DopaTtok 1

po Haka3y MiHictepcTBa OXOpOHU
3popoB’s YkpaiHu «[po gepxaBHy
peecTpauilo (nepepeecTpalito)
nikapcbKnx 3acobiB (Megu4HNX
iMyHoGionoriyHux npenapariB) Ta
BHeCEeHHS 3MiH [0 peecTpauinHuX
MaTepianis»

Big 16 yepBHsa 2021 poky No 1225

NEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONON4YHUX NPENAPATIB), AKI BHOCATLCA OO
AEPXXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHA

Ne Hasea Popma eunycky 3asigHuK Kpaina Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Peknamys Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eidnycky aHHs1 peecmpayitiHo2o
n 3acoby ynakoeka) noceid4yeHHs
1. ANAHTOIH KpucTanivyHui ToBapwucTBoO 3 YkpaiHa MOHTAX IHgis peecTpauis Ha 5 pokis - He UA/18780/01/01
MOPOLLIOK (CyBCTaHLis) obmexeHoto KEMIKAN3 nidnszae
y NoABINHMX BigNoBiganbHi MBT.JITA. (Mpisat
nonieTMneHoBmnx CcTHO Nimiten)
naketax gns "®apmaueBTn
thapmaueBTUYHOroO YHa KOMMaHis
3aCTOCyBaHHS "3gopos’a"
2. BAPATOH® Tabnetku no 5 mr, TOB «KYCYM YkpaiHa TOB «KYCYM YkpaiHa peecTpauis Ha 5 pokiB 3a He UA/18781/01/01
Ne28 (14x2); Ne84 DAPM» SAPM» [MepiognyHicTb NogaHHA perynspHo peuenmom nionseae
(14x6) y bnictepax OHOBOBaHOrO 3BiTYy 3 6e3neku, BiANOBIAHO
0o MNopsagky 3aiicHeHHs dhapMakoHarnagy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340pPOB’s YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XopoHM 300poB'a YKpainn Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKaMM, 3a3HavYeHNMU y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
6e3neku
3. BAPATOH® Tabnetku no 10 mr, TOB «KYCYM YkpaiHa TOB «KYCYM YkpaiHa peecTpauis Ha 5 pokis 3a He UA/18781/01/02
Ne28 (14x2); Ne84 DAPM» SAPM» MepioanyHicTb NogaHHs perynsipHo peuernmom nionszae
(14x6) y 6nictepax OHOBOBAHOrO 3BiTYy 3 6e3neku, BiANOBIiAHO
oo MNopagky 3aifcHeHHs dhapMakoHarnagy,
3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHU 340pOB’s YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpOHM 340pOB'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTpOKaMW, 3a3HavYeHNMU y
nepiognYHOCTI NogaHHA perynsipHvX 3BiTiB 3
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IIponoBxenHs nonarka I

