Honartok 1

A0 Haka3y MiHicTrepcTBa 0X0pOHH
3p0poB’sa Ykpainu «IIpo gep:xxaBHy
peecTpauiio (mepepeecrpaniio) JikapcbKux
3ac00iB (MeIUYHUX IMYHOOi0JIOrTYHMX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpauiiHuX MaTepiaaiB»

Bix 31 sxoBTHA 2024 poky Ne 1828

HEPEJIIK
3APEECTPOBAHUX JIIKAPCBKHUX 3ACOBIB (MEJUYHUX IMYHOBIOJIOI'TYHUX MTPEITAPATIB), AKI

BHOCSTBCS 1O JEPKABHOI'O PEECTPY JIKAPCHKUX 3ACOKBIB YKPATHU

Ne Hazea dopma eunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JliKapCcbKo20 (nikapcbka ¢hopma, 3asigHUKa eupobHuKa eidnycky aHHs1 peecmpayitiHo2o
3acoby ynakoeka) noceifd4yeHHs1
1. | BANbIMPECC TabneTkn, BKpUTI Mepokemi Kinp BMPOGHMLTBO rOTOBOrO Kinp peecTpauis Ha 5 pokis 3a He UA/20646/01/02
NniBKOBOIO nTa nikapcbkoro 3acooy, MepiognyHICTb NOAAHHSA perynspHo peuenmom nidnseae
obonoHkoto no 160 nepByHHE Ta BTOPUHHE OHOBINIOBAHOIO 3BiTY 3 6e3neky,
mr no 10 TabneTok y nakyBaHHSA, KOHTPOIb BignoBigHo o MNopaaky 34iNCHEHHS
6nictepi no 3 abo 9 AKOCTI, BUNYCK cepil: apmakoHarnsgy, 3aTBepaXeHoro
6nictepie B Mepokemi 1T} Haka3oM MiHicTepcTBa OXOPOHM 300POB’st
KapTOHHiIN kopobuui (UeHTtpansHun 3asog) , Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
Kinp 3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
nepBMHHE Ta BTOPUHHE Ykpainn 29 ciynsa 2007 poky 3a Ne
nakyBaHHS: 73/13340 (y pepakuii Haka3y MinicTepcTBa
Megokemi JIT[ (3aBog OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs
AZ), Kinp 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOoKamu, 3a3Ha4YeHUMN Y NePiOANYHOCTI
NoAAaHHS perynspHuX 3BiTiB 3 6e3neku.
2. | BANbMNPECC TabneTku, BKpUTI Mepokemi Kinp BUPOGHMLTBO rOTOBOrO Kinp peecTpauis Ha 5 pokis 3a He UA/20646/01/01
NniBKOBOIO nTa nikapcbkoro 3acooy, MepiognyHiCTb NOAAHHSA perynspHo peuenmom nidnseae
obornoHkoto no 80 mr nepBUHHE Ta BTOPUHHE OHOBIIOBAHOrO 3BITYy 3 6e3neku,
no 10 TabneTok y nakyBaHHS1, KOHTPOIb BignosigHo Ao MNopaaky 3AiNCHEHHS
6nictepi no 3 abo 9 AKOCTI, BUNYCK cepil: dapmakoHarnsay, 3aTBepaXeHoro
6nicTtepis B Mepokemi NTA Haka3oM MiHicTepcTBa OXOpPOHU 300POB’A
KapTOHHiIN kopobuui (UeHTpanbHuin 3ason), Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
Kinp 3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
nepBUHHE Ta BTOPUHHE Ykpainu 29 ciyHa 2007 poky 3a Ne
naKyBaHHS: 73/13340 (y pepakuii Haka3y MiHicTepcTBa
Mepokemi NTA (3aBog OXOPOHM 300p0B'A YkpaiHu Bif 26 BepecHs
AZ), Kinp 2016 poky Ne 996), cTaHOBWTb: 3riAHO 3i
CTpOKaMW, 3a3Ha4YE€HNMU Y NePioaNYHOCTI
NoJaHHs perynsipHuxX 3BiTiB 3 6e3neku.
3. | BIBIH TabneTtkn, BKpUTI dapmanesT Monbwa BUPOBHMLUTBO, NEPBUHHE Icnanis/ peecTpauis Ha 5 pokiB 3a He UA/20647/01/01
NniBKOBOK MYHUI 3aBOf, Ta BTOPVHHE NaKyBaHHS, IHAis peuenmom nionsieae
obornoHkoto no 3 mr+ | «MNONbPAP KOHTPOIb Ta BUMYCK MepioanyHicTb NogaHHA perynsipHo
0,03 mr no 28 MA» C.A. cepii nikapcbKkoro OHOBOBAHOTO 3BITYy 3 6e3neku,
TabneTok y 6nictepi 3acoby BignosigHo Ao MNopaaky 34iNCHEHHs




