MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAITHA

HAKA3

Kuis

11 muctonazga 2020 Neo 2595

IIpo jaep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyHo0Oio/T0riYHMX MpenapaTiB) Ta BHeCeHHs 3MiH [I0 peecTpaljiiHUX MaTepiajiB

BignosiaHo fo crarti 9 3akoHy Ykpainu «I1po sikapchKi 3aco0u», YyHKTIB 5,
7, 10 Tlopsiaky [jep)kaBHOI peecTpariiii (mepepeecTpailii) JiiKapcbKuUX 3acobiB,
3aTBep/pKeHoro 1moctaHoBoro Kabinety MinicTpiB Ykpainu Bif 26 TpaBHs 2005 poKy
Ne 376 «Ilpo 3aTBepgkeHHs IlopsiiKy Jep)kaBHOI peecTpaliii (mepepeecTpaiiii)
mikapcbkMx — 3acobiB i po3mipiB  300py 3a iX Jep)kaBHY  peecTpariiro
(mepepeecTpaiiito)», ab3aiy ABaAISATL CbOMOTO IMAMYHKTY 12 MyHKTY 4 ITomoxeHHs
rnpo MIiHICTEPCTBO OXOpPOHM 3[0pOB’S YKpaiHW, 3aTBepKeHOro I10CTAaHOBO)
Kabinery MinicTpiB Ykpainu Big 25 6Gepe3nss 2015 poky Ne 267 (B pepakiiii
noctaHoBu Kabinety MiHicTpiB Ykpaiau Biz 24 ciuns 2020 poky Ne 90), Ha mifcTaBi
pe3y/IbTaTiB eKCIePTHU3M peecTpalfifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHOOio/lOTiuHMX ~ TIperapariB), 110 TIOflaHi Ha [Iep’KaBHY  peeCTpariifo
(mepepeecTpallito) Ta BHECEHHs 3MiH /0 peeCcTpaljiiHUX MaTepiasiB, MpOBeJeHUX
[ep>xaBHUM MiATIPUEMCTBOM  «[lep>KaBHUM eKCIIepTHUM 1ieHTp MiHicTepcTBa
OXOpOHHU 37I0pOB’S YKpaiHW», BHCHOBKIB 110710 eheKTUBHOCTi, Oe3reyHOCTi Ta
AKOCTI, WJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTh/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpaillii (mepepeecTpaiiii), 070
BHECEHHS 3MiH [0 peeCTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (rmepepeecTpariii) abo BHeCeHHsI 3MiH [I0 peeCTpalliiHUX MaTepiaiB

HAKA3YHO:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChbKMX 3aco0iB
YKpaiHud JfiKapchKi 3acobu (MeauuHi iMyHoOionoriuHi mperapaTv) 3rigHO 3
riepesikoM (JoAaTok 1).
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2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>kKaBHOT'O PeECTPY JiKapChbKUX 3aco0iB
YKpaiHM miKapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TipermapaTH) 3rifgHO 3
riepesikoM (JoAaTokK 2).

3. BHecTu 3MiHM [0 peecTpaliiHUX MarepiajiB Ta /lep)KaBHOTO peecTpy
miKapcbKux 3acobiB YKpaiHM Ha JKapchkKi 3acobu (MeauuHi imyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 MepesiikoM (JoAaTokK 3).

4. KoHTpo/Mb 3a BMKOHaHHSIM LIbOTO HakKa3y TMOK/JACTA Ha 3acCTyNHUKa

MiHicTpa O0OXOpOHU 370pOB’sS YKpalHW 3 TMTaHb €BPOMENCHKOI iHTerpariil
IBaienka I.A.

MiHicTp Makcum CTEITAHOB



Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

11.11.2020 Ne 2595

NMEPENIK

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOIN4YHUX NPEMNAPATIB), AKI BHOCATbLCA A0
AEP)XXABHOI'O PEECTPY /IIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6HuUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocBi04YeHHs
1. ABI30N IBITAB | Tabnetku, Wo HOBEN TypeyunHa Ho6en lnay CaHai Be TypeuunHa peecTpauist Ha 5 pokis 3a He UA/18410/01/02
[AVCNepryoTbes B INIAY CAHAI Timpkapet A.LL. MepiognyHicTb NOAAHHSA PErynsipHO peyenmom nionsizae
POTOBI NOPOXHWHI, BE OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
no 15 mr, no 7 TIOIXKAPET Mopsiaky 34iicHeHHs hapmakoHarnsgy,
Tabnetok y 6nictepi, A.LL. 3aTBEpXEHOro Haka3om MiHicTepcTBa
no 4 6nictepu B OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
KapTOHHIA ynakoBL,i 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii Ykpainn 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBWTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiognyHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.
2. ABI30N IBITAB | Tabnetku, Wo HOBEN TypeyunHa Ho6en lnay CaHai Be TypeuunHa peecTpadist Ha 5 pokis 3a He UA/18410/01/01
OMcnepryroTsca B INIAY CAHAI TipxapeTt A.LL. MepiognyHICTb NOAAHHSA PEryNsipHO peyenmom nionseae
POTOBI NOPOXHWHI, BE OHOBJIHOBAHOTO 3BIiTYy 3 6e3neku, BiANoBIAHO A0
no 10 mr, no 7 TIOXAPET Mopsagaky 3ailicHeHHs chapmakoHarnagy,
Tabnetok y 6nictepi, A.LL. 3aTBEPAKEHOr0 Haka3om MiHicTepcTea
no 4 6nictepu B OXOPOHU 340pOB’A YKpaiHu Big, 27 rpyaHs
KapTOHHIA ynakoBLi 2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuii Ykpainun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku.
3. A3NMAKC TabneTku, BKpUTI AypobiHao IHais Aypob6iHgo ®apma IHais peecTpaduis Ha 5 pokiB 3a He UA/18430/01/02
NNiBKOBOO dapma /114 Nimiten - FOHIT VII MepiognyHiCTb NOAAHHA PerynsipHo peyenmom nionsieae
060510HKO0, No 500 OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BigNOBIAHO A0
Mr, Mo 3 Tabnetkn y Mopsaky 34ificHeHHs hapmakoHarnagy,
6nictepi, no 1 3aTBepXeHoro Hakasom MiHicTepcTBa
6nictepy y OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
KapTOHHIA KopoobLi 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), CTaHOBUTL:
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocsBi0O4YeHHs
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku
4, A3NMAKC TabneTku, BKpUTI AypobiHao IHais Aypob6iHgo ®apma IHais peecTpaduis Ha 5 pokiB 3a He UA/18430/01/01
NNiBKOBOO dapwma /114 Nimiten - FOHIT VII MepiognyHiCTb NOAAHHA PerynsipHo peyenmom nionsieae
060/10HKOI0, No 250 OHOB/IIOBAHOrO 3BiTY 3 6e3neku, BigNoOBIAHO A0
Mr, Mo 3 Tabnetkn y Mopsaky 34ificHeHHs hapmakoHarnagy,
6nictepi, no 2 3aTBEpXeHoro Hakasom MiHicTepcTBa
6nictepu y OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
KapTOHHIA Kopoo6Li 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiil Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3HaYeHnMmn y
nepiogNYHOCTI NOAAHHA PeryssipHUX 3BiTiB 3
6e3nekn
5. AMBPIA PO3YMH A8 iH'EKUIN TOB YkpaiHa K.T. POM®APM PymyHist peecTpauist Ha 5 pokis 3a He UA/18431/01/01
50 mr/mn, no 2 mn B "®OPC- KOMMAHI C.P.N1 MepiognyHICTb NOJAHHA perynspHo peyenmom niosnsieae
amnyni, no 10 PAPMA OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
amnyn y KapTOHHil ANCTPUB Mopsiaky 34ificHeHHa hapmakoHarnsgy,
nauui HOLIH" 3aTBepxeHoro Hakasom MiHictepcTBa
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340pOB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HaYeHnMmn y
nepioANYHOCTI NOAAHHS PerysisipHUX 3BiTiB 3
6e3neku.
6. BOPHA MOPOLLIOK MpuBaTtHe YkpaiHa Cypxata Kemikanc IHAis peecTpauis Ha 5 pokis - He UA/18432/01/01
KACNOTA KpucTanivyHmi akujioHepHe nionsizae
(cybeTaHuis) y TOBapuCTBO
noABINRHMX hapmavesT
nonieTnIeHoBUX nyHa
naketax abo y thabpuka
noABiHMX «Biona»
nonieTnIeHoBUX
nakeTax, BMiLLeHnX
B 6apabaHu 3
nonieTunexy
BMCOKOT LLiNIbHOCTI
ans
chapmaLeBTU4YHOro
3aCTOCYBaHHSA
7. AOP3AMEA Kpanni O4Hi, PO34¥H, YOPNA TypeuunHa yopna MEANLIMH TypeuunHa peecTpauis Ha 5 pokis 3a He UA/18433/01/01
20 mr/mano 5 mny MEANLMH INAY CAH. BE TIXK. MepiognyHicTb NOAaHHA perynsipHo peyenmom nionsizae
doNakoHi- OPTAJIbMI A.LL. OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIAHO A0
KpanenbHuui; no 1 KC Mopsiaky 34iicHeHHs hapmakoHarnsagy,
chnakoHy- INAYNAPI 3aTBEpAXEHOro Hakasom MiHicTepcTBa
KpanenbHuLli B NTA. WTIL. OXOPOHU 3/10pPOB’A YKpaiHu Bifg 27 rpyaHs
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocsBi0O4YeHHs
KapTOHHI/ Kopoo6Li 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3ri4HO 3i CTpOKamu, 3a3HavYeHnMmn y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6esneku.
8. EPIAE3® TabneTku, Wo MpAT YkpaiHa KEHE®APM CA Ipeuis peecTpauist Ha 5 pokis 6e3 nionseae UA/18434/01/01
ancnepryoTbes y "dapmaLesT MepiognyHICTb NOAAHHS PerynsipHo peyenma
POTOBI NOPOXHWHI, M4yHa dhipma OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
no 5 mrno 10 "fapHuus” Mopsaaky 3aiicHeHHs chapmakoHarnagy,
Tabnetok y 6nictepi, 3aTBepxeHoro Hakasom MiHicTepcTea
no 1 6nictepy y OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
nauui 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3HaYEHNMU Y
nepioguYHOCTI MoJaHHSA perynsipHuX 3BiTiB 3
6e3neku
9. IBYNPO®EH TabneTku, BKPUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa peecTpadist Ha 5 pokis 6e3 nionsieae UA/18435/01/01
400 060/10HKO10, Mo 400 "TexHonor" MepioAnyHICTb NOAAHHS PEryNsipPHO peyenma
mr, no 10 TabneTok OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku, BifNOBIgHO [0
y 6nictepi, no 1, abo Mopsaaky 3ailicHeHHs chapmakoHarnsgy,
no 2,abono5 3aTBEpAKEeHOro Hakasom MiHicTepcTBa
6nicTepiB y nayuj 3 OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
KapToHY 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuns 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepioguyHOCTI NoJaHHA perynsipHux 3siTiB 3
6e3neku.
10. KANIKO DL- NopOoLLOK Op. Naynb | HimeuunHa [Op. Naynb JlomaHH HimeyunHa peecTpaduis Ha 5 pokis - He UA/18436/01/01
ACNAPTAT (cy6eTaHuis) y JNlomaHH M6X eHp Ko. KraA nionszae
FEMIFCIAPAT NoABINHNX M6X eHg
nonieTueHoBmx Ko. Kl'aA
naketax gns
chapmaLeBTU4YHOro
3aCTOCYBaHHSA
11. KYNEHTO rpaHynun 4 mr no 0,5 yYopPna TypeyunHa yopng MEANLUNH TypeuunHa peecTpauist Ha 5 pokis 3a He UA/18437/01/01
[ rpaHyn y catue; no MEANUVH ITAY CAH. BE TIXK. MepiognyHicTb NOAaHHA perynsipHo peyenmom nionsizae
28 cawey INAY CAH. A.LL. OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
KapTOHHI KOpooLi BE TIOXK. Mopsiaky 34iicHeHHs hapmakoHarnsagy,
A.LL. 3aTBEpAXEHOro Hakasom MiHicTepcTBa

OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocsBi0O4YeHHs
MiHicTepcTBa 0XOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3HaYeHnMmn y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6esneku.
12. NETPOJAEWN 2,5 | Tabnetku, BKpUTI AypobiHgo IHAisA Opxia dapma IHAis peecTpauif Ha 5 pokis 3a He UA/18438/01/01
NNiBKOBOO Papma /114 CniewwieniTis MlimiTes MepiognyHICTb NOJAHHA PerynsapHo peyenmom niosnsieae
060/10HKOI0, M0 2,5 OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOoBIAHO A0
Mr no 10 TabneTok, Mopsagaky 3aiicHeHHs chapmakoHarnagy,
BKPUTUX MNIBKOBOIO 3aTBEPAKEHOro HakasoM MiHicTepcTea
060/10HKOH, Y OXOPOHW 3,0POB’A YKpaiHu Bifg 27 rpyaHs
6nictepi; no 3 2006 poky Ne 898, 3apeecTpoBaHOro B
6nictepn y MiHicTepcTBi tocTuuiT Ykpainum 29 ciuHsa 2007
KapTOHHIA KopooLi poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTPOKaMW, 3a3Ha4YEHNMU Y
nepioguYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku
13. MAKCITPAH® PO34MH ANA iH'EKLN, TOB HB® YkpaiHa TOB HB® YkpaiHa peecTpauis Ha 5 pokis 3a He UA/18255/02/01
100 mr/manno 5mn B | "MIKPOXIM" "MIKPOXIM" MepioAnyHICTb NOAAHHS PEryNsipPHO peuyenmom nionsieae
amnynax, no 5 OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku, BifNOBIAHO [0
amnyn y kaceTiy Mopsiaky 34ificHeHHs hapmakoHarnsgy,
nadui 3 KapToHy abo 3aTBEpAKEeHOro Hakasom MiHicTepcTBa
no 5 mn B amnynax, OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyHs
no 5 amnyn y kaceri, 2006 poky Ne 898, 3apeecTpoBaHOro B
no 2 kaceTu y nauui MiHicTepcTBi locTuuii Ykpainm 29 ciuns 2007
3 KapTOHY poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepioguyHOCTI NoJaHHA perynsipHux 3siTiB 3
6e3neku.
14. MEAAKCOH JIK | nopoluok Ta Megokemi Kinp BUPOGHMLTBO B'eTHam/ peecTpauis Ha 5 pokis 3a He UA/18439/01/01
PO3YMHHUK AN nTa rOTOBOrO /1iKapCbKOro Kinp MepiognyHiCTb NOAAHHA perynspHo peyenmom nionszae

PO34nHYy A5 iH'EKUIl
1r; no 1 chnakoHy 3
nopoLukom Ta 1
amnysiow 3
PO3YNHHNKOM
(nipokaiH, po3unH
Ons iv'exuin, 10
mr/mn, no 3,5 mn B
amnyni) y 6nictepi;
no 1 6nictepy B
KapTOHHilA KOopoo6Li

3aco0y, nepeuHHe Ta
BTOPWHHE MaKyBaHHS:
Mepokemi (Pa lcT)
NTA., (AcenTik
LlechanocnopuH
daciniti), B'eTHam;
PO3YNHHWK:
BUPOGHMLTBO
rOTOBOrO /1iKapCbKOro
3aco0y, nepeuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/Ib AKOCTI
rOTOBOrO /1iKapCbKOro
3acoby:
Mepokemi N1TA
(AmMnybHUIA
IH ekUiiHniA 3aBog),

OHOBJ/IKOBAHOTO 3BiTYy 3 6e3neku, BiANoOBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3oMm MiHicTepcTBa

OXOPOHM 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOJaHHA perynsipHUX 3BiTiB 3
6e3neku.
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocsBi0O4YeHHs
Kinp;
BMPOBHMUTBO 3a
MOBHVM LVK/IOM:
Mepokemi 1TA (3aBog,
C), Kinp
15. MAHTOMNPA30 NOpPOLLOK TOB YkpaiHa HOHIOH KBIMIKO Icnanis peecTpauist Ha 5 pokis - He UA/18440/01/01
N HATPIIO (cy6eTaHuis) y "®APMEKC PAPMACBIOTIKA niosnsieae
CECKBITIAPAT | noaiiiHnx rePyn" C.A.
nonieTnIeHoBmX
nakeTtax gns
chapmaL,eBTU4YHOro
3acTocyBaHHs
16. PO3YBACTAT TabneTkn, BKpUTI MpAT Ykpaina MpAT YkpaiHa peecTpauis Ha 5 pokis 3a He UA/18441/01/01
NH-0APHULA NNiBKOBOIO "®apmaueBT "®apmaueBTnyHa MepiognyHICTb NOAAHHA perynspHo peyenmom nionsieae
060/10HKOH0, Mo 10 nyHa dhipma ipma "fapHuus” OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BignoBigHO A0
mr; no 10 Tabnetok "fapHuus” Mopsagaky 3ailicHeHHs chapmakoHarnagy,
Y KOHTYpHilA 3aTBEPKEHOro Haka3om MiHicTepcTea
YapyHKOBIN OXOPOHW 340POB’A YKpaiHu Bif 27 rpyaHs
ynakoBLi; no 3 ao 9 2006 poky Ne 898, 3apeecTpoBaHoro B
KOHTYPHUX MiHicTepcTsi tocTuLii YKpaiHu 29 ciuna 2007
YapyHKOBMX poky 3a Ne 73/13340 (y pefaxuii Hakasy
ynakoBOK B navi MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riiHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiogNYHOCTI NOAAHHA perynsipHUX 3BiTiB 3
6e3neku.
17. PO3YBACTAT TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa peecTpauis Ha 5 pokis 3a He UA/18441/01/02
NH-4APHULA NNiBKOBOO "®apmauesT "®apmaueBTnyHa MepiognyHICTb NOAAHHA perynspHo peyenmom nionsieae
06010HKOt0, N0 20 nyHa thipma ipma "AapHuua" OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BifNoOBIAHO [0
mr; no 10 TabneTok "NapHuus" Mopsagaky 3ailicHeHHs chapmakoHarnagy,
Y KOHTYpHili 3aTBepxeHoro Hakasom MiHicTepcTBa
YapyHKoBIli OXOPOHW 300POB’A YKpaiHu Big 27 rpyaHs
ynakoBLij; no 3 a6o 9 2006 poky Ne 898, 3apeecTpoBaHoOro B
KOHTYPHUX MiHicTepcTBi tocTuuiT Ykpainu 29 ciuHsa 2007
YapyHKOBMX poky 3a Ne 73/13340 (y pefaxuii Hakasy
yMakoBOK B Mayi MiHicTepcTBa 0OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HavYeHnMmn y
nepioguYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6esneku.
18. CUMBIA® Kancynu MpAT YkpaiHa BankaHndapma- Bonrapis peecTpauis Ha 5 pokis 3a He UA/18442/01/02
KMLLKOBOPO3UMHi "®apmauesT AynHunua AL MepiognyHicTb NOAaHHA perynsipHo peyenmom nionsizae
TBepAi, no 60 mr; no M4yHa dhipma OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
7 kancyn y 6nictepi, "fapHuus” Mopsaaky 3aiicHeHHs chapmakoHarnagy,

no 4 6nictepu B
nauui

3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3ifHO 3i CTpoKamu, 3a3Ha4YeHnMmn y
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocsBi0O4YeHHs
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6esneku.
19. CUMBIA® Kancynu MpAT YkpaiHa BankaHdapma- Bonrapis peecTpauif Ha 5 pokis 3a He UA/18442/01/01
KMLLKOBOPO3YUHi "®apmauesT AynHunua AL MepiognyHICTb NOJAHHA PerynsapHo peyenmom niosnsieae
TBepAi, no 30 mr; no M4yHa dhipma OHOB/IOBAHOrO 3BiTY 3 6€3neku, BiANOoBIAHO A0
7 kancyn y bnictepi, "fapHuus” Mopsaaky 3aiicHeHHs chapmakoHarnagy,
no 4 6nictepu B 3aTBEPAKEHOro Haka3oM MiHicTepcTea
nauui OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTPOKaMW, 3a3Ha4YEHNMU Y
nepioguYHOCTI MoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.
20. CINAEKC TabneTku, BKpUTI My6niuHe YkpaiHa OKEHE®APM CA Ipeuis peecTpauis Ha 5 pokis - He UA/18443/01/02
NNiBKOBOIO akuioHepHe MepioAnyHICTb NOAAHHS PEryNsipHO nionsieae
060n10HKo Mo 100 TOBap1CTBO OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku, BifNOBIAHO [0
mr; in bulk 1200 "HaykoBo- Mopsiaky 34ificHeHHs hapmakoHarnagy,
6nictepiB Nel abo BMPOGHNYMI 3aTBEpAKEeHOro Hakasom MiHicTepcTBa
Ne4 y KapTOHHUX LeHTp OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
Kopobkax "BopLuariscb 2006 poky Ne 898, 3apeecTpoBaHoOro B
KWt XiMiKo- MiHicTepcTBi tocTuuiil Ykpainm 29 ciuns 2007
hapmaueBT poky 3a Ne 73/13340 (y pefaxuii Hakasy
NYHWIA MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
3aBofg” 26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepioguyHOCTI NoJaHHA perynsipHux 3siTiB 3
6e3neku.
21. CINAEKC TabneTku, BKPUTI My6niyHe Ykpaina OKEHE®APM CA Ipeuis peecTpauis Ha 5 pokis - He UA/18443/01/01
nNiBKOBOIO akuioHepHe MepiognyHICTb NOAAHHSA PErynsipHo nionsieae
060/10HKOI0 Mo 50 TOBapuUCTBO OHOBJ/IKOBAHOTIO 3BiTYy 3 6e3neku, BiANoOBIAHO A0
mr; in bulk 1440 "HaykoBo- Mopsagaky 3ailicHeHHs chapmakoHarnagy,
6nictepis Nel abo BUPOGHNYNIA 3aTBEPIKEHOro Haka3om MiHicTepcTea
Ned y KapTOHHUX LeHTp OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
KOpoGkax "BopLuariscb 2006 poky Ne 898, 3apeecTpoBaHoOro B
KWiA ximiko- MiHicTepcTBi tocTuuii Ykpainum 29 ciuns 2007
thapmaueBT poky 3a Ne 73/13340 (y pefakuii Hakasy
NYHWIA MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
3aBsog" 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku.
22. CINAEKC TabneTkv XyBasbHi My6niyHe YkpaiHa DKEHE®APM CA Ipeuis peecTpauis Ha 5 pokis - He UA/18443/02/02
no 100 wmr; in bulk akuioHepHe MepiognyHICTb NOAAHHA PerynspHo nionsieae
1200 6nicTepis Nel TOBapuCTBO OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNoOBIAHO [0
a6o No4 y "HaykoBo- Mopsaaky 3ailicHeHHs chapmakoHarnagy,
KapTOHHVX KOPOGKax | BUPOGHMYKIA 3aTBEPXEHOro HakasoM MiHicTepcTea
LeHTp OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHs
"Bopuiariscb 2006 poky Ne 898, 3apeecTpoBaHOro B
KWiA Ximiko- MiHicTepcTBi locTuuil Ykpainum 29 ciuHs 2007
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocsBi0O4YeHHs
thapmaueBT poky 3a Ne 73/13340 (y pefakuii Hakasy
NYHWIA MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
3aBog" 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAaHHA perynspHUX 3BiTiB 3
6e3neku.
23. CINAEKC TabneTkv XyBasbHi My6niyHe Ykpaina OKEHE®APM CA Ipeuis peecTpaduis Ha 5 pokiB - He UA/18443/02/01
no 50 wmr; in bulk akuioHepHe MepioanyHiCTb NOAAHHA PerynsipHo nionsieae
1440 6nicTtepis Nel TOBapuUCTBO OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BigNOBIgHO A0
a6o Ne4 y "HaykoBo- Mopsagaky 3ailicHeHHs chapmakoHarnagy,
KapTOHHMX KOPOGKax | BUPOGHMUMIA 3aTBEPXEHOr0 HakasoM MiHicTepcTea
LeHTp OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
"BopLuariscb 2006 poky Ne 898, 3apeecTpoBaHOro B
KWiA ximiko- MiHicTepcTBi tocTuuiil Ykpainum 29 ciunsa 2007
hapmaueBT poky 3a Ne 73/13340 (y pefaxuii Hakasy
NYHWI MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
3asof” 26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3ri4HO 3i CTpOKamu, 3a3HaYeHnMmn y
nepiogNYHOCTI NOAAHHA PerysspHUX 3BiTiB 3
6e3neku.
24, CINAEKC TabneTkn XyBaslbHi My6niuHe YkpaiHa My6ni4He akuioHepHe YkpaiHa peecTpauist Ha 5 pokis 3a He UA/18444/01/01
no 50 mr, no 1 akuioHepHe TOBapucTBo "HaykoBo- MepiognyHICTb NOJAHHA PerynspHo peyenmom niosnsieae
Tabnetui y 6nictepi, TOBapuCTBO BUPOGHNUNIA LIEHTP OHOB/IIOBAHOrO 3BITY 3 6e3neku, BifNoBIAHO [0
no 1 6nictepy B "HaykoBo- "BopLuariBcbkuii Mopsiaky 34ificHeHH hapmakoHarnsgy,
naJui; no 4 BMPOGHUYNIA XiMiKo- 3aTBepKeHoro Hakasom MiHictepcTBa
Tabnetku y 6nictepi, LeHTp dhapmaLeBTUYHMIA OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHs
no 1 6nictepy B "Bopuiariscb 3asofa” 2006 poky Ne 898, 3apeecTpoBaHOro B
nauui KWiA Ximiko- (nakyBaHHs i3 hopmu MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
thapmavesT in bulk BUpo6HUKa poky 3a Ne 73/13340 (y pefakuii Hakasy
NYHWIA "Genepharm SA", MiHicTepcTBa OXOpOHM 340POB'A YKpaiHu Bif,
3aBog" peuis) 26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HaYeHnMmn y
nepioANYHOCTI NOAAHHS PeryssipHUX 3BiTiB 3
6e3neku.
25. CINAEKC TabneTkv XyBasbHi My6niuHe YkpaiHa My6niuHe akuioHepHe YkpaiHa peecTpauif Ha 5 pokis 3a He UA/18444/01/02
no 100 mr, no 1 akujioHepHe TOBapucTBO "HaykoBo- MepiognyHicTb NOAAHHSA PerynsipHO peyenmom nionsizae
Tabnetui y 6nictepi, TOBapuCTBO BMPOGHUYNIA LEHTP OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
no 1 6nictepy B "HaykoBo- "BopLyariBCbKuii Mopsiaky 34iicHeHHs hapmakoHarnsgy,
nauuj; no 4 BMPOGHUYNI Ximiko- 3aTBEpXEHOro Haka3oMm MiHicTepcTBa
Tabnetku y 6nictepi, LEeHTp hapmaLeBTUYHNI OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
no 1 6nictepy B "BopLuariscb 3asofa” 2006 poky Ne 898, 3apeecTpoBaHOro B
nauuj KW Ximiko- (nakyBaHHs i3 dhopmu MiHicTepcTBi tocTuii Ykpainn 29 ciunsa 2007
hapmaueBT in bulk Bupo6HUka poky 3a Ne 73/13340 (y pefaxuii Hakasy
NYHWIA "Genepharm SA", MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
3aBog" pevis) 26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepiognyHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.
26. TIKONIH® PO34UH A5 iH'EKLLN, TOB HB® Ykpaina TOB HB® YkpaiHa peecTpadist Ha 5 pokis 3a He UA/18445/01/01
125 mr/mn, no 4 mn "MIKPOXIM" "MIKPOXIM" MepiognyHiCTb NOAAHHA PerynsipHo peyenmom nionsizae

B amnynax, no 5
amnyn y kaceti y

OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO J0
MopsiaKy 3A4jiicHeHHs hapmakoHarnsay,
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocsBi0O4YeHHs
nautii 3 KapToHy, No 3aTBEPAXEHOro Hakasom MiHicTepcTea
4 mn B amnynax, no OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
5 amnyn y kacerTi; no 2006 poky Ne 898, 3apeecTpoBaHOro B
2 kaceTu y nauui 3 MiHicTepcTBi tocTuii Ykpainu 29 ciuHa 2007
KapToHy poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3ifiHO 3i CTpOKaMu, 3a3HaYeHNMHN y
nepioguYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.
27. TIKONIH® PO34UH A5 iH'EKLLN, TOB HB® Ykpaina TOB HB® YkpaiHa peecTpadist Ha 5 pokis 3a He UA/18445/01/02
250 mr/mn, no 4 mn "MIKPOXIM" "MIKPOXIM" MepiognyHiCTb NOAAHHA perynsipHo peyenmom nionsizae
B amnynax, no 5 OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku, BifNOBIAHO [0
amnyn y kaceTiy Mopsiaky 34ificHeHHs hapmakoHarnagy,
nauuj 3 KapToHy, No 3aTBEPXEHOro Haka3om MiHicTepcTea
4 mn B amnynax, no OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
5 amnyn y kacerTi; no 2006 poky Ne 898, 3apeecTpoBaHOro B
2 KaceTn y nauui 3 MiHicTepcTBi tocTuuii Ykpainm 29 ciuns 2007
KapToHy poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTpOKaMu, 3a3Ha4eHnMmn y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.
28. XEOEH3A Masb pekTasibHa, No AnbneH LLiBeiuapis BMPOGHUK, HimeyunHa peecTpauis Ha 5 pokis 6e3 niosnsieae UA/18330/01/01
20 ry Ty6i, no 1 Ty6i Papma Al BiNOBIAabHUIA 3a MepiognyHiCTb NOAAHHA perynspHo peyenma
pasom 3 BUNYCK cepii: OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BigNoBigHO A0
annikaTopom y [Op. M'yctaB KnsiiH Mopsaaky 3ailicHeHHs chapmakoHarnagy,
KapTOHHiA KOpO6L v6X & Ko. KT, 3aTBEPKEHOro Haka3om MiHicTepcTea
HimeuuunHa; OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
BMPOBHUK 2006 poky Ne 898, 3apeecTpoBaHoOro B
Hepo3acosaHoro MiHicTepcTsi tocTuLii YKpaiHu 29 ciuna 2007
NpPOAYKTY, NEPBUHHE poky 3a Ne 73/13340 (y pefaxuii Hakasy
Ta BTOPUHHE MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
nakyBaHHs, KOHTPO/1b 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
SAKOCTI: 3riHO 3i CTpOKamMu, 3a3HaYEHUMN Y
Mepu, ®apma M'm6X i nepiogNYHOCTI NOAAHHA perynsipHUX 3BiTiB 3
Ko. Klr'aA, HimeyumnHa 6esneku.

FeHepanbHUW gUpeKTop

AnpekToparty thapmaueBTUYHOro 3a6e3neyeHHs

0.0. Komapiga




Jopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

11.11.2020 Ne 2595

NMEPENIK
NMEPEPEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIONOTTYHUX MNPEMAPATIB), AKI
BHOCATBLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
1. AKNACTA pO3uunH ANns iHdysi, 5 HosapTic  |lUBeliyapis | BMPOGHMLTBO 3a MOBHUM | LUBeiuapis/ MepepeecTpauis Ha HeOGMeXeHWIA 3a He UA/4099/01/01
Mr/100 mn; no 100 mn dapmva Al LIMK/IOM: ABCTpis TEPMIH. peyenmom nionsieae
y thnakoHi; no 1 HosaprTic ®apma LUTeliH MepiognyHICTb NOAAHHA PerynspHoO
chnakoHy B KOpoo6Lji 3 Ar, LLiseliuapis; OHOB/THOBAHOIO 3BITY 3 6e3nekwu,
KapTOHY BUPOBHULTBO, NEPBUHHE BiANOBIAHO A0 MopsAaKy 34iACHEHHS
nakyBaHHs: hapmakoHarnsgy, 3aTBepikeHoro
®peseHiyc Kabi ABcTpist Haka3om MiHicTepcTBa OXOPOHHU
'M6x, ABCTpIs; 3[0p0B’A YKpaiHu Big 27 rpyaHsa 2006
KOHTPOb SKOCTi 3a poky Ne 898, 3apeecTpoBaHoOro B
NoKa3HUKOM MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
"BakTepianbHi 2007 poky 3a Ne 73/13340 (y pepaxuii
€HAO0TOKCUHN': Haka3y MiHicTepcTBa OXOPOHM 3[,0POB'A
®peseHiyc Kabi ABcTpis Ykpainu Big 26 BepecHs 2016 poky Ne
'M6X, ABCTpist; 996), CTaHOBUTbL: 3riHO 3i CTPOKamMMu,
KOHTPO/b AKOCTI 3a 3a3Ha4YeHUMM Y NepioguyYHOCTI NojaHHA
NoKa3HUKOM perynspHux 3BiTiB 3 6e3neku.
"CTepubHICTb":
ATEC 'm6X IMEL,
ABCTpisi
2. AMIOAAPOHY KpucTanivyHmi My6niyHe Ykpaina XKesHr XeHrkaHr KnTaii nepepeecTpaLisi Ha HeoB6MeXeHwi - He UA/15024/01/01
FIAPOXNMOPUA | nopowok (cybcTaHuis) akKujioHepHe dapmac'totikan Ko., /T4, TEPMiH nionsi2ae
y NoABIAHUX TOBapUCTBO
nonieTuneHoBmx "HaykoBo-
naketax gs BMPOGHUUNI
dhapmavneBTU4HOTO LieHTp
3aCTOCyBaHHA "BopLuariscb
Knii XiMiko-
thapmaueBT
NYHWIA
3asof”
3. AHA®PAHIN® TabneTkn, BKpUTI HoBapTic | LUBeliyapis Brpo6HMLTBO 3a ITanis MepepeecTpauis Ha HeOBMEXEeHWIA 3a He UA/3484/01/01
060/10HKO0, N0 25 Mr dapmva Al NOBHWUM LMK/IOM: TEPMiH. peyenmom nionsieae
no 10 TabneTtok y HoBaprtic ®apma C.n.A,, MepiognyHICTb NOAAHHA perynspHo
6nicTepi; no 3 ITanis; OHOBJ/IHOBAHOIO 3BITYy 3 6e3neku,
6nictepu B kOpoo6L;i 3 MepBnHHE Ta BTOPVHHE BiANOBIAHO A0 MopsaKy 3AiACHEHHS
KapToHY nakyBaHHs: hapmakoHarnsgy, 3aTBepaxeHoro
Micpapm C.n.A., ITanisa Haka3zom MiHicTepcTBa OXOPOHU
3[,0p0B’s YKpaiHu Big 27 rpyaHsa 2006
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3aCTOCYBaHHSA AOMNOMDKHUX PEYOBUH.
MepiognyHICTb NOAAHHSA PerynsipHoO
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiZiNOBIAHO A0 MOPsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTsepiKeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
370p0B’A YKpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULi YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 3[0POB'S
YKpainu Big 26 BepecHsi 2016 poky Ne

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 3[,0POB'A
YkpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMM,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
4, BOPAKCAH nopoLuUok (cybcTaHLis) My6niuHe YkpaiHa My6niuHe akuioHepHe YkpaiHa MepepeecTpauis Ha Heo6MeHUIA TEPMIH - He UA/15093/01/01
B nnsawkax 3 NET® akuioHepHe TOBapuCTBO "HaykoBo- niossieae
ans TOBapWCTBO BUPOGHWUNIA LIEHTP
dhapmaLeBTUYHOrO "HaykoBo- "BopLuariBcbkuii XiMiko-
3acToCyBaHHS BMPOGHUYUIA thapmaueBTUYHWI
LeHTp 3asof”
"Bopuiariscb
KNI Ximiko-
hapmauesT
NYHUIA
3aBofa”
5. BANMUUK TabneTku, BKpUTI dapmacaiiH Kanaga dapmacaiiHc IHK. Kanaga MepepeecTpalis Ha HeobMeXeHw 3a He UA/11259/01/01
060/10HKO10, Mo 500 mMr C IHK. TEPMIH. peuyenmom nidnsieae
no 42 TabneTtkn 'y MepiognyHiCTb NOAAHHA perynsipHo
dnakoHi; no 10 OHOB/IIOBAHOrO 3BITY 3 6e3neku,
TabneTtok y 6nictepi; BiANOBIAHO A0 MNopsaaKy 34iNCHEHHS
no 1 6nictepy B thapmakoHarnsgy, 3aTBepAkeHoro
KapTOHHi KopobLyi Haka3oMm MiHicTepcTBa OXOPOHU
34,0p0B’s YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuna
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'S
Ykpaiuu Big, 26 BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKaMMu,
3a3HavYeHMK y NepiognyHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neKu.
FIOKCN30H Masb no 15 r y Ty6i; no MAT YkpaiHa MAT "Ximdhapm3aBog, YkpaiHa MepepeecTpauis Ha HeOGMeXeHWA 3a He UA/14979/01/01
1 1y6i y nauui 3 "Ximchapmsa "UepBoHa 3ipka" TepMiH. OHOBJ/IEHO iHhopMaLiito y peyenmom niossieae
KapTOHY BOJ, po3gini "OcobnuBi 3axoan 6e3nekn”
"YepBoHa IHCTPYKL|i 415 MeAUYHOrO 3acTOCyBaHHS
3ipka” nikapcbKoro 3acoby Loao 6e3neku




Ne
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n/n

Hassa

3acoby

NliKapcbKo20

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayiliHo2o

996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.

nocBi0OYeHHs

03
KPAME/BbKA

JONrT®

Kpansni opabHi,
po3unH 4000 MO/mn;
no 10 mA y doiakoHi-
KpanesibHuuj, no 1
hnakoHy-KpanesibHULL
B KOPOOUi

TOB «TeBa
YKpaiHa»

YKpaiHa

TOB Tea OnepeiiH3
MonaHg

MonbLa

MepepeecTpauis Ha HeOBMEXeHWIA
TepmiH. OHOB/IEHO iHhopMmaLLito B
IHCTPYKLUIiT 415 MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginax
"apmakonorivyHi BnactuBocTi"
(monoBHeHHs iHdhopmalLiii),
"MpoTmnokasaHHA", "B3aemopis 3
iHLWMMK niKapcbKMK 3acobamu Ta iHLWi
BMAW B3aemogii”, "OcobnmsocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs
Ta 031" (YTOYHEeHHs iHchopmai),
"Mepepo3yBaHHA", "M0GIYHI peakuii”
BiANoOBiAHO 40 OHOB/EHOT iH(hopmaLlii 3
6e3nekn 3acTOCyBaHHS Ajto4oi
pPeyoBUHN.
MepiognyHICTL NOAAHHA PerysispHoO
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3atsepiKeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
340pO0B’A YKpaiuu Bif 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHW 3[10POB'A
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKamMM,
3a3Ha4yeHUMM Y NepiognUYHOCTI NoJaHHsA
perynsipHux 3BiTiB 3 6e3neKku.

3a
peyenmom

He
nionsieae

UA/14871/01/01

FPCbKA
COCHA

PO34MH HaLLKipHWIA, N0
100 mn a6o 250 mn,
a6o 500 mn, a6o 1000
M/1Yy NOJIieTUNEHOBI
nasawui; no 1 nnsawui 'y
KapTOHHi KopobLyi

[p. Taiicc
HatypsapeH
6X

HimeuunHa

[p. Taiicc HaTypBapeH
M6X

HimeuunHa

MepepeecTpauis Ha HEOOMEXEHNIA
TEPMIH.
OHOB/IEHO iHGhopMaLlito y po3ainax
"MpoTmnokasaHHsa", "Ocob6aMBOCTI
3acTocyBaHHSA", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rofyBaHHs
rpyaae(yTouHeHHs iHdhopmauii),
"Cnoci6 3acTocyBaHHA Ta
[031"(YTOUYHEHHS iHdhopmaLiT),
"Mepepo3yBaHHA", "T06IYHI peakuii”
IHCTPYKLi 4151 MeAUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby BifnoBigHO A0
OHOB/EHOT iH(hopMaLii LWoao 6e3nekn
3aCTOCYBaHHS fil0UNX PEYOBUH.
MepiofnyHICTb NOAAHHS pPerynsipHo
OHOB/THOBAHOrO 3BITY 3 Ge3nekwu,
BiANOBIAHO A0 MopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepaAXeHoro
Haka3om MiHIiCTepcTBa OXOPOHU

340pOB’s YKpaiHu Big 27 rpyaHs 2006

100 mn —
6e3
peuyenma;
250 mn, 500
m/1, 1000 mn
—3a
peyenmom

100 mn —
nionseae;
250 mn,
500 mn,
1000 mn —
He
nidnsieae

UA/10820/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 3[,0POB'A
YkpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMM,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
9. AONTIT® KPEM | kpem, 50 mr/rno 20 r [Jonoprit HimeuunHa BMPOGHMLITBO HimeuunHa MepepeecTpauis Ha HeobMeXeHuiA 6e3 nionsizae UA/4117/01/01
abo 50T, a6o 100y v6X i Ko. Hepo3acoBaHol TEpMiH. peyenma
Ty6i; no 1 1y6i B KIr npoaykLii, NnepBrHHe Ta BHeceHO OHOBMEHyY iHhopmaLito B
KapTOHHI Kopo6Lyi BTOPVHHE NakKyBaHHS, IHCTpYyKUil0 AN MeAUyYHOro
KOHTPO/b Cepii, BUMYyCK 3aCTOCYBaHHSA liKapCbKoro 3acoby Ao
cepil: po3ginis "MpoTunokasaHHA",
[Lonoprit I'm6X i Ko. KI, "Oco61MBOCTI 3aCTOCYyBaHHA",
HimeyunHa,; "3acTocyBaHHs y nepio BariTHocTi abo
BUPOGHMLITBO roayBaHHs rpyanro” (40NoBHEHO
Hepo3chacoBaHol iHchopmauiieto 3 6esnekn), "MobGiyHi
npoaykuii, NnepBvHHe Ta peakui™ BignoBigHO [0 OHOB/IEHOT
BTOPVHHE NaKyBaHHS: iHbopmawii 3 6e3nekn 3acTocyBaHHs
[p. Taiicc HaTypBapeH niKkapcbKoro 3acoby, sika 3a3HaveHa B
M6X, HimeuunHa; marepianax peecTpauiiHoro JocChbeE.
nepBUHHE Ta BTOPUHHE MepiofnyHICTb NOAAHHS PerynsipHo
nakyBaHHs1, KOHTPO/1b OHOB/IIOBAHOrO 3BIiTY 3 6e3NeKu,
cepit: BiANOBIAHO A0 MopsAaKy 34iACHEHHS
[Op. Taiicc HaTtypBapeH thapmakoHarnsgy, 3aTBepaXeHoro
'mM6X, HimeuunHa; Haka3om MiHiCTepcTBa OXOPOHMW
KOHTPO/b cepii: 3[,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
'BA ®apma M'mbX, poky Ne 898, 3apeecTpoBaHoOro B
HimeuunHa MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
KOHTPO/b cepii 2007 poky 3a Ne 73/13340 (y pepaxuii
(mikpob6ionoriyHi Haka3y MiHicTepcTBa OXOPOHU 340pPOB's
BUNPOOYBaHHS): Ykpainu Big 26 BepecHs 2016 poky Ne
BAB IHCTUTYT ririeHn 996), CTaHOBUTbL: 3riHO 3i CTPOKaMMu,
Ta 3abe3neyveHHs SKoCTi 3a3HavYeHMU y NepiogNYHOCTI NoJaHHSA
mM6X, HimeuunHa perynspHux 3BiTiB 3 6e3neku.
KOHTPO/b cepii
(mikpob6ionoriyHi
BMNPOOYBaHHSA):
Mikpobionori Kpemep
'm6X, HimeuynHa
10. AYOBIT® TabneTkn, BKPUTI KPKA, a.4., | CnoseHis Bupo6HmuTBO “in bulk", CnoBeHis MepepeecTpauis Ha HEOOMEXeHNIA 6e3 nidnsieae UA/4077/01/01
060/10HKOI0, KOMOI- HoBo mecTo nepBUHHE NaKyBaHHS, TepMmiH. BHeceHO oHoBNEHY iHdhopMaLiito peyenma

ynakoska: 5 Tabnetok
4epPBOHOro KO/IbOpY +
5 Tabnetok
61aKUTHOTO KONbOopy Y
6nicTepi; no 4 abo 6,
abo 8 6nicTepiB y
KapTOHHI Kopo6bLyi

BTOPVHHE NaKyBaHHS,
KOHTPO/b Cepii:
KPKA, a.4., HoBo mecTo,
CnoseHis;
KoHTposib Ta BUnyck
cepit:

KPKA, a.4., HoBo mecTo,
CrnoBeHis;
KoHTposb cepii:

B IHCTPYKLjt0 4719 MeANYHOro
3acToCyBaHHS Nikapcbkoro 3acoby Ao
po3ginis "MpoTunokasaHHA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar” (YTOUHEHHS),
"Cnocib 3acTtocyBaHHs Ta go3un"
(yTouHeHHs), "AiTn" (3aTBEpLKEHO:
"[lyoBiT® 3aCTOCOBYBaTU AiTAM BIKOM Bif
10 pokis". 3anponoHoBaHo: "He
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

KPKA, a.4., HoBo mecTo,
CnoseHis;
HN30X (HaujoHanbHi
nabopartopis 3a 34pas'e,
OKOJIE IH XpaHo),
CnoBeHis

3acTocoByBatu g4itam"), "IMo6iuHi
peaxui” BignoBigHO [0 OHOB/EHOT
iHchopmawii 3 6e3nekn girunx peyoBuH
nikapcbKoro 3acoby, fka 3a3HaveHa B
mMarepiasiax peecTpaLiiHoro 10cChbeE.
MepiognyHICTb NOAAHHA PerynsipHO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKy 3A4iNCHEHHS
hapmakoHarnsgy, 3aTBepakeHoro
Haka3oMm MiHicTepcTBa OXOPOHHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKamMMu,
3a3Ha4YeHUMM Y NepioguYHOCTI NogaHHA
perynsipHux 3BiTiB 3 6e3MeKu.

11.

EHTEPOXXEPMI
HA® ®OPTE

cycneHsis opanbHa; Ne
10; Ne 20 (10x2): no 5
M1y doiakoHi; no 10
hnakoHiB, 3'€fHaHNX
MiK CO60I0
nonieTVNeHoBo
nepemMmnuKoto, y KacerTi;
no 1 a6o 2 kacetn B
KapTOHHI Kopo6Lyi

TOB
"CaHodpi-
ABeHTIC
YkpaiHa"

YKpaiHa

CaHodpi C.n.A.

ITanis

MepepeecTpaLisi Ha HEOBMEXEHWIA
TepMiH. OHOBNEHO iHdhopMaLilo y
po3ainax “"®apmakonorivHi
BNacTUBOCTI", "3acTocyBaHHA y nepiog
BariTHOCTi abo rogyBaHHs rpyaat”,
"Mo6iyHi peakuyii” IHCTpyKLUii ANs
MeAMNYHOro 3aCTOCYBaHHA NiKapCbKoro
3aco0y BignoBigHoO 40 maTepianis
peecTpauiiHoro A0CbeE.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepikeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[,0pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMu,
3a3Ha4YeHUMK Y NepioguYHOCTI NoJaHHsA
perynsipHux 3BiTiB 3 6e3MeKu.

6e3
peuyenma

nionsieae

UA/15608/01/01

12.

ECMA-NINOH®
600

TabneTkn, BKpUTI
060/10HKO0, No 600
mr, no 10 TabneTok y
6nicTepi; no 3
6nicTepy B KAPTOHHIl
ynakoBLj

Ecnapma
6X

HimeuunHa

KOHTPO/Ib SIKOCTI:
dapma BepHirepoae
vm6X, HimeuuunHa;
BMPOGHMLITBO
Hepo3acoBaHoro
NpOAYyKTY, NEPBUHHE
nakyBaHHs, BTOPUHHE
nakyBaHHs1, KOHTPO/Tb
SIKOCTi, BUMYCK Cepil:

ApBaHc Papma ['M6X,

HimeyunHa

MepepeecTpaLis Ha HeOBMEXEHWIA
TepMiH. OHOBEHO iHhopMaLilo y
posginax: "MNMokasaHHs" (YTOUHEHHS:
6yno - JlikyBaHHA fiabeTnyHoi
noniHeliponarif; cTano -
CyMnTOMaTUYHe JliKkyBaHHs AiabeTuyHoil
noniHeponarii), "Oco61BOCTI
3acTocyBaHHs", "3acTocyBaHHA y nepiog,
BariTHOCTi ab0 rogyBaHHs rpyaar”
(YyTOYHeHHs), "Cnocib 3acTocyBaHHs Ta

3a
peyenmom

He
nionsieae

UA/4179/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
HimeuumnHa; [o3n" (peparyBaHHs TekcTy), "lMobiuHi
BTOPUHHE MaKyBaHHA: peaxuii” iIHCTpYKLii ANna MeguyHoro
ecnapma ®apma 3aCcTOCYBaHHS MikapCbKOro 3acoby
Cepgices 'm6X, BiANOBIAHO [0 6e3nekn 3acTOoCyBaHHS
HimeuyunHa Lit040i pevoBUHN.
MepiognyHICTb NOAAHHA PerynsipHO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKy 3A4iNCHEHHS
hapmakoHarnsgy, 3aTBepakeHoro
Haka3oMm MiHicTepcTBa OXOPOHHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKamMMu,
3a3Ha4YeHUMM Y NepioguYHOCTI NogaHHA
perynsipHux 3BiTiB 3 6e3MeKu.
13. 30KAPLIC® 30 | Tabnetku, BKPUTI MeHapiHi INokcemby Bupo6HuyTBo "in bulk”, HimeuunHa/ MepepeecTpaLisi Ha HEOBMEXEHWIA 3a He UA/3246/01/02
Mmr naiBKOBOIO IHTepHeLLOoH pr nepBrHHE Ta BTOPUHHE ITanisa TEepPMiH peyenmom nionsizae
o6onoHkoto, no 30 mr; an nakyBaHHs1, KOHTPOSIb Ta OHOB/IEHO iHGhopMmaLito y po3ainax
no 7 Tabnetok y OnepeiwoH BUNYCK Cepiii: "B3aemogis 3 iHLWMMUW NiKapCbKUMN
6nicTepi; no 1 c MeHapiHi - doH XeingeH 3acobamu Ta iHWi BUamn B3aemogiii',
6nicTepy B KAPTOHHIi Tokcembypr vm6X, HimeuunHa; "Oco611BOCTi 3acTocyBaHHs", "To6IYHI
Kopobui; no 14 C.A. Bupo6HumuTBo "in bulk", peaxuii” iIHCTpYKLii ANna MeguyHoro
Tabnetok y 6nictepi; NnepBUHHE Ta BTOPUHHE 3acTOCyBaHHS MikapCcbKoro 3acoby
no 1 a6o 2 6nictepu B nakyBaHHS, BUNYyCK BiNOBIAHO A0 6e3nekn 3acTocyBaHHSA
KapTOHHI KopooLyi cepiii: Lit040l peYOBUHN.
A. MeHapiHi MepiognyHiCTb NOAAHHS PerynsipHo
MaHyakTypiHr OHOBJ/IHOBAHOIO 3BITYy 3 6e3neku,
NoricTikc eHp, CepBsicec BiANOBIAHO A0 MopsaKy 34iACHEHHS
C.p.N1, Itanis; hapmakoHarnsgy, 3aTBepmaxeHoro
KoHTpornb cepiii: Haka3om MiHicTepcTBa OXOPOHU
[owmne capmaueyTiui 37,0pOB’A YKpaiHu Big 27 rpyaHsa 2006
C.n.A., lTanisi; poky Ne 898, 3apeecTpoBaHoro B
A. MeHapiHi MiHicTepcTBi tocTULT YKpaiHu 29 ciuHs
MaHyhakTypiHr 2007 poky 3a Ne 73/13340 (y pegaxuii
NoricTikc eHp Cepsicec Haka3y MiHicTepcTBa OXOPOHW 3[10POB'A
C.p.J1., Itanisa Ykpainu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i CTPOKamMM,
3a3Ha4YeHUMN Y NepioguyYHOCTI NogaHHsA
perynspHux 3BiTiB 3 6e3nekun
14. 3O0KAPLIC® TabneTku, BKpUTI MeHapiHi Iokcemby Bupo6HuyTBO "in bulk”, HimeuunHa/ MepepeecTpalis Ha HeobMeXeHw 3a He UA/3246/01/01
7,5 MIr NNiBKOBOKO IHTepHeLLoH pr nepBrHHE Ta BTOPUHHE ITanis TepMiH peuyenmom nidnsieae
060/10HKOI0, N0 7,5 Mr; an nakyBaHHs, KOHTPO/b Ta OHOB/EHO iHGhopMaLiito y posginax
no 7 tabnetok y OnepeiiwoH BUMYyCK Cepili: "B3aemogis 3 iHWKMU NiKapcbKuMu
6nictepi; no 1 c MeHapiHi - ®oH XeiigeH 3acobamu Ta iHLWi BUAW B3aEMOgiin",
6nicTepy B KAPTOHHIl Tokcembypr 'vm6X, HimeuunHa; "Oco6n1BOoCTi 3acTocyBaHHs", "To6IuHI

Kopo6ui; no 14
TabneTtok y 6nictepi;
no 1 a6o 2 6nictepn B

Bupo6HuyTBO "in bulk”,
nepBUHHE Ta BTOPUHHE

nakyBaHHA, BUMYCK

peakuii" iIHCTPyKUii AN MeguyHoro
3aCTOCyBaHHS NiKapcbkoro 3acoby
BiNOBIAHO A0 6e3nekn 3acToCyBaHHSA
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
KapTOHHI Kopo6Ly cepiii: [i040i peyYoBMHY.
A. MeHapiHi MepiognyHiCTb NOAAHHA perynsipHo
MaHyhakTypiHr OHOB/OBAHOrO 3BiTY 3 6e3neKku,
NoricTikc eHp Cepsicec BiANOBIAHO A0 MopsAaKy 34iACHEHHS
C.pJ1., ITanis; hapmMakoHarnagy, 3aTsepakeHoro
KoHTponb cepiii: Haka3om MiHicTepcTBa OXOPOHU
[Jomne capmaueyTiui 340pOB’A YKpaiuu Bif 27 rpyaHa 2006
C.n.A., Itanisi; poky Ne 898, 3apeecTpoBaHOro B
A. MeHapiHi MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
MaHythakTypiHr 2007 poky 3a Ne 73/13340 (y pepaxuii
NoricTikc eHp, Cepsicec Haka3y MiHicTepcTBa OXOPOHU 340pPOB's
C.p.N1, Itanis Ykpainuu Big 26 BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3HayYeHUMM y NepioANYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3nekun
15. IBYNMPO®EH nopoLuok (cybcTaHLuis) Ali O En IHAis Ali O En Kemikanc eHg IHAjs MepepeecTpauisi Ha HeOGMeHUIA TEPMIH - He UA/11205/01/01
y NoABiliHMX Kewmikanc $apmacbloTikanic nionsieae
nonieTuneHoBmx eHf Nimiteq
Milkax gns PapmacboTi
thapmaLeBTUYHOrO Kanc
3aCTOCyBaHHA NimiTeq
16. IHPAKON CycCreH3sis opasibHa, TOB «TeBa Ykpaina MypHa ®apmacbioTikans Benbrisa MepepeecTpaLis Ha HeOBMEXEHWIA 6e3 He UA/4419/01/01
40 mr/mn no 50 mn, YkpaiHa» TepMiH. BHeceHO OHOBeHyY iHGhopmMaLito peuenma nionsieae
a6o 75 mn, abo 100 B |HCTpYKLil0 AN MeguyHoro
M/1Y o1aKoHi 3 3acTocyBaHHS NiKapcbKoro 3acoby B
KpanesibHUM po3ginu "®apmakonorivyHi BnactTusocTi"
posatopowm; no 1 (yTouHeHHs), "OcobAnBOCTI
thnaKkoHy B KapTOHHIl 3acTocyBaHHs", "Cnoci6 3acTocyBaHHs
Kopoo6Li Ta f03n" (YTOYHEHHS),
"Mepepo3yBaHHA", "T06IYHI peakuii”
BiANOBIAHO 0 OHOB/EHOT iH(hopmaLi 3
6e3nekun Aitoyol Ta JONOMKHUX PEYOBUH
NiKapcbKoro 3acooy.
MepiognyHiCTb NOAAHHSA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsaaKy 34iNCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
34,0p0B’s YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YKpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340PO0B'S
Ykpaiuu Big, 26 BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
17. KAPAOCAN® TabneTkn, BKpUTI MeHapiHi  |/llokcembyp Bupo6HuyTBo "in bulk”, HimeuunHa/ MepepeecTpauis Ha HeOGMeXeHWA 3a He UA/3433/01/01
10 MIr nniBKOBOKO IHTepHeLLoH r nepBuHHE Ta BTOPUHHE IcnaHis TepmiH. OHOBJ/IEHO iHhopMmaLito B peyenmom niossieae
060/10HKO0, NO 10 Mmr; an nakyBaHHs, KOHTPOSIb Ta IHCTPYKLUIiT 415 MEAMYHOr0 3aCTOCYBaHHSA
no 14 tTabneTtok y OnepewoH BMNYCK Cepil: nikapcbKoro 3acoby y po3gini "MobiyHi
6nicTepi; no 1 abo no c [JAIYI CAHKIO KOPOYI peakuii” BignosigHO 00 MaTepianis
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
2 6nictepu B Tokcembypr 'vm6X, HimeuunHa; peecTpaujiiHoro AOChbE.
KapTOHHI Kopo6Lyi C.A. MepBuHHE Ta BTOPVHHE MepiognyHiCTb NOAAHHA perynsipHo
nakyBaHHs1, KOHTPO/Ib Ta OHOB/OBAHOrO 3BiTY 3 6e3neKku,
BMNYCK Cepil: BiANOBIAHO A0 MopsAaKy 34iACHEHHS
BEP/IIH-XEMI AT, hapmMakoHarnagy, 3aTsepakeHoro
HimeuunHa,; Haka3om MiHicTepcTBa OXOPOHU
Na6opaTtopioc MeHapiHi 340pOB’A YKpaiuu Bif 27 rpyaHa 2006
C.A., IcnaHis poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340PO0B'S
Ykpainuu Big 26 BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3HayYeHUMM y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
18. KAPAOCAN® TabneTku, BKpUTI MeHapiHi  |/llokcembyp Bupo6HuyTBO “in bulk”, HimeuuunHa/ MepepeecTpauis Ha HeOBMEXEeHWIA 3a He UA/3433/01/02
20 MI nNiBKOBOKO IHTepHeLLoH r nepBuHHE Ta BTOPUHHE IcnaHis TepmiH. OHOB/IEHO iHhopMaLLito B peyenmom nionsieae
060/10HKOI0, N0 20 Mr; an nakyBaHHs1, KOHTPOSIb Ta IHCTPYKLUIiT 415 MEAMYHOrO 3aCTOCYBaHHS
no 14 tTabneTtoky OnepeiwoH BUNYCK cepil: nikapcbKoro 3acoby y po3gini “rMobiyHi
6nictepi; no 1 a6o no c OAIYI CAHKIO HOPOYN peaxuii” BignoBigHO 00 MaTepianis
2 6nictepu B Jokcembypr 'mM6X, HimeuumnHa; peecTpavuiniHOro AoChbe.
KapTOHHI Kopo6Lyi C.A. MepBWHHE Ta BTOPWHHE MepiognyHICTb NOJAHHA perynspHo
nakyBaHHs, KOHTPO/b Ta OHOBJ/IKOBAHOTO 3BITY 3 6e3neku,
BMNYCK Cepil: BiANOBIAHO A0 MopsAaKy 34iCHEHHS
BEP/IH-XEMI AT, thapmakoHarnagy, 3aTsepakeHoro
HimeuunHa; Haka3zom MiHicTepcTBa OXOpPOHU
JTabopaTtopioc MeHapiHi 34,0p0B’s YKpaiHu Big 27 rpyaHs 2006
C.A., IcnaHis poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKamMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.
19. KAPAOCAN® TabneTkn, BKPUTI MeHapiHi  [/Tlokcembyp Bupo6HmuTBO “in bulk", HimeuuunHa/ MepepeecTpauis Ha HEOOMEXeHNIA 3a He UA/3433/01/03
40 MI NNiBKOBOKO IHTepHeLLoH r nepBuHHE Ta BTOPUHHE IcnaHis TepmiH. OHOBJ/IEHO iHhopmaLito B peyenmom niosnsieae
060/10HKO0, N0 40 Mr; an nakyBaHHs, KOHTPO/Ib Ta IHCTPYKLUIiT 415 MEAMYHOr0 3aCTOCYBaHHSA
no 14 tabneTtok y OnepewoH BUMYCK cepil: nikapcbKkoro 3acoby y po3gini "MobiyHi
6nicTepi; no 1 abo no c OAIYI CAHKIO HOPOY peaxuii” BignosigHO 00 MaTepianis
2 6nictepu B TNokcembypr 'M6X, HimeuuunHa; peecTpauiiiHoro A0ChbE.
KapTOHHI KOpoOL;ji C.A. MepBWHHE Ta BTOPVHHE MepiognyHICTb NOAAHHS PErynsipHo

nakyBaHHS, KOHTPO/b Ta
BUNYCK cepil:
BEP/1IH-XEMI AT,
HimeyuunHa,;
Na6opatopioc MeHapiHi
C.A., IcnaHis

OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiZiNOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTsepikeHoro

Haka3zom MiHicTepcTBa OXOPOHU

370p0B’A YKpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 3[0POB'S
YKpainu Big 26 BepecHst 2016 poky Ne
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayiliHo2o

nocBi0OYeHHs

996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3HaYeHMK y NepiognUHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neKu.

20.

KNACT

TabneTku, BKpUTI
060/10HKO0, NO 10 Mmr,
no 14 tTabneTtok y
6nicTepi; no 2 abo 6
6nicTepiB B KAPTOHHIl
ynaKkoBLi

HOBEN
IIAY CAHAT
BE
TII>KAPET
ALl

TypeyuunHa

HOBE/ INIAY CAHAI BE

TIOXKAPET A.LL.

TypeuunHa

MepepeecTpauis Ha HeOBMEXeHWIA
TepmiH. OHOB/IEHO iHhopMmaLLito B
IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ginax
"papmakosnorivyHi BnactmsBocTi",
"MokasaHHsa" (iHdopmaLis Wwoao
6e3neku), "MpoTunokasaHHs",
"B3aemogis 3 iHWMMM NiKapCbKUMN
3acobamu Ta iHWi BUamn B3aemogiii',
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"34aTHICTb BNAIMBATU Ha LUBUAKICTb
peakLjii npy KepyBaHHI
aBTOTPaHCNOPTOM a6o iHWMMK
MexaHismamn", "Cnocib 3acTocyBaHHS
Ta gosun", "MNo6iyHi peakuii" BiANOBIAHO
[0 iHdhopmauii Wwoa0 MeguyHoro
3aCTOCYBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (CuHrynsp,
TabneTku, BKpUTI MNiBKOBOHD
060/10HKO10, 10 Mr).
MepiognyHICTb NOAAHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iNCHEHHS
hapmakoHarnsgy, 3aTBepaxeHoro
Haka3zom MiHicTepcTBa OXOPOHU
37,0p0B’sA YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULIT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHW 3[,0POB'A
Ykpainu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3ri4HO 3i CTPOKamMM,
3a3Ha4YeHUMM Y NepioguyYHOCTI NogaHHsA
perynsipHux 3BiTiB 3 6e3MeKu.

3a
peyenmom

He
nionsieae

UA/14665/01/01

21.

HATPIIO
FIANYPOHAT

nopoLuok (cybcTaHLis)
y NO/iNPonisIEeHOBNX
nnsiwkax gns
hapmaLleBTUYHOrO
3aCTOCYyBaHHSA

TOB "HOpis-
Papm"”

Ykpaina

LWwncelipo Ko., T,

AnoHia

MepepeecTpaLisi Ha HEOBMEXEHMIA
TEPMIH

He
nidnsieae

UA/11450/01/01

22.

HOPIATAKC

refib pektansHuii, 0,12
r/10r,no10ry
0/IHOL,030BOMY
KOHTeliHepi (Ty6i-
KaHwoni); no 6 Ty6-
KaHI0/b Y KApTOHHIl
KopooLi

HOpXnH
CAC

PpaHuis

HopxuH ®apma

PpaHuis

MepepeecTpaLis Ha HEOOMEXEHWIA
TEPMIH

OHOB/IEHO iHGhopMaLito y po3ginax

"B3aemogis 3 iHWMMU NiKapCbKUMM

3acob6amu Ta iHLWWi BUAW B3aEMOZIi",
"Oco6MBOCTI 3aCTOCYyBaHHA",

"3[aTHICTb BNIMBATU Ha LWBUAKICTb

peakLii npy KepyBaHHI
aBTOTPAHCMOPTOM a60 iHWKMK
MexaHismamu”, "LiTn" (06MeXeHHs BiKy),

6e3
peuyenma

nionsieae

UA/2723/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
"MepeposyBaHHs", "INo6ivHi peakuii”
IHCTPYKLT ANA MeAMYHOro 3aCTOCyBaHHSA
nikapcbkoro 3acoby BifnoBigHO A0
KOPOTKOI XapaKTepUCTVKN NikapCbKoro
3acoby
MepiognyHICTb NOAAHHA PerynsipHoO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKy 3A4iNCHEHHS
hapmakoHarnsgy, 3aTBepakeHoro
Haka3oMm MiHicTepcTBa OXOPOHHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKamMMu,
3a3Ha4YeHUMM Y NepioguyYHOCTI NogaHHA
perynspHux 3BiTiB 3 6e3nekun
23. OKCANMINNIATU | KoHueHTpart ans Amaxkca JTT[ Benuvka KOHTpONb cepil, HimeuunHa/ MepepeecTpaLisi Ha HEOBMEXEHWIA 3a He UA/14965/01/01
H AMAKCA PO34unHy ANs iHAY3il, BpuTtaHis cepTudikauis Ta BUNYyCK Pecny6nika TEpMiH. peyenmom nionsizae
5 mr/mn no 10 mn, 20 cepit: Kopes MepiognyHICTb NOJAHHA perynspHo
M1 a6o 40 mny AkBiga NvéX, OHOB/IOBAHOrO 3BIiTY 3 6e3neKku,
donakoHi; no 1 HimeuunHa; BiANOBIAHO A0 MopsAaKy 34iCHEHHS
th1aKkoHy B KapTOHHIl BMPOGHULTBO in bulk, thapmakoHarnagy, 3aTsepakeHoro
KopoobLi nepBuHHE Ta BTOPUHHE Haka3zom MiHicTepcTBa OXOpPOHU
rnakyBaHHS, KOHTPO/1b 34,0p0B’s YKpaiHu Big 27 rpyaHs 2006
cepit: poky Ne 898, 3apeecTpoBaHoro B
AkBiga NvéX, MiHicTepcTBi tocTULii YkpaiHu 29 ciuHs
HimeuunHa; 2007 poky 3a Ne 73/13340 (y pegaxuii
BTOPVHHE NakKyBaHHS, Haka3y MiHicTepcTBa OXOPOHU 340POB'A
KOHTPO/b cepii: YkpaiHu Bif 26 BepecHst 2016 poky Ne
BeHnyc ®apma 'mbX, 996), CTaHOBUTb: 3ri4HO 3i CTPOKamMMu,
HimeyumnHa; 3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
BUPO6HUUTBO in bulk, perynspHux 3BiTiB 3 6e3nekun
nepBrHHE Ta BTOPYHHE
nakyBaHHs, KOHTPO/Tb
cepil:
CamsaHr
Biothapmac’ioTikens
KopnopeiiwH,
Pecny6nika Kopes
24, OKCONIH Masb 2,5 mr/r,no 10 r NAT Ykpaina MAT "Ximdapmsasoz Ykpaina MepepeecTpaLis Ha HeOBMEXEHWIA 6e3 niosnsieae UA/14853/01/01
Tano 15rB Ty6i; no 1 "Ximchapmsa "YepsoHa 3ipka" TepMiH. OHOBEHO iHhopMaLilo y peyenma
Ty6i y nauuj 3 KapToHy BOZ, po3ginax "Ocob6/MBOCTi 3aCTOCyBaHHS"
"YepBoHa Ta "lMepepno3yBaHHA" IHCTPYKLT AN1A
3ipka”

MeAMNYHOro 3aCTOCYBaHHSA NiKapCbKoro
3aco6y BignoBigHO 40 OHOB/EHOI
iHchopMmalii Lwoao 6e3nekm
3aCTOCYBaHHSA Ait040T PEYOBUHM.
MepiofnyHICTb NOAAHHS PerysipHoO

OHOBJ1OBAHOIO 3BITY 3 6e3neku,
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pOB’A YKpaiuu Bif 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'S
Ykpainuu Big, 26 BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.

25.

26.

ANAKNITEPO®

KOHLUEeHTpaT ans
PO34mnHY ANst iHQY3il,
6 mr/mn no 5 mn (30
Mr), abo no 16,7 mn
(100 wmr), a6o no 50
M (300 mr) y
thnakoHi; no 1
0N1aKoHyY Y KapTOHHIiA
Kopoo6Li

leTepo
Na63
Niviteq

IHAjA

FETEPO JIAB3
NIMITEL

IHAjsA

MepepeecTpauis Ha HeOBMEXeHWIA
TEPMiH.

OHoB/EHO iHGhopMaLlito B IHCTPYKUIi Ans
MeJIM4YHOro 3acCTOCyBaHHA NiKapCbKoro
3acoby y posginax "®apmakonoriyHi
BnactTmBocCTi" (LWoAo 6e3nekn),
"MpoTunokasaHHs", "Ocobnmei 3axoan
6e3nekn”. "B3aemopis 3 iHWMMK
nikapcbkMun 3acobamu Ta iHLWi BUan
B3aemogiit”, "OcobmBoCTi
3acTocyBaHHSA", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”,
"Mo6iyHi peakwji" BigNoBigHO A0
OHOBNEHOT iHhopMmaLii 3 6e3neku Aitoyol
PeYoBUHN.

MepiognyHICTL NOAAHHA PerysispHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3atsepiKeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
340pO0B’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 OXOPOHW 3[10POB'A
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKamMM,
3a3Ha4yeHUMM Y NepiognUYHOCTI NoJaHHsA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/14743/01/01

DPAMOTUANH-
DAPMEKC

niocpinizat ans
PO3UUHY ANS iH ekt
no 20 mr; 5 chnakoHis
3 nliocpinizatom y
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHIlA YapyHKOBIlA
ynakoBLji B nauyuj 3
KapTOHY

TOB
"®APMEKC
reymn"

YkpaiHa

TOB "®APMEKC IPym"

YkpaiHa

MepepeecTpauis Ha HEOOMEXeHNIA
TepmiH. OHOBJ/IEHO iHhopMmaLito B
IHCTPYKLi 415 MeANYHOro 3acToCyBaHHSA
nNiKapcbKoro 3acoby y po3ginax
"MpoTunokasaHHs", "B3aemopis 3
HLUIMMK NiKapCbKMKM 3acob6amm Ta iHLWi
BMAM B3aEMOSji", "3acTocyBaHHS y
nepiog, BariTHOCTi abo rolyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs Ta
[o3n”, "Mob6ivHi peakuii” BignoBigHoO A0
iHhopmalLiii pechepeHTHOro NikapcbKoro

3a
peyenmom

He
nionsieae

UA/14868/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

3acoby (KBAMATE/I®, niodpinizart gns
PO34UHY A5t iH ekl no 20 mr).
MepiognyHICTb NOAAHHA PerynsipHO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKy 3A4iNCHEHHS
hapmakoHarnsgy, 3aTBepaKeHoro
Haka3om MiHicTepcTBa OXOPOHHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKamMM,
3a3Ha4YeHUMM Y NepioguyYHOCTI NogaHHA
pEerynsipHuxX 3BiTiB 3 6e3MeKu.

27.

DOPIHEKC

cnpeii HazasbHUiA,
cycnehsis, 50
MKr/go3y no 140 nosy
(hN1akoHi 3 HacCOCOM-
[03aTOPOM 3
posnunioBavyemM
Hasa/lbHOro
npusHayeHHs; no 1
hnakoHy y nauui

AT
"®apmak”

YKpaiHa

AT “®apmak”
(nakyBaHHs i3 oopmu in
bulk chipmMu-BMpo6HMKa
Anotekc IHk., KaHaaa)

YkpaiHa

MepepeecTpaLisi Ha HEOBMEXEHWIA
TepMiH. OHOBMEHO iHthopMmaLito B
IHCTPYKLT 4719 MeAMYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3ainax
"MpoTunokasaHHs", "B3aemogis 3
HLUIMMKN NikapcbKMKM 3acobamm Ta iHLWi
BMAM B3aemogijin”, "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHs rpygat”,
"Mepepo3yBaHHA", "T06IYHI peakuii”
BiANOBIAHO A0 iHhopmaLi
pethepeHTHOro NikapCcbKoro 3acoby
(HA3OHEKC®, cnpeli Haza/bHwiA,
[o30BaHuit, 50 MKr/gosy).
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3zom MiHicTepcTBa OXOPOHU
340pOB’A Ykpaiuu Bif 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.