Ne Haszea Popma eunycky 3aseHuK Kpaina Bupob6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Peknamye Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
6esneku
4. ByniPon pO34uH ANns iHdysin, 4 MicTtpan AHrnia AITTAH IcnaHis peecTpauis Ha 5 pokis 3a He UA/18807/01/01
mr/mn no 100 mn y Kenitan OAPMACBLIOTIKA MepiognyHicTb NogaHHst perynsipHo peuenmom nidnsieae
KOHTelHepi B MeHemKMeHT N3, CA. OHOBIOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO
3axXMCHOMY nakeTi Jimiteq o MNopagky 3aiicHeHHsA dhapmMakoHarnagy,
3aTBepaKeHoro Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamMu, 3a3Ha4YeHnMm y
nepioANYHOCTI MOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku.
5. | BAP®EH® cycneHasisi oparnbHa, MpAT YkpaiHa BMPOBHMLTBO Icnanis peecTpauis Ha 5 pokis bes nidnszae UA/18783/01/01
EKCNPEC 200 mr/10 mn; no 10 "®apmaueBTu roToBOro [MepiognyHicTb NogaHHA perynspHo peuenma
mn y cawe, no 10 YHa ipma npoaykTy, OHOBOBaHOrO 3BiTYy 3 6e3neku, BiANOBIgHO
cawue y navui "OapHuug" KOHTpoOnb/TecTyBa o lMopsaaky 3aiicHeHHs dapmakoHarnsgy,
HHS1, BUNYCK cepil 3aTBepaKeHoro Hakasom MiHictepcTBa
roToBOro OXOPOHU 340POB’A YKpaiHu Big 27 rpygHs
NpoayKTy: 2006 poky Ne 898, 3apeecTpoBaHoro B
EOE®APM, C.J1., MiHicTepcTsi tocTuuii Ykpainum 29 ciuHs 2007
Icnanis; poky 3a Ne 73/13340 (y pegakuii Hakasy
KOHTpoOrnb/TecTyBa MiHicTepcTBa 0xopoHu 340poB'a YkpaiHu Bif
HHS Ta BUNYCK 26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
cepii rotToBOro 3riHO 3i CTPOKaMW, 3a3HaYEHUMU Y
NPOJYKTY: nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
OAPMANIOEP, besneku.
C.A,, IcnaHisi;
MikpobionoriyHmi
KOHTPOMb:
Biona6, C.J11.,
IcnaHis
6. IMYHOBEN® Kancynu; no 12 kancyn TOB YkpaiHa TOB YkpaiHa peecTpauis 5 pokis bes nionseae UA/18784/01/01
y bnicTepi, no 2 "®apmaueBTn "®apmaueBTnYHa [MepiognyHicTb NogaHHA perynspHo peuenma
onictepu B navui YHa KOMMaHis KOMNaHis OHOBIIOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO
"®apKoC" "®apKoC" oo MNopagky 3aiicHeHHs dhapMakoHarnagy,
3aTBepaKeHoro Hakaszom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y penakuii Hakasy
MiHicTepcTBa 0XOpoHM 340pOB'A YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTPOKaMu, 3a3Ha4YeHUMN y
nepiognYHOCTI NoAaHHA perynsipHUX 3BiTiB 3
Ge3neku.
7. KUCEHb ras y ctaneBux OEP>XABHE YkpaiHa OEPXXABHE YkpaiHa peecTpauis Ha 5 pokiB 3a He UA/18797/01/01
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IIponoBxenHs nonarka I

Ne Haszea Popma eunycky 3aseHuK Kpaina Bupob6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Peknamye Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
MEOWYHUN 6anoHax no 40 n manPnemc MmAarPMEMCTBO peuenmom nidnszae
rA3onoaisHUn TBO "HALIOHAJTbHA
"HALIIOHANb ATOMHA
HA ATOMHA EHEPIOreHEPY
EHEPIOreH HOYA KOMMAHIA
EPYIOYA "EHEPIOATOM"
KOMMAHIA
"EHEPIOATO
M
8. NIQOKCAH® NbOASIHUKK, 5 Mr/1 wmr; CaHpgos CrnoBeHis BUNYCK Cepin: CnoBeHisl/ peecTpauis Ha 5 pokiB bes nidnsieae UA/18785/01/01
MEQ onictep, Wo MicTUTb dapmacbloTika Jlex Benbrisa [MNepiognyHicTb NogaHHsA perynspHo peuenma
12 NboAsHKKIB; NO 2 n3 a.a. dapmaueBTMyHa OHOBOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO
6nictepu B KapTOHHIN KOMnaHiq a.4., o lMopsaaky 3aiicHeHHs dapmakoHarnsgy,
Kopobui CnoseHis; 3aTBepaAKeHOro Hakasom MiHicTepcTBa
BUPOGHMLTBO in OXOPOHU 340POB’A YKpaiHu Big 27 rpygHs
bulk, nepBuHHe Ta 2006 poky Ne 898, 3apeecTpoBaHoro B
BTOPUHHE MinicTepcTsi tocTudii Ykpainm 29 ciyna 2007
nakyBaHHs, poky 3a Ne 73/13340 (y pegakuii Hakasy
KOHTPOIb Cepili: MiHicTepcTBa 0XOpoHM 300poB'a YKpaiHn Big
JNabopaTopia 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
Keanicap HB 3rigHO 3i CTPOKaMW, 3a3HAYEHUMU Y
(Keanidap HB), nepioANYHOCTI MOAAHHSA PerynsapHuX 3BiTiB 3
Benbris 6esneku.
9. MAKMNEHEM 1000 | nopollok Ans po34yuHy Makneoac IHAgis Bpykc IHAgis peecTpauis Ha 5 pokis 3a He UA/18786/01/01
ans iH'ekuin no 1000 dapmacboTrK JlabopaTtopic MepiognyHicTb NogaHHA perynspHo peuenmom nidnseae
Mr o 1 donakoHy y anc Jlimiteq Nimiten OHOBOBaHOrO 3BiTYy 3 6e3neku, BiANOBIAHO
KapTOHHIN ynakoBLi o MNopsagky 3aifcHeHHs dhapMakoHarnagy,
3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHU 340pPOB’s YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTudii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpoHM 300pOB'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamu, 3a3Ha4YeHnMmn y
nepioanYHOCTI MOAAaHHA perynspHUX 3BiTiB 3
6esneku.
10. | MO3I®EP PO34uH ANs iH'eKuii, [eTepo 1a63 IHAgin leTepo 1a63 IHgis peecTpauis Ha 5 pokis 3a He UA/18787/01/01
20 mr/mn no 1,2 mn TNimiten Nimiten [MepiognyHicTb NogaHHsA perynspHo peuenmom nionsieae

