MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

22 yepBHa 2022 poky Ne 1082

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

BignosigHo go crarti 9 3akoHy Ykpainu «IIpo jslikapchbKi 3acobu», MyHKTIB 5,
7, 10 Tlopsiaky pep>kaBHOI peectpariii (repepeecTpailii) JikapCbKux 3acobiB,
3aTBep/KeHOro roctaHoBoto Kabinety MinicTpiB Ykpainu Bifg 26 TpaBHsa 2005 poky
Ne 376, ab3ary aABajIiTh CbOMOTO IMANMYHKTY 12 nyHKTy 4 IlonokeHHS TIpO
MiHicTepcTBO OXOpOHM 3/]0POB’sl YKpaiHU, 3aTBep/KeHOoro moctaHoBorw KabiHety
Minictpie Ykpainu Bix 25 6Gepe3ns 2015 poky Ne 267 (B pefakiii mocTaHOBU
Kabinery MinictpiB Ykpainu Big 24 ciuas 2020 poky Ne 90), Ha migctaBi
pe3y/bTaTiB eKCIIePTU3M PeecTpalliiHUuX MaTrepiaiiB TiKapchKUX 3aco0iB (MeauUHMX
iMyHoOionoriuHMX  TpemapartiB), 1[0 TMOJaHi Ha Jep)XaBHy peEeCTparlifo
(mepepeecTpallirt0) Ta BHECEHHS 3MiH [0 peeCcTpaLiiHUX MaTepiajiB, TPOBeJeHUX
[ep>kaBHUM TiANPUEMCTBOM  «Jlep)KaBHUM eKCepTHUW LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB II0Z0 eheKTHMBHOCTi, Oe3rmeuyHoCTi Ta
AKOCTi, I[OA0 eKCIepPTHOI OL{IHKY CITiBBiJHOIIEHHS KOPUCTL/PU3UK JIIKAPCHKOTO
3acoby, IO TIPOTIOHYEThCS A0 Jep)KaBHOI peectparlifii (mepepeectpariii), 1070
BHECEHHsI 3MiH [0 PeeCTpaLliiHUX MaTepialiB Ta peKoMeH/allii Moro /10 [epKaBHOI
peectpatiii (repepeectpaiiii) abo BHeCeHHsI 3MiH /10 peecTpal[iiHUX MaTepiasiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DeeCTpy JiKapCbKuX 3acobiB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
riepesikoMm (gomaTok 1).

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>kKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
Ykpainu fikapcbki 3acobu (MeauuHi imyHoOiosioriuHi TperapaTHl) 3TifHO 3
riepesikoM (oAaToK 2).
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3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy
nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 MepesiikoM (JoAaTokK 3).

4. KoHTpo/b 3a BUKOHAHHSIM 1[bOTO HaKa3y 3a/uiliaio 3a co0oro.

Ilepmmu 3acTynHuK MiHicTpa Onexkcangap KOMAPIJIA



Aopatok 1

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»