3a
peyenmom

He
nidnsieae

UA/14953/01/01

FeHepanbHUW gUpeKTop
AnpekToparty thapmaueBTUYHOro 3a6e3neyeHHs

0.0. Komapiga




AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

11.11.2020 Ne 2595

NMEPENIK

NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIONIOTNYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 1O
PEECTPALIVMHNX MATEPIANIB, AKI BHOCATLCSA 40 AEPXXABHOIO PEECTPY JIIKAPCbKX 3ACOBIB YKPAIHA

Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
1. A3UTEP® Kpani O4Hi, PO34uH, Na6opatyap | PpaHuis Na6opatyap KOHiTep ®paHuis BHECEHHS 3MiH [0 peecTpaviiiHux maTepiastis: 3MiHu | Tuny - 3a UA/16891/01/01
15 mr/r no 250 mry Tea [oflaBaHHA 40 TeKCTY MapKyBaHHS YNakoBKY NiKapCbKOro peyenmom
0/1HOZ1030BOMY 3aco6y B n.17. IHwe chpasmn "[BOMIpHWI MaTpUUHWiA kog, (3a
KOHTeliHepi, no 6 HasiBHOCTI)". BBeAEeHHS 3MiH NpoTArom 6 MicAuiB micns
0HOA,030BMX 3aTBEPMAKEHHS; 3MiHW | TUMY - 3MiHW BHECEHI B TEKCT
KOHTEliHepiB y calue, MapKyBaHHS! yNakoBKW /ikapcbKoro 3acoby Loao
Ne6 (1 cawwe) y 3a3HayYeHHs1 MDKHapPOAHWX NMO3HAYeHb OAVHNLb
KapTOHHI KOpooLi BUMIpIOBaHHSA. BBeeHHS 3MiH NpoTAroM 6 micAwiB nicas
3aTBEPMAKEHHS
2. ANbBEHAA3 | TabneTtku XyBasbHi No TOB Ykpaina TOB "TepHodapm" Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/16563/01/01
on 400 mr; no 3 TabneTku "TepHodpap BBE/leHHS [04aTKOBOIo TEKCTY MapKyBaHHA YNakoBKU peyenmom
y 6nicTepi; no 1 Mm" niKapcbKoro 3acoby i3 3a3Ha4YeHHAM N0roTuny (3Haky ons
6nicTepy B nauui 3 TOBapiB i NOC/yr) AUCTpMG"0TOpa Ta OANHULL BUMIPIOBaHHS
KapTOoHY y cuctemi Sl; 3miHun | TUny - foaaBaHHA po3giny
«MapkyBaHHa» y MKA 13: 3anponoHoBaHo: Po3gin
«MAPKYBAHH#» BignosigHoO [0 3aTBEPXEHOr0 TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS yNakoBK/
NiKapcbKoro 3acoby LWoA0 3a3Ha4YeHHs 0ANHULb
BMMIpIOBaHHA y cucteMi Sl. BBeieHHs 3MiH NpoTAroM 6-tv
MiCALiB nicna 3aTBepAKeHHs
3. AMBPOKCO/1 | po3uvH gns iHransuin ToBapucTBO Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHM | TNy - 6e3 UA/16542/01/01
-300POB’A Ta nepopasnbHoro 3 06MexeHo OHOBJIEHHS TEKCTY MapKyBaHHS YNaKoBKM NiKapCbKoro peyenma
3acTocyBaHHs, 15 obmexeHoto BiAANOBIAA/LHICTIO 3ac06y 3 BHeCEHHAM iHhopmaL,i WoAo 3a3HaYeHHs
mr/2mn; no 50 mn abo Bignosiganb "hapmaueBTNYHA OAMHWLb BUMIPIOBaHHS Y cucteMi Sl. BHeCeHHs 3MiH 4o
no 100 mn npenapaty HiCTIO KoMnaHis "3popos'a” po3ainy “MapkyBaHHs" MKA J13: 3anponoHoBaHo:
y hnakoHi 3 "®apmaLesT MAPKYBAHHSA BignosigHo [0 3aTBEPAXEHOr0 TEKCTY
KOPUYHEBOrO CKNa, nyHa MapKyBaHHA. BBefileHHs1 3MiH NpoTArom 6-Tv MicALiB nicns
3aKynopeHomy KOMnaHis 3aTBEPAKEHHS
npo6Koto- "3p0opos'a"
KpanenbHuLero nig,
pi3b6OBY rop/IOBUHY
Ta 3aKpuTOMy
KpULLKOto; no 1
hnakoHy 3i cTakaHoOM
MipHUM Y KOpOo6Lii 3
KapTOHY
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
4, AMI3OH® kancynv no 0,5, no AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3miHu |l Tuny - 6e3 UA/12415/01/01
MAKC 10 kancyn y 6nictepi; "papmak” OHOBJ1EHO MNn1aH ynpaBniHHA pu3ukamu, Bepcis 8 Ha peuyenma
no 1 6nictepy B navui nikapcbkuii 3aci6 AMisoH® Makc , kancynm no 0,5 r, no 10
3 KapTOHY Kancyn y 6nictepi; no 1 6nictepy B nauui 3 kapToHy. BHeceHi
3MiHM 0 Moy nsa "Creundikais 3 6e3nekn” Ta
B3aEMOMOB'A3aHNX YaCTHVH MNNaHy ynpasnisHHA pu3nkamm
Ha OCHOBI OTPUMaHKX pe3ynbTaTiB NPOBEeAEHOr0
nucuneHoro papMakoHarnaay, 3rigHo B3siTUX 3asiBHUKOM
30608'A3aHb (RMP-PV-00058/7 Big 21.04.2017p.).
OHoBeHwWii chopmat MnaHy ynpasniHHA pUusukamm
BiANOBIAHO A0 pekomeHaauiin Guideline on good
pharmacovigilance practices (GVP) Module V — Risk
management systems (Rev 2)
5. AMIHOMNAS3 PO34uH ANs iHgysil B. BpayH HimeuunHa B. BpayH HimeuuunHa BHECEHHS 3MiH [10 peecTpaLiliHiX maTepianiB: TeXHIYHA 3a UA/5099/01/01
MA/Ib® no 500 mny Menb3yHreH Menb3yHreH Arl, nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peyenmom
FENA - 10% chnakoHax, no 10 Al HimeyunHa BUNPAaB/IEHO TEXHIYHY MOMWUIIKY Y TEKCTI MapKyBaHHs
hnakoHIiB y Kopobui (BMPOGHMLTBO, ynakoBku J13.
nepBuHHa Ta 3AMPOMNOHOBAHO: 17. IHLWE ErepreTnyHa LiHHICTb 1675
BTOPVHHA yNnakoBKa, kOx/n/(kI/N) = 400 kkan/n (kcal/l) 3a3HauyeHe BUNpaBIeHHA
Bunyck cepii); b. BiANOBiAae maTepianam peecTpauiiHoro 4ocke
BpayH Menb3yHreH
AT, HimeuunHa
(KOHTpO/Ib Cepii)
6. AHOPO™ NMOPOLLOK A/15 nakcoCwmit Benvka "nakco OnepeWwHe Benvka BHECEHHS 3MiH 4,0 peecTpauiiHux maTepiasiB: yTOUHEHHs 3a UA/14742/01/01
ENNIOTA™ iHransyii, no30BaHuUi, KnsiiH BpuTaHis IOK Nimiten BpuTaHis KpaiHu BUpPOoGHMKa B Hakasi MO3 YkpaiHnu Ne 2417 Bipg, peyenmom
no 55 mkr/22 Mkr/posy; Ekcnopt 23.10.2020 B npoueci BHeCeHHA 3MiH (3MiHu Il Tuny -
no 30 go3 y Niviteq 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy.
NOPOLLKOBOMY 3MiHW Y KOPOTKIil XapakTepuCTuLi NikapcbKoro 3acoby, TEKCTi
iHranaTopi; no 1 MapKyBaHHS Ta IHCTPYKUiT A1 MeAMYHOro 3aCTOCYBaHHA Y
iHransTopy B NI0TKY 3 3B’A3KY i3 HOBUMW AaHUMW 3 IKOCTi, JOKTIHIYHMM,
pO/bIN B KAPTOHHIl KNIHIYHMW faHuMKU Ta faHuMK 3 chapMakoHarnsagy - 3MiHu
Kopoo6Li BHECEHO [0 IHCTPYKLiT 4719 MeANYHOro 3acTOCyBaHHS
NiKkapcbKoro 3acoby Ao po3ainy “"dapmakonoriyHi
BNacTUBOCTI". BBeAeHHS 3MiH NPOTArom 6-Tu MicsLiB nicns
3arBeppkeHHs.). Pefakuis B Hakasi: BocHis i [epuerosmHa.
BipHa pepakuin: Benuka bputaHis.
7. AT®-JIOHI® Tabnetku no 20 mr; no TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu Il Tuny: 6e3 UA/3121/01/02
10 TabneTtoKy "®apmauesT "papmaneBTnyHa CyNyTHA 3MiHa - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKMiA 3aci6. peyenma
6nicTepi; no 3 abo 4 nyHa KomnaHis ®apKoC" KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa y meTogax
6nictepu B KOPOOLL KOMNaHis BUNPOBYBaHHSA rOTOBOrO MiKapCbKoro 3acoby (iHLWi 3MiHW y
"®apKoC" mMeTofax BUNpobysaHb (BK/ItoHatoumn 3amiHy abo
[OMNOBHEHHS)) - 3MiHa y cnevmdikauii nokasHuka "KinbkicHe
BU3HAYeHHA", a came A0AaBaHHA NPUMITKM LLOAO
nepiogMYHOCTI KOHTPOSIO KiflbkiCHOro BMICTY Kanito, MarHito,
lictnanHy, Hatpito xnopuay (3anponoHoBaHo: *
KOHTPO/TIOKOTh 3@ MOKa3HNKOM SIKOCTi FOTOBOTO NiKapCbkoro
3ac06y KOXHy N'ATy cepito, He piflle pa3 Ha pik)
8. BAPBITOH PO34UH NS iH'eKUiR, 5 MpvBaTHE YkpaiHa MpvBaTHE YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny - 3a UA/3218/02/01
Mr/mn no 2 mn B akLjioHepHe aKLioHepHe OHOB/IEHHS TEKCTY MapKyBaHHSA yNakoBKM liKkapCbKOro peyenmom
amnyni: no 5 a6o no TOBapUCTBO TOBapUCTBO 3ac06y 3 BHECEHHAM iHhopMaL,ii Woao 3a3HaYeHHs
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
10 a6o no 100 amnyn "Jlekxim- "Nlekxim-Xapkis" OAMHULL BUMIpIOBaHHSA y cuctemi Sl. TepmiH BBEAEHHS 3MiH
y nauLi 3 KapToHy; Mo Xapkis" npoTArom 3 MicsILiB Micns 3aTBepIKEHHS
2 mn B amnyni: no 5
amnyn y 6nictepi: no 1
abo 2 6nictepu B
nauj 3 KapToHy
9. BEHAAMYCB | nopoLuok ans Mictpan AHINIA Dxi |l Bonrapis/ BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/16512/01/01
ICTA NpuUroTyBaHHsA Kenitan dapmacbioTikanc, Yecbka OHOBJIEHHSI TEKCTY MapKyBaHHS yNakoBKMW NiKapCbKoro peyenmom
KOHLeHTpaTy Ans MeHemkmeH Nta, Bonrapis Pecny6nika/ 3ac06y 3 BHeCEHHAM iHhopmaL,ii WoAo 3a3HaveHHs
NpUroTyBaHHsA T NimiTep, (BTOpPUHHE IcnaHis OAVHWLb BUMIPIOBAHHSA Y cucTemi Sl. BBeeHHS 3MiH
PO34uHY AaNnst iHdy3ili nakyBaHHs); NPOTAroM 6-TW MICALIB NiCNa 3aTBepPAKEHHS
no 25 mr y cpnakoHi; OHKOME[,
no 1 dpnakoHy B MaHyeKTypiHr a.c.,
KapTOHHI Kopo6Lj. Yecbka Pecny6nika
(BMpOGHMLTBO,
nakyBaHHs); CiHTOH
C.p.o., Yecbka
Pecny6nika
(BignoBigansbHWii 3a
BMNYyCK cepil);
CiHTOH XicnaHis,
C.J1., IcnaHia
(BignoBifanbHWii 3a
BMNYCK cepii)
10. BEHAAMYCB | nopoluok ans Mictpan AHrnia i |l Bonrapis/ BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/16512/01/02
ICTA NPUroTyBaHHA Kenitan dapmacbioTikanc, Yecbka OHOBJIEHHSI TEKCTY MapKyBaHHS yNakoBKMW NiKapCbKoro peyenmom
KOHUEeHTpaTy A5 MeHemKmeH Ntp, Bonrapis Pecny6nika/ 3aco6y 3 BHECEHHSIM iHGpopMaLil WoA0 3a3HaYeHHs
NpUroTyBaHHsA T NimiTep, (BTOpUHHE IcnaHis OAVHULb BUMIPIOBAHHSA Y cucTeMi Sl. BBeeHHS 3MiH
PO3UMHyY Ans iHdys3ild nakyBaHHs); NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS
no 100 mr y dp1akoHi; OHKOMES
no 1 pnakoHy B MaHyeKTypiHr a.c.,
KapTOHHiiA KOpo6Ll Yecbka Pecnybnika
(BMPOGHMLTBO,
nakyBaHHs); CiHTOH
C.p.o., Yecbka
Pecny6nika
(BignoBifansbHWii 3a
BUMNYCK cepif);
CiHTOH XicnaHis,
C.J1., IcnaHia
(BignoBiganbHui 3a
BUMYCK cepii)
11. BEHAAMYCT | nopoLlok ans Mictpan AHrnia CiHgaH ®apma PyMyHis BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 3a UA/15258/01/01
WNH-BICTA NpUroTyBaHHsA Kenitan C.P.J. BHECEHHS 3MiH 40 po3ainy “MapkyBaHHa” MKA /13" peyenmom
KOHLeHTpaTty Ans MeHremxmeH 3anpornoHoBaHo: MapkyBaHHS. 3rifiHO 3aTBEpAXEHOro
NpUroTyBaHHs T MlimiTeq, TEKCTy MapKyBaHHS. OHOBNEHHS TEKCTY MapKyBaHHS

pO34nHyY Ans iHdysild,
2,5 mr/mn, no 25 mr
a6o no 100 mr
NOPOLLKY Y (hN1aKoHi;
no 1 conakoHy y
KapTOHHI Kopoo6Lli

yNakoBKM NikapcbKoro 3acoby 3 BHECEHHSAM iHchopmalii
LLOA0 3a3HaYeHHS OAUHMLE BUMIPIOBAHHA Y cucTemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MICALIB Nic/A 3aTBepAKEHHS
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
12. BEPOAYAN® | aepo3o/ib f030BaHUi BepiHrep HimeuunHa BepiHrep Himeuunna BHECEHHS 3MiH [0 peecTpavliiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/5322/01/01
H no 10 mn (200 go3) y IHrenbxanm IHrenbxaiim ®apma BHECEHHS 3MiH g0 p. 3.2.P.7. Cuctema peyenmom
MeTasieBoOMy IHTEepHeLwHN v6X i Ko. KI KOHTeliHep/3akKyrnopoBasibHWii 3acib, a came BBEAEHHSA
6asIoHuVIKY 3 6X anbTepHaTMBHOro matepiasty EPDM EF 327(ETuneH
[,03YH04MM K1anaHowm; nponisieH AieHoBWi NoniMep) AN [03YY0ro knanaHy, BCi
no 1 6a/10H4YMKy B iHLi KOMMOHEHTW KanaHy He 3MIHUANCS;
KapTOHHI KOpooLi 3MiHM | TUNY — BUganeHHs 3 p. 3.2.P.7. Cuctema KoHTeliHep/
3aKynoproBasibHUIA 3aci6 iHhopMalii oo nocTavasibHMKa
MydpTV [03yH0HOro knanaHa «IHTerpelites AnoMiHiym
KomnoHeHTc /114,
13. BIOBEH pO34nH ANa iHdysili TOB Ykpaina TOB "BIO®APMA Ykpaina BHECEHHS 3MiH [j0 peecTpaLjiiiHux MaTepiasis: 3MiHu | TUnY - 3a UA/14526/01/02
10 %; no 10 mn, 25 "BIO®PAPMA MNA3SMA", YkpaiHa OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKV NiKapCbKOro peyenmom
M, 50 mn abo 100 mn MNNA3MA" (BUpO6HMLTBO, 3ac06y 3 BHECEHHAM iHhopMaLii WoA0 3a3HaYeHHS
y nAawuyi abo nepBuHHE OAVHMLB BUMIpIOBaHHA y cucteMi Sl. 3MiHn Ao po3ainy
dhnakoHi; no 1 naswui nakyBaHHs); TOB «MAPKYBAHHSA» MK4; 3anponoHoBaHo: Po3gin
abo gh/iakoHy B nauui "BIO®PAPMA «MapkyBaHHs». 3rifHO 3aTBEPKEHOI0 TeKCTY MapKyBaHHS.
3 KapTOHYy MNA3MA", YkpaiHa TepMiH BBEAEHHS 3MiH NPOTAroM 3 MicALiB nicns
(BMpOGHMLTBO, 3aTBepKEHHSA
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUNYyCK
cepii); TOB
"BIO®APMA
MNAA3MA", YkpaiHa
(KOHTPO/1b SKOCTI)
14. BICENTON® Tabnetkun no 400 AT "Apaveq | [onbla AT "Apamen Monbua BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/3027/01/02
Mmr/80 mr; no 20 dapma” dapma” OHOBJIEHHSI TEKCTY MapKyBaHHS yNakoBKM NiKapCbKoro peyenmom
TabneTok y 6nictepi; 3ac00y 3 BHECEHHSIM iH(hopMaLii W00 3a3HaYeHHS
no 1 6nictepy B OAMHULIb BUMIPIOBAHHA Y cuctemi Sl. BHeceHHs 3MiH A0
KapTOHHI kOpoO6Lii; No po3ainy “MapkyBaHHs” MKA 13”; 3anponoHOBaHo:
14 TabneTtoky MapkyBaHHS. 3rifHo i3 3aTBEPKEHVM TEKCTOM MapKyBaHHS.
6nicTepi, no 1 TepMmiH BBEA|EHHSA 3MiH - NpOTAroM 6 micauis nicns
6nicTepy B KApTOHHIl 3aTBEpPAKEHHS
Kopo6Li; no 1000
Tabnetok y
MeTaneBoMy
KOHTeliHepi
15. BICENTON® Tabnetku no 400 AT "Apamepq | Monbwa AT "Apamep, MonbLla BHECEHHS 3MiH [0 pEECTPaLiiiHUX MaTepiasiB: 3MiHU | TUnY - - UA/3028/01/02
mr/80 wmr, in bulk: no 5 dapma" dapma" OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW /likapCbKOro

Kr TabNeToK y
nonieTuneHosomy
MiLLIKY, BMiLLLEHOMY Y
nonieTnneHoBuiA
KOHTEeWHep

3acoby 3 BHECEHHSIM iHGhopMaLiT LWoA0 3a3HAaYeHHS
OAMHULIb BUMIPIOBAHHSA Y cuctemi Sl. OHOBIEHHA TEKCTY
MapKyBaHHA NePBUHHOT Ta BTOPMHHOI ynakosku 13,
BBE/IEHHS HanncaHHA oAuHULb Sl naTnHeleto (40AaTKOBO
[0 KUPUAWL) Y TEKCTI MapKyBaHHSA. BHeCeHHs 3MiH A0
po3gainy “MapkyBaHHa” MK /13”: 3anponoHoBaHo:
MapkyBaHHs. 3rifHO i3 3aTBEPPKEHUM TEKCTOM MapKyBaHHS.
TekcT mapkyBaHHS. [jofaeTbcs. TepMiH BBEEHHS 3MiH -
npoTArom 6 micsLiB nicns 3aTBEpAXKEHHS
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
16. BO3EHTAH TabneTku, BKpUTI AnBoreH Niokcembyp | Bennsuk MekepkiHr KaHapa/ BHECEHHS 3MiH [j0 peecTpaLjiiiHux MaTepiasis: 3MiHu | TUnY - 3a UA/16744/01/01
ANBOIrEH nAiBKOBOO IMNKo C.ap.n r IHK. O/A Bennsuk Kinp OHOBJ/IEHHS aApecy BUPO6HMKa 6e3 3MiHM Micus peyenmom
060/10HKO10, Mo 62,5 MekemKiHr BMpOGHMLTBa ADI, BigNOBIAHO 4O OHOB/EHOI NiLEHSIT HA
mr; no 14 TabneTok y ContoLwmnHe, KaHaga BMPOOHULITBO,
6nictepi, no 1, 4 a6o 8 (nepBuHHe Ta 3anponoHosaHo: MCH /la6opatopies MNpaiiseT flimiteq Cy.
6nicTepiB y KAPTOHHIl BTOPVHHE Ne317,320,321,322,323,604 Ta 605 Pyapapam (Binenx),
nauui nakyBaHHs); [eHBiOH MaTtaHuepy (MaHgan) Megak AucTpukT, TenaHraHa
KopnopeiiweHc, MowToBuii ingekc: 502329; 3miHu | Tuny - 36iNbLIEHHS
KaHnapa po3mipy cepii A®l; 3anponoHoBaHo: MiHiManbHWii
(BMPOGHMLTBO "in KoMepLiiHuiA po3mip cepii: 13,5 kr - 14,2 kr (go 15 kr y
bulk", TecTyBaHHs); BSD1) MakcrMasibHWin KoMepLiiiHWiA po3mip cepii: 85,95 kr -
dapmacaiiHc IHK., 89,45 kr (8o 90 kr y BSD1); 3miHu | Tuny - BUNy4eHo
KaHnapa nokasHvk Baxki meTanu 3i cneuuqikaLii Ha akTUBHY
(TecTyBaHHs); peyoBUHY BiANOBIAHO A0 HOBOI pegakuii ASMF , BignosigHo
dapmacaiiHc £o sumor ICH Q3D
IHTepHeLleHn
Nimitea, Kinp
(Bignosigae 3a
BUNYyCK cepii)
17. BO3EHTAH TabneTku, BKpUTI AnBoreH Niokcembyp | Bennsuk MekepxiHr KaHapga/ BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiB: 3MiHM | TNy - 3a UA/16744/01/02
ANBOTEH NnNiBKOBOKO IMKo C.ap.n r IHK. O/A Bennsuk Kinp OHOBJ/IEHHS aipecy BUPO6HMKa 6e3 3MiHM Micus peyenmom
o060510HKot0, Nno 125 MekemKiHr BMPOGHULTBA API, BiANOBIAHO A0 OHOBMEHOI NiLEH3IT HA
Mmr; no 14 TabneTok y ContowmHe, KaHaga BMPOGHULITBO,
6nictepi, no 1, 4 a6o 8 (nepBuHHe Ta 3anponoHoBaHo: MCH Jla6opatopie3s MNpaiieT Jlimiteq Cy.
6nicTepiB y KAPTOHHIl BTOPVHHE Ne317,320,321,322,323,604 Ta 605 Pyapapam (Bineax),
nauuj nakyBaHHs); [eHBiOH MaTtaHuepy (MaHgan) Megak AncTpukT, TenaHraHa
KopnopeiiweHc, MowToBuii iHgekc: 502329; 3miHuW | TUNYy - 36iNbLIEHHS
KaHapga po3mMipy cepii A®l; 3anponoHoBaHo: MiHiManbHuii
(BUPOGHMLTBO "in KOMepUiiH1iA po3mip cepii: 13,5 kr - 14,2 kr (go 15 kry
bulk", TecTyBaHHs); BSD1) MakcumasibHuiA KomepLiiHuii po3mip cepii: 85,95 kr -
dapmacaiiHc IHK., 89,45 «kr (8o 90 kr y BSD1); 3miHu | TUny - BUNy4YeHo
KaHapga nokasHuK Baxkki meTanu 3i cneumqikauii Ha akTMBHY
(TecTyBaHHs); peyoBUHY BiANOBIAHO A0 HOBOI pefakuii ASMF , BignosigHo
dapmacaiiHc o sumor ICH Q3D
IHTEepHeLLeHN
Nimiten, Kinp
(Bignosigae 3a
BUMYCK cepii)
18. BPEHEM NMOPOLLOK 47181 PO3UYUHY Bpykc IHais Bpykc JlabopaTopic IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 3a UA/17558/01/01
1000 ANA i ekuiid, no 1000 Na6opaTopi Nimiteq 3MiHM BHECEHO [0 iHCTPYKLIT 418 MeANYHOro 3acTOCyBaHHsA peyenmom
Mr no 1 conakoHy y c Nimitepq, y po3ginu: "OcobnmBocTi 3acTocyBaHHs", "Cnoci6
KapTOHHI KOopooLi 3acTocyBaHHA Ta f031" (pefaryBaHHsa TekcTy), "MobivHi
peakuii" 3rigHo 3 iHdhopmaLjielo Wof0 MegnyHoro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
(MEPOHEM, nopoLUoK 415 po34nHy ANS iH'EKLIN).
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALLIB MiCNA 3aTBEPKEHHS
19. BPUNBbAHTO | po3uunH gns TOB "OKnN YkpaiHa TOB "OKN YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny - 6e3 UA/3180/01/01
BU 30BHILUHLOIO "®apmaueBT "PapmaueBTnYHa OHOBJIEHHSI TEKCTY MapKyBaHHS yNakoBKM NiKapCbKoro peyenma
3ENEHUIA 3aCTOCYBaHHS, nyHa abpuka" 3ac06y 3 BHECEHHAM iHhopMaL,ii Woao 3a3HaYeHHs
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Ne

Hassa

®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
cnupToBmii 1% no 20 thabpuka" OAMHULb BUMIpIOBAHHSA Y cuctemi Sl. BHeceHHSs 3MiH A0
M1 a6o no 50 mn abo po3giny “MapkyBaHHs” MKA J13": 3anponoHoBaHo:
no 100 mny MapkyBaHHS. 3riHO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS.
dhnakoHax BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPAXEHHS
20. BPOHXUMNPE | po3uuH, no 50 mn abo BioHopuka | HimeuunHa BioHopvka CE HimeuuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | TUNy — 6e3 UA/8673/01/01
T™® no 100 mn y chnakoHi 3 CE YTOUHEeHHA p. «Cknag» y MKA /13, a came npuBefeHHsA peyenma
MipPHUM KOBNa4KoM, onucy cknagy nikapcbkoro 3acoby y BignoBiAHICTL A0 onucy
BMILLEHNM Y KapPTOHHY cknagy y peectpauiiiHux 4okyMeHTax. 3anponoHoBaHo: 1 mn
KOpO6KyY (wo Bignosigae 1 r) po3unHy MicTUTb: [lito4i peyoBuHM:
EkcTpakTy TpaBu yebpeuto pigkoro (Herba Thymi vulgaris)
(1:(2-2,5)) - 0,5 mn (ekcTpareHT: aMOoHit0 po3unH 10 %/
rniuepuH 85 %/ etaHon 90 %/ Boga ounweHa (1:20:70:109));
EkcTtpakty 3 niucTa nnowa pigkoro (Folium Hederae helicis)
(1:1) - 0,03 mn (ekcTpareHT: eTaHoN 70 %)
21. BYMNIBAKAIH NOpPOLUOK (CybCcTaHLis) AT Yecbka Ekcenna 'm6X eHg HimeuunHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHM | TNy - - UA/12978/01/01
Yy y NoABIAHUX "IMKo®apm |Pecny6nika Ko. KI 3MiHa chopmyntoBaHHS po3ziny ynakoska B MKA /13, a came:
rAPOXNOPU | nonietTnneHoBux a" BMPOOHUK 3aMiHVB NaKyBasibHe YCTaTKyBaHHS Ha
A Milkax gns BMPOOHULTBI, LLIO HAHOCUTUME “Bary HETTO" 3 TOYHICTIO A0
BMPOGHMLTBA 0,01 Kkr. Y 3B'A3KY 3 LM BUAANAETLCA 3a3HaYEHHSA TOYHOI
CTEepPUNbHUX Macu 3 po3giny Ynakoska
nikapcbkux chopm
22. BANYCAN® renb, 25 mr/rno 30 r AT NatBia AT "T'piHaekc", EcToHiA BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 3a UA/10216/01/01
Ta50ry Ty6i; no 1 "I'piHaexc"” Nartsis; AT 3MiHW BHECEHI B TEKCT MapKyBaHHS YNakoBKW NiKapCbKoro peyenmom
Ty6i B KQPTOHHI nayui TanniHHCbKWiA 3ac00y W00 3a3HaYEHHS MKHAapPOAHVX NO3HAYEeHb
hapmaueBTUYHNIA OAMHWLb BUMIPIOBAHHS. BHECEeHHS 3MiH [0 po3ainy
3aB0[, “Mapkuposka” MKA /13; 3anponoHoBaHo: Mapkmposka
CornacHo yTBepXAeHHOMY TEKCTY MapKkUpPOBKU. TepMiH
BBEEHHS 3MiH MPOTAroM 6 MiICALIB Nic/A 3aTBepPAKEHHS
23. BANBbTPOBIP | TabneTkun, BKpUTI MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/2951/01/01
nAiBKOBOO "Kuismegnp "Kuismegnpenapar” BBE/EHHS A0AaTKOBOro po3mipy cepii N3 - 207,70 «r, wo peyenmom
060/10HKO10, Mo 500 Mr enapar” CTaHoBUTb 285 714 TabneTokK (3 ONYCTUMUM BiAXWUIEHHAM
Ne 10 (10x1), Ne 50 Big 186,93 kr 0o 228,47 kr abo 257 142 tabnetok go 314
(10x5) B bnicTepax B 285 TabneTok). KopekTHe 3a3HauYeHHs BXe 3aTBepAKEHOro
nauui po3mipy '/13. BHECEHHSI HE3HAUYHMX 3MiH A0 p. 3.2.P.3.3.
Onunc BUpOBHNYOro NpoLiecy Ta KOHTPOSI0 NPoLEecy.
3anponoHoBaHo: 103,85 kr, Lo cTaHoBUTL 142 857
TabneTtok (3 AoNycTUMUM BigxXuneHHam Big 93,465 kr oo
114,235 kr a6o 128 571 Tabnetok Ao 157 142 tabnetok)
207,70 «kr, Wo cTaHoBUTb 285 714 TabneTok (3 4oNyCTUMUM
BiAX1NeHHAM Big, 186,93 kr no 228,47 kr abo 257 142
Tabnetok o 314 285 TabneTok)
24, BIAOPA TabneTku, BKpUTI AnBoreH Bonrapis Na6opaTtopioc /leoH IcnaHis BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/13404/01/01
MIKPO NNiBKOBOKO Papma ®apma, C.A. OHOBJIEHHSI TEKCTY MapKyBaHHS yNakoBKM NiKapCbKoro peyenmom
o6onoHkoto, 3,0 TpeguHr 3ac06y 3 BHeCEHHAM iHhopmaL,ii WoAo 3a3HaveHHs
mMr/0,03 mr no 28 tOpon OAMHUUB BUMIpIOBaHHSA y cucteMi SI. TepMiH BBEAEHHSA 3MiH
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Ne

Hassa

®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
TabneTok B 6nicTepi OTOB - NPOTAroM 6 MiCALIB MiC/1A 3aTBEPKEHHS
(21 TabneTtka X0BTOro
Konbopy Ta 7
TabneTok 6inoro
Konbopy); no 1 a6o no
3 6nictepu B
KapPTOHHI KOpooU;i
25. BINPATOKC NiHiMeHT N0 40 ry TOB "OKnM Ykpaina TOB "OKN Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 6e3 UA/5669/01/01
Ty6i; no 1 Ty6i B nauuj "PapmaueBT "PapmaueBTnyHa BHECEHHS 3MiH 40 po3ainy “MapkyBaHHa" MKA /13™: peyenma
nyHa chabpuka" 3anpornoHoBaHo: MapkyBaHHS. 3rifiHO 3aTBepAXXEeHOro
¢habpmka” TEKCTY MapkyBaHHs. OHOBMEHHS TEKCTY MapKyBaHHS
NepBUHHOT Ta BTOPVMHHOI YNakoBKW /likapcbKoro 3acoby 3
BHECEeHHAM iHhopMaLi LWoA0 3a3HauYeHHA OAVHULb
BMMIpIOBaHHA y cuctemi Sl. BBeAeHHS 3MiH NpoTAroM 6-tu
MicsLiB NicNsA 3aTBEpA)KEHHS
26. BIPAKCA TabneTku, BKPUTI KcaHTic Kinp Cneuidap CA peuis BHECEHHS 3MiH [10 peecTpaLjiiiHiX MaTepianiB: TeXHIYHa 3a UA/16000/01/03
NNiBKOBOKO Papma nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peyenmom
060/10HKOH0, Mo 500 Niviteq BMNPAB/IEHHST TEXHIYHMUX NOMWIOK, 3rigHO Nn.4 n.2.4. po3giny
Mr, No 7 TabneTok y VI Haka3zy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y peaxuii
6nicTepi; no 2 a6o 3 Haka3y MO3 Ykpainu Bif 23.07.2015 p Ne 460) — nomMunku
6/1icTepn B KAPTOHHIN NnoB'sA3aHi 3 Nepek1agom abo nepeHeceHHsM iHdhopmalLii, siki
nauui 6ynu gonyLleHi nig Yyac NpoBeAeHHs Npoleaypu peectpawii
nikapcbkoro 3acoby (Haka3 Ne543 Big 19.05.2017p.). ¥
Cneumdpikauii Ta MeTofax KOHTPOSIO 415 MOKa3HUKa «Onue»
6yno AonyLeHo NOMUKY NpY 3a3HaveHHi iHhopma,i Wwoao
onuncy TabneTtkn. MoMUIKOBO 3a3HAYEHO «C PUCKOW C OAHO
CTOPOHbI, CO CKOLLEHHBIMU KpasiMu», a Mae ByTn «C pUCKON C
[IBYX CTOPOH». 3a3HayeHe BMMNpaB/IEHHA BiANoBifae
MarepiasiaM peecTpaLiiiHoro Aocke, ki NpeAcTaB/ieH: B
apxiBi. B opuriHasibH1X MmaTepiasiax 3asHauyeHo: «White,
oval, film coated tablets, scored on both sides». TexHiuHy
NMOMWJ/IKY BUNPAB/IEHO B IHCTPYKLIT 4719 MEeANYHOro
3acTtocyBaHHA /13 y p. “/likapcbka dhopma” (OCHOBHI chi3nKo-
XiMiYHi BNacTUBOCTI); 3anponoHoBaHo: Tabnetku no 500 mr:
6i10ro Ko/1bopy, BKPUTI NNIBKOBOK 060M0HKOK, OBasIbHI,
[LBOOMYKAi, 3 PUCKOK 3 060X CTOPIH.
3a3HayeHe BUNpaB/IeHHA Bignosigae marepianam
peecTpaLiiHoro AocheE.
27. BITAMIH E - Kancysm m'ski no 100 TOB YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiastis: 3MiHu | Tuny - 6e3 UA/3392/01/03
CAHO®I mr Ne 30: no 30 "CaHoi- dapmacbioTikans" Pecny6nika BHECeHHS 3MiH g0 p.3.2.P.7 Cuctema peuyenma
Kancyn y tiakori; no ABeHTIC KOHTelHep/3aKynoproBasibHWiA 3aci6, a came: 3MiHa Au3aiHy
1 donakoHy B YkpaiHa" TUCHEHb Ha [iHi MEePBMHHOI ynakoBku /13 (CkIsiHOro
KapTOHHI KopooLi hnakoHy); OHOB/IEHHA HOMEPIB cnewudikaui;
3anponoHoBaHo Specification PNO 28830/09-03
28. BITAMIH E - Kancysm m'saki no 100 TOB YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny - 6e3 UA/3392/01/03
CAHO®I mr Ne 30: no 30 "CaHoi- dapmacboTikans" Pecny6nika BHECeHHS 3MiH 0 p.3.2.P.7 Cuctema peuenma
Kancyn y ¢priakori; no ABeHTIC KOHTeliHep/3aKkynopioBasibHW 3aci6, a came: /19 BUPOGHMKa
1 donakoHy B YkpaiHa" Vinamet, 3mMiHa y maTepianax, L0 BUKOPUCTOBYIOTLCS /1S

KapTOHHI KOpooLi

MOKPUTTS 3aXUCHMX Kiflellb KOHTEeHepa Ta OHOBEHHSI
OOKyMEHTaUIT 4151 3aKynoptoBasibHOTo 3ac06y (fogaBaHHs
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Sabic LDPE PCG22); 3MiHM | TUNY - BHECEHHS 3MiH 0
p.3.2.P.7 Cuctema KoHTeliHep/3akynoptoBasibHuiA 3acio, a
came: 3aMiHa noctavyasibHvKa nakysasibHUX martepianis 3

Plastiva Povazska Bystrica Ha OKULA NYRSKO Ta
VINAMET; 3anponoHoBaHo:

PNO specification: PNO 49508/12-02 Producer: OKULA
NYRSKO + VINAMET; 3MiHu | TUMy - BHECEHHS 3MiH JO
p.3.2.P.7 Cuctema KoHTeliHep/3akynoptoBasibHUiA 3acio, a
came: 3MiHa martepiasly 3aKynoproBasibHOrO NPUCTPOLD
NepBUHHOT YNakoBKW 3 NonieTUIeHy Ha NosinponineH;
3anponoHoBaHo: PNO specification: PNO 49508/12-02
Closure made of PP Shim made of PE

29.

BITAMIH E -
CAHO®I

Kancynm m'ski no 100
mr Ne 30: no 30
Kancyn y dpaakoHi; no
1 cpnakoHy B
KapTOHHI KopooLi

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

AT "CaHeka
dapmacboTikans"

CnoBaubka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny -
nofaHHa oHossieHoro CepTudikarty BignoBigHOCTI
€Bponelicbkiii hapmakonei R1-CEP 2001-180-Rev 01
(nonepepaHs Bepcia R1-CEP 2001-180-Rev 00) Big Bxe
3aTBepaxeHoro Bupo6Hnka DSM NUTRITIONAL
PRODUCTS AG, HimeuunHa gns A®| Tokodhepony auetary
pa3oM 3 HaCTYMHUMM [00MPaLOBaHHAMU: BMNPOBAMKEHHS
ICH Q3D, npofoBXeHHs nepiofy NOBTOPHOro TECTYBaHHS
00 48 micsiLiB, OHOB/IEHHA aHaNITUYHMX MeTogiB (assay,
residual solvents)

6e3
peuyenma

UA/3392/01/03

30.

BITAMIH E -
CAHO®I

Kancysm m'saki no 100
mr Ne 30: mo 30
Kancyn y gpnakoHi; no
1 donakoHy B
KapTOHHI KOPOOL

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

Ykpaina

AT "CaHeka
dapmacbtoTikans”

Cnosaubka
Pecny6nika

BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny -
nofaHHs oHoBsieHoro CepTudikarty BignoBigHOCTI
€Bponelicbkiii hapmakonei R1-CEP 2000-182-REV 02
(nonepepgHs sepcis R1-CEP 2000-182-REV 01)ans
[0MOMKHOT PEYOBMHU XenaTuH, BUPo6HuKa LAPI
GELATINE SPA,; 3MiHu | TUNYy - nogaHHA OHOBJ/IEHOIO
CepTudpikaty BignoBigHOCTI EBponeiickkiin chapmakonei R1-
CEP 2000-312-REV 01 (nonepegaHs Bepcis R1-CEP 2000-
312-REV 00) ans fOMNOMDKHOI PEHOBUHM XenaTuH,
Bupo6Huka ITALGELATINE SPA

6e3
peyenma

UA/3392/01/03

31.

BITAMIH E
200 -
CAHO®I

Kancysm m'ski no 200
mr Ne 30: no 30
Kancyn y gpnakoHi; no
1 donakoHy B
KapTOHHI KOpooLi

TOB
"CaHoi-
ABeHTIC
YkpaiHa"

YkpaiHa

AT "CaHeka
dapmacbioTikans"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny -
BHeCeHHs 3MiH g0 p.3.2.P.7 Cuctema
KOHTelHep/3akynopoBasibHUiA 3aci6, a came: 4151 BUPOOGHUKA
Vinamet, 3mMiHa y maTtepianax, L0 BUKOPUCTOBYIOTLCS /15
MOKPUTTS 3aXMCHUX Kiflelb KOHTeHepa Ta OHOB/IEHHS
OOKyMEHTaUIT 4151 3aKynoptoBasibHOro 3acoby (fogaBaHHSA
Sabic LDPE PCG22); 3MiHM | TUny - BHECEHHS 3MiH 0
p.3.2.P.7 Cuctema KoHTeliHep/3aKkynoptoBasibHUiA 3acio, a
came: 3aMiHa noctavasibHVKa nakyBasibHUX martepianis 3
Plastiva Povazska Bystrica Ha OKULA NYRSKO T1a
VINAMET; 3anponoHoBaHo:

PNO specification: PNO 49508/12-02 Producer: OKULA
NYRSKO + VINAMET; 3MiHu | TUMy - BHECEHHS 3MiH JO
p.3.2.P.7 Cuctema KoHTeliHep/3aKkynopioBasibHUiA 3acio, a
came: 3MiHa martepiasly 3aKynoproBasibHOr0 NPUCTPOLD
NepBUHHOT YNakoBKW 3 NoNieTUIEHY Ha NOINPonifeH;
3anponoHoBaHo: PNO specification: PNO 49508/12-02
Closure made of PP Shim made of PE

6e3
peyenma

UA/3392/01/01

32.

BITAMIH E
200 -

Kancysm m'ski no 200
mr Ne 30: no 30

TOB
"CaHooi-

YkpaiHa

AT "CaHeka
PapmacbioTikans"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny -
BHECeHHs 3MiH a0 p.3.2.P.7 Cucrtema

6e3
peyenma

UA/3392/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
CAHO®I Kancyn y ¢psiakoHi; no ABeHTIC KOHTeliHep/3aKyrnopoBasibHWi 3acib, a came: 3MiHa An3aiiHy
1 chnakoHy B YkpaiHa" TUCHEHb Ha AHi NepBUHHOI ynakoBky J13 (CKISHOTO
KapTOHHI KOpoo6Li h1akoHy); OHOB/IEHHS HOMEPIB cneuudikauii;
3anponoHoBaHo Specification PNO 28830/09-03
33. BITAMIH E Kancysm m'saki no 200 TOB Ykpaiva AT "CaHeka Cnosaubka BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | TUnY - 6e3 UA/3392/01/01
200 - mr Ne 30: mo 30 "CaHodi- dapmacboTikans" Pecny6nika nogaHHa oHoBneHoro CepTtudikaTy BiAgnoBigHOCTI peyenma
CAHO®I Kancyn y gpnakoHi; no ABeHTIC €Bponelicbkiit hapmakonei R1-CEP 2000-182-REV 02
1 chnakoHy B YkpaiHa" (nonepegHs Bepcis R1-CEP 2000-182-REV 01)ans
KapTOHHI KOpoo6Li [OMOMDKHOT PEYOBMHW XenaTuH, BupobHuka LAPI
GELATINE SPA,; 3MiHu | TUNY - NogaHHA OHOBJ/IEHOIO
CepTudhikaTy BignoBigHoCTi EBponeiickkiii hapmakonei R1-
CEP 2000-312-REV 01 (nonepeaHs Bepcia R1-CEP 2000-
312-REV 00) ans fOMNOMDKHOI PEHOBUHM XenaTuH,
BUpo6HMKa ITALGELATINE SPA
34. BITAMIH E Kancysm m'ski no 200 TOB Ykpaina AT "CaHeka CnoBaubka BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHW | TNy - 6e3 UA/3392/01/01
200 - mr Ne 30: no 30 "CaHoi- dapmacbioTikans" Pecny6nika nojaHHa oHossieHoro Ceptudikarty BignoBigHOCTI peyenma
CAHO®I Kancyn y ¢priakoHi; no ABeHTIC €sponelicbkili hapmakonei R1-CEP 2001-180-Rev 01
1 chnakoHy B YkpaiHa" (nonepegHs Bepcis R1-CEP 2001-180-Rev 00) Big BXe
KapTOHHI Kopoo6Li 3aTBepakeHoro BupobHuka DSM NUTRITIONAL
PRODUCTS AG, HimeuunHa gns A®| Tokodepony auetary
pa3oM 3 HACTYNMHUMM [00NPaLoOBaHHAMM: BNPOBAKEHHS
ICH Q3D, npofoBxeHHs nepiofy NOBTOPHOro TECTYBaHHSA
00 48 micsLiB, OHOBJIEHHS aHaNiTUYHMX MeToZIB (assay,
residual solvents)
35. BITAMIH E Kancynm m'ski no 400 TOB Ykpaina AT "CaHeka CnoBaubka BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 6e3 UA/3392/01/02
400 - mr Ne 30: no 30 "CaHodi- dapmacbloTikans" Pecny6nika nogaHHa oHoeneHoro CepTtudiikaTy BiAnoBigHOCTI peyenma
CAHO®I Kancyn y ¢psiakoHi; no ABeHTIC €sponelicbkin hapmakonei R1-CEP 2001-180-Rev 01
1 cpnakoHy B YkpaiHa" (nonepepaHs Bepcis R1-CEP 2001-180-Rev 00) Big Bxe
KapTOHHiiA KOpo6L 3aTBep/AxeHoro BupobHuka DSM NUTRITIONAL
PRODUCTS AG, HimeuunHa gns A®| Tokodpepony auetary
pa3oM 3 HaCTYNMHUMM [00MpPaLoBaHHAMU: BNPOBaKEHHS
ICH Q3D, NpofoBXeHHs nepiogy NOBTOPHOrO TECTYBaHHSA
[0 48 micsLiB, OHOB/IEHHSA aHA/TITUYHMX METOAiB (assay,
residual solvents)
36. BITAMIH E Kancysm m'ski no 400 TOB Ykpaina AT "CaHeka CnoBaubka BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHW | TNy - 6e3 UA/3392/01/02
400 - mr Ne 30: mo 30 "CaHodi- dapmacbloTikans" Pecny6nika nogaHHsa oHosneHoro CepTtudikaTy BiAnoBigHOCTI peyenma
CAHO®I Kancyn y ¢pnakoHi; no ABeHTIC €Bponelicbkiit hapmakonei R1-CEP 2000-182-REV 02
1 donakoHy B YkpaiHa" (nonepegHs Bepcis R1-CEP 2000-182-REV 01)ans
KapTOHHI KOpooLi [OMOMDKHOT peYOBMHY XenaTuH, BupobHuka LAPI
GELATINE SPA,; 3MiHu | TUNYy - NogaHHA OHOBJ/IEHOIO
CepTudikaTy BigNoBigHOCTI €EBponeiickkili hapmakonei R1-
CEP 2000-312-REV 01 (nonepeaHs Bepcis R1-CEP 2000-
312-REV 00) ana AonoMbKHOT pe4YOBUHU XenaTuH,
Bupo6Huka ITALGELATINE SPA
37. FAMHOMAKC | cynosutopii AnBoreH Bonrapis EkcenrTic lnay CaHai TypeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHiX MaTepianiB: TeXHIYHa 3a UA/15953/01/01
BariHanbHi, 100 mr/150 dapma Be TimkapeT AHOHIM nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peyenmom
MF MO 7 Cyno3uTopiiB y TpeguHr LWipkeTi BMMPaB/IEHHS TEXHIYHOI MOMW/IKW, MOB’A3aHO 3
CcTpvnax B KapTOHHIiA tOpon HEBIANOBIAHICTIO (Pi3HOYMTAHHS) B MEXax 04HOro
KopoobLi OTOB LOKyMeHTa 3a po3aisiom «Mikpo6ionoriyHa YnctoTax»: B

crneundikavii MeToZiB KOHTPO/IIO 3a PO34i0oM
«MikpobionoriyHa YncToTa» HEKOPEKTHO 3a3HavyeHo KpuTepil
NPUAHSITHOCTI N0 «3arasibHili KiIbKOCTi APIKAKOBUX Ta
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nnAicHABUX rpMbiB» Ta BUNpaB/eHHs opdhorpaduivHoi
NOMW/IKM B Ha3Bi GakTepiii. 3a3HaueHe BUMNpPaB/EeHHS
BiAnoBigae marepianiam peecTpauiiniHoro AOCbe, Sk
npeacTaBieHi B apXiBHUX MaTepianax peecTpauiinHoro
[0Cbe
38. FANA3O/MIH® | kpanni Ha3aslbHI, Bapwascbkn | Monbua BapLuaBcbkuii MonbLa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHW | TNy - 6e3 UA/0401/02/01
po3unH 0,05 % no 10 n hapmaLeBTUYHNIA He3HauHi 3MiHM LWoA0 TecTy y cneuudikauii /13 cTOCOBHO peyenma
M/1Y NOMieTUIEHOBKX thapmaveBT 3aBop Monbha AT BU3HAYEHHS KOMIbOPY PO3UMHY - BULASIEHHA NOCUIAHHSA Ha
dhnakoHax- WNYHWI 3aB0[ MeTog, Il 6e3 3MiHM BiANOBIAHOT aHaNITUYHOI NpoLeaypu, a
KpanesibHUUsAX 3 Monbtha AT came nepexig Big "EBp. @. n. 2.2.2. Metog, II" Ha "EBp. ®. n.
KOHTPON1EM NepLLoro 2.2.2."; 3MiHK | TUNY - BHECEHHSA 3MiH [0 TecTy «Bu3HauyeHHs
BigKpWTTS; no 1 BMICTY ripOX/10pMAay KCUIOMETas30iHy», a caMe BHECEHHS
hN1aKoHy Y KapTOHHiiA npaBoK B MeToA, KOHTpoto BEPX 3 BignoBigHOT 3MiHOO
KopoobLi MapKyBaHHs cneumdikadii. BBegeHHs 3MiH NpoTArom 6-tu
MicsLiB Nicns 3aTBEpAKEHHS
39. FANA3ONMIH® | kpan/i Ha3aslbHi, Bapwascbkn | [MNonbla BapLuaBcbkuii Monbwa BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasiB: 3MiHu | TUny - 6e3 UA/0401/02/02
posuuH 0,1 % no 10 ] dhapmaLeBTUYHNI He3HauHi 3MiHY LWoAo TecTy y cneuudikauii M13 cTocoBHO peyenma
MJ1Y NOMieTUIeHOBUX dhapmavesT 3asog Monba AT BU3HAYEHHS KOMIbOPY PO3UMHY - BULASIEHHA NOCUIAaHHA Ha
dhnakoHax- WYHWIA 3aBOf MeTop, Il 6e3 3MiHM BiANOBIAHOT aHaNITUYHOI NpoLeaypu, a
KpanesnbHuuaX 3 Monbtha AT came nepexig, Bif "Esp. ®. n. 2.2.2. Metog, II" Ha "EBp. ®. n.
KOHTPO/IEM MEpPLLOro 2.2.2."; 3MiHK | TUMY - BHECEHHA 3MiH A0 TecTy «Bu3HauyeHHs
BigKpuTTA; No 1 BMICTY riApoxnopnay KCunomMeTas3oniHy», a caMe BHECEHHS
(h/1aKOHY Y KapTOHHIl npaBoK B MeTof, KOHTponto BEPX 3 BianoBigHOT 3MiHOH
Kopoo6ui MapKyBaHHs cneumdikavii. BBeAeHHs1 3MiH NPOTArom 6-Tu
MicsLIB Nicns 3aTBEPAKEHHS
40. FACTPO- TabneTkn, BKPUTI MAT Ykpaina MAT "Fannucpapm”, Ykpaina BHECEHHS 3MiH O peeCcTpaLiiiHnX maTepianis: 3miHu | Tuny - 6e3 UA/1034/01/01
HOPM® NAiBKOBOO "rannudap YkpaiHa; MAT BBE/EHHS A0AaTKOBOro po3mipy cepii N3 - 232,10 «r, wo peyenma
060/10HKOI0, N0 120 Mm" "Knismegnpenapar”, cTaHoBUTb 550 000 Tab1eTokK (3 JOMYCTUMUM BiAXWUTEHHAM
mr, no 10 TabneTok y YkpaiHa 495 000 Tabnetok fo 605 000 Tabnetok). KopektHe
6nicTepi; no 4 abo no 3a3HavYeHHs BXe 3aTBepmAKeHoro posmipy M13;
10 6nicTepiB y nauui 3anpornoHoBaHo: 116,05 kr, o ctaHoBuTb 275 000
TabneTok (3 A4oNyCTUMUM BigXnNeHHAM Big 247 500
Tabnetok fo 302 500 TabneTtok) 232,10 Kr, L0 CTAHOBUTb
550 000 TabneTok (3 gonycTUMmnM BigxmneHHsm 495 000
Tabnetok Ao 605 000 TabneTok)
41. FEMATOrEH namTkn no 50 r Ne 1 B TOB YkpaiHa TOB "Hatyp+" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny - 6e3 UA/3794/01/01
nnisui "Hartyp+" OHOBJIEHHSI TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro peyenma
noninponiseHoBiin 3ac06y 3 BHECEHHAM iHhopmaL,i WoAo 3a3HaYeHHs
OAMHULb BUMIpIOBAHHSA Y cuctemi Sl. BHeceHHs 3MiH A0
po3ainy “MapkyBaHHs" MKA 13" 3anponoHOBaHo:
MapkyBaHHS. 3rigHO 3aTBEPL)KEHOr0 TEKCTY MapKyBaHHS.
BBefeHHs1 3MiH MPOTAroM 3-x MicsiLiB Micnsi 3aTBepAKEHHS
42, FEMUUTABIH | nopotuok ans Mepak HimeuwunHa | Mepgak Mesenbwadt HimeuuunHa BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | TUnY - 3a UA/11640/01/01
MEOAK NpUroTyBaHHsA lesenbwadg dotop KAiHiwe 3amiHa po3gainy «padiyHe 0opPM/IEHHS YNakoBKM» Ha peyenmom
PO34uHy ANs iHdy3il T dhrop Lneuianbnpenapar po3ain «MapkyBaHHs» B MK J13: 3anponoHoBaHo:
(38 mr/mn) no 200 mr; KNiHiwe e M6X, HimeuunHa MapkyBaHHS 3rigHO 3aTBEPAXXEHOr0 TEKCTY MapKyBaHHS.
1 donakoH 3 nopowkom | Llneuiansnp (BMPOGHUVIK, LLIO OHOB/EHHS TEKCTY MapKyBaHHS YMakoBKU MiKapcbKoro
Y KapTOHHIli KopoobLi enapare Bignosigae 3a 3ac06y 3 BHECEHHAM iHhopMaLii WoA0 3a3HaYeHHs
M6X BTOPVHHE OAVHWLb BUMIPIOBAHHSA Y cuctemi Sl. BBegeHHs 3MiH

nakyBaHHA,
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HaHeCeHHs 3axX1cHoTl
nniBky Ha donakoH
(HeoboB'sA3koBE) Ta
3a BUnyck cepii);
Meg-1IKC-Tpecc
'm6X, HimeuunHa
(BMPOGHUVIK, L0
Bignosigae 3a
BTOPUHHE
nakyBaHHA Ta
HaHeceHHs 3ax1cHotl
nAiBky1 Ha donakoH
(Heob6oB'sI3K0BE));
OHkoTek ®apma
MpopgakwH MméX,
HimeyunHa
(BUPOBHVIK, L0
Bignosigae 3a
BMPOGHMLTBO
roTOBOT NiKapCbKoi
hopmu, NepBUHHE
Ta BTOPUHHE
nakyBaHHs)

NPOTAroM 6-TU MiCALIB MiC/A 3aTBEPAKEHHS

FEMUMTABIH
MEAAK

NMOPOLLOK AN
NpUroTyBaHHs
PO34uHY AaNnst iHdy3ili
(38 mr/mn) no 1000 wr;
1 dhnakoH 3 NOPOLLKOM
Y KapTOHHiIlA KopoobLi

Megpak
lesenblad
T chrop
KniHiwe
Lneuiansnp
enaparte
M6X

HimeyunHa

Mepak esenbwadpT
dotop KAiHiwe
Lneujansnpenapat
e M6X, HimeuunHa
(BMpPOGHYIK, LIO
Bignosigae 3a
BTOPUHHE
nakyBaHHs,
HaHeceHHA 3axX1CHoI
nAiBky Ha donakoH
(Heob6oB'si3k0BE) Ta
3a BUNyck cepii);
Meg-IKC-TNpecc
v6X, HimeuunHa
(BUPOBHVIK, WO
Bignosigae 3a
BTOPUHHE
nakyBaHHs Ta
HaHeceHHA 3ax1CcHoOI
nniBk1 Ha donakoH
(Heo60B'sA3KOBE));
OHkoTek dapma
MpopgakwH MméX,
HimeyunHa
(BMPOGHUVIK, LLIO
Bignosigae 3a
BMPOBOHULITBO
rOTOBOI NiKapCbKOI
¢opmu, NnepeuHHE

HimeyunHa

BHECEHHS 3MiH 0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny -
3amiHa po3giny «padiyHe ohopM/IEHHS YNakoBKM» Ha
po3ain «MapkyBaHHs» B MKA J13: 3anponoHoBaHo:
MapkyBaHHs 3riHO 3aTBEPAXXEHOr0 TEKCTY MapKyBaHHS.
OHOB/IEHHSA TEKCTY MapKyBaHHSA YNakoBKU NiKapCbKOro
3acoby 3 BHECEHHSIM iH(hopMaLLiT LWLoA0 3a3HAYEHHS
OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BBegeHHs 3MiH
NPOTAroM 6-TW MICALB NiCNA 3aTBePKEHHSA

3a
peyernmom

UA/11640/01/02
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Ta BTOPUHHE
nakyBaHHs)
44, FEMUUTABIH | nopotuok gns Megpak Himeuunna | Mepgak esenbiadt Himeuunna BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/11640/01/03
MEAAK NpUroTyBaHHsA lesenblad dotop KAiHiwe 3amiHa po3giny «padiyHe ohopM/IEHHS YNakoBKM» Ha peyenmom
PO34uHY AaNnst iHdy3ili T chrop Lnevuianbnpenapar po3ain «MapkyBaHHs» B MKA J13: 3anponoHoBaHo:
(38 mr/mn) no 1500 wr; KniHiwe e M6X, HimeuunHa MapkyBaHHs 3rigHO 3aTBEPIAXXEHOr0 TEKCTY MapKyBaHHS.
1 dhnakoH 3 nopolwkom | LLneujansnp (BMPOBHWIK, WO OHOB/IEHHSI TEKCTY MapKyBaHHS YMakoBKW NiKapCbKoro
Y KapTOHHiIli KOopoobLi enapare Bignosigae 3a 3acoby 3 BHECEHHSIM iH(hopMaLLiT LWLoA0 3a3HAYEHHS
M6X BTOPVHHE OAVHWLb BUMIpOBaHHA y cuctemi Sl. BBegeHHs 3MiH
nakyBaHHs, NPOTAroM 6-TW MICALB NiC/A 3aTBePKEHHSA
HaHeceHHs 3ax1cHol
nAiBky Ha donakoH
(HeoboB'si3k0BE) Ta
3a BUNyck cepii);
Meg-IKC-Npecc
'mM6X, HimeuunHa
(BUPOBHVIK, WO
Bignosigae 3a
BTOPVHHE
nakyBaHHs Ta
HaHeceHHA 3ax1CcHoOI
nniBk1 Ha donakoH
(Heo6oB's13KOBE));
OHKoTek ®apma
MpopgakwH MvéX,
HimeuunHa
(BMPOGHUVIK, LLIO
Bignosigae 3a
BMPOBHULITBO
rOTOBOI NiKapCbKOI
dhopmMu, nepBuUHHE
Ta BTOPMHHE
nakyBaHHs)
45, FAPOXNOPT | Tabnetkn no 25 mr, no My6niyHe Ykpaina (BMPOGHMLTBO 3a Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/6721/01/01
1A3NA, 10 Tabnetok y akuioHepHe NMOBHWUM LMKIOM); OHOBJIEHHSI TEKCTY MapKyBaHHS yNakoBKMW NiKapCbKoro peyenmom
6nictepi; no 2 TOBapuCTBO My6niuHe 3aco6y 3 BHECEHHSIM iHGpopMaLil WoA40 3a3HaYeHHs
6nicTepu B Naywj; no "HaykoBo- akuioHepHe OAMHWLb BUMIPIOBAHHSA Y cucTeMi Sl. BHeceHHs 3MiH 10
20 TabneTtoKy BUPOGHNUNIA TOBapUCTBO po3sginy “MapkysaHHa” MKA /13; 3anponoHoBaHo:
6nictepi LEeHTp "HaykoBo- MapKyBaHHS. BignoBigHoO A0 3aTBEpAXEHOro TekcTy
"BopLuariscb BVMPOGHWYNIA LLEHTP MapKyBaHHs. [NpumiTka. MapkyBaHHs NikapcbKoro 3acoby,
KN4 Ximiko- "BopLyariBcbKuii oro gusaiiH nofatoTbCs YKPaiHCLKOK Ta POCiiCbKO
hapmaueBT XiMiKO- MOBamWu, a npu peanisauii npenapaTy Ha eKCnopT - MOBOHO,
NYHWIA thapmaueBTUYHNIA 06yMOB/IEHOI0 B KOHTPAKTI, Y BiANOBIAHOCTI 3 peecTpauiiHiM
3aBog" 3aBoj", YkpaiHa [0Cbe, fKe chopMoBaHe 3a BUMoramu KpaiHu-imnoprepa i
(BMPOGHMLTBO, 3asB/IEHO Mif Yac peecTpaljii B peecTpauiliHi opraHu KkpaiHum-

nakyBaHHs, BUMYCK
cepiiii); ToBapucTBO
3 0O6MEXEHOI0
BiANOBIAA/ILHICTIO
"Arpochapm”,
YKpaiHa (KOHTpo/b
cepiit); ToBapncTBO

imnoprepa.
TepMmiH BBEfleHHS 3MiH NpoTArom 6 micauis nicns
3aTBEPAKEHHSA
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Ne

Hassa

3asaBHUK

®dopma BunycKy Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3 06MexeHo
BiANOBIAA/ILHICTIO
"Hatyp+", YkpaiHa
46. FOHAN-P® PO34UMH NS iH'EKLA No Apec LLiBeiuapis BMPOGULTBO ITania/ BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/4113/02/01
300 MO (22 mkr)/0,5 TpelgiHr Hepo3gracoBaHOro LLiBeiiuapis 3MiHK 3 siKoCTi. FoTOBMIA NiKapcbkuii 3aci6. 3MiHW y peyenmom
m/; no 0,5 mny C.A. npenapary, BMPO6HMLTBI. 3amiHa abo BBeAEHHS [,04aTKOBOI AiNbHUL
KapTpuaXi 3 NpobKoto- nepBuHHe Ta BMPOGHMLTBA A1 YaCTUHM ab0 BCbOro BUPOGHUYOro
nopLUHeM Ta BTOPVHHE npoLecy roToBoro Nikapcbkoro 3acoby (AinbHuUS Ans
pychieHo0 nakyBaHHs, NEepPBMHHOIO NakyBaHHS) BBEAEHHS a/lbTEPHATUBHOIO
KPWLLIEYKOIO, KOHTPO/Ib AKOCTi Ta BMpo6HUKa Mepk CepoHo C.A., BiaaineHHs y M. O60HH,
BMILLLEHOMY Y pYyYKy BMNYCK Cepii: LLiseiiuapisi / Merck Serono S.A., Succursale d’Aubonne,
0151 BBEAEHHS; no 1 Mepk CepoHo Switzerland 3 agpecoto 3oH IHgycTpienb ge /T'YpbeTtas, CH-
pyuyui Ta 8 ronok y C.n.A., ITanis; 1170 O60HH, LWBeiiyapis / Zone Industrielle de I'Ouriettaz,
KapTOHHI KopooLi nepBuHHE CH-1170 Aubonne, Switzerland Ta BUpo6GHUYMMU GOYHKLiSIMU
nakyBaHHs nepBrHHE NakyBaHHSA (361paHHA nonepeAHbo 3anoBHEHNX
(36upaHHsa KapTpuaXiB 3 NpenapaTtoM B PyyKy A/15 BBELEHHS) Y 3B'A3KY
nonepegHsL0 3 BUPOOHNUMMUN HEOOXIAHOCTAMN.
3anoBHEHNX
KapTpUaXiB 3
npenaparom B pyuyKky
015 BBEAEHHS):
Mepk CepoHo C.A,,
BiA4INEHHA Y M.
O60HH, LLBeiuapis
47. FOHAN-®® PO34MH NS iH'EKLA No Apec LLiBeiuapis BMPOGULTBO ITania/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/4113/02/02
450 MO (33 mkr)/0,75 Tpeiginr Hepo3acoBaHoro LBeliuapis 3MiHK 3 IKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHN y peyenmom
m; no 0,75 mny C.A. npenapary, BMPOGHULTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiflbHUL,
KapTpuaXi 3 NpobKoto- nepBuHHe Ta BMPOGHMLTBA /15 YaCTUHM ab0 BCbOro BUPOGHUYOro
nopLHem Ta BTOPUHHE npoLiecy roToBoro NikapcbKoro 3acoby (ainbH1LA Ans
puhneHoto nakyBaHHs, NepPBUHHOTO NakKyBaHHS) BBEieHHS a/lbTePHATUBHOIO
KpULLIEYKOLO, KOHTPO/Ib SAKOCTi Ta BMpo6HUKa Mepk CepoHo C.A., BiaaineHHs y M. OGO0HH,
BMILLEHOMY Y PYUKY BUMYCK Cepili: Lseliuapia / Merck Serono S.A., Succursale d’Aubonne,
[ON15 BBEAEHHSA; no 1 Mepk CepoHo Switzerland 3 agpecoto 3oH IHgycTpienb ge /T'YpbeTtas, CH-
pyuyui Ta 12 ronok y C.n.A., ITanis; 1170 O60HH, LWBeiiyapis / Zone Industrielle de I'Ouriettaz,
KapTOHHiiA KOpo6Ll nepsuHHe CH-1170 Aubonne, Switzerland Ta BUPO6HUUMMYN CDYHKLIISAMM
nakyBaHHS nepBUHHE NnakyBaHHs (36upaHHA nonepeHLO 3anoBHEHNX
(36upaHHsa KapTpuaXiB 3 NpenapaTtoM B pyyKy A/15 BBELEHHS) Y 3B'A3KY
nonepeaHL0 3 BUPOOHUYMMUN HEOBXIAHOCTAMM
3arnoBHeHUX
KapTpUAXIB 3
npenapaTom B pyyKy
0151 BBEAEHHS):
Mepk CepoHo C.A.,
BiAAINEHHA Y M.
Q60HH, LBeliLapis
48. FOHAN-®® PO34MH NS iH'EKLA No Apec LLiBeiiuapis BMPOGULTBO ITania/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/4113/02/03
900 MO (66 mkr)/1,5 Tpenginr Hepo3acoBaHoro LBeliuapis 3MiHM 3 IKOCTi. FTOTOBMIA Nikapcbkuii 3aci6. 3MiHN y peyenmom
mn; no 1,5 mny C.A. npenapary, BMPO6HMLTBI. 3amiHa ab0 BBEAEHHS [,0AaTKOBOI AiNbHUL
KapTpuaxi 3 npobKoto- nepBuHHE Ta BMPOGHULUTBA 4715 YACTVHU abo BCbOro BUPOBHNYOro
nopwHem Ta BTOPUHHE npoLiecy roToBOro NikapcbKoro 3acoby (ainbH1LA ans
puchbneHoto nakyBaHHS, NepPBUHHOTO NakKyBaHHS) BBEAiEHHS a/lbTePHAaTUBHOIO
KPULLIEYKOHO, KOHTPO/1b AKOCTi Ta BMpo6HUKa Mepk CepoHo C.A., BigaineHHs y M. O60HH,
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BMIiLLEHOMY Y pYUKy BMNYCK Cepiii: LLisetiuapis / Merck Serono S.A., Succursale d’Aubonne,
019 BBEAEHHA; no 1 Mepk CepoHo Switzerland 3 agpecoto 3oH IHaycTpienb fe /TYpbeTtas, CH-
pyuui Ta 20 ronok y C.n.A., Itanis; 1170 O60HH, LWseliyapia / Zone Industrielle de I'Ouriettaz,
KapTOHHI KOpooLi nepBrHHE CH-1170 Aubonne, Switzerland Ta BUpO6HUYMMYN CDYHKLISSMM
nakyBaHHs nepBUHHE MakyBaHHS (36upaHHA nonepesHbLO 3anOBHEHWX
(36upaHHs KapTpuaXiB 3 NpenapaToM B Py4Ky A/15 BBEAEHHS) Y 3B'A3KY
nonepegHL0 3 BUPOOGHNYMMU HEOOXIAHOCTAMM
3an0BHEHUX
KapTpuaxis 3
npenaparoM B pyyKy
0151 BBEEHHS):
Mepk CepoHo C.A,,
BiAAINEHHSA Y M.
O60HH, LLBeiiuapis
49, F'YBKA cyxa peyoBuHa no 0,8 TOB Ykpaina TOB "BIO®APMA Ykpaina BHECEHHS 3MiH 0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/5711/01/01
FEMOCTATU r; 1 nnsiwka abo "BIO®PAPMA MNA3SMA", YkpaiHa OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro peyenmom
YHA® hnakoH B nauyli 3 MNA3MA" (BMPOGHMLTBO, 3acoby 3 BHECEHHSIM iH(hopMaLLiT LWLoA0 3a3HAYEHHS
KapToHY nepBuHHe OAVHMLb BUMIpOBaHHA Y cuctemi Sl. 3amiHa po3giny
nakyBaHHs); TOB «["pachiuHe 0hOPMIIEHHS YNAKOBKN» Ha PO3fi
"BIO®APMA «MapkyBaHHs» MKH; 3anponoHoBaHo: Po3gin
MNA3SMA", YkpaiHa «MapkyBaHHs». 3rifHO 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS.
(BTOpPUHHE TepMiH BBEEHHS 3MiH NPOTAroM 3 micAuiB nicns
nakyBaHHs1, BUMYCK 3aTBEPAKEHHS
cepii)
50. AEKCAMETA | po3uvH ans iH'exuiit, 4 MpuBaTHe Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/10236/01/01
30H Mmr/mn; no 1 mn B akujioHepHe akujioHepHe OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKV NiKapCbKOro peyenmom
amnyni; no 5 amnyn B TOBapnCTBO TOBapuCTBO "J1EKXiM 3aco6y 3 BHECEHHSIM iHGpopMaLil WoA40 3a3HAYEHHs
nadui 3 kKapToHy; no 1 "Jlekxim- - XapkiB" OOMHWLB BUMIPIOBaHHA Y cuctemi Sl. TepMiH BBeEHHS 3MiH
M B amnyni; no 5 Xapkis" npoTtArom 3 micsALiB nicns 3aTBepaXKeHHS
amnyn y 6nictepi; no 1
6nictepy B nauui; no 1
M/1 B amnyni 3
MapKyBaHHAM
YKpPaiHCbKOK Ta
pocilicbkol MoBamu;
no 100 amnyn B navui
3 KapTOHY
51. AENbTANIUW | nopoLuok TOB YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH [0 pEECTPaLiiiHUX MaTepiasiB: 3MiHU | TUnY - 3a UA/11125/01/01
H niodpinizoBaHWin ans "NlenbTapaH- BIO®APMA" 3MiHa YNOBHOB&XXEHOI 0CO6M 3asBHMKA, BigNoBiganbHOT 3a peyenmom
NpUroTyBaHHsA YkpaiHa" thapmakoHarnsag. MNponoHoBaHa peakuis: KniMyeHko
Kpanenb HasanbHUX Henna. 3miHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT 0CO6M
no 0,0003 r, 5 amnyn 3asBHMKa, BiANOBIAAILHOI 3a hapmakoHarnsg,
abo (h/1akoHIB y
6nictepi, no 1 a6o 2
61icTepn y nayui
52. AENAKIH® TabneTku, BKpUTI TOB Ykpaina CaHodpi BiHTpon PpaHuia/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |l TUny 3a UA/2598/02/01
EHTEPIK 300 060/10HKOI0, "CaHodi- IHgacTpia, ®PpaHuis; IcnaHis - 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta papMakoHarnsay. peyenmom
KMLLKOBOPO34MHHI MO ABeHTIC CAHO®I-ABEHTIC 3MiHN Y KOPOTKiil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
300 mr; Ne 100 YkpaiHa" C.A., IcnaHis MapKyBaHHSA Ta IHCTPYKLii 4719 Me4UYHOro 3aCTOCYBaHHS y

(10x10): (no 10

3B’A3KY i3 HOBMMW JaHWUMW 3 SKOCTI, AOKNIHIYHUMWU,
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
TabneTok y 6nictepi; KTIHIYHUMW AaHMU Ta JaHumK 3 papmakoHarnsgy -
no 10 6nicTepis y OHOB/IEHO iHGhopMaLito y po3ginax "®apmMmakonorivHi
KapTOHHI KOpO6Li) BnactmBocTi", "Moka3aHHA" (BHECEHI YTOUHEHHS),
"MpoTunokasaHHa", "B3aemogis 3 iHLIMMK NiKapCbKUMUn
3acobamu Ta iHWi BUAW B3aemogiii”, "Ocob1mBocCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiod BariTHoOCTi abo
roflyBaHHs rpyaar” (4ogaBaHHS 3acTepexeHb), "3aaTHicTb
BM/IMBATW Ha LWBMAKICTb peakLii Npy KepyBaHHI
aBTOTPaHCNOPTOM abo iHWKUMK MexaHismamun”, "Cnocio
3acTocyBaHHs Ta go3u", "[iTn" (pegaryBaHHs TEKCTY),
"Mepepo3yBaHHA", "M06IYHI peakuii IHCTPYKUIT A1
Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby BiAnoBigHO
[0 6e3neky 3acToCcyBaHHs Ailo4oi pe4oBMHU. BBeaeHHS 3MiH
NpOTAroM 6-TW MicALB Nic/a 3aTBepPAKEHHS
53. ANKNO®EHA | po3unH ans iH'exuin, MpuBatHe Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH 0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13364/01/01
K HATPIHO 25 mr/mnno 3 mn B akuioHepHe akuioHepHe OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro peyenmom
amnyni; no 5 amnyn y TOBapuCTBO TOBapuCTBO "J1eKXiM 3acoby 3 BHECEHHSIM iH(hopMaLLiT LWLoA0 3a3HAYEHHS
nauuj 3 "Jlekxim- - Xapkis" OAVHWLb BMMIpOBaHHA Yy cuctemi Sl. TepmiH BBE,EHHS 3MiH:
neperopogkamu; no 5 Xapkis" npoTArom 3 MicsILiB Micns 3aTBepIKEHHS
amnyn B 0gHO6IYHOMY
6nictepi; no 1
6nicTepy y nauui; no 3
M B amnyni; no 100
amnyn y kopoobu,i 3
neperopogkamm
54. ANNPUBAH eMynbCia ans iHdysild, AcnieH IpnaHgis AcTtpa3eHeka IOK Benuka BHECEHHS 3MiH 10 peECTPaLiiHNX MaTepianiB: TEXHIUHA 3a UA/11592/01/01
10 mr/mn no 20 mn B dapma NimiTea, Benuka BpuTanisa/ nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peyenmom
amnyni; no 5 amnyn y TpelgiHr BpuTaHis ITanis BUNPAaB/IEHO TEXHIYHY NMOMWUIIKY Y TEKCTI MapKyBaHHs
KOHTYPHIli YapyHKOBIA Nimiteq, (BMPOGHMK, BTOPUHHOT ynakosku J13. SANPOMNOHOBAHO: 17. IHLWE
ynakoBui; no 1 BiANOBiAa/IbHWIA 32 (HaHOCMTbCA AaTa BUPOGHULTBA) (HAasABHWUIA /IOTOTUN
KOHTYPHIli YapyHKOBIl BUNYCK cepil); 3a8BHMKA) (HASABHUIA LUITPUX-KOA)
YNaKoBLii y KapTOHHii KopaeH ®apma (HasBHa iHchopMaLis CTOCOBHO BNAaCHWKa TOBAPHOTO 3HaKy)
Kopo6ui; no 50 mny C.n.A., ITanisa (HasiBHi Ha ynakoBLji Ha3BM Ta NO3HAYEHHS O4NHULb
chnakoHi; no 1 (Bpo6HUK "in bulk”, BMMIiptOBaHHSA (BignosigHo fo cuctemu Sl) gy6ntolTbeA
dnakoHy 3 nakyBaHHs) BiZlNOBIAHO [0 3arafibHONPUAHATOI MiXKHAPOAHOT
yTpUmyBayem y HOMEHK/IaTypu 3 BUKOPUCTaHHAM JliTeP NaTUHCLKOro Ta/abo
KapTOHHI Kopoo6Li rpeupkoro andasiTiB) 3a3HavyeHe BUNpPaB/eHHs Bignosigae
marepiasiaMm peecTpauiiHoro f1ocke
55. AlOKCn3on po3uuH no 50 r abo no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny - 3a UA/8021/01/01
b®- 100 r y cpnakoHax abo | "®apmaueBT "papmaueBTNYHa 3MiHU 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema peyenmom
AAPHNUA 6aHkax, no 1 conakoHy | wuyHa hipma ipma "AapHuus" KOHTelHep/3aKynopoBasibHWiA 3aci6. 3miHa po3mipy
abo 6aHui y nauui "NapHnus” yMakoBKM rOTOBOTO NiKapCbKOro 3acoby (BUyYEHHS

ynakoBKW MEeBHOr0 Po3Mipy) - BUSTyYeHHs 3 MaTtepiasiiB
peeCTpaLiiHOro A0ChE 3aTBEPAYKEHNX YNAKOBOK - (h/1aKOHIB
Ta 6aHok nonimepHux no 500 r Ta no 1000 r. BBegeHHs 3MiH
NPOTAroM 6-TW MICALIB NiCNA 3aTBEPMKEHHS; 3MiHW | TUny -

3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBanbHWii 3aci6. 3MiHa nocTavyanbHYKa

nakyBa/lbHNX MaTepianiB abo KOMMIEKTYUUX (SKLLO

3a3HayeHo B A0Cbe) (3aMiHa abo AoAaBaHHs
noctavyasibH1Ka) - BBEAeHHS a/lbTepHaTUBHOIO
nocTayaibH1Ka KpULLIOK C KOHTPO/IEM MEpPLLOTro BigKPUTTS
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
TOB "®apmmawl”, YkpaiHa (3aTBepmxeHHnin BUpoOHNk 3AT
"®ipma Eninc", YkpaiHa); 3MiHu | Tuny - 3MiHW 3 SKOCTI.
[oToBWIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akyrnoptoBanbHuii 3aci6. 3MiHa chopmu abo
pO3Mipy KOHTeHepa 4un 3aKynoproBasibHOro 3acoby
(NnepBMHHOI ynakoBku) (HECTePUbHI fikapcbki 3aco6m) -
BBEJEHHSA [0AaTKOBUX KPULLIOK C KOHTPOJIEM NEepLLOro
BigkputTa TUNY KB-3 Ta Tuny 1.44 (B) 02 3 npoknaakoto 3i
CNiHEeHOro nosieTuaeHa 40 paHiw 3aTBepAKEHNX KPULLOK C
KOHTpOMeM nepLuoro BigkpuTTa Tuna Ke2 ta KB-2, 6e3 3MiHn
AKICHOTO Ta KiflbKiCHOro cknagy marepiany. Po3mip
MPONOHOBAHMX KPULLIOK BiAPI3HAETLCSA Bif, 3aTBEPIKEHUX
56. AIOCMEKTUT | nopowok (cybcTaHuis) BE3 Xopsaris XaliHaHb CiMkepe Kutai BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/17374/01/01
y NoABIAHUX Papmaxem dapmachbioTikan Ko., AZMiHICTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo
nonieTnIeHoBmX 4.0.0. nrp afpecy MicLs NPoBafKEHHS Ais/IbHOCTI BUPOOHMKA
naketax gns (BkNtoyatouu, 3a HeO6XiAHOCTI, MiCLie MPOBELEHHSA KOHTPO/IO
hapmaLeBTUYHOIO SIKOCTi), ab0 BNacHWKa macTtep-thaiina Ha A®l, abo
3aCcTOCyBaHHA noctavanbHvka Ad|/BuxigHoro
martepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
3aCTOCOBYHOTLCA Y BUPOOHULTBI A®I (AKLLO 3a3HAYEHO Y
[LOChE Ha Nikapcbkunii 3acib) 3a BiACYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[0Cbe, ab0 BMPOOHMKA HOBOT AOMOMDKHOI PEYOBUHM (SIKLLLO
3a3HayeHo y A0CbE) 3a3HaYEHHS PUANYHOI agpecu
BMpO6HUKa XaiiHaHb CiMkepe ®apmacstoTikan Ko., /T4,
Kutali, 6e3 3MiHW Micusi BUpo6HULTBA
57. AYDPANAK® PO34MH OpasibHUiA, 667 A660TT HigepnaHan A660TT HigepnaHan | BHeCEHHS 3MiH 40 peecTpauiiHux matepiasis: 3miHu | Tuny - 6e3 UA/15943/01/01
PPYT mr/ma no 200 mn abo Xernckea Bionoaxikanc b.B. OHOBJIEHHS cepTudikaTy BifNoBiAHOCTI EBpONECHKii peyenma
no 500 mn y naswui 3 MpopakTc dapmakonei Ne R1-CEP 2005-102-Rev 05 ans gitouoi
MIpPH/M CTakaH4/KOM B.B. PeyoBMHW NaKTY1031 PiSKOT Bif BXXe 3aTBEPAKEHOro
BMpo6HMKa Abbott Laboratories Co., Canada
58. EBKABA/I® cupon, 3 /151 B 100 Ecnapma HimeuunHa | dapma BepHirepoge Himeuunna BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 6e3 UA/5754/01/01
cupon r,no 100 mny 6X 6X 3MiHa 4acTOTV KOHTPOJIIO B NPOLIECi BUPOGHMLTBA Y 3B'A3KY 3 peyenma
chnakoHi i3 ckna; no 1 HasIBHICTIO IBOX PO3MIipiB cepiid, 6ynn po3pobieHi HOBI,
(h/1aKOHY B KapTOHHIi yHiBepcasibHi AN15 ABOX PO3MIpiB, BUPOOHWNYI iIHCTPYKLT
Kopo6ui
59. EBKA3O/IH® | cnpeli Ha3anbHWiA, 1 AT Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/3664/02/01
AKBA mr/r; no 10 r y donakoHi "®papmak” AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenma

CK/ITHOMY 3 HACOCOM-
[103aTOpPOM 3
posnuioBayem
Haza/IbHOro
npu3HayeHHs; no 1
dhnakoHy B navui 3
KapTOHY

afpecy Micus NPOBaKEHHS AiS/IbHOCTI
BMpOBHUKa/iMNopTepa roToBOro JlikapcbKoro 3acooy,
BK/IOYAIOUY AiNbHULj BUNYCKY cepii abo micue npoBeeHHs
KOHTPOJIO SIKOCTI. (ZisANbHICTb, 3a 5Ky BifnoBigae
BMPOGHMK/IMNOpPTEp, BK/OYaUM BUMYCK CEpiid) - 3MiHa
HalilMeHyBaHHs Ta agpecu BUpo6HKa, 6e3 3MiHW micus
BMPO6HMLITBA; 3MiHM BHECEHI B iHCTPYKLO A5 MeAn4YHOro
3acTocyBaHHsA J13 y p. "BUPO6HUK", "Micue3HaxoKeHHs
BMPOGHMKA Ta 1i0ro agpeca Micua NPoBaMKeHHS AisfbHOCTI"
3 BiANOBIAHVUMYM 3MiHAMUW B TEKCTi MapKyBaHHS yNakoBOK
(BBefeHHs 3MiH NpPOTArom 6-Tn MicsLiB nicns
3aTBEPMKEHHS); 3MiHK | TMNy - AgMIHICTpaTUBHI 3MiHW. 3MiHa
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HalilMeHyBaHHA Ta/abo agpecy 3asBHVKa (BnacHuka
peecTpauiiiHOro NocBigYEHHST) - 3MiHA HallMeHyBaHHA Ta
afipecy 3asBHVIKa (BacHuKa peecTpauiiHoro nocBigYeHHs)
BBeeHHS 3MiH NpOTArom 6-Tu MiCALB NicNs 3aTBEPMAKEHHS;
3MiHuM | TUNY - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) - BHeceHHs 3MiH Jo po3giny
«MapkyBaHHA» MKA /13 3aTtBepaxeHo: MAPKYBAHHA
Bignosigae HagaHoOMy TeKCTy MapkyBaHHS. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo 3aTBEPAYKEHOrO TEKCTY MapKyBaHHS.
OHOB/IEHHSI TEKCTY MapKyBaHHS YMakoBKW NiKapCbKoro
3acoby 3 BHECEHHSIM iHGhopMaLiT LWLoA0 3a3HAYEHHS
OAVHULb BMMIpOBaHHA y cuctemi Sl (BeBeAeHHS 3MiH
NpPOTSArom 6-Tv MicALiB Mic/1A 3aTBepPAKEHHS)

60.

