KOHTelHep/3aKynopoBasibHWiA
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO JlikapCbKOro 3acoby
(3MiHa KiNlbkoCTi 0ANHULb
(Hanpuknag TabneTok, amnyn
TOW0) B ynakosLi:) - 3MiHa y
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
MonbLa; [ianasoHi 3aTBepKEeHNX pPo3MipiB
OinbHnug, wo ynaxkoBku. [logaBaHHsA
Bignosigae 3a [04aTKOBOro BMAY YNakoBKu — Mo
KOHTPO/b AKOCTI 30 Tabnetok y 6nictepi; no 1
(mikpobionoriuHwmi): 6nicTepy y nayui 3 kKapToHy. 3MiHK
®diTochapm Kneka BHECEHO B iHCTPYKLit0 A1A
Cnonka AkuiliHa, MeAM4HOro 3aCTOCyBaHHSA
MonbLa; NiKapcbKoro 3acoby y po3gin
«YnakoBKa», K HacnifoK —
OinbHnug, wo 3aTBEPIKEHHS TEKCTY
Bignosigae 3a MapKyBaHHS 4711 HOBOro po3mipy
KOHTPO/b SIKOCTI NepPBUHHOT YNaKkoBKW.
(MikpoGionorivyHmi):
Mo3nab Cn. 3.0.0. ,
MonbLa, Monbua
270. | CNINOHIA TabneTtku no 5 mr; MicTtpan AHrNis LinbHuus, wo Monbua BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom He UA/20711/01/03
no 10 TabneTok y Kenitan Bignosigae 3a marepianis: 3MiHu | TUNY - 3MiHK 3 niosnsieae
6nictepi; no 3 MeHemxmeH NOBHUIA LWKN sKocCTi. FOTOBWIA Nikapcbkuii 3aci6.
6nicTtepn y nayui 3 T NimiTepq, BMPOBGHMLTBA, Cucrtema
KapToHy; no 30 KOHTPO/b AKOCTI KOHTeliHep/3aKyrnopoBabHuWii
Tabnetok y 6nictepi; (chizmKO-xiMiuHWIA), 3aci6. 3MiHa po3mipy ynakoBku
no 1 6nictepy y nepBuHHa Ta roTOBOrO NiKapCbKOro 3acoby
nadui 3 KapToHy BTOPVHHA yNakoBKa, (3MiHa KiNbKOCTi 0ANHULb
BUNYyCK cepil: (Hanpuknag TabneTok, amnyn
Biochapm Cn. 3 0.0., TOLLLO) B yNakoBLi:) - 3miHa y
MonbLua; [iana3oHi 3aTBepkeHnX po3Mipis
LinbHuug, wo ynakoBku. [JogaBaHHA
Bignosigae 3a [04aTKOBOTO BUAY YNakoBKu — Mo
KOHTPO/b AKOCTI 30 Tabnetok y 6nictepi; no 1
(MikpoGionorivyHwmi): 6nictepy y nauydi 3 KapToHy. 3MiHK
diTochapm Kneka BHECEHO B iHCTPYKL,il0 o1
Cnonka AkuiiiHa, MeM4HOro 3acTOCyBaHHSA
MonbLua; nNiKapcbKoro 3acoby y po3ain
«YnakoBKa», ik HaC/igoK —
OinbHnug, wo 3aTBEPAKEHHS TEKCTY
Bignosigae 3a MapKyBaHHS /11 HOBOrO po3Mipy
KOHTPO/b AKOCTI NepBUHHOT YNaKkoBKW.
(mikpobionorivyHwmi):
Mosnab Cn. 3.0.0. ,
MonbLwa, Monbua
271. | CONNAAEIH Tabnetku; no 12 XaneoH HOK Benuka nakcoCmiTKnaiiH IpnaHgis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom He UA/4740/03/01
TabneTtok y 6rictepi; TpengiHr BpwuTaHis [aHrapsaH Jlimiteq martepianis: 3miHu | Tuny - 3MiHn nionsieae
no 1 6nictepy B JNimiTen oa0 6e3nekn/edpeKTMBHOCTI Ta
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

KapTOHHIA KOpooLi

hapMakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii 4115
MeAMYHOIO 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCyBaHHS Nikapcbkoro 3acoby
B nicnspeecTpauiiHunii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITy 3
JocnifxeHb, NpoBeAeHNX
BiANOBIAHO A0 NnaHy
nepiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHO 3 KOMMETEHTHUM
YMOBHOB&XEHVM OpraHom) - 3MiHK
BHECEHO [0 iHCTPYKLi Ans
MeAMYHOro 3aCToCyBaHHA
NiKapcbKoro 3acoby o po3ainis
"B3aemogis 3 iHWMMU NiKapCbKMU
3acobamu Ta iHLWi Buan
B3aemogiin", "OcobnnBocCTi
3actocyBaHHs", "Mob6iuHi peakuyii
BifNOBIAHO 0 OHOB/IEHOT
iHchopmawuii 3 6e3neku giroyoi
peyoBuMHM (NapaueTamony) 3rigHo
3 pekomeHgauisvu PRAC.

272.

COPBIDEP
LYPYNEC

TabneTkn, BKPUTI
060/10HKOI0, 3
MoandikoBaHUM
BUBISTbHEHHAM, 320
mr/60 mr; no 30 abo
50 TabneTok y
CKSiHOMY (hN1aKoHi;
no 1 cpnakoHy B
KapTOHHI ynakoBLi

3AT
dapmavnesT
WYHWIA 3aBO,

ErIC

YropwmHa

3AT
dapmavleBTUYHUI
3aBog ElC

YropwmHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TUNY - 3MiHK 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b AONOMDKHUX PEYOBYH.
3MiHa y MeToaax BUNpobyBaHHS
[0MNOMDKHOT peYOBMHM (iHLLIT 3MiHU
y MeTogax BunpobyBaHHS
(Bkntovatoum 3amiHy abo
[oJaBaHHs)) - 3amiHa npoueaypuv
BMNpPoByBaHHA «Po3mip
YaCTUHOK» AN AONOMIKHOT
PEYOoBMHM, L0 BXOANTb [0 CKnagy
0060/10HKM NOKPUTTS TAbeTKn, —
3ai3a OKCUf, XKOBTWIA.
3MiHu | TNy - 3MiHW 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/1b ONOMIDKHUX PEYOBUH.

3a peuenmom

UA/0498/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
3MiHa y MeTofax BUNpobyBaHHS

[OMOMDKHOT peYOBVHY (HLLI 3MiHK
y MeTogax BunpobyBaHHs
(BKKOYALOUM 3aMiHy a60
[ofaBaHHs)) - 3aMiHa npoueaypuv
BMNpo6yBaHHA «BMmicT 3aniza»
0151 LONOMDKHOI pEYOBUHM, LLLO
BXOAMTb A0 CKnagy 060/10HKN
nokpnTTS TabneTku, — 3aniza
OKCUA, XOBTWiA 3
NoNAPUMETPUYHOTO BU3HAYEHHS
Ha MeTof TUTPYBaHHSA. 3MiHu |
TUny - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHMX PEYOBUH. 3MiHa Y
mMeToAax BUNpoGyBaHHSA
[OMNOMDKHOT peYOBUHY (HLLI 3MiHK
y MeTogax BunpobyBaHHs
(BKKOYALOUM 3aMiHy a60
[0faBaHHs)) -
3amiHa npoueaypv BUNpobyBaHHS
«Muw'ak» ans AonoMikKHOT
pPeyoBUHM 3ani3a OKCUZ, XXOBTUI Ha
MeTo aTOMHO abCcopOUiAHOI
cnektpomeTpii (H-AAS). 3MiHu |
TUny - 3MiHM 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. KoHTponb
O0NOMDKHUX pevoBUH. 3MiHa
napameTpiB cneundikauiii Ta/abo
[ONYCTUMUX MEX A/15 AOMOMIKHOT
PEYOBUHM (3BYXXEHHS AONYCTUMUX
MeX) - 3BYXKEHHS AOMYCTUMUX MEX
cneuudikaLii JONOMDKHOT
PeyYOoBVHM 3as1i3a OKCKA, XXOBTUIA 3a
NOKa3HNKOM «CBUHeLb» Y
BiANOBIAHOCTI BUMOT AnpekTnBmn
€C 231/2012. 3atBepaKeHo: NMT
0.002% 3anponoHosaHo: NMT 10
ppm. 3MiHn | TURYy - 3MiHM 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib JONOMDKHUX PEYOBUH.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MeX ANns
[0MOMDKHOT PEYOBUHY (3BY)XXEHHS

[0NYCTUMUX MEX) - 3BY)KEHHSI
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
LONyCTUMMX MeX cneuundikauit

[0MOMDKHOT peYOBUHYM 3aUTi3a
OKCUJ, XXOBTUIA 38 MOKA3HNKOM
«Kagmiit» y BignosigHoCTi BUMOT
[Ovpextusn €C 231/2012.
3arsepmkeHo: NMT 0.001%
3anponoHosaHo: NMT 1 ppm.
3MiHu | TURY - 3MiHK 3 AKOCTI.
[OTOBMIA NikapcbKuii 3acio.
KOHTPO/b fONOMDKHUX PEHOBUH.
3MiHa napameTpiB cneuudikaui
Ta/abo foMyCTUMUX MeX A7s
[L0MOMDKHOT PEYOBUHM (3BY)XXEHHS
O0NYCTUMUX MEX) - 3BY)KEHHS
OONyCTUMUX MEX crieumdikavii
[0MOMDKHOT peyoBMHM 3as1i3a
OKCWA, XXOBTUI 3a MOKa3HNKOM
«LmnHk» y BignosigHOCTI BUMOT
[Ovpektneu €C 231/2012.
3arBepmxkeHo: NMT 0.05%
3anponoHosaHo: NMT 100 ppm.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTPO/Ib fONOMDKHUX PEYOBUH.
3MiHa napameTpiB cneuudikauliii
Ta/abo fonycTMMUX Mex ans
[0MOMIXHOT PEYOBUHM
(4oNoOBHEHHS cnevumdikayii HOBUM
NOKa3HUKOM 3 BifMNOBIAHNM
MEeTO0M BUMPOOYBaHHS) -
[ofilaBaHHA a0 cneumdikauii
[0MOMDKHOT peYOBUHYM 3aUTi3a
OKCWZ, XXOBTUIA HOBOIO NapameTpy
3 BiNOBIAHUM iOMY BiANOBIAHWUM
MEeTOA0M BUMPOOYBaHHS — XpPOM
(NMT 100 ppm) i migb (NMT 50
ppm) y BiANOBIAHOCTI BUMOT
[Ovpextusn €C 231/2012.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[OTOBMIA NikapcbKuii 3aci6.
KOHTpOb AONOMDKHUX PEYOBYH.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MeX ANns
[ONOMDKHOT pe4YOBUHW (BUYYEHHS

3i cneumdikawyii He3Ha4YHOro
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

nokasHuka (Hanpvknag,
3acTapisioro NokasHUkKa)) - 3mMiHa
cneuudikaLii JONOMDKHOT
peyoBMHM 3as1i3a OKCUA, XKOBTUIA, a
came: BuasieHHs1 HECYTTEBOTO
napameTpa crneuudikaw,ii -
BU3HAYEHHS KOMbOPY PO34MHY.
3MiHu | TURY - 3MiHK 3 AKOCTI.
[OTOBMIA NikapcbKuii 3acio.
KOHTPO/b fONOMDKHUX PEHOBUH.
3MiHa napameTpiB cneuudikaui
Ta/abo foMyCTUMUX MeX A7s
[ONOMIXHOI PEHOBWHU (BUMTYYEHHS
3i cneumndikauii He3HauHOro
nokasHuka (Hanpvknag,
3acTapifioro nNokasHuka)) - amiHa
cneuudikaLii 4ONOMDKHOT
PeyoBMHM 3as1i3a OKCUA XOBTUIA, a
came: BuasIeHHs HeCyTTEBOrO
napameTpa cneuudikauii
BM3HAYEHHS KiJTbKICHOTO BMICTY
3ai3a okeuay-rigpokeungy. 3miHum |
TUny - 3MiHM 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KoHTponb
[O0NOMDKHUX pevoBUH. 3MiHa
napameTpiB cneundikauiii Ta/abo
[ONYCTUMUX MEX A5 AOMOMIKHOT
PEYOBUHY (BUNYYEHHS 3i
cneumdikaLii HesHa4Horo
nokasHuka (Hanpvknag,
3acTapifioro nNokasHuka)) - amiHa
cneuudikaLii 4ONOMDKHOT
PeyoBMHM 3as1i3a OKCUA XOBTUIA, a
came: BuasIeHHs HeCYTTEBOrO
napameTpa BU3HAYEHHS
HEepPO3UYMHHUX B KNCOTax
PEYOBUH.
3MiHu | TMRY - 3MiHK 3 AKOCTI.
[OTOBMIA NikapcbKuii 3acio.
KOHTPO/b fONOMDKHUX PEHOBUH.
3MiHa napameTpiB cneuudikawi
Ta/abo foMyCTUMUX MeX A7s
[LONOMIXHOI PEHOBWHM (BUMYYEHHS
3i cneumdikauii He3HauHOro
nokasHuka (Hanpvknag
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

3acTapifioro NokasHuka)) - amiHa
cneuudikaLii 4ONOMDKHOT
PeyoBMHM 3as1i3a OKCUA XOBTUIA, a
came: BuasIeHHs HeCYTTEBOrO
napameTpa cneuudikauii
cynbgaTHa 30n1a. 3miHu | Trny -
3MiHK 3 siKOCTi. FOTOBWA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHMX PEYOBUH. 3MiHa Y
mMeTogax BUNpoGyBaHHSA
[OMNOMDKHOT peYOBMHU (He3HauHI
3MiHU Y 3aTBEPAKEHUX MeToAax
BMNPOBYBaHb) - HE3HaYHI 3MiHU [0
3aTBEpKEHOT NpoLeaypu
BMNPOGYBaHHSA — igeHTudikauisa
0151 JONOMIXHOI pevoBUHY 3ani3a
OKCUA, XXOBTWI. 3MiHN | Tuny -
3MiHW 3 SKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX PEYOBUH. 3MiHa Y
mMeTogax BUNpobyBaHHSA
[L0MNOMDKHOT PEYOBMHU (HE3HAYHI
3MiHW Yy 3aTBEPKEHMX MeToax
BMNPOGYBaHb) - HE3HAYHI 3MiHV A0
3aTBEpPAKEHOT npoLeaypu
BMNpobyBaHHA — Metal
contamination (AAS) ans
[0MOMDKHOT peyoBMHM 3as1i3a
OKCUA, XXOBTWI. 3MiHN | Tuny -
3MiHKM 3 sKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX PEYOBUH. 3MiHa Y
mMeTogax BUNpobyBaHHSA
[0MNOMDKHOT peYOBMHM (iHLLIT 3MiHU
y MeTogax BunpobyBaHHs
(Bkntovatoum 3amiHy abo
[ofiaBaHHs)) -
[ofaBaHHsA npoleaypu
BMNpobyBaHHA «Po3mip
4YaCTUHOK» [0 cneuudikauii
[OMOMDKHOT PEYOBUHW, LLO
BXOAUTb A0 Cknagy 0600HKN
noKpuTTA TabneTkmn, — 3anisa
OKCUf, XXOBTWIA, 419 rapMOHi3auii 3
MaTepianamv BUpo6Huka. 3MiHu Il
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

TUny - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHMX PEeYOBUH. 3MiHa

napameTpiB cneuudikauiii Ta/abo
[0NYCTUMUX MEX A/15 AOMOMDKHOT
peyvoBUHM (3MiHA 3HAXOAWUTLCSA
nosa 3aTBepiKeHnMn
[OMyCTUMUMK Mexammn
cneuudikauii) - 3mMiHa 'y
crneundikavii LonoMixHoT
PEeYOBUHM 3ani3a OKCUJ XOBTUNA, a
came: PO3LUMPEHHSA JONYCTUMUX
MeX BMiCTy BOAOPO3YNHHNX
PEYOoBUH Y Bi4NOBIAHOCTI BUMOT
[Ovpextueu €C 231/2012.
3arsepaxeHo: NMT 0.5%
3anponoHosaHo: NMT 1.0%.
3MiHu Il Tuny - 3MiHM 3 AKOCTI.
[OTOBMIA NikapcbKuii 3aci6.