(24 wr) y conakoHi; no
1 donakoHy y
KapTOHHI kopobui

OHOBJIOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO
oo MNopagky 3aiicHeHHs dhapMakoHarnagy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 3[40POB’A YKpaiHu Bif 27 rpyaHst
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y penakuii Hakasy
MiHicTepcTBa 0OXOpOHM 340pOB'A YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKamu, 3a3HaYeHnMm y




4 ITponosxenHs nmomarka 1
Ne Haszea Popma eunycky 3aseHuK Kpaina Bupob6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Peknamye Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
nepioANYHOCTI MOAAHHSA perynsapHuX 3BiTiB 3
6e3nekw.
11. | HA3OHOnN crnpew HasanbHWUi, TOB YkpaiHa TOB "Mikpodapm" YkpaiHa peecTpauis Ha 5 pokis bes nionsizae UA/18788/01/01
pPO34MH JO30BaHUM, 1 "Mikpocapm" [MepioguyHicTb NogaHHsA perynspHo peuenma
mr/mn, no 10 mny OHOBOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO
noniMmepHoMy nakoHi o MNopagky 3aiicHeHHsA dhapmMakoHarnagy,
3 posnuniosayem; no 1 3aTBepAkeHoro Hakasom MiHicTepcTea
hnakoHy B nauui 3 OXOPOHU 340POB’s YKpaiHu Big 27 rpygHs
KapToHY 2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa OXOpPOHU 300pOB'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKaMW, 3a3Ha4YeHnMmN y
nepiognYHOCTI NOAAHHA perynspHuX 3BiTiB 3
6esneku.
12. | NAPIKANBbUITON | po3uunH gns iH'ekuin 5 MicTtpan AHrnia dapmateH CA Ipeuis peecTpauis Ha 5 pokis 3a He UA/18806/01/01
-BICTA Mkr/mMn no 1 mn a6o no Kenitan MepiognyHicTb NogaHHst perynsipHo peuenmom nionsizae
2 mn B amnynax; no 5 MeHepXmeHT OHOBIOBAHOTO 3BIiTYy 3 6e3nekn, BiANOBIAHO
amnyn y KapTOHHIN Jimiten oo MNopsagky 3aicHeHHsA dhapMakoHarnagy,
navuj 3aTBepaKeHoro Hakasom MiHictepcTBa
OXOPOHU 340POB’A YKpainu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa 0XOpoHM 300pOB'A YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTPOKamu, 3a3Ha4YeHnMm y
nepioanYHOCTI MoAaHHA perynsipHuX 3BiTiB 3
6e3neku.
13. | PUSATPUNTAHY | nopotuok (cybcTaHuis) AMNOTEKC IHAis AMNOTEKC IHAais peecTpauis Ha 5 pokis - He UA/18789/01/01
BEH30AT y NOABIAHUX OAPMAKEM OAPMAKEM nidnsieae
nonieTMneHoBnx IHOIA MBT. IHOIA MNBT. NTA
naketax gns nTa
hapmaLeBTUHHOIO
3aCTOCYBaHHs!
14. | POHOUUT pO34MH oparnbHui, 100 yorPng Ipysia yoprPna TypeyunHa peecTpauis Ha 5 pokis 3a He UA/18790/01/01
mr/mn no 10 mn y MEONUNH MEOVNUNH INAY [MepiognyHicTb NogaHHsA perynspHo peuenmom nionsizae
dnakoHi; no 10 nTa CAH. BE TIDX. OHOBOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO
(hNaKoHiB y KApTOHHIl A.LL. o Mopsaaky 3aiicHeHHs dapmakoHarnsgy,