[IponoskeHHs noaarka |

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknamye Homep
n/n JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aionycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
(21 akTBHA JlabopaTtopioc JleoH hapmakoHarnagy, 3aTBepaKeHoro
TabneTka >XOBTOro ®apma C.A., IcnaHis Haka3oM MiHicTepcTBa OXOpPOHU 300POB’A
Konbopy Ta 7 Ykpainu Big 27 rpyaHst 2006 poky Ne 898,
TabneTtok nnauebo BTOPVHHE NaKyBaHHS: 3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
6inoro konbopy ), No MAHAHTIAJT IHTETPA, Ykpainu 29 ciyna 2007 poky 3a Ne
1 Gnictepy B C.J1., IcnaHis 73/13340 (y pepakuii Hakasy MiHicTepctBa
KapTOHHiIN kopobLi 3 BTOPUHHE MaKyBaHHS: OXOPOHU 380pOB'A YKpaiHu Big 26 BepecHs
TUKHEBUM ATOIC ®APMA, C.11., 2016 poky Ne 996), cTaHOBWTb: 3riAHO 3i
KaneHgapem- IcnaHia CTpOKamu, 3a3Ha4eHUMM y NepiognyHoCTi
CTiKepoM KOHTPO~b noAaHHs perynsipHux 3BiTiB 3 6eaneku.
mikpobionoriyHoT
YUCTOTU NikapcbKoro
3acoby:
JlabopaTtopio E4eBapHe,
C.A., IcnaHis
KoHTponb sikoCTi
nikapcbKoro 3acoby:
Yemo lHais
dopmyneviweH lMNpariBeT
Nimitea, IHaisa
4. | BIBIH MIHI TabneTkn, BKPUTI dapmanesT Monbwa BUPOBHMUTBO, NEPBUHHE Icnanis/ peecTpauis Ha 5 pokis 3a He UA/20648/01/01
NniBKOBOIO W4HWIA 3aBOg Ta BTOPUHHE NaKyBaHHS, IHais [MepiognyHiCTb NOAAHHSA perynspHo peuenmom nidnseae
060noHKoto, Mo 3 Mr «MNONb®AP KOHTPOSb Ta BUMYCK OHOBIOBAHOrO 3BITYy 3 6e3neku,
+ 0,02 mr, no 28 MA» C.A. cepii nikapcbkoro BignosigHo Ao MNopsaaky 34incHeHHN
Tabnetok y 6nictepi 3acoby dapmakoHarnagy, 3aTBepaKeHoro
(21 akTnBHA TNa6opaTopioc INeoH Haka3oM MiHicTepcTBa OXOPOHU 340POB’s
TabneTka poxeBoro ®apma C.A., IcnaHis Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
Konbopy Ta 7 BTOPWHHE MaKyBaHHS: 3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
TabneTok nnaue6o MAHAHTIAIN IHTETPA, Ykpainn 29 ciyna 2007 poky 3a Ne
6inoro konbopy), No C.N., IcnaHis 73/13340 (y pepakuii Haka3y MiHicTepcTBa
1 6nictepy B BTOPUHHE MaKyBaHHS: OXOPOHM 300pOB'A YkpaiHu Bif 26 BepecHs
KapTOHHiI kopobui ATIIC ®APMA, C.J1,, 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
IcnaHis CTpOKamWu, 3a3HavyeHVMM y NepiognyHoCTi
KOHTPOIb NoAAaHHS perynsapHux 3BiTiB 3 6e3neku.
MikpobionorivHoi
YUCTOTU NikapcbKoro
3acoby:
IlabopaTopio EueBapHe,
C.A., IcnaHist
KoHTponb sikocTi
nikapcbkoro 3acoby:
Yemo IHais
®opmyneniweH lMNpanseT
Nimiten, IHaia
5. | AEPTOUMUN cnpew 4ns poToBoi CninbHe YkpaiHa CninbHe ykpaiHCbKO- YkpaiHa peecTpauis Ha 5 pokiB be3 nidnsieae UA/20649/01/01
NOPOXHWHK 1,5 YKpaiHCbKO- icnaHcbke nignprMeMcTBO MepiognyHiCTb NOAaHHA perynspHo peuenma
mr/mn, no 30 mny icnaHcbke "Cnepko YkpaiHa" OHOBIOBAHOrO 3BITYy 3 6e3neku,
nonieTuneHoBoMy nignpvemMcTs NOBHWI LMKN BignoBigHo o MNMopaaky 34iNCHEHHS
KOHTelHepi 3 0 "Cnepko BYPOGHMLUTBA, BUMYCK dapmakoHarnagy, satsepaKeHoro