KOHTpOb AONOMDKHUX PEYOBYH.

3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCcTUMUX MeX ANns
[OMNOMDKHOT peYoBMHY (3MiHa

3HaxoAuTLCA No3a
3aTBEPAKEHNMUN JONYCTUMUMM

Mexamy cneuudikauin) - 3miHa y

cneuudikawii JONOMDKHOT
peyoBMHM 3asi3a OKCWA, XKOBTUIA, a
came: 3MiHa JOMYyCTUMUX MeX
BMICTY HiKe/o y BignoBigHOCTI
BuMor dupektneun €C 231/2012.
3arBepgxeHo: NMT 0.01%
3anponoHoBaHo: NMT 200 ppm

273.

CNINTAKTOH

TabneTtku, BKPUTI
NNiBKOBOO
060/10HKOI0, Mo 25
mr, no 10 TabneTok
y 6nicTepi; no 2
6nictepu B
KapTOHHIA KOpooLi

TOB
«YOPN[,
MEANLH>»

YkpaiHa

YOPNJ, MEAVLIH
INIAY CAH. BE
TIDK. A.LLL

TypeyunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsagy. 3miHa y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans
MeAMNYHOro 3acTOCyBaHHs Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo

JocniixeHb 3 6e3neku

3a peyenmom

He
nionseae

UA/16425/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3aCTOCyBaHHS Nikapcbkoro 3acoby
B nicnspeecTpauiiHunii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITYy 3
JocnifxeHb, NpoBeAeHNX
BiANOBIAHO A0 NnaHy
nepiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHO 3 KOMMETEHTHUM
YMOBHOB&XEHVM OpraHom) - 3MiHK
BHECEHO [0 iHCTPYKLi Ans
MeAM4HOro 3aCTOCyBaHHA
nikapcbKoro 3acoby B po3gin
"B3aemogis 3 iHWMMU NiKapCbKMU
3acobamu Ta iHLWi Buau
B3aemogiin" BignoBigHoO A0
OHOBJ/IEHOT iHhopMaLlii 3 6e3neku
LitoY0i pevoBuHW. BBeeHHs 3MiH
NpPOTAroMm 6-TM MicALIB Micns
3aTBEPAKEHHSA

274.

CNITAKTOH

TabneTtku, BKPUTI
NNiBKOBOO
o060n0HkKoto, no 50
mr, no 10 TabneTok
y 6nicTepi; no 2
6nictepu B
KapTOHHIA KOpooLi

TOB
«YOPN[,
MEANLH>»

YkpaiHa

YOPNJ, MEAVLIVH
INIAY CAH. BE
TIDK. A.LLL

TypeyunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TMny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii A1
MeJMNYHOro 3acTOCyBaHHSA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby
B nicnspeecTpauiiHunii nepiog, abo
AK pe3ynibTar OLiHKM 3BiTY 3
JocnifxeHb, NpoBeAeHNX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkers (PIP)
(3MiHy y3ropkeHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OpraHoMm) - 3MiHK
BHECEHO A0 IHCTPYKUiT Ana
MeAMYHOro 3aCTOCyBaHHA
nikapcbKoro 3acoby B po3gin
"B3aemogis 3 iHWMU NiKapCbKUMU
3acobamu Ta iHLWi Buan
B3aemogiin" BignoBigHO A0
OHOB/IEHOI iHchopmallii 3 6e3nekn

3a peyenmom

He
nionseae

UA/16425/01/02
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
Lito40i pevoBuHU. BBeeHHS 3MiH
NpPOTAroMm 6-Tm MicALIB micns
3aTBEPAXKEHHSA
275. | CMINAKTOH TabneTtku, BKPUTI TOB Ykpaina yopna MEANLINH TypeuunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom He UA/16425/01/03
NAiBKOBOIO «YOPN[, INAY CAH. BE marepianis: 3miHu | Tuny - 3miHn nionsizae
060/10HKOH0, Mo 100 MEAVLNH» TIOK. A.LL. Loao 6e3nekn/edpeKTMBHOCTI Ta
mr, no 10 TabneTok hapmakoHarnsgy. 3miHa y
y 6nicTepi; no 2 KOPOTKili XapakTepucTuL,i
6nictepu B nikapcbKoro 3acoby, TEKCTi
KapTOHHI KOpooLi MapKyBaHHS Ta IHCTPYKLUii Ans
MeAMNYHOro 3aCTOCyBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnigpkeHb 3 6esneku
3aCTOCyBaHHSA Nikapcbkoro 3acoby
B nicnspeecTpauiiHunii nepiog, abo
AK pe3ysibTar OLiHKM 3BiTY 3
JocnifxeHb, NpoBeAeHnX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkers (PIP)
(3MiHy y3ropkeHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OpraHoMm) - 3MiHK
BHECEHO A0 IHCTPYKUiT Ana
MeAMYHOro 3aCTOCyBaHHSA
nikapcbKoro 3acoby B po3gin
"B3aemogis 3 iHWMU NiKapCbKUMU
3acob6amu Ta iHLWi Buan
B3aemogiin" BignoBigHoO A0
OHOBJ/IEHOT iHhopMaLlii 3 6e3neku
LitoY0i pevoBuHW. BBeeHHS 3MiH
NpOTAroM 6-T1 MicALIB Micns
3aTBEPAKEHHSA
276. | CTAMAPUN MOPOLLIOK Ta CaHodi PpaHLin MOBHWIA LKA PpaHuis/ BHECEHHSA 3MiH 10 peecTpavLiiHnx 3a peyenmom UA/16354/01/01
BAKLUUHA PO3YMHHWK ANst MacTep BMPOGHMLTBA, YropumHa MaTtepianis: 3miHu | Tuny -
ansa cycneHsii ans 3arnoBHEHHS, AIMIHICTpaTVBHI 3MiHN. 3MiHa
MNPO®PINAKT iH'eKLiA, He MeHLe niodpinizavis, HaliMeHyBaHHs Ta/abo agpecu
MKW XXOBTOI | Hix 1000 MO/p03a; - nepBuHHE Ta MiCLst MPOBAKEHHS AisiNIbHOCTI
NMNXOMAHKWM | no 1 posiy cpnakoHi BTOPVHHE BMPOGHMKa (BK/OYakouH, 3a
(KNBA Ta PO3UUHHUK nakyBaHHs, HeoObXiAHOCTI, MicLie NpoBeAeHHs
ATEHYAOBA | (HaTpito xnopug, KOHTPO/b SKOCTI, KOHTPOJI0 SIKOCTi), 260 BiacHMKa
HA) BOAA ANS iH'EKLiNA) BWMNYCK Cepil; mMacTep-caiina Ha Adl, abo
no0,5mny MOBHWIA LKA noctavanbHuka A®l/BuxigHoro
nonepegHsL0 BMPOGHMLTBA, MaTepiany/peareHTy/MpoMiKHOro
3anoBHEHOMY nepBuHHe Ta NPOAYKTY, L0 3aCTOCOBYOTLCS Y
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

wnpuuy 3 BTOPVHHE BMPOOHULTBI ADI (AKLW0

NPUKPINIEHOO nakyBaHHs, 3a3HaYeHo y A0CbE Ha NikapCbKuii

ronkoto; no 1 KOHTPO/Ib AKOCTi Ta 3acib) 3a BigCyTHOCTI cepTudiikata

donakoHy 3 BMNyCK cepil BiANOBIAHOCTI EBpONEeiChkili

nopotukom Ta 1 PO3UYNHHMKA: thapmakonei y 3aTBepakeHoMy

nonepegHLO CaHodpi MacTep, [ocbe, abo BUpOOHMKa HOBOT

3anoBHeHOMY ®paHuin; nepBrMHHe [OMOMDKHOI PEHOBMHM (SIKLLO

wnpuyy 3 Ta BTOPUHHE 3a3HayYeHo y J0CbE) - 3MiHa Ha3B

NPUKPINIEHO0
rO/IKOK0 B K@PTOHHIi
Kopob6ui; no 1
chnakoHy 3
nopowikom Ta 1
nonepeAHL0
3anoBHeHOMY
Lwnpumuy 3
NPUKPINIEHOO
rOMIKOKO B
CcTaHfapTHO-
€KCMOPTHIN
yMakoBLi, sika
MIiCTUTbCA Y
KapTOHHI KopobLi 3
iHCTpyKUiEt0 Ans
MeANYHOro
3aCTOCyBaHHS;

-no 1l pgosiy
dhnakoHi Ta
PO3UYNHHVK (HaTpito
xnopwvg, soga ans
iH'ekuiii) no 0,5 mn y
nonepegHL0
3anoBHeHOMY
LINPpULY 3 OJHIE
abo asoma
OKPeMUMU rofikamu;
no 1 cpnakony 3
nopotukom Ta 1
nonepeaHL0
3anoBHeHOMY
wnpuuy 3 1 abo 2
OKpPeMMMU rosikamu
y 6nicTepi B
KapTOHHI KopoobLi; -
no 1 Ao3i y donakoHi

nakyBaHHs,
KOHTPO/b SIKOCTI,
BWMYCK Cepil;
BTOPWHHE
nakyBaHHS, BUNYyCK
cepii po34MHHYKa:
CaHodpi MacTep,
®dpaHLisa; BTOPUHHE
nakysaHHs: KioHe +
Harenb Kd.,
YropLyHa; Bunyck
cepii: CaHodi-
ABeHTic 3pT.,
YropuimHa

BMPOGHWKIB SPF-5€LB, WO
BUKOPVCTOBYHOTbCS Y
BMPOGHMYOMY npoueci. [itovya
pepakuis: 3.2.S.2.3 - Control of
Source and Starting Materials of
Biological Origin Name of
manufacturer of fertilized SPF
eggs Charles River Couvoir de
Cerveloup MNMponoHoBaHa
pepakuis: 3.2.S.2.3 - Control of
Source and Starting Materials of
Biological Origin Name of
manufacturer of fertilized SPF
eggs AVS Bio VALO BioMedia
France - 3miHu Il Tvny - 3miHK 3
akocTi. A®l. Bupo6HMUTBO. 3MiHM
B npoveci BupobHuuTea Ad|
(3miHa cTOCY€ETbCA aKTMBHOT
peyoBuHN
6ionoriyHOro/iMyHo10r4YHOro
NOXOAXXEHHSA ab0 BUKOPUCTAHHS
XiMiYHUX AD| y BUPOBHNLTBI
niKapcbkoro 3acoby
6ion10riYHOro/iMyHONOriYHOro
MOXOKEHHS, Sika MOXe MaTh
3HaYHWIA BNIMB Ha SKICTb, Ge3neky
Ta e(hpeKTVBHICTb NikapCbKoro
3aco0y, i He CToCyeTbCA
npoTokony) - MeTot AaHoro
NoAaHHsA € peecTpavyis 3MiHN
KaTeropii napameTpis npouecy 3a
pesynbTaTamu aHanisy
KpuTnuHocTi npouecy (PCA), ans
npouecy BUpoGHMLTBA Aitoyoi
PeyoBMHM BakLMHW, a came
nepernag ta pauioHanisayis umx
napameTpiB. TepMiH BBEAEHHSsI
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

Ta PO3UMHHUK
(ratpito xnopua,
BOAA AN iH'EKLiNA)
no0,5mMny
nonepegHL0
3anoBHeHOMY
LINPpULY 3 OJHIE
abo asoma
OKPeMUMU rofikamu;
no 1 cpnakony 3
nopotukom Ta 1
nonepeaHL0
3anoBHeHOMY
wnpuuy 3 1 abo 2
OKpPeMMMU rosikamu
y 6nicTepi B
cTaHAapTHO-
€KCMOPTHIl
ynakoBLi, fKa
MICTUTBCA Y
KapTOHHI Kopo6uji 3
IHCTpYKUieo ans
MeLNYHOro
3acToCyBaHHs.
MapkyBaHHsA
YKparHCbKOO
MOBOI0. - N0 1 fo3iy
dhnakoHi Ta
PO3UYNHHVK (HaTpito
xnopwg, soga ans
iH'ekuiii) no 0,5 mn y
nonepegHL0
3anoBHeHOMY
Lwnpumuy 3
NPUKPINIEHOO
ro/fikoto; no 1
donakoHy 3
nopotukom Ta 1
nonepeaHL0
3anoBHeHOMY
wnpuuy 3
NPUKPINIEHO0
rO/IKOK0 B K@PTOHHIi
KopobLi 3i CTMKepoMm
YKPaIHCbKOK