EJEM®

TabneTku, BKpUTI
060/10HKOH0, MO 5 Mr;
no 10 a6o no 30
Tabnetok y énictepi;
no 1 6nictepy B navui

AT
"Papmak”

YkpaiHa

AT "®dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecy 3asBHVKa (BNacHWKa peecTpauiiiHoro nocBigYeHHs).
3MiHa HalilMeHyBaHHA Ta afipecy 3asBHMKa (BNacHUKa
peecTpauiiiHoro NocBig4eHHs). BBeAeHHs 3MiH NpoTArom 6-
TV MiCALB Nicna 3aTBepAXeHHSA. 3MiHW | TNy -
AZMiHICTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo
afpecy MicusA NPoBaKeHHS Ais/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BK/THOYAKOUN AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPO/IO AKOCTI. (AisANbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOpTEp, BK/OYAUM BUMYCK cepiii). 3MiHa
HallMeHyBaHHs Ta agpecu BUpo6HKKa, 6e3 3MiHW MicLst
BMPOOHULITBA. BBEAEHHSA 3MiH NPOTAroM 6-TW MicsLiB nicns
3aTBEPKEHHS.
3MiHu | TUny - 3MiHKM Wopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn). OHOBEHHS TEKCTY
MapKyBaHHS YNakoBK/ NiKapcbKoro 3acoby 3 BHECEHHSM
iHchopMaLii WoA0 3a3HaYeHHS OANHMLb BUMIPOBAHHS Y
cucTemi Sl. BHeceHHs 3MiH f0 po3ainy «MapkyBaHHsA» MKA
N3. 3atBepmkeHo:MAPKYBAHHA. Bignosigae HagaHomy
TEKCTY MapkKyBaHHs. 3anponoHosaHo: MAPKYBAHHA
3rifHO 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. BBeAeHHS 3MiH
NPOTAroM 6-TW MicAUIB NicNsA 3aTBEPAYKEHHS.

6e3
peuyenma

UA/8360/01/01

61.

EKCDOPX

TabneTkn, BKPUTI
NAiBKOBOO
060/10HKO0, 5 Mr/80
Mmr, no 14 TabneTok y
6nictepi, no 1 abo no
2 6nicTepn B KOpo6Li

HosaprTic
Papma Al

LBeliuapis

HosapTic ®apma
LLTeliH AT,
LLiBeiiuapis;
HosaprTic
dapmacbioTrka
C.A., IcnaHis

LBeliuapis/
IcnaHis

BHECEHHS 3MiH 10 peecTpaLiiiHuX maTepianiB: yTOUHEHHs
[03yBaHHA Ta ynakoBKU B Haka3i MO3 YkpaiHu Ne 2417
Big 23.10.2020 ans nikapcbKoro 3acoGy, Homep
peecTtpauiiiHoro nocigueHHs - UA/8102/01/01, B
npoueci BHECEHHS 3MiH (3MiHu | Tuny - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHm)
OHOB/IEHHSI TEKCTY MapKyBaHHS YMakoBK/ NiKapCbKoro
3aco6y 3 BHECEHHSIM iHGpopMaLil WoA40 3a3HaYeHHs
OAVHULb BUMIPIOBAHHSA Y cucTemi Sl. BBeeHHS 3MiH
npoTArom 6 micsALiB Nicns 3aTBePAXKEHHS).
Pepakuisi B Hakasi: TabneTku, BKPUTI NMiIBKOBOH 060/IOHKOH),
5 mr/80 mr; 5 mr/160 mr; 10 mr/160 mr, no 14 TabneTok y
6nicTepi, no 1 abo no 2 6nictepu B KOPo6Li. BipHa peaakuis:
TabneTkn, BKpUTI MiIBKOBOK 060/10HKO, 5 Mr/80 mr, no 14
TabneTok y 6nictepi, No 1 a6o no 2 6aicTepn B KOPOOLL.

3a
peyenmom

UA/8102/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
62. ENEYTEPOK EeKCTPaKT OpasIbHUIA, TOB "AKnN YkpaiHa TOB "OKN YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/3544/01/01
OKY no 50 mn y donakoHax "®apmaueBT "PapmaueBTUYHa BHECEeHHS 3MiH 10 po3ainy “MapkyBaHHa” MKSA /13" peyenma
EKCTPAKT nyHa abpuka" 3anponoHoBaHO: MapkKyBaHHS. 3rigHO 3aTBEPAKEHOIO
PIAKWUIA thabpuka" TEeKCTY MapKyBaHHA. OHOBEHHA TEKCTY MapKyBaHHsA
YyNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHhopmaLii
LLIOAO 3a3HaYeHHS OAMHULb BUMIPIOBaHHS Yy cucTemi Sl.
BBefeHHS 3MiH NpOTArom 6-T1 MiCALIB MiCNA 3aTBEPAXEHHS
63. ENOAEPM masb, 1 mr/r,no 15 r ToBapucTso Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 3a UA/16145/01/01
ab6o no 30 r y Ty6i; no 3 obmexeHor BHECEHHS 3MiH 0 po3ainy “MapkyBaHHs" MKA N13; peyenmom
1 Ty6i y kopobui 3 06MEXeEHO Bi4NoBiAaNbLHICTIO 3anpornoHosBaHo: MAPKYBAHHSA BignosigHo fo
KapTOoHYy BiAnoBigab "®apmaLeBTnyHa 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS TEKCTY
HiCTIO KOMMaHis MapKyBaHHS! yNakoBKU MiKapCbKOro 3acoby 3 BHECEHHAM
"®PapmaueBT "3p0poB'a", YkpaiHa iH(hopMauii WoA0 3a3Ha4YeHHsA O4NHULb BUMIPOBAHHS Y
N4Ha (ci cTagji cuctemi Sl. BBeieHHs 3MiH NPOTArom 6-Tu MicsiLiB micns
KOMMaHis BMPOGHMLTBA, 3aTBepKEHHSA
"3popos'a” BUNYCK cepil);
ToBapucTso 3
06MEXEHO
Bi4nNoBiAaNbHICTIO
"PapmaueBTnyHa
KOMMaHis
"3p0poB'a", YkpaiHa
(ci cTagji
BMPOGHWLTBA,
KOHTPO/b SIKOCTI,
BMNYyCK cepil);
ToBapucTBo 3
06MeXeHOI
Bi4NOBIAANLHICTIO
"®APMEKC IrPyn",
YKkpaiHa (KOHTponb
SAKOCTI)
64. EMECETPOH | po3uuH gns iH'ekuin, 2 ToBapucTBO Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHM | TNy - 3a UA/4118/01/01
-340POB'A Mr/mMa no 2 mn aéo 4 3 06MexeHo OHOBJIEHHS TEKCTY MapKyBaHHS YNaKoBKM NiKapCbKoro peyenmom
M B amnyni; no 5 obmexeHoto BiAANOBIAA/LHICTIO 3ac06y 3 BHeCEHHAM iHhopmaL,i WoAo 3a3HaYeHHs
amnyn y kopob6uj; no 2 Bignosiganb "hapmaueBTNYHA OAMHWLb BUMIPIOBaHHS Y cucteMi Sl. BHeCeHHs 3MiH 4o
M1 abo 4 Mn B amnyni; HiCTIO KoMnaHis "3popos'a” po3ainy “MapkyBaHHs" MKA J13: 3anponoHoBaHo:
no 5 amnyn y 6nictepi; | "®apmauesT MAPKYBAHHSA BignosigHo [0 3aTBEPAXEHOr0 TEKCTY
no 1 aéo no 2 N4Ha MapKyBaHHs. BBeeHHS 3MiH MPOTArom 6-Tu MicALiB nic/s
6nictepun y kopobui KOMNaHis 3aTBEepPKEHHS
"3p0pos'a”
65. EHANANPUAN | Tabnetkn no 10 mr, no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHiX MaTepianis: 3MiHu | TURy - 3a UA/8867/01/01
10 Tabnetok y "Kuismegnp "KuiBmegnpenapar” BBE/IEHHSA [0AaTKOBOro po3Mipy cepii roToBOro NikapcbKoro peyenmom
6nicTepi; no 2 enapart” 3aco6y; 3anponoHoBaHo: 100 Kr CyMilLi KOMMOHEHTIB, L0
6nicTepy B navw, cTaHoBuTb 500 000 TabneTok (3 4oNYCTUMUM BIAXUIEHHAM
Bif, 450 000 Tabnetok fo 550 000 TabneTok) 220 Kr CyMmiLLi
KOMMOHEHTIB, Lo cTaHoBMTL 1 100 000 TabneTok (3
[onyctumuM BigxuneHHam Big 1 000 000 tabnetok go 1 200
000 TabneTok)
66. EHANANPUAN | Tabnetkn no 20 mr, no MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH /10 pEECTPaLiiHMX MaTepiasiB: 3MiHK | TNy - 3a UA/8867/01/02
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
10 TabneTtoky "Kuismegnp "Kuismegnpenapar” BBE/EHHS AOAATKOBOIO PO3Mipy cepii roTOBOrO JlikapCbKOro peyenmom
6nictepi; no 2 enapart” 3aco06y; 3anponoHoBaHo: 100 Kr cyMiLli KOMMOHEHTIB, L0
6nicTepu B nayw, cTaHoBuTb 500 000 TabneTok (3 4OoNYCTUMUM BIAXWUIEHHAM
Big 450 000 Tabnetok Ao 550 000 TabneTok) 220 Kr cymiLi
KOMMOHEHTIB, W0 cTaHoBUTL 1 100 000 TabneTtok (3
JonyctTuMmm BigxuneHHsam sig 1 000 000 tabnetok go 1 200
000 TabneTok)
67. EHANANPUN | TabneTtkn no 5 mr in ToBapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - - UA/14693/01/01
-300POB'A bulk: Ne1000 (no 1000 3 obmexeHor BHECEHHS 3MiH 40 po3ainy “MapkyBaHHs" MKA N13.
TabneTok y nakeri obmexeHo Bi4NOBiAA/IbHICTIO OHOBJIEHHA TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro
nonieTuneHoBomy y Bignosigans "papmaueBTnYHaA 3acoby 3 BHECEHHSIM iH(hopMaLLiT LWLOoA0 3a3HAYEHHS
KOHTeliHepi); in bulk: HiCTIO KomnaHis "3g0poB'a" OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BBegeHHs 3MiH
Ne10000 (no 10000 "®PapmaueBT NPOTAroM 6-TW MICALB NiCNA 3aTBePKEHHSA
Tabnetok y nakeri N4Ha
nonieTuneHoBomy y KOMMaHis
KOHTeliHepi) "3g0poB's"
68. EHANANPUN | TabneTkn no 10 mrin ToBapucTBo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | TURY - - UA/16485/01/01
-300POB'A bulk no 1000 3 06MEXEHO 3amiHa po3giny «MpadgiyHe 0opPM/IEHHS YNakoBKM» Ha
TabneToK y nakeri obMexeHo BiANOBIAA/ILHICTIO po3ain «MapkyBaHHs» B MKA J13. OHOBNEHHS TEKCTY
nonieTuneHosomy y Bignosigasib "®apmaLeBTUYHa MapKyBaHHS YNakoBKW MiKapCbKOro 3ac00y 3 BHECEHHAM
KOHTeliHepi HiCTIO KoMnaHis "3gopos'a” iH(hopMaLii WoA0 3a3HaYeHHS OANHMLb BUMIPIOBAHHS Y
naacTMacoBomy; in "®GapmaueBT cuctemi Sl. BBeieHHs 3MiH NpPOTArom 6-Tu MicsLiB nicns
bulk no 10000 nyHa 3aTBEPAKEHHS
TabneTok y nakeri KOMNaHis
nosnieTuneHoBomy y "3popos'sa”
KOHTelHepi
n1acTMacoBoMy
69. EHANANPUN | TabneTkn no 20 mr in ToBapucTBO Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - - UA/16485/01/02
-300POB'A bulk no 1000 3 obmexeHoro 3amiHa po3giny «padiyHe oopMIEHHS ynakoBKM» Ha
TabneTok y nakeri obmexeHor BiANOBIAA/TLHICTIO po3gain «MapkyBaHHs1» B MK /13. OHOB/IEHHS TEKCTY
nonieTuNeHoBoMy y BiAnoBiganb "®apmaLeBTnyHa MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby 3 BHECEHHSM
KOHTelHepi HICTIO KomnaHisa "3gopos'a" iHchopmauii LoA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHS Y
naacTMacoBoMy; in "®apmauesT cucTemi Sl. BBeeHHS 3MiH NPOTArom 6-T1 MicAUiB micas
bulk no 10000 N4Ha 3aTBEpAKEHHSA
TabneTok y nakeri KOMNaHis
nonieTuaeHoBoOMy y "3po0pos'a”
KOHTelHepi
naacTMacoBomMy
70. EHANANPUN | TabneTtkn no 10 mr, no | ToBapuctBo | YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/5913/01/01
-300POB'A 10 Tabnetok y 3 06MeXeHO 3amiHa po3giny «padiyHe 0hOpPM/IEHHS YNakoBKM» Ha peyenmom
6nicTepi; no 2 obmexeHor BiANOBIAA/LHICTIO po3gin «MapkyBaHHs1» B MKA J13. OHOB/MEHHS TEKCTY
6nicTepun y KapTOHHIl Bignosigasib "®apmavueBTUYHa MapKyBaHHS! yNakoBKU iKapCbKOoro 3acoby 3 BHECEHHAM
Kopobui; no 20 HiCTIO KoMnaHis "3popos'a” iHchopMaUii WoAo 3a3HaYEHHS O4NHNLb BUMIPIOBAHHS Y
Tabnetok y énicrepi; "®apmaueBT cuctemi Sl. BBeeHHs 3MiH NpOTArom 6-T micsliB micns
no 1 6nictepy y nyHa 3aTBEPMKEHHS
KapTOHHI KOpooLi KOMNaHis
"3p0pos'a”
71. EHANANPUN | Tabnetkn no 20 mr, no | ToBapucTBo Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/5913/01/02
-300POB'A 10 Tabnetok y 3 06MEXEHO 3amiHa po3gainy «padiyHe 0OPM/IEHHS YNakoBKM» Ha peyenmom
6nicTepi, no 2 obmexeHor BiANOBIAA/LHICTIO po3gin «MapkyBaHHs1» B MKA J13. OHOB/MIEHHS TEKCTY
6nicTepy y KapTOHHiIi BifnoBsigab "apmaueBTniHa MapKyBaHHS YNakoBK/ NiKapcbKoro 3acoby 3 BHECEHHSM
Kopobui; no 20 HiCTI0 KoMnaHis "3popos's” iHbopMaLii WoAo 3a3HAYEHHS OANHYLb BUMIPOBAHHS Y
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
TabneTok y 6nictepi, "®apmaueBT cucTemi Sl. BBeieHHS 3MiH NPOTArom 6-T1 MicAuUiB micas
no 1 6nictepy y N4Ha 3aTBEpAKEHHSA
KapTOHHI KOPOOL KOMNaHis
"3po0pos'a”
72. EHANANPUN | TabneTkn no 5 mr, no ToBapucTBO Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | TUnY - 3a UA/5913/01/03
-30POB'A 10 TabneTtoK 'y 3 BMPOGHMLTBA, BHECEHHS 3MiH 40 po3ainy “MapkyBaHHs" MKA N13. peyenmom
6nicTepi, no 2 abo no obmexeHo KOHTPO/b AKOCTI, OHOBJIEHHA TEKCTY MapKyBaHHS YNakoBKW NMikapCbKoro
3 6nictepn y Bignosigans BUNYCK cepii: 3acoby 3 BHECEHHSIM iH(hopMaLLiT LWLoA0 3a3HAYEHHS
KapTOHHI KOpoo6Li HiCTIO ToBapucTso 3 OAVHWLb BUMIpOBaHHA y cuctemi Sl. BBegeHHs 3MiH
"®GapmaueBT obMexeHo NPOTAroM 6-TW MICALB NiCNA 3aTBePKEHHSA
N4Ha Bi4NOBIAANLHICTIO
KOMMaHis "papmaueBTniHa
"3popos'a” KOMnaHis
"3p0poB'a”, YkpaiHa;
BCi cTagil
BMPOGHMLTBA,
KOHTPONb SIKOCTI:
ToBapucTso 3
06MeXeHOI
Bi4NOBIAANLHICTIO
"®APMEKC rPyn",
YKpaiHa
73. EHANANPUN | TabneTku, 10 mr/12,5 ToBapucTBo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHuX MaTepiasis: 3MiHu | TURY - 3a UA/1350/01/01
-HL- mr, no 20 a6o no 30 3 06MEXEHO BHECEHHS 3MiH 40 po3ainy “MapkyBaHHA" MKA /13: peyenmom
340POB'A TabneTok y 6nictepi; obMexeHo BiANOBIAA/ILHICTIO 3anpornoHoBaHo: MAPKYBAHHSA BignosigHo fo
no 1 6nictepy B Bignosigasib "®apmaLeBTUYHa 3aTBEPPKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHSA TEKCTY
KapTOHHI KOPOOLi HiCTIO KoMnaHis "3gopos'a” MapKyBaHHS YNakoBKM JiKapCbKOro 3ac00y 3 BHECEHHSIM
"®GapmaueBT iH(hopMauii WoA0 3a3Ha4YeHHSA O4NHWLb BUMIPHOBAHHS Y
nuHa cucTeMi Sl. BBefieHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
KOMnaHis 3aTBEPAKEHHS
"3popoB'a”
74. EHANANPUN | TabneTku, 10 mr/25 ToBapucTBO Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 3a UA/1351/01/01
-H- mr, no 20 a6o no 30 3 06MEXEHO0 OHOBJ/IEHHSA BXE 3aTBEPA)KEHOr0 TEKCTY MapKyBaHHS. peyenmom
340POB'A TabneTok y 6nictepi; obmexeHor BiANOBIAA/TLHICTIO BHeceHHs 3MiH A0 po3giny “MapkyBaHHsA" MKA 13:
no 1 6nictepy B Bignosigans "papmaueBTNYHa 3anponoHoBaHo: MAPKYBAHHA BignosigHo ao
KapTOHHI Kopoo6Li HiCTtO KoMnaHis "3popos'a” 3aTBEPKEHOrO TEKCTY MapKyBaHHA. OHOBIEHHS TEKCTY
"dapmaLesT MapKyBaHHS YNakoBK/ NiKapCbKOro 3acoby 3 BHECEHHSM
N4Ha iH(hopMaUii Woa0 3a3HaYeHHS O4NHWLb BUMIPOBAHHS Y
KOMMaHis cucTeMi Sl. BBeieHHs 3MiH NPoTArom 6-T1 MicALUiB nicns
"3g0poB's" 3aTBEPKEHHSA
75. EHANANPUN | TabneTku, 10 mr/25 ToBapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHuXx MaTepiasis: 3MiHu | TUny - - UA/14872/01/01
-H- mr, in bulk: no 1000 3 obmexeHor OHOBJIEHHS BXE 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHA y
340POB'A a6o 10000 Tabnetoky | 06MeEXeHo BiANOBIAA/LHICTIO nakeTi MoNieTU/IEHOBOMY Y KOHTEHepi (BHECEHHS
nakeTi BiAnoBiganb "®apmaLeBTnyHa no3Ha4yeHb OAUHWLb BUMIPIOBAHHS, 3 BUKOPUCTAHHAM NiTep
nonieTuneHoBomy y HICTIO KomnaHis "3gopos'a" NaTUHCLKOTro andhasiTy, TOLLO); BHECEHHS 3MiH A0 po3ainy
KOHTeliHepi "®apmaueBT “MapkyBaHHa" MKA N13:
nyHa 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
KOMNaHis 3aTBEPAKEHOro TEKCTY MapkysaHHA. MAPKYBAHHA wopao
"3popos's” npoaykuii in bulk

TeKCT MapKyBaHHsA AoAa€eTbCsl. OHOBMEHHS TEKCTY
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Ne

Hassa

Popma BUMYCKY

3asaBHUK

Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MapKyBaHHS YNakoBK/ NiKapCbKOro 3acoby 3 BHECEHHSM
iHchopMaUii WoAo 3a3HaYEHHS O4NHNLb BUMIPIOBAHHS Y
cucTemi Sl. BBeeHHS 3MiH NpoTArom 6-T1 MicAUiB Micas
3aTBEPAKEHHS
76. EHAN® TabneTkn no 5 mr, no KPKA, a.4., | CnoBeHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH 0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/4323/01/01
10 TabneTtoky HoBo mecTO MecTo noJaHHA OHOBJ/IEHOro cepTudpikara BiAnoBiAHOCTI peyenmom

6nictepi; no 2
6nicTepun y KapTOHHiIl
KopooLi

€Bponelicbkiit hapmakonei Ne R1-CEP 2003-078-Rev 07
ons gitodoi peyosnHu Enalapril maleate Big Bxe
3aTBepmxeHoro BupobHuka Neuland Laboratories Limited,
India; 3miHm | TUNYy - MogaHHsA OHOBNEHOrO cepTudikaTa
BignoBigHoCTI €Bponeiicbkili hapmakonei Ne R1-CEP 2000-
053-Rev 04 gna gitoyoi pevouHu Enalapril maleate Big Bxe
3aTBEPKEHOrO BUPOGHMKA i3 3MIHOO Ha3BU Ta agpecu
BnacHuka CEP lMponoHoBaHa pegakuis Name of holder:
Zhejiang Huahai Pharmaceutical Co., Ltd. Xungiao China-
317 024 Linhai, Zhejiang Province; 3miHu | Tvny - nogaHHsa
OHOBJ/IEHOrO cepTudpikaTta BiANOBIAHOCTI EBpONeNnchbkili
thapmakonei Ne R1-CEP 2000-053-Rev 05 ans gjto4oi
peyoBuHu Enalapril maleate Bif BXe 3aTBEPAKEHOIO
BMpOo6HMKa Zhejiang Huahai Pharmaceutical Co., Ltd; 3MiHu |
TUMY - BUNYYEHHSA BUPOOHMKa A®| eHananpuny Maneary -
KRKA, d.d., Novo mesto, CnoseHist (R1-CEP 2000-212-Rev
02); 3miHn | TMNY - NogaHHA OHOB/IEHOro cepTucpikata
BignNoBigHOCTI E€Bponelickkili hapmakonei Ne R1-CEP 2003-
078-Rev 08 gnsa gitoyoi pevouHu Enalapril maleate Big Bxe
3aTBepxeHoro Bupo6Huka Neuland Laboratories Limited,
India MponoHoBaHa pepakuia Site (s) of production: Neuland
Laboratories Limited Sy. No 347, 473, 474, 490/2,
Veerabhadraswamy Temple Road, Gummadidala Mandal,
Sangareddy District, India- 502 313 Bonthapalli Village,
Telangana; 3miHu | TNy - NoAaHHS OHOBNEHOTO
cepTugikaTa BignoBigHOCTI €Bponeichkin hapmakonei Ne
R1-CEP 2003-078-Rev 10 ans gjtoyoi pevosuHn Enalapril
maleate Bif BXe 3aTBepmkeHoro supobHuka Neuland
Laboratories Limited, India MNMponoHoBaHa pegaxuis Name of
holder: Neuland Laboratories Limited Sanali Info Park, ‘A’
Block, Ground Floor, 8-2-120/113, Road Ne2, Banjara Hills,
India-500 034 Hyderabad, Telangana Site (s) of production:
Neuland Laboratories Limited Unit-1 Sy. No 347, 473, 474,
490/2, Veerabhadraswamy Temple Road, Gummadidala
Mandal, Sangareddy District, India- 502 313 Bonthapalli
Village, Telangana Unit-2 Plot Ne92, 93, 94, 257, 258, 259,
IDA, Pashamylaram, Patancheru Mandal, Sangareddy
District India-502 319 Isnapur Village, Hyderabad,
Telangana. BeegeHHS 3MiH NpOTAroM 6-Tn MicALiB nicas
3aTBEPMXEHHS; 3MiHM | TUMNY - NOAaHHA OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI €Bponeichkiin hapmakonei Ne
R1-CEP 2003-078-Rev 06 ans gjtovoi pevosuHun Enalapril
maleate Bif BXe 3aTBepapKeHoro BupobHuka Neuland
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Laboratories Limited, India NponoHoBaHa peaaxuis Name of
holder: Neuland Laboratories Limited Sanali Info Park, ‘A’
Block, Ground Floor, 8-2-120/113, Road Ne2, Banjara Hills,
India-500 034 Hyderabad, Telangana Site (s) of production:
Neuland Laboratories Limited Sy. No 347, 473, 474, 490/2
Veerabhadraswamy Temple Road, Jinnaram Mandal, Medak
District, India- 502 313 Bonthapalli Village, Telangana.
BBefeHHs 3MiH NPOTAroM 6-TW MiCALIB MiCNs 3aTBEPLKEHHS;
3MiHW | TUMY - OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKU
nikapcbKoro 3acoby 3 BHECEHHSAM iHhopMaLii woao
3a3HaYeHHs OAUHULL BUMIPIOBaHHA Y cucTemi Sl. BHeceHHs
3MiH 0 po3ainy «MapkyBaHHsi» MKS J13; 3anponoHoBaHo:
MAPKVPOBKA B cooTBeTCTBUM C YTBEPXKAEHHLIM TEKCTOM
MapK1poBKU. BBeAEHHSA 3MiH NPOTArom 6-Tn MicsLiB nicns
3aTBEPAKEHHS

77.

EHAN®

Tabnetkn no 10 mr, no
10 Tabnetok y
6nictepi; no 2 abo no
6, abo no 9 6nicTepis
Y KapTOHHiIlA KopoobLi

KPKA, 4.4.,
HoBo mecTo

CnoBseHis

KPKA, a.4a., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny -
nofaHHs OHOB/IEHOro cepTudikara BiANoBIAHOCTI
€sponelicbkiii hapmakonei Ne R1-CEP 2003-078-Rev 07
ons giroyoi peyosnHu Enalapril maleate Big Bxe
3aTBepxeHoro Bupo6Hvka Neuland Laboratories Limited,
India; 3minm | TMny - MNMogaHHSA OHOBNEHOrO cepTudiikata
BignNoBigHOCTI E€Bponelickkili hapmakonei Ne R1-CEP 2000-
053-Rev 04 gnsa gitoyoi pevouHu Enalapril maleate Big Bxe
3aTBEPAKEHOro BMPOGHYMKA i3 3MiHOK Ha3BW Ta agpecu
BnacHuka CEP lMponoHoBaHa pegakuis Name of holder:
Zhejiang Huahai Pharmaceutical Co., Ltd. Xungiao China-
317 024 Linhai, Zhejiang Province; 3miHu | Tuny - nogaHHA
OHOBJIEHOrO cepTudpikaTa BiANoBIAHOCTI EBpoNeiichbkili
thapmakonei Ne R1-CEP 2000-053-Rev 05 ans gjtouoi
peuosuHun Enalapril maleate Big, BXe 3aTBepA)KeHoro
BMpo6HMKa Zhejiang Huahai Pharmaceutical Co., Ltd; 3MiHu |
TUMY - BUNYYEHH BUPOGHUKa AD| eHananpuny maneary -
KRKA, d.d., Novo mesto, CnoseHist (R1-CEP 2000-212-Rev
02); 3miHu | TUNY - NogaHHA OHOB/IEHOro cepTudpikara
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2003-
078-Rev 08 gnsa gitoyoi pevounn Enalapril maleate Big Bxe
3aTBepmxeHoro BupobHuka Neuland Laboratories Limited,
India MponoHoBaHa pepakuia Site (s) of production: Neuland
Laboratories Limited Sy. No 347, 473, 474, 490/2,
Veerabhadraswamy Temple Road, Gummadidala Mandal,
Sangareddy District, India- 502 313 Bonthapalli Village,
Telangana; 3miHu | TUNY - NOAAHHA OHOB/IEHOTO
cepTudpikaTa BigNoBigHOCTI EBponeiickbkili hapmakonei Ne
R1-CEP 2003-078-Rev 10 ans gjto4yoi pevosuHn Enalapril
maleate Bif BXe 3arBepakeHoro BnpobHuka Neuland
Laboratories Limited, India NponoHoBaHa pefakuis Name of
holder: Neuland Laboratories Limited Sanali Info Park, ‘A’
Block, Ground Floor, 8-2-120/113, Road Ne2, Banjara Hills,
India-500 034 Hyderabad, Telangana Site (s) of production:
Neuland Laboratories Limited Unit-1 Sy. No 347, 473, 474,

3a
peyenmom

UA/4323/01/02
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

490/2, Veerabhadraswamy Temple Road, Gummadidala
Mandal, Sangareddy District, India- 502 313 Bonthapalli
Village, Telangana Unit-2 Plot Ne92, 93, 94, 257, 258, 259,
IDA, Pashamylaram, Patancheru Mandal, Sangareddy
District India-502 319 Isnapur Village, Hyderabad,
Telangana. BBefeHHsA 3MiH NPOTAroM 6-TW MicALiB nicns
3aTBEPHKEHHS; 3MiHM | TUMY - NOAaHHA OHOB/IEHOTO
cepTudikaTa BignoBiaHOCTI €Bponeiickkili hapmakonei Ne
R1-CEP 2003-078-Rev 06 ans gitouoi peyosuHu Enalapril
maleate Big, BXe 3aTBepaxeHoro BupobHuka Neuland
Laboratories Limited, India NMponoHoBaHa peakuis Name of
holder: Neuland Laboratories Limited Sanali Info Park, ‘A’
Block, Ground Floor, 8-2-120/113, Road Ne2, Banjara Hills,
India-500 034 Hyderabad, Telangana Site (s) of production:
Neuland Laboratories Limited Sy. No 347, 473, 474, 490/2
Veerabhadraswamy Temple Road, Jinnaram Mandal, Medak
District, India- 502 313 Bonthapalli Village, Telangana.
BBefeHHs 3MiH NpoTArom 6-Tu MiCALB NicNs 3aTBEPAKEHHS;
3MiHW | TUMY - OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKK
NiKapcbkoro 3acoby 3 BHECEHHAM iHhopMaLiT LWoao
3a3HavYeHHs OAVHULb BUMIPOBAHHSA y cuctemi Sl. BHeceHHs
3MiH A0 po3giny «MapkyBaHHs» MK /13; 3anponoHoBaHo:
MAPKVPOBKA B cooTBeTCTBUM C YTBEPXAEHHLIM TEKCTOM
MapKMpOBKW. BBeAEHHS 3MiH NPOTArom 6-T1 MicALIB Micas
3aTBEPAKEHHS

78.

EHAN®

Tabnetku no 20 mr, no
10 TabneTok y
6nicTepi; no 2
6nicTepn y KapTOHHiIl
Kopoo6Li

KPKA, a.4.,
HoBso mecTo

CnoBeHis

KPKA, a.4., Hoso
MECTO

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny -
noAaHHA OHOBMIEHOro cepTudiikaTa BignoBiAHOCTI
€Bponelicbkint hapmakonei Ne R1-CEP 2003-078-Rev 07
ons airodoi peyosnHu Enalapril maleate Big Bxe
3aTBepxeHoro Bupo6Huka Neuland Laboratories Limited,
India; 3miHu | TUNY - MogaHHA OHOBNEHOrO cepTudikaTa
BignoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2000-
053-Rev 04 gnsa gitoyoi pevounn Enalapril maleate Big Bxe
3aTBEPKEHOr0 BUPOGHMKA i3 3MIHOIO Ha3BU Ta agpecu
BnacHuka CEP lMponoHoBaHa pegakuis Name of holder:
Zhejiang Huahai Pharmaceutical Co., Ltd. Xungiao China-
317 024 Linhai, Zhejiang Province; 3miHu | Tvny - nogaHHa
OHOBJIEHOIO cepTudpikaTa BiANoBigHOCTI EBpoNeichbkili
dapmakonei Ne R1-CEP 2000-053-Rev 05 ans gitouoi
peyoBuHu Enalapril maleate Bif BXe 3aTBEpAKEHOIO
BMpo6bHMKa Zhejiang Huahai Pharmaceutical Co., Ltd; 3miHu |
TUMY - BUNYYEHHS BUpOOHMKa A®| eHananpuny maneary -
KRKA, d.d., Novo mesto, CnoseHiss (R1-CEP 2000-212-Rev
02); 3miHu | TMNY - NogaHHA OHOB/IEHOro cepTudpikata
BignoBigHoCTI €Bponeiicbkili hapmakonei Ne R1-CEP 2003-
078-Rev 08 gnsa gitoyoi peyouHu Enalapril maleate Big Bxe
3aTBepxeHoro Bupo6Hvka Neuland Laboratories Limited,
India MponoHoBaHa pegakuia Site (s) of production: Neuland
Laboratories Limited Sy. No 347, 473, 474, 490/2,
Veerabhadraswamy Temple Road, Gummadidala Mandal,

3a
peyenmom

UA/4323/01/03
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Sangareddy District, India- 502 313 Bonthapalli Village,
Telangana; 3miHu | TMNy - NoAaHHA OHOBNEHOTO
cepTugikaTa BignoBigHOCTI €Bponeichkin hapmakonei Ne
R1-CEP 2003-078-Rev 10 ans gitouoi peyoBuHu Enalapril
maleate Bif BXe 3aTBepakeHoro BupobHuka Neuland
Laboratories Limited, India MNMponoHosaHa pegaxuis Name of
holder: Neuland Laboratories Limited Sanali Info Park, ‘A’
Block, Ground Floor, 8-2-120/113, Road Ne2, Banjara Hills,
India-500 034 Hyderabad, Telangana Site (s) of production:
Neuland Laboratories Limited Unit-1 Sy. No 347, 473, 474,
490/2, Veerabhadraswamy Temple Road, Gummadidala
Mandal, Sangareddy District, India- 502 313 Bonthapalli
Village, Telangana Unit-2 Plot Ne92, 93, 94, 257, 258, 259,
IDA, Pashamylaram, Patancheru Mandal, Sangareddy
District India-502 319 Isnapur Village, Hyderabad,
Telangana. BBegeHHs 3MiH NPOTAroM 6-TW MicsALiB nicns
3aTBEPMXEHHS; 3MiHM | TUMY - NOAaHHA OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI €Bponeichkiin hapmakonei Ne
R1-CEP 2003-078-Rev 06 ans gitouoi peyoBuHu Enalapril
maleate Bif BXe 3aTBeppKeHoro BupobHuka Neuland
Laboratories Limited, India NponoHosaHa pefakuis Name of
holder: Neuland Laboratories Limited Sanali Info Park, 'A’
Block, Ground Floor, 8-2-120/113, Road Ne2, Banjara Hills,
India-500 034 Hyderabad, Telangana Site (s) of production:
Neuland Laboratories Limited Sy. No 347, 473, 474, 490/2
Veerabhadraswamy Temple Road, Jinnaram Mandal, Medak
District, India- 502 313 Bonthapalli Village, Telangana.
BBefeHHS 3MiH NpoTArom 6-Tu MicALiB Nicns 3aTBEpPAKEHHS;
3MiHU | TUMY - OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHSIM iHhopMaLiT LWoA0
3a3HayYeHHs1 OAUHNLE BUMIPIOBaHHA Y cucTemi Sl. BHeceHHs
3MiH 0 po3ainy «MapkyBaHHa» MKA J13; 3anponoHoBaHo:
MAPKVPOBKA B cooTBeTCTBUM C YTBEPXKAEHHLIM TEKCTOM
MapKMpOBKW. BBeAEHHS 3MiH NPOTArom 6-T1 MicAuUiB micns
3aTBEPAKEHHS

79.

EHTEPOCTE
Nnb
EKCTPAKAN
Cc

kancynu no 0,32 rno 7

Kancyn y 6nictepi; no
1, 2 a6o 4 6nictepu y
KOpOo6Li 3 KapTOHY

MpAT "EO®
"KPEOMA-
PAPM"

Ykpaina

MpAT "EO®
"KPEOMA-®APM"

Ykpaina

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny -
BHECEHHS 3MiH 10 MaTepiasiiB peecTpav,iliHoro Aoche p.
3.2.P.7. Cuctema KoHTeliHep/3akynoproBasibHWiA 3aci6, a

came fofaBaHHs HOBOTO BUPOGHMKa MaTepiasly NepBUHHOT
ynakosku Mniskv nonisiHinxnopuaHoi «Hua Xiang Plastic

Co., Ltd», Kutaii (3aTBEpaKeHi BUPO6HMKMN «ZIBO
ZHONGNAN PLASTICS CO., LTD», Kutaii, <cMKF-ERGIS»,
Monbuia)

6e3
peyenma

UA/4415/03/01

80.

EHTUBIO®

NMOPOLLOK AN
KOHL,eHTpaTy ans
PO34unHy ANs iHdy3il
no 300 mMr y donakoHi;
no 1 cpnakoHy y
KapPTOHHI KOpo6Lj

Takepa
dapma A/C

[Janis

BMPO6HMLTBO N3
Ta nepBuHHe
nakyBaHHS:
Xocnipa, IHk., CLUA,
BMPO6HULTBO 13,
KOHTPO/b SIKOCTI

CuwA/
ITanis/
ABcTpisi/
Benuka
BpuTanisa/
HimeyunHa/

BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny -
3MiHuM 3 siKoCTi. A®I. BUpo6GHMLTBO. 3MiHa BUPOGHMKa
BUXIAHOrO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
BVKOPUCTOBYIOTHCA Y BUPOOHUYOMY npoLieci APl, abo 3miHa
BMpO6HMKa (BK/THOYaKOUK, e He0bXigHO, MicLie NPoBeAeHHs
KOHTpOsto siKocTi) APl (3a BigCyTHOCTI cepTudikara

3a
peyenmom

UA/15405/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
cepii: AnoHis BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
"CTepubHICTL", [ocbe)(HoBa AiNnbHULA ANns 36epiraHHsA [0N10BHOIO 6aHky
"MexaHiuHi KNiTUH Ta/abo Pobounx 6aHKiB KIITUH) - 3MiHW A0 MaTepianis
BK/IIOUYEHHS", peecTpauiiHoro Aockbe, a came: AofaBaHHsA AinbHuui Fisher
nepBuHHE Bioservices, Incorporated, 10 Forge Park, Franklin, MA,
nakyBaHHs: 02038 USA, ans 36epiraHHss Po6ounx 6aHKiB KNiTvH; 3MiHW 1
MateoH ITanis Tuny - 3MiHK 3 akocTi. A®l. Bupo6HMLTBO. 3MiHa BUPOOHUKa
C.N.A., ITanis; BUXIAHOrO/NPOMIXXHOTO NPOAYKTY/peareHTy, Lo
BTOPVHHE BUKOPUCTOBYHOTLCS Yy BUPO6HMYOMY npoueci AP, abo 3MiHa

nakyBaHHS Ta [03Bin
Ha BUMYCK cepii:
[endapm Hosapa
C.p.n., ITanis;
Takena ABCTpis
'M6X, ABCTpISt;
KOHTPO/b SIKOCTI
cepi:
KosaHc Jlabopatopi3
NimiTen, Benuka
BpuTaHis;
KOHTPO/b AKOCTI
cepii:
"CTepubHICTL" Ta
"BakTepianbHi
E€HOOTOKCUHN™:
Bikxem Jlabopatopi3
NimiTea, Benuka
BpuTatis;
KOHTPONb SIKOCTI
cepii: "BusHauyeHHs
3B'A3yBaHHA"
Yapnb3 Pisep
NabopaTtopi3
HimewumHa Mm6X,
HimeuumnHa;
BMPOGHMLTBO M3,
KOHTPO/b SIKOCTI
cepii, NnepBuUHHe
naxkyBaHHs:
Takega
dapmachbioTikan
KomnaHi ftg., Xikapi
nnaHT, AnoHis

BMPOGHMKa (BK/IKOYaoum, e HeobXigHo, MicLie MpoBeAEeHHS
KOHTpOst0 siKocTi) ADI (3a BiagcyTHOCTI cepTudpikata
BIANOBIAHOCTI EBpoONeiichbkili hapmakonei y 3aTBepapkeHomy
nocbe)(3miHa B A®| 6ionoriyHoro noxomkeHHs abo
BUXiAHOMY Matepiani/peareHTi/MpoMXHOMY NPOAYKTI, O
BMKOPWCTOBYHOTLCS A4/19 BUPOGHMLTBA
6i0/10rYHOr0/iMyHOIOTYHOrO fiKapCbKOro 3acoby ) -
BBepneHHA foaatkoBol AinbHULU Lonza Biologics, Inc., 101
International Drive, Portsmouth, New Hampshire 03801,
USA BignoBiganbHoi 3a BUpo6HMLTBO AD| Befonizymao;
3MiHu Il Tuny - 3miHK 3 skocTi. APl BupobHuUuTBO. 3MiHa
BMPOBHMKA BUXIAHOTO/MPOMIKHOrO NpoAyKTy/peareHTy, LWo
BVIKOPVCTOBYIOTHCH Y BUPO6HUYOMY npoLeci AdDl, abo 3miHa
BMpO6HUKa (BK/THOYaKOUK, Ae HeobXifHO, MicLe NpoBeeHHs
KOHTpO/t0 sKocTi) AdI (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[0CbE)(3MiHM 0 3aX0[iB, NOB’A3aHNX 3 KOHTPOMIEM aKTUBHOT
peyoBUHM GI0NOrYHOrO0 NOXOMKEHHS: 3aMiHa abo
fofaBaHHA AinbHUL, Ae NPOBOANTLCS
KOHTPO/b/BUNPOBYBaHHSA Cepii, BKIOYatoUn 3acTOCyBaHHS
6i0N10riYHOro/iMyHO/0rYHOr0/iIMyHOXIMIYHOTO MeToAy) -
BBeaeHHs foaaTkoBoi AinbHULi Lonza Biologics, Inc., 101
International Drive, Portsmouth, New Hampshire 03801,
USA BignoBigasibHOI 3a KOHTPO/Ib AKOCTI cepii AdI
BeAoni3yman; 3miHu Il Tuny - 3miHu 3 skocTi. AdI.
Bupo6HMLTBO. 3MiHa BUPOGHMKA BUXIAHOTO/NPOMIXXHOrO
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYOTLCSA Y BUPOOHNYOMY
npoueci Adl, abo 3miHa BUpo6HuKa (Bkovaroun, ae
Heo6XifHO, MicLe NpoBefeHHs KOHTPOSO AKoCTi) AP (3a
BiACYTHOCTI cepTudikara BifgnosigHOCTI €EBponencobkili
hapmakonei y 3aTBepAXeHOMY [OChE)(3MiHN [0 3aX0p4iB,
NOB’A3aHMX 3 KOHTPOMIEM aKTUBHOI PEYOBUHU 6iO/IOriYHOTO
NOXOMKEHHS: 3amiHa abo foAaBaHHA AibHuL, Ae
NPOBOANTLCA KOHTPO/L/BMNPOOYBaHHA Cepii, BKIovatoun
3acTocyBaHHSA 6i0/10r4YHOro/iMyHOM0rYHOrO/iMyHOXIMIYHOTO
meToay) - BeegeHHs gopatkosoi ginbHuui Catalent CTS,
Inc, 10245 Hickman Mills Drive, Kansas City, Missouri
64137, USA BignoBiganbHOI 3a KOHTPOsIb AKOCTI cepii AdI
BefoNi3ymab; 3miHu Il Tuny - 3MiHK 3 SKOCTi. [OTOBMIA
nikapcbkuii 3aci6. 3MiHU y BUpO6HMLTBI. 3amiHa abo
BBE/leHHs AOAATKOBOI AiNbHULL BUPOBHMLITBA 415 HACTUHM
ab0 BCbOro BUPOGHMYOro NpoLecy roToBOro Nikapcbkoro
3aco6y (AinbHMUSA, Ha AKi NPoBOAATLCS BYaAb-sKi BUPOOHMWYI
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Ne

Hassa

Popma BUMYCKY

3asaBHUK

Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
cTagii, 3a BUHATKOM BUMNYCKY Cepiii, NPOBEAEHHSA KOHTPOJIIO
AKOCTi Ta BTOPUHHOIO NakyBaHHS, A1 NiKapCbKUx 3acobis
6i010r4YHOro/iMyHOONYHOTO MOXOKEHHS ab0 NiKapCbKnX
chopM KOMMIeKCHOro (CkafHoro) BUpo6HMYOro npotiecy) -
BBEJEHHS 10AATKOBOI AiNbHULi Takena ®apmachloTikas
Komnasi flimiTen, AnoHis, 4720 Takeaa, Miuyi, Xikapi,
Amaryui 743-8502, AnoHisA, B AKOCTI AiNnbHUL,
BiANoBiAa/IbHOT 32 BUPOOHMLTBO rOTOBOIO NiKapCbKoro
3aco6y, KOHTPO/Ib B MpoOLECi BUPOGHMLTBA Ta NEPBMHHE
nakyBaHHs1; 3MiHu Il Tuny - 3MiHK 3 AKoCTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPO/II0 AIKOCTi FOTOBOrO NiKapcbKoro 3acoby (3amiHa abo
[0faBaHHA AifbHULL, Ha SKI 34iCHIETLCSt KOHTPOSb
AKOCTI/BUNPOBYBaHHA cepii Ans 6i0N10riYHOro/iMyHON0MN4YHOro
nikapcbKoro 3acoby, Ta 6yAb-AKoi AiNbHNL, Ha SKiA
3aCTOCOBYETLCS Hi0/I0rYHNIA/IMYHOMOrYHUIA METOS,
BMNpoOyBaHHS) - BBEAEHHA AOAATKOBOI AinbHuLi Takega
dapmacbtoTikan Komnani flimiteg, AnoHis, 4720 Takeaa,
Miuyi, Xikapi, Amarydi 743-8502, ANOHisA, B AKOCTI AiNbHULL,
BiANOBIA&/IbHOI 3@ KOHTPOb AKOCTI Cepii roTOBOro
nikapcbKoro 3acoby
81. EPTIHOB TabneTku, BKpUTI HOBEN TypeyuunHa HOBEN INAY TypeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | TUnY - 3a UA/17213/01/02
NNiBKOBOI 060/10HKO | IJTAY CAHAI CAHAI BE BHECEHHS 3MiH [0 po3iny “MapkysaHHs” MKA N3: peyenmom
no 150 wmr, no 15 BE TIOXKAPET A.LL. 3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpaXeHOoro
Tabnetok y 6nictepi, TIOXKAPET TEKCTY MapKyBaHHA. OHOBJ/IEHHS TEKCTY MapKyBaHHS
no 2 6nictepu y A.LL. yMNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHchopmalii
KapTOHHI ynakoBLi LLOA0 3a3HauYeHHs O4MHULb BUMIPIOBaHHA y cuctemi Sl.
BBefeHHs 3MiH NPOTAroM 6-Tu MICALIB NiCAA 3aTBePAKEHHS
82. EPTIHOB TabneTku, BKpUTI HOBE/ TypeyunHa HOBEN INAY TypeyunHa BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiB: 3MiHW | TNy - 3a UA/17213/01/01
NNiBKOBOI 060/10HKOW | IJTAY CAHAI CAHAI BE BHECEHHS 3MiH 0 po3ainy “MapkyBaHHA" MKA /13: peyenmom
no 100 wmr, no 15 BE TIOXKAPET A.LL. 3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAKEHOr0O
Tabnetok y 6nicrepi, TIOI>XXAPET TEKCTY MapkyBaHHA. OHOBJ/IEHHS TEKCTY MapKyBaHHS
no 2 6nictepn y A.LL. yNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHSIM iHchopMalii
KapTOHHI ynakoBLi LLIOA0 3a3HaYEHHs OAMHUL BUMIPIOBaHHSA Y cucTemi Sl.
BBegeHHSs! 3MiH NPOTAroM 6-Tu MICALIB NiC/1A 3aTBEPAKEHHS
83. EYTUPOKC TabneTkn no 75 Mkr; Mepk HimeuwunHa | Mepk Xenckea KraA HimeuuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHa 3a UA/8388/01/03
no 25 TabneTok y Xenckea 3asBHUKA (BNacHKKa peecTpauiiHoro noceigueHHs) (3rigHo peyenmom
6nicTepi; no 2 abo no KraA

4 6nictepu B
KapTOHHiiA KOpo6Ll

Haka3y MO3 Big 23.07.2015 Ne460). 3miHu | Trny - 3miHK
Loao 6e3nekn/edeKTBHOCTI Ta (hapmakoHarnsgy.
BeefeHHs abo 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy
chapmakoHarnsgy (BBefileHHs y3araslbHeHUX AaHux npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BiNOBIANbHOI 3a 3iiCHEHHS hapmakoHarnsay; KOHTaKTHOI
ocobu 3 dhapmakoHarniagy 3asBHVKa AN 34iICHEHHS
thapMakoHarnsgy B YkpaiHi, KO BOHa BigMiHHa Bif,
YNOBHOBaXXeHOI 0c0obK, BiANOBIfa/IbHOT 3a 34iCHEHHS
thapmakoHarnagy (Bk/Iouatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
Y pO3MillleHHi MacTep-doaiina cuctemy gpapMakoHarasay)
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n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

84.

EYTUPOKC

Tabnetkn no 100 Mkr;

3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0CO6M,
BiANOBiAa/IbHOT 3a (hapmakoHarnsag,. 3MiHa KOHTaKTHUX
[JaHnX KOHTaKTHOI 0co6M, BIANOBIAAILHOI 3a 3AIICHEHHS
hapmakoHarnsgy B YkpaiHi. 3miHa micus 34iACHeHHS
OCHOBHOI AisNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLe3HaxXoMKEHHS macTep-dainna.

85.

no 25 tabnetok y
6nictepi; no 2 abo no
4 6nictepu B
KapTOHHI KopooLi

Mepk
Xenckea
KraA

HimeuunHa

Mepk Xenckea KlraA

HimeuunHa

BHECEHHS 3MiH O peecTpauiiiHux maTepianis: 3miHa
3asiBHUKA (BNaCHMKa peecTpauiiiHoro nocBig4yeHHs) (3rigHo
Hakasy MO3 Big 23.07.2015 Ne460). 3miHu | Trny - 3miHK
Lwoao 6e3nekn/edeKTBHOCTI Ta hapmakoHarnagy.
BeefieHHs ab0 3MiHU [10 y3araslbHEHNX AaHnX Npo cuctemy
thapmakoHarnsgy (BBe4eHHs y3arasibHeHUX AaHnx npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoT ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHVKa AN 34iNCHEeHHS
hapMakoHarnsgy B YkpaiHi, AKLWO BOHA BigMiHHaA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBiAAILHOI 32 34iiCHEHHS
hapmakoHarnsay (BkIyakoum KOHTaKTHI AaHi) Ta/abo 3MiHW
Y PO3MiLLeHHI MacTep-dhalina cuctemy gpapMakoHarisay)
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0cobu,
BiANOBiAaNbHOI 3a thapmakoHarnsag,. 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6u, BiANOBIAA/IbHOT 32 3AiACHEHHS!
hapmakoHarnsgy B YkpaiHi. 3miHa micus 34iACHEHHS
OCHOBHOI AisifIbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLle3Hax0MKEHHs1 MacTep-haiina.

3a
peyenmom

UA/8388/01/04

86.

EYTUPOKC

TabneTkn no 125 mkr;
no 25 TabneTtok y
6nicTepi; no 2 abo no
4 6nictepun B
KapTOHHI KOPOOLi

Mepk
Xenckea
KraA

HimeuunHa

Mepk Xenckea KlraA

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHa
3asiBHMKA (B/1aCHMKA peecTpaviiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne460). 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTBHOCTI Ta thapmakoHarnagy.
BeegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux nNpo cuctemy
chapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHux npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaXKeHoi ocobu,
Bi4NOBIAA/IbHOI 32 3AiICHEHHST hapMakoHaris4y; KOHTakTHOT
0ocobu 3 hapmakoHarnsgy 3asBHUKa AN 34ICHEHHN
thapmakoHarnagy B YKpaiHi, SKLI0 BOHA BigMiHHA Bif,
YMOBHOB&XXEHOT 0CO6MU, BigNOBIfaIbHOI 3a 34iAICHEHHS
thapmakoHarnsgy (Bkouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
y po3MiLLeHHi MacTep-ghaiina cuctemu hapmakoHarnsgy)
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0CO6M,
BiAMNoBifa/IbHOT 3a hapmakoHarnsag,. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0cobu, BifNOBIAALHOT 3a 34iICHEHHS
hapMakoHarnisgy B YkpaiHi. 3MiHa Micus 34iACHEHHS
OCHOBHOI AifsNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLie3HaX0oKeHHs MacTep-dhaiina.

3a
peyenmom

UA/8388/01/05

EYTUPOKC

Tabnetkn no 150 Mmkr;
no 25 TabneTtok y
6nicTepi; no 2 abo no
4 6nictepu B
KapTOHHI KopooLi

Mepk
Xenckea
KraA

HimeuunHa

Mepk Xenckea KlraA

HimeuunHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHa
3asBHUKA (BNacHWKa peecTpaviiiHoro nocBig4yeHHs) (3rigHo
Haka3y MO3 Bif 23.07.2015 Ne460). 3minu | Trny - 3miHK
Loao 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHWX AaHUX Npo cuctemy
chapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHuX Npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHOBaxKeHOT ocobu,

BiANOBIAA/IbHOI 32 3AiiCHEHHSA ddapMakoHarnsay; KOHTaKTHol

3a
peuyenmom

UA/8388/01/06




Ne

Hassa

50

n/n

JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsi04YeHHs

87.

EYTUPOKC

TabneTkn no 50 mkr;

ocobu 3 dhapmakoHarnagy 3asBHVKa ANs 34iICHEHHS
thapMakoHarnsgy B YkpaiHi, KO0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0C06U, BiANOBIAaIbHOI 38 34iiCHEHHSA
thapmakoHarnagy (BKIuyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
Y PO3MilLleHHI MacTep-halina cuctemy gpapMakoHarisay)
3MiHa KOHTaKTHMX AaHnX YNOBHOBAXEHOI 0cobu,
BiANOBiAaNbHOI 3a hapmakoHarnsag,. 3miHa KOHTaKTHUX
[laHVX KOHTaKTHOI 0co6MU, BiANOBIAA/ILHOI 3a 3AiiCHEHHS
hapmMakoHarnagy B YkpaiHi. 3MiHa micus 34iACHEHHS
OCHOBHOI AjsiNbHOCTI 3 hapmakoHarnsagy. 3miHa
MiCLLe3HaX0MKEHHSI MacTep-doaiina.

88.

EYTUPOKC

no 25 TabneTok y
6nictepi; no 2 abo no
4 6nictepu B
KapTOHHIA KOpoo6Li

Mepk
Xenckea
KraA

HimeyunHa

Mepk Xenckea KraA

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHa
3asBHUKa (BNacHMKa peecTpaviiiHoro nocBig4yeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne460). 3miHu | Tuny - 3miHn
LoAo 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
chapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHux Npo
cucTemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS ddapMakoHarnsay; KOHTakTHOT
0ocobu 3 dhapmakoHarnsay 3asBHuKa AN 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Big,
YMOBHOBaXEHOI 0c06U, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapMakoHarnsay (Bknoyatoum KOHTakTHI AaHi) Ta/abo 3MiHW
Y PO3MiLLEeHHI MacTep-halina cuctemy gpapmakoHarnsay)
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0Co6M,
BiANOBIAa/IbHOT 3a (hapmakoHarnsag,. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0co6M, BiANOBIAA/ILHOI 3a 3AiiCHEHHS
hapmakoHarnsgy B YkpaiHi. 3miHa micus 34iACHEeHHS
OCHOBHOI AisNibHOCTI 3 hapmakoHarnsgy. 3miHa
MicLie3HaxoMKeHHs macTep-daina.

3a
peyerimom

UA/8388/01/02

89.

EY®INIH-

TabneTkn no 25 Mkr;
no 25 tabneTtok y
6nicTepi; no 2 abo no
4 6nictepu B
KapTOHHiiA KOpo6Ll

Mepk
Xenckea
KraA

HimeyunHa

Mepk Xenckea Klr'aA

HimeyunHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHa
3asBHUKA (BNacHNKa peecTpauiiHoro noceig4eHHs) (3rigHo
Haka3zy MO3 Big 23.07.2015 Ne460). 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTBHOCTI Ta (hapmakoHarnsgy.
BeefeHHs abo 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy
chapmakoHarnsgy (BBefleHHs y3araslbHeHUX AaHux npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BiNOBIfANbHOI 3a 34jiiCHEHHS hapMmakoHarnsay; KOHTaKTHOI
0co6u 3 hapmakoHarnsay 3asiBHvKa 4ns 34iCHeHHs
hapMakoHarnsgy B YkpaiHi, AKLWO BOHA BigMiHHaA Bif,
YNOBHOBaXXeHOI 0cobK, BiANOBIfa/IbHOT 3a 34iICHEHHS
hapMakoHarnsgy (BkIYakoum KOHTaKTHI AaHi) Ta/abo 3MiHW
Y PO3MilLleHHI MacTep-halina cuctemy gpapMakoHarnisay)
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEeHOI 0cobu,
BiAMOBIAa/IbHOT 32 hapmakoHarisag,. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0co6W, BiANOBIAA/ILHOI 32 3AiiCHEHHS
hapmakoHarnsgy B YkpaiHi. 3MiHa micus 34iiCHEeHHS
OCHOBHOI AisiNIbHOCTI 3 chapmakoHarnsgy. 3miHa
MicLIe3Hax0MKEHHS1 MacTep-haiina.

3a
peyenmom

UA/8388/01/01

340POB'SA

PO3UMH ANA H'EKLN,
20 mr/mn, no 5 mn B

amnyni, no 10 amnyn y

ToBapucTBO
3
06MEXEHOI

Ykpaina

ToBapucTBo 3
06MEXEHO

Bi4NOBIAA/ILHICTIO

Ykpaina

BHECEHHS 3MiH O peeCcTpaLiiiHnx maTepianis: 3miHu | Tuny -
OHOBJ/IEHHS TEKCTY MapKyBaHHS yNakoBKM /liKapCbKOro

3acoby 3 BHECEHHSIM iHdhopMaLliT LWoA0 3a3HAYeHHs

3a
peyerimom

UA/0869/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KapTOHHI kopobuj; no | Bignosigasib "®apmavueBTUYHa OAVHULb BMMIpOBaHHSA y cuctemi Sl. 3amiHa posginy
5 mn B amnyni; no 5 HiCTIO KomnaHis "3g0pos'a” «[pachiuHe ohopMIIEHHS YNAKOBKW» Ha Po3fin
amnyn y 6nictepi, no 1 | "®apmauest «MapkyBaHHs» B MKA 13: 3anponoHoBaHo: MAPKYBAHHA
abo no 2 6nictepu B nyHa BignoBigHO 40 3aTBEPAXKEHOrO TEKCTY MapKyBaHHS.
KapTOHHI KOpooLi KOMNaHis BBefeHHs 3MiH NPOTAroM 6-Tu MICALIB Nic/A 3aTBePAKEHHS
"3p0pos'a”
90. 3IATEH™ TabneTku, BKpUTI BiiB Benuka "nakco OnepeWnwHe Benuka BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/4163/02/01
060s10HKot0, Nno 300 Xenckep tOK | BputaHis tOK NimiTen, Benuka BpuTtaHisa/ AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
mr; no 10 TabneTok y Nimitep BpuTaHis; Monbwa agpecu Micus NpoBaMKEHHS AisNIbHOCTI
6nictepi; no 6 nakcoCwmiTKnsiiH BMpPOGHMKa/iMNopTepa roToBOrO JiKapCbKOro 3acoby,
6nicTepiB y KAPTOHHIl PapmacboTukan3 BK/IOUAKUY AiNbHULj BUNYCKY cepil abo MicLe npoBeaeHHS
KopoobLi C.A, MonbLlia KOHTPO/O SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnoBifae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepill) 3MiHa Ha3Bu
Ta agpecw BUpo6Huka M3 Makco OnepeiiwHc FOK flimiTes,
Benvka BpuTtaHisi, 6€3 3MiH1 Micust BUpOOHMLTBA: 3MiHM
BHECEHO B iHCTPYKLi0 AN1S MEAMYHOrO 3aCTOCYBaHHS LW0A0
HaliMeHyBaHHA Ta MiCLie3Hax0MKeHHA BUPOOHUKA i3
BIANOBIAHMMU 3MiHAMU Y TEKCTi MapKyBaHHS YNakoBKu
nNiKapcbKoro 3acoby. 3miHn | Tuny - 3MiHK LWoa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHm)
BHECEHHS 3MiH 0 po3ainy «MapkyBaHHs» B MKA /13:
3aTtBeppxeHo: MAPKYBAHHSA (npunaraeTtcs NOMHbIA TeKCT
MapkupoBsku) 3anponoHosaHo: MAPKMPOBKA CornacHo
yTBEPXAEHHOMY TEKCTY MapKMpOBKM YNakoBkW. HK HAcNifokK,
OHOBJ/IEHHS po34iny «Ynakoska» B MKA /13, a came
iHbopmauii Wwoao po3MileHHs MNonepeKyBasibHOT KapTu
015 nalieHTa, ska € YaCTMHOK BTOPUHHOI ynakosku J13:
3aTtBepmkeHo: TekcT MNpegynpeanTenbHON KapThbl
npefcTasfieH B pasgene «MapkupoBka». 3anpornoHoBaHo:
TekcT MpepynpeanTenbHON kapTbl NPeACTaBIeH B
YTBEPXAEHHOM TekcTe MapKMpoBKY ynakoBku. OHOBMEHHS
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3
BHECEHHAM iHhopMaLii LWoA0 3a3Ha4YEHHS OAVHULLb
BVMIiptOBaHHSA y cuctemi Sl.
91. 3IKANOP TabneTkn no 5 mr no Mepokemi Kinp Megokemi T4 Kinp/ Kntaii BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/17089/01/01
10 TabneTtoK 'y nTa (3aBog AZ), Kinp OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKV NiKapCbKOro peyenmom
6nictepi, no 3, 6 abo 9 (nepBuHHe Ta 3aco6y 3 BHECEHHSIM iHGpopMaLil WoA40 3a3HaYeHHs
6nicTepiB B KAPTOHHIl BTOPVHHE OAVHULb BUMIPIOBAHHSA Y cucTemi Sl. BBeeHHs 3MiH
Kopoo6Li nakyBaHHs, NpPOTArom 3-x MiCALIB MIiCNA 3aTBEPKEHHS
KOHTPO/b Ta BUMYCK
cepii ); YUxeussaH
Xyaxaii
dapmacbtoTikan Ko.
Nta. CroHbLsO-
Calit, Knutaii
(BUPOGHMLTBO
roTOBOrO NPOAYKTY
in bulk)
92. 3IKANOP Tabnetku no 10 mr no Mepokemi Kinp Mepokemi 1T Kinp/ Kntai BHECEHHS 3MiH [0 peecTpavliiiHuX MmaTepiastis: 3MiHu | Tuny - 3a UA/17089/01/02
10 TabneTtok 'y nTa (3aBopg AZ), Kinp OHOBJIEHHSI TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro peyenmom

6nictepi, no 3, 6 a6o 9

(nepBuHHe Ta

3ac06y 3 BHECEHHAM iHhopmaL,ii Woao 3a3HaYeHHs
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
6nicTepiB B KAPTOHHIl BTOPUHHE OAVHULb BMMIpOBaHHSA y cuctemi Sl. BBegeHHsA 3MiH
KopoobLi nakyBaHHs1, NpoTArom 3-X MicALUiB Nicna 3aTBEepAXKEHHS
KOHTPO/Ib Ta BUMYCK
cepil ); YxeussH
Xyaxaii
dapmacbtoTikan Ko.
Nta. CroHbLsO-
Calit, Kutaii
(B1pOGHMLTBO
roTOBOro NPOAYKTY
in bulk)
93. 3IKANOP Tabnetku no 15 mr no Megokemi Kinp Megokemi T4 Kinp/ Kutaii BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/17089/01/03
10 TabneTtoky nTa (3aBog AZ), Kinp OHOBJIEHHS TEKCTY MapKyBaHHS YNaKoBKM NiKapCbKoro peyenmom
6nictepi, no 3, 6 a6o 9 (nepBuHHe Ta 3acoby 3 BHECEHHSIM iH(hopMaLLiT LWLoA0 3a3HAYEHHS
6nicTepiB B KAPTOHHIN BTOPVHHE OAVHWLb BUMIpOBaHHA y cuctemi Sl. BBegeHHs 3MiH
KopooLi nakyBaHHs, NPOTArom 3-X MicALiB NicNa 3aTBepAXeHHS
KOHTPO/b Ta BUNYCK
cepii ); YUxeussH
Xyaxaii
dapmacbioTikan Ko.
Nta. CroHbLsO-
Cait, Kutaii
(BUPOGHNLTBO
rOTOBOrO NPOAYKTY
in bulk)
94. 3IKAIOP Tabnetkn no 30 mMr no Megpokemi Kinp Mepokemi T4 Kinp/ Kutaii BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/17089/01/04
10 TabneTok y nTa (3aBog AZ), Kinp OHOBJIEHHSI TEKCTY MapKyBaHHS yNakoBKMW NiKapCbKoro peyenmom
6nicTepi, no 3, 6 abo 9 (nepBuHHe Ta 3ac00y 3 BHECEHHSIM iH(hopMaLii W00 3a3HaYeHHS
6nicTepiB B KAPTOHHIl BTOPUHHE OAVHMLL BUMIpOBaHHA Y cuctemi Sl. BBefeHHsA 3MiH
Kopoo6ui nakyBaHHs1, NpOTArom 3-X MicsALiB Nic/a 3aTBEPAKEHHS
KOHTPO/b Ta BUNYCK
cepii ); YxeusaH
Xyaxai
PapmacbioTikan Ko.
Ntp. CroHbusio-
Cait, Kutaii
(BpOGHMLTBO
roTOBOro NPOAYKTY
in bulk)
95. 30BIPAKC™ Tabnetku no 200 wmr; nakcoCmit Benuka "nakco Bennkom IcnaHis BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/8281/03/01
no 5 tabnetok y Knsaix BpuTtaHis C.A. AAMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
6nictepi; no 5 EkcnopT afpecy MicLs NPOBaKEHHS AiS/IbHOCTI
6nicTepiB y KAPTOHHIl Nimitep BMpOGHUKa/iMNopTepa roToBoro Jlikapcbkoro 3acoby,

Kopoo6Ui

BK/IOYAKOUY AiNbHULj BUNYCKY cepil abo MicLe npoBefeHHs
KOHTPOJIO SIKOCTI. (ZisNbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOPTEp, BK/OUaUM BUMYCK Cepiid) 3MiHa
appecu BupobHuka N3 Makco Bennkom C.A., IcnaHisi, 6e3
3MiHV MicL BUPOGHMLTBA: 3MiHW BHECEHO B iHCTPYKLitO AN
MeAMYHOro 3aCTOCYBaHHA LLOAO MiCLe3HaX0MKEHHS
BMPOGHMKA 3 BiANOBIAHUMY 3MIHAMM Y TEKCTi MapKyBaHHS
YMakoBKM NikapcbKoro 3acoby.