3 [TponoskeHHs qonatka |
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknamye Homep
n/n JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aionycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
KPULLIKOIO B YkpaiHa" cepii; KOHTPONb AKOCTI Haka3oM MiHicTepcTBa OXOPOHM 340POB’st
KOMMMEKTi 3 Ykpainu Big 27 rpyaxsa 2006 poky Ne 898,
NPUCTPOEM ANs 3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
PO3NUIOBAHHS Y Ykpainn 29 ciuynsa 2007 poky 3a Ne
naJui 3 KApTOHy 73/13340 (y penakuii Haka3y MinictepctBa
OXOPOHU 380pOoB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHUMN Y NEePIOANYHOCTI
nofaHHs perynsipHux 3BiTiB 3 6e3neku.
6. | ENINPOB PO34MH Ons iH'ekuin, TOB «b®K YkpaiHa K.T. Pomcapm KomnaHi PymyHis peecTpauis Ha 5 poki 3a He UA/20650/01/01
15 mr/1,5 mn, o 1,5 «CAINIOTAP C.P.N. MepiognyHiCTb NOAaHHA perynspHo peuenmom nidnseae
M B amnyni, no 3 IC» OHOBJOBAHOIO 3BiTy 3 6e3neku,
abo no 5 amnyny BignosigHo Ao MNopsaaky 34incHeHHN
KOHTYPHil apmakoHarnsgy, 3aTBepaXeHoro
YapyHKOBIMn Haka3oM MiHicTepcTBa OXOPOHM 300POB’st
ynakosui; no 1 Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
KOHTYPHil 3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
YapyHKOBIl ynakoBLj Ykpainm 29 ciyna 2007 poky 3a Ne
B KapTOHHIN nayui 73/13340 (y pepakuii Hakasy MiHicTepctBa
OXOPOHM 300p0B'A YkpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBWTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHUMN Y NepioANYHOCTI
NOoAAHHS perynspHuX 3BiTiB 3 6e3nekw.
7. | MYCKOMEAQ PO34MH ONst iH eKLiN, TOB YkpaiHa yoprng MEQUUMH TypeydnHa peecTpauis Ha 5 pokis 3a He UA/16594/02/01
4 mr/2 mn, no 2 mn B "YOPNA IJTAY CAH. BE TIXK. [MepiognyHiCTb NOAAHHSA perynspHo peuenmom nidnseae
amnyni; no 6 amnyn MEONLUNH" A.LL OHOBIIHOBAHOIO 3BIiTy 3 6e3neku,
B KOHTYPHIW BignosigHo Ao MNopaaky 3AiNCHEHHS
YapyHKOBIl dapmakoHarnsay, 3aTBepaXeHoro
ynakosLyj; o 1 Haka3oM MiHicTepcTBa OXOpPOHU 300POB’A
KOHTYPHIl Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
YapyHKOBII ynakoBLi 3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
B KapTOHHIN kopobui Ykpainu 29 ciyHa 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTB: 3rigHO 3i
CTpoKamu, 3a3Ha4YeHUMU Y NepiOANYHOCTI
nofaHHs perynsipHux 3BiTiB 3 6e3neku.
8. | ONIMECTAL TabneTkun, BKpUTI CTAOA HimeyunHa BWNYCK Cepii, KOHTPOIb HimeyunHa peecTpauis Ha 5 pokis 3a He UA/20652/01/01
TPIO NniBkOBOIO ApuHanmiTT cepil: /Cepbist MepioAnyHiCTb NOAAHHA perynspHo peuenmom nidnsizae
obonoHkoto no 20 enb Al CTALA ApuHanmitTens OHOBJIOBAHOIO 3BTy 3 6e3neku,
Mmr/5 mr/12.5 mr, no Al', HimeyunHa BignoBigHo o MNMopaaky 34iRCHEHHS
10 TabneTok y dapmakoHarnagy, 3aaTsepaKeHoro
6nictepi; no 3 BMPOGHMLTBO Haka3oM MiHicTepcTBa OXOpPOHU 300POB’SA
onictepu B Hepo3dacoBaHOro Ykpainu Big 27 rpyaHst 2006 poky Ne 898,