3MiH - KBiTEHb 2026
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
MOBOIO; - M0 1 f03i y
onakoHi Ta
PO34YUHHKK (HaTpito
xnopug, Boga ans
iH'exuiii) no 0,5 mny
nonepeaHL0
3anoBHeHOMY
LNpULy 3 OAHIE
abo aBoma
OKPeMUMK rofikamu;
no 1 donakony 3
nopoLukom Ta 1
nonepeaHLo
3anoBHEHOMY
wnpudy 3 1 a6o 2
OKpPeM1UMU rofikamu
y 6nicTepi B
KapTOHHI Kopoo6ui 3i
CTVKepoM
YKpParlHCbLKOK MOBOIO
277. | TArNH Tabnetku no 50 mr, HOBEN TypeyunHa HOBEN INAY TypeyunHa BHECEHHS 3MiH 10 peecTpavuiliHnX 3a peyernmom UA/20089/01/01
no 14 TabneTok y INAY CAHAI CAHAI BE marepianis: 3MiHu | TUNYy - 3MiHN 3
6nictepi; no 2 abo 4 BE TIOXKAPET A.LL. AKocTi. [0ToBWIA Nikapcbkuii 3aci6.
6nictepu y TIOKAPET 3MiHN Yy BUPOGHMLTBI. 3MiHa
KapTOHHI ynakoBLi A.LL. po3Mipy cepil (Bk/toYaoun
[iana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (iHLwi 3MiHM)
BBE/IeHHS 0AATKOBOro Po3Mipy
cepii roToBOro NikapcbKoro 3acoby
500 000 Tab1eToK B JONOBHEHHS
[10 BXe 3aTBepKeHOro po3mipy
cepii 100 000 TabneTok.
278. | TA®DOA® TabneTku, BKPUTI AT Ykpaina ANKANOIL AL Pecny6nika BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 peyenma niosnsieae UA/20367/01/01
IHTEHC/B NAiBKOBOIO "®apmak” Ckom’e MiBHiyHa marepianis: 3miHu | Tuny - 3miHn
060/10HKOH0, Mo 200 MakefoHis oo 6e3nekn/edpekTMBHOCTI Ta

Mr/500 wmr; no 10

Tabnetok y 6nictepi;
no 1 a6o 2 6nicrepn
Y KapTOHHili kopobui

hapmakoHarnsagy. 3miHa y
KOPOTKili xapakTepucTuui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUIi 4515
MeMYHOro 3acTOCyBaHHsA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYBaHHS /iKapcbkoro 3acoby
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

B nicnsipeecTpaLiiHuii nepiog, abo
AK pe3ynibTaT OLiHK/ 3BITY 3
AocnifmxeHb, NpoBeAeHNX
Bi4NOBIAHO 0 NiaHy
negiatpnyHux gocnimpkeHs (PIP)
(3MiHy y3rofpkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom)
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAV4HOro 3acTOCyBaHHS
niKkapcbKoro 3acoby [0 po3ainis
"B3aemogis 3 iHWMMU NiKapCbKnMm
3acobamu Ta iHwWi Buan
B3aemogiit”, "OcobmBocTi
3actocyBaHHs", "MobiuHi peakwyi"
BiAMNoBIAHO A0 OHOB/IEHOT
iHbopmawuii 3 6e3neku aitoyoi
peyoBuHM (Napauetamony) 3rigHo
3 pekomeHgauisMum PRAC. TepMiH
BBE/IeHHS 3MiH NpoTArom 6
MicsLiB NicNs 3aTBEPAKEHHS.

279.

TEH3OKAPA

Kancynm 3
MoandikoBaHUM
BUBI/IbHEHHAM,
TBEpAi, no 5 mr/1,5
mr, no 10 kancyn y
6nictepi, no 3
6nictepm y nauui 3
KapToHy a6o 30
Kancyn y 6aHui, no 1
6aHUi y navyi 3
KapToHy

TOB HB®
«MIKPOXIM

»

YKpaiHa

TOB HB®
«MIKPOXIM>,
YkpaiHa
(MpoBeaeHHs
BMNPO6YBaHbL B
pamkax KOHTpPOso
AKOCTI.
Pi3nNYHI/XiIMIYHI
BMNPOGYBaHHS;
BMPOGHMYI onepavlii;
BiAnoBiganbHUii 3a
BWMYCK Cepii, He
BK/THOHAI0UM
KOHTPONb/BUNPOGYB
aHHs cepii);

AT "®APMAK",
YKpaiHa
(BignoBigansHuii 3a
BMPOGHMLITBO Ta
KOHTPONb/BUNPOGYB
aHHsA cepii, He
BK/THOHAK0UM BUNYCK
cepii)

YkpaiHa

BHECEHHS 3MiH 10 peecTpavuiliHnX
martepianis: 3MiHu | TUNY - 3MiHK 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMUTBI. 3amiHa abo
BBEJEHHSA [OAATKOBOI Ai/IbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOBHMYOro npouecy
roTOBOrO NikapCbKOro 3acoby
(AinbHMUA, Ha AKili NPOBOAATLCSA
6yab-AKi BUPO6HUUI cTagji, 3a
BUHATKOM BUMYCKY Cepii,
KOHTPO/IO SIKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHS, 41
HeCTepUIbHUX NiKapCbKunx
3aco6iB). CynyTHs 3MiHa- 3MiHK 3
[KocTi. FoToBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUpo6HMUTBI. 3amiHa abo
BBEJEHHS [OAATKOBOI Ai/TbHUL
BMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(BiNbHUUA 4N BTOPUHHOTO
nakyBaHHs) - 3MiHV 3 SIKOCTI.
[oToBMIA nikapcbkuii 3aci6. 3MiHK
Yy BMPOGHUUTBI. 3aMiHa abo

3a peuernmom

He
nionsieae

UA/19608/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

BBEJEHHSA [0AATKOBOI Ai/IbHUL
BMPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro npouecy
roTOBOro NikapCbKoro 3acoby
(AinbHMUA ANA NEPBUHHOIO
nakyBaHHS) - BBE,€HHSA
[0aTKOBOT AifbHULL BUPOBHULITBA
AT «®APMAK», YkpaiHa, ska
3pjicHIoe BUpo6HMLTBO in bulk 3
NepPBUHHMM NaKyBaHHAM Ta
BTOPVHHE NnakyBaHHsA [N13.
BeefieHHs 3MiH npoTsArom 6-tm
MiCALB NicNa 3aTBePOXKEHHS.
3MiHu | TURY - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbknii 3aci6. 3MiHN
y BUPOGHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCSA
BUWMYCKY Cepii Ta KOHTPOJTHO SKOCTI
roTOBOro NikapCbKoro 3acoby
(3amiHa abo gofgaBaHHs AiNbHUL,
Ha sKili 34iCHI0ETLCS
KOHTPONb/BUNPOGYBaHHSA cepil) -
BBEJEHHS [OAATKOBOI Ai/TbHUL
BMpOGHMLTBA AT «®APMAK>,
YkpaiHa, sika 34ilicHIoE
KOHTPONb/BMNPOGYBaHHSA cepii, He
BK/IO4A0UM BUMYCK cepii.
3MiHM BHECEHO B IHCTPYKLitO ANs
Me[MYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"BUPOB6HUK", "MicLLe3HaX0MKEHHS
BMPOGHMKa Ta agpeca Micus
NPOBa)KEHHS NOro Ais/IbHOCTI" 3
BiANOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS yrnakoBoOK. BBefeHHs
3MiH NpoTArom 6-Tn MicauiB nicns
3aTBepMKEHHS. 3MiHK | TUny -
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
3MiHU BHECEHO B TEKCT
MapKyBaHHS BTOPWHHOT yNakoBKu
niKapcbKoro 3acoby y nyHkty 11,
17 Ta B TEKCT MapKyBaHHsA
NEPBUHHOI YNaKOBKN Y NYHKT 6.
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALiB NiCNsA 3aTBEPAYKEHHS.

3MiHu | TUNY - 3MiHK 3 SKOCTI.
FoToBWiA Nnikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHM y NpoLeci
BMPOGHMLITBA FOTOBOTO
niKapcbKoro 3acoby, BKIUaum
MPOMiXHWI MPOAYKT, WO
3aCTOCOBYETHCSA MPU BUPOOHULTBI
roTOBOro NikapCbKoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) - 3MiHW Y
BMpOBHUYOMY npoLeci Ans
ajanTauii TeXHO/I0rYHOro
npouecy Ao obnagHaHHs HOBOI
OinbHULI, a came 3MiHa po3mipy
cuTa A/15 NpocitoBaHHSA
KOMMOHEHTIB (3aTBEPAKEHO:
po3mip oTBopiB cuta 0,5 MM;
3anponoHOBaHO: CiTka 3 po3Mipom
oTBopiB cuta 0,5 MM, 1,0 MM Ta
1,5 mm). 3MiHuM | TUNY - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO /liKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHSA rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHN Yy
MeTogax BUnpobyBaHb
(BKtovatoumn 3amiHy abo
[OMOBHEHHS))- 3MiHW aHaNITUYHNX
MeTOAVK 3a NOKasHUKaMW:
- «CynpoBigHi AOMILLKM»
(chopmyna po3paxyHKy
iieHTndikoBaHoI foMiLLkn D
amo4MniHy; NopsaoK
XpomaTorpadyyBaHHs npu
BM3HAYEHI CYynpOBigHMX JOMILLIOK
iHganamigy Ta chopmyna
po3paxyHKy iaeHTudikoBaHol
LOMILLKK B); - «PO34YMHEHHS»
(YTOYHEHHS 00 BUKOPUCTaHHSA
KOLLMKa; NOPSA0K
XpomatorpadyBaHHs); -
«OfHOPIAgHICTb [030BaHUX
OANHULIb» (MOPSIA0K
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

XpomarorpadyBaHHs);

- «KinbkicHe BU3Ha4YeHHs»
(nopsigok xpomarorpadyyBaHHs).
3MiHV TUNY - AAMIHICTpaTUBHI
3MiHW. BunyyeHHs BUpOOHUYOI
AiNbHULI (BKIOYAOUM AiNbHUL
ans A®l, NpoMiXHOro NPoayKTy
a60 roToBOro NiKapcbkoro 3acooby,
AiNbHULI ANs NpoBeAeHHS
nakyBaHHs1, BUPOGHMKa,
BIANOBIAA/ILHOrO 3a BMNYCK Cepii,
MicLie NPOBeAEHHS KOHTPO/I0
cepii) abo noctavyasibHUKa
BMXIAHOrO MaTepiany, peareHTy
ab0 [ONOMIXHOT pevoBMHU (SKLLO
3a3HayeHo y AOCLE) - BUTYUYEHHS
BMPOGHMYOI AinbHUL TOB HB®
«MIKPOXIM», YKpaiHa, fka
3pjicHioBana koHTposb /13, a
came: NposegeHHs BUNPobyBaHb
B pamMKax KOHTPOJI0 SKOCTI.
Mikpo6ionoriyHi Ta 6ionoriyHi
BMNpOb6YyBaHHA (YkpaiHa, 93000,
JNlyraHcbka 0671., M. PybixHe, By/.
MouaiBcbka, 6ya. 9). 3miHu | TUny
- 3MiHu 3 sKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3mMiHn y
BUPOBHULTBI. 3MiHX BUNpobyBaHb
abo AOoNyCTUMUX MEeX,
BCTaHOB/IEHNX Y crieuudikaLlisx,
nifg, yac BUPOBHULITBA FOTOBOIO
NikapcbKoro 3acoby (iHwi 3MiHu) -
3MiHV BUNpoGYyBaHb Mg, yac
BMPOGHMLITBA, a came: - BUSTyYEeHO
noKasHuku «lgeHtudikalis TutaHy
aiokenay», «laeHTudikauis 3anisa
oKCuay XOBTOro» (3i cragil
HaHeceHHs1 pO34MHY NOKPUTTS Ha
TabneTtku-a4pa);

- 3MiHW METOAMKYM 3a NOKA3HVKOM
«3a/TLLIKOBI PO3YNMHHUIKM
(eTaHon)» Npu KOHTpOsi
NPOMDXHOI NPOAYKUIT ANs
TabneTok iHganamigy
(npo6onigroToBka BUNPo6yBaHOro
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
PO34MHY Ta PO34MHY NOPIBHSAHHS
(po3umnH A)); - 3i cTagii
TabnetyBaHHsA BUNYyYEHO
napameTp «TUCK NpecyBaHHs»
(ana Tabnetok amnoauniHy Ta
iHgonamigy)
280. | TEH3OKAP[, Kancynu 3 TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom He UA/19608/01/02
MogucpikoBaHUM «MIKPOXIM «MIKPOXIM>», marepianis: 3miHu | Tuny - 3MiHK 3 nionsizae
BVBI/TbHEHHSAM, » YkpaiHa AKoCTi. FoTOBUIA Nikapcbkuii 3acio.
TBepAi, no 10 mr/1,5 (MpoBefeHHs 3MiHV Yy BUpo6HMUTBI. 3amiHa abo

mr, no 10 kancyny
6nictepi, no 3
6nictepun y nayui 3
KapToHy a6o 30
Kancyn y 6aHui, no 1
6aHLi y nayui 3
KapToHy

BMNpoGyBaHb B
pamkax KOHTPOso
AKOCTI.
®i3nYHi/XiMiYHI
BMNPOGYBaHHS;
BUPOGHMYI onepawir;
BiANOBigaIbHUIA 3a
BUNYCK cepii, He
BK/THOHAI0UM
KOHTPO/b/BMNPOGYB
aHHsA cepii);

AT "®APMAK",
YkpaiHa
(BignoBigansHuii 3a
BUPOGHMLTBO Ta
KOHTPO/b/BMNPOGYB
aHHsA cepii, He
BK/THOHAIOUM BUNYCK
cepii)

BBEJEHHS [OAATKOBOI Ai/TbHUL
BMPOGHMLTBA A1 YacTUHN abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(minbHMUSA, Ha AKili TPOBOASATLCA
6yab-sKi BUpoOHUUI cTagjl, 3a
BVMHATKOM BWMNYCKY CepiiA,
KOHTPOJII0 AKOCTi, NEePBUHHOTO Ta
BTOPVHHOTIO NakyBaHHS, A1
HEeCTEPUbHUX NIKaPCbKMX
3ac06iB). CynyTHS 3MiHa- 3MiHK 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEEHHS A04aTKOBOI AiTbHNLL
BUPOGHMLTBA A/151 YacTuHM abo
BCbOr0 BMPOGHMYOro npoLiecy
roTOBOrO /liKapCbKOro 3acoby
(AinbHULA AN BTOPUHHOTO
nakyBaHHs) - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbknii 3aci6. 3MiHK
y BMPOGHULTBI. 3amiHa abo
BBEJEHHS [OAATKOBOI Ai/TbHUL
BMPOGHMLTBA A/151 YacTUHU abo
BCbOro BMPOBHMYOro npoecy
roTOBOrO NiKapCbKOro 3acoby
(ginbHUUSA ANA NEPBUHHOTO
nakyBaHHs) - BBE,€HHS
[04aTKOBOI [iNbHUL BUPOGHMLTBA
AT «®PAPMAK», YKpaiHa, fka
3pjiicH0e BUpo6HMLTBO in bulk 3
NepBYHHMM MakyBaHHAM Ta
BTOPWHHE NakyBaHHsA [N13.
BBeneHHst 3MiH NpoTAroM 6-Tu
MiCALiB NiCNsA 3aTBEPAYKEHHS.
3MiHuM | TMny - 3MiHK 3 AKOCTI.
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