BBefieHHS 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXEHHS.
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
96. 30/IEQPOHO | KoHUeHTpaT ans MpvBaTHE YkpaiHa MpvBaTHE YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/16730/01/01
BA KMUCNOTA | po3unHy Ans iHdy3ii, akuioHepHe akuioHepHe OHOBJIEHHSI TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro peyenmom
0,8 mr/mn, no 5 mn B TOBapuCTBO TOBapUCTBO 3ac06y 3 BHECEHHAM iHhopmaL,i WoAo 3a3HaYeHHs
amnyrni, no 1 amnyni B "Jlexkxim- "Nlekxim-Xapkis" OAMHULL BUMIpIOBaHHSA y cuctemi Sl. TepmiH BBEAEHHS 3MiH
6nictepi, no 1 Xapkis" npoTArom 3 MicsILiB MicNs 3aTBepPIKEHHS
6nictepy B nayui, no 5
amnyn B 6nictepi, no 1
abo no 2 6nictepu B
navui
97. IBYNPOM CYyCreHsisi opasibHa no KOHina6, Nn CLWA Biona6 C.J1., Icnanis IcnaHis/ BHECEHHS 3MiH 0 peecTpavliiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/15878/01/02
ANa AITEN 200 mr/5 mn, no 30 (anbTepHaTVBHA Higepnanan nofaHHA OHOB/IEHOro cepTudikara BiANoOBIAHOCTI peuenma
POPTE w1, 100 mn, 150 mn AinbHUUA ans / MonbLya/ €sponevicbkin hapmakonei Ne R1-CEP 2008-316-Rev 02
a6o 200 mny npoBeeHHs IcnaHis (3aTBepmxeHo: Ne R1-CEP 2008-316-Rev 03) gns gitoyoi
dhnakoHi; no 1 Mikpo6ionoriyHoro peyoBUHM iIBYNpOoeHy Bif BXe 3aTBEPLKEHOr0 BUPOGHMKA
hNakoHy B KOMNEKTi KOHTPO/O (lol Chemicals and Pharmaceuticals Ltd), Sk Hacnigok
3i WNpULom- (cy6porosip 3 HaCTyMHi 3MiHN 6ynn nepernsHyTi 4o CEP: - BBeAeHHSA
fo3aTtopom o 5 mn B BUPOBHNKOM HaliMeHyBaHHs Ta afpecu NPOMiXHOro BUpobHuka Vivachem
KapTOHHI KOpoo6Li dapmanigep, C.A.); Intermediates Private Limited, India; mogucikauis metogis
OENOAPM BNALEN BMNPOOYBaHHA 3a/IMLLKOBMX PO3YMHHUKIB 6€3 BNIMBY Ha
B.B., HigepnaHan cneuungikauito Adl
(BMpOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYyCK cepil
roTOBOro NPOAYKTY);
TOB tOC Papmauis,
MonbLa (BUNyck
cepii roToBoro
NpoAYKTY);
dapmanigep, C.A.,
Icnanis (KoHTponb
AKOCTI ( 32 BUHATKOM
Mikpo6ionoriyHoro
KOHTPO/0), BUMYCK
cepii roToBoro
NpOAYKTY);
Papmacbeppa
MaHydek4ypiH,
C.J1., IcnaHis
(BMpOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b IKOCTI,
BMNYyCK cepil
roTOBOrO rOTOBOrO
NpofyKTY)
98. IBYNPO®EH Kancynu, no 200 mrno | ToBapucTso Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 6e3 UA/16147/01/01
10 kancyn y 6nictepi, 3 06MEXEHO0 3MiHM BHECEHI A0 iHCTPYKUIT 4151 MEAMYHOIO 3aCTOCYBaHHS peuyenma
no 1 a6o 2 6nictepn y 06MEXEHO BiANOBiAA/bHICTIO niKkapcbKoro 3acoby y po3ainu: "OcobnnsBocTi
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KOpOO6Li 3 KapTOHY Bignosiganb "®apmavueBTUYHa 3acTocyBaHHs", "lNo6iyHI peakuii" BiANOBIAHO 4O OHOBMEHOT
HiCTIO thipma "BepTekc”, iHhopmalii 3 6e3neku Aitoyoi pevoBUHM; 3MiHW | TUNY - 3MiHK
"®apmauesT YkpaiHa BHECEHI [0 iHCTPYKLiT 4718 MeANYHOro 3acTOCyBaHHSA
n4yHa chipma (BMPOGHMLTBO 3 nikapcbKkoro 3acoby y po3ainu: "OcobnmBocTi
"BepTekc" npoaykuii in bulk 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 403K1"
TosapucTsa 3 (iHdopmauis wopao 6e3neku) BiANOBIAHO 4O OHOBAEHOT
obmexeHo iHcbopMmawii 3 6e3neku Ajtoyoi pevyoBnHU
BiANOBIAANILHICTIO
«®dapmaLeBTUYHa
KOMnaHis
«300pOB’A»,
YkpaiHa)
99. IBYNPO®EH Kancynu, no 400 mrno | ToBapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/16147/01/02
10 kancyn y 6nictepi, 3 06MEXEHO 3MiHW BHECEHI A0 IHCTPYKLUIT 415 MEAUYHOIO 3aCTOCYBaHHSA peuenma
no 1 abo 2 6nictepny | OBMEXEHO BiANOBIAALHICTIO nikapcbkoro 3acoby y po3ainu: "OcobnmBocCTi
KOpOO6Li 3 KapTOHY Bignosiganb "papmaueBTNYHa 3acTocyBaHHs", "lNo6iyHI peakuii” BiANOBIAHO 4O OHOBMEHOT
HiCTI0 thipma "BepTekc", iHhopmaLii 3 6e3neku Aitoyoi pevoBUHM; 3MiHW | TUNY - 3MiHK
"®apmauesT YkpaiHa BHECEHI [0 iHCTPYKLiT A8 MeANYHOro 3acTOCyBaHHs
nyHa chipma (BMpPOGHMLTBO 3 nikapcbKoro 3acoby y po3ainu: "OcobnmBocCTi
"BepTekc" npoaykuii in bulk 3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta 4o3mn"
TosapucTsa 3 (iHdhopmauis Wwoao 6e3neku) BiANOBIAHO 4O OHOBAEHOT
obMexeHo iHcbopMmaLii 3 6e3nekun Ajitoyoi pevyoBUHU
Bi4NOBIAANLHICTIO
«dapmaLeBTuyHa
KOMMaHis
«300pOB’A»,
YkpaiHa)
100. | KANbUIN-A3 TabneTku, BKPUTI Takepa AC Hopseris AciHo EcToHia OY, EcTtoHis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 UA/12921/01/01
HIKOMEL nNiBKOBOKO EcToHisa (nepBuHHE HimeuuunHa/ BHECEHHS 3MiH 0 po3ainy “MapkyBaHHa" MKA /13" peyenma
KOM®OPTE 060/10HKo10, Mo 30 abo Ta BTOPVHHE [Oanis 3anponoHOBaHO: TEKCT MapKyBaHHS (3rigHO 3aTBEPAYKEHOTO
no 60, a6o no 90 nakyBaHHs); Takega TEKCTY MapKyBaHHS) 3MiHN BHECEHI B TEKCT MapKyBaHHS
TabneToK y doyiakoHi; M6X, micue yMakoBKM MIKaPCbKOro 3acoby LLoA0 3a3HauYeHHs
no 1 conakoHy B BUPOGHMLITBA MDKHapPOAHUX NO3HAYeHb OAMHMLE BUMIPOBaHHA. BBeeHHs
KapTOHHI Kopoo6Li OpaHieHbypr, 3MiH NPOTAroM 6 MiCcALiB Nicns 3aTBepIKEHHs
HimeuunHa
(BUPOGHMLTBO 3a
NMOBHUM LMKNOM);
Takepna ®apma AC,
[aHis (go3Bin Ha
BUNYCK cepii)
101. | KANbUIO PO3UMH ANA H'EKLN, MpuBatHe Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH O peeCTpaLiiiHnX maTepianis: 3miHu | Ty - 3a UA/14340/01/01
DONIHAT 10 mr/mn no 3 mn abo aKLioHepHe akLUioHepHe OHOBJ/IEHHS TEKCTY MapKyBaHHS yNakoBKM /liKapCbKOro peyernmom
no 5 mn B amnyni; no5 | TOBapuCTBO TOBapuCTBO 3acoby 3 BHeCeHHsIM iHdhopmaLlii LLoAo 3a3HavYeHHs
amnyn B nayuj; no 3 "Jlekxim- "Mlekxim-Xapkis" OAMHULIb BUMIPIOBAHHSA Y cuctemi Sl. TepmiH BBEAEHHS 3MiH
M abo no 5 mn B Xapkis" npoTArom 3 micsLiB nicns 3aTBEpAXKEHHS
amnyni; no 5 amnyn B
6nictepi, no 1
6nictepy y nauui; no 3
M1 abo no 5 mn B
amnyni; no 100 amnyn
B KOpPOOLLi
102. | KAbUIKO PO3YUMH NS iH KL, MicTpan AHrnia Xaynt ®apma HimeyuunHa BHECEHHS 3MiH [10 pEECTpaLiiHMX MaTepianiB: TeXHIYHA 3a UA/15243/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
PONMIHAT - 10 mr/mn no 5 mn a6o Kenitan BonbchparcxayseH nomwuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) - peyenmom
BICTA no 10 mn, a6o no 20 MeHepKmeH 6X BMNPaB/IEHHS TEXHIYHWUX NOMW/IOK, 3rigHO Nn.4 n.2.4. po3ainy
mn, abo no 35 mn, abo T NimiTeq, VI Haka3zy MO3 Ykpainu Big 26.08.2005p. Ne 426 (ypegakuii
no 50 mn, abo no 100 Haka3ly MO3 Ykpainu Big 23.07.2015 p Ne 460) — nomMuskm
MJ/1 PO3YMHY Y noB'A3aHi 3 nepekagom abo nepeHeceHHsIM iHdopMaLii, ki
dhnakoHi, no 1 6ynu gonyLleHi nig Yyac NpoBefeHHs npoueaypu peectpawi
hNakoHy y KopooLi 3 nikapcbkoro 3acoby (Hakas Ne623 Big 24.06.2016p.). Y
KapToHYy po3aini Cknag MeTofiB KOHTPOSIO AKOCTI 6y/10 A0NYyLLEHO
NOMWUJIKY NPV 3a3HaYeHHi JONOMDKHUX PEYOBUH. 3aMiCTb
«HaTpilo riApoKCKUa» MOMUIKOBO 3a3HAYNN «HATPIO
rigpoxnopua». 3anpornoHoBaHo: JonoMbKHI pe4yOoBUHN:
HaTpIlo XNopua, HaTpIlo rigpokeus, Boda A5 iH eKUji.
3a3HayeHe BUNpaB/IEHHS BignoBigae maTepianiam
peecTpaLiiHoro Aocke, ki NnpeacTaBeHi B apxisi. B
opuriHaNIbHNX MaTepiasiax 3a3HadeHo: «Sodium hydroxide».
TexHiYHy NOMW/KY BUNPABIEHO B iHCTPYKLT 4719 MeANYHOro
3acTocyBaHHsA /13 y p. "Cknag (40NOMIXHI peHOBUHM).
3a3HayeHe BUNpaB/IEHHN BignoBigae maTepiaiam
peecTpauiiHoro Jocbe
103. | KAPBIAOH - TabneTkn, BKPUTI Mikpo labc IHAi Mikpo la6c Nimites, IHAis BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3miHu |l Tuny - 3a UA/14874/01/01
MR NNiBKOBOI 060/10HKOH Niviteq BBE[EHHSI HOBOIO (404aTKOBOro) BUpo6Hmka APl Sharon peyenmom
3 MoandikoBaHUM Bio-Medicine Ltd, India 3 HagaHHAM MacTep-haiina Ha Ad|
BUBINIbHEHHAM MO 35 trimetazidine dihydrochloride. MponoHoBaHa pepakuis
Mr no 10 Tabnetok y Bachem S.A., Switzerland Sharon Bio-Medicine Ltd, India
6nictepi; no 10
6nicTepiB B KAPTOHHIl
navui
104. | KACAPK® TabneTkn no 32 mMr no NAT Ykpaina NAT Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/12457/01/01
10 TabneTtoKy "Kuismegnp "KuiBmegnpenapar” BBE/lEHHSA [0AATKOBOrO PO3Mipy cepii roTOBOro /likapCbKoro peyenmom
6nictepi; no 3 enapar” 3acoby - 220 kr. MNponoHoBaHa peakuis Po3mip cepii: gns
6nicTepy B navw,i fo3yBaHHa 32 mr 100 kr abo 384 615 Tabnetok (3
[onycTuMnUM BigxuneHHaMm Bifg 346 153 TabneTok go 423
076 Tabnetok) 220 kr abo 846 153 TabneTok (3 4ONyCTUMUM
BiaxuneHHaM Big 769 230 Tabnetok go 923 076 TabneTok)
105. | KACAPK® TabneTkn no 16 mr no MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH O peeCcTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/12457/01/02
10 TabneTtoky "Kuismegnp "KuiBmegnpenapar” BBE/EHHSA AOAATKOBOrO PO3Mipy cepii roTOBOrO JlikapCbKOro peyenmom
6nictepi; no 3 enapart” 3acoby - 220 kr. NMponoHoBaHa pepakuis Po3mip cepii:
6nicTepy B nayw, Ansa fosysaHHA 16 mr 100 kr abo 769 230 TabneTok (3
O0NyCTMMKM BigxuneHHaMm Big 692 308 Tabnetok go 846
154 tabnetok) 220 kr abo 1 692 307 TabneTok (3
[onycTumuM BigxuneHHam Big 1 538 461 tabnetok fo 1 846
153 Tabnetok
106. | KACEH/1AKC NOPOLLOK A5 KaceH IcnaHis KaceH Pekopgari, IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHu | TUny - 6e3 UA/14473/01/01
opanibHOro po3umHy no | Pekopaari, OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKV NiKapCbKOro peyenma
10T, 10 a6o 20 cawe C.J. 3aco6y 3 BHECEHHAM iHhopMaL,ii WoAo nokasaHb 40

Y KapTOHHiIli KOopoobLi

3acTOCyBaHHSA Ta 40AaTKOBOI iHhopmaLi, ika HaHOCUTbCA
wpuchTom Bpaiins. BeegeHHs 3MiH NpoTArom 6 Micsauis
nicnsa 3aTBepaKeHHs
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
107. | KATA®ACT NOPOLLIOK ANs HoBapTic | LUBeliyapis BVMPOGHMLTBO 3a ITanis/ BHECEHHS 3MiH [0 peecTpavliiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/4180/01/01
OpasibHOro PO34nHY No ®apma Al NOBHUM LMK/IOM: LLiBeiiuapis BHECEeHHS 3MiH 10 po3ainy “MapkyBaHHa” MKSA /13" peyenmom
50 mr no 3 a6o 9, abo Micpapm C.n.A., 3anponoHoBaHo: MapkKyBaHHs (3rigHO 3aTBEPAKEHOTO
no 21 cawe B KOpoobui ITanis; KOHTposb TEKCTY MapKyBaHHs). OHOB/IEHHSA TEKCTY MapKyBaHHS
3 KapToHYy fAKocTi: HoBapTic YyNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHhopmaLii
Papma Arl, LLIOAO 3a3HaYeHHS OAMHULb BUMIPIOBaHHS Yy cucTemi Sl.
LLiBeliLapis BBegeHHs1 3MiH NPOTArom 6-Tu MicALB Nic/1a 3aTBepAKEHHSs
108. | KBAAPOLE® | noOpoLUOK A8 PO3UUHY NAT Ykpaina MNAT Ykpaina BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3miHu |l Tuny - 3a UA/11759/01/01
® ansiH'ekuiino 1,0r; 1 | "Kuismegnp "KuiBmegnpenapar” BBE/EHHSA 40AaTKOBOro BUPOGHMKA aKkTUBHOT CybcTaHLjil peyenmom
hN1aKkoH 3 MOPOLLUKOM Y enapar” Llecpenim y «Nectar Lifesciences Limited», [HAjist 3 HagaHHAM
nauui MacTep-aiina Ha A®l, 3anponoHoBaHo: «Aurobindo
Pharma Limited», IHgis; «Nectar Lifesciences Limited», IHAis
109. | KBAHIN TabneTku, BKPUTI KYCYM IHais KYCYM XENTXKEP Ykpaina BHECEHHS 3MiH [j0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/12995/01/01
o060510HKot0, No 500 XENTXKEP MBT NTA, IHgis; BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs" MKA N13: peyenmom
mr, no 10 TabneTok y NBT NTL4 TOB "KYCYM 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
6nicTepi; no 1 DAPM", YKpaiHa 3aTBEPKEHOrO TEKCTY MapKyBaHHA. MapKyBaHHA ans
6nicTepy B KAPTOHHIi (anbTepHaTuBHUIA ynakoBku in bulk gogaeTbcA. OHOB/IEHHSA TEKCTY
ynakosLij, no 10 BUPOGHMUK, LLO MapKyBaHHS YNakoBK/ NiKapCbKOro 3acoby 3 BHECEHHSM
TabneTok y 6nictepi; 3[iiCHIOE BTOPUHHE iH(hopMmauii WoA0 3a3Ha4YeHHS O4NHWLb BUMIPOBAHHS Y
no 1 6nictepy B nakyBaHHs, cucTeMi Sl. BBefieHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
KapTOHHIN ynakoBLi; KOHTPO/Ib SIKOCTi Ta 3aTBEpPAKEHHS
no 3 a6o 10 ynakoBok BUNYyCK cepil )
Y KapTOHHii kopobui
110. | KBAHIN TabneTkn, BKpUTI KYCYM IHAjs KYCYM XENTXKEP IHAis BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiastis: 3MiHu | Tuny - - UA/16063/01/01
060/10HKO0, Mo 500 XENTXKEP NBT NTA BHECEHHS 3MiH 0 po3ainy “MapkyBaHHA" MKA /13:
Mr, in bulk: Ne10x50: MNBT NTA 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
no 10 Tabnetok y 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. MapkyBaHHS 415
6nictepi; no 50 ynakoBku in bulk fogaeTbca. OHOBIEHHA TEKCTY
6nicTepiB Yy KAPTOHHIi MapKyBaHHS YNakoBKW MiKapCbKOro 3aco0y 3 BHECEHHAM
Kopoo6Li iHhopMauii LWoA0 3a3HaYEHHS OAMHWL BUMIPIOBAHHS Y
cuctemi Sl. BBeieHHs 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS
111. | KEMNPA® TabneTku, BKpUTI HOCBb Benebris HOCB dapma C.A. Benebrisa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3miHu |l Tuny - 3a UA/9155/01/01
060/10HKOH0, Mo 250 ®apma C.A. 3MiHW BHECEHO [0 iHCTPYKUIT 415 MeANYHOro 3acToCyBaHHS peyenmom
mr; no 10 TabneTok y nNiKapcbKoro 3acoby fo posginy "OcobnmnsocTi
6nicTepi; no 3 abo 6 3acTocyBaHHA" BigMoBigHO A0 pekomeHaauiin PRAC.
6nicTepiB y KAPTOHHIl BBefeHHs1 3MiH NPOTAroM 6 MicALiB Nic/a 3aTBEPAXEHHS
navu,i
112. | KEMNPA® TabneTku, BKpUTI HOCb Benbris HOCB ®apma C.A. Benbris BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu Il Tuny - 3a UA/9155/01/02
060510HKot0, No 500 dapma C.A. 3MiHM BHECEHO [0 iHCTPYKLii A1 MeNYHOro 3acTocyBaHHs peyenmom
mr; no 10 TabneTok y nikapcbKoro 3acoby no po3sainy "OcobnnsocTi
6nicTepi; no 3 abo 6 3acTocyBaHHsA" BiANoBIigHO A0 pekomeHAaauiin PRAC.
6nicTepiB y KApPTOHHIl BBefeHHs 3MiH NpoTAroM 6 MicALiB Nic/1a 3aTBEPAXKEHHS
nauui
113. | KENMNPA® TabneTkn, BKPUTI HOCBb Benbris IOCB ®apma C.A. Benbrisa BHECEHHSA 3MiH 10 peecTpaLiiiHux maTepianis: 3miHuW Il Tuny - 3a UA/9155/01/03
060/10HKOI0, Mo 1000 ®dapma C.A. 3MiHN BHECEHO [0 IHCTPYKLiT A1 MeNYHOro 3aCTOCYBaHHS peyenmom

Mr; no 10 TabneTok y
6nictepi; no 3 abo 6

nikapcbKoro 3acoby Ao posgainy "OcobnmBocTi
3acTocyBaHHs" BigNoBiAHO A0 pekomeHaauili PRAC.
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
6nicTepiB y KAPTOHHIN BBefeHHs1 3MiH NpoTArom 6 micsliB nicns 3aTBepAKeHHS
nauui
114. | KETA/TIbI'MH pO3unH s iH'ekuin 30 MpuBaTHe Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | TUnY - 3a UA/3314/02/01
® NOHIr mr/mna, no 1 mn B akujioHepHe akujioHepHe OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKV NiKapCbKOro peyenmom
amnyni, no 10 amnyny | TOBapuCTBO TOBapuCTBO "J1eKXiM 3ac06y 3 BHECEHHAM iHhopMaLii WoA0 3a3HaYeHHS
nauui; no 1 mn B "Jlekxim- - XapkiB" OAVHWLb BUMIPIOBAHHSA Y cucTeMi Sl. TepmiH BBEAEHHS 3MiH:
amnyni, no 100 amnyn Xapkis" npoTarom 3 micsLiB 3 AaTv 3aTBEPAYKEHHS
y nayui; no 1 mn B
amnyni; no 5 amnyn B
6nicTepi; no 2
6nicTepn B navLj
115. | KIOBII pO34nH aNns iHdysili Bakctep Al AscTpist Bakcanta bengxiym Benbrisi/ BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/16884/01/01
100 mr/mn; no 10 mn MaHydhekTypiHr CA, ABCTpisi noJaHHs OHOBJIEHOro cepTuddikarta BigNOBIAHOCTI AN peyenmom
(2 r/20 mn) abo no 25 Benbris renapviHy HaTpito Big Bupo6Huka Opocrin S.p.A.,ltaly;
mn (2,5 r/25 mn), abo (B1pOGHULTBO, 3anponoHosaHo: R1-CEP 2002-006-Rev 05; 3MiHu | Tuny -
no 50 mn (5 r/50 mn), nepBrHHE Ta noJaHHs OHOBJIEHOro cepTuddikarta BigNOBIAHOCTI AN
a6o no 100 mn (10 BTOPVHHE renapviHy HaTpito Big Bupo6Huka Opocrin S.p.A.,ltaly.
r/100 mn), ab6o no 200 nakyBaHHs, 3anponoHosaHo: R1-CEP 2002-006-Rev 06.; 3miHu | Tuny -
M (20 /200 mn), abo KOHTPO/b SKOCTI noZaHHs OHOB/IEHOro cepTuddikarta BigNOBIAHOCTI AN
no 300 mn (30 /300 'N3, Bunyck cepii); renapuiHy HaTpito Big Bupo6Huka Opocrin S.p.A.,ltaly;
M) y chnakoHi; no 1 Bakctep Al', ABCTpis 3anponoHosaHo: R1-CEP 2002-006-Rev 08
hnakoHy B KOpooL,i (KOHTPO/b SIKOCTI
rN3)
116. | KIEKCAH® PO3YMH ANA H'EKLN, TOB Ykpaina CAHO®I BIHTPOI ®paHuin BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/7181/01/01
10 000 aHTH-Xa MO/1 "CaHodi- IHOACTPIA 3amina posginy “rPAGNYECKOE OPOPMNEHUE peyenmom
Mn Ne 2: no 0,8 mny ABeHTIC YTNAKOBKW” Ha “MapkyBaHHA" B MKA J13; 3anponoHoBaHo:
Lnpuy-403i i3 YkpaiHa" MapkyBaHHs. BianoBigHO 40 3aTBEPAKEHOIO TEKCTY
3aXMCHOK CUCTEMOIO MapKyBaHHs. OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKu
rofiku1; Mo 2 Wwnpuu- nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaLi Wwoao
[o3n y 6nictepi; no 1 3a3HavYeHHs OAVHULb BUMIpOBaHHA y cuctemi Sl. BeegeHHs
6nicTepy B KAPTOHHIi 3MiH NPOTAroM 6-Tu MiCALIB NiCNs 3aTBEPAKEHHS
KopoobLi
117. | KNIMANIH® HacToika no 100 mny MNAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHW | TNy - 6e3 UA/9641/01/01
doN1aKoHi CKNHOMY "Ximcpapmsa "Ximchapmsasos BHECEHHS [0AaTKOBOI YNakoBKuW: hiakoHa CKIsIHOTO peyenma
abo nonimepHomy, no BOA, "UepBoHa 3ipka" 06’emom 100 mn, (3 HOBMMMW rEOMETPUYHUMY PO3Mipamu,
1 donakoHy B navui; no "UepsBoHa 6€3 3MiHW AKICHOro Ta KiNlbKiCHOro cknagy marepiany
100 mn y 6aHui, no 1 3ipka” dhriakoHa), 3aKynopeHoro Kp1LLKOK N1acTMacoBOoko 3
6aHLi y nayui KOHTPO/IEM nepLuoro po3kputta (tuny 1.4m 3 HDPE HoBol
dhopmm Ta 3MiHOIO Cknagy nakyBasibHOro marepiasny). ®opma
KPWLLKM [O3BOSISIE repmMeTu3yBati thsiakoH 6e3 gonomoru
NpO6KK, 3a paxyHOK YLUiNbHIOBA/IbHOMO KOHYCY
118. | KOMBIHUN® Kpanni o4Hi/BYLUHI, MO CEHTICC IHAiA CEHTICC ®APMA IHAis BHeceHHs 3MiH [0 peecTpauiliHix matepianis: 3miHu Il Tuny 3a UA/11313/01/01
Ayo 5mny PAPMA MBT. NTA. - 3MiHu 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHa BUPOGHMKA peyenmom
nonieTuneHoBoMy MBT. NTA. BUXIAHOrO/NPOMIXXHOTO NPOAYKTY/peareHTy, Lo

hnakoHi-kpaneabHUL
3 KPULLKOHO-

ckapudikaTopom; no 1
hNakoHy-KpanebHUL

BVIKOPVCTOBYIOTbCA Y BUPOOGHUYOMY npoLeci AD|, abo 3miHa
BMPOGHMKa (BKNtoYatouun, e HeobxigHo, MicLie NpPoBefeHHS
KOHTpOH0 sikocTi) AdI (3a BigcyTHOCTI cepTudpikarta
BiANOBIAHOCTI EBponeiichkili hapmakonei y 3aTBepakeHoMy
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
B KapPTOHHII nauui; no [ocbe)(iHLWi 3MiHN) - 3aMiHa 3aTBepAKeHOro BMpobHuka Ad|
5mny umnpodpriokcauuHy rigpoxnopugy «Ap. Peaai'c
nonieTuneHosomy JNlabopaTtopies /1T4.», IHAIA HA HOBOTO BUPOGHMKa AdI -
dhnakoHi 3 Npo6Koto- «HbloneHg Nabopetopis NimiTen», IHAIS.
KpanesibHULEHo i
KPWLLIKOIO; Mo 1
hN1aKoHy B KapTOHHIl
nauuj
119. | KOPAKCAH® | Tabnetku, BKpUTI ne ®paHuis Na6opaTtopii Ceps'e PpaHuis/ BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/3905/01/01
5MIr NNiBKOBOKO NABOPATY IHOacTpi, ®paHuis; IpnaHgis BHECEeHHS 3MiH A0 po3ainy “MapkyBaHHA” MKA /13; peyenmom
060/10HKOH0, M0 5 w™r; AP CEPB'E€ Ceps'e (IpnaHgis) 3anponoHoBaHo: MapkyBaHHs. BignosigHo fo
no 14 tTabneTtok y IHpacTpic NTa, 3aTBEPA)KEHOr0 TEKCTY MapKyBaHHSA. 3aTBepKeHHs
6nictepi; no 2 a6o 4 Ipnangis a/IbTEPHATUBHOIO TEKCTY MapKyBaHHS YNakoBKW NiKapCbKoro
6nictepu B KOPOOLL 3acoby i3 3a3HaYeHHAM MKHapOAHUX NO3HAYEeHb OAVHULLL
BMMIpIOBaHHS. BBefeHHs 3MiH npoTArom 12-tu micauis nicns
3aTBEPAKEHHS
120. | KOPAKCAH® | Tabnetku, BKpUTI ne PpaHuis Na6opaTtopii Ceps'e PpaHuis/ BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/3905/01/02
7,5 Ml NNiBKOBOKO NABOPATY IHgacTpi, ®paHuis; Ipnangis BHECEHHS 3MiH 40 po3ainy “MapkyBaHHA" MKA /13; peyenmom
o6onoHkot, no 7,5 mr; | AP CEPB'E Ceps'e (IpnaHgis) 3anponoHoBaHo: MapkyBaHHs. BignosigHo fo
no 14 tTabneTok y IHpacTpic NiTa, 3aTBepPKEHOro TeKCTY MapKyBaHHA. 3aTBepiKeHHs
6nicTepi; no 2 abo 4 Ipnangis /1bTEPHATMBHOIO TEKCTY MapKyBaHHS YNakoBKM JTiKapCbKOro
6nictepy B KOpO6Lii 3 3aco0y i3 3a3Ha4eHHAM MDKHAPOAHUX NO3HAYeHb OAUHULL
KapToHYy BMMIpIOBaHHSA. BBefeHHs 3MiH npoTArom 12-1u micauis nicns
3aTBEPAKEHHSA
121. | KOPION® Tabnetku no 25 mr, no KPKA, g.4., | CnoseHis KPKA, a.4., Hoso CnoBeHist BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 3a UA/4128/01/03
7 Tabnetok y 6nictepi; | HoBo mecTo mecTo, CrnoBseHis OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKV NiKapCbKOro peyenmom
no 4 6nictepn y (BMpOGHMLTBO " in 3ac06y 3 BHECEHHAM iHhopMaL,i WoAo 3a3HaYeHHs
KapTOHHI kopobuj; no bulk", nepeuHHe Ta OAMHWLb BUMIPIOBAHHSA Y cucteMi Sl. BHeceHHs 3MiH 40
14 TabneTtoK 'y BTOPUHHE po3gainy «MapkyBaHHa» MKA 13; 3anponoHoBaHo:
6nicTepi; no 2 nakyBaHHs, MAPKVPOBKA. B coOTBETCTBUM C YTBEPXAEHHBIM TEKCTOM
6nicTepn y KapTOHHiIl KOHTPO/b cepii Ta MapK1poBKU. BBeAEHHSA 3MiH NPOTArom 6-Tn MicsLiB nicns
Kopo6ui; no 10 BUNyck cepii); KPKA, 3aTBepKEHHSA
TabneTok y 6nictepi; 4.4., Hoeo mecTo,
no 3 6nictepu y CnoBeHisa (KOHTpONb
KapPTOHHI Kopoo6Lli cepii)
122. | KOPION® Tabnetku no 3,125 wr; KPKA, g.4a., | CnoeHis KPKA, a.4., HoBo CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny - 3a UA/4128/01/01
no 7 TabneTok y HoBo mecTo mecTo, CnoBeHis OHOB/IEHHS TEKCTY MapKyBaHHA yNakoBKM /iKapCbKoro peyenmom
6nictepi; no 4 (BMpOGHMLTBO " in 3ac06y 3 BHECEHHAM iHhopmaL,i WoAo 3a3HaYeHHs
6nicTepy B KapTOHHIi bulk", nepBuHHe Ta OAVHULb BMMIpOBaHHSA y cuctemi Sl. 3amiHa po3giny
Kopobui; no 10 BTOPVHHE «["padpiuHe ohopmNEHHS yNakoBKu» Ha po3ain
TabneTok y 6nictepi; nakyBaHHs, «MapkyBaHHs» MKA /13; 3anponoHosaHo: MAPKPOBKA. B
no 3 6nictepu B KOHTpO/b cepii Ta COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapPKVPOBKU.
KapTOHHI KOpooLi Bunyck cepii); KPKA, BBefeHHs 3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBePAKEHHS
A.40., HoBo mecTo,
CnoBeHis (KOHTPOb
cepii)
123. | KOPION® Tabnetkn no 12,5 wmr; KPKA, a.4., | CnoBeHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/4128/01/02
no 7 TabneTtok y HoBso mecTo mecTo, CrnoBeHis OHOB/IEHHS TEKCTY MapKyBaHHSA yNakoBKM /liKapCbKOro peyernmom

6nictepi; no 4

(BUPOGHMLTBO " in

3acoby 3 BHECEHHSIM iHGhopMaLLil LWLoA0 3a3HAYEHHS
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
6nicTepn y KapTOHHIl bulk", nepBuHHe Ta OAMHULb BUMIpIOBAHHSA Y cuctemi Sl. BHeceHHSs 3MiH A0
Kopobui; no 10 BTOPUHHE po3ainy «MapkyBaHHs» MKS J13; 3anponoHoBaHo:
TabneTok y 6nictepi; nakyBaHHs, MAPK/POBKA. B cOOTBETCTBUN C YTBEPXAEHHBIM TEKCTOM
no 3 6nictepn y KOHTpO/b cepii Ta MapKMpOBKW. BBeAEHHS 3MiH NPOTArom 6-T1 MicAUiB micns
KapTOHHI KOpooLi Bunyck cepii); KPKA, 3aTBEePKEHHS
A.40., HoBo mecTo,
CnoBeHis (KOHTPONb
cepii)
124. | KOPION® Tabnetku no 6,25 wmr; KPKA, a.4., | CnoBeHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/4128/01/04
no 7 Tabnetok y HoBso mecTo mecTo, CnoBeHis OHOB/IEHHS TEKCTY MapKyBaHHSA yNakoBKM /liKapCbKOro peyenmom
6nictepi; no 4 (BUPOGHMLTBO " in 3acoby 3 BHECEHHSIM iH(hopMaLLiT LWLOoA0 3a3HAYEHHS
61icTepn B KAPTOHHIN bulk", nepBuHHe Ta OAVHWLb BUMIPIOBaHHS y cuctemi Sl. 3amiHa po3sginy
Kopo6ui; no 10 BTOPVHHE «["padpiuHe ohopmNeHHS ynakoBKu» Ha po3gin
Tabnetok y énictepi; nakyBaHHs, «MapkyBaHHs» MKA N13; 3anponoHosaHo: MAPKV/IPOBKA. B
no 3 6nictepu B KOHTPO/b cepii Ta COOTBETCTBUN C YTBEPXKAEHHBIM TEKCTOM MapKMPOBKW.
KapTOHHIA KOpoo6Li Bunyck cepii); KPKA, BBefeHHA 3MiH NPOTAroM 6-Tu MICALIB NiC/1A 3aTBePAKEHHSA
A.4., Hoso mecTo,
CnoBeHis (KOHTPONb
cepii)
125. | KPEMIreH Masb; no 15ra6o 30 r CninbHe YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TURY - 3a UA/2099/01/01
y Ty6i; no 1 Ty6i B YKpaiHCbKO- icnaHcbke 051 nokasHuka «lgeHtudpikauis. FaiuepuH i peyenmom
nauui icnaHcbke nignpUeEMCTBO NPONiNEHrNiKob» Y MeTOAMKY BU3HAYEHHS BHECEHO
nignpuemMcTs "Cnepko YkpaiHa" KoperyBaHHs xpomatorpadiyHux yMmoB. 3a3HaueHo, Lo
0 "CMNEPKO Temneparypa KOJIOHK/ NPOorpaMyeTbCs BignoBigHoO 40
YKPAIHA" Tabnuui. Metoamka He 3miHunacs
126. | KPECTOP TabneTku, BKpUTI AcTpa3eHek Benuka BUPOBHMK cuwA/ BHECEHHS 3MiH [J0 peecTpaviliHix maTepiaiB: yTOUHEHHSA 3a UA/3772/01/04
NAiBKOBOO a oK BpuTtaHis nikapcbKoro 3acoby Benvka [,03yBaHHS Ta yNnakoBKu B Hakasi MO3 YkpaiHu Ne 2417 peyenmom
060/10HKOI0, MO 5 Mr; Nimiteq «in bulk»: AAMIEp BpuTaHis Bif 23.10.2020 pns nikapcbKoro 3aco6y, Homep
no 14 tTabneTtok y dapmacbloThKanc peecTpauiiiHoro nocsig4eHHs - UA/3772/01/04, B npoueci
6nicTepi; no 2 IHk., CLUA; BHECEHHS 3MiH (3MiHu | Tuny - 3MiHW Wwoao
6nicTepy B KapTOHHIiA BVPOGHMUK, 6e3nekn/edhekTMBHOCTI Ta thapmakoHarniagy (iHwi 3MiHu)
Kopoo6Li BiNOBIgaNbHWIA 32 BHeceHHs 3MiH f0 po3giny «MapkyBaHHs» MKA N13:
nakyBaHHS, 3arBepkeHo: Mapkuposka: /TekCT MapkyBaHHSA NepBUHHOT
KOHTPO/b Ta BUNYCK Ta BTOPVMHHOT yNakoBkn 3anponoHOBaHo: MapKyBaHHS
cepii: AcTpa3eHeka 3rifHO 3aTBEPKEHOro TEKCTY MapKyBaHHA. 3aTBepKEHHS
tOK NimiTen, Benuka a/IbTEPHATUBHOIO TEKCTY MapKyBaHHS YNakoBKW NiKapCbKOro
BpuTaHis 3aco0y i3 3a3Ha4YeHHAM MKHapOAHUX NOo3Ha4YeHb OAVHULb
BMMIpIOBaHHSA. BBeEHHS 3MiH NpOTArom 6-T1 MicAUiB nicns
3aTBepMKeHHs). Pefakuis B Hakasi: TabneTku, BKpUTI
nniBKOBOK 060/10HKOIO, M0 5 Mr; no 14 TabneTok y 6nicTepi;
no 2 6nicTepun B KapTOHHI kopobLi; TabneTkun, BKPUTI
nniBkOBOK 060/10HKOIO, Mo 10 mr; no 14 TabneTok y 6ricTepi;
no 2 6nicTepy B KAPTOHHI KOpPOGLLi; TabneTkn, BKpUTI
NNiBKOBOK 060/10HKO0, M0 20 Mr; No 14 TabneTok y 6nictepi;
no 2 6nicTepy B KAPTOHHI KOpPOGLLi; TabneTkn, BKpUTI
nniBKOBOK 060/10HKOI0, Mo 40 Mr; no 7 TabneTok y 6ictepi;
no 4 6nicTepun B KapTOHHI Kopobui. BipHa pegakuis:
TabneTku, BKpMTI MNIBKOBOK 060/10HKO, No 5 mr; no 14
TabneTokK y 6nictepi; no 2 6aicTepy B KAPTOHHI kopobu,.
127. | KCAHTUHON | Tabnetku no 150 wmr, MAT Ykpaina MAT "ranuucpapm”, Ykpaina BHECEHHS 3MiH [10 peecTpaliiHuxX MmaTepiasis: 3MiHu | Tuny - 3a UA/4963/02/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Yy no 10 TabneTok y "rannudap Ykpaina; NMAT BBEJEHHS 404aTKOBOro po3mipy cepii [13. 3aTBepaeHo: peyenmom
HIKOTUHAT 6nictepi, 6 6nicTepis y M" "KuiBmegnpenapar” 100 kr, Wo cTaHoBUTL 434 782 TabneTtok (3 4ONyCTUMUM
navu,i BiaxuneHHam Big 90,0 kr go 110,0 kr abo Big 391 304
Tabnetok go 478 260 TabneTok). 3anponoHoBaHo: 100 kr,
L0 cTaHOBUTL 434 782 TabneTok (3 gonycTUmMmnm
BiaxuneHHam Big 90,0 kr go 110,0 kr abo Big 391 304
TabneTok go 478 260 TabneTok). 220 Kr, Wwo cTaHoBUTbL 956
521 TabneTok (3 gonycTUMmUM BigxuneHHsam Big 200, O kr o
240, 0 kr abo Big 869 565 TabneTtok go 1 043 478 TabneTok)
128. | KYKYPYA3U CTOBMYMKM 3 MpAT Ykpaina MpAT “NlikTpasu" Ykpaina BHECEHHS 3MiH 0 peecTpavliiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/5867/01/01
CTOBNYUKAN | npuiiMmoukamu pizaHo- "NikTpasun" 3amiHa po3gainy «padiyHoro ohopMIEHHS YNakoBKM» Ha peuenma
3 npecosaHi no 100 r y po3ain «MapkyBaHHs1» B MKS J/13: 3anponoHoBaHo:
MPUAMOUYKA | naykax 3 BHYTPILLIHIM MAPKYBAHHSA Y BianoBigHOCTI 3 3aTBEPAXEHNM TEKCTOM
MU nakeTom MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS yMakoBK/
NiKapCbKoro 3acoby LOoA0 3a3HAYEHHST MiXXHAPOLHMX
no3HaYeHb OAVHVLbL BUMIPOBaHHA. BBeAeHHS 3MiH
NPOTAroM 6-TW MICALIB NiCNa 3aTBepPAKEHHS
129. | NAP®IKC TabneTku, BKpUTI KYCYM IHgis KYCYM XENTXKEP IHgis BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TNy - 3a UA/12330/01/02
060/10HKO, N0 8 Mr XENTXKEP NBT NTA BBE/EHHSA N0AATKOBOI AibHULI BUpo6HMLUTBA KYCYM peyenmom
no 10 TabneTok y NBT NTA XENTXKEP MNBT NATA, Mnot Ne M-3, IHgop Cnewen

6nictepi, no 3 abo 10
6nicTepiB y KAPTOHHIl
Kopoo6Li

IkoHOMiK 30yH, Deit3-1I, Mitamnyp, AicT. Oxap, Magxbs
Mpagew, MiH 454774, IHAaia. 3MiHU BHECEHI B iHCTPYKLi0 oNs
MefM4YHOro 3actocyBaHHs /13 y p. "Micue3HaxoKeHHs
BMPOOHUKA Ta oro agpeca Micus NPoBaKeHHs Ais/IbHOCTI"
3 BiANOBIAHMMU 3MiHAMU B TEKCTi MapKyBaHHS yNakoBOK;
3MiHu | Tuny - CynyTHA 3MiHa: - 3MiHK 3 AKoCTi. FoToBWiA
NiKapcbKuiA 3aci6. 3mMiHM Yy BUPO6HMLUTBI. 3amiHa abo
BBe/leHHs OAATKOBOI AiNbHULL BUPOBHMLTBA 415 HACTUHM
a60 BCbOro BUPOGHMYOro MPoLecy roToBoro /ikapcbKoro
3aco6y (AibHMUSA 4715 BTOPUHHOTO NaKyBaHHS); CYMyTHSI
3MiHa: - 3MiHM 3 sKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULITBI. 3amiHa abo BBEEHHS [,0AaTKOBOI AiNbHUL
BMPOBGHMLTBA 47151 YaCTVHM abo BCbOro BUPOGHNYOro
npoLecy roToBoro Nikapcbkoro 3acoby (AinbHUUSA Ans
NepPBUHHOTO NakyBaHHA) - BBEAEHHA [10AaTKOBOI AifIbHUL
BMpo6HMUTBa KYCYM XENITXKEP MBT NTA, Mnot Ne M-3,
IHoop Cnewwen IkoHomik 3oyH, ®eiis-Il, Mitamnyp, AicT.
[xap, Magxes MpageLwy, MiH 454774, 1HAis; 3MiHy | Tuny -
3MiHM y MeToAax BUNpobyBaHHS 3a NokasHUKoM "KisbkicHe
BU3HAYEHHA" (BHECEHHS ONWCY NPUrOTYBaHHSA X0M10CTOrO
PO3UMHY i 3MiHa KiNIbKOCTI iHXEKL,i); 3MiHW | TUNY - BHECEHHS
3MiH o po3giny “MapkyBaHHsA" MKA J13: 3aTtBepaKeHo:
MAPK/POBKA lMepBr4HOIi 1 BTOPUYHOI YNakoBKM
npunaraetca 3anponoHosaHo: MAPKYBAHHSA BignosigHo
[10 3aTBEPAKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBK/ NiKapcbKoro 3acoby 3 BHECEHHSM
iHchopmauii W00 3a3HAUYEHHSA OAVHWL BUMIPIOBAHHS Y
cuctemi Sl. BBeeHHs 3MiH NpPOTArom 6-Tu MicsliB micns
3aTBEPMKEHHS; 3MiHVM | TUNY - 3MiHW y MeTofax
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Ne

Hassa

®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BMMNPO6YyBaHHA 3a NokasHUKoM "CynpoBigHi AOMiLLKW"
(BHECEHO ONWC NPUrOTYBaHHA PO34MHY Nnauebo, X0nocToro
po3unHy Ta ix xpoMaTtorpaddyBaHHs 4151 BUK/TFOYEHHS MiKiB
[OMOMDKHMX PEYOBWH Ta PO3YMHHUKIB); 3MiHM | TUMy - 3MiHa
LonycTUMKX Mex cneuudikadii 3a Tectom «Hardness» B
npoueci BUPOGHULITBA FOTOBOTO MikapCcbKoro 3acoby 3 «NLT
7-14 Kp Ha NLT 7-18 Kp»
130. | NEBEPET TabneTkn, BKPUTI AnBoreH Bonrapis KOHTPO/b AKOCTI, Icnanis BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/15001/01/01
MiHI nAiBKOBOO Papma BMPOGHMLITBO AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
o6onoHkoto, 0,10 TpegnHr roTOBOro NPOAYKTY, agpecu Micus NpoBaKEHHS AisNbHOCTI
mr/0,02 wmr; no 21 Opon nakyBaHHs, BUMYCK BMpOBHUKa/iMNopTepa roToBOro JliKkapcbKoro 3acoby,
TabneTui B 6nicTtepi; OTOB cepii: BK/IOYAKOUY AiNbHULj BUNYCKY cepil abo micue npoBefeHHs
nol,3a6ono6 Na6opaTtopioc /leoH KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnosigae
6nicTepiB B KAPTOHHIl dapwma, C.A,, BMPOGHMWK/IMNOPTEP, HE BK/IKOYAKOUM BUMYCK Cepili) - 3MiHa
Kopoo6Li Icnanis; Ha3BW BNPOOBHYKa, BifNOBIAANBHOIO 3a MiKpOGioNoriYHNi
MiKpO6ionoriYHuiA KOHTpPO/b, 6€3 3MiHM Micus BUpo6HULTBA. 3aTBEPAXKEHO:
KOHTPO/b: Nab6opaTtopio ae AHanicic Ap.EvasapHe, C.A., IcnaHis.
NABOPATOPIO Laboratorio de Analisis Dr.Echevarne, S.A., Spain.
EUABAPHE, C.A,, 3anponoHosaHo: JIABOPATOPIO EYABAPHE, C.A.,
Icnanis; Icnanis.
a/ibTepHaTVBHA LABORATORIO ECHEVARNE, S.A., Spain. 3miHu | Tuny -
[insiHKa BTOPUHHOIO AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
napKyBaHHs: afipecy Micus NPoBaKeHHsA AiANbHOCTI
TOB MaHaHTian BMpPO6GHMKa/iMNopTepa roToBOrO JliKapCbKOro 3acoby,
IHTerpa, IcnaHis BK/IOHAKUY AiNbHULj BUNYCKY cepil abo MicLe npoBeeHHS
KOHTPOIO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiAnNoBifae
BMPOGHMK/IMNIOPTEp, HE BKIKOYAKOUM BUNYCK cepil) - 3MiHa
aapecy BMpo6Huka TOB "MaHaHTian IHTerpa”, IcnaHis, wo
BiANoBifa€e 3a BTOPMHHE NakyBaHHs, 6e3 3MiHW Micus
BMPO6HUMLITBA
131. | NEBEPET TabneTku, BKPUTI AnBoreH Bonrapis KOHTPO/b AKOCTI, IcnaHis BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/15001/01/01
MIHI NNiBKOBOKO Papma BMPOBHULITBO 3MiHK 3 siKocTi. FoToBMIA Nikapcbkuii 3aci6. Onuc Ta cknag. peyenmom
o6os0oHkKot, 0,10 TpeingunHr roTOBOro NPOAYKTY, 3MiHa y cknagi (4ONOMKHMX pevyoBMHAX) rOTOBOro
mr/0,02 wmr; no 21 tOpon nakyBaHHs, BUMYCK nikapcbKoro 3acoby (iHLWi 3MiHM) NpUBeAEHHS cknagy
Tabnetuiy énictepi; OTOB cepi: [0NOMKHUX peyoBuH (06010HKa TabneTku) Ao cknagy,
nol,3a6ono6 JTabopaTtopioc JleoH 3a3HayeHoro y po3gini 3.2.P.1. Onwuc i ckiag nikapcbkoro
6nicTepiB B KAPTOHHIl dapwma, C.A,, 3aco0y opuriHa/IbHOT AoKyMeHTaLil. Hiskux 3MiH y cknagi
Kopoo6Li Icnanis; [OMOMDKHUX PEYOBWMH 3 MOMEHTY peecTpaliii He Bifbyoch.
MiKpOGioorivyHNiA 3MiHM BHECEHI B iHCTPYKL,iI0 A4/151 MEANYHOIO 3aCTOCYBaHHS
KOHTPO/b: N3y p. "Cknag" ([ONOMiXHI pevoBMHN "N/liBkOBa 060/10HKa
NabopaTopio ae MiCTUTL") BBEfEHHSA 3MiH NPOTAroM 6-T MicALIB nicns
AHanicic Op. 3aTBEpPAKEHHS.
EuvaBapHe C.A.,
Icnanis;
anbTepHaTMBHa
[iNAHKa BTOPUHHOTO
napKyBaHHs:
TOB MaHaHTian
IHTerpa, Icnanis
132. | NEPNIOK TabneTkn, BKPUTI MpAT Ykpaida MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHuX MaTepianiB: yTOUHEHHSsI 3a UA/4427/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
NAiBKOBOO "®apmauesT "PapmaueBTnyHa HanMcaHHA 3asiBHMKa Ta BUPOGHMKa B Haka3i MO3 peyenmom
060/10HKOH0, Mo 250 n4yHa hipma ipma "OapHuua” YkpaiHu Ne 2338 Big 15.10.2020 B npoueci
Mmr, no 5 TabneTok y "NapHuus" nepepeecTpauii. Pegakuis B Hakasi: 3AT "dapmaleBTuyHa
KOHTYPHIli YapyHKOBIl hipma "JapHuus”. BipHa pepakuis: MpAT
ynakosLi; no 1 "dapmayeBTU4YHa hipma "dapHuua”.
KOHTYPHIli YapyHKOBIi
ynakoBLji y nayui; no
10 Tabnetok y
KOHTYPHIli YapyHKOBIi
ynakosLi, no 10
KOHTYPHUX
YapyHKOBUX YNakoBOK
y nayui
133. | NEP/IOK TabneTkn, BKPUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaliiiHux maTepianiB: yTOUHEHHs 3a UA/4427/01/02
nAiBKOBOO "®apmauesT "papmaueBTnYHa HanMcaHHA 3asBHMKa Ta BUPOOHUKa B Haka3i MO3 peyenmom
060510HKot0, No 500 nyHa chipma ipma "OapHuus” YkpaiHu Ne 2338 Big 15.10.2020 B npoueci
Mmr, no 5 TabneTok y "fapHuus"” nepepeecTpauii. Pegakuis B Hakasi: 3AT "dapmaLeBTuyHa
KOHTYPHIli YapyHKOBIi dipma "JapHuus". BipHa pepakuis: MpAT
ynakosui; no 1 "dapmaneBTu4YHa chipma “AapHuus“.
KOHTYPHIli YapyHKOBIi
ynakoBLji y nadui; no
10 TabneTtoky
KOHTYPHIli YapyHKOBIi
ynakosLi, no 10
KOHTYPHUX
YapyHKOBUX YNakoBOK
y nauui
134. | NIMICTUH 10 | TabneTtku, BKpUTI AHaHTa Benuvka ApTypa IHais BHECEHHS 3MiH 10 peecTpaLiliHiX MmaTepianiB: yTOUHEHHSA 3a UA/11037/01/01
nAiBKOBOO Megikeap BpuTtaHis PapmacbloTikan3 HanMcaHHA BUPOGHUKIB B Haka3i MO3 YkpaiHu Ne 2417 peyenmom
060/10HKOH0, Mo 10 mr nra. MNet. N14., IHAis; Big 23.10.2020 B npoueci BHECEHHA 3MiH (3MiHM | TNy -
no 10 TabneTok y MapkcaHc ®apma 3MiHM WoAao 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy
6nicTepi, no 3 NTp, IHais (iHLWi 3MiHW) - BHECEHHSA 3MiH [0 po34iny «MapKyBaHHS»
61icTepn B KOPOOLLi MKSA N13; 3anponoHoBaHo: MapkyBaHHs Bignosigae
3aTBEPKEHOMY TEKCTY MapKyBaHHS. 3MiHVN BHECEHI B TEKCT
MapKyBaHHS YNakoBKM /iKapCbKOro 3acoby oo
3a3HayeHHs1 MXKHapOAHWX NMO3HAYeHb OAMHNL
BMMIipIOBaHHS. BBeeHHsA 3MiH NpoTAromM 3-x MicsiliB nicns
3aTBEPKEHHS).
Pepakuist B Hakasi: Aptypa ®apmacbtoTikans MeT. JT4,,
IHais; KonpaH Nimites, IHAia; Mapkcane ®apma J/1Ta, IHAis.
BipHa pepakuia: Aptypa ®apmacbtoTtikans Mer. /114,,
IHgis; MapkcaHc Papma /11a, IHgis.
135. | NIMICTUH 20 | TabneTku, BKPUTI AHaHTa Benuka ApTypa IHais BHECEHHS 3MiH [10 peecTpaviliHiX MmaTepianiB: yTOUHEHHSA 3a UA/11037/01/02
nAiBKOBOO Megikeap BpuTtaHis PapmacbloTikans HanMcaHHA BUPOGHMKIB B Haka3i MO3 YkpaiHu Ne 2417 peyenmom
060/10HKOH0, Mo 20 Mr nra. MNet. N14., IHAjs; Big, 23.10.2020 B npoueci BHeCEHHS 3MiH (3MiHn | Tuny -
no 10 TabneTok y MapkcaHc ®apma 3MiHVM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy
6nictepi, no 3 NTp, IHais (iHLLi 3MiHW) - BHECEHHSA 3MiH [0 po34iny «MapKyBaHHS»

6nicTepu B KOpoo6Li

MK$ N3; 3anponoHoBaHo: MapkyBaHHs Bignosigae
3aTBEPKEHOMY TEKCTY MapKyBaHHs. 3MiHW BHECEHI B TEKCT
MapKyBaHHS YNakoBKM /ikapCbKOro 3acoby Lioao
3a3HayYeHHs1 MDXKHapOAHMX NMO3HAYeHb OAVHNLb
BMMIipIOBaHHs. BBeleHHs 3MiH NpoTaromM 3-x MicsiuiB nicns
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3aTBEPIKEHHS).
Pepakuis B Hakasi: ApTypa ®apmacbtoTtikans MseT. /IT4,.,
IHAis; KonpaH Nimiteq, IHAis; Mapkcanc ®apma J1ta, IHais.
BipHa pepgakuis: Aptypa ®apmacbtoTtikans Mer. 1114,,
IHgisn; MapkcaHc Papma fita, IHAis.
136. | MIMICTUH 40 | TabneTku, BKPUTI AHaHTa Benuka ApTtypa IHais BHECEHHS 3MiH 4,0 peecTpauiiHux maTepiaiB: yTOUHEHHSs 3a UA/11037/01/03
NAiBKOBOK 000/I0HKOD Megikeap BpuTaHis PapmacbioTikan3 HanMcaHHA BUPOGHMKIB B Haka3i MO3 YkpaiHu Ne 2417 peyenmom
no 40 wr; no 10 nra. Met. NITA., IHAis; Bif, 23.10.2020 B npoueci BHeCEHHSA 3MiH (3MiHu | Tuny -
TabneTok y 6nictepi; MapkcaHc dapma 3MiHM LWoAo 6e3nekn/edeKTMBHOCTI Ta ddapmakoHarnsagy
no 3 6nictepn y N, IHais (iHWi 3MiHW) - BHECEHHS 3MiH A0 po3ainy «MapKyBaHH:»
KopoobLi MKSA N13; 3anponoHoBaHo: MapkyBaHHs Bignosigae
3aTBEPL)KEHOMY TEKCTY MapKyBaHHS. 3MiHU BHECEHI B TEKCT
MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
3a3HaYeHHs1 MDXHApPOAHMX NO3HaYeHb OAMHNLL
BMMIpIOBaHHS. BBefeHHs 3MiH NpoTArom 3-x MicsuiB nicns
3aTBEPKEHHS).
Pepakuis B Hakasi: Aptypa ®apmacbtoTtikans MsT. /IT4,,
IHAis; KonpaH Nimiteq, IHAis; Mapkcanc ®apma f1ta, IHais.
BipHa pepakuin: Aptypa ®apmacbioTikans MNer. Ni14.,
IHgin; MapkcaHc Papma ftg, IHgis.
137. | NIHBAT Kancysnu TBepgi, no 25 | ToBapucteo YkpaiHa Nex CnoseHis/ BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHM | TNy - 3a UA/15586/01/01
mr, no 10 kancyny 3 thapmaueBTUiHa PymyHis/ OHOB/IEHHS TEKCTY MapKyBaHHSA yNakoBKM liKapCbKOro peyenmom
6nicTepi; no 3 obmexeHoto KomnaHia A4.4., TypeuunHa 3ac06y 3 BHeCEHHAM iHhopmaL,i WoAo 3a3HaYeHHs
61icTepn B KOPOOLL Bignosiganb CnoBeHis (nepBrvHHa OAMHWLb BUMIPIOBaHHS y cuctemi Sl. TepmiH BBeAEHHS 3MiH
HiCTIO Ta BTOPUHHA NPOTArom 6 MicsLiB Micns 3aTBepIKEHHS
"CaHpo3 ynakoBka ); Jlek
YkpaiHa" dapmaueBTMyHa
KoMnaHisa 4.4.,
CnoseHis (NnepsuHHa
Ta BTOPMHHA
ynakoBka, [j03BiN Ha
Bunyck cepii ); C.K.
CaHpgo3 C.P.J1.,
PymyHist (KOHTposb
cepii); CaHgos lnak
CaHaii Be TikapeT
A.C., TypeuunHa
(BpO6HULTBO
Hepo3g)acoBaHol
npoaykuin
138. | NIHBAI Kancynu TBepgi, nono | ToBapucTso Ykpaina Nex CnoseHis/ BHECEHHS 3MiH [0 peEECTpaLjiiiHuX MaTepiasis: 3MiHu | TUnY - 3a UA/15586/01/07
225 wmr, no 7 kancyny 3 thapmaueBTUyHa PymyHis/ OHOBJ/IEHHS TEKCTY MapKyBaHHS yNakoBKM /liKapCbKOro peyernmom
6nictepi, no 2 06MexeHo KoMnaHisa 4.4., TypeyuunHa 3acoby 3 BHECEHHSIM iHGhopMaLiT WoA0 3a3HaYeHHS
6nicTepu B KOpoobLi Bignosigasib CnoBeHis (NnepBrHHa OAMHULIb BUMIPIOBAHHSA Y cuctemi Sl. TepmiH BBEAEHHS 3MiH
HiCTIO Ta BTOPVHHA npoTArom 6 micsLiB nicns 3aTBEpAXKEHHS
"CaHpo3 ynakoBka ); Jlek
YkpaiHa" PapmaneBTUYHa
KoMnaHis 4.4.,
CnoBeHisa (nepBrvHHa
Ta BTOPVHHA
ynakoBka, f103Bi/1 Ha
Bunyck cepii ); C.K.
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JNliKapCcbK0O20
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(nikapcbka cpopma,

3asaBHUK

KpaiHa
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KpaiHa

3acoby

ynakoska)

3asiBHUKa

CaHpo3 C.P.J1.,

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

139.

NIHBAT

Kancynu TBepai, no no
300 mr, no 7 kancyny 3

ToBapucTBO

Ykpaina

CaHaii Be TikapeT

A.C., TypeuunHa

(B1pOGHMLTBO

Hepo3dacoBaHoi

npoaykuii)
Nex

PymyHist (KOHTpoOsb
cepii); CaHgos lnak

CnoseHisi/

nocsi04YeHHs

140.

NIHBAT

6nictepi, no 2
6nicTepu B KOpoo6L

mr, no 10 kancyn y

Kancynu Teepai, no 50

HiCTIO
"CaHpo3
Ykpaina"

ToBapucTBo

06MeXeHow
Bignosigasib

Ykpaina

hapmMaueBTUYHa
KoMnaHisa 4.4.,

Ta BTOPMHHA
ynakoska ); Jlek
PapmaueBTMyHA
KomnaHisa 4.4.,
CnoBeHisa (nepBrHHa
Ta BTOPVHHA
ynakoBka, [103Bi/1 Ha
Bunyck cepii ); C.K.
CaHpgos C.P.J1.,
PymyHist (KOHTpOs1b
cepii); CaHgos lnak
CaHaii Be TikapeT
A.C., TypeyunHa
(BUPOGHULTBO
Hepo3gacoBaHol
npoaykuin
Nex

CnoBeHis (NnepBuHHa

CnoseHisi/

PymyHisa/
TypeyunHa

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny -
OHOB/IEHHS TEKCTY MapKyBaHHSA yNakoBKM /liKapCbKOro

3acoby 3 BHECEHHSIM iH(hopMaLLiT LWLOoA0 3a3HAYEHHS
OAMHULIb BUMIPIOBAHHSA Y cuctemi Sl. TepmiH BBEAEHHS 3MiH

NPOTArom 6 MicsLiB Micns 3aTBepKEHHS

3a
peyerimom

UA/15586/01/08

141.

6nicTepi; no 3
6nicTepu B KOpOO6L

3
06MEXEHO
Bignosigasib

hapmaueBTNYHa

PymyHis/

NIHBAT

HiCTIO
"CaHpo3
YkpaiHa"

Kancynu Teepai, no 75
mr, no 10 kancyn y

ToBapucTBo
3

YkpaiHa

KoMnaHisa 4.4.,
CnoseHis (NnepsuHHa
Ta BTOPMHHA
ynakoska ); Jlek
PapmaneBTUYHa

KoMnaHisa 4.4.,
CnoBeHisa (nepBrvHHa
Ta BTOPUHHA
ynakoBka, f103Bi/1 Ha
Bunyck cepii ); C.K.
CaHpo3 C.P.J1.,
PymyHist (KOHTposb
cepir); CaHgo3 lnak
CaHait Be TikapeT
A.C., TypeuunHa
(BpOGHMLTBO
Hepo3acoBaHol
npoaykuii)

Nek

TypeyunHa

CnoseHis/

BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny -
OHOBJ/IEHHS TEKCTY MapKyBaHHs yNakoBKM liKapCbKOro
3ac00y 3 BHECEHHSIM iH(hopMaLii W00 3a3HaYEeHHS
OAMHULIb BUMIPIOBAHHSA Y cuctemi Sl. TepmiH BBEAEHHS 3MiH
NpoTSArom 6 MicsiLiB Micnsi 3aTBEPAYKEHHS

3a
peyenmom

UA/15586/01/02

6nictepi; no 3

6nicTepy B KOpooOLUi

06MEXEHOI

Bignosigans

hapmaLeBTMyHa
KoMnaHis 4.4.,

CnoBeHisa (nepBrvHHa

PymyHis/
TypeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny -

OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKM JliKapCbKOro

OfIMHVLb BUMIpIOBaHHS Y cucTeMi Sl. TepmiH BBeeHHS 3MiH

3ac06y 3 BHECEHHAM iHhopMaL,i WoA0 3a3HaYeHHs

3a
peyenmom

UA/15586/01/03
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KpaiHa

3acoby

ynakoska)

HicTIO
"CaHpo3

3asiBHUKa

Ta BTOPMHHA
ynakoska ); Jlek

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsi04YeHHs

142. | NIHBAr

100 mr, no 7 kancyny
6nicTepi, no 2

Kancynv Tepaj, no no

YkpaiHa"

ToBapucTBO
3

YkpaiHa

PapmaueBTUYHA
KoMnaHisa g.4.,

Ta BTOPMHHA

Bunyck cepii ); C.K.
CaHpgos C.P.J1.,
PymyHist (koHTposb
cepii); CaHgo3s lnak
CaHaii Be TikapeT
A.C., TypeuunHa
(BUPOGHULTBO
Hepo3gacoBaHol
npoaykuii)
Nex
hapmaLeBTMyHa

CnoBeHis (nepBrvHHa

ynakoBka, ,D,O3Bil'| Ha

CnoseHisi/

npoTArom 6 micsiB nicns 3aTBepAXKEHHS

143. | NIHBAT

6nictepu B KOPOOLL

Kancysnu Teepai, no
150 mr, no 10 kancyn

obmexeHo
Bignosigans
HiCTIO
"CaHfo3
YkpaiHa"

ToBapucTBo
3

YkpaiHa

KomnaHisa 4.4.,
CnoBeHisa (nepBrvHHa
Ta BTOPVHHA
ynakoska ); Jlek
PapmaueBTMyHa
KomnaHia 4.4.,

CnoBeHisa (nepBrvHHa
Ta BTOPUHHA
ynakoBka, [,03BiN1 Ha
Bunyck cepii ); C.K.
CaHpo3 C.P.J1.,
PymyHist (koHTpos1b
cepii); CaHgo3 lnak
CaHaii Be TikapeT
A.C., TypeuunHa
(BMpOGHMLTBO
Hepo3dacoBaHol
npoayKuii)
Nex

PymyHis/
TypeuyunHa

CnoseHis/

BHECEHHS 3MiH [0 peecTpaLjiiiHux MaTepiasis: 3MiHu | TUnY -
OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKV NiKapCbKOro
3ac06y 3 BHECEHHAM iHhopMaLii WoA0 3a3HaYeHHS
OAMHWLb BUMIpIOBaHHSA Y cucTemi Sl. TepmiH BBeAEHHS 3MiH
npoTArom 6 micsALiB nicns 3aTBepAXKeHHS

3a
peyenmom

UA/15586/01/04

y 6nicTepi; no 3
6nicTepn B KOPOOLi

obmexeHor
Bignosigans
HiCTI0
"CaHpo3
YkpaiHa"

hapmaLeBTuyHa
KoMnaHis 4.4.,
CnoBeHis (nepBrvHHa
Ta BTOPMHHA
ynakoBka ); Jlek
dPapmaueBTUyHa
KomnaHia A4.4.,
CnoBeHis (nepBrvHHa
Ta BTOPMHHA
ynakoBka, [103Bi/1 Ha
Bunyck cepii ); C.K.
CaHpgos3 C.P.11.,
PymMyHist (KOHTpOs1b
cepii); CaHgos lnak

PymyHis/
TypeuunHa

CaHaii Be TikapeT

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny -

OfMHMLb BUMIPIOBaHHSA Y cucteMi Sl. TepmiH BBe,eHHS 3MiH

OHOBJIEHHSI TEKCTY MapKyBaHHS YNakoBKW likapCbKOro
3aco6y 3 BHECEHHSIM iHGpopMaLil WoA40 3a3HaYeHHs

npoTArom 6 micsAuiB nicns 3aTBepaXKeHHs

3a
peyenmom

UA/15586/01/05




66

Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
A.C., TypeyunHa
(BUPOGHULTBO
Hepo3gacoBaHol
npoaykuii)
144. | NIHBAT Kancynu TBepgi, no ToBapucTBO Ykpaina Nex CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | TUnY - 3a UA/15586/01/06
200 wmr, no 10 kancyn 3 hapmaLeBTMyHa PymyHis/ OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKV NiKapCbKOro peyenmom
y 6nictepi; no 3 obmexeHo KoMnaHisa 4.4., TypeyunHa 3ac06y 3 BHECEHHAM iHhopMaLii WoA0 3a3HaYeHHS
6nictepu B KOPOOLL Bignosigans CnoBeHisa (nepBrvHHa OAMHWLb BUMIpIOBaHHS Y cucTeMi Sl. TepmiH BBeAEHHS 3MiH
HiCTIO Ta BTOPUHHA npoTArom 6 micsALiB nicns 3aTBepAKeHHS
"CaHgo3 ynakoBka ); Jlek
YkpaiHa" PapmaueBTUyHa
KomnaHia 4.4.,
CnoBeHisa (nepBrvHHa
Ta BTOPMHHA
ynakoBka, 03BN Ha
Bunyck cepii ); C.K.
CaHpo3 C.P.J1.,
PymyHist (koHTpos1b
cepii); CaHgo3 lnak
CaHaii Be TikapeT
A.C., TypeuunHa
(BMpOGHMLTBO
Hepo3dacoBaHol
npoayKuii)
145. | NINO®/IABO | niogoinisat gns AT "BIONIIK" | Ykpaina AT "BIONIK" Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/3581/01/01
H emynbCil Ans iH'exuil, BU/IYYEHHA 3 MaTepianiB peecTpaduiiHoro gocke 3.2.P.7. peyenmom
1 chnakoH abo nasLwka Cuctema KOHTelHep/3aKynopoBasibHWIA 3aci6, NocuIaHHs
3 niogpinizatom B navui Ha HalilMeHyBaHHS MocTavyasibHUKIB NakyBaslbHUX MaTepiasis
(koBnaukis)
146. | IOMEKCUH® | kpem 2% no 30ry Pekopgari IpnaHgis Pekopgarti IngacTpia ITania BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu |l Tuny - 6e3 UA/6094/02/01
Ty6i, no 1 Ty6i y AineHg Nta Ximika e 3MiHW BHECEHO A0 IHCTPYKUiT 415 MeANYHOro 3acToCyBaHHS peuyenma
KapTOHHiiA Kopo6Ll dapmacesTika nikapcbKoro 3acoby Ao posginy "Kateropis
C.n.A. BifnycKy"(3aTBepAeHO: 3a peLenToMm; 3anponoHoBaHo: 6e3
peuenTa), Ta, K HACNiOK, 3MiHW BHECEHO A0 TEKCTY
MapKyBaHHS YNakoBOK /likapCbKoro 3acoby
147. | MATHE-B6 ® | TabneTku, BKpUTI TOB YkpaiHa CaHodi BiHTpon PpaHuis/ BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny - 6e3 UA/4130/01/01
AHTUCTPEC nNiBKOBOKO "CaHoi- IHpacTpia, ®paHuis; YroplmHa METOI BHECEHHS JaHOT 3MiHM € BNPOBaKEHHS nepioay peuyenma
o60noHkoto, Ne 60 ABeHTIC XIHOIH 3aBog NMOBTOPHOrO TECTYBAHHS fiH04O0I PEYOBUHU NiPUAOKCUHY
(15x4): no 15 YkpaiHa" dapmaleBTUYHNX Ta rigpoxnopuay — 24 micaui ana BupobHrka DSM Vitamin
Tabnetok y énictepi; XimiyHux MpoaykTis (Shanghai) Ltd, Kutaii
no 4 6nictepu B Mpatiisit Ko. /174,
KapTOHHI KOpooLi MignpuemcTtso 2
(nianprvemcTBo
Bepelwegpxas) ,
YropuwmHa
148. | MATHE-B6 ® | Tabnetku, BKpUTI TOB Ykpaina CaHodpi BiHTpon PpaHuia/ BHECEHHS 3MiH [0 peecTpaLjiiiHux MaTepiasis: 3MiHu | TUnY - 6e3 UA/4130/01/01
AHTUCTPEC nNiBKOBOKO "CaHodi- IHgacTpia, ®paHuis; YropLmHa BHECEHHS HE3HAYHMX 3MiH Y NPOLLeC BUPOGHMLTBA, 30Kpema: peyenma
060/10HKoto, Ne 60 ABEHTIC XIHOIH 3aBop BHECEHHS 3MiH 40 TexHosorii BUpo6HMuTBa "Hot-melt/in-melt
(15x4): no 15 YkpaiHa" PapmaueBTUYHNX Ta
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
TabneTok y 6nictepi; XimiyHux MpoaykTis granulation in fluid bed dryer" Ha cTagii 3miyBaHHs
no 4 6nictepu B Mpaiisit Ko. N1T4,.
KapTOHHI KOPOOL Mignpuemcteo 2
(nignpnemcTBO
Bepelweapxas) ,
YroplmHa
149. | MATHE-B6® TabneTku, BKpUTI TOB Ykpaina CaHodpi BiHTpon PpaHuia/ BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/5476/02/01
06010HKot0, Ne 50 "CaHodi- IHpacTpia, ®PpaHuis; YropwmHa [LOMOBHEHHSA cneumndikauii APl marHito nakraty gurigparty peuenma
(10x5): no 10 ABEHTIC XIHOIH 3aBog napameTpom BMicTy Hikento 3 BignoBigHO METOANKOK
TabneTok y 6nictepi, YkpaiHa" dapmaueBTUYHUX Ta BMNPOOGYBaHHS, LLI0 BUrOTOB/IAETLCA kKOMNaHiero Novichem
no 5 6nictepis y XimiuHux MpoaykTis Sp.z.0.0., MNonbLa 3 BignosigHUmM nimitom ?45 ppt (MeTtog, in
KapTOHHI KOpoo6Li Mpaiisit Ko. 1174, house);
MignpuemcTso 2 3MiHM | TUNY - 4ONOBHEHHS cneumdikavii 4ONOMKHOT
(nianprvemcTBo peyoBMHM KoaniHy napaMmeTpoM BMICTY CBUHLLIO 3
Bepeweppxas) , BiANOBIAHOK METOAMKOI BUNPOOYBaHHS, 3 BigNOBigHUM
YropwumHa nimitom ?13 ppT (MeTog, in house)
150. | MATHIIO PO3YMH NS iH eKUil MpuBatHe Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/14637/01/01
CYNb®AT 250 mr/mn, no 5 mn B akuioHepHe akuioHepHe OHOBJIEHHSI TEKCTY MapKyBaHHS yNakoBKM NiKapCbKoro peyenmom
amnyni, no 10 amnyn B | TOBapuCTBO TOBapuCTBO 3aco0by 3 BHeCeHHsIM iHdhopmaLlii LLoAo 3a3HavYeHHs
nauuj; no 5 mn B "Jlekxim- "Mekxim-Xapkis" OAMHULIb BUMIPIOBAHHA Y cuctemi Sl. TepmiH BBEAEHHS 3MiH
amnyni, no 100 amnyn Xapkis" - MPOTAroM 3 MicCALiB Nic/1A 3aTBEPAKEHHS
B nauuj; no 5 mn B
amnyni, no 5 amnyn B
6nictepi, no 2
6nicTepu B Nauwj; no
10 mn B amnyni, no 10
amnyn B nauti; no 10
M1 B amnyni, no 100
amnyn B nayuj; no 10
M/1 B amnyni, no 5
amnyn B 6nictepi, no 2
6nicTepu B naywy,
151. | MEAOBIP Tabnetku no 400 wr, Mepokemi Kinp Mepokemi 1T Kinp BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny - 3a UA/9478/01/01
no 10 TabneTok y nTa (3aBog AZ), Kinp; BHECEHHS 3MiH [0 po34iny «MapkyBaHHsA» MKHA N13: peyenmom
6nictepi, no 1 Megpokemi T4 3anponoHoBaHo: TEKCT MAPKYBAHHSA. 3rigHo
6nicTepy y KapTOHHIi (UeHTpanbHuii 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBJ/IEHHS TEKCTY
KopoobLi 3aBog), Kinp MapKyBaHHS YNakoBKM /iKapCbKOro 3aco6y 3 BHECEHHAM
iHchopmauii LWoA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHS Y
cucTemi Sl. BBeeHHs 3MiH NpoTArom 3-x MicsLiB nicns
3aTBEPAKEHHS
152. | MEJOBIP Tabnetkn no 800 wr, Megokemi Kinp Megokemi T4 Kinp BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/9478/01/02
no 10 TabneTok y nTa (3aBopg AZ), Kinp; BHECEHHS 3MiH A0 po3giny «MapkyBaHHsa» MKA N3: peyenmom