kopoobui

3aTBepaKeHoro Hakaszom MiHicTepcTBa
OXOPOHU 340pOB’s YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpOHM 300pOB'A YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTpOKaMM, 3a3HavYeHnMU y
nepiognNYHOCTI MOAaHHSA PerynspHuX 3BiTiB 3




5 ITponosxenHs nmomarka 1
Ne Haszea Popma eunycky 3aseHuK Kpaina Bupob6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Peknamye Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
6esneku
15. | CANIUUNOBA pPO34MH ons TOB "OKnN YkpaiHa TOB "[OKI YkpaiHa peecTpauis Ha 5 pokis bes nionszae UA/18791/01/01
KUCNOTA 30BHILUHLOIO "dapmaueBTn "®apmaueBTUYHa [MepiognyHicTb NogaHHA perynspHo peuenma
3aCTOCyBaHHS, yHa cabpuka" habpuka" OHOBIOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO
cnupToBui 2 %, no 25 o MNopagky 3aiicHeHHsA dhapmMakoHarnagy,
mn abo no 40 mn y 3aTBepaKeHoro Hakasom MiHicTepcTBa
hrnakoHax OXOPOHW 340POB’A YKpainu Big 27 rpyAHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamMu, 3a3Ha4YeHnMm y
NepioANYHOCTI MOAAHHS PErynsapHuX 3BiTiB 3
6e3nekw.
16. | CAHAKOM PO34UH ANS iH EKLN MpuBatHe YkpaiHa MpuBaTtHe YkpaiHa peecTpauis Ha 5 pokis 3a He UA/18792/01/01
10 mr/mn; no 1,5 mn B aKuioHepHe akuioHepHe [MepiognyHicTb NogaHHA perynspHo peuenmom nidnsieae
amnyni; no 5 amnyn y TOBapUCTBO TOBapUCTBO OHOBOBaHOrO 3BiTYy 3 6e3neku, BiANOBIAHO
6nicTepi, no 1 “Nekxim — “Ilekxim — Xapkis” o lMopsaaky 3aiicHeHHs dapmakoHarnsgy,
6nictepy B navui Xapkis” 3aTBepaKeHoro Hakasom MiHictepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTtepcTsi tocTuuii Ykpainm 29 ciynua 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XopoHM 300poB'a YKpainn Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKamu, 3a3Ha4YeHUMM y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
6e3neku.
17. | TIOKONXIKO3UA | nopoLuok (cybecTaHuis) TOB HB® YkpaiHa Ankem IHAgis peecTpauis Ha 5 pokis - He UA/18793/01/01
y nonieTnneHoBux "MIKPOXIM" IHTepHelweHan nionszae

naketax ans
(hapmaLeBTM4HOro
3aCTOCyBaHHs!

MpawnseT NimiTeq

B.o. leHepanbHOro aMpeKropa

OupekTopaTy dpapmaueBTUYHOro 3abe3neyeHHs

IBaH 3AIBOPHUX