FoToBWi Nnikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3MiHu, Lo CTOCYTbCH
BUNYCKY cepii Ta KOHTPOIHO AKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo gofgaBaHHS AiNbHUL,
Ha SIKil 3MjCHI0ETbCA
KOHTPONb/BMNPOGYBaHHSA cepii) -
BBEJEHHS AOAATKOBOI Ai/TbHUL
BUpo6HMUTBa AT «@APMAK>,
YkpaiHa, ska 34iiCcHI0E
KOHTPO/b/BMNPOGYBaHHS cepii, He
BKJ/1HOYA0UM BUMYCK cepil.
3MiHM BHECEHO B IHCTPYKLi0 415
MeAV4HOro 3acToCyBaHHSA
nNiKapcbKoro 3acoby y po3ainm
"BUpo6HMK", "MicLe3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBaKEHHS NOr0 Ais/IbHOCTI" 3
BIANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBok. BeefeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUny -
3MiHM Wwoao
6e3nekn/edekTBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn).
3MiHV BHECEHO B TEKCT
MapKyBaHHS BTOPVMHHOT yNakoBKM
nikapcbKoro 3acoby y nyHkTn 11,
17 Ta B TEKCT MapKyBaHHsA
NEepBUHHOI YNaKOBKN Y MYHKT 6.
BBefeHHs1 3MiH NpoTArom 6-Tu
MiCALIB MiCNsA 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oToBMiA nikapcbkuii 3aci6. 3MiHM
y BUPOGHMLTBI. 3MiHM y npoueci
BMPOGHMLITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIOYaum
NMPOMiXXHWIA MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3miHa y npoueci
BUPOBHULTBA) - 3MIHN Y
BMPOGHMYOMY npoLieci Ans
aganTauii TeXHO/I0rYHOoro




290

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

npouecy A0 06nagHaHHA HOBOT
AiNbHULI, a came 3MiHa po3mipy
cuTa 15 NpocitoBaHHA
KOMMOHEHTIB (3aTBEPKEHO:
po3mip oTBopis cuta 0,5 Mwm;
3anpornoHoBaHo: CiTka 3 pO3MipoM
oTeopiB cuTa 0,5 MM, 1,0 MM Ta
1,5 Mm). 3MiHn | TURY - 3MiHK 3
[KocTi. [0ToBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO iKapCcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOrO
niKkapcbkoro 3acoby (iHLwi 3MiHK Y
mMeTodax BunpobysaHb
(Bkntovatoum 3amiHy abo
[ONOBHEHHS))- 3MiHW aHaNITUYHUX
MEeTOAMK 3a NoKasHUKamu:

- «CynpoBigHi AOMILLKM»
(cbopmyna po3paxyHky
ineHTndikosaHoi fgomilkn D
am1o4uniHy; Nopsaok
XpomaTorpadyyBaHHs npu
BM3HAYEHi CyMNpOBiAHNX AOMILLOK
iHganamigy Ta chopmyna
po3paxyHKy ifeHTdikoBaHol
LOMILLKM B); - «PO34MHEHHS»
(YTOUHEHHS WOA0 BUKOPUCTaHHS
KOLLMKa; NOPSA0K
XpomaTorpadysaHHs); -
«OHOpIHICTb f030BaHUX
OAMHULb>» (MOPALOK
XpomartorpadyBaHHs);

- «KinbKicHe BU3HAYEHHSA»
(nopsnok xpomatorpadyBaHHs).
3MiHu TUNY - AOMIHICTpaTWBHI
3MiHW. BunyyeHHs BUpOGHUYOI
OinbHULI (BKNOYAOUN [iNbHUL
ans A®l, npoMiXHOro NpoAayKTy
ab0o roToBOro slikapcbKoro 3acooy,
OinbHULI 4NS NpoBeAeHHS
nakyBaHHs, BUPOGHYKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepiid,
MicLie NPOBeAEHHS KOHTPOO
cepii) abo noctavyasibHUKa
BMXiAHOrO MaTepiany, peareHTy
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

a60 [40NOMDKHOT PevyoBUHU (SIKLLLO
3a3HaYeHo y A0CLE) - BUTYUYEHHS
BMPO6HMYOI AinbHNL TOB HB®
«MIKPOXIM», YKpaiHa, fka
3pjicHioBana koHTposb f13, a
came: [poBefeHHsA BUNpobyBaHb
B pamKax KOHTPOJIO SIKOCTI.
Mikpob6ionoriuHi Ta 6ionorivHi

BMNpo6yBaHHS (YkpaiHa, 93000,

JNlyraHcbka 061., M. Py6ixHe, By/.

Mouaiscbka, 6ya. 9). 3miHu | Tuny
- 3MiHu 3 aKocTi. FoTOBWIA

nikapcbkuii 3aci6. 3mMiHn y

BMPOGHMLTBI. 3MiHW BUNPObYyBaHb

abo JonyCTUMUX MEX,

BCT@HOB/EHMX Y cnewundikaLisx,

nig Yac BUPO6HULITBA FOTOBOTO
nikapcbKoro 3acoby (iHwWi 3MiHu) -
3MiHM BUNpo6yBaHb Nif yac

BMPOGHMLITBA, @ came: - BUTy4eHo

noKasHUKK «laeHTudikalia TutaHy

niokenay», «laeHTudikadia 3anisa
oKcuAy XOBTOro» (3i cragil

HaHeceHHS po34nHYy NOKPUTTS Ha

Tabnetku-sapa);

- 3MiH/ METOAMKM 38 NMOKa3HNKOM
«3a/INLLKOBI PO3YMHHUKN
(eTaHos1)» NpU KOHTPOAI
MPOMDKHOI NpoAyKuUii Ans

Tabnetok iHganamigy
(npo6onigroToBka BUNPOBGYBaHOrO
PO34MHY Ta PO3UMHY NOPIBHSHHS
(po3uuH A)); - 3i cTagii
TabnetyBaHHsA BUNYyYEHO
napametp «TUCK NPecyBaHHs»
(ana Tabnetok amoanniHy Ta
iHgonamizgy)

281.

TEH3OKAPA

Kancysnam 3
MoaMdpiKkoBaHUM
BUBI/IbHEHHSM,
TBEpAi, no 5 mr/1,5
Mmr, no 10 kancyny
6nicTtepi, no 3
6nicTtepn y nayui 3
KapToHy a6o 30

TOB HB®
"MIKPOXIM"

Ykpaina

TOB HB®
«MIKPOXIM>»,
YKpaiHa
(MposeaeHHs
BMNpOGyBaHb B
pamkax KOHTPO/o
AKOCTI.
Pi3nYHI/XiMIYHI

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3miHu | TUny - 3MiHK
woao 6e3snekun/edpekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHeHNX AaHuX Npo

cuctemy hapMmakoHarnamy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy,

3a peuenmom

UA/19608/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
Kancyn y 6aHuj, no 1 BMNPOBYBaHHS; 3MiHa YNOBHOBaXEHOI 0cobu,
6aHui y nayyj 3 BMPOGHMYI onepawii; BiANOBIA&/IbHOI 3a 34iICHEHHS
KapToHYy BiANOBigabHUIA 3a thapmakoHarnsay; KOHTakTHOl
BUNYCK cepil, He ocobu 3 hapmakoHarnsgy
BK/IIOHa0un 3a8BHMKa AN 34ICHEHHSA
KOHTPO/b/BMNPOGYB hapmakoHarnsgy B YkpaiHi, Ko
aHHsa cepii); AT BOHa BifiMiHHa Bif, YyNOBHOBaXeHO|
"®APMAK", YkpaiHa ocobwu, BignoBifasibHOI 3a
(BignoBigansHWii 3a 3[jiCHeHHs1 hapMakoHarisgy
BMPOBHMLTBO Ta (BK/KOYAKOYM KOHTAKTHI AaHi)
KOHTPO/b/BMNPOGYB Ta/abo 3MiHW y PO3MILLEHHI
aHHs cepii, He MacTtep-caiina cucremu
BKJ/THOYA0UN BUMYCK hapmakoHarnagy) - 3miHa
cepii) YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAgnoBiganbHOI 3a
hapmakoHarnag. ditova pegakuis:
€BcTpaToBa IpuHa IropisHa.
MponoHoBaHa pedakuis: Mosox
Hartanisa €sreHisHa. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXXEHO|
0co6u 3asiBHMKA, BiANOBiAa/IbHOT
3a hapmakoHarnag
282. | TEH3OKAP[, Kancynm 3 TOB HB® Ykpaina TOB HB® Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/19608/01/02
MoaMdpiKkoBaHUM "MIKPOXIM" «MIKPOXIM», martepianis: 3miHu | TUny - 3MiHn
BUBI/IbHEHHSAM, YkpaiHa oo 6e3snekun/edpekTMBHOCTI Ta
TBepai, no 10 mr/1,5 (MposeaeHHs thapmakoHarnsgy. BeegeHHs abo

Mmr, no 10 kancyny
6nictepi, no 3
6nicTtepn y nayui 3
KapToHy a6o 30
Kancyn y 6aHuj, no 1
6aHui y nayyi 3
KapToHYy

BMNpOGyBaHb B
pamkax KOHTPO/o
AKOCTI.
Di3NYHI/XiIMIYHi
BMNPOBGYBaHHS;
BMPOGHMYI onepaulii;
BiANOBiAa/IbHWIA 3a
BUNYCK cepil, He
BK/IOYa0UN
KOHTPO/b/BUNPOOYB
aHHsa cepii); AT
"®APMAK", YkpaiHa
(BignoBigansHwii 3a
BUPOBHMLTBO Ta
KOHTPO/b/BMNPOGYB
aHHsA cepii, He
BK/THOHAIOUM BUNYCK
cepii)

3MiHU [0 Y3ara/ibHEHUX JaHuX npo
cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy chapmakoHarssay,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHHS
hapmMakoHarnsay; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BijMiHHa Bif, YNOBHOBaXEHO|
ocobwu, BignoBifasibHOI 3a
3[jiCHeHHs1 hapMakoHarisay
(BK/IOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnagy) - 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiZNoBigaNbLHOT 3a
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

hapmakoHarnag. ditoya pegakuis:
€BcTpaToBa IpuHa IropisHa.
MponoHoBaHa pedakuis: MNosox
Hatanis €sreHiBHa. 3MiHa
KOHTaKTHUX AaHuX YNOBHOBaXXEHO|
0co6u 3asiBHMKA, BiANOBiAa/IbHOT
3a (hapmakoHarnsg

283.

TEPA®/IO
EKCTPA 3I
CMAKOM
NIMMOHA

MOPOLLIOK ANs
OpaU1bHOro PO3UMHY;
1 naket 3
nopowkom; 10
nakeTiB 3 NOPOLLIKOM
Y KapTOHHili kopobui

XaneoH KX
CAPN

LLisefiuapis

XasieoH Ankana
C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3miHu | TUny - 3MiHn
woao 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3acTOCyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpadiiHuii nepiog, abo
AK pe3ynbTar OLiHKM 3BiTY 3
AoCnigpKeHb, NpoBeAeHNX
BiANoBIAHO [0 NiaHy
negiatpnyHmx gocnimpxkers (PIP)
(3MiHY Y3rofXeHo 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OPraHom) - 3MiHu
BHECEHO A0 IHCTPYKLUIT Ansa
Me[MYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3zinis
"B3aemMogis 3 iHWMMU NiKapCbKUMU
3acob6amu Ta iHLWi BUAN
B3aemMogiit", "OcobnBoCTi
3acTocyBaHHs", "Mo6iuHi peakuii”
BiANOBIAHO A0 OHOBMEHOI
iHchopmawii 3 6e3neku giroyoi
peyoBuHM (Napauetamony) 3rigHo
3 pekomeHgauismm PRAC

6e3 peyenma

nionsieae

UA/5797/01/01

284.

TIKONIH®

TabneTku, BKPUTI
NAiBKOBOIO
o60os1oHkoto, No 500
Mr; no 7 TabneTok y
6nictepi; no 4
6nicTepn y nayui 3
KapToHy; no 10

TOB HB®
«MIKPOXIM

»

YkpaiHa

BiANOBigabHUIA 3a
BMPOGHULITBO Ta
KOHTPO/bL/BNNPOGYB
aHHsA cepii, He
BK/THOHAI0UM BUNYCK
cepii: TOB HB®
«MIKPOXIM>»,

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3miHu | Tuny - 3miHn
oo 6e3snekn/edpekTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX JaHuX npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araJlbHEHNX AaHUX

3a peyenmom

UA/17695/02/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
Tabnetok y 6nictepi; YKkpaiHa; npo cuctemy chapmakoHarnagy,
no 3 6nictepu y BiANOBigabHUI 3a 3MiHa YyNOBHOBaXKEHOI 0cobw,
nauuj 3 KapToHy BUWMYCK Cepii, He BiANOBIAA/IbHOI 3a 34iiCHEHHS
BK/THOHAI0UM chapmakoHarnsgy; KOHTakTHOI
KOHTPO/b/BMNPOGYB ocobu 3 hapmakoHarnagy
aHHs cepii: TOB 3as1BHMKA 4115 34iCHEeHHS
HB® «MIKPOXIM» , hapmakoHarnagy B YkpaiHi, KO
YkpaiHa, BOHa BiMiHHA Bif, yNTOBHOBa&XEHOI
BiANOBiAa/IbHWIA 32 ocobu, BignoBiganbHOI 3a
BMPOBHMLTBO Ta 3[jiCHEeHHs1 hapMakoHarnsay
KOHTpO/b/ (BK/IHOHAKOUN KOHTAKTHI JaHi)
BMNpo6yBaHHSA cepii, Ta/abo 3MiHV Y PO3MILLEHHI
He BK/IoYatoun macTep-chaiina cuctemm
BUMYCK cepii: AT hapmakoHarnsgy). 3miHa
"KUIBMELMPEMAP YNOBHOBaXEHOi 0CO6Y 3asBHMKA,
AT", Ykpaina BignoBiganbHoI 3a
hapmakoHarnsg.
[ioya pepakuis: €scTparoBa
IpuHa IropiBHa. MponoHoBaHa
pegakuis: Montox Hatanis
€BreHiBHa. 3MiHa KOHTaKTHUX
[aHuX YNoBHOBaXEHOT 0co6U
3asBHVKa, BiANOBIAaIbHOI 3a
chapmakoHarang,.
285. | TOBPAIEKC Kpansi o4Hi no 5 mn Hosapric LLiBeiiuapis Hosapric Benbris BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom He UA/2448/01/01
® y dh1akoHi- dapma Al MaHyhakTypiHr HB marepianis: 3miHu | Tuny - nionsizae

KpanenbHuuj; no 1
donakoHy-
KpanesnbHuui y
KOpOOGLii 3 KAPTOHY

AIMIHICTpaTVBHI 3MiHN. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLii MPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa (BKItOYatoun, 3a
Heob6XiAHOCTI, MicLe NpoBeAeHHs
KOHTPO/IO SIKOCTi), a60 BlacHuka
macTep-caiina Ha Adl, abo
nocravanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOGHULTBI ADI (AKLW0
3a3HayYeHo Y JOCbE Ha Nikapcbkuii
3acib) 3a BigCyTHOCTI cepTudiikata
BiANOBiAHOCTI EBpONEiChkili
hapmakonei y 3aTBepaKeHOMY
[ocbe, abo BUpOOHMKaA HOBOT
O0NOMDKHOT PEYOBMHM (SIKLLLO
3a3HayYeHo Yy OCbE) - 3MiHA
Ha/iMeHyBaHHS Ta agpecu




Hassa

295

n/n

JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

286.