6nictepi, no 1
6nicTepy y KapTOHHIl
Kopoo6Li

Megokemi T4
(LeHTpanbHuii
3aBop), Kinp

3anpornoHoBaHo: TEKCT MAPKYBAHHA. 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NiKapCbKOro 3acoby 3 BHECEHHSM
iHchopMaUii WoAo 3a3HaYeHHS O4NHNWLb BUMIPIOBAHHS Y
cuctemi Sl. BBegeHHst 3MiH NpoTArom 3-x micsuis nicns
3aTBepMKEeHHs
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
153. | MEHONYP NMOPOLLIOK deppiHr HimeuunHa ®eppiHr TM6X, HimeuunHa/ | BHeCeHHS 3MiH 40 peecTpauiiiHuX MmaTepiastis: 3MiHu | Tuny - 3a UA/6705/01/01
niogpinizoBaHWin Ans m6X HimeyunHa Yecbka OHOBJIEHHSI TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro peyenmom
NpUroTyBaHHsA (BMPOGHVK roTOBOrO Pecny6nika 3ac06y 3 BHECEHHAM iHhopmaL,i WoAo 3a3HaYeHHs
PO3YUHY ANS iH'EKLLIA npoaykTy); ®eppiHr- OAVHULb BMMIpOBaHHSA y cuctemi Sl. 3amiHa posginy
no 75 MO ®CrI ta 75 Neuunsa, a.c., «["padhiuHe ohopmNeHHS yNakoBKun» Ha po3fin
MO /I no 10 Yecbka Pecny6nika «MapkyBaHHs» MKSA J13: 3anponoHoBaHo: Po3gin
(h/TaKOHIB 3 MOPOLLIKOM (BTOpPUHHE «MapkyBaHHs». 3rifiHO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS.
i no 10 amnyn i3 nakyBaHHs) TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
po3unHHKKom (0,9 % 3aTBePKEHHA
PO34MH HaTpilo
Xnopuay, kucnora
X/10pMCTOBOAHEBA
po3BefieHa, BoAa Ans
iH'ekyjiit) no 1 mn B
KapTOHHI ynakosLii
154. | MEHONYP NMOPOLLIOK PeppiHr LLiBeiuapis deppiHr TM6X, HimeuuunHa/ BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/6705/01/02
niogpinizoBaHnin Ans IHTEepHEeLUHN HimeyunHa Yecbka BHECEHHS 3MiH [0 po3ainy «MapkyBaHHs» MKA N3; peyenmom
PO3UUNHY ANS iH'EKLA CeHtep CA (BMPOGHVK roTOBOrO Pecny6nika 3anponoHoBaHo: MapKyBaHHs. 3rifHO 3aTBEepPAKEHOro
no 600 MO ®CTI Ta NpoAayKTy); ®eppiHr- TEeKCTY MapKyBaHHA. OHOB/EHHA TEKCTY MapKyBaHHs
600 MO Nr' y Neuunsa, a.c., yNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHhopmaLii
hnakoHax Ne 1y Yecbka Pecnybnika LLIOA0 3a3HaYeHHs OAMHULb BUMIPIOBaHHS Yy cucTemi Sl.
KOMMNNEKTI 3 (BTOpPUHHE BBefeHHA 3MiH NPOTAroM 6-Tu MICALB NiC/1A 3aTBePAXEHHSA
PO3YMHHKKOM No 1 MmN nakyBaHHS1)
y nonepesHbo
3anoBHEHMX LWnpuLax
Ne 1
155. | MEHOMNYP NMOPOLLIOK deppiHr LLiseliyapis deppiHr TM6X, HimeuuunHa/ BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiastiB: 3MiHW | TNy - 3a UA/6705/01/03
niogpinizoBaHWin Ans IHTEepHeLUHN HimeyunHa Yecbka BHECEHHS 3MiH [0 po34iny «MapkyBaHHsA» MKA N3; peyernmom
PO3UMHY ANA iH'eKLil CeHtep CA (BMPOGHVK roToBOrO Pecny6nika 3anponoHosaHo: MapkyBaHHs. 3rifHO 3aTBepAKEHOro
no 1200 MO ®CrI Ta NpoAyKTY); ®PeppiHr- TEKCTY MapKyBaHHA. OHOB/EHHA TEKCTY MapKyBaHHsA
1200 MO "'y Neuusa, a.c., yNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHSIM iHchopMalii
hnakoHax Ne 1y Yecbka Pecnybnika LLIOA0 3a3HaYeHHs OMHUL BUMIPIOBaHHSA Yy cucTemi Sl.
KOMMNEKTI 3 (BTOpUHHE BBegeHHs! 3MiH NPOTArom 6-Tu MICALIB NiC/1A 3aTBePAKEHHS
PO3YMHHKKOM NO 1 MmN nakyBaHHS)
y nonepefHbLo
3anoBHeHMX LWnpuuax
Ne 2
156. | METAAOH- Tabnetku no 10 mr no ToBapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 pEECTPaLiiiHUX MaTepiasiB: 3MiHU | TUnY - 3a UA/13189/02/02
3H 10 TabneTtoky 3 obmexeHo 3MiHV BHECEHI [0 IHCTPYKUIT 4519 MEANYHOrO 3aCTOCYBaHHS peyenmom
6nictepi; no 10 06MexeHo BiANOBIAA/ILHICTIO nikapcbKoro 3acoby y po3ginu "Baaemogis 3 iHWuMu
6nicTepiB y Kopobu,i 3 Bignosigans "XapkiBcbke nikapcbkMKM 3acobamMm Ta iHWi BUAN B3aeMogiii",
KapTOHY HiCTIO hapmaLeBTUUHE "Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHs y nepiog,
"XapkiBcbke nignpPUeEMCTBO BariTHOCTi abo rogyBaHHs rpyaat”, "MNepenosyBaHHNA",
thapmauesT "30poB's Hapoay" "Mo6iuHi peakuii" BiANOBIAHO A0 OHOBNEHOI iHthopMmaLii 3
nyHe 6e3neku Ajtouoi peyoBmHW. BBeaeHHA 3MiH NpoTAroMm 3-x
nignpuemMcTs MiCALB NicNa 3aTBEPAKEHHS; CYNyTHA 3MiHa - 3MiHY LLOA0
0 "3p0poB'sa 6e3nekn/edpekTNBHOCTI Ta thapmakoHarnisgy. BHeceHHss abo
Hapoay" 3MmiHa(1) fo 3060B'A3aHb Ta YMOB BuAadi peectpauiiHoro

NOCBiAYEHHS, BKtoYatoun MNnaH ynpasniHHSA pu3nkamu
(3acTocyBaHHsI TEKCTY, SIKWIA NOTOKEHUIA 3 KOMNETEHTHUM
OpraHom) - OHOBJIEHO MNnaH ynpasniHHA pusvkamu Ao Bepcii
2.0. BHeceHi 3MiHM [0 YacTuH: “Crneundikauis 3 6e3neku”,
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
“3axoay 3 MiHiMi3auii pu3ukiB”, “Pe3tome nniaHy ynpasniHHA
pv3vkaMmn” BifANOBIAHO 0 pekoMeHaauin PRAC woao
OHOB/EHOT iHGhopMaLii 3 6e3nekn 440l peyoBUHU.
IHdhopmauis 3 6e3neku, Lo npeAcTaB/ieHa B MPOEKTI
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby MeTafoH-3H Bifobpaxae 3axoam 3 MiHimizau,i
pvi3vikiB, Bignosigae iHbopmawii, BUKNaAeHIn y nnaHi
ynpaBiHHA pU3nKamu, HafaHoro 3asiBHUKOM. BBegeHHs
3MiH NpoTarom 3-X MicsiliB nicns 3aTBepikKeHHs
157. | METAAOH- TabneTku no 25 mr no ToBapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 0 peecTpavliiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/13189/02/03
3H 10 Tabnetok y 3 06MEXEHO 3MiHW BHECEHI A0 IHCTPYKLUIT 415 MEAUYHOIO 3aCTOCYBaHHSA peyenmom
6nictepi; no 10 obmexeHor BiANOBIAA/LHICTIO nikapcbKoro 3acoby y po3ainu "B3aemogis 3 iHwmmMu
6nicTepiB y kopobu,i 3 Bignosiganb "XapkiBcbke nikapcbkrMu 3acobamMu Ta iHLWi BUAY B3aemogiii",
KapTOHY HiCTI0 hapmavLeBTUYHE "Oco6nmBOCTI 3acToCyBaHHA", "3acTocyBaHHS y nepiog,
"XapkiBcbke nignpMeEMCTBO BariTHOCTi abo rogyBaHHs rpyaat”, "MNepenosysaHHs",
hapmauesT "340poB's Hapoay" "Mo6iuHi peakuii” BiANOBIAHO 4O OHOBMEHOI iHchopMmaLii 3
nyHe 6e3nekun [jtyoi pevyoBuHU. BBeaeHHS 3MiH NpoTArom 3-x
nignpvemMcTs MiCALIB NiCNsA 3aTBEPAYKEHHS; CYNYTHA 3MiHA - 3MiHW LLOAO
0 "3p40poB'A 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BHeceHHst abo
Hapoay" 3MiHa(n) fo 3060B'A3aHb Ta YMOB BUAadi peecTpauiiHoro
nocBigyeHHs, Bkovatoun MNaaxH ynpasniHHA pyu3vkamu
(3acTocyBaHHA TEKCTY, AKWIA NOTOMXEHNI 3 KOMNETEHTHUM
opraHom) - OHOB/IeHO MnaH ynpasniHHA pu3vkamu A0 Bepcil
2.0. BHeceHi 3MiHM 0 YacTuH: “Cneumdikauis 3 6e3nekun”,
“3axofu 3 MiHimMi3auil pu3ukis”, “Pe3toMe niaHy yrnpasniHHA
pv3nkammn” BifANOBIAHO L0 pekoMeHdauin PRAC wopao
OHOB/EHOT iHhopMaLii 3 6e3nekn 440l peyoBUHU.
IHdhopmaLis 3 6e3neku, Lo npeAcTaB/ieHa B MPOEKTI
IHCTPYKUIi ANA MEAUYHOTO 3aCTOCYBaHHS NikapcbKoro
3acoby MeTafoH-3H Bifgobpaxae 3axoam 3 MiHimizau,i
pvi3vikiB, Bignosigae iHbopmaw,ii, BUKNaAeHin y nnaxi
ynpaBiHHA pU3nkamu, HafaHoro 3asiBHUKOM. BBegeHHs
3MiH NpoTarom 3-X MicsiliB nicns 3aTBepkeHHs
158. | METAAOH- Tabnetku no 40 mr, no | ToBapucCTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/13189/02/04
3H 10 TabneTtoK 'y 3 obmexeHoto 3MiHV BHECEHI [10 IHCTPYKUIT A/19 MEeANYHOro 3aCTOCYBaHHS peyenmom
6nictepi; no 5 abo no 06MEXEHO Bi4NOBIAA/IbHICTIO NiKapcbKoro 3acoby y po3gisiv "B3aemogisi 3 iHWnMun
10 6nicTepiB y kopobui | Bignosigasib "XapkiBcbke nikapcbkrMKn 3acobamMu Ta iHLWi BUAY B3aemogiii",
3 KapToHYy HiCTI0 hapmaLleBTUUHe "Oco6nMBOCTI 3aCTOCYBaHHA", "3acTocyBaHHs y nepiog,
"XapkiBcbke nignpueMCTBO BariTHOCTI abo rogyBaHHsA rpyaato”, "MepenosyBaHHA",
hapmauesT "30poB's Hapoay" "Mo6iuHi peakuii” BiANOBIAHO A0 OHOBMEHOI iHChopMaLLii 3
nyHe 6e3nekun fjtoyoil pevyoBnHN. BeeAeHHS 3MiH NpoTArom 3-x
nignpuemMcTs MiCAILiB NiCNA 3aTBEPAKEHHS; CynyTHSA 3MiHa - 3MiHW LLOA0
0 "340poB'A 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BHeceHHsi abo
Hapoay" 3miHa(M) [0 30608B'A3aHb Ta YMOB BUAaudi peecTpayiiiHoro

nocBigYeHHs, BkIovatouun MNaaH ynpasniHHA py3nkamm
(3acTocyBaHHSt TEKCTY, SIKWIA NOTOKEHUIA 3 KOMNETEHTHUM
opraHoMm) - oHoBMeHO lMnaH ynpasniHHA pu3vkaMu [0 Bepcii
2.0. BHeceHi 3MiHM f0 YacTuH: “Crneundikauis 3 6e3nekn”,
“3axofu 3 MiHimMi3auil pu3ukis”, “Pe3toMe niaHy yrnpasniHHA
pv3nkammn” BignoBiAHO A0 pekomeHdauii PRAC wopo
OHOB/EHOT iHhopMaLii 3 6e3nekn 440l peyoBUHU.
IHhopMalLis 3 6e3neku, Lo NpeacTaB/ieHa B NPOekTi
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby MeTafioH-3H Bifobpaxae 3axoau 3 MiHiMizau,i
pv3vikiB, Bignosigae iHhopmawii, BUKNaAeHin y nnaxi
ynpaBsiHHA pU3nKamu, HafaHoro 3asiBHUKOM. BBefeHHs
3MiH NPOTArom 3-X MicsLIB NicNs 3aTBEPKEHHS
159. | METAAOH- Tabnetkn no 5 Mr no ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHW | TNy - 3a UA/13189/02/01
3H 10 TabneTtoky 3 obMexeHo 3MiHW BHECEHI A0 iHCTPYKUIT 415 MeAWYHOIo 3aCTOCyBaHHSA peyenmom
6nictepi; no 10 06MEXEHO Bi4NOBIAANLHICTIO nikapcbKoro 3acoby y po3ginu "B3aemogis 3 iHWuMu
6nicTepiB y Kopobu,i 3 Bignosigans "XapkiBcbke nikapcbknMuy 3acobamu Ta iHLWWi BUAK B3aeMOSin",
KapToHY HiCTIO thapmaueBTNyHe "Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHs y nepiog,
"XapkiBcbke nignpUeEMCTBO BariTHOCTi abo rogyBaHHA rpyaat”, "MepenosysaHHNA",
hapmaueBT "340poB'a Hapoay" "Mo6ivHi peakui™ BigNOBIAHO A0 OHOB/EHOT iHChopmaii 3
nyHe 6e3neku Ajtovoi pevyoBMHU. BBeaeHHA 3MiH MpoTAroM 3-x
nignpuemMcTs MiCALB NicNa 3aTBEPAKEHHS; CYNyTHSA 3MiHa - 3MiHY LLOA0
0 "3/0poB'sa 6e3nekn/edekTBHOCTI Ta thapmakoHarisgy. BHeceHHs1 abo
Hapogay" 3MmiHa(n1) fo 3060B'A3aHb Ta YMOB BuAadi peecTpauiiHoro
NOCBIAYEHHS, BKoYatoun MnaH ynpasniHHSA pu3nkamu
(3acTocyBaHHs TEKCTY, KW MOTOLKEHWI 3 KOMNETEHTHUM
OopraHom) - OHOBJIeHO MNnaH ynpasniHHA pusvkamu Ao Bepcil
2.0. BHeceHi 3MiHM [0 YacTuH: “Crneundikanis 3 6e3nekun”,
“3axoay 3 MiHiMi3auii pu3ukis”, “Pe3tome naaHy ynpasniHHA
pv3nkaMmn” BiANOBIAHO [0 pekoMeHdauin PRAC woao
OHOBNEHOT iHhopMaLii 3 6e3nekn 440l peyoBUHU.
IHgpopMaLis 3 6e3neku, LWo NpeacTaB/ieHa B NPOeKTi
IHCTPYKUIi 419 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby MeTazoH-3H Bifobpaxae 3axoam 3 MiHiMizau,i
pv3vikiB, Bignosigae iHopmawii, BUKNageHin y nnaxi
ynpaBsiHHA pU3nKamu, HafaHoro 3asiBHUKOM. BBegeHHs
3MiH NPOTArom 3-X MicALIB NicNs 3aTBEPKEHHS
160. | METAAOH- PO34MH opasibHUiA, 5 ToBapucTBO Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiB: 3MiHW | TNy - 3a UA/13189/01/02
3H Mr/ma no 200 mn abo 3 06MexeHo 3MiHW BHECEHI [0 IHCTPYKUIT 415 MeAUYHOIo 3aCTOCYBaHHSA peyenmom
no 1000 mny obmexeHoto BiAANOBIAALHICTIO nikapcbKoro 3acoby y po3ainu "Bsaemogis 3 iHwWmMu
hnakoHax pasom 3 Bignosiganb "XapkiBcbke niKkapcbknMy 3acobamu Ta iHLWi BUAK B3aEMOSIiin",
BifNOBIAHOIO KiNbKICTIO HiCTIO thapmaueBTUYHE "Oco6nNMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHs y nepiog,
[,03y0UnX NPUCTPOIB; "Xapkiscbke nigNpPMEMCTBO BariTHOCTi abo rogysaHHa rpyaar”, "MNepenosysaHHsA",
no 200 mn a6o no hapmaueBT "340poB'st Hapoay" "Mo6ivHi peakui” BigNOBIAHO A0 OHOB/IEHOT iHChopmaLii 3
1000 mn 'y thnakoHi; nyHe 6e3neku gjtoyoi pevyoBnHU. BBeAeHHS 3MiH NpoTArom 3-x
no 1 conakoHy pasom 3 | MignpuemcTs MicALiB NiCNsA 3aTBEPAYKEHHS; CYNYTHA 3MiHA - 3MiHU LLIOAO
L,03YH0UMM MPUCTPOEM 0 "340poB'a 6e3nekn/edpekTBHOCTI Ta hapmakoHarsgy. BHeceHHs1 abo
y KOpobLji 3 KapTOHY Hapoay" 3MiHa(1) fo 3060B'A3aHb Ta YMOB BuAadi peecTpadiiHoro

NOCBIAYEHHS, BKoYatoun MnaH ynpasniHHSA pu3nkamu
(3acTocyBaHHSI TEKCTY, KW NOTOKEHNI 3 KOMNETEHTHUM
opraHomMm) - OHOB/eHO lMnaH ynpaBniHHA pyU3rkaMu [0 Bepcii
2.0. BHeceHi 3MiHV [0 YacTuH:
“Cneymdikauis 3 6e3nekn”, “3axogn 3 MiHimizawji pusukis”,
“Pestome nnaHy ynpasniHHA pu3nkamu” BiANOBIAHO A0
pekoMeHAaLii PRAC o0 OHOBNEHOT iHchopmali 3
6e3neku Ajitoyoi pevyoBuHW. IHopMaLisa 3 6esneku, Wwo
npeacTaBnieHa B NPOEKTi IHCTPYKLUiT AN MeANYHOro
3acTocyBaHHSA fikapcbkoro 3acoby MetazoH-3H Bigobpaxae
3axoA4M 3 MiHiMi3aujii pu3ukis, Bignosigae iHopmawii,
BUKNA/EHIIl y NAaHi ynpaB/iHHSA pu3mMKaMmn, HagaHoro
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3asBHUKOM. BBefieHHS 3MiH NpoTArom 3-x MicAuiB micns
3aTBEPAKEHHS
161. | METAAOH- PO34nH opasibHUiA, 1 TosapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13189/01/01
3H mr/mn no 200 mn abo 3 06MEeXeHO 3MiHW BHECEHI A0 iHCTPYKUIT 415 MeAWYHOIo 3aCTOCYBaHHSA peyenmom
no 1000 mn y 06MEXEHO Bi4NOBIAANLHICTIO nikapcbKoro 3acoby y po3ginu "B3aemogis 3 iHWuMu
hnakoHax pasom 3 Bignosigans "XapkiBcbke nikapcbknMuy 3acobamu Ta iHLWWi BUAK B3aeMOSii",
BiiNOBIAHOIO KiNbKICTIO HiCTIO thapmaueBTNyHe "Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS y nepiog,
[,03yH04MX NPUCTPOIB; "XapkiBcbke nignpUeEMCTBO BariTHOCTi abo rogyBaHHA rpyaat”, "MepenosysaHHNA",
no 200 mn a6o no thapmauesT "30poB's Hapoay" "Mo6iuHi peakuii" BiANOBIAHO A0 OHOBMEHOI iHChopmaLii 3
1000 mn'y thnakoHi; N4He 6e3neku gjtloyoi pevyoBnHU. BBeAeHHS 3MiH NpoTArom 3-x
no 1 cpnakoHy pasom 3 | niANpPUEMCTB MiCALB NiCNa 3aTBEPAKEHHS; CYNyTHSA 3MiHa - 3MiHY LLOA0
[,03YH0UMM MPUCTPOEM 0 "3p0poB'Aa 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. BHeceHHs abo
y KopobLj 3 KapTOHY Hapoay" 3MmiHa(u1) fo 3060B'A3aHb Ta YMOB BUAadi peecTtpauiiHoro
NOCBIAYEHHS, BKtoYatoun MnaH ynpasniHHSA pu3nkamu
(3acTocyBaHHs TEKCTY, KW MOTOLKEHWI 3 KOMNETEHTHUM
OopraHom) - OHOBJIeHO MNnaH ynpasniHHA pusvkamu Ao Bepcil
2.0. BHeceHi 3MiHV 1O YaCTVH:
“Cneuvdikauis 3 6esnekn”, “3axoau 3 MiHimizaLii pusmnkis”,
“Pestome nnaHy ynpasniHHA pu3nkamu” BiANOBiAHO A0
pekomeHaauiii PRAC 1040 OHOBEHOI iHchopMalii 3
6e3neku Aito4oi pevoBrHY. IHhopmaLis 3 6esneku, Wwo
npeAcTas/ieHa B NPOEKTi IHCTPYKLIT 415 MeANYHOrO
3acTocyBaHHS Nikapcbkoro 3acoby MetafoH-3H Bigobpaxae
3axo4M 3 MiHiMisauii pusukis, Bignosigae iHhopmaw,i,
BVIK/TAAEHIN Y NnaHi ynpas/liHHA pu3nkamu, HagaHoro
3asBHNKOM. BBefieHHs 3MiH NpOTArom 3-x MicsuiB nicns
3aTBEPKEHHS
162. | METOK/IOMP | po3uunH ANns iH'ekuiit, 5 ToBapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/4973/01/01
AMIA- Mr/MA, Mo 2 MmN B 3 obmexeHoto OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKV NiKapCbKOro peyenmom
340POB'A amnyni; no 10 amnyn B | 06MeXeHo Bi4NOBIAA/IbHICTIO 3aco6y 3 BHECEHHSIM iHGpopMaLil WoA40 3a3HaYeHHs
KapTOHHI kopobuj 3 Bignosigans "papmaueBTNYHa OOMHWLB BUMIPIOBaHHA Y cucTeMi Sl. TepMiH BBe4EHHS 3MiH
neperopogkamu; no 2 HiCTI0 KomnaHis "3gopos'a" npoTArom 6 micsALiB nicns 3aTBepaXKeHHN
M/1 B amnyni; no 5 "®apmaueBT
amnyn y 6nictepi; no 2 N4Ha
6nicTepy B KAPTOHHIl KOMMaHis
Kopo6ui; no 2 M B "3popoB'a”
amnyni; no 10 amnyn y
6nicTepi; no 1
6nicTepy B KapTOHHIl
Kopo6Li
163. | MET®OPMIH- | Tabnetku, BKpUTI TOB YkpaiHa C.C. «3eHTiBa PymyHis/ BHECEHHS 3MiH O peeCTpaLiiiHnX maTepianis: 3miHu | Ty - 3a UA/15295/01/01
CAHO®I NAiBKOBOO "CaHodi- C.A.», PymyHis IHAis noAaHHA OHOBMIEHOTO cepTudikaTa BifnoBigHOCTI peyenmom
060/10HKO0, No 500 Mr ABeHTIC (KOHTpO/Ib Ta BUNYCK €Bponelicbkiit hapmakonei Ne R1-CEP 1998-079-Rev 09
Ne30 (15x2), Ne120 YkpaiHa" cepii); CaHodi IHAjs ans girovoi peyosuHu Metformin Hydrochloride Big Bxe

(15x8): no 15
Tabnetok y 6nictepi,
no 2 a6o no 8
6nicTepiB y KAPTOHHIN
KopoobLi

Nimiteq, IHAisA
(BUPOGHULTBO
TabneTtok, NnepBrHHe
Ta BTOPUHHE
nakyBaHHs)

3aTBepxeHoro BupobHunka Wanbury Limited, IHgia. AaHum
OHoBNeHHsIM CEP BHOCATbCA 3MiHM A0 po3ainy 3.2.S.2.1.
LLI0A0 KOHTaKTHUX OCi6 Ta A0AAal0TbCS [Ba HOBUX
noctavyasibH1Ka gMMeTUNaMiHy rigpoxnopuay f04aTKOBO A0
yXe 3aTBepKeHnX noctavyasnibHUKIB, BiANOBIAHI 3MiHU
BHeCeHo y po3gin 3.2.S.2.3. Takox BignosigHo o ICH
Guideline "Q3D Elemental impurities" HaBoguTbCs
y3arasibHeHHs 3 KOHTPOJT0 PU3MKIB LLOAO efleMeHTapHUX




72

Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsi04YeHHs

[OMILIOK. BuaanaeTbca nokasHuK i BUNpobyBaHHSA LL0A0
nokasHuka "Baxki MeTasn" 3rifHO 3 OHOBMEHO EP.
BHocaTbCcs oHOBNEHI AaHi y po3ginv 3.2.5.4.4.13.2.5.7.3;;
3MiHM | TUMy - 36iNbLIEHHSA po3Mipy cepil roTOBOro
nikapcbkoro 3acoby 3 1280 kr Ao 2560 kr; 3MiHu | Tuny -
[04aBaHHA HOBOro anapaTty /19 HaHECEHHS NNiBKOBOT
060110HKM 06'emom 700 11; 3miHK | TUNY - peecTpavis
aflbTEPHATUBHOIO METOAY NPUrOTYBaHHSA PO3UMHY, LLO
BMKOPVCTOBYETLCSA A1 HAHECEHHS MNIBKOBOT 060/TOHKM Ha
TabneTky. 3apeecTpoBaHuii Hapasi MeTof nonsrae y
NPUroTyBaHHi PO3UMHY i3 OKPEMUX CUPOBUHHWX KOMMOHEHTIB
y BcTaHosneHili nponopuii (Hypromellose 606 Ph.Eur., PEG
6000 Ph.Eur.,Titanium dioxide Ph.Eur) Ta oumnwieHoi Bogu.
MponoHoBaHuii MeTOZA Nonarae y BUKOPUCTaHHi roTOBOT
CyMiLli i3 BMLLE3rafaHnX CMPOBUHHMX KOMMOHEHTIB B
He3MiHHiIll NponopL,i Ta Ki/IbKOCTi Ta 1T 3MilLyBaHHi 3
OUNLLLEHO0 BOAOH AN1S1 OTPUMAaHHSA PO3UMHY, LU0
BMKOPUCTOBYETbLCA Y NPOLIECI HAHECEHHS M/TIBKOBOI
0060/10HKM Ha TabneTky

164.

MET®OPMIH-
CAHO®I

TabneTku, BKpUTI
nAiBKOBOO
060/10HKO0, M0 850 Mr
Ne30 (15x2): no 15
Tabnetok y énictepi,
no 2 6nictepn y
KapTOHHIi kopobLyj;
Ne120 (20x6): no 20
TabneTok y 6nictepi,
no 6 6nictepis y
KapTOHHI KOpoo6Li

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

C.C. «3eHTiBa
C.A.», PymyHis
(KOHTpPO/b Ta BUMYCK
cepii); CaHodpi IHgjsA
Nimitea, IHaia
(BMpOGHMLTBO
TabneToK, NepBuHHE
Ta BTOPUHHE
nakyBaHHs)

PymyHis/
IHais

BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | TUnY -
noAaHHA OHOBMIEHOro cepTudiikaTa BifnoBiAHOCTI
€Bponelicbkiin hapmakonei Ne R1-CEP 1998-079-Rev 09
ans pitovoi pevosuHn Metformin Hydrochloride Big Bxe
3aTBepxeHoro BupobHunka Wanbury Limited, IHgia. AaHum
oHoBNeHHsAM CEP BHOCATbCA 3MiHM A0 po3giny 3.2.S.2.1.
LLLOZI0 KOHTAKTHMX OCi6 Ta A0AAITHLCS ABa HOBUX
noctavajibHUKa AMMeTuAaMiHy rigpoxaopuay 4oAaTKoBO A0
yXe 3aTBepyKeHnX noctavyasibHUKIB, BiANOBIAHI 3MiHU
BHECeHO y po3ain 3.2.S.2.3. Takox BignosigHo go ICH
Guideline "Q3D Elemental impurities" HaBoguTbCs
y3arasibHeHHS 3 KOHTPOJTIO PU3MKIB LLIOAO efleMeHTapHUX
[OMILIOK. Buaansetbca nokasHuK i BUNpo6yBaHHSA LLoA0
nokasHuka "Baxki meTann" 3rigHo 3 oHoBfeHow EP.
BHoCATbCA OHOBNEHI AaHi y po3giv 3.2.5.4.4.13.2.5.7.3.;
3MiHK | TNy - 36ibLUEHHS PO3MIPY Cepii rOTOBOro
nikapcbkoro 3acoby 3 1280 kr go 2560 kr; 3MiHu | Tuny -
[oAaBaHHA HOBOro anapaTy [ HaHeCEHHS NiBKOBOT
060710HKM 06'emom 700 11; 3miHW | TMNY - peecTpayis
anbTepHaTMBHOIO METOAY NPUrOTyBaHHS PO3UMHY, L0
BUKOPWUCTOBYETLCA A1 HAHECEHHSA MNIBKOBOI 060/0HKN Ha
TabneTky. 3apeecTpoBaHunii Hapasi MeTog, nonsrae y
MPUroTyBaHHi PO34YMHY i3 OKPEMUX CUPOBUHHMX KOMMOHEHTIB
y BCTaHoB/eHili nponopuii (Hypromellose 606 Ph.Eur., PEG
6000 Ph.Eur.,Titanium dioxide Ph.Eur) Ta ouunwieHoi Boaw.
MponoHoBaHWn MeTOA, NONArae y BUKOPUCTaHHI rOTOBOT
CyMiLli i3 BALWE3rafaHnx CUPOBUHHUX KOMMOHEHTIB B
He3MiHHiI nponopLii Ta KiNIbKOCTi Ta 1i 3MiLlyBaHHi 3
OYMLLEHOIO BOAOK A1A OTPUMAHHSA PO3UUHY, L0
BUKOPVCTOBYETLCA Y NPOLLECI HAHECEHHSA MNIBKOBOT
060/10HKM Ha TabneTky

3a
peyenmom

UA/15295/01/02

165.

MET®OPMIH-
CAHO®I

TabneTkun, BKpUTI
NnNiBKOBOKO

TOB
"CaHodvi-

YkpaiHa

C.C. «3eHTiBa
C.A.», PymyHis

PymyHis/
IHAjs

BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiB: 3MiHW | TNy -
noAaHHa OHOBJ/IEHOr0 cepTudlikara BignoBigHOCTI

3a
peuyenmom

UA/15295/01/03
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsi04YeHHs

060710HKot0, Mo 1000
mr Ne30 (15x2): no 15
Tabnetok y 6nictepi,
no 2 6nictepn y
KapTOHHI kopobLyj;
Ne120 (20x6): no 20
TabneTtok y 6nictepi,
no 6 6nictepis y
KapTOHHI KOpoo6Li

ABEHTIC
YkpaiHa"

(KOHTPO/b Ta BUMYCK
cepii); CaHodpi IHgjsA
Nimitea, IHaia
(BMpOGHMLTBO
TabneTok, NepBuHHE
Ta BTOPWHHE
nakyBaHHs1)

€Bponevicbkin hapmakonei Ne R1-CEP 1998-079-Rev 09
ans pitovoi pevosuHn Metformin Hydrochloride Big Bxe
3aTBepxeHoro BupobHunka Wanbury Limited, IHgis. JaHum
oHoB/ieHHAM CEP BHocATbCS 3MiHM go po3giny 3.2.S.2.1.
LLIOZI0 KOHTAKTHMX OCib Ta A0AATHCS ABa HOBUX
noctavajibH1Ka AMMeTnAaMiHy rigpoxaopuay 4oAaTKoBO A0
yXKe 3aTBepAKeHUX MoCcTavyasIbHUKIB, BiAMNOBIAHI 3MiHM
BHECeHO y po3ain 3.2.S.2.3. Takox BignosigHo go ICH
Guideline "Q3D Elemental impurities" HaBoguTbCs
y3arasibHeHHS 3 KOHTPOJTHO PU3MKIB LLIOAO efleMeHTapHUX
[OOMILIOK. BuaanseTbcsa nokasHuK i BUNpo6yBaHHSA LLoA0
nokasHuka "Baki meTanm" 3rigHo 3 oHoBMeHow EP.
BHocATbCS OHOBNEHI AaHi y po3ginv 3.2.5.4.4.13.2.5.7.3;;
3MiHu | TNy - 36ibLUEHHS PO3MIPY Cepii rOTOBOro
nikapcbkoro 3acoby 3 1280 kr go 2560 kr; 3MiHu | Tuny -
[oAaBaHHA HOBOro anapaTy [/ HaHeCEHHS NiBKOBOT
060/10HKM 06'emom 700 11; 3miHW | TUNY - peecTpayis
aNbTEPHATMBHOIO METOAY NPUrOTyBaHHS PO3UMHY, O
BUKOPWUCTOBYETLCA A1 HAHECEHHS MNIBKOBOI 060M0HKN Ha
TabneTky. 3apeecTpoBaHuWii Hapasi MeTog, nonsrae y
NPUroTyBaHHI PO3UYMNHY i3 OKPEMUX CUPOBUHHNX KOMMOHEHTIB
y BcTaHoBneHili nponopuii (Hypromellose 606 Ph.Eur., PEG
6000 Ph.Eur.,Titanium dioxide Ph.Eur) Ta ouuLieHoi Boaw.
MponoHoBaHWn METOA, MONArae y BUKOPUCTaHHI rOTOBOT
CyMiLli i3 BMLLE3raiaHnX CUPOBUHHMX KOMMOHEHTIB B
He3MiHHiIl nponopLi Ta KiIbKOCTi Ta 1T 3MilLlyBaHHi 3
OYMLLEHOIO BOAOKO AN1A OTPUMAaHHSA PO3UUHY, L0
BUKOPVCTOBYETLCA Y NPOLLECI HAHECEHHSA MNIBKOBOT
060/10HKM Ha TabneTky

166.

MUPLIEPA®

PO34UH ANS iH eKLii
no 75 mkr/0,3 mn; 1
nonepeaHLo
HanoBHEHWIA LNpuLy
pa3oMm 3 rosikoto Ans
iH'eKUil y KAPTOHHIl
ynakoBLi

®.XodpdpmaH
H-/19 Poww
nTg

LLiBeiuapis

Bioecceli-/labop
chrop Gionoriwe
AHaniTik F'm6X,
HimeuunHa
(BunpobyBaHHsA
KOHTPO/O AKOCTI
aKTUBHOCTI AnA
BU3HAYEHHS (TiSIbKK
BMNPOGYBaHHSA
MEeToA0M
6iosnoriyHoro
aHanizy "AKTUBHICTb
in vivo, Ha
HOPMOLUTEMIYHINA
Muwi" ans
[ocnigpKeHHs
cTabinbHocTi)); Poww
[OiarHocTmke M'm6X,
HimeuunHa
(BMpOGHNLTBO
Hepo3acoBaHol
npoayKuii, nepBrHHe
nakyBaHHs,

HimeuunHa/
LLiBefiuapis

BHECEHHS 3MiH 0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny -
3BY)XEHHSI MEX 6i0/T0rNYHOr0 HaBaHTaXKEHHS B MPOLECI
KoHTponto (IPC) nig yac BupobHMuTBa APl BBEAEHHS 3MiH
NPOTAroM 6-T MICALIB MiCNSA 3aTBEPLKEHHS; 3MiHM | Tuny -
BBe/leHi [0faTKOBI TOYKM Bif60pY NPo6 ANA BUSHAYEHHS
6i0N10rYHOro HaBaHTaXEeHHS Mif Yac BUpobHMLTBA ADI.
BBeeHHs 3MiH NpoTArom 6-Tu MICALB MiCNA 3aTBEPAKEHHS;
3MiHU | TUNY - 3aNpoBa/PKEHHS rapMOHi30BaHOro 06’emy Ans
BMNPOBYBaHHA 3araslbHOro Yncna aepobHUX
mikpoopraHismis (TAMC): 06’em npo6u 1x10mn. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPIKEHHS; 3MiHU |
TUNY - HE3HAYHI 3MiHW Y BUPOGHMYOMY npoLeci BUpobHMLTBA
A®l, a came BUyYEHO aNlbTEPHATMBHY BUXIAHY PEYOBUHY
MeHTarigpaT ceniHaTy HaTpito, Ska Ha AaHuii yac
3apeecTpoBaHa y npoueci hepmeHTauii enoeTnHy 6eta sk
anbTepHaTMBa CeNeHiCTOBOI KNCNOTU. BuKoprcTaHHsA
CEe/IeHICTOBOI KNCOTKN Y NpOoLieci BUPOGHULITBA 3a/INLLAETLCS
He3MiHHUM. BBeZileHHS 3MiH NPOTArom 6-Tv MicAuiB nicns
3aTBEPLKEHHS; 3MiHM | TUMY - OHOBNEHHA y cneuudikawii
BUXigHOT peyoBrHn DMEM/F12 TOO05, nOpoLUOK, L0
BMKOPUCTOBYETLCA B NpoLeci hepmeHTaLii enoeTnHy 6eTa,
noKasHMka «30BHILLHIA BUrIAL», 40 «CUNY4YMil MOPOLLIOK Bif
6i210r0 10 XXOBTYBATOrO KO/IbOPY, MOXE MiCTUTW HEBENWKI

3a
peyerimom

UA/16434/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BTOPWHHE 4acTKM Bifi TEMHO-YEPBOHOTO A0 YOPHOrO KO/IbOPY». 3MiHa
nakyBaHHs1, Ma€e afMiHICTpaTUBHMWIA XxapaKTep 3 METOK HafaHHs GiflbLu
BMNPOGYBaHHSA [JeTanbHOro onucy BMUXiAHOI peyoBuHW BBefeHHs 3MiH
KOHTPO/O SKOCTi (3a NPOTAroM 6-T MICALIB MiC/1A 3aTBEPKEHHS; 3MiHM | Tuny -
BUHATKOM OHOB/EHHSA creunaikaLi BUXiAHOT pe4YOBUHN PO3UNHY
BMNPOGYBaHHSA rigpokcnay Hatpito, 50 % y BiANOBIAHICTL 40 BUMOT
MeToA0M MoHorpadii EP BBegeHHs 3MiH NpoTsArom 6-Tv micsAuiB nicns
6ionoriyHoro 3aTBEPKEHHS; 3MiHM | TUNY - aganTtauis Ta Kopekuis
aHanisy "AKTUBHICTb 3apeecTpoBaHoi iHhopmau,i Woao npouecy BUpobHULTBA
in vivo, Ha A®l, a came NpPONOHYETLCA BiAKOPUIyBaTW napameTp
HOPMOLUTEMIYHINA «O6’eM» KONoHkn O®-BEPX 3 25,2 — 28,8 n Ha 27,8 -31,8 n.
M ans [lopatkoBO OHOBMIEHHS BK/OYAE KOPEKL,iH0 MONSPHOCTI
[ocnigpKeHHs OCHOBW, L0 BUKOPVCTOBYETLCSA A1 KOpeKLii pH 6ydepHunx
cTabinbHOCTI), po3uuHiB 3 1,0 Monb/n 8o 0,5 Mosb/N Ta KopekLilo onucy
BUMNYCK cepii); 06’egHaHHA dpakuii O®-BEPX. BBeeHHS 3MiH NpOTArom
®.XohdpmaHH-/15 6-TV MicALIB MiCNA 3aTBEPKEHHS; 3MiHM | TURY - 3MiHa
Pow Ntp, Ha3BM BOAM 3 BUcCoKooumuieHoi (HPW) Ha Boay Ans iH'ekuil
LLiseiuapis (WFI), wo rpyHTyeTbCA Ha nepernagi moHorpadii EP. AkicTb
(BMpOGHMLTBO BOAW He 3MiHWnCA. [loAaTKOBO BHECEHI HE3HAYHI
Hepo3dgacoBaaHoi peakuiiiHi npasku Ao Mod. 3.2.A.1 BBeieHHS 3MiH
npoayKuii, nepBrHHe NPOTAroM 6-T MICALIB MiCNSA 3aTBEPLKEHHS; 3MiHM | TUny -
nakyBaHHs, Buny4YeHHs dinbHuui Nektar Therapeutics AL, 1112 Church
BUNPOGYBaHHSA Street, Hunstsville, AL 35801, CLUA, sk
KOHTPO/O SIKOCTI (3a BMpOGHUKa/nocTavanbHuka peareHty (MSBA30K/B), wo
BUHATKOM BVKOPVCTOBYETbLCA Mif, Yac BUpobHuuTBa A®I. BBeaeHHs
BUNPOGYBaHHSA 3MiH NPOTArOM 6-TW MICALIB NiCNA 3aTBEPAKEHHSA
MEeToA0M
6iosoriyHoro
aHanizy "AKTUBHICTb
in vivo, Ha
HOPMOLUTEMIYHINA
Muwi" ans
[ocnigpKeHHs
CTabinbHoCTI))
167. | MUPLEPA® PO3YUH NSt iH KLl ®.XochbdpmaH | LLBeiiapis Bioecceii-Nlabop HimeuuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux MaTepiasis: 3MiHu | TUnY - 3a UA/16434/01/02
no 50 mkr/0,3 mn, 1 H-/19 PoLu chrop Gionoriwe LLiBefuapis 3BY)XEHHSI MEX 6i0/I0rNYHOr0 HaBaHTaXKEHHS B MPOLECI peyenmom
nonepegHL0 nip AHaniTik TM6X,

HanoBHEHWIA WNpuLy
pasoM 3 ronkoto A1s
iH'EKUil Y KApPTOHHIN
ynakoBLi

HimeuunHa
(BunpobyBaHHsA
KOHTPO/O AKOCTI
aKTUBHOCTI oNns
BM3HAYEHHS (TiNbKK
BMNPOGYBaHHSA
MeToA0M
6iosnoriyHoro
aHaizy "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHINA
Muwi" gnsa
LoCnimpKeHHs
cTabinbHocTi)); PoLwu

HiarHoctmke 'mM6X,

koHTposito (IPC) nig yac Bupo6HuuTBa A®| BBEAEHHS 3MiH
NPOTAroM 6-TW MICALIB NiCNA 3aTBEPMAKEHHS; 3MiHM | TUny -
BBE/EHi [0AaTKOBI TOUKM BiA6OPY NPO6 A5 BUSHAYEHHSA
6i0/10r4YHOr0 HaBaHTaXKeHHS nig Yyac BUPO6HMLTBAa ADI.
BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS;
3MiHM | TUNY - 3anNpoBafXeHHs rapMOHI30BaHOro 06’eMy Ans
BMNPOBYBaHHSA 3araslbHOro Yncnia aepobHMX
MikpoopraHi3mis (TAMC): 06’em npobu 1x10mn. BBefeHHSA
3MiH NPOTAroM 6-TW MICALB NiCAs 3aTBEPMKEHHS; 3MiHU |
TUNY - HE3HAYHI 3MiHW Y BUPOOHUYOMY NPOLLECi BUPOBHMLITBA
A®I, a came BMIy4YEHO aslbTEPHATUBHY BUXiHY PEHOBUHY
MeHTarigpar ceniHaTty HaTpilo, SKa Ha JaHui yac
3apeecTpoBaHa y npoueci hepmeHTaLii enoeTnHy 6eta sk
anbTepHaTMBa CeNEeHICTOBOI KUC/IOTU. BukopucTaHHs
Ce/IeHICTOBOI KNCMOTU Y NPOLECi BUPOOHMLTBA 3a/IULLAETLCSA

HEe3MiHHUM. BBefleHHS 3MiH NpoTAroM 6-Tu MicsauiB nicas
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TeiiHep®"; no 1
hNakoHy-KpanenbHULL
B KOPOOGLIi 3 KApTOHY

NPOTAroMm 6-Tv MiCALIB NiCNA 3aTBEPIKEHHS); 3MiHW | TUny -
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta hapmakoHarnsay.
BeeaeHHs abo 3MiHU [0 y3arasibHeHNX AaHuX Npo cucTemy
chapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHux npo
cuctemMy hapMakoHarnsgy, 3miHa ynoBHoBaxeHol ocobu,
BIANOBIAANbHOI 3a 34iiCHEHH:A hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy 3asBHUka AN 34IMCHEHHN
thapMakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHa Big,
YNOBHOBaXEHOI 0c06U, BifNOBiAaIbHOI 3a 34iiCHEHHS

papMakoHarnsay (BkIYarum KOHTaKTHI AaHi) Ta/abo 3MiHM

Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
HimeuunHa 3aTBEPKEHHS; 3MiHM | TUMY - OHOBMEHHA y cneuudikawii
(BUPOGHULTBO BUXigHOT peyoBrHM DMEM/F12 TO05, nOpoLLOK, L0
Hepo3gacoBaHol BMKOPUCTOBYETLCA B NpoLeci hepmeHTauii enoeTnHy 6eTa,
npoayKuii, nepBrHHe nokasHuka «30BHILWLHIl BUrISAA», A0 «CUMYYMiA MOPOLLIOK Bif
nakyBaHHs1, 6i10r0 10 XOBTYBATOrO KOJIbOPY, MOXe MICTUTU HEBENUKI
BTOPVHHE 4aCTKM Bifi TEMHO-YEPBOHOTO 10 YOPHOTO KO/IbOPY». 3MiHa
nakyBaHHs, Mae aAgMiHICTpaTUBHWIA xapaKTep 3 METOK HafaHHs bGinbLu
BUMNPOOYBaHHSA [eTaslbHOro onucy BUXigHOI pevoBMHN BBeAeHH: 3MiH
KOHTPO/IO AKOCTI (3a NPOTAroM 6-T MICALIB MiCNSA 3aTBEPLKEHHS; 3MiHM | Tuny -
BMHATKOM OHOBJ/IEHHS cneuyudikauii BUXigHOT pe4OBNHU PO3UNHY
BUNPOGYBaHHSA rigpokeuay Hatpito, 50 % y BiANOBIAHICTL 40 BUMOT
MeTo40M MoHorpadii EP BBegeHHs 3MiH npoTsirom 6-Tv MicsauiB nicns
6ionoriyHoro 3aTBEPMKEHHS; 3MiHU | TUNY - aganTauis Ta Kopekuis
aHanizy "AKTUBHICTb 3apeecTpoBaHoi iHhopmaLii Woao npouecy BUPOOHULTBA
in vivo, Ha A®I, a came NpONOHYETLCA BiAKOPUryBaTN NnapameTp
HOPMOLUTEMIYHIN «O6’em» kKonoHkn OP-BEPX 3 25,2 — 28,8 n Ha 27,8 -31,8 5.
MuwWwi" ans [lonaTkoBO OHOB/IEHHSA BK/OYAE KOPEKLLit0 MOMSIPHOCTI
[ocnigpKeHHs OCHOBMW, L0 BUKOPUCTOBYETLCS A1 KOopekKLii pH 6ydepHux
cTabinbHoCTI), po3uuHiB 3 1,0 monb/n fo 0,5 Monb/n Ta KopekL;jto onucy
BMNYyCK cepil); 06’eaHaHHSA dpakuii O®-BEPX. BBeieHHS 3MiH NPOTAroMm
®.XothpmaHH-/15 6-Tv MicALIB MiCNSA 3aTBEPLKEHHS; 3MiHM | TURY - 3MiHa
Pow fiTg, Ha3Bu BoAu 3 BUcokoounweHoi (HPW) Ha Bogy Ans iH'eku;i
LLiBeiiuapis (WFI), wo rpyHTyeTbCA Ha nepernagi MoHorpadii EP. AkicTb
(B1pOGHMLTBO BOAW He 3MiHMAMCA. [JoAaTKOBO BHECEHI HE3HAYHI
Hepo3dacoBaaHoi pejakuiiHi npasku Ao Mod. 3.2.A.1 BBeeHHS 3MiH
npoaykuii, nepBuHHe NPOTAroM 6-TW MICALIB NIiCNA 3aTBEPLKEHHS; 3MiHW | TUny -
nakyBaHHs, BunyyeHHs dinbHuui Nektar Therapeutics AL, 1112 Church
BMNPOGYBaHHSA Street, Hunstsville, AL 35801, CLUA, sk
KOHTPO/O SIKOCTI (3a BMpOGHUKa/nocTavanbHuka peareHty (MSBA30K/B), Lo
BUHATKOM BMKOPVCTOBYETbLCA Mif, yac BUpobHuuTBa A®Il. BBeaeHHs
BMNPOGYBaHHSA 3MiH NPOTAroM 6-Tu MiCALIB NicNs 3aTBEpPAKEHHS
MeToA0oM
6iosoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHIN
Muwi" gns
LocnimpKeHHs
CTabinIbHOCTI))
168. | MIAPIALUN Kpanni o4Hi 1 %; no 15 AJKOH LLiBeiuapis AnkoH-KyBpbop Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHa 3a UA/2928/01/01
MY h1aKkoHi- dapmacbHoTi 3asiBHUKA (BNacHMKa peecTpaLiiiHoro nocig4yeHHs) (3rigHo peyenmom
KpanenbHuui "Apon- Kauic /114, Hakaly MO3 Big 23.07.2015 Ne 460) (BBegeHHS 3MiH
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
y po3MilLleHHI MacTep-haiina cuctemy papMmakoHarnsay) -
3MiHa YNOBHOBaXEHOI 0CO6U 3as1BHMKA, BiAnoBigabHOI 3a
thapmakoHarnsg. fitoya pegakuis: Gabriele Hecker-Barth ,
M.D., Ph.D. MNponoHoBaHa pegakuis: Rachel Wallace. 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXeHOT 0CO6M 3asBHMKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3MiHa KOHTaKTHOI
0co6u yNnoBHOBaXKeHOT 0c06M 3asiBHUKA, BiAMNOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapMakoHariaay B YkpaiHi. [litoua pefakuis:
Opnos B’ suecnas. MponoHoBaHa pegakuis: Mpuckoka
AHZpi OneroBny. 3mMiHa KOHTAKTHUX JAHWX KOHTaKTHOT
0Cco6¥ YNOBHOBaXKEHOI 0COOY 3asiBHUKA, BIAMNOBIAA/ILHOT 38
thapmakoHarnag B YkpaiHi. 3mMiHa mMicusa 34iCHEHHS
OCHOBHOI AjsiNbHOCTi 3 hapmakoHarnsagy. 3miHa
MicLie3HaxopKeHHs1 MacTep-dhaiina Ta iioro Homepa
169. | MINYKAHT TabneTkn, BKpUTI AT "Apaveq | [MNonbwa BMPOGHMK "in bulk", Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/10397/02/01
NNiBKOBOKO dapma” nepBuHHa Ta BUNPaB/IEHHA TEXHIYHOI MOMUNKN B OHOBrieHuX MKSA peyenmom
060/10HKOH0, 10 10 mr BTOPVHHA yNakoBkKa, (po3ain "Cneuudpikayis”, nigpoginu "CTilikicTb [0
no 7 TabneTok y KOHTPO/Ib AKOCTi Ta po3gasnioBaHHs", "BmicT Bogn", "Po3unHeHHs") B Hakasax
6nicTepi; no 4 [03BiN Ha BUNYCK MO3 Ykpainu Ne 2004 Big 02.10.2019, Ne 2446 Big
6nicTepy B KapPTOHHIiA cepii: AT «Apameq, 11.12.2019 Ta Ne 269 Big 06.02.2020 npu npoBeAeHHi
Kopoo6Li dapma» npoueaypy BHECEHHS 3MiH [0 peecTpavuiliHix maTtepianis.
TexHiuHa NoMu/IKa NoB'A3aHa i3 nepeHeceHHAM iHdhopMaLlii
LLLOA0 3a3HayYeHnx Niapo3ainis npy NpoBeAeHHi npouenypu
BHECEHHS 3MiH.
170. | MIHIPUH niogpinizaT opanbHwWii deppiHr LLiBeiuapis BMPOGHMLTBO, BenukobpuT | BHECEHHS 3MiH [0 peecTpauiliHix maTtepianis: 3miHu | Tuny - 3a UA/5118/02/02
MENT no 120 mkr, no 10 IHTepHeLwHN nepeBuHHe aHisi/ 3aMiHa po3gainy «pagiyHe 0OpPMIEHHS YNakoBKM» Ha peyenmom
niocpinizaTiB y CeHTep CA nakyBaHHs1, LLiBeliyapisi/ po3gin «MapkyBaHHs1» MKA J13; 3anponoHOBaHO: po3g4in
6nictepi; no 1, abo no KOHTPO/b SIKOCTI: HimeuunHa «MapkyBaHHs». 3riiHO 3aTBEP)KEHOr0 TEKCTY MapKyBaHHS.
3 a6o no 10 6nicTepis KartaneHTt O.K. 3MiHV BHECEHI B TEKCT MapKyBaHHs yNakoBKW NiKapCbKoro
Y KapTOHHI KOPOOLLi CBiHAOH 3igic 3aco6y Wo/40 3a3HaYeHHS MbKHApPOAHUX NO3HAYEeHb
Nimiten, O MHWLb BUMIPIOBAHHA. BBeiE€HHSA 3MiH NPOTAroM 6-Tn
BenukobpuTaHis; MicALiB NicNsA 3aTBEPAYKEHHS
BTOPWHHE
nakyBaHHS:
PeppiHr
IHTepHewwHn CeHTep
CA, Weeiiyapis;
BiNOBIgaNbHWIA 32
KOHTPO/b SIKOCTI,
BUNYCK cepi:
®eppiHr MTM6X,
HimeyunHa
171. | MIHIPUH niogpinizaT opanbHwWii deppiHr LLiBeiiuapis BUPOBHMLTBO, BenukobpuT | BHECEHHS 3MiH [0 peecTpauiliHnx maTtepianis: 3miHu | Tuny - 3a UA/5118/02/03
MENT no 240 wmkr, no 10 IHTepHeLwHN nepBuHHe aHisi/ 3amiHa po3gainy «padiyHe 0OPM/IEHHS YNakoBKM» Ha peyenmom
niodpinizaTiB y CeHTtep CA nakyBaHHs, LLiseiiuapis/ po3gin «MapkyBaHHs» MKA J13; 3anponoHoBaHo: po3ain
KOHTPO/b SKOCTI: HimeyunHa «MapkyBaHHs». 3rigHO 3aTBEPAXEHOr0 TEKCTY MapKyBaHHS.

6nicTepi; no 1, abo no
3 a6o no 10 6nicTepis
Y KapTOHHIli Kopobui

KaTtaneHT HO.K.
CBiHAOH 3igic
Nimiten,
BenvkobpuTaHis;
BTOPUHHE
naKyBaHHs:

3MiHV BHECEHI B TEKCT MapKyBaHHs yNnakoBK/ NiKapCbKOro
3ac00y LWOoA0 3a3Ha4YeHHA MiKHApPO4HMX NO3HaYeHb
OAMHULIb BUMIpIOBaHHSA. BBEEHHSA 3MiH MPOTArom 6-Tu
MicALiB NicNsA 3aTBEPAYKEHHS
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
®eppiHr
IHTepHewwHN CeHTep
CA, WBeliyapisi;
BiAnoBiAa/IbHWIA 3a
KOHTPO/b SIKOCTI,
BWNYCK cepil:
®eppiHr TM6X,
HimeyunHa
172. | MIHIPUH niodgpinizaT opanbHWii deppiHr LLiBeiuapis BMPOGHWLTBO, BenukobpuT | BHECEHHS 3MiH A0 peecTpauiliHix martepianis: 3miHu | Tuny - 3a UA/5118/02/01
MENT no 60 mkr, no 10 IHTEepHeLHN nepBuHHE aHia/ 3amiHa po3giny «padiyHe ohOpM/IEHHS YNakoBKM» Ha peyenmom
niocpinizaTtiB y CeHTep CA nakyBaHHs, Lseliuapis/ po3ain «MapkyBaHHs» MKA J13; 3anponoHOBaHO: po3ain
6nicTepi; no 1, abo no KOHTPO/b AKOCTI: HimeuunHa «MapkyBaHHs». 3rifHO 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS.
3 a6o no 10 6nicTepis KatasieHT tO.K. 3MiHV BHECEHi B TEKCT MapKyBaHHS YNakoBKW J1iKapCbKOro
Y KapTOHHiIli KopoobLi CaiHAOH 3igic 3aco0by LWoA0 3a3HaYeHHS MbKHapOAHUX NO3HaYeHb
Nimviten, OAVHVLb BMMIpOBaHHA. BBeAEeHHS 3MiH NpoTArom 6-Tu
BenukobpuTaHis; MiCALiB Nicna 3aTBepKeHHs
BTOPWHHE
nakyBaHHs:
PeppiHr
IHTepHeLwwHN CeHTep
CA, WBeliyapisi;
BiAnoBiAabHWiA 3a
KOHTPO/b SIKOCTI,
BWNYCK cepil:
deppiHr TM6X,
HimeyunHa
173. | MIPAMICTUH | posunH gns MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiastiB: 3MiHW | TNy - 6e3 UA/1804/02/01
® 30BHILIHLOIO "®papmaueBT "papmaueBTNYHa CynyTHS 3MiHa - 3MiHW 3 AKOCTi. [0TOBWIA NikapcbKuii 3aci6. peyenma
3acTocysaHHs, 0,1 n4yHa thipma ipma "AapHuus" KOHTposb rotoBoro nikapcbKoro 3acoby. 3MiHa y metofax
mr/mn no 50 mny "NapHuus” BUMPOOBYBaHHS rOTOBOTO MikapCbKoro 3acoby (He3HayHa
chnakoHi, no 1 3MiHa y 3aTBEpMAXeHUX MeTogax BunpobysaHHs) (B.I1.r.2. (a)
dnakoHy 3 IA), npuBefeHHs cneuudikaLlii Ta MeTOAiB KOHTPOO 3a n.
YPETPa/IbHOK "Mikpob6ionoriyHa ymcToTa" rotoBOro fikapcbkoro 3acoby y
HacaZKow B nauuj BignosigHicTb o sumor EP, 2.6.12, 2.6.13, 5.1.4.
174. | MYNIMEH Kpanni opasbHi, no 50 Bionoriwe | HimeuunHa Bionoriwe HimeuuunHa BHECEHHS 3MiH [0 pEECTpaLjiiiHMX MaTepiasis: 3MiHu | TUnY - 6e3 UA/3698/01/01
My dh1akoHi- Xavnbmitte Xalinbmitrens OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBK /1ikapCbKOro peyenma
KpanesibHuuj; no 1 Nnb Xeenb Xeenb M'm6X 3ac00y 3 BHECEHHSIM iH(hopMaLii W00 3a3HaYEeHHS
hnakoHy-KkpanenbHuL,i 6X OAMHULIb BUMIPIOBAHHSA Y cuctemi Sl. BHeceHHs 3MiH A0
y KopobL,j 3 KapTOHY po3gainy “MapkyBaHHa” MKA J/13. 3anponoHoBaHo:
MAPKYBAHHSA BignoBigHO A0 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHs. BBefieHHA 3MiH NpoTArom 6-Tu micsuis nicns
3aTBEPAKEHHS
175. | HATPIO NnopoLUOK (cybCcTaHLis) AT Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - - UA/15040/01/01
OKCUBYTUP | y naketax naneposux "®papmak” AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
AT ans afpecy 3asiBHVKa (BlacHUKa peecTpaviliHoro nocBigyeHHs) -

(hapmaLEeBTUHHOTO
3aCTOCYBaHHs

3MiHa HaliMeHyBaHHS Ta afpecu 3asiBHMKa (BNacHUKa
peecTpauiiiHoro nNocBigYeHHs); 3MiHun | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecu Micusa nNpoBaKeHHs AisaNbHOCTI BUPOGHMKA
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
(BKtOYALOUM, 3@ HEOOXIAHOCTI, MicLie NPOBEAEHHS KOHTPOSIO
SIKOCTi), ab0 BNacHWKa macTtep-thaiina Ha A®l, a6o
noctavyanbHvka A®|/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYHOTLCA Y BUPOOHULTBI API (AKLLO 3a3HAYEHO Y
[OCLE Ha Nikapcbkunii 3acib) 3a BiACYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[oCbe, abo BUPOOHMKA HOBOT AOMOMDKHOI PEYOBUHM (SIKLLLO
3a3HayYeHo y [OCbE) - 3MiHA HaiMeHyBaHHS BUPOGHMKA
Hatpito okcmbyTumpaTy, NOpoLLOoK (Cy6CcTaHuis), 6e3 3MiHn
MicLs1 BUPOBHULITBA Ta SIK HACNIAOK 3MiHA HAa3BWM BUPOGHMKA
B po3gini «MapkysaHHsA» MKA /13; 3miHu | Tvny - 3miHun 3
akocTi. A®l. CTabinbHicTb. 3MiHa nepiofy NOBTOPHMX
BMNpo6yBaHb/nepiogy 36epiraHHA abo ymoB 36epiraHHs Ad|
(3a BiACYTHOCTI y 3aTBEPAKEHOMY AOCbe cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo BKIoYae
nepiog, NOBTOPHOrO BUMNPO6YBaHHS) (Nepios, NOBTOPHOIO
BMNpobyBaHHsA/nepios 36epiraHHs) - 36inbLLeHHS abo
BBEJEHHS nepioay NOBTOPHOrO BUNPOGyBaHHs/Nepiogy
36epiraHHA Ha OCHOBI pe3y/bTaTiB AOCNIKEHb Y peaslbHOMY
yaci - BBe[leHHS nepiogy peTecTyBaHHA cybcTaHuii 3 poku
Ha OCHOBI MO3WNTVBHKX Pe3y/bTaTiB JOBrOCTPOKOBUX
pocnimkeHb cTabifibHOCTI Y peasibHOMY Yaci 3aTBepAKeHo:
TEPMIH 3BEPIFTAHHA 2 poku. 3anponoHosaHo: MEPIO/,
PETECTYBAHHSA 3 poku
176. | HATPIO PO34uH ANs iHQysil B. BpayH HimeuunHa B. BpayH Megikan IcnaHis/ BHECEHHS 3MiH [10 peecTpaLiliHiX maTepianiB: TeXHIYHA 3a UA/9611/01/01
xnoenpy 0,9 %; no 100 mny Mernb3yHreH CA, Icnanis; B. HimeuunHa nomwuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peyenmom
PO34MH dhnakoHi; no 20 Al BpayH Mernb3yHreH BUNPAaB/IEHHS TEXHIYHOT MOMUIKM B TEKCTI MapKyBaHHS.
IBOTOHIYHN (pN1aKOHIB Yy KApPTOHHIl Al', HimeuunHa 3ATBEPI)KEHO: 2. KINLKICTb AIK04YOI PEHOBWHI 1000
0,9% B. Kopob6ui; no 250 mn, (BMpOGHMLTBO, M1 PO34MHY MIiCTATb HaTpito xnopuay 9,0 r/(g) 17. IHWE
BPAYH a6o no 500 mn, abo nepBuHHa Ta TeopeTuyHa ocMmonspHicTb 308 MOcm/n/(mOsmol/l)
no 1000 mny BTOPMHHA ynaKkoBkKa, 3AMNPOMNOHOBAHO: 2. KIJIbKICTb AIK0YOI PEHOBUHN
dhnakoHi; no 10 BUnycK cepii); b. 1000 mn (ml) po3umHy MicTATL HaTpito xnopuagy 9,0 r/(g) 17.
(pN1aKOHIB Yy KapPTOHHiIl BpayH Mernb3yHreH IHLWE TeopeTnyHa ocmonspHicTb 308 mOcm/n/(mOsml/l)
KopoobLi Al', HimeuunHa 3a3HayeHe BUMNpaB/IeHHA BignoBigae maTepianam
(koHTpOnb cepii) peecTpauiiHoro ocbe
177. | HEBIIET® TabneTkn no 5 mr: no MeHapiHi  |/llokcembyp B1pOGHMK, HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/9136/01/01
7 Tabnetok y 6nictepi; IHTepHeLloH r BiAnoBigabHMI 3a 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
no 1 6nictepy B an BMPOBHMLTBO «in KOHTeliHep/3akynoptoBasibHUIA 3aci6. 3MiHa po3Mipy
KapTOHHI kopobuj; no OnepeiwoH bulk» Ta KOHTpO/b yNakoBKM rOTOBOrO NiKapCbKOro 3acoby (3MiHa KiflbKOCTi
14 TabneTtoK 'y c cepii: oAVHULbL (Hanpuknag TabneTok, amnys TOL0) B YNakoBsLi:) -
6nictepi; no 1 abo no JTtokcembypr BEPNIH-XEMI AT, 3MiHa no3a gjianasoHoM 3aTBEPMAKEHNX PO3MIPIB YNaKOBKY -
2 6nictepu B C.A. HimeuuunHa; BeeneHHs1 goaaTkoBoi ynakoBku Ne90 (10x9), 6e3 3miHu
KapTOHHiiA KopobLi; no B1po6HUK, NepBMHHOIO NakyBasiIbHOro Matepiasy Ta 3 BifnoBigHUMK

10 TabneTok y
6nicTepi; no 9
6nicTepiB y KApPTOHHIi
Kopoo6ui

BiANOBiAa/IbHWIA 32
BMPOGHMLTBO "in
bulk" (Tinbkm
rpaHynsyis),
nepBuHHe Ta
BTOPWHHE

3MiHamMK [0 po3Ainy «YnakoBka». 3MiHW BHECEHO B
IHCTPYKLiI0 AN MeQUYHOro 3acCToCyBaHHA y p. "Ynakoska" 3
BiANOBIAHUMY 3MiHAMU Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby (BBefeHHs 3MiH NPOTSArom 6-Tu MicsiLiB
nicns 3aTBepKeHHs)
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nakyBaHHS,
KOHTPO/b cepii Ta
BMNYCK cepil:
BEP/NIH-XEMI AT,
HimeyunHa
178. | HEBPOJIEK PO3YUH ANS iH'EKLN, MpuBatHe Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH 0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/12880/01/01
no 2 M7 B amnyni; no 5 | akuioHepHe akLioHepHe OHOB/IEHHS TEKCTY MapKyBaHHSA yNakoBKM liKapCbKOro peyernmom
amnyn y nayyj; no 2 TOBapuCTBO TOBapuCTBO 3acoby 3 BHECEHHsIM iHdhopMaLlii LLoA0 3a3HaYeHHS
M B amnyni; no 5 "Jlexkxim- "Nekxim-Xapkis" OAVHWLb BMMIpOBaHHA Yy cuctemi Sl. TepmiH BBE,EHHS 3MiH:
amnyn B 6nictepi; no 1 Xapkis" npoTArom 3 MicALB 3 AaTu 3aTBEPKEHHS
6nictepy B navui
179. | HE3ONIA TabneTkn, BKPUTI AAP O6'egHaHi 3im Nlaboparopi3 IHAi BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHa 3a UA/17813/01/01
NNiBKOBOI 060/10HKOI | PAPMA ®3- | ApabeCbki Niviteg 3asiBHMKA (B/1aCHMKA peecTpav,iiHoro noceigyeHHs) (3rigHo peyenmom
no 600 mr; no 4 abo nnc Emipatu Haka3y MO3 Big 23.07.2015 Ne 460): 3MmiHu | Tuny - 3MiHK
10 TabneTtoKy oo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnagy (iHLwi
6nictepi, no 1 3MiHM) OHOBNEHHS TEKCTY MapKyBaHHS yNakoBK/
6nicTepy y KapTOHHIi nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaLi Wwoao
navui 3a3Ha4YeHHs OMHMLb BUMIPIOBaHHSA Y cucTeMi Sl. BHeceHHs
3MiH 4o po3giny MKA: MAPKYBAHHSA
180. | HEMPOKCOH | Ta6neTku, BKpUTI NAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 3a UA/13305/01/01
® nAiBKOBOO "Kuismegnp "KuiBmegnpenapar” BBE/lEHHSA [0AATKOBOrO PO3Mipy cepii roTOBOro /liKkapCbKOro peyenmom
060/10HKO0, N0 500 Mr enapat” 3acoby - 206,60 «r, wo cTaHoBUTbL 259 740 TabneTok (3
no 10 TabneTok y LOMyCTUMWUM BigXuUneHHsM Big 233 766 Tabnetok o 285
6nicTepi; no 2 abo no 714 TabneTok). KopekTHe 3a3HayeHHs BXe 3aTBepKEHOro
3 6nicTepu B mauui 3 po3mipy /13; 3anponoHoBaHo: 103,30 «r, Wo cTaHoBUTL 129
KapToHY 870 TabneTok (3 4OoNyCTUMUM BigxuneHHAM Big 103 896
Tabnetok o 155 844 tabnetok) 206,60 kr, L0 CTAHOBUTb
259 740 TabneTok (3 4OMyCTUMUM BigxuneHHsam 233 766
Tabnetok 1o 285 714 TabneTok)
181. | HEMOTAH TabneTkn, BKpUTI Megokemi Kinp Megokemi T4 Kinp BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/1286/01/01
NAiBKOBOO nTa (3aBog AZ) BHECEHHS 3MiH A0 po3giny «MapkyBaHHs» MKA N13: peyenmom
060/10HKO10, o 30 Mr; 3anpornoHoBaHo: TEKCT MAPKYBAHHA. 3rigHo
no 10 Tabnetok y 3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHS TEKCTY
6nicTepi; no 3 a6o 10 MapKyBaHHS! yNakoBKU iKapCbKOro 3acoby 3 BHECEHHAM
6nicTepiB y KAPTOHHIl iHchopMaUii WoAo 3a3HaYEHHS O4NHNLb BUMIPIOBAHHS Y
Kopoo6Li cucTemi Sl. BBegeHHst 3MiH NpoTArom 3-x micsuis nicns
3aTBEPAKEHHS
182. | HEOMIUVH Masb, no 10 r abo no ToBapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [j0 peecTpaLjiiiHux MaTepiasis: 3MiHu | TUnY - 6e3 UA/17830/01/01
nnoc 20 r y Ty6i, no 1 Ty6i, 3 06MEXEHO noJaHHs OHOB/IEHOro cepTucpikata BignoBiAHOCTI peuyenma
no 1 Ty6i y kopobui obmexeHo BiANOBIAA/LHICTIO €Bponelicbkint hapmakonei Ne R1-CEP 2011-029-Rev 01
Bignosigans "papmaueBTnYHaA ons gitoyoi peyosrHn Neomycin sulfate Big Bxe
HiCTIO KomnaHis "3g0poB'a" 3atBepgxeHoro BupobHunka YICHANG SANXIA
"®GapmaueBT PHARMACEUTICAL CO., LTD., China 3 BignosigH1umun
nyHa 3MiHaMu y meToAax koHTponto APl 3a nokasHnkom «Brparta
KOMMaHis B Maci NMpv BUCYLLYBaHHI» - NpMBEAEHO 40 BUMOT

"3popos'a”

MOHorpadii EP
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
183. | HEO- cynosuTopii AnBoreH Bonrapis EkcenrTic Inay CaHai | TypeuuuHa BHECEHHS 3MiH [0 peecTpavliiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/5477/01/01
MEHOTPAH® | BariHasbHi; no 7 Papma Be TimkapeT AHOHIM OHOBJIEHHSI TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro peyenmom
POPTE CynosuTopiie y TpeguHr LWipkeTi 3ac06y 3 BHECEHHAM iHhopmaL,i WoAo 3a3HaYeHHs
6nicTepi B KApTOHHIl tOpon OAMHULL BUMIpIOBaHHSA y cuctemi Sl. TepmiH BBEAEHHS 3MiH
KopoobLi OTOB - MPOTAroM 6 MicALIB Nic/A 3aTBEPAKEHHS
184. | HEPBUMNEK | po3uuH gns iH'ekuiin no MpuBatHe Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH 0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/10373/01/01
C-H 2 mn B amnyni; no 5 aKLioHepHe aKLioHepHe OHOB/IEHHS TEKCTY MapKyBaHHSA yNakoBKM liKapCbKOro peyernmom
a6o 100 amnyn y TOBapuCTBO TOBapuCTBO 3acoby 3 BHeCEeHHsIM iHdhopMaLlii LLoA0 3a3HaYeHHS
nauvj; no 2 mn B "Jlexkxim- "Nekxim-Xapkis" OAMHULIb BUMIPIOBAHHSA Y cuctemi Sl. TepmiH BBEAEHHS 3MiH
amnyni; no 5 amnyn B Xapkis" npoTArom 3 MicsiLiB Micns 3aTBeppKeHHs
ofHoBiuHOMY BnicTepi;
no 1 6nictepy B nayuyj
185. | HICTATUH- TabneTku, BKPUTI ToBapucTBO Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [j0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/7727/01/01
340POB'A 060/10HKOI0, NO 3 BMPOGHULITBA, OHOBJ/IEHHS TEKCTY MapKyBaHHS YNaKoBKV NiKapCbKOro peyenmom
500000 Of, no 10 06MEXEHO KOHTPO/b SIKOCTI, 3aco6y 3 BHECEHHSIM iHGpopMaLil WoA0 3a3HaYeHHs
TabneTok y 6nictepi; Bignosigans BUNYCK cepi: OAMHWLb BUMIPIOBAHHSA Y cucteMi Sl. BHeceHHs 3MiH 10
no 2 6nictepun y HiCTtO ToBapucTso 3 po3ainy “MapkyBaHHs" MKA J13: 3anponoHoBaHo:
KapTOHHI KOPOOLi "®hapmaueBT 06MEXEHO MAPKYBAHHSA BignoBigHo A0 3aTBEPAKEHOTO TEKCTY
N4Ha BiANOBIAA/ILHICTIO MapKyBaHHs. BBeileHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
KOMMaHis "papmaLeBTnyHa 3aTBepXKEeHHA
"3popoB's" KOMNaHis
"3p0poB'a”, YkpaiHa;
BCi cTagii
BUPOGHMLTBA,
KOHTPO/b SIKOCTI:
ToBapucTso 3
06MEXeHO
BiANOBIAA/ILHICTIO
"®APMEKC rpyn",
YKpaiHa
186. | HITPOCOPBI | Ta6netku no 0,01 r no NAT Ykpaina MAT "MoHdapm" Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 3a UA/7349/01/01
A 20 Tabnetok y "MoHdpapm" 3MiHN BHECEHI B TEKCT MapKyBaHHS yNakoBKMW NiKapCbKoro peyenmom
6nicTepi; no 2 3ac00y W00 3a3HaYEHHS MKHApPOA4HVX NO3HAYEeHb
6nictepu y nauui 3 OAMHMLb BUMIPIOBAHHSA. 3aMiHa po3giny “I'padiyHe
KapTOHY othopMNEHHS ynakoBkn” Ha po3ain “MapkysaHHa” B MKA N13:
3anpornoHoBaHo: MapkyBaHHS. 3rifiHO 3aTBEpAXEHOro
TEKCTy MapKyBaHHS. BBefieHHsA 3MiH NpoTArom 6-Tn MicsuiB
nicns 3aTBepmkeHHs
187. | HI®PYPOKCAS3 | cycneHsis opasibHa, TOB YkpaiHa TOB "TepHodhapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny - 3a UA/10558/01/01
na 200 mr/5 mn; no 90 mn "TepHodap 3aTBepXEeHHA a/lbTepPHaTUBHOIO TEKCTY MapKyBaHHA peyenmom
y 6aHui abo chnakoHi; m" YNakoBKM NiKapCbKOro 3acoby i3 3a3HauYeHHSAM MKHapPOAHUX
no 1 conakoHy abo no3Ha4YeHb OAMHULb BUMIPIOBaHHS
6aHLi B nayLi pasom 3
MipPHOIO JTOXKOHO
188. | HOBOCEBEH | nopoLuok A/T Hoso [JaHis BMPOGHUK - [ania/ BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/5178/01/04
® niogpinizoBaHnin Ans Hopgaick BMPOBHUK Ajto4oTi HimeuuunHa 3MiHa KOHTaKTHWUX AaHNX KOHTaKTHOT 0COBM YNOBHOBaXEHOT peyenmom
NPUroTyBaHHA peyoBUHU, TOTOBOrO 0cob6u 3asBHMKA, BIANOBIAA/ILHOI 3a 34iiCHEHHS

PO3UUHY ANS iH'EKLIA
no 5 mr (250 KMO) 1

NpoAayKTy Ta
BUPOBHMK,

hapmakoHarnsgy B YkpaiHi
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
CKNSIHWI dhNakoH 3 BiAnoBiAaIbHWIA 3a
niocpinizoBaHNM BUMNYCK Cepiit
MOPOLLKOM Y rOTOBOrO NPOAYKTY:
KomnekTi 3 1 A/T Hoso Hopagick,
nonepegHL0 [aHis; ginbHUUA
3aMOBHEHUM BMPOGHMLTBA, Ha
LLINPULIOM, SIKWIA AKili NpPOBOAUTBLCSA
MIiCTUTb 5 Mn KOHTPO/1b/BUNPOGYB
PO3UnHHYKKA (TICTUANH, aHH#A cepii roToBoro
BOAA AN iH'eKLin), NpoAyKTY:
LITOKOM MOPLLHS, A/T Hoso Hopgick,
nepexigHnkomM ans [aHis; A/IT Hoso
dhnakoHa B Hopgaick, faHis;
iHOMBIAYaNbHIN LinbHuus, Ha kil
YMaKoBLi y KAPTOHHIi NnpOBOAUTLCA
Kopoo6Li BWUIOTOBJIEHHSA
PO3YMHHMKA Y
nonepeAHbL0
HanoBHEHOMY
LwinpuLi Ta lioro
nepBrHHE
nakyBaHHs: BeTtep
dapma-depTiryHr
v6X yHa Ko. KT,
HimeyvunHa;
OinbHuus
BMPOGHMLTBA, Ha
AKili NPOBOAUTBLCSA
KOHTPO/1b/BUNPOGYB
aHHS PO3UYMHHMKA Y
nonepegHL0
HanoBHEHOMY
wnpuui: Bettep
dapma-depTiryHr
'm6X yHg Ko. KT,
HimeuumnHa;
AinbHnus
BMPOGHMLTBA, Ha
AKili NPOBOAUTBLCA
BTOPVHHE
nakyBaHHS rOTOBOrO
npogykTty: A/T HoBo
Hopgaick, [aHis
189. | HOBOCEBEH | nopoLuok A/T Hoso [JaHis A/T Hoso Hopgick, [anisa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux MaTepiasis: 3MiHu | TUnY - 3a UA/5178/01/05
® niodpinizoBaHWin Ans Hopgaick [JaHis (BupobHwuk Himeuunna 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI peyenmom
NpUroTyBaHHs Ail040i peyoBuHH, 0COo6M 3asBHUKA, BiANOBIAAIbHOI 32 34jiACHEHHS

PO3YUHY AN1s1 iH'EKLLIA
no 2 mr (100 KMO) 1
CKNSIHWI dhNakoH 3
niocpinizoBaHnm
MOPOLLKOM Y
KOMM/IeKTi 3 1

rOTOBOrO NPOAYKTY
Ta BUPOBHUK,
BiAnoBiAabHWiA 3a
BMNYyCK cepil
roTOBOro NPOAYKTY);
A/T Hoso Hopgick,

hapmakoHarnsay B YkpaiHi
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

nonepegHL0 [OaHis (4inbHuya

3anoBHEHUM BMPOGHMLTBA, Ha

LLNPULIOM, SIKWIA AKili NPOBOAUTBLCA

MICTUTb 2 M BMPOGHMLTBO

PO3UMHHKKA (TICTUANH, Hepo3ghacoBaHOro

BOAA AN iH'eKLin), NPOAYKTY,

LLITOKOM MOPLLHS, hiNbTpyBaHHS,

nepexigH1Kom ans HanoBHEHHSA Ta

hnakoHa B niodgpinizauis

iHAMBIAYaNbHiIi
YNaKoBLi Y KAPTOHHIi
Kopoobui

nopoLuky); A/T Hoo
Hopgaick, JaHis
(QinbHNYA
BMPOGHMLTBA, Ha
AKi NpoBOANTLCA
BTOPVHHE
nakyBaHHS r0TOBOrO
npoaykty); A/T Hoso
Hopgaick, JaHis
(AinbHuUUSA
BMPOGHMLTBA, Ha
AKili NPOBOAUTBLCA
BTOPVHHE
nakyBaHHS! rOTOBOr0
npoaykTy); A/T Hoeo
Hopgick, faHis
(LinbHMLA
BMPOGHMLTBA, Ha
AKili NPOBOAUTBLCSA
KOHTPO/1b/BUNPOGYB
aHH#A cepii roToBoro
npoaykty); AIT Hoso
Hopgaick, JaHis
(QinbHNYA
BMPOGHMLTBA, Ha
AKi NpoBOANTLCA
KOHTPO/1b/BMNPOGYB
aHH# cepii roToBoro
npoaykTy); BeTTep
Papma-depTiryHr
v6X yHa Ko. KT,
HimeuyunHa
(QinbHNYA
BMPOGHMLTBA, Ha
AKi NpoBOANTLCA
KOHTPO/1b/BMNPOGYB
aHHA PO3YMHHUKA Y
nonepeaHL0
HanoBHEHOMY
wnpui); Bettep
dapma-depTiryHr
v6X yHa Ko. KT,
HimeyunHa




83

Ymosu

Howmep

Ne
n/n

Hassa
JNliKapCcbK0O20

Popma BUMYCKY
(nikapcbka cpopma,

KpaiHa
3asiBHUKa

3asaBHUK

Bupo6Huk

BUPOGHUKa

KpaiHa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o

nocsi04YeHHs

3acoby

ynakoska)

(AinbHuUUSA
BMPOGHMLTBA, Ha
AKili NPOBOAUTBLCA
KOHTPO/1b/BMNPOGYB
aHHA PO34MHHUKA Y

nonepeaHL0

HanoBHEHOMY
wnpuui); Bettep
Papma-depTiryHr
v6X yHa Ko. KT,

HimeuyunHa

(QinbHNYA
BMPOGHMLTBA, Ha
AKi NpoBOANTLCA
KOHTPO/1b/BMNPOGYB
aHHA PO34YMHHUKA Y

nonepeaHL0

HanoBHEHOMY

wnpui); Bettep
dapma-depTiryHr
v6X yHa Ko. KT,
Himeyunna
(LinbHuUUA, Ha SAKiRA
npoBOAMTbLCA

BUrOTOBJIEHHSA

PO3YMHHMKA Y

nonepeaHL0

HanoBHEHOMY

LwinpuLi Ta lioro

nepBuHHe
nakyBaHHs)

3a

UA/7955/02/01

190.