KapTOHHiIl kopobui

NpOAYKTY, NePBUHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPONb Cepiii:
"Xemodpapm" A,
Cepbis

3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciyHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTB: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHUMN Y NepPiOANYHOCTI
nofaHHsi perynsipHux 3eiTie 3 6e3neku.




[IponoskeHHs noaarka |

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknamye Homep
n/n JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aionycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
9. | ONIMECTA[L TabneTkn, BKpUTI CTAOA HimeuyunHa BUMYCK Cepii, KOHTPOIb HimeyuunHa/ peecTpauis Ha 5 poki 3a He UA/20652/01/02
TPIO NniBKOBOO ApuHanmitt cepil: Cepbist MepioanyHicTb NoAaHHA perynspHo peuenmom nidnsizae
obornoHkoto no 40 enb Al CTALA ApuHanmitTenb OHOBIOBAHOIO 3BIiTy 3 6e3neku,
mr/10 mr/12.5 mr, no Al', HimeyunHa BignoBigHo o MNMopaaky 34iNCHEHHS
10 TabneTok y apmakoHarnsgy, 3aTBepaxeHoro
6nictepi; no 3 BUPOBHMLUTBO Haka3oM MiHicTepcTBa OXOPOHM 340POB’st
Gnictepu B Hepo3adhacoBaHOro Ykpainu Big 27 rpyaHst 2006 poky Ne 898,
KapTOHHiI kopobui nNpoayKTy, NepBUHHE Ta 3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
BTOPWHHE MaKyBaHHS, Ykpainu 29 ciyHa 2007 poky 3a Ne
KOHTPOIb Cepint: 73/13340 (y pepakuii Hakasy MiHicTepctBa
"Xemodpapm" All, OXOPOHM 300pOB'A YKpaiHu Bif 26 BepecHs
Cepbis 2016 poky Ne 996), cTaHOBWTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepioANYHOCTI
NOAAHHS perynspHux 3BiTiB 3 6e3neku.
10. | TUKO3UAO PO34MH Anst iH'ekuin, TOB YkpaiHa yorng MEgUUMH TypeydnHa peecTpauis Ha 5 pokis 3a He UA/20653/01/01
4 Mr/2 Mnno 2 mMn B "yorPng INAY CAH. BE TIOXK. MepioanyHiCTb NogaHHSA perynsipHo peuenmom nionsieae
amnyni; no 6 amnyn MEONLUNH" A.L. OHOBIIOBAHOIO 3BIiTy 3 6e3neku,

Y KOHTYPHiW
YapyHKOBIn
ynakosui, no 1
KOHTYPHIN
YapyHKOBIl ynakoBLj
B KapTOHHIN kopobui

BignosigHo Ao MNopsaky 34incHeHHA
hapmakoHarnsigy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOpPOHU 300POB’A
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainu 29 ciyHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepctBa
OXOPOHU 300pOoB'A YKpaiHu Bif, 26 BepecHsA
2016 poky Ne 996), cTaHOBUTB: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHUMU Y NepioANYHOCTI
nofaHHs perynsipHux 3BiTie 3 6e3neku.

B.o. HayaIbHUKA
dapManeBTHYHOI0 YIIPABJIIHHA

Oaexkcanap I'PIHEHKO