TOBPALEKC

Kpanni o4Hi, no 5 mn

BMPOGHUKA, LU0 34iliCHIOE
KOHTPO/Ib AKOCTI A®I i3 ASIKOH-
KyBpbop HB, Benbris Ha HoBapTic
MaHydakTypiHr HB, Benebris.
3MiHn | TUNY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaYKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIYaum
AinbHWL BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPOJO AKOCTI.
(aisnbHICTb, 3a Ky BigNOBiLaE
BMPOGHMK/IMNIOPTEp, BKIKOYAYN
BUMYCK Cepiii) 3MiHa
HaliMeHyBaHHs BUpO6HUuKa 13y
3B'SA3KY i3 3MiHOO Ha3BU
IOPUANYHOI 0CO6Y BUPOGHWYOTO
caiity y benbrii, 6e3 3MiHu Micus
BMPOGHMLTBA. 3MiHM BHECEHO B
po3ain "BMpo6HMK" B IHCTPYKLHO
AN MeAMYHOro 3acTOCYBaHHA y
3B'SA3KY 3i 3MiHOKO Ha3BYU
BMPOGHMKA Ta K HAC/idoK - Y
TEKCT MapKyBaHHS ynakoBKuW
nikapcbkoro 3acoby. BeegeHHs
3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS.

®

y thnakoHi-
KpanenbHuyj; no 1
donakoHy-
KpanenbHULi B
KopobLi 3 KapTOHY

HosaprTic
dapma Al

LLisefiuapis

ANKoH KyBpbop

Benbris

marepianis: 3MiHu | TUNY - 3MiHK 3

BHECEHHS 3MiH [0 peecTpavuiiHnX

sAKocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiChbkil
hapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIAHICTIO
npvBeLeHHN y BiANOBIAHICTb A0
MoHorpadii AdY abo
€BponeiicbKoi hapmakonei, abo
iHLWOT HaujoHanbHoI thapmakonei
aepxasu €C (3miHa y
cneundikauisix, nos'aAsaHa 3i
3MiHamu B Y, abo
€Bponeiicbkili hapmakonei, abo
iHLWIN HauioHanbHIn chapmakonei

nepxasun €C). 3miHa y

3a peuenmom

UA/2448/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

crneundikauii Ta meTogax
KOHTpONH0 Ha AD| gekcameTasoHy,
Yy 3B'A3KY 3 NPUBELEHHAM Y
BIAMNOBIAHICTb [0 Ai04Oro BUAAHHA
MoHorpadii €BponencbKoi
hapmakonei.

287.

TOPCNA®

Tabnetku no 5 mr,
no 10 TabneTtok y
6nictepi; no 1 abo
no 3 6nictepu y
QECI]

AT
"®dapmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3MiHK 3
[KocTi. [oToBWIA Nikapcbkuii 3aci6.
CT1abinbHIiCTb. 3MiHa y TepMiHax
npugaTtHocTi abo ymoBax
36epiraHHsA roTOBOrO J1iKapCbKOro
3aco06y (36iNbLUEeHHS TEPMIHY
npuaaTHOCTI rOTOBOrO MiKapCbKOro
3acoby) - 115 ToproBoi ynakoBku
(niaTBEPOXKYETHCA AAHUMU
peasibHOro yacy). 36i/bLUeHHst
TEPMiHY NPUAATHOCTI Y 3B'A3KY i3
OTPMM@HHSIM NO3UTUBHMX AaHUX
LLOAO0 AOCAIMKEHHST CTABINBHOCTI Y
peasibHOMY Yaci. [litoua pepakuis:
TepMiH NnpuaaTHoOCTI: 3 poKu.
MponoHoBaHa pegakuis: TepmiH
npuaatHocTi: 5 pokiB. 3MiHW
BHECEHO B iHCTPYKLi0 AN
Me[MYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain
"TepmiH npugaTHoCTI". BBeAeHHS
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS.

3a peyenmom

He
nionseae

UA/9173/01/01

288.

TOPCNA®

Tabnetku no 10 mr,
no 10 TabneTtok y
6nictepi; no 1 abo
no 3, aéo no 9
6nicTepiB y navi

AT
"papmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHSA 3MiH 10 peecTpavLiniHnX
martepianis: 3MiHu | TUNy - 3MiHK 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTtHocTi abo yMoBax
36epiraHHsA roTOBOrO J1iKapCbKOro
3ac006y (36i1bLEeHHSA TEPMIHY
NPVAATHOCTI FOTOBOTO NiKapPCbKOro
3acoby) - [N ToproBoi ynakoBku
(nigTBEPAXYETLCA AaHUMU
peasibHOro vacy). 36i/bLIeHHst
TEPMiHY NPUAATHOCTI Y 3B'A3KY i3
OTPMM@HHAIM NO3UTUBHUX AaHUX
LLOA0 AOCAIMKEHHST CTAaBINBHOCTI Y
peanibHOMY Yaci. [litova pegakuis:

3a peyenmom

He
nionsieae

UA/9173/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

TepMiH NpuaaTHoOCTI: 3 PoKu.
MponoHoBaHa pegakuis: TepmiH
npugatHocTi: 5 pokiB. 3MiHn
BHECEHO B iHCTPYKLi0 o115
Me[MYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"TepMmiH npugaTHoCTI". BBeAeHHsA
3MiH NPOTArom 6-Tn MicALiB nicns
3aTBEPMAKEHHS.

289.

TPU-
ANITEP®

Tabnetku no 4
Mr/1,25 mr/5 mr no
10 TabneTok y
6nictepi, no 3
6nictepn y nayui 3
KapToHYy

TOB HB®
«MIKPOXIM

»

YkpaiHa

TOB HB®
«MIKPOXIM»,
YkpaiHa (B1po6HMya
AinbHUUs (BCi cTagail
BMPOBHMYOro
npotecy);
lopuanyHa agpeca
BMPOGHMKA;
BiANOBiAA/IbHWIA 3a
BUNYCK cepil, He
BK/IlOYa0UN
KOHTPO/b/BUNPOOYB
aHHsa cepii); AT
"®APMAK", YkpaiHa
(BUpPOGHMLTBO 3a
NOBHUM LK/IOM)

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy,
3MiHa yNOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a 3AiiCHEHHS
thapmakoHarnagy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA AN19 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BignoBigansLHoI 3a
3[jiicHeHHs hapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-chaiina cuctemm
thapmakoHarnagy). 3miHa
YNOBHOBaXEHOI 0CO6M 3as1BHYKA,
BiANOBIA&/IbHOI 3a
hapmakoHarnsg.

[itova pepakuisn: €scTparosa
IpuHa IropisHa. MponoHoBaHa
pepakuis: Montox Hatanis
€BreHiBHa. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOBaXeHOI 0co6u
3asBHMKa, BiANOBIAa/IbHOI 3a
hapmakoHarnag,.

3a peyenmom

UA/17632/01/01

290.

TPU-
ANITEP®

Tabnetku no 4
mr/1,25 mr/10 Mr no
10 TabneTok y
6nictepi, no 3
6nicTepun y naydi 3

TOB HB®
«MIKPOXIM

»

YkpaiHa

TOB HB®
«MIKPOXIM>»,
YkpaiHa (Bvpo6HMya
OinbHuus (Bci ctagii
BMPOBHNYOrO

YkpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx
martepianis: 3miHu | TUny - 3MiHK
Loao 6e3snekn/edpeKkTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHM [0 y3ara/ibHEHNX iaHWX Mpo

3a peyenmom

UA/17632/01/02
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
KapToHy npotecy); cuctemy chapmakoHarnsagy
IopuanyHa agpeca (BBEAEHHSA Y3araslbHEHUX AaHNX
BUPOGHMKA; npo cuctemy chapmakoHarnsgy,
BiAnoBiganbHUii 3a 3MiHa YNOBHOBaXEHOI 0cobu,
BWMYCK Cepii, He BiANOBIA&/IbHOI 3a 34iICHEHHSA
BK/IOUA0UN dhapmakoHarnsgy; KOHTakTHOI
KOHTPONb/BUNPOGYB ocobu 3 hapmakoHarnsgy
aHHsA cepii); AT 3a8BHMKa AN5 34ICHEHHSA
"®APMAK", YkpaiHa hapmakoHarnsgy B YkpaiHi, Ko
(BMPOGHMLTBO 3a BOHa BiiMiHHa Bif, YyNOBHOBaXeHO|
MOBHWM LMK/I0M) ocobwu, BignoBifasibHOI 3a
3[jiCHEeHHs1 hapMakoHarisgy
(BK/KOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremu
thapmakoHarnagy). 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAgnoBiganbHOI 3a
hapmakoHarnsg.
[itoya pepakuis: €scTparosa
IpuHa IropisHa. MponoHoBaHa
pegakuis: Montox Hatanis
€BreHiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOBaXEHOI 0co6u
3asBHVKa, BiANOBIAA/IbHOT 38
dhapmakoHaring,.
291. | TPU- Tabnetku no 8 TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom UA/17632/01/03
ANITEP® Mmr/2,5 mr/5 mrno 10 | «MIKPOXIM «MIKPOXIM>»,

Tabnetok y 6nictepi,
no 3 6nictepu y
nauui 3 KapToHy

»

YkpaiHa (Bupo6Huya
AinbHUUA (BCi cTagii
BMPOBHUYOrO
npouecy);
ropuanyHa agpeca
BMPOGHUKa,;
BiANOBigabHUI 3a
BUNYCK cepii, He
BK/IHOYa0UN
KOHTPO/b/BMNPOGYB
aHHsa cepii); AT
"®APMAK", YkpaiHa
(BUpPOGHMLTBO 3a
NOBHUM LK/IOM)

mMartepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpeKkTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3ara/ibHeHNX AaHuX Npo
cuctemy chapmakoHarisgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YyNOBHOBaXKEHOI 0cobw,
BignoBigabHOI 3a 3AjACHEHHS!
hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, Ko
BOHa BiMiHHa Bif, yNOBHOBaXEHOI
ocobu, BignoBiganbHoI 3a
3[jiCHEHHs1 hapMakoHarisay
(BK/IHOHAKOUN KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHi
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

macTep-chaiina cuctemm
hapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigansLHoI 3a
hapmakoHarnsg.
[ioya pepakuis: €scTparoBa
IpuHa IropiBHa. MponoHoBaHa
pegakuisi: Montox Hatanis
€BreHiBHa. 3MiHa KOHTaKTHUX
LaHuX YNoBHOBaXEHOT 0co6U
3asBHVKa, BiANOBIAaIbHOI 3a
chapmakoHarasng,

292.

TPU-
ANITEP®

Tabnetku no 8
Mr/2,5 mr/10 mr no
10 TabneTok y
6nictepi, no 3
6nicTtepn y nayui 3
KapToHYy

TOB HB®
«MIKPOXIM

»

YkpaiHa

TOB HB®
«MIKPOXIM»,
YkpaiHa (B1po6HMya
AinbHUUs (BCi cTagail
BMPOBHMYOro
npotecy);
lopuanyHa agpeca
BMPOGHMKA;
BiANOBiAA/IbHWIA 3a
BUNYCK cepil, He
BK/IlOYa0UN
KOHTPO/b/BUNPOOYB
aHHsa cepii); AT
"®APMAK", YkpaiHa
(BUpPOGHMLTBO 3a
NOBHUM LK/IOM)

Ykpaina

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs a6o
3MiHW [0 y3arasibHEHNX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy,
3MiHa yNOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA AN 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BignoBigansLHoI 3a
3[jiicHeHHs hapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-chaiina cuctemm
thapmakoHarnagy). 3miHa
YNOBHOBaXEHOI 0CO6M 3as1BHYIKA,
BiANOBIA&/IbHOI 3a
hapmakoHarnsg.

[itova pepakuisn: €scTparosa
IpuHa IropisHa. MponoHoBaHa
pepakuis: Montox Hatanis
€BreHiBHa. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOBaXeEHOI 0co6u
3asBHMKa, BiANOBIAa/IbHOI 3a
hapmakoHarnag,.

3a peyenmom

UA/17632/01/04

293.