HOJNbIMA3A®

niocpinizat ans
PO34UnHY NS iH'eKLii
no 40 wmr, 1 a6o 5, abo
10, a60 20 chnakoHiB 3
niodgpinizatom y
KapTOHHIA KOpoo6Li

KPKA, a.4., | CnoseHis

HoBo mecTo

BMPOBHULITBO
Hepo3gacoBaHol
npoaykuii "bulk",

nepBuHHe Ta

BTOPUHHE
nakyBaHHS,

KOHTPO/b Ccepil:

Bangedapm,
PpaHuis;
BMPOBOHULITBO
Hepo3gacoBaHol
npoaykuii "bulk",
nepBuHHe
nakyBaHHs:
Codthapimekc-
IHaacTpia KBimika e
dapmaueBTika, C.A.,
MopTyranis;
BTOPVHHE
nakyBaHHs ,

KOHTPO/b cepii Ta

PpaHuia/
MopTyranis/
CnoBeHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | TUnY -
3amiHa po3giny «padiyHe ohopMIEHHS ynakoBKM» Ha
po3ain «MapkyBaHHs» MKA J13; 3anponoHoBaHo:
MAPK/POBKA
B cooTBeTCTBUM C YTBEPXKAEHHBIM TEKCTOM MapKMPOBKH.
OHOB/IEHHSA TEKCTY MapKyBaHHSA YNakoBKU NiKapCbKOro
3acoby 3 BHECEHHSIM iH(hopMaLLiT LWLoA0 3a3HAYEHHS
OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BBegeHHs 3MiH
NPOTAroM 6-TW MICALB NiCNA 3aTBePKEHHSA

peyenmom
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Bunyck cepii: KPKA,
A.4., HoBo mecTo,
CnoBeHis
191. | HOO®EH® TabneTku no 250 mr AT NaTtBin AT "OnaiiHcpapm” Natsis BHECEHHS 3MiH [0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/3773/01/01
no 10 Tabnetok y "OnaiiHdpap 3MiHa KOHTaKTHOI 0co6M YNOBHOBaXXEHOI 0CObM 3asBHUKA, peyenma
6nicTepi; no 2 Mm" BiANOBIAa/bHOI 3a hapmakoHarnsfg B YkpaiHi.
6nictepu y nauui MponoHoBaHa pegakuisi: Mpuckoka AHAPIA. 3miHa
KapTOHHIi KOHTaKTHUX laHNX KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0CO6U
3asBHMKA, BiANOBIAaNbHOI 3a hapmakoHarnsg B YkpaiHi
192. | HOPBIP TabneTku, BKPUTI E66Bi LLiBeiuapis E66Bi [oiiuneHs, HimeuumHa | BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu |l Tuny - 3a UA/7004/03/01
NNiBKOBOKO Biochapmach vm6X i Ko. KI 3MiHW BHECEHO [0 IHCTPYKUIi 4158 MeANYHOro 3acToCyBaHHS peyenmom
060/10HKO10, Mo 100 mr 1oTikan3 nikapcbkoro 3acoby Ao po3ainy “MobivHi peakuii". BBegeHHs
no 30 a6o 60 m6X 3MiH NPOTAroM 6 MiCALiB Micns 3aTBepIKEHHs
Tabnetok y
nnacTUKoBOMy
chnakoHi, no 1
(p1aKoHY B KapTOHHIl
Kopo6ui
193. | HOPMA3E cupon, 10 r/15 mn no N. MonTeHi i ITanis N. MonTeHi i K. gei ITania/ BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 6e3 UA/9542/01/01
200 M1y hnakoHi; no K. gei ®.nni AniTTi Cocieta ABCTpis OHOBJIEHHSI TEKCTY MapKyBaHHS yNakoBKMW NiKapCbKoro peyenma
1 donakoHy pasom 3 dpatenni ai Ezepunuio C.n.A., 3ac06y 3 BHECEHHAM iHhopMaL,i WoAo 3a3HaYeHHs
MEH3YPKOI0 B ANiTTI ITanisa (BMpo6bHMLTBO OAVHULb BUMIPIOBAHHSA Y cucTeMi Sl. BBeeHHs 3MiH
KapTOHHI Kopoo6Li Cocieta gj 3a MOBHUM LIMK/IOM); 31.12.2020
Ezepuuuio ®peseHiyc Kabi
C.n.A. ABCTpIst TM6X,
AscTpist
(BUpPOGHMLTBO in
bulk, nepsuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b cepii)
194. | HOPMOJAKT | cupon, 670 mr/ma no My6niuHe YkpaiHa My6nivuHe YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHW | TNy - 6e3 UA/6468/01/01
100 mn y 6aHu;i aKLioHepHe aKLioHepHe OHOBJ/IEHHS TEKCTY MapKyBaHHSA yNakoBKM /liKapCbKOro peyenma
noniMepHiit; no 1 TOBapuCTBO TOBapuCTBO 3acoby 3 BHECEHHSIM iHdhopMaLiT LWLoA0 3a3HAYEHHS
6aHLi pa3oM i3 MipHOLO "HaykoBo- "HaykoBo- OAVHWLb BUMIPIOBaHHS y cuctemi Sl. 3amiHa po3giny
JIOXKOIO B Maulyj; no BMPOGHUUNIA BVPOGHWYMNIA LEHTP “I'pachiuHe ochopmIeHHs ynakoBku” Ha “MapkyBaHHa" MKA
100 mn a6o 200 mn y LeHTp "BopLyariBcbKuii N3; 3anponoHoBaHo:
dnakoHi "Bopuyariscb Ximiko- MapkyBaHHs. BianosigHo [0 3aTBepaXeHoro TekcTy
nonimepHomy; no 1 KW Ximiko- thapmaLeBTUYHMIA MapKyBaHHs. TepMiH BBE4EHHS 3MiH: NPOTAroM 6 MicsLIB 3
hnakoHy pasom i3 hapmaueBT 3aBof", YKpaiHa hatu 3aTBEpPAKEHHS
MipPHOI JTOXKOHO B NYHWIA (dbacyBaHHs i3
navu,i 3aBog" chopmm “in bulk"
hipmMu-BMpOBOHUKA
"Fresenius Kabi
Austria GmbH",
ABCTpIf)
195. | HOP®/IOKCA | Tabnetku, BKpUTI TosapucTBO Ykpaina TOB "®APMEKC Ykpaina BHECEHHS 3MiH 0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/3948/01/01
LINH- nNiBKOBOKO 3 FPYM", YxpaiHa (Bci OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro peyenmom
340POB'A 060/10HKOH0, Mo 400 06MEXEHO cTagii BUpo6HMLTBA, 3acoby 3 BHECEHHSIM iH(hopMaLLiT LWLoA0 3a3HAYEHHS
mr, no 10 TabneTok y Bignosigaib KOHTpO/b cepii); OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BBegeHHs 3MiH
6nicTepi; no 1 HiCTIO ToBapucTso 3
6nicTepy Y KapTOHHIN "PapmaueBT 06MEXEHO
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Kopoo6Li NYHa BiANOBiAA/IbHICTIO NPOTAroM 6-TU MiCALIB MiC/A 3aTBEPAKEHHS
KOMNaHis "PapmaueBTUYHa
"3p0pos'a” KOMMaHis
"3p0poB'a", YkpaiHa
(Bci cTapji
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BUNyCK cepii)
196. | HYKNEO Kancynm no 15 kancyn Peppep Icnanis Ddeppep Icnanis BHECEHHS 3MiH [0 peecTpaviliHiX MmaTepianiB: yTOYHEeHHA 3a UA/18248/01/01
LU.M.®D. y 6nicTepi; no 2 IHTepHacioH IHTepHacioHasb, yMOB BignycKky B Haka3i MO3 YkpaiHu Ne 2280 Big peyernnmom
®DOPTE 6nicTepn y KapTOHHiIl anb, C.A. C.A. 07.10.2020 B npoueci BHeCEHHA 3MiH (3MiHu Il Tuny - 3MiHn
Kopoo6Li 3 aKocTi. A®l. Bupo6bHMLTBO. 3MiHa BUPO6HUKA
BUXiAHOrO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
BWKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci AP, abo 3MiHa
BMPO6GHMKa (BK/IKOYaOuM, Ae HeobXigHo, MicLie NpoBeAeHHS
KOHTpOst0 siKocTi) ADI (3a BiacyTHOCTI cepTudpikara
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHA HOBOro BMPOGHMKa AP| 3 HagaHHAM
macTep-haiina Ha Adl) - 3amiHa BUpo6HuKa APl (UTP
TpuHaTpiesoi coni) 3 Prime European Therapeuticals S.P.A.
(EUTICALS S.P.A., Italy) Ha Interquim, S.A., Spain;
3anpornoHoBaHo: Interquim, S.A., Spain/IHTepkim C.A.,
IcnaHist). Pepakuis B Hakasi: 6e3 peuenta. BipHa pepakuis:
3a peuenTom.
197. | HYKC Kpanni opasbHi no 30 Bionoriwe |HimeyunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/3126/01/01
BOMIKA- MY h1aKoHi- Xainbmitte XalinbmiTrens BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA /13; peyenma
FTOMAKOP/, KpanesibHuuj; no 1 Nb Xeenb Xeenb Mv6X 3anponoHoBaHo: MAPKYBAHHSA BignosigHo go
ch1akoHy-KpanenbHuLj v6X 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS TEKCTY
y KOpobLji 3 KapTOHY MapKyBaHHS YNakoBKW MiKapCbKOro 3ac00y 3 BHECEHHAM
iH(hopMaLii WoA0 3a3HaYeHHS OANHMLb BUMIPOBAHHS Y
cuctemi Sl. BBeieHHs 3MiH NpPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS
198. | HYMETA emynbCia Ans iHdysii; Bakctep Benebris Bakctep C.A,, Benebris BHECEHHS 3MiH O peecTpaviiiHix maTepianis: 3miHu |l Tuny - 3a UA/17633/01/01
G13E no 300 mn (50 % C.A. Benbris 3MiHW BHECEHO A0 IHCTPYKUiT 415 MeANYHOro 3acToCyBaHHS peyenmom
PO34uH roKo3n — 80 (BunpobyBaHHsA nikapcbKoro 3acoby Ao po3ginis "OcobmnsocTi
M#; 5,9 % po3unH KOMMOHEHTIB 3acTocyBaHHs", "Cnoci6 3acTtocyBaHHs Ta 4o3u", "MobiuHi
aMiHOKMCOoT 3 cknagy; peaxuii”, "HecyMmicHicTb". BBei€HHSI 3MiH NPOTAroM 6-Tn
enekTponitamu — 160 BMNPOGYBaHHSA MicALiB NicNsA 3aTBEPAYKEHHS
mn; 12,5 % ninigHa NPOMKHOro
eMy/ibCis — 60 M) y npoaykTy (cymiw
TpuKamepHomy aMiHOKMCOT);
N1acTUKOBOMY NakeTi. BUPOGHMLITBO
TpriKkamepHwii cucTemm
nnacT1KoBuii nakeT KOHTelHep/3akynop
yMNakoBaHWiA y 3aXUCHY 1oBasIbHUIA 3aci6;
NNiBkOBY 060/TOHKY, BMPOBOHULITBO
IO MICTUTb NOrAnHaY nNiKapcbKoro 3acooby,
KMCHIO Ta iHguKaTop HarnoBHEHHS,
KMCHI0; no 10 nakeTiB NOKPUTTS 3aXVCHOIO
Y KapTOHHil kopobLi 060/10HKOI0

(overpouching);ctep
nnisauis Ta
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
yNakoBKa;
BUNPOGYBaHHSA
nikapcbKoro 3acoby;
BUMYCK cepii)
199. | OKCO/IH Masb 2,5 mr/r; no 10 r NAT Ykpaina MNAT Ykpaina BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/14853/01/01
Tano 15rB Ty6i; no 1 "Ximchapmsa "Ximchapmsasog AgfMiHicTpaTuBHi 3MiHU. 3MiHa kogy ATX - 3MiHM BHECEHO A0 peyenma
Ty6i y nauui 3 KapToHy BOf, "UepBoHa 3ipKa" po3giny "®apmakoTepanesTuyHa rpyna” 3rigHo 3
"UepBoHa Knacudikatopom thapmakoTepaneBTUUHMX rpyn i kogis ATX
3ipka" BOOS3. 3atBepaxeHo: 3acobu, Lo 4iloTb HA OpraHn YyTTS.
MpoTumikpo6Hi 3aco6u. MpoTuBipycHi 3acobu. ATX S01AD.
3anponoHoBaHo: 3acobu, LU0 3aCTOCOBYIOTh MPK KaLni Ta
3aCTyAHMX 3aXBOPIOBaHHSAX. IHLWI NpoTM3acTyaHi Nnikapcbki
3aco6u. Kog ATX RO5X.
200. | OKCOJIH Masb 0,25 % no 10 r AT Ykpaina AT "Nly6Hnchapm" Ykpaina BHECEHHSA 3MiH 10 peecTpavuiiiHux maTtepianis: 3MiHu | Tuny - 6e3 UA/8112/01/01
Ty6i; no 1 Ty6i B nauuj "Ny6Hndhap 3MiHM 3 IKOCTi. [0TOBWIA Nikapcbknii 3aci6. CTabifbHICTb. peuyenma
3 KapToHYy M" 3MiHa y TepMmiHax npuaaTHocTi abo ymMmoBax 36epiraHHs
roTOBOrO /liKapCbKOro 3acoby (36iNbLUEeHHS TEPMIHY
NPUAATHOCTI TOTOBOIO /iKapCbKOro 3acoby) - 115 Toproeoi
ynakoBku (MiATBEPAKYETLCSA AaHUMMN peasibHOro Yacy)
36iNbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOTO JiKapCbKOro
3ac00y Ha OCHOBI MO3UTVBHYVX Pe3y/bTarTiB JOBrOCTPOKOBUX
pocnigpkeHb cTabinibHOCTI y peaslbHOMY Yaci: 3aTBepXeHO:
TepMmiH NpuAaTHOCTI 2 poku 3anponoHoBaHo: TepMiH
npugatHocTi 3 pokn BBeAeHHs1 3MiH MPOTAromM 6-Tn MicsiliB
nicns 3aTBepaKeHHs
201. | ONAH3ANIH NopoLLIOK (CybcTaHLis) How Na6c IHAis How Na6c Met. NTA,. IHAiA BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3MiHu | Tuny - - UA/11320/01/01
E y NOABIAHNX Met. NIT4. AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
nonieTuneHoBmx agpecu Micua nNpoBaKeHHs AisNbHOCTI BUPOGHMKA
nakeTtax Ans (BKKOUAOUM, 32 HEOOXIAHOCTI, MiCLe NPOBELAEHHS KOHTPO/IO
hapmaLeBTUYHOrO AKOCTI), ab0 BnacHvKa macTtep-caiina Ha A®l, abo
3aCcTOCyBaHHSA noctavyanbHuka A®I/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha Jlikapcbkuii 3aci6) 3a BigCcyTHOCTI cepTudpikata
BiNOBIAHOCTI €Bponelickkill hapmakonei y 3aTBepaKeHoMy
[ocbe, abo BUPOBHKKA HOBOT JONOMDKHOI PEUOBUHM (SIKLLLO
3a3HayeHo y JOCbE) - 3MiHA afpecy MicLis NPOBaAKEHHS
LisinbHOCTI BUpo6bHuka How Nla6e MeT. /T4, IHAaia yepes
3MiHy Ha3BM paiioHy IHAIT (3MiHa 34iiCHIOETLCA Yepe3
peopraHiszauito Wwratis IHAiT), 6e3 3MiH1 Micus BUpOOHULITBA
202. | ONNPEH®-100 | kancynu TeBa 13painb BVMPOGHMLTBO 3a LLiBeiiuapis/ | BHeCEHHs 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/5124/01/01
CP NPOJIOHroBaHoI Aii no dapmaueBTi MOBHUM LMK/IOM: Himeuunna 3MiHu 3 SKoCTi. F0TOBMIA Nikapcbkuii 3aci6. 3MiHn y peyenmom
AENOKANC 100 wmr, no 10 kancyn Kan AuvHo ®apma Al BMPOOHULTBI. 3amiHa ab0 BBeeHHS OAATKOBOI AiNbHUL
y 6nictepi; no 2 IHpacTpi3 LLiseiuapis; BMPOGHMLTBA A4/19 YACTUHM abo BCbOro BUPOGHMYOTO
6nicTepn B KOpOO6Li nra. nojartkosa npoLiecy rotToBOro Nikapcbkoro 3acoby (AinbHMLSA, Ha ki

na6oparopis, Lo
npuiiMae y4acTb B
KOHTpOni cepii:
YHTEp3yXyHrCiHCTUT
yT Xennenep 'méX,
HimeyvunHa;
Bupo6bHMLTBO

nNpoBOAATLCA By/b-SKi BUPOOHUYI CTagji, 3a BUHATKOM
BUNYCKY Cepili, KOHTPOSIIO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHS, A1 HECTEPWTbHUX JTiKapCbknX 3acobiB) -
BBeJEHHS [iNbHULi BUPOOHMLTBA, WO Biagnosigae 3a
BMPOBHMLITBO Hepo3dracoBaHoi Npoaykuii — AumHo ®apma
Ar, BipcBer 2, 4253 Jlicbepr, LUBeiiyapis (BBeaeHHS 3MiH
NPOTArom 6-Tv MicALIB Nic/AA 3aTBEPAKEHHS); 3MiHK | Tuny -




87
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Hepo3dacoBaHoi 3MiHu 3 SKoCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
NPOAYKLT, KOHTPO/1b
AKOCTI, f,03BIN HA

BWMNYCK cepil:
AupHo dapma Al
LLseuapis;
MNepBuHHa Ta
BTOPUHHA YNaKoBKa:
AuvHo ®apma Al
LLiBefiuapis

MaLlUVHy 719 HanoBHEHHS Kancyn(ana 060x AinbHuup Aesch
Ta Liesberg). BBefeHHs 3MiH NpoTsArom 6-Tv MicAUiB nicns

rpaHyn Ha ETani 6 (migrotoBky cycneHsii nepes HaHECEHHAM

BBeeHHs 3MiH NpoTArom 6-Tu MICALB NiCNS 3aTBEPMKEHHS;

A04aTKOBOro I'IpOCi}OBaHHﬂ rpaHyn vyepes Bi,qHOBi,qu cuTo,

nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y NpoLieci
BMPOOHMLTBA FOTOBOTO /liKAPCLKOro 3acoby, BK/IHOHa0Um
NPOMKHWI NPOAYKT, L0 3aCTOCOBYETLCS NPW BUPOGHULITBI

BMPOOHULTBI. 3amiHa ab0 BBeeHHS OAATKOBOI AiNbHUL
BMPOGHMLTBA A4/159 YACTUHM abo BCbOro BUPOGHMYOTO
npoLiecy roToBOro MiKapCcbKoro 3aco6y (aibH1UA ans

LLIO BiANOBifa€e 3a NEPBUHHE NaKyBaHHA rOTOBOTO
nikapcbkoro 3acoby — AuuHo ®apma Al, MdbedrchiHreppiHr
205, 4147 Ew, Weeiiyapia (BBefeHHs1 3MiH NpoTArom 6-tu

MicALiB MiCNSA 3aTBEPAYKEHHS); 3MiHW | TUMY - 3MiHK 3 SKOCTI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHM Yy BUPO6HULTBI. 3amiHa
ab0 BBeZleHHA A04aTKOBOT AiNbHULL BUPOBHMLTBA A5
YacTvHy abo BCbOro BUPOHGHMYOro NpoLLecy roToBoro
niKapcbKoro 3acoby (4inbHULA 418 BTOPUHHOIO NakKyBaHHS) -
BBeJEHHS [iNbHULi BUPOOHMLTBA, WO Biagnosigae 3a
BTOPWMHHE NakKyBaHHSi TOTOBOrO NikapCbKoro 3acoby — AunMHO
dapma AT, NdpedcpiHreppiHr 205, 4147 Ew, LBeiiyapis
(BBefeHHs 3MiH NpPOTArom 6-Tn MicsLiB nicns
3aTBEPMKEHHS); 3MiHM | TNy - 3MiHKM 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM y NpoLieci
BMPOGHMLTBA FOTOBOTO /iKaPCbKOro 3acoby, BK/IHOHa0UM
NPOMDXHWIA NPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOOHULITBI
roTOBOrO JiKapCbKOro 3acoby (He3HayHa 3miHa y npoLieci
BMPOOHULITBA) - A0AaBaHHA BKa3iBKW, LLOAO NPOCiOBaHHSA

KOMMOHEHTIB, Nepes, BHECEHHAM, Ha OyAb-akomy eTani

npovecy BUpobHMLTBa (415 060X AinbHULb Aesch Ta
Liesberg) BBeeHHs 3MiH NpoTAromM 6-t1 micsLiB nicns
3aTBEPAKEHHS; 3MiHM | TRy - 3MiHN 3 AKocTi. FoToBWI
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM y NpoLieci
BMPOGHMLTBA FOTOBOTO /iKaPCbKOro 3acoby, BK/IHOHa0UM

NPOMDXHWIA NPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOOHULITBI
roTOBOrO JiKapCbKOro 3acoby (He3HayHa 3miHa y npoLieci
BMPOOHULTBA) - 415 AiNbHULI Liesberg: yaockoHaneHHs
npoLeaypu NpUroTyBaHHA CycneHsii A1s nepLioro NoKpuTTs

NOKPUTTSI, NPOMOHYETLCS PO3AINMTY Ha ABa nifeTann).

3MiHY | TUny - 3MiHK 3 sKOCTi. [OTOBWIA NikapCcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHM Yy NpoLeci BUPO6GHULTBA
roTOBOrO NiKapCbKOro 3acoby, BKIOYAKYM MPOMDKHWIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHWLTBI TOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHWLTBA) - [04aBaHHS BKasiBKa 00 MOX/IMBOCTI

oTpUMaHuX nicna etany 13, nepef 3aBaHTAKEHHAM Y

3aTBEPKEHHS; 3MiHK | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA

rOTOBOrO /iKapCbKOro 3acoby (Hes3HauHa 3miHa y npoLeci
BMPO6GHULTBA) - HE3HAYHA 3MiHA B CXEMi BUPOBHMYOro

NepPBMHHOIO NMakyBaHHS) - BBEAEHHS Ai/IbHULi BUPOOHULITBA,
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npouecy ansa AinbHuui Acino, Aesch — nosTopHe
BMCYLLUYBaHHS rpaHy/ Noku He 6yae AOCArHyTa BiANOBIAHICTb
pe3ynbTaty BMMoram cneumdikadii nig yac BMpo6HMLTBA 3a
nokKasHUKOM «BTpaTa B mMaci npy BMUCYLLYBaHHI» nicns cTagii
OXOJIOMKEHHSI NOKPUTUX rpaHy . PefakuiiiHi 3MiHK: -
HymepaLisi eTanis BignoBi4H/M YUHOM 3MIHIOETbCS.
BBefeHHS 3MiH NpOTArom 6-Tu MiCALB NicNs 3aTBEPAKEHHS;
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHU Y NpoLeci BUPo6HULTBA
rOTOBOrO JliKapCbKOro 3acoby, BK/IOYakoUM NPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHMLTBI TOTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHULITBA) - HE3HAYHI 3MiHWN Y CXEMi BUPOBHNYOro
npouecy aons AinbHuLi Acino, Aesch — 3amiHa BU3HaYeHHS
«4 nig-cepii» Ha «Kinbka nig-cepiii» BignoBigHO A0 onucy
BUPOGHMYOro npoLiecy. BeefeHHA 3MiH NpoTArom 6-tm
MicALB Nicna 3aTBepMKeHHs ; 3MiHW | TUny - 3MiHU 3 AKOCTI.
[oTOBMIA NiKapcbkunii 3aci6. 3MiHWM Y BUPOOHULTBI. 3MiHK Y
npoveci BUpobHULITBA FOTOBOTO NiKapCbKOro 3acooby,
BK/IO4A0UM MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS MpU
BMPOBHMLTBI FOTOBOTO NiKapCbKOro 3acoby (He3HayHa 3MiHa
y NpoLieCi BUPOGHMLTBA) - aaanTyBaHHA napameTpis
chepusadii rpaHyn Ha etani 4/5 Crepusauis gns 060x
AinbHuub Acino, Aesch Ta Acino, Liesberg. BBeieHHS 3MiH
NPOTAroM 6-T MICALIB MiC/1A 3aTBEPKEHHS; 3MiHM | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HULITBA rOTOBOTO
nikapcbKoro 3acoby, BKIOUaUy NPOMiKHUIA MPOAYKT, WO
3aCTOCOBYETHLCS NPV BUPOGHULITBI FOTOBOTO NiKapCbKOro
3acoby (He3Ha4yHa 3miHa y npoueci BUpobHULTBA) -
afanTauis napameTpiB TemnepaTypu CyLUiHHS Ta
OXONOMKEHHA Ha eTani 8/9 Ta 11/12, cywiHHA |
OXOIOPKEHHS, NpoLecy BUpoOHMLTBA /18 060X AiNbHULbB
Acino, Aesch Ta Acino, Liesberg. PegakuiiiHi 3miHu: - ons
eTany 10 3a3HayeHHs, L0 BUKOPUCTOBYETLCS Cyllapka 3
NceBAO3PIMKEHNM LLIAPOM, SiKa 3rafyeTbCs Ha
nonepegHboMy etani 8/9. Cylwiapka 3 nceBAo3pimpKeHNM
LIapoM BYKOPUCTOBYETLCA Ha 060X AifbHULbL Acino, Aesch
Ta Acino, Liesberg i TOMy NponoHy€eTbCA 3a3HauUnTH
KOPEKTHO 061aiHaHHS, SIKe BYUKOPUCTOBYETLCA Mif, Yac
BMpO6HUUTBA. XKOAHUX 3MiH B 06/1a4HaHHI He BiA6ynoch.
BBeeHHs 3MiH NpoTArom 6-Tu MICALB NiCNS 3aTBEPMKEHHS;
3MiHM | TUny - 3MiHK 3 siKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHM Yy NpoLeci BUPO6GHULTBA
rOTOBOrO NiKapCbKOro 3acoby, BKIOUAKYN MPOMDKHWIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHWLTBI TOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BVMPOGHMLTBA) - BUTYYEHHS LLIBUAKOCTI 06epTaHHsA
[103yI04OT0 FBMHTOBOrO TpaHcnopTepa Ha etani 4/5
BUPOGHMYOro npouecy(ans o6ox AinbHuus Aesch ta
Liesberg). BBeAeHHs 3MiH NpoTArom 6-Tu MicAuis nicns
3aTBEPKEHHS; 3MiHM | Tuny - 3MiHK 3 iKoCTi. FoToBUI
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nikapcbkuii 3aci6. 3MiHM y BUPO6GHMLTBI. 3MiHM BUNpobyBaHb
abo [0oNyCTUMUX MeX, BCTAHOBJ/IEHMX Y cneumdikauisx, nig
Yyac BUPOOHMLTBA FOTOBOrO MiKapCbKOro 3acoby (iHLi 3MiHM)
- 3MiHa YacToTu BUNPOOyBaHHA AN NOKa3Huka "HaHeceHHs
MapKyBaHHA" Ha eTani MNakyBaHHS. BBeeHHSA 3MiH NPOTAroM
6-Tv MicALIB MiCNSA 3aTBEPLKEHHS; 3MiHW | TUNY - 3MiHK 3
AKOCTi. [O0TOBWIA NikapCcbkWii 3aci6. 3MiHW Yy BUPOOHULTBI.
3MiHM BUNpo6yBaHb abo A0MYyCTUMMX MEX, BCTAHOBEHNX Y
cneuudikauisix, nig yac BUPOOHULTBA FOTOBOrO /1iKApPCbKOro
3aco6y (iHLWi 3MiHK) - 3MiHA YacTOTV BUNPOOYBaHHA Ta
KiNIbKOCTI Kancyn Ans nokasHuka "[oexuHa kancynu" nig vac
BMPOGHMLTBA A5 eTany 14 HanoBHeHHs kancyn (BeBegeHHs
3MiH NPOTAroM 6-TW MICALIB NicNs 3aTBEPLKEHHS); 3MiHM |
TMNy - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6HMLTBI. 3MiHN BUNpoOyBaHb abo AONYCTUMUX MEX,
BCTAHOBJIEHVX Y crneumdikayisx, nig yac BMpo6bHMLUTBa
roToBOro Nikapcbkoro 3acoby (iHLWi 3miHK) - aganTavis
napameTpa "OfHOPIAHICTbL MacKn”, L0 KOHTPOMETLCA i
Yyac BUpO6GHULTBA NlikapcbKoro 3acoby Ha etani 14
HanoBHeHHA kancyn. [na HOBOI AinbHULi Acino, Liesber
nocunaHHsA Ha BUMOIU 3aMiHIOETbCS 3 BHYTPILLHBOI BUMOT Ha
BUMOTY 3rigHo EP 2.9.5. PefakujiiHi 3miHun: - ETan 8
nepeHeceHo fo Etany 11/12, 3rigHo 3 HyMepaLi€eto y onuci
BMPOGHMYOro npouecy y posgini 3.2.P.3.3 Description of
Manufacturing Process and Process Controls; - gns
3aTBepXeHol ainbHuLi Acino, Aesch, 3 meTolo
rapaHTyBaHHs, L0 pe3yibTaT napameTpa "OgHopigHICTb
Macu", LLIO KOHTPOJIIETLCA Ha NoYaTKy npoLecy
BUrOTOBJIEHHS, HE 3MIHIOETLCA NPOTATOM YCbOro etany
HanoBHeHHS Kancys, yTOYHIOETbCA YacToTa NPoBEAEHHS
BMNpo6yBaHHA. BBeAEeHHS 3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS; 3MiHK | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPO6GHMLTBI. 3MiHK BUNpObyBaHb
abo gonycTMMmMX MeX, BCTAHOBMIEHWX Y crieumdpikayisx, nig,
yac BMPOOHMLTBA FOTOBOIO NiKapCbKOro 3acoby (iHLWi 3MiHM)
- 3MiHa YacToTK BUNPOBYBaHHA Ta Ki/IbKOCTI kancyn ans
nokasHuka "CepefHs Maca" nig yac BUpobHuLTBa AN eTany
14 HanoBHeHHS kancyn. PepakuiiiHa 3miHa: - HyMepauii
eTanis BunpobyBaHHs B po3gini 3.2.P.3.4 Control of Critical
Steps and Intermediates y3rogpkeHa 3 Hymepavi€to, Lo
HaBejeHa B onuci BupobHuyoro npouecy 3.2.P.3.3
Description of Manufacturing Process and Process Controls.
BBefeHHS 3MiH NpOTArom 6-Tu MiCALB NicNs 3aTBEPAKEHHS;
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii 3aci6.
3MiHn y BUPO6HMLTBI. 3MiHK BUNpobyBaHb abo JOMyCTUMUX
MeX, BCTAHOBJIEHVX Y crneumdikalisx, nig vyac BMpo6bHuUTBa
roTOBOrO NikapcbKoro 3acoby (iHLUi 3MiHK) - 3MiHa YacToTh
BMNPOGYBaHHA Ta KiNIbKOCTi kancyn Ansa nokasHuka "oOnuc"
nig Yac BUpobHMUTBa AN eTany 14 HanoBHEHHS kancyn.
PepakuiiiHa 3miHa: - 3amMiHeHO TepMmiH “sustained" Ha
"prolonged" release capsules; - Hymepadii eTanis
BMpo6HULTBA B po3gaini 3.2.P.3.4 Control of Critical Steps
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

and Intermediates y3rogkeHa 3 Hymepawj€to, L0 HaBefeHa
B onwuci Bupo6Huyoro npotecy 3.2.P.3.3 Description of
Manufacturing Process and Process Controls. BeegeHHs
3MiH NPOTAroM 6-Tu MiCALB NicNs 3aTBEPMAKEHHS; 3MiHU |
TUny - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. Onuc Ta
cknag,. 3miHa y cknagi (4OMOMiKHUX peyoBMHAaX) roTOBOro
nikapcbKoro 3acoby (iHLWi AONOMiXHI pe4oBuHNY) - Byab-aka
He3HayHa 3MiHa KiJIbKiCHOro cknafy AONOMIXHUX PEYOBUH Y
rOTOBOMY JliKapCbKOMY 3aC006i - HE3HaYHE KOPUTyBaHHS
KiNbKICHOTO cknagy [OMNOMDKHUX PEYOBWH A1 FOTOBOrO
nikapcbKoro 3acoby, Lo 3a3HaveHi B po3gini 3.2.P.3.2
Cknag, Ha cepito: YTOYHEHHS Ki/IbKOCTi OUMLLLEHOT BOAM, WO
BUKOPVCTOBYETLCA [/151 BOJIOrOro rpaHy iloBaHHA. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAKEHHS; 3MiHM |
TMny - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKWii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iIMNopTepa/3MiHu, L0 CTOCYHTLCA
BUMYCKY Cepii Ta KOHTPOJIKO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo foAaBaHHS BUPOOHMKa, L0 BiAMNOBIAaE
3a BBe3€eHHs Ta/abo Bunyck cepii) - Britovyaroum
KOHTPO/b/BUNPOBYBAHHSA Cepil - BBEAEHHS Ai/TbHUL
BMPOGHMLTBA, WO BiAMNOBIAAE 3a BUNYCK Cepii, BKIHOYAUn
KOHTPO/b/BMNPOGYBaHHSA cepii rOTOBOrO JlikapcbKoro 3acoby
— AumHo ®apma AT, Bipceer 2, 4253 Nic6epr, LUBeiiuapis.
BBeeHHs 3MiH NpoTArom 6-Tu MIiCALB NiCNA 3aTBEPAKEHHS;
3MiHM | TURY - AAMIHICTPaTVBHI 3MiHU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecun micLa NpoBamKEHHS AiNbHOCTI
BMpPO6HMKa/iMNopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOUAIOUY AiNbHULj BUMYCKY cepil abo micue npoBeaeHHS
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOPTEP, HE BK/IKOYAKOYM BUNYCK Cepili) - 3MiHa B
Ha3Bi 4oAaTKOBOI Naboparopii, Wo npuiiMae yyacTb B
KOHTPO/I AKOCTI, & caMme YHTep3yXyHrCiHCTUTYT Xennenep
'M6X - fogaHHA B Ha3By nabopatopii yactuHy N6X B
NoKanbHi peecTpaviiiHi JOKYMeHTW, NpUBEAEHHS A0
opuriHaNbHMX peecTpauiiHnx MaTepianis BUPOGHMKA
(BBegeHHs 3MiH MpoTAromM 6-Tu micsuis nicns
3aTBEepPAKEHHS)

203.

OPTO®EH-
370POB'AA
®OPTE

TabneTku, BKpUTI
060/10HKOIO,
KMLUKOBOPO34MHHI, N0
50 mr no 10 Tabnetok
y 6nicTepi; no 1 abo
no 3 6nictepu B
KapTOHHI KopooLi

ToBapucTBO
3
06MeXeHo
Bignosigans
HiCTIO
"®apmauesT
nyHa
KOMMaHis
"3popos'a”

YkpaiHa

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b IKOCTI,
BUNYCK cepii:
ToBapucTBo 3
obMexeHo
Bi4NOBIAANLHICTIO
"PapmaueBTnyHa
KOMnaHis
"3p0poB'a”, YkpaiHa;
BCi cTagil
BMPOGHMLTBA,
KOHTPONb SIKOCTI:
ToBapucTBo 3
obMexeHo

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | TUnY -
OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKV NiKapCbKOro
3ac06y 3 BHECEHHAM iHhopMaLii WoA0 3a3HaYeHHS
OAVHWLb BUMIPIOBAHHSA Y cuctemi Sl. BBegeHHs 3MiH
MPOTAroM 6-TW MIiCALIB MiCNSA 3aTBEPAKEHHS

3a
peyenmom

UA/7252/01/02
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BiANOBiAA/IbHICTIO
"®APMEKC IPYM",
YKpaiHa
204. | OPEB® Kancynm m ski no 100 BepiHrep HimeuunHa MepBuHHE HimeuuunHa BHECEHHS 3MiH IO peecTpaviiiHix maTepianis: 3miHu |l Tuny - 3a UA/16115/01/01
mr, no 10 kancyny IHrenbxanmv (6nictepn) Ta OHOB/EHO MnaH ynpaBniHHA pu3ankamu, Bepcia 10.0 y peyenmom
6nictepi, no 6 IHTepHeLwHN BTOPUHHE 3B'A3Ky 3 OHOBJ/IEHHSIM NJ1aHy 3 hapmakoHariagy Ta
6nicTepiB y KAPTOHHIl 6X nakyBaHHs, BUAaNeHHsAM 3 NnaHy ynpasniHHA py3nkaMun HeBigoMOT
MapKyBaHHS, iHchbopMmaLii WoA0 B3aEMOZIi 3 FOPMOHaIbHMU
KOHTpauenTuBamu, Sk pe3yibTar 3aBepLUeHOro KAiHiYHoro

ynakoBLj

KOHTPO/b SIKOCTI,
KOHTPO/Tb AKOCTI 3a
NOKa3HUKOM
MikpobionoriyHa
yuctoTa Ta BUNycK
cepili nikapcbkoro
3acoby: bepiHrep
IHrenbxaim ®apma
'M6X i Ko.KT,
HimeuyumnHa;
Brpo6HMUTBO,
ynakoBka Ta
KOHTPO/Ib SKOCTi (3a
BUK/TIOYEHHAM
MiKpOGionoriyHoi
4YMUCTOTW) Kancyn
bulk (He
po3dhacoBaHoi
npoaykKuii):
KataneHt
HimeyunHa E6epbax
m6X, HimeuunHa;
AnbTepHaTUBHi
OinbHUUI oNs
BTOPUHHOTIO
nakyBaHHs Ta
MapKyBaHHS:
LLiteremaHH
JNboHepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuunHa,;
Papm/lor dapma
NopyxicTik TM6X,
HimeuunHa,;
AnbTepHaTUBHi
nab6oparopii ana
npoBefeHHs
KOHTPO/O SIKOCTI (3a
BVIK/TIOYEHHAM
Mikpob6ionoriuHoi
uncToTn): A eHg Em
LTa6Tect MM6X,

HimeyuynHa HysicaH

[OCNIMKEHHS, WO NPOBOAMIOCH HA BUMOTY PerysisTOpHOro
opraHy. 3miHM BHECEHO A0 YacTuH «Crneumdikauis 3
6e3nekn» (Mogyni CVII, CVIII), «MnaH 3 chapmakoHarnsgy»,
«3axoay 3 MiHiMizauii pn3ukie», «Pe3tome nnaHy ynpaBiHHSA
pu3nkamm»
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n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
rm6X, HimewunHa;
AnbTepHaTuBHa
nab6oparopia gns
npoBefeHHs
KOHTPO/O AKOCTI
Mikpob6ionoriuHoi
ynctoTtu: Crc
IHCTUTYT PpeseHiyc
'm6X, HimeuunHa
Na6op N+C AT,
HimeyunHa
205. | ODPEB® Kancynm m ski no 150 BepiHrep Himeuunna MepBuHHE Himeuunna BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3minu |l Tuny - 3a UA/16115/01/02
mr, no 10 kancyny IHrenbxanmv (6nicTepu) Ta OHOB/EHO MnaH ynpaBniHHA pu3nkamu, Bepcia 10.0 y peyenmom
6nictepi, no 6 IHTepHeLLHN BTOPVHHE 3B'AA3KY 3 OHOB/IEHHAM M/1aHy 3 hapMakoHarnagy Ta
6nicTepiB y KAPTOHHIN 6X nakyBaHHs, BUAAEHHAM 3 [naHy ynpasniHHSA pyu3nkaMmn HEBILOMOT
ynakoBLj MapKyBaHHS, iH(hopMmaLii WoA0 B3aEMOZji 3 rOpMOHaIbHMU

KOHTPO/b SIKOCTI,
KOHTPO/Ib AKOCTi 3@
NOKa3HUKOM
Mikpo6ionoriyHa
yncToTa Ta BUMYCK
cepili nikapcbKkoro
3acoby: bepiHrep
IHrenbxanm ®apma
mM6X i Ko.KT,
HimeuyumnHa,;
Brpo6HMUTBO,
ynakoBka Ta
KOHTPO/Ib AKOCTI (3a
BVIK/TIOYEHHAM
Mikpo6ionoriyHoi
4nCTOTH) Kancyn
bulk (He
po3dacoBaHoi
npoaykuiv):
KataneHt
HimeuunHa E6epbax
M6X, HimeyunHa;
AnbTepHaTUBHI
LiNbHUUI Ana
BTOPVHHOIO
nakyBaHHs Ta
MapKyBaHHS:
LLiteremaHH
JNboHbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuumnHa;
dapm/lor dapma
NopyxicTik TM6X,
HimeuumnHa;
AnbTepHaTuBHI

KOHTpaLenTuBamu, Sk pe3ynibTaT 3aBepLUEHOr0 KiHIYHOro
OOCMIIKEHHS, L0 MPOBOAUIOCH HA BUMOTY PerynsTopHOro
opraHy. 3miHM BHECeHO 0 YacTuH «Crneumdikauin 3
6e3nekn» (mogyni CVII, CVIIl), «MnaH 3 hapmakoHarnsgy»,
«3axo4M 3 MiHiMi3auji pu3ukiB», «Pestome niaHy ynpasniHHS
pu3nkammn»
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nabopartopii gns
npoBefeHHs
KOHTPO/IO AKOCTi (3a
BUK/TIOYEHHAM
Mikpob6ionoriyHoi
ynucToTn): A eHg Em
LWrabrect FM6X,
HimeuuunHa HysicaH
'm6X, HimeuunHa;
AnbTepHaTuBHa
na6oparopis ans
npoBefeHHs
KOHTPO/O AKOCTI
Mikpob6ionoriyHoi
yuctotu: Crc
IHCTUTYT PpeseHiyc
'mM6X, HimeuunHa
Nab6op N+C AT,
HimeyunHa
206. | NAHKPEATU TabneTku, BKpUTI TOB Ykpaina TOB "TepHodhapm" Ykpaina BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | TUnY - bes UA/7539/01/01
H 8000 060/10HKOH0, "TepHodhap BHECEHHS 3MiH 40 MeToAy BUNPO6yBaHHSA 3a MOKa3HMKOM peyenma
KMLLKOBOPO34YMHHI M0 M "KifibkicHe BM3Ha4yeHHA", 30KkpemMa: 3MiHu LWoa0
0,24 r, no 10 TabneTok BMKOPUCTAHHSA CTaH4APTHUX 3paskiB; 3MiHU B
y 6nictepi; no 1 abo npo6oniAroToBLi CycneH3ii MOPIBHAHHSA LWOA0 BU3HAYEHHS
no 5 6nicTepiB B navw, NiNONITUYHOT Ta aMifIONITUYHOI aKTUBHOCTI; BHECEHHS
3 KapTOHY pefakuiiiH1X npaBok
207. | NANABEPWH | po34uH Ans iH'eKw,ii, MpuBaTHe Ykpaina MpuBaTHe Ykpaina BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TNy - 3a UA/13332/01/01
20 mr/mn no 2 mn B akLioHepHe akLioHepHe OHOB/IEHHS TEKCTY MapKyBaHHSA yNakoBKM /liKapCbKOro peyenmom
amnyni; no 10 amnyny | ToBapucTBO TOBapUCTBO 3ac06y 3 BHeCEHHAM iHhopmaL,i WoAo 3a3HaYeHHs
nauui 3 KapToHy 3 "Jlekxim- "Jlekxim-XapkiB" OAMHWLb BUMIPIOBaHHS Y cuctemi Sl. TepmiH BBeAEHHS 3MiH
neperopogkamu; no 2 Xapkis" npoTArom 3 MicsILiB Micns 3aTBepIKEHHS
MmN B amnyni; no 100
amnyn y kopobu,i 3
KapToHy 3
neperopojxamu; rno 2
M/1 B amnyni; no 5
amnyn y 6nictepi; no 2
6nictepu y nauui 3
KapTOHY
208. | NAPABEPIH® | Tabnetku, no 10 TOB Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 6e3 UA/12092/01/01
TabneTok y 6nictepi; "KYCYM PAPM" BHECEHHS 3MiH 10 po34i/ly «MapKyBaHHs»; 3anpornoHOBaHo: peyenma
no 1 a6o 3, a6o 9 PAPM" 3rigHo i3 3aTBEpAXEHUM TEKCTOM MapKyBaHHS. 3MiHN
6nicTepiB y KAPTOHHIl BHECEHI B TEKCT MapKyBaHHS YNaKoBKY NiKapCbKoro 3acoby
ynakoBLi LLI0A0 3a3HAYEHHA MDKHAPOAHUX MO3HAYeHb OAMHULb
BVIMipIOBaHHS
3MiHW | TUMY - OHOB/IEHHS BXE 3aTBEPAKEHNX METOAIB
KOHTPOIO SIKOCTi /TiKapCbKOro 3acoby, a came BUKNaAEHHS
TEKCTY AeP>KaBHOI0 MOBOIO 3riHO Cy4YacHUX BUMOT
209. | NAPALETAM | Tabnetku wunydi no 2 ToBapucTBO Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH /10 pEECTPaLiiHMX MaTepiasiB: 3MiHK | TNy - 6e3 UA/17041/01/01
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ol EKCTPA

TabneTku y cTpuni, no
6 cTpunis y Kopobu,i 3
KapTOHY

3
06MeXeHo
Bignosigasib
HiCTIO
"®apmaueBT
nyHa
KOMNaHis

"340poB'a

06MeXeHOI0
BiANOBIAA/ILHICTIO
"PapmaueBTnyHa
KommMaHis "3gopoB'a"”

OHOB/IEHHS TEKCTY MapKyBaHHSA yNakoBKM /liKapCbKOro
3acoby 3 BHECEHHSIM iHGhopMaLliT LWLoA0 3a3HAYEHHS
OAMHULIb BUMIPIOBAHHSA Y cuctemi Sl. BHeceHHs 3miH Ao
po3giny “MapkyBaHHa” MKA /13: 3anponoHoBaHo:
MAPKYBAHHSA BignoBigHO A0 3aTBEP)KEHOrO TEKCTY
MapKyBaHHs. BBefeHHs 3MiH NpoTArom 6-Tu micsuis nicns
3aTBepMKEeHHs

peyernma

210.

NMENOPCIH

pPO34nH opasibHMiA, 800
mr/1 1 no 20 mn abo
25 mn a6o 50 mn y
dhnakoHi; no 1
hnakoHy B navui 3
KapToHY

AT
"Papmak”

YkpaiHa

AT "®dapmak"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecy 3asiBHVKa (BacHUKa peecTpaviiHoro nocBigYeHHs)
3MiHa HaliMeHyBaHHA Ta afipecy 3asBHMKa (BNacHUKa
peecTpaLiniHoro Noceig4YeHHs)

BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAXEHHS.
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BK/THOYAKOUN AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPO/IO AKOCTI. (AisANbHICTb, 3a Ky BiAnoBigae
BMPOGHUWK/iMNOpTEp, BK/KOYaK4M BUMYCK cepili) 3MiHa
HallMeHyBaHHs Ta agpecu BUpo6HYKKa, 6e3 3MiHW MicLst
BUPOOHMLUTBA: 3MiHVM BHECEHO B IHCTPYKLiIO 418 MegUYHOro
3aCTOCyBaHHSA LLOA0 HaiMeHyBaHHSA Ta MiCLIe3HaXOKEeHHS
BMpPOBHMKA 3 BiANOBIAHNMY 3MiHAMUW Y TEKCTI MapKyBaHHS
yMakoBKM MiKapCbKOro 3acoby.

BBefeHHA 3MiH NPOTAroM 6-Tu MICALB NiC/1A 3aTBePAKEHHS
3MiHu | TUny - 3MiHKM Wopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) BHeceHHst 3mMiH go po3giny
«MapkyBaHHA» MKA /13 3aTtBepaxeHo: MAPKYBAHHA
BianoBsigae 3aTBepXeHOMY TEKCTY MapKyBaHHS, L0
nopaetbes. 3anponoHosaHo: MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapcbkoro 3acoby 3 BHECEHHSIM
iHchopmauii LoA0 3a3HaYEHHS OAMHUL BUMIPIOBAHHS Y
cuctemi S.

BBefeHHs 3MiH NPOTAroM 6-Tu MicALIB NiCaa 3aTBepPAKEHHS

6e3
peuyenma

UA/16343/01/01

211.

MENOPCIH®

cupon no 100 mny
chnakoHi, no 1
hNakoHy 3 403YHUUM
CTakaHOM Y nauuij 3
KapTOoHY

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiiB: 3MiHM | TNy -
BHECEHHS 3MiH [0 po34iny «MapkyBaHHsA» MKA N3;
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro
TEKCTY MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
yNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHSIM iHchopMalii
LLIOA0 3a3HaYEHHS OAMHUL BUMIPIOBaHHSA Y cucTeMi Sl.
BBegeHHs! 3MiH NPOTArom 6-Tu MICALIB NiC/1A 3aTBePAKEHHS

6e3
peyenma

UA/16343/02/01

212,

NMENOPCIH®

TabneTkun, BKpUTI
NAiBKOBOO
060/10HKOI0, M0 20 Mmr,
no 10 TabneTok y
6nicTepi, no 2
6nictepu y nauui

AT
"®papmak”

YkpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny -
BHECEHHS 3MiH A0 po3giny «MapkyBaHHsa» MKA N13;
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro
TEKCTY MapKyBaHHs. OHOB/IEHHSA TEKCTY MapKyBaHHs
yNakoBKM NikapcbKoro 3acoby 3 BHECEHHSAM iHchopmalii
LLOA0 3a3HaYeHHS OAUHMLE BUMIPIOBAHHA Y cucTemi Sl.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALIB Nic/a 3aTBepPAKEHHS

6e3
peuyenma

UA/16343/03/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
213. | NEHTAKCUM | nopowok Haemophilus CaHodi ®paHuis CaHodpi MacTtep, PpaHuis/ BHeceHHs 3MiH 10 peecTpaviliHix maTepianiB: yTOYHEHHSA 3a UA/13010/01/01
® BAKUVMHA influenzae Tuny b Ta MacTep ®paHuin; CAHO®I ITania/ HanucaHHA BUPOGHUKIB B Hakasi MO3 YkpaiHu Ne 2417 peyenmom
Ana cycneHsis Ans iH'ekujn C.MN.A., ITanis; YropLmHa Big, 23.10.2020 B npoueci BHeCEHHs 3MiH (3MiHn | Tuny -
MPO®DINAKT (0,5 mn); mo 1 CaHodpi-ABeHTiC AAMIHICTPaTUBHI 3MiHW. BunyyeHHst BUPO6HUYOT AinbHUL
KU h1aKkoHy 3 NOPOLLKOM Mpaiisit Ko. N1a., (Bovatoum ginbHuUUi ans A®Il, NpoMixXHOro NpoaykTy abo
BUNOTEPII, Ta 1 nonepefHbL0 YropwmHa roTOBOrO /iKAPCbKOro 3acoby, AiNbHULi 415 NPOBEAEHHS
MPABLS, 3aMoBHEHOMY LUMpULY nakyBaHHs, BUPOOHWMKa, BigNoBifanibHOro 3a BUMYCK Cepi,
KALLU/TIOKY (0,5mn) 3 MicLle NpoBeEeHHSA KOHTPOIO cepil) abo noctavyanbHUKa
(ALENIONAP | NpuKpIinIeHo ronko BMXifHOro Martepiany, peareHTy abo fONOMiXHOT peYOBUHN
HUIA (abo 2 okpemumun (KO 3a3HAYEHO Y A0CHE) - BUMYyYeHHS byaiBni V4 Ha
KOMMOHEHT | ronkamu), Lo MiCTUTb BMPOGHMUIli AinbHULI CaHocpi MacTep B M. Marcy I'Etoile
), cycnexsito gns (etan dhepmerTauii Haemophilus influenzae Tuny b go
noniomieni iH'EKUN, B KAPTOHHIN oTpyMaHHS npomikHoro npoaykTy Cetrimide pellet) gns
TY Kopobui; no 1 BUrOTOB/IEHHSA Aitoyoi pedoBunHM PRP-T. IHhopmalisa wopao
IHAKTUBOBA | ¢hnakoHy 3 NOpOLLKOM 6yaisni V4, Bugansetbcs 3 po3ginis CTD. TepmiH BBeAeHHS
HATA Ta 1 nonepeaHbO 3MiH - )0BTeHb 2022 poky; 3MiHu |l Tuny - 3MiHM 3 AKOCTI.
BAKUVHA 3anoBHEHOMY LUNpULY A®|. Bupo6HMUTBO. 3MiHM B npoveci BupobHuuTea Ad|
ansa (0,5mn) 3 (3MiHa CTOCYETbCA aKTUBHOI PEYOBUHN
MPO®DINAKT NPUKPIN/IEHOIO FOJIKOH 6i010ri4YHOro/iMyHO/OrYHOr0 MOXOAKEHHS 260
KU (abo 2 okpemunmu BUKOPUCTAHHSA XIMiYHUX AD| y BUPOBHULITBI NiKapCbKOro
IHDEKLLIA, rofikamu), Lo MIiCTUTb 3aco6y 6i0/10ri4YHOro/iMyHOMONYHOTO NOXOMKEHHS, SiKa MOXe
CNPUYMHEH | cycneHsito gns MaTu 3Ha4YHUIA BNIVMB Ha SKICTb, 6e3MneKy Ta e(peKTUBHICTb
nx iH'ekUilt, y NiKapcbKoro 3acoby, i He CTOCYETbCSA NMPOTOKO/Y) - 3MiHU Ha
HAEMOPHIL cTaHgapTHo- eTani pepmeHTauii Haemophilus influenzae Tuny b ans
us Tuny B €KCMOPTHI ynakoBLi, oTpUMaHHs npomikHoro npoaykTy Cetrimide pellet npu
KOH’IOFOBA | ska MiCTUTbCS Y BUPOGHMLTBI Aitoyoi peyoBrHU PRP-T. TepmiH BBeeHHS
HA, KapTOHHI kopobui (3 3MiH - )0BTeHb 2022 poky). Pepakuis B Hakasi: CaHodi
AACOPBOBA | iHCTpyKUi€eto ans Mactep, ®paHuis; CAHO®I C.MN.A., ITanis. BipHa pegaxkuif:
HA MeauyHoro CaHodi MacTep, PpaHuisn; CAHO®DI C.M.A., Itanis;
3aCTOCYBaHHS) CaHodpi-ABeHTic MpaiiBiT Ko. N114., YropwumHa.
214. | NEHTANIH Kancynu, no 10 kancyn TOB Ykpaina TOB "dapma Crapt" Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasliB: yTOUHEHHS [0 3a UA/10881/01/01
®C EKCTPA y 6nicTepi; no 1 abo 2 "ACIHO Haka3y MO3 YkpaiHn Ne 1789 Big 04.08.2020 poky w040 peyenmom
KANCYnn 6nicTepy B KApPTOHHIN YKPAIHA" HanvcaHHa peecTpauiiHoi npoueaypu: 3MiHW | Tuny -
navuyi 3MEeHLUEHHS1 YacToTW AOCNiMKeHHs cTabinbHocTi MN3
MeHTanriH ®C ekcTpa kancynu, Ha OCHOBI aHaui3y
CTaTUCTUYHUX AAHUX: 3aNPOMNOHOBAHO: MOHITOPUHT
cTabinbHOCTI 3 YacoBMM iHTepBasiom 0, 12, 24, 36 Mic.
215. | NEHTACA Tabnetkun Peppinr LBeliuapis ®eppiHr MTM6X, HimewunHa/ BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/4990/02/01
NPOIOHrOBaHOI Aji No IHTEpHEeLIHN HimeuunHa LLIseliyapis BHECEHHS 3MiH [0 po34iny «MapkyBaHHsA» MKA N13; peyenmom
500 wmr; no 10 CeHtep CA (BignoBigansbHWii 3a 3anpornoHoBaHo: MapkyBaHHs. 3rigHO 3aTBEPKEHOIO
TabneTok y 6nictepi; BUMNYCK cepii); TEKCTY MapKyBaHHs. OHOBIEHHSA TEKCTY MapKyBaHHs
no 5 a6o 10 6nicTepis deppiHr YNaKoBKM NiKapCbKoro 3aco6y 3 BHECEHHSIM iHdhopmauii
Y KapTOHHI kopobui IHTepHewwHn CeHTep LLOA0 3a3HaYeHHS OAVHMLB BUMIPIOBAHHA Y cucTemi Sl.
CA, Wseiiuapis BBefieHHs1 3MiH NPOTArom 6-T1 MIiCALLB MiCNA 3aTBEPKEHHS
(BMPOGHNLTBO)
216. | NEHUWKNIOB | kpem 1%, mo5ry MPAT YkpaiHa MPAT "®ITODAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnX maTepianis: 3miHu | Tuny - Bes UA/14731/01/01
IP- Ty6i; no 1 Ty6i B nauyi | "®ITOPAPM 3MiHW B TEKCTi MapKyBaHHSA yNakoBKM MikapCbKoro 3acoby peyenma
®PITOPAPM 3 KapTOHY " LLI0A0 3a3HAYEHHA MDKHAPOAHUX MO3HAYeHb OAVHULb

BVMIipIOBaHHS. BHeCeHHs 3MiH f0 po3ainy «MapKyBaHHs»
MKSA N3; 3anponoHosBaHo: MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. TepMiH BBEAEHHS 3MiH-
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Ne

Hassa

3asaBHUK

®dopma BunycKy Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
npoTsrom 6 MicsiLiB Micnsi 3aTBepPAKEHHS
217. | NEPEKUCY pO34nH ons MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3miHu |l Tuny - 6e3 UA/7655/01/01
BOAHKO 30BHILUHLOTO dapmaLeBT PapmaueBTMUHA BBEAEHHS 404AaTKOBOro BupobHuka Adl Mepekucy BogHo 30 peyenma
PO3UNH 3% | 3acTocyBaHHs, BOOHWIA N4Ha thabpuka "Biona" % MpAT "bionik" 3 HagaHam DMF. 3anponoHosaHo: TOB
3 %, no 40 mn, abo habpuka «IHTep-CuHTe3», YkpaiHa TOB «J/lera», Pocis MNMpAT
100 mn, a6o no 200 "Biona" «Bionik», YkpaiHa
MY doiakoHax
CKNsiHWX abo
nonimepHux; no 40
M, abo 100 mny
th1akoHax CKASHUX
abo nonimepHux; no 1
hnakoHy B nayui
218. | NEPCEH® Kancynu Teepai, no 10 AnsoreH ManbTta Nek CnoBeHis BHECEHHS 3MiH [0 peECTpaLiiiHuX MaTepiasis: 3MiHU | TURY - 6e3 UA/2838/02/01
POPTE Kancyn y énictepi; no ManbTa dapmaueBTUYHA noJaHHs OHOB/IEHOro cepTuddikary BignoBigHOCTI peuyenma
2 6nictepu 'y OnepeiiweH KOMnaHis 4.24. €sponelicbkiin hapmakonei R1 CEP 2010-043-Rev 00 Big,
KapTOHHI KOpoo6Li c (POY) N1pg, 3aTBEpAXEHOro BMpo6bHrka ROUSSELOT gonomikHOT
PEeYOBUHM XenaTuH (3anponoHoBaHo: R1 CEP 2010-043-
Rev 00); 3miHu | TUNYy - BUNyYeHHs cepTudpikatis
BifNOBigHOCTI €Bponelickkili hapmakonei Ans AONOMiKXHOT
PEYOBUHM XenaTuH BUpobHukie: R1-CEP 2000-027-Rev 02
BMpo6HMKa ROUSSELOT SAS, France; R1-CEP 2001-332-
Rev 02 Bnpo6Hmka ROUSSELOT ARGENTINA SA,
Argentina; R1-CEP 2002-110-Rev 00 Bnpo6Huka PB
GELATINS GmbH, Germany; Bupo6Hunka GELITA DO
BRASIL LTDA, Brazil
219. | NIKOCEH® Kpanni opasibHi no 15 TOB "AKnN YkpaiHa TOB "OKN YkpaiHa BHECEHHS 3MiH 0 peecTpavliiiHux MmaTepiastis: 3MiHu | Tuny - 6e3 UA/11154/01/01
M1 a6o no 25 mny "®apmauesT "PapmaueBTnyHa OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro peyenma
dhnakoHi; no 1 nyHa habpuka" 3aco6y 3 BHeCEHHAM iHhopmaL,i WoAo 3a3HaYeHHs
hnakoHy B maui thabpuka" OAMHULb BUMIPIOBAHHSA Y cuctemi Sl. BHeceHHs 3miH Ao
po3ainy “MapkyBaHHs" MKA 13" 3anponoHoOBaHo:
MapkyBaHHS. 3rilHO 3aTBEP)KEHOrO TEKCTY MapKyBaHHs
TepmiH BBeZeHHS 3MiH MPOTArom 6 micauis nicns
3aTBEPAKEHHS
220. | NIPA3BUHAMI | Ta6neTtku no 500 wmr; My6niuHe YkpaiHa My6nivuHe YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHW | TNy - 3a UA/3702/01/01
A no 10 Tabnetok y aKLioHepHe aKLioHepHe OHOBJ/IEHHS TEKCTY MapKyBaHHSA yNakoBKM /liKapCbKOro peyenmom
6nictepi; no 5 TOBapuCTBO TOBapuCTBO 3acoby 3 BHECEHHSIM iHdhopMaLiT LWoA0 3a3HAYEHHS
6nicTepis y naui "HaykoBo- "HaykoBo- OAMHULIb BUMIPIOBAHHSA Y cuctemi Sl. BHeceHHs 3miH Ao
BMPOGHUUNIA BVPOGHWYMNIA LEHTP po3gainy “MapkyBaHHa” MK J/13. 3anponoHoBaHo:
LeHTp "BopLyariBcbkuii MapkyBaHHS. BianoBigHO 40 3aTBEPIKEHOIO TEKCTY
"Bopuyariscb Ximiko- MapKyBaHHS yrnakoBku. TepMiH BBEAEHHS 3MiH - NPOTAroM 6
KW Ximiko- thapmaLeBTUYHMIA MiCALIB Nicns 3aTBEpAKEHHS
hapmaueBT 3aBof", YKpaiHa
NYHWIA (BUPOGHMLTBO 3a
3asof” MOBHVM LVK/IOM);

ToBapucTso 3
obmexeHor
BiANoBiAa/IbHICTIO
"Arpochapm”,
YKpaiHa
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
(BUpOGHMLTBO,
nakyBaHHS1, BUMYCK
cepiin); ToBapncTeo
3 06MexeHo
BiANOBIAANILHICTIO
"Hatyp+", YkpaiHa
(KOHTpPO/Ib cepiit)
221. | NIPALETAM PO3YMH N8t iH'EKLi MpuBaTHe Ykpaina MpuBaTHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 3a UA/14579/01/01
200 mr/mnno 5 mn B akuioHepHe akuioHepHe OHOBJIEHHSI TEKCTY MapKyBaHHS yNakoBKMW NiKapCbKoro peyenmom
amnyrni, no 10 a6o 100 | ToBapucTBO TOBapuCTBO "J1EKXiM 3ac06y 3 BHECEHHAM iHhopMaLii WoA0 3a3HaYEeHHS
amnyn B naJui 3 "Jlekxim- - XapkiB" OAMHWLb BUMIpIOBaHHSA Y cucTemi Sl. TepmiH BBeAEHHS 3MiH
KapToHy; no 5 mn B Xapkis" npoTArom 3 micsALiB Nicns 3aTBepAKEHHS
amnyni; no 5 amnyn B
6nictepi; no 2
6nicTepu B nauu;j 3
KapTOHY
222. | NIPNAOKCH PO3UMH ANA iH'EKLNA, ToBapucTso Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/8736/01/01
HY 50 mr/mn, no 1 mn B 3 06MEXEHO BHECEHHS 3MiH 0 po3ainy “MapkyBaHHA" MKA /13: peyenmom
FAPOXNOPU | avnyni; no 10 amnyny | OGMEXEHO BiANOBIAA/ILHICTIO 3anpornoHoBaHo: MAPKYBAHHSA BignosigHo fo
A- KapTOHHi KopobLyi 3 Bignosigasib "®apmaLeBTUYHa 3aTBEPPKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHSA TEKCTY
340POB'A neperopogkamu; rno 1 HiCTIO KoMnaHis "3gopos'a” MapKyBaHHS YNakoBKM JliKapCbKOro 3aco0y 3 BHECEHHSIM
M/1 B amnyni; no 5 "®GapmaueBT iH(hopMmaUii WoA0 3a3HaYeHHS O4NHWLb BUMIPOBAHHS Y
amnyn y énictepi; no 2 nuHa cucTeMi Sl. BBeieHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
6/1icTepn B KAPTOHHIN KOMNaHis 3aTBEPAKEHHS
Kopoo6Li; no 1 mn B "3popos'sa”
amnyni; no 10 amnyn y
6nictepi; no 1
6nicTepy B KAPTOHHIi
Kopoo6Li
223. | NNATUPINIH | po3unH Ans iH'ekyii, 2 | ToBapucTBO | YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny - 3a UA/7976/01/01
-30POB'A mr/mnno 1 mn B 3 06MeXeHo BHECEHHS 3MiH 0 po3ainy “MapkyBaHHA" MKA /13: peyenmom
amnyni; no 5 amnyn y 06MEXEHOI0 Bi4NOBIAA/ILHICTIO 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
6nictepi; no 2 BiAnoBsigaib "bapmaueBTnyHa 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNIEHHS TEKCTY
6nicTepy B KapTOHHIlA HiCTIO KoMnaHis "3popos'a” MapKyBaHHS YNakoBKM /iKapCbKOro 3aco6y 3 BHECEHHAM
Kopob6ui; no 1 mn B "®apmauesT iHchopmauii LWoA0 3a3HAYEHHS OAVHULL BUMIPIOBAHHS Y
amnyni; no 10 amnyn y nyHa cucTemi Sl. BBeeHHS 3MiH NPOTArom 6-T1 MicAUiB micas
6nictepi; no 1 KOMNaHis 3aTBEePKEHHS
6nicTepy B KAPTOHHIi "3p0pos'a"
Kopob6ui; no 1 mn B
amnyni; no 10 amnyn y
KapTOHHil Kopobui 3
neperopogxkamm
224. | NPECTAPIYM | Tabnetku, BKpUTI ne PpaHuin Nab6opaTopii Ceps'e PpaHuia/ BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHu | TUny - 3a UA/5654/01/01
® APTIHIH NNiBKOBOKO NNABOPATY IHAacTpi, ®paHuis; Ipnangis 3MiHN BHECEHO A0 IHCTPYKLii 415 MeANYHOro 3acToCyBaHHS peyenmom
KOMBI o6onoHkoto; no 14 abo | AP CEPB'E Cepg'e (IpnaHpgis) nikapcbKoro 3acoby Ao po3zainy “MNo6iyHi peakyii” (BHeceHo

no 30 TabneTok y
KOHTeliHepi; no 1
KOHTeliHepy y kopobui
3 KapTOHY

IHpacTpic N1ta,
IpnaHgjs

no6iuHy peakuito heHomeH PeliHo) BiANoBigHO A0
pekomeHgauii PRAC. BBeieHHS 3MiH NpOTArom 6-Tu
MiCALIB MiCNA 3aTBEPIKEHHS;
3MiHM | TUNY - 3MiHW BHECEHO [0 IHCTPYKLUIT 4718 MeANYHOro
3acTOCyBaHHSA Nikapcbkoro 3acoby Ao po3giis "OcobamBoCTi
3acTocyBaHHsA" Ta "lNob6iyHi peakuii” (BHeceHo iHdhopMaLito
npo xopoiganbHuii BUNIT Ta 6e3neky 3acTocyBaHHSA
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
[OMNOMDKHMX PEYOBVH) BiANOBIAHO A0 pekoMeHgauin PRAC
Ta MaTepiasliB peecTpaLiliHoro gocbe. BBeAeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNSA 3aTBEPAKEHHS
225. | NIPAUCMACOI/ | po3uunH ans Fam6po LLBeuis BIE®DE MELITAN ITanis BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/13428/01/01
2 remodpinbTpavii Ta NyHpia AB C.N.A. He3HauHi 3MiHN y 3aTBEpPAKEHOMY METOZi KOHTPOJIHO AKOCTI peyenmom

remogianisy, no 5000
mMay
[BOKOMMNOHEHTHOMY
MiLLIKY 3
nonisiHinxnopuay
(mane BigaineHHs 250
M/ i BENMKE
BigaineHHs 4750 mn,
AKi po3ainsie KPUXKuii
Hinenb i B
NIOEPIBCLKOMY
3'e/iHyBavi NPUCYTHIlA
KnanaH abo Kpuxkwii
Hinesib); No 2 Millku y
KapTOHHI Kopobuj; no
5000 mny
[BOKOMMOHEHTHOMY
MiLLKY 3 nonionediHy
(mane BiggineHHs 250
M/ i BENMKe
BigAaineHHsa 4750 mn,
AKi po3ginse
isonsuiiHa nevatka i B
NIOEPIBCbKOMY
3'efjHyBavi NPUCYTHIl
KnanaH); no 2 mMiwkn y
KapTOHHI KopooLi