YHIKNO®EH

Kpansi O4Hi, po3unH
0,1 %; no 5 mn abo

TOB
"YHIME[

Cnosavbka
Pecny6nika

TOB "YHIME/L
PAPMA"

CrnoBaubka
Pecny6nika

BHECEHHS 3MiH A0 peecTpauiiHnx
MaTepianis: 3MiHu | Tuny - 3MiHM

3a peyenmom

He
nionsicae

UA/7856/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

10 MmN y KOHTeliHepi-
KpanesnbHuui; no 1
KOHTeliHepy-
KpanesnbHULi B
KapTOHHI/ Kopoo6Li

DAPMA"

oo 6e3snekun/edpekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn).
3MiHU BHECEHO B IHCTpyKLjt0 Ans
MeAM4HOro 3aCTOCyBaHHA
nNiKapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakyji” woago
3BiTyBaHHSA NPo No6iuHi peakwii Ta
BHECEHO He3HauHi pefakLiiHi
npaBKn A0 TEKCTY iHCTPYKLii.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALiB NiCNsA 3aTBEPAXKEHHS.
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnipkeHb 3 6e3neku
3aCcTOCyBaHHS MikapCbKoro 3acoby
B nicnsipeecTpauiiHuii nepiog, abo
AK pe3ynbTar OLiHKM 3BITY 3
AOCNigpKeHb, NPOBEAEHNX
BiAMNOBIAHO A0 MiaHy
negiatpuyHmx gocnimxkeHs (PIP)
(iHLWi 3MiHW). 3MiHW BHECEHO B
IHCTpYKLUil0 ANA MeanyYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby
[0 po3giny "3acTocyBaHHA y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar” BignosigHo fo
iHchopmauii woao 6esnekn
3aCTOCYBaHHS Ajl040i PeUYOBUHMN —
anknodheHaky HaTpito - 3rigHo 3
pekomeHgauieto PRAC. BeegeHHs
3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEPMAKEHHS

294,

YPCO®A/IbK

CYCMeHsisi opasibHa,
250 mr/5 mn; no 250
M1y CKNSHIN
naswui; no 1
nnswyi pasom 3 1

Ap. ®anbk
dapma
M6X

HimeyunHa

BignoBiganbHuii 3a
BWMYCK Cepiii

KIHLLeBOro NpoayKTy:

Ap. ®anck Papma
'M6X, HimevyuunHa,;

HimeyuunHa/
LLBeiuapis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3miHu | Tvny -
AMIHICTPaTVBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu
MicUS MpoBaKEHHS AisANbHOCTI

3a peuenmom

UA/3746/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
MipHUM Bupo6Huk BMpO6HMKa/iMnopTepa rotoBoro
CTaKkaH4MKOM B [030BaHoi hopmu, NikapcbKoro 3acoby, BKIOYaUN
KapTOHHIA KopooLi nepBUHHE, BTOPUHHE OinbHWL BUMYycKy cepii abo micue
nakyBaHHS Ta NpoBeAeHHS KOHTPOJO SKOCTI.
KOHTPO/b AKOCTI: (@isnbHIiCTb, 3a AKy BigNoBifae
KopgeH ®apma BMPOGHMK/iMNopTep, He
®pibypr Al BK/IO4At0UM BUMYCK cepiid). 3MiHa
LiBaitHigepnaccyHr Ha3BW BUPOGHYKa,
ETTiHreH, BiANOBIAA/ILHOIO 3a KOHTPO/Tb
LLiBeiiuapis; SAAKOCTI, Y 3B’13KY 3i 3MiHOK hopmu
NozaH ®apma M'mbX, BN1acHocTi, 6e3 3MiHn MicuA
HimeuumnHa; BMPOGHMLTBA:
BUpPO6HUK, 3MiHu | TUNYy - AgMiHICTpaTUBHI
BiANOBigabHNI 3a 3MiHW. BunyueHHs BUpOGHUYOI
KOHTPO/b AKOCTI: AiNbHULI (BKIOYAOUM AiNbHUL
Bioekzam AT, ans A®l, NpoMiXHOro NPoayKTy
LLsenuapis; ab0 roToBOro ikapcbKoro 3acooy,
JNlo3zaH ®apma M'M6X, AiNbHULI ANS NpoBeAeHHS
HimeuuunHa; nakyBaHHs1, BUPOGHWMKa,
MpuBaTHWUiA BiANOBIAA/ILHOrO 3a BUNYCK Cepii,
HaykoBo-gocnigHuii MicL,e NpoBeAEHHS KOHTPOJIHO
iHCTUTYT Xennenep cepii) abo noctavasibHUKa
'm6X, HimeyunHa BMXIAHOrO MaTepiany, peareHTy
ab0 [ONOMIXHOT pevoBMHU (SKLLO
3a3HayeHo y AOCLE) - BUTYUYEHHS
BMpo6Huka "Dipharma Francis",
BiANOBIAA/ILHOrO 3a BUPOGHNLTBO
LYol pevyoBuHU
YPCOAE30KCUX0NEBOT KACOTH,
akuii mae CEP (R1-CEP 2004-
108).
295. | PEAVNH-20® kancynu no 20 wmr; OPTAHOCU OAE EBepTomxeH Jaiid IHgis BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/1239/01/01
no 10 kancyny H CaeHcus JlimiTeq martepianis: 3miHu | TUny - 3MiHK
6nictepi; no 3 NANDCAEH woao 6e3snekun/edpekTMBHOCTI Ta
6nicTepn B nauuj 3 Cn3 (Ed thapmakoHarnsgy. BeegeHHs abo
KapToHy 3ETI) 3MiHW [0 y3ara/lbHeHUX JaHuX Npo

cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX AaHWX
npo cucTemy chapmakoHarsisgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHHS
hapmMakoHarnsay; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnsgy B YkpaiHi, skuio
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BOHa BifiMiHHa Bif, YyNOBHOBaXeHO|
ocobwu, BignoBifasibHOI 3a
3[jicCHeHHs1 hapMakoHarisgy
(BK/KOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremu
thapmakoHarnagy). 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAgNoBigasbHOI 3a
thapmakoHarnsag,

[itoua pepakuin: a-p Awy fiin
LLlapma. MponoHoBaHa pefakuis:
LnHkapeHko Miogmuna
tOpiiBHa.3MiHa KOHTaKTHUX JaHWX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBiganbHoI 3a
hapmakoHarniag

296.

®EANH-20@

Kancynu no 20 mr; in
bulk: no 2500
Kancysn y noAainHux
nonieTMNeHoBux
nakeTax

OPrAHOCU
H
NANSCAEH
CU3 (E®
3ETI)

OAE

EBepTomxeH Naiidh
CaeHcus Jlimiteq

IHAis

BHECEHHS 3MiH 10 peecTpaviliHnX
martepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpeKkTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarisgy
(BBEAEHHA y3arasibHeHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXKEHOI 0cobw,
BignoBigabHOI 3a 3AjACHEHHS!
hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, Ko
BOHa BiMiHHa Bif, yNOBHOBaXEHOI
ocobu, BignoBiganbHoI 3a
3[jiCHEHHs1 hapMakoHarisay
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigansLHoI 3a
hapmakoHarnag,

[Oitova pepakuisa: a-p Awy fiin
LLlapma. MponoHoBaHa pefakLis:
LLinHkapeHko /lioamuna
HOpiiBHa.3MiHa KOHTaKTHUX AaHUX

UA/1240/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a
hapMakoHarnsg,
297. | ®ECro® PO3YUH O151 iH'EKLLNA, TOB "Pouu Ykpaina ®.XohpmaHH-/15 Lseiiuapis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom He UA/19640/01/01
600 mr/600 mr; no Ykpaina" Pow /tg, marepianis: 3miHu | Tuny - nionsizae

10 mn y do1akoHi; no
1 chnakoHy y
KapTOHHI KopoobLi

AIMIHICTpaTVBHI 3MiHW. 3MiHa
kofy ATX. 3MiHM BHECEHO B
IHCTpYKLil0 ANns MegnyHoro

3aCTOCyBaHHS /iKapcbKoro 3acoby
[0 po3ainy
"apmakoTepanesTuyHa rpyna.
Kopg ATX" BignoBigHo A0
MiXXHapoAHOro knacudikatopa
BOO3. 3areepaxeHo:
AHTUHEONNACTNYHI 3aco6U.
Kom6iHOBaHi aHTMHeonnacTUyHi
npenapatu. Meptysymao i
TpacTy3ymab. Kog ATX LO1X Y02.
3anponoHoBaHo:
AHTVHeonNacTUYHi Ta
iMyHOMOZy tokoui 3aco6u.
AHTVHeoNnNacTUYHi 3acobu.
MOHOK/TOHasTbHI aHTUTINa Ta
KOH’toraTu aHTuTINa 3 NikapCbknM
3aco6oM. KombiHoBaHi
MOHOK/IOH&/TbHI aHTUTINa Ta
KOH’toraTu aHTuTINa 3 NikapCbknM
3aco6om. MepTy3ymad i
Tpacty3symab. Kog ATX LO1F YO1.
BBegeHHA 3MiH NpoTArom 6
MiCALB NiCNa 3aTBEPAXKEHHS.
3MiHun Il TMny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapMakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi

MapKyBaHHS Ta IHCTPYKLUii Ans
MeAMNYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMM JaHNMU 3

AKOCTI, AOKTIHIYHUMM, KIHIYHUMUN
JaHVMK Ta JaHUMK 3
hapmakoHarnsagy. 3miH1 BHeceHo
B IHCTPYKLUitO AN151 MEANYHOTO
3acTOCyBaHHS NikapCcbKoro 3acoby
00 po3gainy "MNo6iyHi peakuji”




304

n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

LLIOZ10 OCTATOYHOrO 3BiTY MPO
LOCHiIKEHHS
WO40324(FeDeriCa). BeegeHHs
3MiH NPOTAroMm 6 MicsuiB nicns
3aTBEPLKEHHS
B npoueaypi 3MiH 6y/10 HagaHo
OHOBJIEHWIA Ha NiAcTaBi
3aBepLUEHOr0 AOCNIMKEHHS
WO040324(FeDeriCa) MnaH
ynpasniHHA pusnkamu sepcis 3.0.
Pestome MYP Bepcia 3.0
nopaetbes. 3miHu |l Tuny - 3MiHn
oo 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHNMU 3
SIKOCTi, AOKMIHIYHMMM, KTiHIYHUMMN
JaHuMK Ta AaHuMK 3
hapmakoHarnsagy. 3mMiH1 BHeCeHo
B IHCTPYKLilO 415 MeANYHOro
3aCTOCyBaHHS /iKapcbkoro 3acoby
[0 po3ainy "rNo6iyHi peakuji”
LLI0A0 YacTOTK NOBIYHMX peakLii y
navjieHTIB, SIKi OTPUMYBasu
NiKyBaHHA NepTy3yMabom,
TpacTy3ymabom B 6a30BMX
KNiHIYHUX JOCMiMKEeHHSX Ta nig
yac nicnsipeecTpawiiHoro
3acTocyBaHHs. BBefeHHs 3MiH
npoTsArom 6 micsAuiB nicns
3aTBEPMAKEHHS

298.

DECIro®

PO34UH ANS iH'EKLIN,
1200 mr/600 mr; no
15 mn y dpnakoHi; no
1 donakoHy y
KapTOHHIA KopoobLi

TOB "Pouu
YkpaiHa"

Ykpaina

®.XohcpmaHH-/15
Pow NTa

LLBeiuapis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3miHu | Tuny -
AMIHICTPaTVBHI 3MiHW. 3MiHa
Koy ATX. 3MiHM BHECEHO B
IHCTPYKUi0 AN MeguyHoro
3aCTOCYBaHHSA NiKapCbKoro 3acoby
00 po3giny
"PapmakoTepanesTUYHa rpyna.
Kog ATX" BignoBsigHoO 00
MDKHapOAHOro kiacudikatopa
BOO3. 3aTBepaKeHo:

3a peuenmom

He
nionsiecae

UA/19640/01/02
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

AHTVHeOonNacTUYHi 3acobu.
Kom6iHOBaHi aHTMHeonnacTuyHi
npenapatu. MNepTy3ymao i
TpacTy3ymab. Kog ATX LO1X Y02.
3anponoHoBaHo:
AHTUHEONNACTNYHI Ta
iMyHOMOZYNtoto4i 3aco6u.
AHTVHeOoNnNacTUYHi 3acobu.
MOHOKMOHaNbHI aHTUTINa Ta
KOH'toraTn aHTuTINa 3 NiKapCbknM
3acobom. KombiHoBaHi
MOHOK/TOH&/TbHI aHTWTINa Ta
KOH'toraTn aHTuTINa 3 NiKapCbknM
3aco6om. MepTy3ymab i
TpacTysymab. Kog ATX LO1F YO1.
BBefeHHA 3MiH NpoTSArom 6
MiCALiB NiCNsA 3aTBEPAYKEHHS.
3MiHu |l TUny - 3MiHn Wwoao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. 3mMiHn y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKLU|ii Ans
MeAMYHOr0o 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHNMU 3
SIKOCTi, AOKMIHIYHMMM, KiHIYHUMMN
JaHuMK Ta AaHuMK 3
hapmakoHarnsagy. 3mMiH1 BHeCeHo
B IHCTPYKLitO 415 MeANYHOro
3aCTOCyBaHHSA /iKapcbkoro 3acoby
00 po3ainy "rNo6iyHi peakuji”
LLLOA0 OCTATOYHOrO 3BiTY MPO
LOCAiIKEHHS
WO40324(FeDeriCa). BBefeHHs
3MiH NpOTArom 6 MicAuiB micns
3aTBEPAKEHHS
B npoueaypi 3miH 6yno0 HagaHo
OHOBJ/IEHUIA Ha niAcTasi
3aBepLUEHOr0 AOCNIMKEHHS
WO40324(FeDeriCa) NnaH
ynpasniHHa pu3nkamu Bepcis 3.0.
Pestome MYP Bepcis 3.0
nofaetbes. 3MiHu Il Tuny - 3MiHK
oAo 6esnekn/edpekTBHOCTI Ta
hapMakoHarnsay. 3miHn y
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
KOPOTKili XapakTepucTuLi
NiKapCbKOro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLUii ans
MeAMYHOrO 3aCTOCYBaHHS y
3B'AA3KY i3 HOBUMU JaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KiHIYHUMMN
JaHuMK Ta AaHumm 3
hapmakoHarnsgy. 3miH1 BHECEHO
B IHCTPYKLU|i0 415 MeAUYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby
00 po3gainy "MNo6iyHi peakuyji”
LLI0A0 4acTOoTK NOBIYHMX peakLiii y
navieHTiB, SiKi OTpUMyBann
NiKyBaHHA NepTy3yMabom,
TpacTy3ymaboMm B 6a30BuX
KNIHIYHWX JOCNIMKEeHHAX Ta nig
yac nicnisipeecTpaviiHoro
3aCToCyBaHHA. BBegeHHs 3MiH
npoTsArom 6 micsuis nicns
3aTBEPKEHHS
299. | ®UITPACTHU PO34UH ONS iH'EKLN ToBapucTBO Ykpaina BMPOGHMLITBO 13pains/ BHECEHHS 3MiH 10 peecTpavuiliHnX 3a peyenmom He UA/20634/01/01
M-BICTA a6o iHdysiii no 30 3 roToBOI NiKapcbKoi NuTBa martepianis: 3miHu | TUny - 3MiHK nionsieae
MH MO/0,5 mn; no 06MEXEHO dhopMK, NepBUHHA oo 6e3snekn/edhekTMBHOCTI Ta
0,5 mn (30 msiH MO) Bignosigasb Ta BTOPUHHA hapmakoHarnsagy. 3miHun y
y nonepesHL0 HicTo ynakoBka, KOHTPO/b KOPOTKili xapakTepucTuui
HarnoBHEHOMY "BYCT AKOCTI, BUNYCK cepil: NiKapcbKoro 3acoby, TEKCTi
wnpui, 3 PAPMA" TeBa MapKyBaHHSA Ta IHCTPYKLUIi 4515
NPUCTPOEM ANs dapmaveBTikan MeAMYHOro 3aCTOCyBaHHSA
6e3neyHoro IHpacTpis N14., reHepuyHuX/ribpuaHyx/6ionogioHn
BBe/leHHs; Nno 5 13painb; KOHTPOSb X Nnikapcbknx 3acobiB nicns
nonepeaHL0 akocTi: KOAB TeBa BHECEHHS TiEl camoi 3MiHM Ha
HarnoBHEHNX BanTikc, /lntBa pedepeHTHUI NpenapaT (3MiHa He
LUMpuLiB 3 noTpebye Hafi@aHHS XOAHNX HOBUX
NPUCTPOEM AN [00aTKOBUX AaHWX). 3MiHN
6e3neyHoro BHECEHO B iHCTPYKL0 415