A5 NoKasHWKa «ANIOMIHIN» Yy rOTOBOMY NikapCbKoMy 3acobi,
a came y 3aTBepKeHili MeToauLi npunag atoMHo-
abcop6builiHnii cnektpomeTp Perkin Elmer 1100 BB Ha
AaHnin vac € 3acTapinum Ta nignasrae 3amiHi. MeTog,
BK/TIOHAI0UM MPOrpamyBaHHsA TemnepaTypu, 6yB y He3HauHil
Mipi aganToBaHwi, 106 BigNoBigaTM BUMOraM HOBOrO
o6nagHaHHA. MprHUMN MeToAay Ta KpUTUYHI napameTpu
3a/MLLATLCA HE3MIHEHUMW. TakoX, He3HauHi 3MiHW A0
MeToAy BUNPOOYBaHHS BUK/MKAIN BHECEHHS 3asiBHUKOM
He3HauyHOI pefaKkTopPCbKOI NPaBkun A1 AAHOI0 nokasHuka y
Cneuyudikauii nikapcbkoro 3acoby, a came foAaBaHHSA
iHcbopMmaLii npo Homep MeToAy CTOCOBHO NO6yAyBaHHS
KanibpoBOYHOT KPMBOT - MeTOZ, |, BiANoBIAHO A0 E€Bp.dapm.
2.2.23. [laHuii meTog nobyayBaHHS KanibpoBOYHOT KpMBOT
6yB Ta 3a/IMLLAETLCSH TUM CAMUM /151 NOKa3HMKa
«AntomiHili» y Metogax KoHTponto HAkocTi. Bumorn
cneumdikalii o roTOBOro MikapcbKoro 3acoby npu LboMy
3a/MLWAaTbCA He3MiHHMMK. [pornoHoBaHa pejakLis Hassa
nokasHukiB JonycTumi HopMn MeToAx KOHTPOO
Cneuudpikauis sunycky Cneuudikauiss TepMiHy npuaaTHOCTI
5.AntoMmiHili 20,01ppm n.5 MKSA, BHYTp. MeToa, €Bp. ®apm.
2.2.23, meTog |, aToMHOo-abcop6LjiiiHa cnekTpomeTpis 3
rpachiToBOIO NiYKOK; 3MiHU | TUNY - HE3HAYHI 3MiHW Y
3aTBEPAKEHOMY METO/i KOHTPO/I0 AKOCTI AN NOKa3HUKa
«KonuuectBeHHoe onpegeneHue: flaktatbi.
Mmapokap6oHaTt.» Ta «KomyecTBeHHoe onpejeneHue:
PenyuupytoLime caxapa» y roToBOMy Nikapcbkomy 3acobi, a
came: -mMeToy, «KonmyecTBeHHoe onpepenexue:
Peanyuupytoume caxapa» € TUM Xe MeTOAO0M, L0
BUKOPVCTOBYETLCA [N151 KiNbKICHOTO BU3HAYEHHS NakTaTiB Ta
rigpokap6oHary, Lo onucaHnii y moHorpadii €sp. dapm.
2000: 861 (meTog 2.2.29). JaHwnit meTog 6yB y HE3HAUHIl
Mipi OHOB/IEHWIA 3 METO ONTUMI3aLii aHaNITUYHUX pPecypciB
Ta vacy. icna oHOBNEHHS MeTof € NpuaaTHUM Ans
OZIHOYACHOTO KifIbKICHOrO BU3HAYEHHS fakTary,
rigpokap6oHaTy Ta BiHOB/IOUYMX LYKPIB Y pO34MHax A/
remMoqinbTpawii, Lo He MICTATb [/1II0KO3U | TaKUM YMHOM,
aHasTiTUYHI BU3HAYEHHS A1 NiKapCbKoro 3acoby MoxHa
NpoBOAUTY NOCAILOBHO, ONTUMI3YHOUN aHaNITUYHI pecypcu
Ta yac; - N8 NigTBEpAKEHHS KOPEKTHOCTI BUNPOOYBaHHSA
He3as1eXHo Bif, 06/1aHaHHS, WO BUKOPUCTOBYETLCSA, A0
3anponoHoOBaHOro MeTOAY BK/IOYEHO NepeBipKy NpUAATHOCTI
cucTeMu o Ta NicNs aHauTiTUYHOTO BU3HAYEHHS; - By
BK/TIOYEHI [iBa [OJATKOBYX PO3YMHN CTaHAapTy Ans
KanibpyBasibHOI KpMBOI: IN0K03a 6e3B0Ha Ta PpyKTOo3a
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
(BigHOBAIOKOYI LyKpK). 3anponoHoBaHa 3MiHa He 3aBae
HeCnpUSATIMBOrO BN/IMBY Ha AKICTb, 6€3NeYHICTb Ta
eheKTVBHICTb FOTOBOrO NiKapCbKOro 3acoby; 3MiHu | Tuny -
npvBecTu 3aTBepmxeHi MeToAn KOHTPO0 AKOCTI
nikapcbKoro 3acoby y BiANOBIAHICTb 0 BUMOT NYHKTY 11
po3giny 5 Mopsigky, a came: - 3MiHUTU MOBY BUK/IaAEHHS
MeTopjiB KOHTPO/II0 AKOCTI JliKapCbKoro 3acoby 3 pociiicbKoi
Ha YKpaiHCbKy MOBY
226. | MPACMACOI/ | po3uunH ansa Fam6po LLsewis BIE®DPE MELITAN ITanisa BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13428/01/02
4 remoqpinbTpavii Ta NyHpia AB C.N.A. He3HauHi 3MiHN y 3aTBEPIKEHOMY METOZi KOHTPOJIHO AKOCTI peyenmom

remogianisy, no 5000
My
[BOKOMMOHEHTHOMY
MiLLKy 3
nonisiHinxnopuay
(mane BigaineHHs 250
M | BENMKE
BigaineHHs 4750 mn),
AKi po34inse KPUXKuii
Hinenb i B
NIOEPIBCbKOMY
3'e[iHyBaYi MPUCYTHIl
KnanaH abo KpUxkuii
Hinesb; No 2 Miwka y
KapTOHHI kopobuj; no
5000 mny
[BOKOMMOHEHTHOMY
MiLLKY 3 nonionediHy
(mane BigaineHHs 250
M/ i BENMKE
BiggineHHa 4750 mn),
AKi po3ginse
isonsuiiHa nevatka i B
NIOEPIBCLKOMY
3'e/iHyBavi NPUCYTHIlA
KnanaH; no 2 mika y
KapTOHHIA KOpoo6Li

AN NOKa3HMKa «AJOMIHIN» Y rOTOBOMY NikapCbKoMy 3acobi,
a came y 3aTBeppKeHiin MeToauLi npunag atoMHo-
abcop6buiriHnii cnektpomeTp Perkin Elmer 1100 BB Ha
[aHuii yac € 3acTapinum Ta nignsrae samiHi. Metog,
BK/IOYAKOUM NporpamyBaHHsA TemnepaTtypu, 6yB y He3HauHii
Mipi aganToBaHwi, W06 BignoBigaTV BUMOraMm HOBOro
o6nagHaHHA. MpuHUMN MeToay Ta KPUTUYHI napameTpu
3a/IMLIATbCA HE3MIHEHUMW. TakoX, He3HauHI 3MiHV A0
MeToAy BUMPOOYBaHHS BUK/IMKaIN BHECEHHS 3asiBHUKOM
He3Ha4HOI pefaKTOPCLKOI NPaBkn AN AAHOIO0 NnokasHuka y
CreuundikaL,ii nikapcbkoro 3acoby, a came foAaBaHHS
iHchopmaLii npo HoMep MeToAy CTOCOBHO MOGYAyBaHHS
KanibpoBOYHOI KpPMBOI - MeToA |, BiANOBIAHO 00 €Bp.dapm.
2.2.23. [laHnin meTog nobyayBaHHS KanibpoBOYHOT KPMBOT
6yB Ta 3aMLLAETLCSA TUM CAMUM /151 NOKa3HMKa
«AntomiHili» y MeTogax KoHTponto HAkocTi. Bumorn
cneumdikauii 4O roTOBOro MikapcbKoro 3acoby npu LboMy
3a/mLanTbCs He3MiHHUMK. [ponoHoBaHa pefakuia Hassa
nokasHuKiB JonycTumi HopMn MeToAx KOHTPOO
Cneuucpikanis Bunycky Cneuundikauis TepMiHy npuaaTHoOCTI
5.AnomiHili ?0,01ppm n.5 MKA, BHYTp. MeToa, €Bp. ®apm.
2.2.23, meTog |, aToMHO-abcopbLjiiiHa cnekTpoMeTpis 3
rpachiToBOI MiYKOK; 3MiHW | TUMY - HE3HAYHI 3MIHN Y
3aTBepAKeHOMY MeTOAi KOHTPOJO AKOCTI A1 MOKa3HWKa
«KonuuecTBeHHoe onpeaeneHve: Jlaktatbl.
'mapokap6oHaT.» Ta «KosmyecTBeHHOe onpeaenieHune:
Penyuupytoume caxapa» y rotoBoMy JlikapCbkomy 3acobi, a
came: -MeToj, «KonnyecTBeHHoe onpejenexHue:
Penyuupytouime caxapa» € TUM Xe MeTOAOM, LU0
BMKOPUCTOBYETLCA [/1A KiSIbKICHOrO BU3HAYeHHSA NnakraTtis Ta
rigpokap6oHary, Lo onucaHuii y moHorpacii €sp. dapm.
2000: 861 (meTog 2.2.29). laHwit meTog 6yB y HE3HauHIi
Mipi OHOB/IEHWIT 3 METOK ONTMMI3aL,ii aHaNiTUYHUX pecypcis
Ta yacy. icna oHOBNEHHS MEeTOof € NpuaaTHUM ANs
OiHOYACHOTO Ki/TIbKICHOTO BM3HAYEHHS NakTary,
rigpokap6oHaTy Ta BigHOB/IOUMNX LIKPIB Y PO34MHaxX s
remoqinbTpawii, Lo He MICTATb [/1I0KO3U | TaKUM YAHOM,
aHaniTVYHI BU3HAYEHHS 415 /1iKapCbKOro 3acoby MoXHa
NpoOBOAUTY NOCAILOBHO, ONTUMI3YHOUN aHaTITUYHI pecypcu
Ta yac; - AN NiATBEPAKEHHA KOPEKTHOCTI BUNPOOYBaHHSA
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
He3a/1eXHo Big, 06/1aHaHHS, WO BUKOPUCTOBYETLCSA, A0
3anpornoHoOBaHOro MeTOAY BK/IOYEHO NepeBipKy NpUAATHOCTI
cucTemMu [0 Ta NiCNs aHaUTITUYHOTO BU3HAYEHHS; - By
BK/TIOYEHI [iBa [OJATKOBYX PO3YMHU CTaHAapTy Ans
KanibpyBasibHOT KPUBOI: IN0K03a 6e3B0Ha Ta PpyKTo3a
(BigHOBNIOOYI LYKpK). 3anponoHoBaHa 3miHa He 3aBfae
HeCNpUATIMBOrO BN/IMBY Ha AKICTb, 6E3MeYHICTb Ta
epeKTMBHICTb rOTOBOrO NiKapCbKoro 3acoby; 3MiHu | Tuny -
npuBECTU 3aTBepMXEHI MeToau KOHTPOIIO SKOCTI
nikapcbKoro 3acoby y BiAMoBigHICTb A0 BUMOT NyHKTY 11
posginy 5 Mopsagky, a came: - 3MIHUTY MOBY BUKNaAEHHS
MeTozjiB KOHTPO/IKO SKOCTI NiKapCbKOro 3acoby 3 poCincbKoi
Ha YKpaiHCbKy MOBY
227. | NPOKTO- Masb, no 20 ry Ty6i; ToBapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | TUnY - 3a UA/17535/01/01
MA3b no 1 Ty6i y kopobu;i 3 3 06MEXEHO OHOBJIEHHSI TEKCTY MapKyBaHHS yNakoBKMW NiKapCbKoro peyenmom
KapToHY obmexeHo BiANOBiAA/IbHICTIO 3ac06y 3 BHECEHHAM iHhopMaLii WoA0 3a3HaYeHHS
Bignosigans "papmaueBTnYHaA OAVHWLb BUMIPIOBAHHSA Y cuctemi Sl. BBegeHHs 3MiH
HiCTIO KOMMaHis MPOTAroM 6-TW MIiCALIB MiCNSA 3aTBEPAXKEHHS
"®apmauesT "3p0poB'a", YkpaiHa
N4Ha (ci cTagji
KOMNaHis BUPOOHMLTBA,
"3popos'a” KOHTPO/b AKOCTI,
BMNYCK cepil; BCI
cTagii BMpobHuuTBa,
BUNYCK cepil);
ToBapucTso 3
06MEXEHO
Bi4NoBiAaNbLHICTIO
"®APMEKC IPYyM",
YkpaiHa (KOHTposib
AKOCTI)
228. | PAN3OAEr® | po3unH Ans iH'ekuii, A/T Hoso [Janis Brpo6HMLTBO, [Nanis/ BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/14281/01/01
®JIEKCTAUY® | 100 O4/mnno3mny Hopgaick HanMoBHEHHS B dpaHuin AZMIHICTpaTVBHI 3MiHW. BUy4eHHs1 BUPOOHMYOT AinbHALI peyenmom

KapTpuaXi, SKnit
MIiCTUTbCA Y
6araToo30Bil
0fHOPA30Bil WNpuL-
pyuui; no 1 ao no 5
LUMNPULI-PYYOK Y
KapTOHHI Kopoo6Li

NepBUHHY YNakKoBKY

Ta KOHTPO/1b 6asiky.

BignosigansHuii 3a
BUNYCK:

A/T Hoso Hopgick,
[Lanist;
KomMnnekTyBaHHs,
MapKyBaHHsA Ta
BTOPUHHE
nakyBaHHs FOTOBOT0
npoaykTy. KoHTponb
SIKOCTi Banky
roTOBOrO NPOAYKTY
Ta KiHLeBOoro
rOTOBOrO NPOAYKTY:
A/T Hoso Hopgick,
[Janis;
MapkyBaHHA Ta
BTOPUHHE

(Britovaroum ainbHuui aAna A®Il, npoMixxHOro npoaykTy abo
roTOBOrO /iKAPCbKOro 3acoby, AiNbHULi 415 NPOBEAEHHS
nakyBaHHs1, BUPOOHYKA, BifNoBigaibHOro 3a BUNYCK Cepi,
MicLie NPOBEeAEHHS KOHTPOIO cepii) abo nocTavanibHUKa
BMXifHOro Matepiany, peareHTy abo fONOMiXXHOT pevOBUHN
(AKLWO 3a3Ha4YeHOo Y [0CbE) - 3MiHa BHOCUTLCA 3 METOH
BUyYeHHA (DYHKLi BUPOBHMLITBA, HAMOBHEHHS B NEPBUHHY
yNakoBKy Ta KOHTPONb 6asiky Ans BupobHuka A/T Hoso
Hopgaick, [aHist (BBeAeHHSI 3MiH MPOTAroM 6-Tu MicsAUiB nicns
3aTBEPAKEHHS)
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nakyBaHHS roTOBOrO
NPOAYKTY:
A/T Hoso Hopgick,
[LaHist;
Hoso Hopgick
MpoatokeboH CAC,
PpaHujs
229. | PAHITUANH TabneTku, BKpUTI ToBapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 3a UA/3676/01/01
nNiBKOBOKO 3 06MEXEHO BHECEHHS 3MiH 0 po3ainy “MapkyBaHHA" MKA 13: peyenmom
060/10HKOH0, Mo 150 06MEXeEHO Bi4NoBiAaNbLHICTIO 3anpornoHosBaHo: MAPKYBAHHSA BignosigHo fo
mr; no 10 TabneTok y BiAnoBigab "®apmaLeBTnyHa 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS TEKCTY
6nicTepi; no 1 abo 2 HiCTIO KOMMaHis MapKyBaHHS! yNakoBKU MiKapCbKOro 3acoby 3 BHECEHHAM
6nicTepy B KapTOHHIiA "®PapmaueBT "3p0poB'a", YkpaiHa iH(hopMauii WoA0 3a3Ha4YeHHsA O4NHULb BUMIPOBAHHS Y
Kopobui; no 20 N4Ha (ci cTagji cuctemi Sl, iHdhopmaLii o0 ToBapHOro 3Haky. BBefeHHs
TabneTok y 6nictepi; KOMMaHis BMPOGHWLTBA, 3MiH NPOTAroM 6-TW MIiCALB NiCNs 3aTBEPAKEHHS
no 1 6nictepy B "3popos'a” KOHTPO/b AKOCTI,
KapTOHHI KopooLi BMNYCK cepil);
ToBapucTBo 3
06MeXeHOI0
Bi4NOBIAANLHICTIO
"®APMEKC IrPyn",
Ykpaina (Bci cTagii
BUPOOHMLTBA,
KOHTPO/1b SIKOCTI)
230. | PAYHATUH- TabneTku, BKPUTI ToBapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/5425/01/01
340POB'A 060/10HKOI0, N0 2 MT; 3 obmexeHoto 3MiHK 3 siKoCTi. FOTOBWIA Nnikapcbkuii 3aci6. Cuctema peyenmom
no 10 TabneTtok y 06MEXEHO Bi4NOBIAA/IbHICTIO KOHTeliHep/3akynoptoBasibHUIA 3aci6. 3MiHa po3Mipy
6nictepax; no 10 BignoBigab "®apmaLeBTnyHa yNakoBKM rOTOBOTO MiKapCbKOro 3acoby (BUTyYEHHS
TabneTok y 6nictepi; HiCTI0 KoMnaHis "3gopos'a” YMakoBKW MEBHOTO PO3MIpY).
no 1 a6o no 5, abo no "®hapmaueBT BunyueHHs1 ynakoBok no 20 Tabnetok y 6iictepax 6e3
10 6nicTepiB y N4Ha BK/1aflaHHs B KAPTOHHY KOpPOOKY, Sk Hacnigok 3miHu o MKA
KapTOHHI Kopobuj; no KOMnNaHis N3 3a po3ainom «YnakoBka». 3MiHW BHECEHI B iHCTPYKLLitO
20 TabneTok y "3popoB's" 019 MeQU4YHOro 3actocyBaHHs J13 y p. "Ynakoska"
6nicTepi; no 1 (BUNYyYEHHA ynakoBKW NEBHOr0 po3Ainy). BBeAeHHs 3MiH
6nicTepy B KAPTOHHIi NpOTArom 6-X MiCALB MiCNA 3aTBEPMAKEHHS.
Kopo6ui
231. | PEBIBAN Kancynu Megokemi Kinp Megokemi T4 Kinp BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 3a UA/17932/01/01
racTpope3nCTeHTHI nTa (3aBog AZ), Kinp OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKV NiKapCbKOro peyenmom

TBepai no 30 mr; no 10
Kancyn y 6nicrepi; no
3, 6 abo 9 6nicTepiB y
Kopoo6Li

(BMpOGHMLTBO
roToBOro
nNiKapcbKoro 3acooby,
nepBuHHe Ta
BTOPVHHE
naxkyBaHHs);
Megokemi T4
(UeHTpanbHuii
3asof), Kinp
(BMpOGHMLTBO
roToBOro
nNiKapcbKoro 3acooby,
KOHTPO/b SIKOCTI,
BUNYyCK cepii)

3ac06y 3 BHECEHHAM iHhopMmaL,i WoA0 3a3HaYeHHs
OAVHULb BUMIPIOBAHHSA Y cucTeMi Sl. BBeeHHs 3MiH
NPOTArom 3-x MiCALIB MIiCNSA 3aTBEPLKEHHS
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
232. | PEBIBAN Kancysnm Mepokemi Kinp Mepokemi T4 Kinp BHECEHHS 3MiH [0 peecTpavliiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/17932/01/02
racTpope3nCTEHTHI nTa (3aBopg AZ), Kinp OHOBJIEHHSI TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro peyenmom
TBepai no 60 mr; no 10 (B1pOGHMLTBO 3ac06y 3 BHECEHHAM iHhopmaL,i WoAo 3a3HaYeHHs
Kancyn y 6nictepi; no roTOBOrO OAVHULb BMMIpOBaHHSA y cuctemi Sl. BBegeHHsA 3MiH
3, 6 abo 9 6nicTepiB y nNiKapcbKoro 3acooby, NpOTArom 3-X MicALiB Nic/a 3aTBEPAKEHHS
Kopoo6Li nepBrHHE Ta
BTOPVHHE
nakyBaHHs);
Megokemi T4
(UeHTpanbHuii
3aBopg), Kinp
(B1pOGHMLTBO
roToBOro
niKapcbKoro 3acooby,
KOHTPO/b SIKOCTI,
BUMYCK cepii)
233. | PErigPoOH NOPOLLOK A/1A OpioH PiHNAHAIA O Mepadbaiins /ita, PiHnaugis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux MaTepiasis: 3MiHu | TUnY - 6e3 UA/9267/01/01
onTiM Opa/IbHOr0 PO34UHY, Kopnopeiiw diHNsAHAIA IcnaHis BHECEHHS 3MiHM B MaTepiain peecTpawiiiHoro Aochke p. peyenma
no 10,7 r nopoLuky y H (BMpPOGHUYIK, LIO 3.2.P.7. CucTema KoHTeliHep/3akynoproBasibHUiA 3acib, a

nakeTi; no 20 nakeTis
Y KapTOHHIli KopoobLi

3[i/iCHIOE KOHTPO/b
aKocTi ); OpioH
KopnopeiiwH,
PiHNAHAIA
(BMPOGHUVIK, LLIO
3[i/iCHIOE KOHTPO/Tb
SAKOCTI | BUMYCK
cepiii); TOB
Peumndapm MapeTc ,
IcnaHist (BUPOGHUIK,
LLIO 3AiMiCHIOE
BMPOGHMLTBO,
nakyBaHHs,
KOHTPO/Ib AKOCTi Ta
BUMYCK Cepiid)

came BuaaneHHs nokasHuka «LupuHa» (Width) 3
napameTpiB cneuudikauii nepB1UHHOT yNakoBKM rOTOBOTO
nikapcbKoro 3acoby (namiHaTHWiA calleT); 3miHun | Tuny -
BHECEHHS 3MiHN B MaTepianiv peecTpauiiHoro Aocke p.
3.2.P.7. Cuctema KoHTelHep/3aKynopoBasibHWiA 3acib, a
came, NokasHuK «KOpPeKTHICTb TEKCTY» 3aMiHIOETbCS Ha
3aranbHWiA NOKa3HUK «30BHILLHIN BUrNA4» B napameTpax
cneumdikaLii nepBUHHOT yNakoBKW rOTOBOTO NiKapCbKOro

3acoby (namiHaTHuiA caweT). MNpouenypa TecTyBaHHs
3a/IMLIAETLCA HE3MIHHOHO; 3MiHW | TUMNY - BHECEHHS 3MiHU B
marepianv peectpadiiHoro gocke p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynoptoBasibHKiA 3acib, a came, NoKasHUK
«SKICTb BiAOUTKA Ta 3a6apB/IEHHS» 3aMIHIOETLCA Ha
3arasibHUiA NOKa3HUK «30BHILLHIA BUrNSA» B napaMeTpax
cneumaikaLii NepBMHHOT YNakoBKM rOTOBOTO J1iKapCbKOro
3acoby (namiHaTHuii cawweT). Mpoueaypa TecTyBaHHs
3a/IMLIAETLCA HE3MIHHO; 3MiHW | TUMNY - BHECEHHS 3MiHW B
matepianu peecTpaduiiHoro gocke p. 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHWiA 3aci6, a came, NoKa3HUK
«YuncToTa» 3aMiHIOETLCA Ha 3arasibHUI NMOKa3HWK
«30BHILLHI BUrNA4» B NapamMeTpax cnewudikauii nepBuHHOT
yNakoBKM rOTOBOrO NiKapCbKOro 3acoby (flamiHaTHWiA caller).
Mpoueaypa TeCTyBaHHA 3a/TMLLAETLCA HE3MIHHOK; 3MiHK |
TUNY - BHECEHHSA 3MiHX B MaTepian peecTpaLiiHoro AoCbe
p. 3.2.P.7. Cuctema KoHTeliHep/3akynoproBasibHUiA 3acib, a
came, NoKa3HWK «LliniCHiCTb» 3aMiHIOETLCS Ha 3arasibHNiA
nokasHUK «30BHiLLHi BUrNS4» B napameTpax cneuudikadi
NepBMHHOT YNakoBKM rOTOBOTO MiKapCbKOro 3acoby
(namiHaTHUIA caweT). MNpoueaypa TeCTyBaHHA 3aMLWaETbCs
He3MiHHOI0;
3MiHM | TUNY - BHECEHHS 3MiHM B MaTepiann peecTpauiiHoro
pocke p. 3.2.P.7. Cuctema KoHTelHep/3akynoproBasibHUiA

3acib, a came, nNokasHuk «CepefHili Lap» 3aMiHIOETbCS Ha
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3arasibHUA NOKa3HUK «30BHILLHIA BUrNS4» B napaMeTpax
cneumaikaLii NepBMHHOT yNakoBKM rOTOBOTO JTiKapCbKOro
3acoby (namiHaTHui4 cawweT). MNpoueaypa TecTyBaHHS
3aUIMWAETLCA HE3MIHHOHO; 3MiHW | TUNY - BHECEHHS 3MiHU B
marepianu peecTpadiiHoro gocke p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopioBasibHUIA 3acib, a came, MOKa3HMK
«Konip» 3aMiHI0ETbCS Ha 3araibHW NOKa3HWK «30BHILLHIiA
BUMNAA» B NapameTpax cneuudikauii nepBUHHOT yNakoBKu
roTOBOro MiKapCbKOro 3acoby (namiHaTHWiA cawer).
Mpoueaypa TecTyBaHHA 3a/INLIAETLCA HE3MIHHO; 3MiHW |
TUNY - BHECEHHSA 3MiHU B MaTepianv peecTpaLiiHoro Aocbe
p. 3.2.P.7. Cnctema KoHTelHep/3aKynoproBasibHUiA 3acib, a
came, NokasHWK «30BHILLUHBOTO LWapy» 3aMiHIOETLCA Ha
3aranbHWiAi NOKa3HUK «30BHILLHIN BUrNaA» B napameTpax
cneundikauii NepBUHHOT yNakoBKM rOTOBOTO NiKapCbKOro
3acoby (namiHaTHuiA caweT). MNpoueaypa TecTyBaHHs
3a/IMLIAETLCA HE3MIHHOHO; 3MiHW | TUNY - BHECEHHS 3MiHU B
marepianv peectpadiiHoro gocee p. 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHKIA 3acib, a came, NoKa3HUK
«BHYTPILWHLOrO LWapy» 3aMiHIOETLCS Ha 3arasibHUiA MOKa3HUK
«30BHILWHIN BUrNA4» B napameTpax cnevudikaii nepBuHHOT
yMakoBKM FOTOBOrO NiKapCbKOro 3acoby (amiHaTHWIA calleT).
Mpoueaypa TecTyBaHHA 3aULLIAETLCA HE3MIHHOK; 3MiHN |
TUMNY - BHECEHHS 3MiHW B MaTepiasiv peecTpauiniHoro Aocbe
p. 3.2.P.7. Cnctema KoHTelHep/3aKynoproBasibHUiA 3acib, a
came, NoKasHWK «BifcTaHb MiX (pOTOMITKaMU» 3aMiHIOETbCA
Ha 3arasibHU NOKa3HUK «30BHILLHIV BUrNSA» B napameTpax
cneumdikauii NepBUHHOT yNakoBKW rOTOBOTO /iKapCbKOro
3acoby (namiHaTHuii caweT). Mpoueaypa TeCTyBaHHs
3a/IMLIAETLCA HE3MIHHO; 3MiHW | TUMNY - BHECEHHS 3MiHW B
marepianv peecTpaduiiHoro gocke p. 3.2.P.7. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6, a came, 3MiHa MeX
nokasHuK «3arasibHa rpamaTypa» NepBMHHOIO NakyBaHHs B
napameTpax cneuudikauii NepBMHHOI yNakoBK/ rOTOBOrO
nikapcbkoro 3acoby 3 96,3 — 117,7 r/m2 Ha 100,1 — 1225
r/m2. 3MiHa MeX 3ara/ibHoi rpamaTypy NoB’si3aHa 3i 3MiHO
po3paxyHKy BUMipiOBaHHS. MpoLeaypa TecTyBaHHs
3a/MWAaTbCA HE3MiIHHOK

234.

PENI®®

Cyno3nTopii peKkTasibHi
no 5 mrno 6
Cyno3nTopiiB y
naacTVKoBOMY CTpuni;
no 2 ctpunn y
KapTOHHI KopooLi

TOB
"BAVIEP"

Ykpaina

IcTiTyTO fie AHxeni
C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpavljiiHuX maTepianiB: TeXHIYHa
nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) -
BUMPaB/IEHO TEXHIYHY NOMUSIKY Y TEKCTI MapKyBaHHs
ynakosku J13.
3AMPOMNOHOBAHO: 1. HA3BA JIIKAPCbKOIO 3ACOBY
Penich® Relief® teHinedpuny rigpoxnopug 5 mr (mg)
3a3HayeHe BUNpaB/eHHs BignoBigae maTepiaiam
peecTpauiiHoro Aocbe

Bes
peyenma

UA/3173/02/01

235.

PEMECTUN

PO3UMH ANA iH'EKLNA,
0,1 mr/mn, no 2 mn
abo no 10 mn B

PeppiHr-

JleynBa a.c.

Yecbka
Pecny6nika

3eHTiBa K.C., Yecbka
Pecny6nika
(BMPOGHVK rOTOBOr0

Yecbka
Pecny6nika

BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny -
BHECEHHS 3MiH [0 po34iny «MapkyBaHHsA» MKA N13:
3anponoHOBaHO: Po3ain «MapKyBaHHs». 3rigHo

3a
peyenmom

UA/9801/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
amnyni; no 5 amnyny nPoAyKTY, 3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. 3MiHN BHECEHI B TEKCT
KapTOHHI ynakoBLi BiANOBigaIbHUI 3a MapKyBaHHS YNakoBKM /iKapCbKOro 3acoby Lioao
KOHTPO/b AKOCTI, 3a3HauYeHHSA MiXXHapOAHWX NO3HaYeHb OAMHULb
NepBUHHY BMMIpIOBaHHS. BBeAeHHS 3MiH NpoTArom 6-T1 MicAuiB nicns
yNakoBky); ®PeppiHr- 3aTBEPAKEHHS
Neuusa, a.c.,
Yecbka Pecnybnika
(BignoBifanbHWiA 3a
BUMNYCK cepii);
®eppiHr-/leunsa,
a.c., Yecbka
Pecny6nika
(BignoBigansbHWii 3a
BTOPWHHY YNakoBKy)
236. | PUBOKCUWH - | Tabnetku, BKpUTI My6nivuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHM | TNy - 3a UA/0118/01/01
BX®3 NNiBKOBOKO akuioHepHe akuioHepHe BHECEHHS 3MiH [0 po3ainy «MapkyBaHHs» B MKA /13: peyernmom
o060n0HKoto, o 200 TOBapuCTBO TOBapuCTBO 3arBepmkeHo: MpachitHe 0hopMIEHHS yNakoBKu.
mr, no 10 TabneTok y "HaykoBo- "HaykoBo- [opaeTtbea 3anponoHoBaHo: MapkyBaHHs. BignosigHo go
6nictepi; no 5 BUPOGHNUNIA BUPOOHWYNIA LIEHTP 3aTBEPMKEHOro TeKCTy MapKyBaHHA 3MiHV BHECEHI B TEKCT
6nicTepis y nayui 3 LEeHTp "BopLyariBcbKuii MapKyBaHHS YNakoBKM /iKapCbKoro 3acoby oo
KapToHY "Bopuyariscb Ximiko- 3a3HauYeHHs MiXXHapOAHWX NO3HaYeHb OAUHULb
KWiA Ximiko- hapmaLeBTUYHNIA BMMIpIOBaHHA. BBeAEHHs 3MiH NpoTAromM 6-Tn MicAuiB nicns
thapmaueBT 3asofg” 3aTBEPAXKEHHA
NYHWIA
3asofa”
237. | PUOAMMNIUN | kancynu no 150 mr, no My6niuHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/5525/01/01
H 10 kancyn y 6nictepi, akuioHepHe akuioHepHe BHECEHHS 3MiH 40 po34iny «MapkyBaHHsi» B MKA 13: peyenmom
no 2 6nictepun y nauui TOBapuCTBO TOBapuCTBO 3arBepaKeHo: TeKCT MapKyBaHHS yNakoBK/ AOAAETLCS.
3 KapToHy, no 1000 "HaykoBo- "HaykoBo- MpumiTka. MapkyBaHHS flikapcbkoro 3acoby, oro gusaiid
Kancys y KOHTeliHepi, BMPOBHNYMI BUPOOHNYUNIA LLEHTP noJarTbCs MOBOK, 00YMOB/IEHO B KOHTPAKTI, y
no 90 karncyny LEeHTp "BopLyariBcbKuii BiANOBIAHOCTI 3 peecTpaviliHiM A0Cbe, ke chopMoBaHe 3a
KOHTelHepi "BopLyariscb Ximiko- BMMOramu KpaiHu-imnopTepa i 3asaB/1eHo nig, vac peectpadii
naacTMKoBOMY 3 Knii XiMiko- hapMaLeBTUYHWIA B PEECTpaLiliHi opraHu KpaiHu-imnoptepa. 3anpornoHOBaHoO:
KPYLLKOIO 3 KOHTponem | dhapmauesT 3asog” BignosigHo [0 3aTBEPMAXEHOr0 TEKCTY MapkyBaHHSA 3MiHu
nepLLoro 3aKpuTTs, Mo NYHWIA BHECEHI B TEKCT MapKyBaHHs ynakoBKW NiKapCbKoro 3acoby
1 KoHTelHepy B nauLli 3asog” LLLOZ0 3a3HAaYeHHA MDKHApPOAHMX NO3HAYeHb OANHULIb
BMMIpIOBaHHSA. BBeAEHHS 3MiH NpOTAroM 6-Tn MicsLiB nicns
3aTBEPAKEHHS
238. | PIBOKOP TabneTkn, BKpUTI PiBochapm | LUBeiuapis PiBochapm CA LLiBefiuapis BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiastis: 3MiHu | Tuny - 3a UA/17607/01/01
nniBKOBOKO CA 3MiHa YNOBHOBaXEHOI 0CO6M 3asiBHMKA, BiANOBifabHOT 3a peyenmom
060/10HKO0, N0 5 Mr 3AilicHeHHA (hapMakoHarnsay: NPonoHoBaHa peaakLis —
Ne 30 (15x2), Ne 90 Rita Maria Puglisi. 3MiHa KOHTaKTHMX AaHWX YNOBHOB&XEHOI
(15x6) y 6nicTtepax 0cobu 3asiBHUKA, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy. 3miHa micus 34iiicCHeHHs1 OCHOBHOT
[ISNbHOCTI 3 dhapmakoHarniagy. 3MiHa MiCLEe3HaX0AKEHHS
macTep-gaiina
239. | PIBOKOP TabneTkn, BKpUTI Pisochapm | LUBeiuapis Pisochapm CA LLiseiuapis BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/17607/01/02
NNiBKOBOKO CA 3MiHa YNOBHOB&XEHOI 0CO6M 3asBHMKA, BigNoBiganbHOT 3a peyenmom

060/10HKOt0, No 10 mr
Ne 30 (15x2), Ne 90

3ailicHeHHA hapMakoHarnsay: NponoHoBaHa peaakLis —
Rita Maria Puglisi. 3MiHa KOHTAKTHMX AaHWX YNOBHOB&XEHOI
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
(15x6) y 6nicTepax 0cobu 3asBHMKa, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy. 3miHa Micus 37iiiCHEHHSI OCHOBHOT
AisNbHOCTI 3 dhapmakoHarnagy. 3MiHa MiCLEe3HaX0AKEHHS
mMacTep-goaiina
240. | PISAMITPEH Tabnetkn no 5 mr, no ToBapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | TUnY - 3a UA/14053/01/01
1 abo no 3 Tabnetkn y 3 obmexeHoro BHECEHHS 3MiH 40 po3ainy “MapkyBaHHs" MKA N3: peyenmom
6nictepi, no 1 06MEXeHO Bi4NoBiAaNbLHICTIO 3anpornoHosBaHo: MAPKYBAHHSA BignosigHo fo
6nictepy y kopob6uii 3 BiANoBigab "®apmaLeBTnyHa 3aTBEPKEHOr0 TEKCTY MapKyBaHHs. OHOBNEHHS TEKCTY
KapToHYy HiCTIO KomnaHis "3g0poB'a" MapKyBaHHS! YNakoBKW MiKapCbKOro 3acoby 3 BHECEHHAM
"®PapmaueBT iH(hopMauii WoA0 3a3Ha4YeHHsA O4NHULb BUMIPOBAHHS Y
N4Ha cuctemi Sl. BBeieHHs 3MiH NPOTArom 6-Tu MicsLiB nicns
KOMMaHis 3aTBepKEHHSA
"3popos'a”
241. | PISAMITPEH Tabnetku no 10 mr, no | ToBapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [j0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14053/01/02
1 a6o no 3 Tabnetkn y 3 obmexeHoo BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs" MKA N13: peyenmom
6nictepi, no 1 06MEXEHO Bi4NOBIAA/IbHICTIO 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
6nictepy y kopobui 3 BignoBigab "®apmaLeBTnyHa 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS TEKCTY
KapTOHY HiCTI0 KomnaHisa "3g0pos'a" MapKyBaHHS YNakoBKW MiKapCbKOro 3aco0y 3 BHECEHHAM
"®hapmaueBT iH(hopMaLii WoA0 3a3HaYeHHS OANHMLb BUMIPIOBAHHS Y
N4Ha cuctemi Sl. BBeieHHs 3MiH NpPOTArom 6-Tu MicsLiB nicns
KOMMaHis 3aTBEPAKEHHS
"3popoB's"
242. | PO3BATOP TabneTkn, BKpUTI CaH IHAjs CaH IHAis BHECEHHS 3MiH 0 peecTpavliiiHux MmaTepiastis: 3MiHu | Tuny - 3a UA/13374/01/01
060710HKot0, Mo 10 mr dapmacbioT dapmacbloTukan 3MiHN BHECEHI B TEKCT MapKyBaHHS YMakoBKW NiKkapCbKoro peyenmom
no 7 Tabnetok y nKkan IHpacTpi3 Nimitesq 3ac06y WoA0 3a3HaYEHHSA MXXHApPOAHMX NO3HAYEHb
6nictepi, no 4 IHpacTpi3 OAMHULb BMMIPIOBAHHS. BHECEHHS 3MiH A0 po3ainy
6nicTepy B KapTOHHIlA Nimitep “MapkyBaHHA" MKA N13; 3anponoHoBaHo: TEKCT
Kopoo6Ui MAPKYBAHHSA 3rigHo 3aTBEPAKEHOrO TEKCTY MapKyBaHHS.
TepmiH BBEA,EHHS 3MiH: NPOTAroM 6 MicAUiB micas
3aTBEPAKEHHS
243. | PO3BATOP TabneTkn, BKpUTI CaH IHAis CaH IHAis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13374/01/02
060/10HKOI0, M0 20 Mr dapmacbioT dapmacbloTUKas 3MiHN BHECEHI B TEKCT MapKyBaHHS YMakoBKW NiKapCbKOro peyenmom
no 7 Tabnetok y nkan IHpacTpi3 Nimites 3aco0by LWoA0 3a3HaYeHHSA MbKHapOAHUX NO3HaYeHb
6nictepi, no 4 IHaacTpi3 OAMHWLb BUMIPIOBaHHS. BHECEHHS 3MiH [0 po3ainy
6nicTepy B KapTOHHIA Niviteq “MapkyBaHHsa" MKA N13; 3anponoHoBaHo: TEKCT
KopoobLi MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TEKCTY MapKyBaHHS.
TepmiH BBEAEHHS 3MiH: NPOTAroM 6 MicAUiB nmicas
3aTBEPAKEHHS
244. | PO3YBACTA | nopouwlok (cybcTaHLis) TOB "TK Ykpaina HaHbTyH YaHtio Kutaii BHECEHHS 3MiH [j0 peecTpaLjiiiHux MaTepiasis: 3MiHu | TUnY - - UA/15758/01/01
TUH B NOMieTUNEHOBUX "ABpopa” Papmarek Ko., It noAaHHs OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI
KANbLJIO Milwkax gns €Bponelicbkint hapmakonei Ne RO-CEP 2015-240-Rev 01
chapmaLeBTUYHOIo Bif, 3aTBEpAKEHOro BUpobHuKka APl Po3yBacTaTuHy kanbLiio
3aCcTOCyBaHHA BMpOo6HMLTBa HaHbTyH YaHio ®apmartek Ko., T4, Kntali

(3aTBepaXeHUiA cepTudpikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne RO-CEP 2015-240-Rev 00). HagaHo 3BiT 3
OLiHKM PU3MKIB €/1IEMEHTHUX AOMILIOK Y goaatky Ao CEP, y
3B’A3KY 3 UMM i3 JOAATKOBMX NOKA3HWUKIB SAKOCTI, SIKi MOXYTb

OyTN NPUCYTHI B cepTuduikaTtax aHanisy Ha BUMOTY 3asiBHVKA,
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BWTyYEHO NMOKA3HWKN «3anLLIKOBWIA Nanagin» 1a
«3a/IMLLKOBUIA XpOM». BHECEHO 3MiHM Y XiMiyHY Ha3By AdI,
«CynpoBigHi fOMILLKM», «EHAaHTIOMEpPHa YnCcTOTa» Ta
[04aH0 NoKasHUK «Jomillka L», 1o BiANOBIAAE aKkTyaslbHiiA
MoHorpadii 2631 €sp.®apm. Ha Rosuvastatin calcium Ta
OHOB/IEHOMY cepTudikaTy; 3MiHM | TRy - NoAaHHA
OHOBJIEHOrO cepTudikaTy BigNoBigHOCTI EBpoONeNChKii
hapmakonei Ne RO-CEP 2015-240-Rev 02 Big,
3aTBepxeHoro BupobHnka A®| PosyBacTtaTuHy KasibLijito
BMpo6HULTBAa HaHbTyH YaHio ®apmartek Ko., ITa, Kntaii
(3aTBEpMAXKEHMIA cepTudikaT BignoBigHOCTI EBponeiickkiii
chapmaxonei Ne RO-CEP 2015-240-Rev 00). He3HauHi 3MiHu
y BUPOGHNYOMY NpPOLIEC, @ came: A0AaHO HOBOTO BYPOGHMKA
BMXiAHOro Matepiany, BBefieHo HoBuiA Lex (Ne703) ans
roTOBOI MPOAYKL,ii po3TalloBaHWii Ha Tiil caMili BUpOGHMUIl
AinbHUUI, Wo i 3aTBepkeHunin Lex (Ne701)
245. | CUHA®/NIAH- | ma3b, 0,25 mr/rno 151 | ToBapucTBo Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux MaTepiasis: 3MiHu | TUnY - 3a UA/17581/01/01
340POB'A y Ty6i no 1 1y6i y 3 obmexeHoro OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKV NiKapCbKOro peyenmom
Kopoo6Li 06MEXEHO BifNoBiAa/IbHICTb 3ac06y 3 BHECEHHAM iHhopMaLii WoA0 3a3HaYeHHS
Bignosigans "®APMEKC IPyn", OAVHWLL BUMIpIOBaHHA y cucteMi Sl, iHchopmai Lwoao
HiCTIO YkpaiHa (KOHTposib TOBapHOro 3Haky. BBefeHHs 3MiH NpoTsArom 6-Tv MicsuiB
"®apmauesT AKOCTI); ToBapuCTBO nicnsa 3aTBepKeHHs
nyHa 3 06MEeXeHo
KOMNaHis Bi4NOBiAA/IbHICTIO
"3popos'a” "®apmaueBTnyHa
KOMnNaHis
"380poB'a", YkpaiHa
(Bci cTagji
BUPOOHMLTBA,
BUMYCK cepii);
ToBapucTBO 3
obmexeHoto
BiANOBIAALHICTIO
"®apmaueBTnyHa
KOMnNaHis
"380poB'a", YkpaiHa
(Bci cTagji
BUPOOHMLTBA,
KOHTPO/b SIKOCTI,
BUNYyCK cepin)
246. | CNABITAKC- | kpanni opanbHi, 7,5 ToBapucTso Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - bes UA/12465/02/01
340POB'A mr/mn, no 15 mn aéo 3 06MEXEHO0 BHECEHHS 3MiH 0 po3ainy “MapkyBaHHA" MKA /13: peuyenma
30 mny conakoHi; no 1 | obmexeHot BiANOBIAA/ILHICTIO 3anpornoHoBaHo: MAPKYBAHHSA BignosigHo fo
hnaKoHy B KOpoo6Lii 3 Bignosigasib "®apmaLeBTUyHa 3aTBEPLPKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHSA TEKCTY
KapToHYy HicTiO KomnaHis "3g0pos'a” MapKyBaHHS YNakoBK/ NiKapCbKOro 3acoby 3 BHECEHHSM
"®GapmaueBT iH(hopMauii WoA0 3a3HaYeHHS O4NHWLb BUMIPOBAHHS Y
nuHa cucTeMi Sl. BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
KOMnaHis 3aTBEPAKEHHSA
"3popoB'sa”
247. | COHAMNAKC® | Tabnetku, BKpUTI TOB "bayw Ykpaina dapmsasog En1bha Monbwa BHECEHHS 3MiH 10 pEeCTpaLiiiHMX MaTepiasiB: 3MiHu | Tuny - 3a UA/4499/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
10 Mr 060/10HKOt0, No 10 wmr; Xenc" AT. He3HayHa 3MiHa B NpoLeci BUPO6GHMLTBA. M0J0BXEHHS peyenmom
no 30 TabneTok y TepMiHy 36piraHHsa NpoaykTy in-bulk ans ontumisauii
6nicTepi; no 2 npouecy ("y pyTUHHOMY BUPOGHMLTBI Yac 36epiraHHs
6nicTepy B KapTOHHIi nikapcbkoro 3acoby B OCHOBHOMY HE MOBWHEH
KopoobLi nepesuLLyBaTn 3 MicsALIB"); 3MiHM | TUNY - BBEAEHHS
OHOB/IEHOI cneuudikaLii Ha MaTepian NepBUHHOI YNakoBKN
dhonbry; 3miHu Il TMny - oHOBNeHHs matepianisa AM®
BUpo6HMKa Trifarma S.p.A. Ha fitouy pevoBuHy TiopuaasuHy
rigpoxnopug, 3 Bepcii 2011-10 Ha 2019-01 3i 3miHamu y
cneumdikauii BXiGHOT0 KOHTPOSI0
248. | COHAMAKC® | Tabnetku, BKpUTI TOB "Bayw Ykpaina dapmzasopg €nbha Monbwa BHECEHHS 3MiH [j0 peecTpaLjiiiHux MaTepiasis: 3MiHu | TUnY - 3a UA/4499/01/03
25Mr 060/10HKOI0, N0 25 Mr; Xenc" AT. He3HayHa 3MiHa B npoLeci BUpo6HMLUTBA. MoA0BXEHHS peyenmom
no 20 TabneTok y TepMiHy 36piraHHs npoaykTy in-bulk Ana onTumisauii
6nictepi; no 3 npouecy ("y pyTUHHOMY BUPOBHULTBI Yac 36epiraHHs
6nicTepy B KApPTOHHIN nikapcbkoro 3aco6y B OCHOBHOMY HE NMOBUHEH
KopooLi nepesuLLyBaTn 3 MicAUIB"); 3MiHM | TUNY - BBEAEHHSA
OHOBNEHOI cneundikalii Ha MaTepias NEPBUHHOT YNakoBKM
dhonbry; 3miHu Il Tvny - oHoBNeHHs matepianis AM®
BMpOGHMKa Trifarma S.p.A. Ha filouy peqyoBuHy TiopuaasuHy
rigpoxnopug 3 Bepcii 2011-10 Ha 2019-01 3i 3miHaMun y
cneumdikauii BXiGHOT0 KOHTPOO
249. | COH-HANT TabneTku Lwmnydi no ToBapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasiB: 3MiHu | TUny - Ne 10 — 6e3 UA/17261/01/01
15 ™r, no 2 TabneTkn y 3 06MEXEHO BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13: peyenma;
cTpuni, no 5 a6o 10 06MEXEHO Bi4NOBIAA/IbHICTIO 3anponoHoBaHo: MAPKYBAHHSA BignosigHo go Ne 20 — 3a
CTpuNiB y KOpoobLyi BignoBigab "®apmaLeBTnyHa 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS TEKCTY peyenmom
HiCTI0 KomnaHisa "3g0pos'a" MapKyBaHHS NEePBUHHOI Ta BTOPUHHOT YNakoBKW NikapCbKoro
"®hapmaueBT 3aco6y 3 BHECEHHSIM iHGpopMaLil WoA40 3a3HAYEHHs
nyHa OfMHULIb BUMIPIOBaHHSA y cucteMi Sl. BBeeHHsA 3MiH
KOMMaHis NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS
"3popos's"
250. | COPLEE®® TabneTkn, BKpUTI ANIKANOIL, |Pecny6nika ANKANOIL AL Pecny6nika | BHeCeHHsI 3MiH 4O peecTpauiiiHux matepianis: 3MiHu | Tuny - 3a UA/11157/02/01
nniBKOBOKO ALl Ckon’e MiBHiYHa Ckon'e MiBHiYHaA AAMiHICTpaTMBHI 3MiHN. 3MiHA HalilMeHyBaHHs Ta/abo peyenmom
060/10HKO0, No 400 MakefoHis MakenoHis afipecy 3asBHUKA (B1acHMKa pPeecTpavLiiiHoOro nocBigYeHHs)

Mr, no 5 TabneTtok y
6nictepi; no 1 a6o no
2 6nictepuy
KapTOHHI kopo6uj; no
7 TabneTtok y 6nictepi;
no 1 6nictepy y
KapTOHHI KOpoo6Li

3miHa Ha3BuW Ta agpecu 3asBHUKa [N13: 3miHu | Tuny -
AAMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo
afpecy MicusA NpoBaKeHHs Ais/IbHOCTI
BMPO6GHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BK/THOYA0UN AiNbHULI BUMYCKY cepii abo Micue npoBefeHHs
KOHTPOJO AKOCTI. (fiANbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/iMNOpTEp, BK/IOYaUM BUMYCK cepiid) 3MiHa Ha3Bu
Ta agpecu BupobHuka N3, 6e3 3MiHW Micls BUpobHULTBA:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) BHeceHHs1 3miH go po3giny
«MapkyBaHHs» MKA 13: 3aTBepaKeHo:
MapkKyBaHHs ynakoBku. HagaeTbcsa. 3anponoHoBaHo:
MapkyBaHHs ynakoBku. 3rifiHO 3aTBEPAXKEHOr0 TEKCTY
MapKyBaHHS.
OHOB/IEHHSA TEKCTY MapKyBaHHS YMakoBKU MiKapcbKoro
3aco6y 3 BHECEHHSIM iHGhopMaLlii LWoA0 3a3HaYeHHs
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
OAMHWLb BUMIPIOBaHHS y cuctemi Sl.
251. | COTANoON Tabnetku no 40 mr no CaHpo3 CnoBeHis Canotac Papma HimeuuunHa BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | TUnY - 3a UA/4449/01/01
CAHAO3® 10 TabneTtoK 'y dapmachbHoTi v6X, HimeyunHa [ofaBaHHA [04aTKoBOI ynakoBku (no 25 TabneTok y peyenmom
6nicTepi; no 5 Kans g.a. (BMPOGHMLTBO 3a 6nicTepi; No 2 6icTepy y KapTOHHI kopobui) ans
6nicTepiB y KAPTOHHIl NOBHUM LMK/IOM) [03yBaHHA TabneTkn no 40 Mr 3 BigNoBIigHVMY 3MiHAMM B P.
Kopoo6ui «YnakoBKa»; 3anponoHoBaHo: no 10 TabneTok y 6ictepi; no
5 6nicTepiB y KapTOHHI kopo6Li abo no 25 TabneTok y
6nicTepi; No 2 6nicTepn y KapTOHHI Kopo6Li. BBeaeHHS 3MiH
NPOTAroM 6-T MICALIB MiCNSA 3aTBEPLKEHHS; 3MiHM | Tuny -
BHECEHHS 3MiH A0 po3ainy «MapkyBaHHs» MKA N13;
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAKEHOro
TEKCTY MapKyBaHHs. OHOBIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHSM iHchopMmalii
LL0A0 3a3HAYEHHS OAUHMLE BUMIPIOBAHHSA Y cucTemi Sl.
BBefeHHs1 3MiH NpOTArom 6-T1 MiCALIB MiC/A 3aTBEPAKEHHS
252. | COTANonN Tabnetku no 80 mMr no CaHpo3 CnoBeHis Canotac Papma HimeuuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasiB: 3MiHu | TUny - 3a UA/4449/01/02
CAHAO3® 10 TabneTtoK 'y dapmachbHoTi M6X, HimeuunHa [ofasaHHA [04aTKOBOI ynakoBku (no 25 TabneTok y peyenmom
6nictepi; no 5 Kani3 4.4. (BUPOGHMLTBO 3a 6nicTepi; No 2 6icTepn y KApTOHHIN KOpooL,) Ans
6nicTepiB y KAPTOHHIl NOBHUM LMK/TOM) [03yBaHHA TabneTkn no 40 Mr 3 BigNOBIAHUMMN 3MiHAMU B p.
KopooLi «YnakoBKa»; 3anponoHoBaHo: no 10 TabneTok y 6ictepi; no
5 6nicTepiB y KapTOHHIl Kopobui abo no 25 TabnieTok y
6nicTepi; No 2 6nicTepn y KapTOHHI KOpo6Li. BBeaeHHs 3MiH
NPOTAroM 6-T MICALLIB MiCNA 3aTBEPLKEHHS; 3MiHM | TUny -
BHECEHHS 3MiH [0 po34iny «MapkyBaHHA» MKA N13;
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro
TEKCTY MapKyBaHHs. OHOBIEHHA TEKCTY MapKyBaHHs
YNaKoBKM NiKapCbKoro 3aco6y 3 BHECEHHSIM iHdhopmauii
LLOA0 3a3HaYeHHS OAVHMLB BUMIPIOBAHHA Y cucTemi Sl.
BBefieHHs1 3MiH NpOTArom 6-T1 MiCALLIB MiCNsA 3aTBEPKEHHS
253. | COTANoOnN Tabnetkn no 160 mr CaHpo3 CnoBeHis Jlex C.A., MonbLlia Monbwa/ BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny - 3a UA/4449/01/03
CAHAO3® no 10 TabneTok y dapmacbHoTi (nepBuHHE i HimeuuunHa [ofaBaHHsA 104aTKoBOI ynakoBku (no 25 TabneTok y peyenmom
6nicTepi; no 5 Kans g.4. BTOPUHHE 6nicTepi; No 2 6/icTepX y KApPTOHHIN KOpobL,i) Ans
6nicTepiB y KAPTOHHIN nakyBaHHs1, BUMYyCK [03yBaHHA TabneTkun no 40 Mr 3 BigNOBIAHMMMN 3MiHAMU B p.
KopoobLi cepii); Castotac «YnakoBKa»; 3anponoHoBaHo: no 10 TabneTtok y 6ictepi; no
®apma 'méX, 5 6nicTepiB Y KapTOHHIli kopo6Li abo no 25 TabneTok y
HimeuunHa 6nicTepi; Nno 2 6nictepn y KapTOHHI KOpo6Li. BBeaeHHA 3MiH
(BUPOBHMLTBO 3a NPOTAroM 6-TW MICALIB NiCNA 3aTBEPMXKEHHS; 3MiHW | TUny -
NOBHUM LMK/IOM) BHECEHHS 3MiH [0 po3ainy «MapkyBaHHs» MKA N3;
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXeHOro
TEKCTy MapKyBaHHS. OHOBMEHHS TEKCTY MapkKyBaHHS
yNakoBKM NikapcbKoro 3acoby 3 BHECEHHAM iHchopmalyii
LLOA0 3a3HaYeHHS OAUHMLE BUMIPIOBaHHA Y cucTemi Sl.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALIB Nic/a 3aTBepPAKEHHS
254, | CODOPU HacToika no 50 mny TOB "OKM YkpaiHa TOB "AKn YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHW | TNy - 6e3 UA/8845/01/01
AMOHCLKOI donakoHi; no 1 "®apmauesT "PapmaueBTnyHa OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW /likapCbKOro peyenma
HACTOWKA hnakoHy B nauywi; no N4Ha habpuka" 3acoby 3 BHECEHHSIM iHdhopMaLiT LWLoA0 3a3HAYEHHS
50 mn 'y chnakoHax habpuka" OAMHULIb BUMIPIOBAHHSA Y cuctemi Sl. BHeceHHs 3miH Ao
po3gainy “MapkyBaHHa” MK /13”; 3anponoHoBaHo:
MapkyBaHHs. 3riHO 3aTBepA)KEHOr0 TEKCTY MapKyBaHHS.
TepmiH BBEAEHHS 3MiH: NPOTAroM 6 MicAUiB nmicas
3aTBEPAKEHHS
255. | CMIPOHOJNA Tabnetkn no 50 mr, no CaHpo3 CnoBeHist CanTac Papma HimeyuunHa BHECEHHS 3MiH [10 pEECTpaLiiiHUX MaTepiasliB: 3MiHK | TNy - 3a UA/14227/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KTOH 10 TabneTtoky dapmachbHoTi 6X OHOBJIEHHSI TEKCTY MapKyBaHHS YNakoBKY /likapCbKOro peyenmom
CAHAO03® 6nictepi; no 2, abo no Kan3 a.4. 3acoby 3 BHECEHHSIM iHGhopMaLliT LWLoA0 3a3HAYEHHS
3, abo 6 6nicTepis B OAMHULIb BUMIPIOBAHHSA Y cuctemi Sl. BHeceHHs 3miH Ao
KapTOHHI KOpooLi po3ainy “MapkyBaHHa” MK J13. 3anponoHoBaHo:
MAPKYBAHHSA. 3rifHO 3aTBEPAXEHOr0 TEKCTY MapKyBaHHS.
TepMmiH BBEfeHHS 3MiH: MPOTSArom 6 micauis 3 gatn
3aTBEPAKEHHS
256. | CMIPOHONA Tabnetku no 100 mr CaHpo3 CnoBeHis Canotac Papma HimeuuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 3a UA/14227/01/02
KTOH no 10 TabneTtok y dapmacbHoTi 6X OHOBJIEHHSI TEKCTY MapKyBaHHS yNakoBKMW NiKapCbKoro peyenmom
CAHAO3® 6nicTepi; no 2, abo no Kans a.a. 3ac06y 3 BHECEHHAM iHhopMaLii WoA0 3a3HaYEeHHS
3, abo 6 6nicTepis B OAMHWLb BUMIPIOBAHHSA Y cucTeMi Sl. BHeceHHs 3MiH 40
KapTOHHI KOpoo6Li po3gainy “MapkyBaHHa” MKA J/13. 3anponoHoBaHo:
MAPKYBAHHSA. 3rifHO 3aTBEpAXXEHOro TEKCTY MapKyBaHHS.
TepMmiH BBEEHHS 3MiH: NPOTAroM 6 micsUiB 3 Aatu
3aTBEPMKEHHS
257. | cnopPuvy Tpasa pi3aHo- MpAT Ykpaina MpAT "“NlikTpasu" Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasiB: 3MiHu | TUny - 6e3 UA/5886/01/01
TPABA npecosaHa no 100 ry "NikTpasun" 3amiHa po3giny “I'padhiuHe 0hopMAEHHS YNakoBKK” Ha peyenma
naykax 3 BHYTpILIHIM po3ain “MapkyBaHHs” B MKA J13: 3aTBepAXeHO:
nakeTom TPA®NYECKOE O®OPM/EHVE YTNAKOBKMN
Mpunaraetca. 3anponoHosaHo: MAPKYBAHHA Y
BIAMOBIAHOCTI 3 3aTBEPAKEHVM TEKCTOM MapKyBaHHS. 3MiHW
BHECEHi B TEKCT MapKyBaHHSA yNakoBKM /ikapCbKoro 3acoby
LLI0A0 3a3HAYEHHA MDKHAPOAHUX NO3HAYeHb OAMHULLb
BMMIpIOBaHHS. BBEAEHHSI 3MiH MPOTAromM 6-T1 MicsLiB micns
3aTBEPAKEHHS
258. | CTUMO/N® PO34MH OpasibHWiA, 1 BIOKOAEKC | ®paHuis BIOKOAEKC ®paHuin BHECEHHS 3MiH O peeCcTpaLiiiHnx maTepianis: 3miHu | Tuny - 6e3 UA/6937/01/01
r/10 mano 10 mny 3MiHa y MeTogax BUNpobyBaHHsS BMXigHOTO marepiany, a peyenma

nakeTuky, rno 18
NakeTUKIB y KApPTOHHIl
Kopoo6Li

came 3amiHn metoay BEPX ans kinbkicHoro aHanisy L-
unTpyniHy metogom «all-in-one HPLC» (gns aHanisy L-
UMTPYNiHY Ta TECTY Ha AOMILLKV NiKapCbKOi PeYOBUHM 3
METOH0 KifIbKICHOT OLLIHKW BifOMWX | HEBIAOMMX [LOMILLOK);
3MiHM | TUNY - 3aMiHn MeTody TLC ans BUnpo6yBaHHS Ha
OOMILLKV Y BUXIGHOMY MaTepiasi L-untpyniHy metogom «all-
in-one HPLC» (ons aHanisy L-uuTpyniHy Ta TecTy Ha
[OOMILLKM NiKapCbKOi PeYOBUHW 3 METOH Ki/TbKICHOT OL|iHKM
BIJOMUX | HEBIAOMMX AOMILLOK); 3MiHU | TUMY - 3MiHa Y
napameTpax cneuudikadiii BuxigHoro martepiany (L-
LMTPYAiHY), a came 3MiHM 3a MeXaMu 3aTBepKEHOI
cneumdikauii 4518 KOXHOT HEBIAOMOT AOMILLIKM:
3anponoHoBaHi KpUTepii NpUiiMaHHA BigNoBifalTL Nopory
ineHTudikauii kepisHoro ctaHgapty ICHQ3A (R2) ans
MakCcMasibHOT 4060BOT 403U HMXKYe 2 T, To6TO ? 0,10%;
3MiHu | TUNy - 3MiHa y cneyudikauii BUXiGHOro NpoaykTy, a
came 6inbLL TOYHO ONWCAHWIA 30BHILLHI/ BUTNAA BUXIAHOTO
matepiany L-uutpyniHy;
3MiHM | TUNY - 3MiHa y napameTpax cneuudikawiii BUXigHoro
npoaykTy L-untpyniHy, a came AojaBaHHA HOBOrO
napameTpy cneumdikauii Ao cneumndikadiin 3 BignoBigHUM
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MEeTOA0M BUMPOOYBaHHS: 3arasibHa KiflbKiCTb AOMILLIOK ? 1
%; 3MiHU | TUNY - 3MiHa y MeToAax BUNpobyBaHHSA BUXILHOrO
marepiany L-uutpyniHy, a came 3mMiHW TUMY BUMIPOBaHHS
(ocnabneHe NoBHe BifOOPaXEHHS) Ta 3MiHa MiAroTOBKM
3paskiB [0 TeCTy Ha igeHTudikauito L-untpyniny
iH(bpayepBOHOK cNekTpohoTOMETpIED; 3MiHK | TUNY - 3MiHa
y MeToAax BUNpobyBaHHS BUXigHOro marepiasny L-unTpyniHy
Ta A®Il unMTpyniHy Manaty, a came 3MiHN JOBXUHU TPYy6KM
AN ONTUYHOTO 06epTaHHA AN L-uuTpyniHy Ta uuTpyniHy
mManaty; 3MmiHu | Tuny - 3MiHa y MeTogax BUNpobyBaHHs
BUXiZHOTO MaTepiany L-umTpyniHy, a came BUKOPUCTaHHS
aBTOMATMYHOIO TUTpaTopa 4715 aMiadyHOro aHaliTUYHOrO
meToay Ans L-uutpyniny; 3MiHn | Tuny - 3MiHa y MeTogax
BUNPOGYBaHHSA BUXIAHOTO MaTepiasny L-LUTpyniHy - 3MiHU
TemMnepaTtypHOro fianasoHy A/15 BTpaTt npu BUNpobdyBaHHI Ha
Cywky ans L-uutpyniHy; 3miHu | Tuny - 3miHa y MeTogax
BMNPOB6YBaHHA BMXigHOrO Matepiany (L-unTpyniHy), a came
3MiHM napameTpiB iHKyb6aLii 415 Mikpo6ionoriyHoro
KOHTPO/I0 AKOCTi L-unTpyniHy Ans Toro, wob signosigatu
notoyHomy Ph. Eur; 3miHu | Tuny - 3MiHa y meTogax
BMNpo6yBaHHA A®| (unTpyniHy ManaTy) 3a TECTOM
laeHTudikayia (TLWX) - 3amiHM Ha LentosI03Hy NnacTuHy
3amicTb nnactuHu with silics gel gns ineHTudikawii DL-
A6YYHOI KUCNOTK; 3MiHM | TURY - 3MiHa Y cneumdikauii
BVXifHOT peyoBUHU L-uuTpyniHy BUAAIEHHS
ineHTudpikauiiHoro TecTy 3a gonomoroto TLC; 3MmiHuM | Tuny -
3MiHa y cneumdikayii BUXigHOT peqoByHN L-uuTpyniHy -
BUAA/IEHHS ONUCY 3anaxy B ONMUCI XapakTePUCTUK; 3MiHW |
MMy - 3MiHa y cneuudikauii BUXig4HOI pevoBUHU L-LMTpyiHy
-BUAasIeHHa onucy 3anaxy ans 10% BoAHOro po3ynHy

259.

CTIBAP®

TabneTku, BKpUTI
nAiBKOBOO
060/10HKOt0, Nno 40 wr,
no 28 TabneTok y
dhnakoHi; no 3
hNaKoHW Y KapPTOHHIN
ynakoBLj

Baiiep Al

HimeuunHa

Baiiep Al

HimeuunHa

BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHW BHECEHO A0 IHCTPYKLiT 415 MEeAMYHOro 3aCTOCyBaHHS
niKapcbKoro 3acoby Ao posginis "OcobanBocCTi
3acTocyBaHHs", "lNMobiyHI peakuii” - foaaHa iHhopmauis 3
6e3neku 3rigHo pekoMeHaauii PRAC. BBefeHHs 3MiH
NpOTArom 3-x MiCALIB MiCNA 3aTBEPLKEHHS

3a
peyenmom

UA/13395/01/01

260.

CYNb®ALET
AMIA
HATPIIO

NopoLLOoK (cybcTaHLis)
Y MilKax
nonieTNeHoBux
noagiiHnx ans
BMPOGHULTBA
CTepUIbHUX
niKkapcbknx hopm

AT
"®papmak”

YkpaiHa

KartBelik Xemi 6B

Higepnanau

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny -
noAiaHHA OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
€sponelicbkiii papmakonei Ne R1-CEP 2008-311-Rev 01
(3aTBEpxeHO: R1-CEP 2008-311-Rev 00) ansa Adl
cynbhaueTamif HaTpilo Bi BXe 3aTBEPKEHOTO BUPOOHMKA
KatBelik Xemi BB, HigepnaHgn, sik Hacnigok npuBeeHHs
crneundikauii Ta MeToAiB KOHTPosIt0 AD| 3a NOKa3HUKOM
«KinbkKicHe BU3HaYeHHs» Y BiANOBIAHICTb 40 BUMOr
MOHorpadii «Sulfacetamide sodium» EP; 3miHu | Tuny -
BUJ/TYYEHHS NoKasHuKa «Baxkki MeTanin» i3 cneundikauii Ta
MeToZiB KOHTposo ADI

UA/11076/01/01

261.