BBE/IEHHS Y nauuj

MeM4HOro 3aCTOCyBaHHSA
niKkapcbKoro 3acoby B po3ainu:
"Oco6MBOCTI 3aCTOCYyBaHHA",
"MobiuHi peakyii” BigNOBIAHO A0

OHOB/EHOT iH(hopmaLii npo
MefMYHe 3aCTOCYBaHHs
pediepeHTHOro ikapcbkoro
3aco6y (Neupogen®). BBegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHSA
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
300. | ®UITTPACTU PO34UH ONst iH'EKLi ToBapucTBO Ykpaina BMPOOHULITBO 13pains/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom He UA/20634/01/02
M-BICTA abo iHdysii no 48 3 roTOBOI NiKapCbKOi NnuTtBa marepianis: 3miHu | Tuny - 3miHn nionsizae
mnH MO/0,8 mn; no obmexeHo chopmMu, NepBMHHA Loao 6e3nekn/edpeKTMBHOCTI Ta
0,8 mn (48 MsiH MO) Bignosigasib Ta BTOPUHHA hapMakoHarnsgy. 3miHum y
y nonepesHLo HiCTIO ynaKkoBka, KOHTPO/1b KOPOTKili XapakTepucTuL,i
HarnoBHEHOMY "BYCT AKOCTI, BUNYCK cepil: niKapcbKoro 3acoby, TEKCTi
wnpuui, 3 PAPMA" TeBa MapKyBaHHS Ta IHCTPYKLUii 4115
NPUCTPOEM A5 dapmauesTikan Me[MYHOr0 3aCTOCYBaHHS
6e3neyHoro IHpacTpis N14., reHepuyHuX/ribpuagHyx/6ionoaioHN
BBEJEHHS; N0 5 13painb; KOHTPO/b X nikapcbknx 3acobis nicns
nornepenHL0 sKkocTi: KOAB TeBa BHECEHHS TiEl caMoi 3MiHM Ha
HarnoBHEHNX BanTikc, NlutBa pechepeHTHWIA Npenapar (3miHa He
Lnpumuis 3 noTpebye Hafi@HHs XOAHNX HOBUX
NPUCTPOEM AN [04aTKOBUX AaHuX). 3MiHu
6e3neyHoro BHECEHO B iHCTPYKLit0 An1A
BBEJEHHS y nayuj MeAM4HOro 3aCTOCyBaHHSA
nikapcbKoro 3acoby B po3ginu:
"Oco6MBOCTI 3aCTOCYBaHHSA",
"Mo6iyHi peakuii" BignNoBigHO A0
OHOB/IEHOT iHdhopMaLii Mpo
MeAuyHe 3acTOCYBaHHsA
pedyepeHTHOro /ikapcbkoro
3acoby (Neupogen®). BBegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMAKEHHS
301. | ®IHNENCUH Tabnetku no 200 wmr, TOB «TeBa Ykpaina TOB TeBa Monbwa BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyernmom UA/6800/01/01
® no 10 TabneTok y YkpaiHa» OnepeiiwH3 MNonaHg, marepianis: 3miHu | Tuny - 3miHn
6nictepi; no 5 woao 6e3snekun/edpekTMBHOCTI Ta
6nicTtepis y kopobuj thapmakoHarnagy (iHwi 3MiHn) -
OHOB/IEHHS TEKCTY MapKyBaHHs
NepBUHHOI Ta BTOPUHHOT YNakoBOK
nikapcbkoro 3acoby. TepmiH
BBE/IeHHS 3MiH - MPOTArom 6
MiCsILiB MicNs 3aTBEpKEHHS
302. | ®IHNENCUH TabneTtkn TOB «TeBa Ykpaina TOB TeBa Monbwa BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/9848/01/01
® 200 NPONOHIroBaHoI Aji YkpaiHa» OnepeiiwH3 MonaHg, marepianis: 3miHu | Tuny - 3miHn
PETAP/[, no 200 wmr; no 10 oo 6e3snekun/edpekTMBHOCTI Ta
TabneTtok y 6rictepi; thapmakoHarnagy (iHwi 3miHm).
no 5 a6o 10, a6o 20 OHOBNEHHSA TEKCTY MapKyBaHHs
6nictepis y kopobuj NepBUHHOT Ta BTOPUHHOI YNakoBOK
NiKapcbKoro 3acoby. TepMiH
BBEJEHHSA 3MiH - NpOTArom 6
MicsLiB NiCNs 3aTBEPAYKEHHS.
303. | ®IHNEMNCUH Tabnetku TOB «TeBa YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH 0 peecTpaviliHnX 3a peyenmom UA/9848/01/02
® 400 NPOSIOHroBaHoiI Aji YkpaiHa» OnepeiiwH3 MNonaxg marepianis: 3miHu | Tuny - 3miHn
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
PETAP/[, no 400 wmr; no 10 oo 6e3snekun/edpekTMBHOCTI Ta
Tabnetok y 6nictepi; hapmakoHarnsgy (iHwi 3miHn).
no 5 a6o 10, a6o 20 OHOBJ1EHHA TEKCTY MapKyBaHHS
6nicTepiB y KopobLj NepBUHHOT Ta BTOPUHHOI YNakoBOK
nikapcbkoro 3acoby. TepmiH
BBEJIEHHSA 3MiH - NPOTAroM 6
MicALiB Nic/1a 3aTBEPAXKEHHS.
304. | ®IPYNIH Kancynu Teepai 3 TOB YkpaiHa KYCYM XENTXKEP IHAjs BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 peyenma UA/20188/01/01
10000 racTpopesnCTeHTHU "TNEQ®AP NBT NTA marepianis: 3MiHu | TUNY - 3MiHK 3
MU rpaHynamm no M naTa" siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
150 wmr, no 10 Cucrema
Kancyn y énictepi, KOHTeliHep/3aKyrnopoBabHuWi
no 2 aéo 10 3aci6. 3MiHa po3mipy ynakoBku
6nictepis y rOTOBOrO /liKkapCbKoro 3acoby (iHLwui
KapTOHHI ynakoBLi 3MiHW) - BHeceHHs JofaTkoBol
ynakosku y coopmi in bulk: Ne 3600
(10x360) kancyn: no 10 kancyn y
6nicTepi; no 360 6nictepis y
KapTOHHIA KOPOOGLLi, 3 BHECEHHSIM
BiANOBIAHMX 3MiH 40 p.
«YnakoBka» Ta p. «MapKyBaHHA»
MKSA N3
305. | ®IPYNIH Kancynu TBepai 3 TOB Ykpaina KYCYM XENTXKEP IHgis BHECEHHS 3MiH A0 peecTpauiiHnx - UA/21023/01/01
10000 racTpopesnCTeHTHU "TNEQ®PAP MNBT NTA marepianis: 3MiHu | TUNY - 3MiHK 3
MW rpaHynamu no MnaTa" AKocTi. FoToBUIA Nikapcbkuii 3aci6.
150 wmr; in bulk: Ne Cucrema
3600 (10x360) KOHTeliHep/3aKyrnopoBasbHuWi
Kancyn: no 10 3aci6. 3MiHa po3mipy ynakosku
Kancyny énictepi; rOTOBOrO NikapCbkoro 3acoby (iHLwi
no 360 6nicTepiB y 3MiHW) - BHeceHHs JofaTkoBoT
KapTOHHIA KOpooLi ynakosku y coopmi in bulk: Ne 3600
(10x360) kancyn: no 10 kancyny
6nicTepi; no 360 6nicTepis y
KapTOHHIA KOPOO6LLi, 3 BHECEHHSIM
Bi4MOBIAHMX 3MiH 40 p.
«YnakoBka» Ta p. «MapKyBaHHA»
MKSA N3
306. | PNAMIAE3 mMasb, Mo 20ry OPTAHOCMU OAE EHK 106 ETikans IHgis BHECEHHS 3MiH 0 peecTpaviliHnX 6e3 peyenma UA/1920/02/01
dITONNMOC KOHTeliHepi; no 1 H MpaiiBit MimiTes matepianis: 3miHu | TUNy - 3MiHK
KOHTeliHepy B nauui; | JTAMGCAEH Loao 6esnekn/edeKkTBHOCTI Ta
no20rabono40r CN3 (Ed chapmakoHarnsgy. BeegeHHs abo
y Ty6i; no 1 1y6i y 3ETI) 3MiHW [0 y3arasibHeHUX JaHuX Npo

KapTOHHI navui

cucTemy chapmakoHarnagy
(BBEAEHHS Y3arasIbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3MiHa YNOBHOBaXEHOI 0cobu,

BiANOBIA&/IbHOI 3a 34iICHEHHS

thapmakoHarnsay; KOHTakTHOl

ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YyNOBHOBaXeHO|
ocobwu, BignoBifasibHOI 3a
3[jiCHeHHs1 hapMakoHarisgy
(BK/KOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cucremu
thapmakoHarnagy). 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAgnoBiganbHOI 3a
thapmakoHarnag,

[itoua pepakuin: a-p Awy fiin
LLlapma. MponoHoBaHa pefakuis:
LLinHkapeHko Miogmuna HOpiiBHa.

3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigansLHoI 3a
hapmakoHarang,.

307.

PNAMIOE3®

TabneTku, BKpUTI
NNiBKOBOO
o060510HKot0, Mo 10
Tabnetok y 6nictepi;
no 1 a6o no 3, a6o
no 10 6nicTepiB y
KapTOHHIM navi

OPrAHOCU
H
NANSCAEH
CU3 (E®
3ETI)

OAE

EBepTomxeH Naiidh
CaeHcuns JlimiTes,
IHgin; Cara
NavidpcaeHcn3
NimiTep, IHAis

IHAis

BHECEHHS 3MiH 10 peecTpavuiliHnX
martepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edpeKkTBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3ara/ibHEHNX JaHuX npo
cuctemy chapmakoHarisgy
(BBEAEHHA y3araslbHeHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXKEHOI 0cobw,
BignoBiganbHOI 3a 34jACHEHHS!
hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiMiHHa Bif, yNOBHOBaXEHOI
ocobu, BignoBiganbHoI 3a
3[jiCHEHHs1 hapMakoHarnisay
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6M 3asBHUKA,

3a peuernmom

UA/7061/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BignoBigansbHoI 3a
hapmakoHarnsg.

[itoua pepakuis: g-p Awy fijin
Llapma. MponoHoBaHa pefakLis:
LLnHkapeHko Niogmuna KOpiisHa.

3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M 3as1BHYKA,
BiANOBIA&/IbHOI 3a
chapmakoHarang,

308.

DTAMIAE3®

TabneTtku, BKPUTI
NAiBKOBOIO
06010HKol0, in bulk:
no 2500 TabneTok y
naketax i3 honbru
a/1IOMiHIEBOT

OPIrAHOCU
H
NANSGCAEH
CU3 (Ed
3ET 1)

OAE

EBepTomkeH Nalidy
CaeHcuns Jlimiteq,
IHgjsa; Cara
NaiicpcaeHcn3
Nivite, IHaja

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo

3MiHW [0 y3arasibHEHNX JaHuX npo

cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy,
3MiHa yNOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a 3AiiCHEHHS
thapmakoHarnagy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA AN19 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BignoBigansLHoI 3a
3[jiicHeHHs hapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-chaiina cuctemm
thapmakoHarnagy). 3miHa
YNOBHOBaXEHOI 0CO6M 3as1BHYKA,
BiANOBIA&/IbHOI 3a
hapmakoHarnsg.

[Oitova pepakuis: a-p Awy fiin
LLlapma. MponoHoBaHa pefakuis:
LLinHkapeHko Siogmuna HOpiiBHa.

3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6Y 3asBHNIKa,
BiANOBIgaNbLHOT 3a
hapmakoHarnag,.

3a peyenmom

UA/7062/01/01

309.

DNYHAPABI
H-BICTA

MOPOLLIOK ANs
NPUroTyBaHHs
PO3UMHY AN iH'eKUili
abo iHdysin no 50
mr, 1 dpnakoH 3

ToBapucTtso
3
06MEXEHO
BiANOBiAa/Ib
HiCTHO

YkpaiHa

CingaH ®apma
C.P.JL.

PymyHist

BHECEHHS 3MiH A0 peecTpauiiHnx

martepianis: 3miHu | TUny - 3MiHK

Loao 6e3snekn/edpeKkTMBHOCTI Ta
hapMakoHarnsgy. 3miHn y
KOPOTKIlA XapaKTepucTuLl

3a peyenmom

He
nionsieae

UA/14389/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

NOPOLLKOM Y
KapTOHHI/ Kopoo6Li

«BYCT
DPAPMA»

NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKLU|ii Ans
MeAVYHOro 3acToCyBaHHSA
reHepuUHUX/ribpuaHnx/6ionoaibHM
X nikapcbkmx 3acobis nicns
BHECEHHS Ti€l camoi 3MiHN Ha
pechepeHTHMIA Npenapar (3miHa He
noTpebye Hafi@HHS XOAHNX HOBUX
[04aTKOBUX AaHWX). 3MiHN
BHECEHO A0 IHCTPYKUIT Ansa
Me[MYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"®apmakonoriyHi BnactneocTi”,
"Ocob6nuBi 3axoam 6esnekn”,
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHS
Ta gosun”, "4itn", "MobiuHi peakwii",
"HecymicHicTb" BigNoBigHO A0
iHchopmawii Lwoao meamyHoro
3acToCyBaHHA pedyepeHTHOro
nikapcbkoro 3acoby (Fludara 50
mg powder for solution for
injection or infusion). BBeaeHHsA
3MiH NPOTArom 6-Tn MicALiB nicns
3aTBEPAKEHHSA

310.

®PICTOM

TabneTtku, BKPUTI
NNiBKOBOIO
060/10HKOH Mo 30
mr; no 30 TabneTok
y NNacTUKoBOMY
KOHTeliHepi; no 1
KOHTEliHepy B naui

KYMN®EP
BIOTEX,
YAB

JInToBCcbka
Pecny6nika

[oHr-A CT Ko., Nita.

Pecny6nika
Kopes

BHECEHHS 3MiH [10 peecTpaviliHnx
mMarepianis: BUNpaB/eHHS
TEXHIYHOT NOMWJIKU, MOB’A3aHO 3
HEKOPEKTHNM NepeHeCceHHAM
iHchopmawii 3 maTepianis
BMPOGHUKA 10 METOAIB KOHTPOJIHO,
B po3gini «Cneyucpikauis» 3a
NOKa3HNKOM SIKOCTi «KisbKiCHUIA
BMICT». 3a3HayeHe BUNpaBeHHs
Bignosigae AokymeHTauil
BUPOGHMKA, Ska NpeacTaB/ieHa B
apXiBHUX MaTepianax

6e3 peyenma

UA/20643/01/01

311.

DPOBAMITP
AH

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOH0, M0 2,5
Mmr, no 2 abo 6
TabneTtok y 6nictepi,
1 6nictep y

MeHapiHi
IHTEepHeLLoH
an
OnepeiiwoH
c
Jlrokcembypr

Nokcembypr

BUPOGHMK, LLIO
BUKOHY€E
BMPOGHMLITBO
npenapary "in bulk",
KiHLleBe nakyBaHHS,
BUMYCK Cepiit:

ITanisa

BHECEHHSA 3MiH 10 peecTpavLintHnx
martepianis: 3miHu | TUny - 3MiHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHV BHECEHO B IHCTPYKLit0 A5
MeAM4HOro 3aCTOCYBaHHSA

3a peyenmom

He
nionsieae

UA/12524/01/01




Hassa

Popma surnycky

3asaBHuUK

312

n/n

JNliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

C.A.

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

312.

KapTOHHIA KOpooLi

A. MeHapiHi
MaHyhakTypiHr
JloricTikc eHp,
Cepsicec C.p.J1.,
ITanis; BUPOGHUK,
LLIO BUKOHYE

KOHTpOb cepiii: A.

MeHapiHi
MaHyhakTypiHr
NoricTikc eHp,
Cepsicec C.p.J1.,
ITania

niKapcbKoro 3acoby Ao po3ainis
"Oco6nMBOCTI 3acTOCyBaHHA" Ta
"Mo6iuHi peakyii" BigMOBIAHO A0
OHOBNEHOI iHthopMaLi Wwoao
6e3MeKkn 3aCTOCyBaHHS Ajtoyoi Ta
[OMNOMDKHOT PEYOBUHY 3
Bi4NOBIAHMMMN 3MiHAMM Y TEKCTI
MapKyBaHHA BTOPVMHHOT YNaKoBKM -
3MiHu |l Tuny - 3MiHn Wwoao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. 3mMiHn y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHNMU 3
SIKOCTi, AOKMIHIYHMMM, KiHIYHUMKN
JaHuMK Ta AaHuMK 3
thapmakoHarnagy - 3MiHM BHECEHO
B IHCTPYKLitO 415 MeANYHOro
3aCTOCyBaHHSA /iKapcbkoro 3acoby
[0 po3ginis
"apmakoTepanesTuyHa rpyna.
Kog ATX" (6e3 3miHu kogy ATX),
"apmakonoriyHi BnactnsocTi”,
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaatw”
(yTOUHeHHs iHchopmali) Ta
"Mo6ivHi peakuii, OHOBNEHO
iHchopmawito y MyHKTi 6 TekcTy
MapKyBaHHS NepBUHHOT yNakoBKu
Ta 'y NyHKTi 17 TeKCTy MapKyBaHHS
BTOPWHHOI YNakoBKu

XOHJPA-
CUNA®

Ma3b5%no30ry
Ty6i; no 1 Ty6i B
nadui 3 KapToHy

AT
"®dapmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu Il Tvny - 3miHn
3 aKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpO6GHMKa
BUWXiAHOr0/MPOMIXHOrO
npoayKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y
BMPOGHUYOMY npoueci AdPl, abo
3MiHa BUpPOGHMKa (BK/IOYatouu, ae
HeobXifHO, MicLe NpPoBeLEeHHs
KOHTPO/O SIKOCTi) AdI (3a

BifICYTHOCTI cepTudikara

6e3 peyenma

UA/6033/01/01




313

n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu sionycky

Peknamys
aHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

BiANOBIAHOCTI EBpONEeiChkili
hapmakonei y 3aTBepaKeHOMY
[ocbe)(BBEAEHHA HOBOTO
BUpo6HMKa A®PI 3 HagaHHAM
macTep-goaiina Ha Adl) -
BBefieHHs1 anlbTepHaTUBHOTO
BUPOGHMKa Ana APl XOHAPOITUHY
HaTpilo cynbdar 3 BigNoBigHNM
DMF HS Nutra Co., Ltd., China go
BXe 3aTBepA)KeHOro BUpobHuKa
A®I Bioberica, S.A.U., Spain.

313.

XOH[PA-
CUNA®
3IFPIBAIOYA

masb no 30 ry Ty6i;
no 1 1y6i B nayui 3
KapToHy

AT
"®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMaTtepianis: 3miHu Il Tuny - 3MiHK
3 aKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpOoGHMKa
BVXiZAHOr0/NPOMIXHOro
npoayKTy/peareHTy, WO
BUKOPVCTOBYHOTBCSH Y
BMpo6HUYOMY npoueci Adl, abo
3MiHa BMPOGHUKa (BKKOYatoun, ge
HeobxiaHO, MicLe NpoBeAeHHS
KOHTPONIO sKOCTi) AdI (3a
BiICYTHOCTI cepTucpikata
BiANOBIAHOCTI EBpONEeichbkil
thapmakonei y 3aTBepkeHoMy
[ocbe)(BBEAEHHA HOBOMO
BMpOGHUKa APl 3 HaAaHHAM
mMacTep-haiina Ha Adl).
BBefeHHs HOBOroO
afbTePHATUBHOIO BUPOGHMKa 4151
A®| XoHAPOITUHY HaTpilo cynbdat
HS Nutra Co., Ltd., China 3
BignosigHum DMF (3aTBepxeHi
BMpo6HUKKM: Yantai Dongcheng
Biochemicals Co., Ltd., China Ta
Bioiberica, S.A.U., Spain).

6e3 peyenma

UA/14163/01/01

314.

XOHAOPO®IE
KC

mMasb, 50 mr/rno 30 r
y Ty6i; no 1 Ty6i B
nauui 3 KapToHy

TOB
"TepHodhap
e

Ykpaina

TOB "TepHothapMm"

YkpaiHa

BHECEHHSA 3MiH 10 peecTpavLiiHnx
MaTtepianis: 3miHu | Tuny -
AIMIHICTpaTVBHI 3MiHN. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLst MPOBAKEHHS AisiNIbHOCTI
BMPOGHMKa (BK/IO4akouu, 3a
HeoObXiAHOCTI, MicLie NpoBeAeHHs
KOHTPOJIO SIKOCTi), 260 BiacHMKa
MacTep-haiina Ha A®l, abo

6e3 peyenma

UA/10741/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
nocravanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLW0
3a3HayYeHo Y JOCbE Ha Nikapcbkuii
3acib) 3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBpONEiChkili
hapmakonei y 3aTBepmKeHOMY
[ocbe, abo BUpOOHMKa HOBOT
[0NOMDKHOT PEYOBMHU (SIKLLLO
3a3HaYeHo y AOCkE) - 3MiHa
HaliMeHyBaHHS Ta agpecu
BUpPO6HMKa API XOHAPOITUHY
cynbgat, 6e3 hakTUYHOI 3MiHK
Micusi BUpOGHULTBA.
315. | LETNIO® TabneTku, BKPUTI OPTAHOCU OAE EBepTomxeH aiid IHAis BHECEHHS 3MiH 10 peecTpauitHux - UA/16176/01/01
NAiBKOBOIO H CaeHcus Nimiteq, marepianis: 3miHu | Tuny - 3miHn
060/10HKOI0, M0 5 Mr; | JIANDCAEH Loao 6e3nekn/edpeKTMBHOCTI Ta
in bulk: no 1000 Cn3 (E® hapmakoHarnagy. BeegeHHs a6o
Tabnetok y 3ET ) 3MiHW [0 y3arasibHEHNX JaHuX Npo
NoABINHMX

nosieTuIeHoBMX
naketax

cuctemy chapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a 3AiiCHEHHS
thapmakoHarnagy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA AN 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BignoBigansLHoI 3a
3[jiicCHeHHs hapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa
YNOBHOBaXEHOI 0CO6M 3as1BHYIKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnag. ditova pegakuis:
o-p Awy fiin Wapma.
MponoHoBaHa pegakuis:
LLinHkapeHko Siogmuna HOpiiBHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiZNoBigaNbLHOT 3a
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu sionycky | Peknamys Howmep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3as1BHUKa BUPOGHUKa aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
hapmakoHarnag,

316. | LETNO® TabneTkn, BKpUTI OPTAHOCU OAE EBepTomxkeH Navid IHAjs BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 peyenma UA/16177/01/01
NNiBKOBOO H CaeHcus Jliviteq, martepianis: 3miHu | TUny - 3MiHK
060/10HKOI0, N0 5 Mr; | JIJAMDCAEH woao 6e3snekun/edpekTMBHOCTI Ta
no 10 TabneTtok y Cn3 (Ed thapmakoHarnsgy. BeegeHHs abo
6nictepi; no 1 abo 3ETI) 3MiHW [0 y3ara/lbHeHUX JaHuX Npo

no 3 6nictepu y
KapTOHHIM nayui

cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX AaHWX
npo cucTemy chapmakoHarsfgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHHS
hapmMakoHarnsay; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHS
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifjMiHHa Bif, YNOBHOBaXEHO|
ocobwu, BignoBifasibHOI 3a
3[jiCHeHHs1 hapMakoHarisay
(BK/IOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnagy) - 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANOBIgaNLHOT 3a
hapmakoHarnag. ditova pegakuis:
a-p Awy fiin Wapma.
MponoHoBaHa pegakLiis:
LLinHkapeHko Miogmuna HOpiiBHa.
3MiHa KOHTaKTHMX AaHnX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigansLHoI 3a
dhapmMakoHariag

*y pa3i BHeCceHHs1 3MiH 00 iIHCMPYKYii Npo meduYyHe 3acmocyBaHHs

B.o. Haua/ILHKA

dapmMaleBTUYHOI0 YNPaB/IiHHSA Onekcanpap I'PIIIEHKO



ITEPEJIIK

AopaTtok 4

[0 Hakaly MiHicTepcTBa OXOPOHU
3popoB’a YkpaiHu «[po  pgepxaBHY
peecTpauito (nepepeecTpadito)
NiKapCbKnx 3aco6iB (mepunuHNX
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiliHux
MaTepianis»

Big 03 >xoBTHA 2025 poky Ne 1516

JIIKAPCBKHMX 3ACORIB, IKVM BIJIMOBJIEHO B JIEP)KABHIV PEECTPAIIIL, IIEPEPEECTPAIII ABO Y

BHECEHHI 3MIH /IO PEECTPAIJIMHNX MATEPIAJIIB

Ne Hassa dopma 3assBHUK KpaiHa Bupo6Huk KpaiHa riocmasa lMpoyedypa
n/n JNliKapcbKo20 BUMYCKY
3acoby

1. ME3AKAP® cycneHsis TOB Ykpaina TOB . 3acifaHHs i i ) ) )
opasnbHa, 100 "I'neacapm "TNEAGAPM YkpaiHa HTP Ne 33 BigmoButn y 3aT|3_epH)KeHH| - TexHiyHa nomunka (3rigHo Hakazy MOS3 Big 23.07.2015 Ne 4_160).:
mr/5 mn, no 100 nTa" NTA", Ykpaina; Bif BunpaBneHHa TexHi4HOI nomunkn B MKA N3, a came — BUNPaBNEHHs HasBu XpomarorpadivHoi
M Y hRaKOHI; TOB "KYCYM 11.09.2025 KOMTOHKM B yMOBax XpomarorpadyBaHHs 3a n. CynpoBigHi 4oMiwkn Ta KislbkicHe BU3Ha4YeHHS.
no 1 dpiakoHy 3 ®APM", YkpaiHa 3aTBepaKeHo
MipHUM 7.CynpoBifHi JOMILLIK/
CTaKaH41kom y YMOBUM XpomaTorpadyBaHHs
KapTOHHIN KonoHka: Nucleosil 100-10 CN, po3mipoM 250x4,6 MM, 3 pO3MipOM 4acTOK 5 MKM abo aHasorivHa;
ynakosul 8. KifibkicHe BU3HaYeHHS

YmoBu xpomartorpadyBaHHs

KonoHka: Nucleosil 100-10 CN, po3mipoM 250x4,6 MM, 3 pO3MipOM 4acTOK 5 MKM ab0 aHasorivHa;
3anponoHoBaHo

7.CynpoBigHi fOMILLKK

YmMoBM xpomatorpadyBaHHs

Kononka: Nucleosil 100-5 CN, po3mipom 250x4,6 MM, 3 pO3MipOM YacTOK 5 MKM ab0o aHanorivyHa;
8. KinbkicHe B13Ha4YeHHs

YmoBM xpomatorpadyBaHHs

Kononka: Nucleosil 100-5 CN, po3mipom 250x4,6 MM, 3 pO3MipOM YacTOK 5 MKM ab0 aHanorivyHa;

3anBneHa npolefypa BUNPaB/EHHA TEXHIYHOI MOMWKM Yy MeToAax KOHTPO/O SAKOCTi, a came —
BUNPaB/IEHHA Ha3BW XxpomaTorpachiyHoi KOMOHKM B ymOBax xpomartorpaddyBaHHs 3a n. CynpoBigHi
OOMiWwKmM Ta KinbKicHe BU3HaYeHHs, He peKOMeHAO0BaHa A0 3aTBEePAKEHHSA, OCKi/IbKM 3anponoHoBaHa
pefakLis TEXHIYHOI MOMW/IKM He BignoBigae apxiBHUM matepianam. Npu peecTpavii Ta BHECEHHI 3MiH
[o Cneuudpikauii/MeToAiB KOHTPOO SIKOCTI NiKapcbKoro 3acoby HasBa KOJIOHKM OGyna 3a3HaveHa
«Nucleosil 100-10 CN, po3mipom 250x4,6 MM, 3 pO3MipOM 4acTOK 5 MKM ab0 aHas1oriuHa»

B.o. Haua/ILHUKA

dapManeBTUYHOr0 yNpaB/liHHA

Onexkcanpap I'PIHEHKO
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