CYMINAP

Kancynv TBepdi no 5

CaHpo3

CnoBeHis

Bunyck cepiii:

CnoseHis/

BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB; 3MiHuM | Tvny -

3a

UA/15320/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Mr/10 mr; no 7 kancyn dapmachbHoTi Nex Monbwa AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
TBEPAMX Y 6nicTepi; no Kan3 a.4. $papmaueBTUYHA agpecu Micus NpoBaMKEHHS AisNIbHOCTI
4 6nictepn y KoMnaHis 4.4., BMpPOBHMKa/iMNopTepa roToBOro JliKapCbKoro 3acoby,
KapTOHHI KOpooLi CroBeHis; BK/IOUAIOUM AiNbHULj BUMYCKY cepil abo micue npoBeeHHS

Bupo6HMLTBO in
bulk, TectyBaHHs,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs:
Apavepg dapma
C.A., NonbLa;
TecTyBaHHSA:
Apavep dapma
C.A., MonbLwa

KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnoBigae
BMPOGHMK/IMNOPTEP, HE BK/IKOYAKOYM BUMYCK CEpIlt) - 3MiHa
Ha3BW BUPOOHUKA, BiAMOBIAA/ILHOTO 3a TECTYBaHHSA FOTOBOrO
nikapcbKoro 3acoby Ma6'aHiupki 3aknaan dapmaleBTUYHi
Monbha C.A., Monblya Ha Agaves Papma C.A., MonbLua
06yMOB/IEHO KOHCOJTiJALli€l0 KOMMNaHii B 0AHY 3i 3MiHOH0
Ha3BW Ta 3a3HayYeHHs puguyHoi agpecu B p. 3.2.P.3.1.
Bupo6Huk (1). Agpeca BMpobHMLTBa 3anmwmnach
HEe3MiHHOLO; 3MiHM | TuMy - AAMIHICTPaTUBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo aapecy MicLsA NPOBaKEHHS
AiSNbHOCTI BUPOOHMKa/iMnopTepa roToBOro /ikapCbKoro
3aco6y, BK/IH0YaKuM fiNbHUL BUNYCKY cepii abo Micue
NPOBeAEeHHS KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/THOYAKOYM BUMYCK
cepii) - 3miHa Ha3BW BMPOGHWKA, BiANOBifaIbHOO 3a
BMPO6HUUTBO in bulk, TeCTyBaHHSA, NepBUHHE Ta BTOPUHHE
nakyBaHHS1 FOTOBOTO JliKapCbKOro 3acoby 3aknag,
dapmaueBTuuHnin Agames ®apma C.A., MNosblia Ha
Apamvep ®apma C.A., MNonbLya 06yMOBAEHO KOHCONIAaLE
KOMMaHili B 04HY 3i 3MIHOI0 Ha3BMW Ta 3a3HaYeHHS IOPUANYHOT
appecy B p. 3.2.P.3.1. Bupo6Huk (1). Agpeca BUPOGHMLTBA
3anMwmnnacb He3MiHHO; 3MiHW | TUNy - 3MiHK 3 SIKOCTI.
[oTOBMIA NiKapcbkunii 3aci6. 3MiHWM Y BUPOOHULTBI. 3MiHK Y
npoveci BUpobHULITBA FOTOBOTO NiKapCbKOro 3acooby,
BK/IO4A0UM MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS MpU
BMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby (He3HayHa 3MiHa
y NpoLLeCi BUPOGHMLTBA) - BHECEHHSI HE3HAYHUX 3MiH Y
npoLiec BUPOGHULTBA, 30KpeMa: A5 NapTiil rpaHynsaTy
amnogunnidy 5 mr ta 10 Mr, L0 po3ainsiTbCa HA YacTUHN
[ON5 OTPUMaHHA 6akaHoro po3mipy cepii 3 hikcoBaHO
KOMGIHOBAHO CYMILLILLIID, faHWiA TPaHY/IAT NOBUHEH ByTW
nepemilannii 4a piBHOMIPHOrO PO3MNoAiny nepeg,
po3aineHHaM; 3miHu | Tuny - 3miHun 3 AkocTi. CepTudikart
BianoBigHocCTI/MCE-cepTudikat BifANoBiAHOCTI E€BpoNeiichkii
thapmakonei/moHorpadii. MogaHHA HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI abo BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns A®I; ans
BMXIAHOrO MaTepiany/peareHTy/MpoMKHOIo NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns LONOMDKHOT
peyoBUHM (CepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBAEHUI cepTudikaT Bif yxe
3aTBEPAKEHOI0 BUPOBGHMKA - NOAAHHS OHOB/IEHOTO
Ceptucpikaty R1-CEP 2003-007 Rev 06 ana AdI
AmnoauniHy 6ecunar Big, BXe 3aTBepAXKEHOro BUPOGHMKa
Dr. Reddy's laboratories Ltd., Sk Hacnifok gofaBaHHs
anbTepHaTMBHOIT AinbHULI BUpo6HMLTBa A®I Malladi Drugs
& Pharmaseuticals Limited Unit-3, India. 3atBepmxeHo: R1-
CEP 2003-007 Rev 05 3anponoHoBaHo: R1-CEP 2003-007
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Rev 06

262. | CYMINAP Kancynu Teepgi no 10 CaHpo3 CnoBeHis Bunyck cepiii: CnoseHis/ BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/15318/01/01
Mr/5 mMr; no 7 kancyn dapmacbHoTi Nek MonbLa AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
TBEPAWX Y bnicTepi; no Kans a.a. $apmaueBTUYHA agpecu Micus NpoBaKEHHS AisNbHOCTI
4 6nictepn y KoMnaHisa 4.4., BMpOBHUKa/iMNopTepa roToBOro JliKapcbKoro 3acoby,
KapTOHHI KOpoo6Li CroBseHis; BK/IOYAKOUY AiNbHULj BUNYCKY cepil abo micue npoBefeHHs

Bupo6HMUTBO in
bulk, TecTyBaHHs,
nepBrHHE Ta
BTOPUHHE
nakyBaHHs:
Apamven ®apma
C.A., Nonbua;
TecTyBaHHA:
Apamven ®apma
C.A., Monbwa

KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnosigae
BMPOGHMK/IMNOPTEpP, HE BK/IKOYAOUM BUMYCK cepili) 3mMiHa
Ha3BW BNPOGHYKa, BiAMNOBIAaNIbHOTO 3@ TECTYBaHHSA rOTOBOrO
nikapcbKoro 3acoby Mab'aHiubki 3aknagm ®apmaueBTUYHI
Monbtha C.A., Monbuia Ha Agames dapma C.A., Monbla
06YMOB/IEHO KOHCOMIALIEN KOMMaHi B 04HY 3i 3MiHOO
Ha3BM Ta 3a3HayYeHHA puanyHoi agpecn B p. 3.2.P.3.1.
Brpo6Huk (1). Agpeca BUpPOGHULTBA 3a/MLLmMIach
HEe3MiHHO. 3MiHK | Tuny - AgMiHICTpaTMBHI 3MiHWU. 3MiHa
HalimeHyBaHHs Ta/abo agpecun MicLA NPoBaKEHHS
LiSNbHOCTI BUpOBHMKa/iMnopTepa roToBOro JlikapCbKoro
3aco6y, BKoUauy AinbHNLi BUNYCKY cepii abo micue
NpoBeAEeHHSA KOHTPOJIIO AKOCTI. (4iSNbHICTb, 3a AKY
BignoBigae BUPOGHUK/IMNOPTEP, HE BKIOYAOUM BUNYCK
cepili) 3miHa Ha3BW BMPOOHUWKA, BiANOBifa/IbHOMO 3a
BMPOGHMLTBO in bulk, TecTyBaHHS, NepBNHHE Ta BTOPUHHE
nakyBaHHS! rOTOBOrO /likapCbKoro 3acoby 3aknag,
dapmaueBTnuHMin Agameg ®apma C.A., MNonblwa Ha
Apawvep ®apma C.A., MNonba 06yMoB/EHO KOHCO/iAaLi€
KOMNaHili B 0A4HY 3i 3MiHOI0 Ha3BW Ta 3a3HaYeHHs IPUANYHOT
agpecy B p. 3.2.P.3.1. Bupo6Huk (1). Agpeca BMpo6HMLTBa
3aMWnNach He3MIHHOK0. 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[OTOBWIA NikapcbKuii 3aci6. 3MiHWM Y BUPOOHULTBI. 3MiHK Y
npoveci BUpobHULITBA FOTOBOTO NiKapCbKoro 3acoby,
BK/TO4AK0UM MPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETHCS MpU
BUPOGHMLTBI rOTOBOrO NikapCbKoro 3acoby (He3HayHa 3miHa
y NpoLeci BUPOBGHNLTBA) BHECEHHS HE3HAYHUX 3MiH Y
npoLiec BUPOGHULTBA, 30KpemMa: A5 NapTiil rpaHynsaTy
amnoaunniny 5 Mr Ta 10 Mmr, Lo po3a4insaTbea Ha YacTUHN
07151 OTPUMaHHS 6axkaHoro po3mipy cepii 3 hikcoBaHo
KOMGiIHOBAHOIO CYMILLILLIO, faHWI FPaHyNsAT NOBUHEH ByTW
nepemillaHmnii A piBHOMIPHOro po3noginy nepes,
po3gineHHam. 3miHu | Tuny - 3MiHn 3 akocTi. CepTuddikat
BianoBigHocTi/IE-cepTudikat BiANoBiAHOCTI EBpoNeiiChKii
thapmakonei/moHorpadii. NogaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTa BignoBiAHOCTI abo BUYYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns A®l; ans
BMXIAHOrO MaTepiany/peareHTy/NMPoMKHOIo NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; Ans AONOMKHOT
peyoBUHM (CepTudikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAXEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO
Ceptudpikaty R1-CEP 2003-007 Rev 06 ana A®I
AmnoguniHy 6ecunar Bif BXe 3aTBepXeHOro BUPOGHMKa
Dr. Reddy's laboratories Ltd., Sk Hacnifok gogaBaHHs
a/bTepHaTMBHOIT AiNbHUUI BUpo6HMUTBa A®I Malladi Drugs
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
& Pharmaseuticals Limited Unit-3, India. 3atBepmxeHo: R1-
CEP 2003-007 Rev 05 3anponoHosaHo: R1-CEP 2003-007
Rev 06
263. | TAHAKAH® TabneTku, BKpUTI INCEH PpaHuis BO®YP INCEH ®paHuin BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHa 6e3 UA/9822/01/01
060/10HKO10, M0 40 Mmr; KOHCbIOM IHAYCTPI 3asiBHUKA (BNacHMKa peecTpauiiiHoro nocBig4yeHHs) (3rigHo peuyenma
no 15 tTabneTtok y EP Hakady MO3 Big 23.07.2015 Ne460) BeeaeHHS 3MiH
6nicTepi; no 2 abo 6 XEJICKEA, NPOTAroM 6 MicALiB Nicna 3aTBepkeHHs. 3MiHu | Tuny -
6nicTepiB y KAPTOHHIl AKUioHepHe 3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta hapmakoHarnsay.
Kopoo6Li TOBapUCTBO BeeaeHHs abo 3MiHU [0 y3arasibHeHNX AaHuX Npo cucTemy
CMPOLLIEHOr0 chapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHux npo
Tmny cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHol ocobu,
BIANOBIAANbHOI 32 34iiCHEHH:A ddapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asaBHUka AN 34IMCHEHHN
thapMakoHarnsay B YkpaiHi, KO0 BOHa BigMiHHA Big,
YMOBHOBaXEHOI 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (Bk/uvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
Y PO3MilLleHHi MacTep-halina cuctemu gpapMakoHarnisay)
3MiHa KOHTaKTHUX faHWX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBiAa/IbHOT 3a hapmakoHarnsag. 3MiHa micugs
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 hapMakoHarsay. 3MiHa
MicL,e3HaxoMxeHHss macTep-daiina cuctemu
dhapmakoHarnsgy Ta inoro Homepa.
264. | TUHIPEKC® TabneTkn, BKPUTI AT Nartsis AT "I'piHaekc" Nartsis BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/16571/01/01
NNiBKOBOKO "I'piHgekc" 3MiHM B TEKCTi MapKyBaHHs1 yNakoBKM JlikapCbKOro 3acoby peyenmom
060n0HKoto, Mo 10 mr, LLLOA0 3a3HaYEeHHA MKHAPOAHMX NMO3HAYEeHb OANHULIb
no 10 TabneTok y BMMIipIOBaHHSA. BHeceHHs 3MiH Ao po3ainy “Mapkuposka”
6nictepi, no 3, abo 6, MK®A 13; 3anponoHoBaHo: Mapkuposka CoriacHo
abo 9 6nicTepiB y YTBEPXAEHHOMY TEKCTY MapK1POBKW. TepMiH BBEAEHHS 3MiH
nauuj 3 KapToHy - 6 micsLiB nicns 3aTBepKEHHSA
265. | TUHIOA3OM- | TabneTku, BKpUTI TOB "TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny - 3a UA/6782/01/01
TEBA nniBKOBOKO YkpaiHa" OynHuus AT, [0faBaHHsA a/lbTEPHATVBHOI BUPOGHMYOT AinbHuLi AARTI peyenmom
060/10HKOt0, No 500 Bonrapis; DRUGS LIMITED, Plot No. N-198, M.I.D.C., Tarapur, Boisar,
Mr; No 4 TabneTtkm y BankaHapma- Tal. Palghar, District Thane, Maharashtra 401 506, India gns
6nictepi; no 1 Pasrpag AT, BMpo6OHULUTBa A®PI, L0 BXOANUTL B rpyny NignpueMcTB, WO i
6nicTepy y KapTOHHIl Bonrapis 3aTBEPAXXEHNI BUPOOHUK
Kopo6ui
266. | TUPO30/1® TabneTku, BKpUTI Mepk HimeuunHa | Mepk Xenckea KraA HimeuuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHa 3a UA/8848/01/01
NNiBKOBOKO Xerickea 3asiBHMKa (B/1aCHMKa peecTpaLiiHoro noceigyeHHs) (3rigHo peyenmom
060/10HKOI0, N0 5 Mr; KraA Haka3y MO3 Big 23.07.2015 Ne 460. 3miHu | Tuny - 3miHK

no 10 TabneTtok y
6nictepi; no 5
6nicTepiB y KAPTOHHIN
KopoobLi

wofo 6esnekn/edekTMBHOCTI Ta hapMakoHarnsagy.
BeeaeHHsA ab0 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy
chapmakoHarnsgy (BBefileHHs y3araslbHeHUX AaHvx npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHol ocobu,
BIANOBIAALHOI 3a 34iiCHEHH:A ddapmakoHarnsaay; KOHTakTHOT
ocobu 3 dhapmakoHarnagy 3asBHVKa ANs 34iICHEHHS
thapMakoHarnsgy B YkpaiHi, KO0 BOHa BigMiHHaA Bif,
YMOBHOBaXEHOI 0CO6U, BiANOBIAaIbHOI 38 34iCHEHHSA
thapmakoHarnagy (BKIuyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
Y PO3MilLleHHI MacTep-halina cuctemy papMakoHarnisay)
3MiHa KOHTaKTHMX AaHWX YNOBHOBAXEHOI 0cobu,
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BiANOBiAaNbHOI 3a hapmakoHarnsag,. 3miHa KOHTaKTHUX
[laHNX KOHTaKTHOI 0co6WU, BiANOBIAA/ILHOI 3a 3AiAiCHEHHS
hapMakoHarnagy B YkpaiHi. 3MiHa mMicus 34iCHEHHS
OCHOBHOI AisiNbHOCTi 3 hapmakoHarnsagy. 3miHa
MiCLLe3HaX0MKEHHSI MacTep-doaiina.
267. | TIPO30/® TabneTku, BKpUTI Mepk HimeuunHa Mepk Xenckea KlraA HimeuunHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3MiHa 3a UA/8848/01/02
nNiBKOBOKO Xenckea 3asBHUKa (BNacHWKa peecTpaviiiHoro noceig4yeHHs) (3rigHo peyenmom
060/10HKO10, No 10 wmr; KraA Haka3y MO3 Big 23.07.2015 Ne 460. 3MiHu | TUny - 3MiHK
no 10 TabneTok y LoAo 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy.
6nictepi; no 5 BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
6nicTepiB y KAPTOHHIl hapmakoHarnsgy (BBeAeHHS y3arasibHeHUX AaHuX Npo
Kopoo6Ui cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS ddapMakoHarnsay; KOHTakTHOT
0ocobu 3 dhapmakoHarnsay 3asiBHuUKa AN 34iCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
YMOBHOBaXeEHOI 0co6W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapMakoHarnsay (Bknoyatoum KOHTakTHI AaHi) Ta/abo 3MiHW
Y PO3MiLLEeHHI MacTep-halina cuctemy gpapmakoHarnsay)
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0CO6M,
BiANOBIAa/IbHOT 3a (hapmakoHarnsag,. 3MiHa KOHTaKTHUX
[aHnX KOHTakKTHOI 0co6M, BIANOBIAA/ILHOI 3@ 3AiICHEHHS
hapmakoHarnsgy B YkpaiHi. 3viHa micus 34iACHEeHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLie3HaxoMKeHHs macTep-dainna.
268. | TIAMEKC PO3YUH NS iH EKLi MpuBaTHe Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/16935/01/01
50 mr/mn, no 2 mn B akujioHepHe akujioHepHe OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKV NiKapCbKOro peyenmom
amnynax, no 5 amnyn TOBapuUCTBO TOBapuCTBO 3aco0by 3 BHeCeHHsIM iHdhopmaLlii LLoAO 3a3HaveHHs
y 6nicTepi, no 2 "Jlekxim- "JlekxiMm-Xapkis" OOMHWLB BUMIPIOBaHHA Y cuctemi Sl. TepMiH BBeEHHS 3MiH
6nicTepu B nayuj, no 5 Xapkis" npoTtArom 3 micsALiB nicns 3aTBepaXKeHHS
M B amnynax, no 5
amnyn y 6nictepi, no 1
6nicTepy B nayui
269. | TIAMIHY PO34YUH ANS iH'EKLN, MpvBaTHE YkpaiHa MpvBaTHE YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny - 3a UA/12783/01/01
Xnoeunpg 50 mr/Mnno 1 mn B akuioHepHe akuioHepHe OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapcbKoro peyenmom
(BITAMIH B1) | awvnyni; no 10 amnyn B | TOBapucTso TOBapUCTBO 3ac06y 3 BHeCEHHAM iHhopmaL,ii WoAo 3a3HaYeHHs
nauj 3 KapToHy 3 "Jlexkxim- "Mlekxim-Xapkis" OAVHULb BMMIpOBaHHSA y cuctemi Sl. TepmiH BBEEHHS 3MiH:
neperopogxamu; rno 1 Xapkis" npoTsArom 3 MicsLiB 3 AaTu 3aTBEPKEHHS
M B amnyni; no 5
amnys B 04HOGIYHOMY
6nictepi; no 2
6nicTepu B nayu,j 3
KapTOHY
270. | TIKONMIH® TabneTku, BKpUTI TOB HB® Ykpaina TOB HB® Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHu | TUny - 3a UA/17695/02/01
NNiBKOBOKO "MIKPOXIM" "MIKPOXIM" 3MiHa YNOBHOBaXKEHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a peyenmom
060s10HKo0, Mo 500 thapmakoHarnag. MNponoHoBaHa pegakuis: XXyp6a Jlinis
Mr, Mo 7 TabneToK y BonogumupisHa. 3MiHa KOHTaKTHUX AaHUX YNIOBHOBaXEHOT
6nictepi, no 4 0ocobu 3asBHKKA, BIANOBIAA/IbHOI 3a thapmakoHarnsg,
6nictepu y nauui 3
KapToHY
271. | TONNEPIN- TabneTku, BKpUTI ToBapucTBO Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHW | TNy - 3a UA/9556/02/01
340POB'A nNiBKOBOKO 3 obMexeHo BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA” MKA /13: peyenmom
060/10HKO10, N0 50 wmr; 06MEXEHO BiANOBIAANLHICTIO 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
no 10 Tabnetok y BifnoBsiganb "®apmaueBTnyHa 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS TEKCTY
6nictepi; no 3 HiCTIO KOMNaHis MapKyBaHHS YNakoBKM /iKapCbKOro 3aco6y 3 BHECEHHAM
6nictepu y kopobu,i 3 "®apmauesT "3p0pos's", YkpaiHa iHchopmauii LoA0 3a3HAYEHHS OAMHWLL BUMIPIOBAHHS Y
KapToHY nyHa (Bci cTagii cucTemi S, iHdhopmaL,i LWoa0 ToBapHOro 3Haky. BeeaeHHs
KOMNaHis BUPOGHMLTBA, 3MiH NPOTArOM 6-TW MICALB NiCNA 3aTBEPAKEHHSA
"3p0pos'a” KOHTPO/b AKOCTI,
BUMYCK cepii);
ToBapucTso 3
06MEXEHOI
BiANoBiAa/IbHICTIO
"®APMEKC IPYyM",
Ykpaina (Bci ctagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI)
272. | TONNEPIN- TabneTku, BKpUTI ToBapuncTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHM | TNy - 3a UA/9556/02/02
340POB'A NNiBKOBOKO 3 obmexeHo BHECEeHHS 3MiH A0 po3ainy “MapkyBaHHA” MKA /13: peyenmom
060/10HKOH0, Mo 150 06MEXEHO Bi4NOBIAANLHICTIO 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
mr; no 10 TabneTok y Bignosigaib "papmaueBTnYHa 3aTBEP)KEHOro TeKCTY MapKyBaHHSA. OHOB/IEHHSA TEKCTY
6nicTepi; no 3 HiCTIO KOMnaHis MapKyBaHHS! yNakoBKU iKapCbKoro 3acoby 3 BHECEHHSM
6nictepun y Kopobui 3 "®apmaueBT "3p0poB'a", YkpaiHa iHchopMaLii WoA0 3a3HaYeHHS OANHMLb BUMIPOBAHHS Y
KapToHY nuHa (Bci cTagii cucTemi S, iHdhopmaL,i WoA0 ToBapHOro 3Haky. BeBeaeHHs
KOMNaHis BMPOGHMLTBA, 3MiH NPOTArOM 6-TW MICALB NiC/A 3aTBEPIXKEHHSA
"3popos'a" KOHTPO/b SKOCTI,
BUMYCK cepii);
ToBapucTBO 3
obmexeHoto
BiANOBIAA/LHICTIO
"®APMEKC I'PY1M",
Ykpaina (Bci cTagil
BMPOGHMLTBA,
KOHTPO/1b SKOCTI)
273. | TOPEHAO® TabneTkn, BKPUTI KPKA, a.4., | CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/5800/01/02
NNiBKOBOI 060/10HKOK | HOBO MecTo mecTo, CrioBeHist 3amiHa po3giny «MpadgiyHe 0opPM/IEHHS YNakoBKM» Ha peyenmom
no 2 mr, no 10 (BMpPOGHMLTBO "in po3ain «MapkyBaHHs» 3anponoHoBaHo: MapkupoBka B
TabneTok y 6nictepi, bulk", nepsuHHe Ta COOTBETCTBUW C YTBEPKAEHHBLIM TEKCTOM MapKUPOBKW.
no 2, 3 abo 6 BTOPWHHE OHOB/IEHHS TEKCTY MapKyBaHHS YMakoBKW NiKapCbKoro
6nicTepiB y KAPTOHHIl nakyBaHHs, 3ac00y 3 BHECEHHSIM iH(hopMaLii W00 3a3HaYeHHS
Kopoo6Li KOHTPO/b cepii Ta OAVHMLL BUMIpOBaHHA Y cuctemi Sl. BBefeHHsA 3MiH
BUNYCK cepii; NPOTSAroM 6-TW MICALB NiC/A 3aTBePAKEHHS
KOHTPO/b cepil)
274. | TOPEHOO® TabneTkun, BKpUTI KPKA, g.4., | CnoseHis KPKA, a.4., Hoso CnoBeHist BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 3a UA/5800/01/01
nNiBkOBOI 060/10HKO | HOBO MecTo mecTo, CroBeHist 3amiHa po3gainy «padiyHe 0OPM/IEHHS YNakoBKM» Ha peyenmom
no 1 mr, no 10 (BMpPOGHMLTBO "in po3ain «MapkyBaHHs» 3anponoHoBaHo: MapkupoBka B
Tabnetok y 6nictepi, bulk", neperHHe Ta COOTBETCTBUM C YTBEPXAEHHLIM TEKCTOM MapKUPOBKU.
no 2, 3a6o 6 BTOPUHHE OHOB/IEHHA TEKCTY MapKyBaHHS YMakoBKW MiKapCbKOro
6nicTepiB y KAPTOHHIN nakyBaHHs, 3ac06y 3 BHECEHHAM iHhopMaL,i WoA0 3a3HaYeHHs
KopoobLi KOHTPO/b cepii Ta OAVHULb BUMIPIOBAHHSA Y cucTeMi Sl. BBeeHHs 3MiH
BUNYCK cepil; NPOTAroM 6-TW MICALIB MiCNA 3aTBEPKEHHS
KOHTPO/b cepii)
275. | TOPEHAO® TabneTku, BKpUTI KPKA, g.4a., | CnoeHis KPKA, a.4., HoBo CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny - 3a UA/5800/01/03
nNiBkOBOI 060/10HKOK | HOBO MecTo MecTo, CrioBeHist 3amiHa po3giny «padiyHe 0hOPM/IEHHS YNakoBKM» Ha

peyenmom
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
no 3 mr, no 10 (BMpPOGHMLTBO "in po3ain «MapkyBaHHs» 3anponoHoBaHo: MapkupoBka B
Tabnetok y 6nictepi, bulk", nepsuHHe Ta COOTBETCTBUM C YTBEPXAEHHLIM TEKCTOM MapKUPOBKU.
no 2, 3abo 6 BTOPUHHE OHOB/IEHHA TEKCTY MapKyBaHHS YMakOBKW MiKapCbKOro
6nicTepiB y KAPTOHHIN nakyBaHHs, 3ac06y 3 BHECEHHAM iHhopMaL,ii WoAo 3a3HaYeHHs
KopoobLi KOHTPO/b cepii Ta OAVHWLb BUMIPIOBAHHSA Y cucTemi Sl. BBeeHHs 3MiH
BWNYCK cepil; NPOTAroM 6-T1 MIiCALIB MiCNSA 3aTBEPAKEHHS
KOHTpO/b cepii)
276. | TOPEHAO® TabneTku, BKpUTI KPKA, a.4., | CnoBeHis KPKA, a.4a., Hoso CnoBeHis BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/5800/01/04
nniBkoBOI 060/10HKOI | HOBO MecTo mecTo, CnoBeHist 3amiHa po3gainy «padiyHe 0OPM/IEHHS YNakoBKM» Ha peyenmom
no 4 mr, no 10 (BMpPOGHMLTBO "in po3ain «MapkyBaHHs» 3anponoHoBaHo: MapkupoBska B
Tabnetok y 6nictepi, bulk", nepsuHHe Ta COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapPKVPOBKM.
no 2, 3 abo 6 BTOPVHHE OHOB/IEHHSI TEKCTY MapKyBaHHS YMakoBKW NiKapCbKoro
6nicTepiB y KAPTOHHIN nakyBaHHs, 3ac06y 3 BHeCEHHAM iHhopmaL,ii WoAo 3a3HaveHHs
KopooLi KOHTPO/b Ccepii Ta OAVHWLb BUMIPIOBAHHSA Y cucTemi Sl. BBeeHHS 3MiH
BUNYCK cepil; NPOTAroM 6-TW MICALIB NiCNa 3aTBepPAKEHHS
KOHTpO/b cepii)
277. | TPAHEKCAM | po34uH Ans iH'eKL,il, MpuBaTHe Ykpaina MpuBaTHe Ykpaina BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHM | TNy - 3a UA/17082/01/01
OBA 100 mr/mn; no 5 mn B akuioHepHe akuioHepHe OHOBJIEHHSI TEKCTY MapKyBaHHS YNaKoBKM NiKapCbKoro peyenmom
KUC/IOTA amnyni; no 5 amnyn B TOBapuCTBO TOBapuCTBO 3ac06y 3 BHeCEHHAM iHhopmaL,i WoAo 3a3HaYeHHs
6nictepi; no 1 "Jlekxim- "Jlekxim-XapkiB" OAVHWLb BUMIPIOBaHHS Y cuctemi Sl. TepmiH BBEAEHHS 3MiH:
6nicTepy B nauui; no 5 Xapkis" npoTArom 3 MicALB 3 AaTu 3aTBEPKEHHS
M B amnyni; no 5
amnyn B 6nictepi; no 2
6nicTepu B nayuyj; no 5
M B amnyni; no 5
amnyn B 6nictepi; no
10 6nicTepiB B nayuj
278. | TPAHEKCAM | po3uunH AN iH'eKUild, MpuBatHe Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH O peeCcTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/17082/01/02
OBA 50 mr/mn; no 5 mn B aKLioHepHe aKLuioHepHe OHOBJ/IEHHS TEKCTY MapKyBaHHSA yNakoBKM /liKapCbKOro peyenmom
KUCNOTA amnyni; no 5 amnyn B TOBapUCTBO TOBapUCTBO 3acoby 3 BHECEHHSIM iHGhopMaLiT WoA0 3a3HaYeHHS
6nicTepi; no 1 "Jlekxim- "Mlekxim-Xapkis" OAVHWLb BUMIpOBaHHA Y cuctemi Sl. TepmiH BBELEHHS 3MiH:
6nictepy B nauui; no 5 Xapkis" npoTarom 3 micsLiB 3 AaTy 3aTBEPAKEHHS
M/1 B amnyni; no 5
amnyn B 6nictepi; no 2
6nicTepu B nayuj; no 5
M/1 B amnyni; no 5
amnyn B 6nictepi; no
10 6nicTepiB B mayuyi
279. | TPAYME/Nb C | tabnetku, no 50 Bionoriwe | HimeuunHa Bionoriwe HimeuuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHu | TUny - 6e3 UA/5934/02/01
TabneTok y Xavnbmitte Xalinbmitrens BHECEHHS 3MiH [0 po34iny “MapkyBaHHS" B 3aTBEPAKEHUX peyenma
KOHTeliHepi Nb Xeenb Xeenb M'm6X MK$ N3; 3anponoHoBaHo: MAPKYBAHHSA BignoBigHo o
noninponizieHoBoMy, m6X 3aTBEPKEHOro TEKCTY MapKyBaHHS. 3MiHW BHECEHI B TEKCT
no 1 KOHTelHepy B MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby Lioao
KOpo6Lli 3 KapTOHY 3a3HayYeHHs1 MDKHapPOAHWX NMO3HAYeHb OAVHNLb
BMMIpIOBaHHS. BBeAEHHS 3MiH NpPOTAroM 6-Tn MicsLiB nicns
3aTBEPAKEHHS
280. | TPAYME/Ib C | po3uvH Ans iH'eKLiil no Bionoriwe | HimeyunHa Bionoriwe HimeuuunHa BHECEHHS 3MiH [0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/5934/03/01
2,2 mn B amnyni; no 5 Xainbmitte XalinbmiTrens BHECEHHS 3MiH 0 po34iny “MapkyBaHHA" B 3aTBEPAKEHNX peyenmom
amnys y KOHTYpPHii Nb Xeenb Xeenb M'm6X MK$A N3; 3anponoHoBaHo: MAPKYBAHHSA BignosigHo o
YapyHKOBI yNnakoBL,; M6X 3aTBEPKEHOIO TEKCTY MapKyBaHHs. 3MiHVM BHECEHI B TEKCT
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
no 1, 2 a6o no 20 MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby LoAo
KOHTYPHUX 3a3HaYeHHs1 MDXHApPOAHWX NO3HaYeHb OAVHNLL
YapyHKOBMX YNaKoBOK BMMIpIOBaHHS. BBeAEHHS 3MiH NpoTArom 6-T1 MicAuiB nicns
B KOpOOGLIi 3 KapTOHY 3aTBEPAKEHHS
281. | TPUBEPAM® | Tabnetku, BKpUTI ne PpaHuis Nab6opaTtopii Ceps'e PpaHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | TUnY - 3a UA/15517/01/01
10 MI/5 MrI5 NNiBKOBOI 060/10HKOK | JTABOPATY IHgacTpi, PpaHuis IpnaHgis BHECEHHS 3MiH 0 po3ainy “MapkyBaHHA" MKA /13; peyenmom
Mmr no 10 mr/5 mr/5 Ne 30 AP CEPB'E€ (BUpO6HMLTBO, 3anponoHoBaHo: MapkyBaHHs BignosigHo no
(30x1), Ne 90 (30x3) y KOHTPO/b SKOCTI, 3aTBEPKEHOIO TEKCTY MapKyBaHHSA. 3aTBEepKEHHS
KOHTeliHepi gns nakyBaHHs, BUNYyCK anbTepHaTUBHOIO TEKCTY MapKyBaHHS YMakoBKU iKapCbKOro
TabneTok cepii); CepB'e 3ac00y i3 3a3Ha4YEHHSIM MKHAPOAHUX NO3HAYeHb OAVHULb
(IpnaHgist) IHpacTpic BMMIpIOBaHHA. BBeAeHHs 3MiH npoTarom 12 micsuis nicns
Nta, Ipnangis 3aTBEpPAXEHHSA
(nakyBaHHs, BAMYCK
cepii)
282. | TPUBEPAM® | Tabnetku, BKpUTI ne dpaHuis NabopaTtopii Ceps'e DdpaHuia/ BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHW | TNy - 3a UA/15517/01/02
20 Mr/10 NiBKOBOO NNABOPATY IHpacTpi, PpaHuis Ipnangis BHECEHHS 3MiH 0 po3ainy “MapkyBaHHA" MKA /13; peyenmom
MI/10 M 060/10HKOI0, N0 20 AP CEPB'E€ (B1pOGHULTBO, 3anponoHosaHo: MapkysaHHsa BignosigHo fo
Mr/10 mr/10 mr Ne 30 KOHTPO/b SIKOCTI, 3aTBEPKEHOrO TEKCTY MapKyBaHHSA. 3aTBepaKeHHs
(30x1), Ne 90 (30x3) y nakyBaHHsi, BUMYyCK a/1bTePHATMBHOIO TEKCTY MapKyBaHHS YNakoBKM J1iKapCbKOro
KOHTelHepi ans cepii); Ceps'e 3aco06y i3 3a3Ha4YEHHAM MDKHAPOAHUX NO3HaYeHb OAVHULb
TabneTok (Ipnangis) IHpacTpic BMMIpIOBaHHs. BBeAEHHSs1 3MiH MpoTArom 12 micsuis nicns
Nta, Ipnangis 3aTBEPAXKEHHA
(nakyBaHHs, BUMYCK
cepii)
283. | TPUBEPAM® | Tabnetku, BKpUTI ne PpaHuis Na6opaTtopii Ceps'e PpaHuia/ BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 3a UA/15516/01/01
20 Mr/5 Mris nAiBKOBOO NNABOPATY IHpacTpi, PpaHuis Ipnangis BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs" MKA N13; peyenmom
Mmr 060/10HKOI0, N0 20 AP CEPB'E€ (BUpOGHMLTBO, 3anponoHoBaHo: MapkyBaHHs BignosigHo go
Mr/5 mr/5 mr Ne 30 KOHTPO/b AKOCTI, 3aTBEPA)KEHOr0 TEKCTY MapKyBaHHA. 3aTBepaKeHHsA
(10x3), Ne 90 (30x3) y nakyBaHHs, BUMYCK aNbTepPHATUBHOIO TEKCTY MapKyBaHHA YNakoBKU MiKapCbKOro
KOHTeliHepi gns cepii); Ceps'e 3ac00y i3 3a3Ha4YeHHSAM MDKHApPOAHUX NO3HAYeHb OAVHULb
Tabnetok (IpnaHgis) IHpacTpic BMMIpOBaHHsA. BBeAeHHs 3MiH npoTarom 12 micsuis nicns
Nta, Ipnangis 3aTBepAXEHHSA
(nakyBaHHs, BAMYCK
cepii)
284. | TPMBEPAM® | Tabnetku, BKpUTI ne PpaHuis Na6opaTtopii Ceps'e PpaHuis/ BHECEHHS 3MiH [0 peecTpaliiHux maTepiasis: 3MiHu | Tuny - 3a UA/15516/01/02
40 Mr/10 NAiBKOBOO NABOPATY IHpacTpi, PpaHuis IpnaHgis BHECEHHS 3MiH 0 po3ainy “MapkyBaHHs" MKA N13; peyenmom
MI/10 M 060/10HKO0, N0 40 AP CEPB'E€ (B1pOGHULTBO, 3anponoHoBaHo: MapkyBaHHs BignosigHo fo
Mr/10 mr/10 mr Ne 30 KOHTPO/b AKOCTI, 3aTBEPA)KEHOr0 TEKCTY MapKyBaHHSA. 3aTBepKeHHs
(10x3), Ne 90 (30x3) y nakyBaHHs, BUMYCK anbTepHaTUBHOIO TEKCTY MapKyBaHHS YMakoBKU NiKapCbKOro
KOHTeliHepi gns cepii); Ceps'e 3acoby i3 3a3Ha4YeHHAM MKHapOAHUX NO3Ha4YeHb OAVHULb
Tabnetok (Ipnangist) lHgacTpic BMMIiplOBaHHA. BBeAeHHS 3MiH NnpoTarom 12 micauis nicns
NTa, \pnaHgis 3aTBEPAXKEHHA
(nakyBaHHs, BAMNYCK
cepii)
285. | TPUHEPPOH | kancynu no 10 kancyn ToBapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/11689/02/01
-300POB'A y 6nicTepi; no 3 abo 3 06MEXEHO OHOBJIEHHSI TEKCTY MapKyBaHHS yNakoBKM NiKapCbKoro peuenma
no 6 6nictepis y obmexeHor BiANOBIAA/LHICTIO 3ac06y 3 BHeCEHHAM iHhopmaL,ii WoAo 3a3HaveHHs
KopooLi Bignosiganb "papmaueBTNYHa OAVHWLb BUMIPIOBaHHSA y cucteMi Sl. 3amiHa po3giny
HiCTI0 KoMnaHis "3popos'a” «["padhiuHe ohopmNEHHS yNakoBKuM» Ha po34in
"®GapmauesT «MapkyBaHHsa» B MKA J13: 3anponoHoBaHo: MAPKYBAHHA
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nyHa BignosigHo [0 3aTBEPMAXEHOr0 TEKCTY MapKyBaHHS.
KOMNaHis BBefeHHs 3MiH NPOTAroM 6-Tu MICALIB Nic/A 3aTBePAKEHHS
"3p0pos'a”
286. | TPIYMEK™ TabneTkun, BKpUTI BiiB Benvka Brpo6HuK Benvka BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/14812/01/01
nNiBKOBOKO Xenckep tOK | BputaHis Hepo3ghacoBaHoro BpuTtaHisa/ AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
060/10HKO10, N0 50 Nimitep NPOAYKTY: IcnaHis agpecu Micus NpoBaMKEHHS AisNIbHOCTI
Mr/600 mr/300 mr; no "nakco OnepeWnwHe BMpPOGHMKa/iMNopTepa roToBOr0 JliKapCbKoro 3acoby,
30 Tabnetok y tOK NimiTen, Benuka BK/IOHAKUY AiNbHULj BUNYCKY cepil abo MicLe npoBeeHHS
dhnakoHi; no 1 BpuTaHis; KOHTPOIO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiAnNoBifae
hN1aKoHy B KapTOHHIi MepBuHHA Ta BMPOGHMK/IMNOPTEp, BKIOYaoUM BUMYCK Cepiid) 3MiHa
KopooLi BTOPVHHA yNnakoBKa, aapecy BMpo6Huka 13 Makco Bennkom C.A., IcnaHis
[03BiN Ha BMNYCK (nepBuHHa Ta BTOPMHHA yNakoBka, A03Bis Ha BUNYCK cepii),
cepii: 6e3 3MiHn MicLa BUPOGHMLTBA: 3MiHW BHECEHO B iHCTPYKLIHO
"nakco Bennkom 4N MeMYHOro 3aCTOCYBaHHA LOAO MiCLe3HaX0MKEHHS
C.A., IcnaHis BMpPOBHUKA 3 BiANOBIAHNMY 3MiHAMY Y TEKCTI MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby BeegeHHs 3MiH MpOTSAroM 6-Tu
MiCAILiB NicNs 3aTBEPIKEHHS.
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BK/THOYAKOUN AiNbHULI BUMNYCKY cepii abo micue npoBefeHHs
KOHTPOJIO AKOCTI. (AiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOpPTEp, He BK/IKOYak4M BUMYCK cepili) 3MiHa
Ha3BM Ta agpecy BUpo6Huka M3 Makco OnepeiiwHe KOK
Nimitea, Benuka bpuTaHisa (BUpobHWK Hepo3dacoBaHOro
npoaykTy), 6e3 3mMiHu MicLsa BUpo6bHMULTBa: BBEAEHHS 3MiH
NpOTArom 6-Tv MicALiB Micna 3aTBepMKEHHS. 3MiHu | Tuny -
3MiHK Wwoao 6esnekn/edekTMBHOCTI Ta hapMakoHarnsgy
(iHLWi 3MiHM) BHECEHHSA 3MiH [0 po3ainy «MapKyBaHHs» B
MK#A N13: 3arBepoyxeHo: TeKCT MapKyBaHHA BTOPUHHOT Ta
NepBMHHOT YMakoBKM NMikapcbKoro 3acoby. (404aeTbes
NOBHUIA TEKCT MapKyBaHHs) 3anponoHoBaHo: 3rigHo
3aTBEPAKEHOTO TEKCTY MapKyBaHHS ynakoBku. OHOBMIEHHS
TEeKCTy MapKyBaHHS ynakoBKM NikapCbkoro 3acoby 3
BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHULb
BMMIpIOBaHHA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB Nicas 3aTBEPAKEHHS.
287. | ®AKOBIT TabneTkun ToBapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 UA/7664/01/01
LL/TYHKOBOPO3UUHHI + 3 obmexeHoto OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKV NiKapCbKOro peyenma
TabneTku, BKpUTI 06MEXEHO Bi4NOBIAA/IbHICTIO 3aco6y 3 BHECEHHSIM iHGpopMaLil WoA0 3a3HaYeHHs
060/10HKOH, Bignosigans "papmaueBTNYHa OAVHWLb BUMIPIOBaHHSA y cuctemi Sl. 3amiHa po3giny
KMLLKOBOPO34MHHI; N0 HiCTtO KOMNaHis «[padpiuHe ohopmNEHHS YNakoBKM» Ha po34in
10 "®apmaueBT "380poB'a", YkpaiHa «MapkyBaHHs1» B MKA /13: 3anponoHosBaHo: MAPKYBAHHA
LLI/TYHKOBOPO3YMHHNX nyHa (BCi cTagii BignosigHo [0 3aTBEPMAXEHOr0 TEKCTY MapKyBaHHS.
TabneTok y 6nictepi KOMMaHis BMPOGHULITBA, BBefieHHs1 3MiH NPOTArom 6-T1 MIiCALLB MiCNA 3aTBEPKEHHS
Ta no 10 BKpUTMX "3popoB's" KOHTPO/b SIKOCTI,

060/10HKOH,
KMLLIKOBOPO3UYUHHIX
Tabnetok y 6nicrepi;
no 6 6nictepis (no Tpu
61icTepn KOXHOro

BUNYCK cepil);
ToBapucTso 3
06MeXeHO
BiANOBIAA/ILHICTIO
"®APMEKC r'Py1",
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BUAY TabneTok) y Ykpaina (Bci cTagii
KapTOHHI kopobuj; no BUPOGHMLTBA,
KOHTPO/1b SIKOCTI)
LL/TYHKOBOPO3YMHHNX
Tabnetok y 6nicrepi
Ta no 30 BKpUTKX
060/10HKOI0,
KMLUKOBOPO3YMHHNX
Tabnetok y énicrepi;
no 2 6nictepu (no
ofiHomy 6nictepy
KOXHOTO BUAYy
Tab1eTokK) y KapTOHHIi
Kopobui
288. | DAMOTUNAN TabneTkn, BKpUTI TosapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/1120/01/01
H-300POB'AA | o6onoHkoto, no 20 mr; 3 obmexeHo BHECEeHHS 3MiH A0 po3ainy “MapkyBaHHA” MKA /13: peyenmom
no 10 TabneTtok y 06MEXEHO Bi4NOBIAANLHICTIO 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
6nicTepi; no 1 abo no Bignosigaib "apmavneBTUYHa 3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHS TEKCTY
2 6nictepu B HiCTIO KOMnaHis MapKyBaHHS! yNakoBKU iKapCbKoro 3acoby 3 BHECEHHSM
KapTOHHI Kopobuj; no | "®dapmauesT "3p0poB'a", YkpaiHa iHchopMaLii WoA0 3a3HaYeHHS OANHMLb BUMIPOBAHHS Y
20 TabneTtoKy nuHa (Bci cTagii cucTemi Sl. BBeeHHS 3MiH NpoTArom 6-T1 MicAuiB nicas
6nicTepi; no 1 KOMNaHis BMPOGHMLTBA, 3aTBEepPKEHHS
6nicTepy B KAPTOHHIi "3p0pos'a" KOHTPO/b SKOCTI,
Kopoo6Li BUMYCK cepii);
ToBapucTBO 3
obmexeHoto
BiANOBIAA/LHICTIO
"®APMEKC I'PY1M",
Ykpaina (Bci cTagil
BMPOGHMLTBA,
KOHTPO/1b SKOCTI)
289. | ®EPPOJIEK- Kpanni opaJsibHi, ToBapucTso Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/16899/02/01
340POB'A po3umH no 30 mn, 50 3 06MEXeEHO OHOBJIEHHA TEKCTY MapKyBaHHA NEPBUHHOI Ta BTOPUHHOI peyenmom
M1 abo 100 mn obMexeHo BiANOBIAA/ILHICTIO yNaKoBKM NiKapCbKOro 3acoby 3 BHECEHHSIM iHchopMalii
npenapary y nakoHi Bignosigans "PapmaueBTUYHa LI0A0 3a3HaYeHHs1 OAMHULL BUMIPIOBaHHA y cuctemi Sl.
3i ckna, yKkynopeHomy HiCTIO KoMnaHis "3gopos'a” BBegeHHSs! 3MiH NPOTAroM 6-Tu MICALIB NiC/1A 3aTBEPAKEHHS
npo6bkoto- "®apmauesT
KpanesnbHuLelo Ta nyHa
3aKPUTOMY KPULLIKOIO; KOMnaHis
no 1 pnakoHy y "3popoB'sa”
KOpo6Li 3 KApTOHY
290. | PEPPOI/IEK- cvpon no 100 mny ToBapucTBO | YKpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHuX MmaTepiastis: 3MiHu | Tuny - 3a UA/16899/01/01
340POB'A dhnakoHi 3i ckna, 3 06MeXeHo BHECEHHS 3MiH 0 po3ainy “MapkyBaHHA" MKA /13; peyenmom
3aKPUTOMY KPULLKOIO; obmexeHoro BIANOBIAALHICTIO 3anponoHosaHo: MAPKYBAHHA BignosigHo fo
no 1 donakony 3i BiAnoBsigaib "bapmaueBTnyHa 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNIEHHS TEKCTY
cTakaHOM MipHUM y HiCTIO KoMnaHis "3popos'a” MapKyBaHHS YNakoBKM /iKapCbKOro 3aco6y 3 BHECEHHAM
KOpOoO6Li 3 KapTOHY; Mo "®apmauesT iHchopmauii LWoA0 3a3HAYEHHS OAVHULL BUMIPIOBAHHS Y
200 M1y dhriakoHi 3i nyHa cucTemi Sl. BBeeHHS 3MiH NPOTArom 6-T1 MicAUiB micas
cKna, 3aKynopeHomy KoMnaHis 3aTBEPAKEHHS
KPULLIKOIO; Mo 1 "3p0pos'a”

dhNakoHy 3i Wwnpuu-
nineTKo 103yK4O0t0 Y
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KOpo6LUi 3 KAPTOHY
291. | DIICTUM® PO3YMH N5t iH'EKLi TOB "$3 Ykpaina BUPOBHMLTBO, Ykpaina BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | TUnY - 3a UA/14300/01/01
0,3 mr (30 maH MO/1 "BIO®APMA nepBuHHE Ta BHECEHHS 3MiH 40 po3ainy “MapkyBaHHs" MKA N3: peyenmom
M), no 1 mn (30 MAH " BTOPVHHE 3anponoHosBaHo: MAPKYBAHHSA. BignosigHo ao
MO) (0,3 mr) a6o no nakyBaHHs1, BUMYCK 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS TEKCTY
1,6 mn (48 maH MO) cepiii: TOB "®3 MapKyBaHHS! yNakoBKW MiKapCbKOro 3acoby 3 BHECEHHAM
(0,48 mr) y "BIOPAPMA" iH(hopMauii WoA0 3a3Ha4YeHHsA O4NHULb BUMIPOBAHHS Y
nonepegHL0 cucTtemi Sl. BBefieHHA 3MiH NpOTArom 3-X MicALiB nicas
HanoBHEHOMY LUNPWLYj; 3aTBEPMKEHHS
no 1 nonepegHsL0
HanoBHEHOMY LUNPULLY
y 6nicTepi; no 1
6nicTepy y nauu,j 3
KapTOoHY
292. | ®NNIALEKC Masb, 20 mr/r,no 10 r ToBapucTBO Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHW | TNy - 6e3 UA/3374/01/01
a6o 15ry Ty6i; no 1 3 o6MexeHo BHECEHHS 3MiH 0 po3ainy “MapkyBaHHA" MKA /13: peyenma
Ty6i B KAPTOHHilA obmexeHoto BiAANOBIAA/LHICTIO 3anponoHosaHo: MAPKYBAHHA BignosigHo o
Kopo6Li Bifnosiganb "®apmaueBTnyHa 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHS TEKCTY
HiCTIO KoMnaHis "3popos'a” MapKyBaHHS1 yNakoBKU MiKapcbKoro 3acoby 3 BHECEHHSIM
"®apmaLesT iHchopmauii LoA0 3a3HAYEHHS OANHULL BUMIPIOBAHHS Y
N4Ha cucTemi Sl. BBeeHHs 3MiH NpPOTArom 6-Tv MicsLiB micns
KOMnaHis 3aTBEPAKEHHS
"3p0pos'a”
293. | DPJIOKCIYM® | Tabnetku, BKpUTI MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/1315/01/01
NAiBKOBOO "Kuismegnp "KuiBmegnpenapar” BBE/EHHSA 40AaTKOBOro po3mipy cepii N3 - 206,60 «r, wo peyenmom
060/10HKO0, No 500 Mr enapar” CTaHoBUTb 285 714 TabneTokK (3 AoMYyCTUMUM BiAXWUTEHHAM
no 5 a6o no 10 Bifg 185,94 kr 0o 227,26 kr abo 257 142 tabnetok fo 314
TabneTok y 6nictepi; 285 TabneTok). KopekTHe 3a3HaueHHs BXe 3aTBEPAKEHOro
no 1 6nictepy B nauuj po3mipy '/13. BHECEHHSI HE3HAUYHMX 3MiH Ao p. 3.2.P.3.3.
Onuc BMPOBHNYOro NpoLiecy Ta KOHTPOSO npoLiec.
3anponoHosaHo: 103,30 kr, Lo cTaHoBUTbL 142 857
TabneTtok (3 LONYCTUMUM BiAXUNEHHAM Big 92,97 kr A0
113,63 kr a6o 128 571 TabneTtok Ao 157 142 TabneTok)
206,60 «r, LWo ctaHoBUTb 285 714 TabneTok (3 4oNyCTUMUM
BiaXnneHHam Big 185,94 kr no 227,26 kr abo 257 142
Tabnetok o 314 285 TabneTok)
294. | ®TYKOHA3O | karncynu TBepAi no ToBapucTBO | YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny - 3a UA/3938/01/04
n-3aorPoB'A 200 wmr, no 1, a6o 2, 3 06MEXEHO BHECEHHS 3MiH 0 po3ainy “MapkyBaHHA" MKA /13; peyenmom
POPTE abo 3, abo 4, abo 7, obmexeHor BiANOBIAALHICTIO 3anponoHosaHo: MAPKYBAHHA BignosigHo go
a6o 10 kancyny BignoBsiganb "®apmauleBTnyHa 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHS TEKCTY
6nictepi; no 1 HiCTIO KoMnaHis "3popos'a” MapKyBaHHS YNakoBKM /iKapCbKOro 3aco6y 3 BHECEHHAM
6nicTepy B KapTOHHIi "®apmauesT iHchopmauii LoA0 3a3HAYEHHS OAMHULb BUMIPIOBAHHS Y
Kopoo6Li N4Ha cucTemi Sl. BBeieHHS 3MiH NPOTArom 6-Tu MicAuUiB micas
KOMnaHis 3aTBEPAKEHHS
"3p0pos'a”
295. | ®OKCEPO® NMOPOLLOK A/1A AJIKANOIA, |Pecny6nika Ankanoig Af - Pecny6nika BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/15271/02/01
OpasIbHOT cycneHsit, AL Ckon'e MiBHiYHa Ckon'e, Pecny6nika MakepoHis/ 3MiHa YNOBHOBaXEHOI 0CO6M 3asBHMKA, BigNoBifabHOT 3a peyenmom
40mr/5mn; 1 donakoH 3 MakefoHis MakepfoHis (Bunyck IHais hapmakoHarnag. NponoHoBaHa pejakuis: Aue KysmaHOBCKi.

MOpPOLLKOM B
KapPTOHHI KOpoOLj

cepii); Ankanoig AJ-
Ckon'e, Pecny6nika

3MiHa KOHTAKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U 3asiBHUKA,
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MakefoHis BiANOBiAaNbHOI 3a hapmakoHarnsag,
(BTOpUHHE
nakyBaHHs); JTioniH
NimiTeq, IHAiA
(BUPOGHULTBO
Hepo3acoBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs)
296. | DOKCEPO® TabneTku, BKpUTI ANKANOIL |Pecny6nika Ankanoig Af - Pecny6nika BHECEHHS 3MiH [j0 peecTpaLjiiiHux MaTepiasis: 3MiHu | TUnY - 3a UA/15271/01/02
NNiBKOBOKO AL Ckon'e MiBHiyHa Ckon'e, Pecny6nika MakegfoHis/ 3MiHa YNOBHOBaXKEHOT 0COOU 3asiBHMKA, BifnoBigasibHOI 3a peyenmom
060/10HKO0, No 100 Mr MakefoHist MakefoHis (BMnycK IHais thapmakoHarnag. NponoHoBaHa peakuisa: Aue KyamaHOBCKi.
no 10 TabneTtok y cepii); Ankanoig A-
6nicTepi; no 1 abo 2 Ckon'e, Pecnyb6nika 3MiHa KOHTaKTHUX AaHnX YNOBHOBA&XEHOI 0CO6M 3asBHYIKa,
6nicTepy B KapTOHHIiA MakefoHist BiANOBIA&/IbHOT 3a hapmakoHarnsg,
KopoobLi (BTOpPUHHE
nakyBaHHs); JTioniH
Nimiteg, IHAajs
(BUPOGHNLTBO
Hepo3dacoBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHS;
BTOPUHHE
nakyBaHHs)
297. | ®OKCEPO® TabneTkn, BKPUTI AJIKANOIA, |Pecny6nika Ankanoig Af - Pecny6nika BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/15271/01/01
NNiBKOBOKO AL Ckon'e MiBHiYHa Ckon'e, Pecny6nika MakegoHis/ 3MiHa YNMOBHOBaXKEHOT 0COOU 3asiBHMKA, BifnoBiga/bHOI 3a peyenmom
060/10HKO0, NO 200 Mr MakefioHist MakepfoHis (Bunyck IHais thapmakoHarnag. NponoHoBaHa pejakuis: Aue KyamaHOBCKi.
no 10 TabneTok y cepii); Ankanoig All-
6nictepi; no 1 a6o 2 Ckon'e, Pecny6nika 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOT 0COOM 3asiBHUKA,
6nicTepy B KapTOHHIiA MakefioHist BiANOBIA&/IbHOT 3a (hapmakoHarnsg,
Kopoo6Li (BTOPUHHE
nakyBaHHs); J1toniH
NimiTen, IHAiA
(BpO6HULTBO
Hepo3acosBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHs;
BTOPWHHE
nakyBaHHs)
298. | DOCDO- PO34MH OpasIbHWIA NO KaceH Icnanis KaceH Pekoppaari, Icnanis BHECEHHS 3MiH O peeCTpaLiiiHnX maTepianis: 3miHu | Ty - 3a UA/9143/01/01
COAA 45 mn y donakoHi; no 2 Pekopgaari, C.J. 3MiHWN BHECEHO A0 IHCTPYKUiT 4719 MEANYHOrO 3aCTOCYBaHHS peyenmom
(pN1aKOHW B KapTOHHIl C.J. nikapcbKoro 3acoby go posginis "MpoTunokasaHHA",

Kopoo6Ui

"Oco6nmBocTi 3acTocyBaHHA","M06iuHI peakuii” BignoBigHO
[0 iHhopmaLii 3 6e3nekn 3acTocyBaHHS /iKapCbKOro 3acoby;
3MiHu |l TUNy - 3MiHW BHECEHO A0 IHCTPYKUiT AN MegnyHoro
3aCcTOCyBaHHs NikapcbKoro 3acoby A0 po3ginis
"®apmakonoriyHi BnactusocTi", "MpoTnnokasaHHsa",
"B3aemogia 3 iHWMMUK NiKkapcbkuMm 3acobamu Ta iHWi Buau
B3aemMogiin", "OcobnBOCTi 3acToCyBaHHA", "3acTocyBaHHS Yy
nepiog, BariTHOCTi abo rogyBaHHs rpyaa” (4ofaBaHHA
iHcpopmalii 3 6e3nekn 3acTocyBaHHs), "Cnoci6
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3acToCyBaHHA Ta A03u" (BHECEHi YTOUHEHHS), "T06iuHi
peakujii" BiANOBIAHO A0 MaTepianiB peecTpauiiHoro f1ocke
299. | XENIAEPM Kpem, no 201, mo 40 r TosapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/13321/01/01
nnoc a6o no 100 r y Ty6i; no 3 obMexeHo noJaHHA OHOBJ/IEHOro cepTuddikara BiAnoBiAHOCTI peyenma
1 1y6i y kopobLi 3 06MEXEHO Bi4NOBIAANLHICTIO €Bponelicbkiit hapmakonei Ne R1-CEP 2006-233-Rev 02
KapToHY Bignosigaib "papmaueBTnYHa ans gioyoi peyosmHy Dexpanthenol Big BXe 3aTBepAXeHoro
HiCTIO KoMnaHis "3popos'a” BMpOGHMKa BASF SE; 3MiHM | TUMy - BUNyYEHHA BUPOOHUKA
"®apmauesT A®l fekcnaHTeHon DSM NUTRITIONAL PRODUCTS (UK)
N4Ha LTD, United Kingdom 3 maTepianis peectpaL,iiiHoro goche;
KOMNaHis 3anponoHoBaHo: BASF SE, Germany
"3popos'a"
300. | XENIAEPM niHa HawkipHa no 58,5 | TosapucTeo Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - bes UA/11691/01/02
POPTE raéono 117,0ry 3 06MEXeEHO BHECEHHS 3MiH 40 po3ainy “MapkyBaHHA" MKA /13; peyenma
AEPO30/1b 6asn0oHi; No 1 6anoHy B | 0OMEXEeHOo BiANOBIAA/ILHICTIO 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
KapTOHHiiA KOpo6Ll Bignosigasib "®apmaLeBTUYHa 3aTBEPLPKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHSA TEKCTY
HiCTIO KoMnaHis "3gopos'a” MapKyBaHHS YNakoBKM JiKapCbKOro 3ac00y 3 BHECEHHSIM
"®apmaueBT iH(hopMauii WoA0 3a3Ha4YeHHS O4NHWLb BUMIPOBAHHS Y
nuHa cucTeMi Sl. BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
KOMnaHis 3aTBEPAKEHHS
"3popoB'a”
301. | XENIAEPM- Kpem ans ToBapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 6e3 UA/11691/02/01
340POB'A 30BHILLHLOIO 3 obmexeHoro noAaHHA OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI peyenma
3acTocyBaHHsa 5 % no obmexeHor BiANOBIAA/BHICTIO €Bponevicbkinn hapmakonei Ne R1-CEP 2006-233-Rev 02
15r, no 30 r abo no Bignosigans "papmaueBTNYHa ans pjtovoi pevosrHn Dexpanthenol Bif BXe 3aTBepaKeHOoro
100 ry Ty6i, no 1 Ty6i HICTIO KomnaHisa "3gopos'a" BMPO6HMKA BASF SE; 3MiHM | TUMy - BUNYyYEHHA BUPOOHMKA
y KopobL,j 3 KapTOHY "®apmauesT A®| fekcnaHTeHon DSM NUTRITIONAL PRODUCTS (UK)
N4Ha LTD, United Kingdom 3 maTepiasiiB peecTpaLjiiiHoro foche;
KOMNaHis 3anponoHosaHo: BASF SE, Germany
"3p0pos'a”
302. | XEMIAEPM- niHa HawkipHa, 50 ToBapucTBO | YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepiastis: 3MiHu | Tuny - 6e3 UA/11691/01/01
340POB'A mr/r, no 58,5 r abo no 3 06MEXEHO BHECEHHS 3MiH 0 po3ainy “MapkyBaHHA" MKA /13; peuyenma
AEPO30/1b 117,0 ry 6anoHi; no 1 06MEXEHOI0 Bi4NOBiAA/IbHICTIO 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
6a10Hy B KapTOHHIi BignoBsiganb "®apmauleBTnyHa 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHS TEKCTY
KopoobLi HiCTIO KoMnaHis "3popos'a” MapKyBaHHS YNakoBKM /iKapCbKOro 3aco6y 3 BHECEHHAM
"®apmauesT iHchopmauii LoA0 3a3HAYEHHS OAMHWLL BUMIPIOBAHHS Y
N4Ha cucTemi Sl. BBeieHHS 3MiH NPOTArom 6-Tu MicAuiB micns
KOMnaHis 3aTBEPAKEHHS
"3p0pos'a”
303. | XO/TIOKCAH® | nopoLloK A/18 po3UnHy Bakctep HimeuunHa Bakctep OHkonogxi BHECEHHS 3MiH 4,0 peecTpauiiHux maTepianiB: yTOUHEHHSs 3a UAJ/2024/01/01
ir onsiHekuiino 1r; 1 OHKonoaXi v6X, HimeuunHa peecTpauiliHoro Homepa B Hakasi MO3 YkpaiHu Ne 2417 peyenmom
h1aKOH 3 MOPOLUKOM Y v6X, Big 23.10.2020 B npoLieci BHECEHHS 3MiH (3MiHW | Tuny -
KapTOHHI KOpoo6Li Himeuunna 3MiHK Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy

(iHWi 3MiHW)- BHECEHHSA 3MiH [0 po3ainy “MapkyBaHHA" MKA
N3": 3atBepaKeHo: MapKyBaHHS A04aETbCA
3anponoHoBaHo: MapkyBaHHS. 3rifHO 3aTBEP)KEHOrO
TeKCTy MapKyBaHHsA OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yNaKoBKM NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii
LLIOA0 3a3HaYeHHs OAMHULb BUMIPIOBaHHS Yy cuctemi Sl.
BBefeHHA 3MiH NpoTAroM 6-Tu micALiB nicns
3aTBEPKEHHS).
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Pepakuis B Hakasi: UA/2024/01/02. BipHa pepakuis:
UA/2024/01/01.
304. | XO®ITON PO34nH OpasibHUIA N0 Na6opaTtopii | PpaHuis Na6opaTopii Mavioni ®paHuis BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/8704/02/01
120 M1y oakoHi; no Po3sa- Cningnep, ®paHuis OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro peyenma
1 chnakoHy y ditochapma (BUPOGHNLTBO 3acoby 3 BHECEHHSIM iH(hopMaLLiT LLoA0 3a3HAYEHHS
KapTOHHI KOpoo6Li Hepo3dacoBaHoi OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BBegeHHsA 3MiH
npoaykuii, nepBuHHa NPOTAroM 6-TW MICALB NiCNA 3aTBePKEHHSA
Ta BTOPMHHA
ynakoBKa, KOHTPO/Ib
[KocTi); JlabopaTopii
Po3za-®itochapma,
®paHuis
(BignoBigansbHWii 3a
BUNYyCK cepii)
305. | UEDPAJIEKCU | mopowok ans AJTIKANOI, |Pecny6nika AJTIKANOIO AL Pecny6nika BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHW | TNy - 3a UA/0264/01/01
H opasibHOT cycneHsii AL Ckon'e MiBHiYHaA Ckon'e MiBHiYHa 3MiHa YNOBHOBaXEHOI 0CO6M 3asiBHMKA, BigNoBifanbHOT 3a peyenmom
ANKANOIQ® 250 mr/5 mn (gns 100 MakefoHis MakefoHist hapmakoHarnag. ditova pegakuis: Onisepa MaHesa.
MA); no 65,4 1 MponoHoBaHa pepakuis: Aue Ky3amaHoBCKi. 3MiHa
MOPOLLKY Y thnakoHi; KOHTaKTHUX JaHWX YNOBHOBaXKEeHOT 0COOM 3asBHMKa,
no 1 conakoHy y BiANoBiAaNbHOI 3a thapmakoHarnsg,
KoMnekTi 3
n1acTMacoBoio
MipPHOIO JTOXKOIO Y
KapPTOHHI KOpoOU;i
306. | LE®TA3UAN | nopoLOK ANs PO3UMHY MpuBaTHe Ykpaina Ksiny Kutaii BHECEHHS 3MiH [10 peecTpaLiiiHiX MmaTepianiB: TEXHIYHA - UA/13654/01/01
M Ans iv'ekuii no 1,0; akKuioHepHe dapmaueyTikan Ko., nomwuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) -
in bulk: 50 donakoHiB 3 TOBapuCTBO nra. BWMNpPaB/IEHHS TEXHIYHOI MOMWIIKY, SKa Byna gonyLieHa npu
NOPOLLKOM Y KOpobLi "Jlekxim- BHeCeHHi 3miH (Hakaz MO3 Nel1394 Big 15.06.2020 p.),
Xapkis" 30Kpema: Npu BBEAEHHI 4,04aTKOBOro po3mipy cepii roToBoro
nNikapcbKoro 3acoby NOMW/IKOBO 3a3HaueHa He BipHa
KiNbKICTb qo1aKoHIB A5 paHille 3aTBepyKeHOro po3mMipy
cepii N3 - 20 kr (10 000 donaxoHiB) 3amicTb 20 kr (15 000
dhnakoHiB). BipHoto pegakuieto po3mipy cepii /13 BBaxaTu:
20 kr (npu6nm3Ho 15 000 chnakoHis); 200 kr (NnpnbnnsHo 150
000 dhnakoHis). MNponoHoBaHa peakLisi TEXHIYHOT NOMUIIKN
BiANOBIAAE MaTepianamMm peecTpauiiHoro Jockbe (apxiBHUM
mMartepianam)
307. | UE®TA3UAN | NOpOLLOK 4SS PO3UNHY MpuBatHe Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH [0 peecTpavljiiHiX maTepianiB: TEXHIYHA 3a UA/13768/01/01
M ons iH'ekuin no 1,0r; akKujioHepHe akujioHepHe nomwuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) - peyenmom
1, a6o 5, a6o 50 TOBapUCTBO TOBapUCTBO BUNPaB/IEHHS TEXHIYHOI NOMUAKK, fika Byna gonyleHa npu
h1aKOHIB 3 MOPOLLKOM "Jlekxim- "Nlekxim-Xapkis" BHeCeHHi 3miH (Haka3 MO3 Nel1394 Big 15.06.2020 p.),
y mauui 3 kapToHy, 1 Xapkis" 30Kpema: Npu BBeAEHHI 404aTKOBOro po3mipy cepii roToBoro

(h/1aKOH 3 NOPOLLKOM
Ta lamnyna 3
PO34MHHKKOM (BOAA
Ons iH'ekuiid) no 10 mn
B 6nicTepi, no 1
6nicTepy B nauui 3
KapToHY

nikapcbkoro 3acoby NOMWIKOBO 3a3HayeHa He BipHa
KiNIbKICTb (pN1akoHIB AN paHille 3aTBEpP)KEHOro po3mipy
cepii N3 - 20 kr (10 000 donakoHiB) 3amicTb 20 kr (15 000
thnakoHiB). BipHoto pefakuieto po3mipy cepii /13 BBaxatu:
20 kr (npn6am3Ho 15 000 chnakoHis); 200 kr (npr6ansHo 150
000 dhnakoHiB). MNponoHoBaHa peAakLisi TEXHIYHOT MOMUSIKK
BiNOBiAAa€e MaTepianaM peecTpaLliiHoro Aockbe (apxiBHUM
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
marepianam)
308. | LE®TASUAN | nopoLUOK 4SSt PO3UNHY MicTtpan AHrnis BMPOGHMLITBO ITanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/18227/01/01
M-BICTA Ans iH'ekuii no 1 r, no Kenitan roToBOro Kopes 3MiHM 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
1 r nopoLuky y MeHemkmeH nikapcbKoro 3acoby KOHTeliHep/3aKynoproBa/ibHWiA 3aci6. 3MiHa po3mipy
CKIAHOMY (h/1aKOHi T NimiTep, Ta BMNyCK cepil: yNaKkoBKM FOTOBOTO /iKapCbKOro 3acoby (3MiHa KiflbKOCTi
3aKyrnopeHomy ALC NJOB®AP oAvHULbL (Hanpvknag TabneTok, amny TOLW0) B yNakoBsLi:) -
6pomMbYTMNIOBOD C.N.A., ITanis; 3MiHa nosa gjiana3oHoM 3aTBepIKeHNX PO3MIpIB YNakoBKY -
ryMOBOIO NPOGKOI0, BUPOGHMLTBO Ta BBEJEHHS A04aTKOBOI ynakoBkv ansa M3 LiedTtasngnm-
Aka obxata KOHTPO/b SKOCTI Bicta no 1 r nopoLuky y donakoHi, no 10 dpnakoHis B
a/TIOMIHIEBUM CTepPW/IbHOI CyMiLLli: KapTOHHI kopobuj, 6e3 3MiHVM NepBNHHOTO NaKyBa/lbHOrO
KoBMaykom; no 1 a6o XAHMI ®ANH martepiany, 3 BignoBigHMMKM 3MiHaMK y p. «YnakoBka» MKHA
10 dhnakoHis B KEMIKAN KO., NTA,., N3. 3MiHW BHeCeHi B IHCTPYKL|il0 415 MegUyYHOro
KapTOHHIA KOpoo6Li Kopes 3acTocyBaHHA /13 y p. "YnakoBka" ik HACNigoK nosiBa
[ofaaTkoBoro nakysaHHs (10 dpnakoHis) BeBegeHHsS 3MiH
NPOTAroM 6-T1 MiCALIB MiCNS 3aTBEPKEHHS
309. | LE®YAAP NMOPOLLOK A/191 PO3UYUHY AAP O6'egHaHi 3elicc IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHa 3a UA/17539/01/01
0.750r Ons iH'ekuii no 750 PAPMA ®3- | Apabebki dapmac’ioTikenc 3asiBHUKA (BNacHMKa PeecTpaLiiiHoro nocig4yeHHs) (3rigHo peyenmom
mr, no 1 a6o 10 nnc Emipatu Met. N4, Hakasy MO3 Big 23.07.2015 Ne 460). 3miHu | TRy - 3MiHM
(pN1aKOHIB Yy KapTOHHiIl oo 6e3nekn/edyeKTUBHOCTI Ta dpapmakoHarnsgy (iHwi
Kopoo6Li 3MiHU) - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM
niKkapcbKoro 3acoby BiAMoBiAHO A0 BUMOr Hakasy MO3
Ykpainu Big 23.07.2015 p. Ne 460 3 BHeceHHAM iHdhopMaui
LLIOA0 3a3HaYeHHs OMHUL BUMIPIOBaHHSA Yy cucTemi Sl.
BHeceHHs 3MiH go po3giny MKA: MAPKVPOBKA. [itoua
pefakuis:
MAPKVPOBKA B cooTBeTCTBUM C YTBEPXAEHHLIM TEKCTOM
MapK/pOBKM KOTOPbIV npunaraetcs. NponoHoBaHa peAakLis:
MAPKVPOBKA B cooTBeTCTBUM C YTBEPXAEHHLIM TEKCTOM
MapKMpPOBKK
310. | UEDYAAP NMOPOLLIOK A1 PO34UHY AAP O6'egHaHi 3eiicc IHAis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHa 3a UA/17487/01/01
15T Ans iH ekyin no 1500 PAPMA ®3- | Apabebki dapmac’ioTikenc 3asBHUKA (BNacHWKa peecTpauiiiHoro nocig4eHHs) (3rigHo peyenmom
mr, no 1 a6o 10 nnc Emipatu ret. /114, Haka3y MO3 Bif 23.07.2015 Ne 460). OHOBMEHHA TEKCTY
(h1aKOHIB Yy KapPTOHHIl MapKyBaHHS! YNakoBKU iKapCbKOro 3ac0by 3 BHECEHHAM
KopoobLi iH(hopMaUii Woa0 3a3HaYeHHSA O4NHWLb BUMIPOBAHHS Y
cuctemi Sl. BHeceHHs 3MiH fo po3giny MKA: MapkvpoBka.
[itoua pepakuis: MapkmpoBka B cooTBeTCTBUM C
YTBEPXAEHHLIM TEKCTOM MapK1POBKM KOTOPBbIV
npunaraetcs. MponoHoBaHa pefakuis: Mapkuposka B
COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapKVPOBKM
311. | UAKNOKANP | po3uuH ans iH'exuin, TosapucTso Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/15252/01/02
OH- 50 mr/mn, no 5 mn B 3 06MEXeHO OHOBJ/IEHHS TEKCTY MapKyBaHHSA yNakoBKM /liKapCbKOro peyenmom
340POB'A amnyni 3i ckna, no 5 06MEXeHO BiANOBIAA/ILHICTIO 3acoby 3 BHECEHHSIM iHdhopMaLiT LWLoA0 3a3HAYEHHS
amnyn y 6nictepi, no 1 | signosigasb "papmaueBTnyHa OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BBegeHHs 3MiH
abo 2 6bnictepn y HicTIO KommMaHis "3g0poB'a” NPOTAroM 6-TU MiCALIB MiC/1A 3aTBEPAKEHHS
KOpo6Li 3 KapTOHY; NO "®apmaueBT
5a6o 10 amnyny N4Ha
Kopoo6ui 3 KOMMaHis
neperopogxkamu "3g0pos's"
312. | UAKNMOKAMNP | Tabnetku, BKpUTI TosapucTBo Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 10 peecTpaliiiHuxX maTepiasis: 3MiHu | Tuny - 3a UA/16157/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep

n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o

3acoby yrnakoska) nocsi04YeHHs1
OH- NiBKOBOO 3 06MeXeHOI0 OHOB/IEHHS TEKCTY MapKyBaHHSA yNakoBKM /liKapCbKOro peyenmom
340POB'A 060/10HKO10, M0 500 Mr | 06MEXeHOo BiANOBIAA/ILHICTIO 3acoby 3 BHECEHHSIM iHGhopMaLliT LWLoA0 3a3HAYEHHS
no 10 TabneTok y Bignosigasib "papmaueBTnyHa OAMHULIb BUMIPIOBAHHSA Y cuctemi Sl. BHeceHHs 3miH Ao
6nicTepi; no 2 HicTIO KommMaHis "3gopoB'a"” po3giny “MapkyBaHHa” MKA /13: 3anponoHoBaHo:
6nictepun y Kopobui 3 "®apmaueBT MAPKYBAHHSA BignoBigHO A0 3aTBEP)KEHOrO TEKCTY
KapToHYy nyHa MapKyBaHHs. BBefeHHs 3MiH NpoTArom 6-Tu micsuis nicns
KOMnaHis 3aTBEPAKEHHS
"3popos'a”

313. | UAPENAKC Kpanni O4Hi, po34nH no YOPNA Benuka K.O. Pomcapm PymyHis BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 3a UA/17526/01/01
10 mr/Mano5mny MEAOVUWH BpuTtaHis KomnaHi C.P./. 3MiHa KOHTaKTHUX JaHnX YNOBHOBaXKEHOT 0cobw, peyenmom
dhnakoHi-KpanesibHUL;; OPTA/IbMI BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy. 3miHa
no 1 cpnakoHy- KC NIMITEL, KOHTaKTHUX faHWUX KOHTaKTHOI 0co6u, BignoBiganbHOI 3a
KpanesibH1Lj B 3AilicHEeHHS chapMakoHarnsay B YkpaiHi. 3miHa micus
KapTOHHIA KOpoo6Li 3[iiCHEHHSI OCHOBHOT AiSNbHOCTI 3 hapMakoHarsay. 3MmiHa

MiCLLe3HaXOPKEHHS MacTep-ghaiina
314. | UACTO- Tabnetku no 300 wmr, Ecnapma HimeuuunHa BMPOGHMLITBO HimeuuunHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/13325/01/01
AYPUH® no 10 TabneTtok y m6X Hepo3ghacoBaHOro 3MiHK 3 siKoCTi. FoTOBMIA NiKapcbkuii 3aci6. 3MiHM y peyenma
6nicTepi; no 2 abo no NPOAYKTY, NEPBUHHE BMPOGHULTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiflbHML,
6 6nicTepis y nakyBaHHS, BMPOGHMLTBA /15 YAaCTUHM ab0 BCbOro BUPOGHUYOro
KapTOHHiiA KOpo6Ll BTOPUHHE npoLecy rotoBOro Mikapcbkoro 3acoby (AiNbHWLS, Ha kil
nakyBaHHs1, NpoBOAATLCS ByAb-sIKi BUPOOHMYI CTagji, 3a BUHATKOM
KOHTPO/b SIKOCTI, BUMYCKY Cepili, KOHTPO/IO AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
BUNYCK cepil: nakyBaHHs, 4189 HECTEPWU/TbHUX iKapCbknX 3acobiB)
dapma BepHirepoge BBE/JEHHS A0AATKOBOI AiIbHUL BignoBiga/ibHOI 3a
M6X, HimeuunHa; BMPOGHMLTBO Hepo3hacoBaHOro NpoaykTy - AgsaHc ®apma
BMPOGHMLITBO M6X, HimeuunHa. 3miHn | Tny - 3MiHW 3 SIKOCTI. TOTOBWIA
Hepo3g)acoBaHoOro NiKapcbKuiA 3aci6. 3mMiHM Yy BUPO6HMLUTBI. 3amiHa abo
NPOAYKTY, NepBUHHE BBE/leHHs OAATKOBOI AiNbHULL BUPOBHMLTBA A4/15 HACTWHM
nakyBaHHs, a60 BCbOro BUPOGHMYOro MPoLecy roToBoro /ikapcbKoro
BTOPVHHE 3aco6y (ginbHMUSA 4715 BTOPUHHOTO NaKyBaHHS) BBEAEHHS
nakyBaHHs, [0[aTKOBOT AiNbHUL 4151 BTOPUHHOIO nakyBaHHA 13 -
KOHTPO/b AKOCTI, AppaHc ®apma M'M6X, HimeyunHa. 3miHu | Tuny - 3miHu 3
BUNYCK cepii: AKOCTIi. [OTOBMIA Nikapcbkmit 3aci6. 3MiHW Y BUPOOHULITBI.
ApaHc dPapma 3amiHa abo BBeeHHS 4,04aTKOBOI AiNbHMLi BUpO6HULTBA
v6X, HimeuyunHa,; 0151 YaCTUHM abo BCbOro BUPOBHMYOro NpoLLecy roToBoro
BTOPVHHE NiKapcbKoro 3acoby (AiNbHULA 4151 NEPBMHHOIO NaKyBaHHS)
nakyBaHHS: 3aMiHa AinbHULi BUPO6HULTBA A4/19 NEePBMHHOTO NakyBaHHS
ecnapma dapma N3 3 ecnapma ®apma Cepsice3 M'M6X, HimeyunHa Ha
Cepsices 'M6X, ApBaHc Papma M'm6X, HimeuumHa. 3MiHum | Tuny - 3MiHu 3
HimeuunHa sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.
3MiHa iMnopTepa/3aMiHu, L0 CTOCYHTLCA BUMYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO /liKapCbKoro 3acoby (3amiHa abo
JofaBaHHA BUPOOHKKa, LLO BiANOBifa€E 3a BBE3EHHA Ta/abo
BUMYCK cepii) - Bktoyatoum KOHTPONbL/BUNpo6yBaHHSA cepii -
BBE/JEHHS 404ATKOBOI Ai/IbHWL BiANOBIAA/IbHOT 32 KOHTPOb
SIKOCTi Ta BUNycK cepii - AaBaHc ®apma MM6X, HimeuunHa
315. | UATUKOMIH- | po3uvH opanbHuii, 100 | ToBapucTBO | YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHuX MmaTepiastis: 3MiHu | Tuny - 3a UA/16711/02/01
340POB'A mr/mn no 30 mn, no 50 3 06MeXeHo OHOBJIEHHSI TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro peyenmom
Mn abo no 100 mny obMexeHoto BiANOBIAA/ILHICTIO 3ac06y 3 BHECEHHAM iHhopmaL,ii Woao 3a3HaYeHHs
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
donakoHi 3i ckna; no 1 Bignosiganb "®apmavueBTUYHa OAMHULb BUMIpIOBAHHSA Y cuctemi Sl. BHeceHHSs 3MiH A0
hnakoHy 3i cTakaHOM HiCTIO KoMnaHis "3popos'a” po3ainy “MapkyBaHHs" MKA J13: 3anponoHoBaHo:
MipHUM y KOpO6Li 3 "®apmauesT MAPKYBAHHSA BignosigHo [0 3aTBEPAXEHOr0 TEKCTY
KapToHy; no 50 mn nyHa MapKyBaHHA. BBefieHHs 3MiH NpoTArom 6-Tv MicALiB nicns
ab6o no 100 mny KOMNaHis 3aTBEPAXKEHHSA
dhnakoHi "3popos'a"
nosfimepHomy; no 1
hnakoHy 3i npuu-
NiNeTKo A03YHY00 Y
KOpOO6Lii 3 KapTOHY; Mo
10 mn y cawe; no 20
calue y Kopobui 3
KapTOHY
316. | APUHA® TabneTku, BKpUTI Baiiep Al | HimeuunHa nepsBuHHa Ta Himeuunna BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/11479/01/01

060/10HKOI0; MO 21 BTOPVHHA yNakoBKa, AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
Tabnetyi y 6nictepi 3 [03BiN Ha BUNYCK agpecu Micus NpoBaKEHHS AisNbHOCTI
KasieHA4apHoK cepi: BMpOBHUKa/iMNopTepa roToBOro JliKapcbKoro 3acoby,
Lwkasoto; no 1 Baiiep AT, BK/IOYAKOUY AiNbHULj BUNYCKY cepil abo micue npoBefeHHs
6nictepy y HimeuuunHa; KOHTPOJO SIKOCTI. (AiS/IbHICTB, 3a SIKy BiAnosigae
nanepoBoMy MiLLeyKy BMPOBHULITBO BMPOGHMK/IMNOPTEP, HE BK/IKOYAUM BUNYCK cepili) 3MiHa
B KQpPTOHHIM nayui Hepo3dacoBaHoi Ha3Bu Ta agpecy Bupo6Hvka 13 baviep Baiimap MvbX i Ko.

NPOAYKLUT: KI, HimeuunHa (BUpo6HULTBO HEpO3chacoBaHoi NPoayKLii),

Baiiep Baiimap 6e3 3MiHN MicLA BUPO6HMLTBA.
vm6X i Ko. K,
HimeyunHa

FeHepasIbHUIA OUPEKTOP
AuvpekTopaty dhapmaLeBTUUHOro 3a6e3neyYeHHs

0.0. Komapiga
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