Bif, 22 yepBHA 2022 poky Ne 1082

NEPENIK
NIKAPCbKNX 3ACOBIB, WO NMPOMOHYKOTLCA 40 AEP>XXABHOI PEECTPALII
Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
1. AAALUEN nonio CycneHsis ons iH'ekuii CaHodi PpaHLis BVMPOGHMLTBO MPOMiXXHOIO Kanapa/ peecTpauisi Ha 5 pokiB 3a He UA/19493/01/01
BAKUWHA no 0.5 mn (1 gosa), no MacTep npopykty Bulk Tdap, PpaHuisn/ MepiognyHiCTb NOAaHHSA peyenmom | nidssieae
KOMBIHOBAHA ANA | 1 nonepeiHbo BUPOBHMLTBO KiHLEBOrO YropmHa perynsipHo OHOB/IOBAHOIO 3BITY
MAPO®PINAKTUKN 3arnoBHEHOMY LUMPULYY npoaykty Bulk Tdap-IPV 3 6e3neku, BiAMNoBigHO A0
NPABLA, ANDTEPII, | (no 0,5 mn (1 go3a) BakUWHW, KOHTPO/Ib SIKOCTI, Mopsaky 34jiicHeHHs
KALLJTHOKY cycneHsii ans iH'eKwii) TeCTyBaHHA Ha CTabiNbHICTb: thapmakoHarnagy,
(ALENIONAPHUN 3 2 oKpeMummn CaHodpi MacTep Nimites, 3aTBEPKEHOr0 HakasoMm
KOMMOHEHT) TA ronkamuv B KaHafa; mapkyBaHHA Ta MiHicTepcTBa OXOPOHU 340POB’A
noniomienity CTaHAapTHO- nakyBaHHS LUNPULiB, BUMYCK Ykpainu Big 27 rpyaHa 2006
(IHAKTUBOBAHA) €KCMOPTHI ynakosL,, cepiiA, KOHTpoNb AKocTi: CaHodi poky Ne 898, 3apeecTpoBaHoOro B
(AOCOPBOBAHA, 3l | aka MicTUTbCA B MacTep, ®paHLuis; 3an0BHEHHSA MiHicTepcTBi tocTULT YKpainu 29
SMEHLUEHUM KapTOHHI Kopoo6Lii 3 Tdap-IPV Baku1HM y LUNpuLK, ciuHs 2007 poky 3a Ne 73/13340
BMICTOM IHCTpYKUj€Et0 Ans MapKyBaHHs! Ta NakyBaHHs (y pegakuii Hakasy MiHicTepcTBa
AHTUIEHIB) MeANYHOro LUNpULIB, BUNYCK Cepiil, OXOPOHW 3,0POB's YKpaiHu Bif,
3acTocyBaHHA KOHTpONb AKOCTi: CaHodi 26 BepecHst 2016 poky Ne 996),
MNacTep, ®paHLis; BTOPUHHE CTaHOBUTb: 3riAHO 3i CTPOKamu,
nakyBaHHs, BUMYCK Cepili: 3a3HayYeHUMK y NepiognYHOCTI
CaHodpi-ABeHTic MpaiisiT Ko. NoAaHHA perynspHuX 3BiTiB 3
Nta., Nnatdopma norictmkm Ta 6e3neku.
ancTpubyuii y m. Bypanewt,
YropLumHa
2. BYCYNb®AH KOHLeHTpaT ans Akkopp, Monbwa BMPOBHULITBO NMiKapCbKOro IHpia/ peecTpauisi Ha 5 pokiB 3a He UA/19494/01/01
AKKOPJ, npuroTyBaHHsA Xernckea 3acoby, NnepByHHe Ta BTOPUHHE YropwmHa/ MepiognyHiCTb NOAaHHSA peyenmom nionseae
po3unHy ANs iHdys3il, Moncka nakyBaHHs: [HTac Manbta/ perynsipHo OHOB/IOBAHOTO 3BiTY
6 mr/mnno 10 mny Cn. 3.0.0. dapmacsbtoTikanc flimites, IHajis; Icnanis/ 3 6esneku, BignoBigHO A0
dhnakoHi, no 1 KOHTPO/b AKOCTI: BeccniHr Benuka Mopsaky 34iACHEeHHs
hnakoHy y nauui Xanrepi Kdot., YropwuHa; BpuTtaHis hapmakoHarnsgy,
KOHTpOnb fkocTi: PAPMABAIL, /MonbLya 3aTBEPXXEHOro HakasoM
Nta. Mikpo6ionoriyHa MiHicTepcTBa OXOPOHU 340POB’A
nabopartopist, YropLumHa,; Ykpainu Big 27 rpyaHa 2006
KOHTPO/b AKOCTI: dapmagokc poky Ne 898, 3apeecTpoBaHOro B
Xenckea /1Ta., ManbTta; MiHicTepcTBi tocTuLil YKpainu 29
KOHTPO/1b SKOCTi T BTOPUHHE ciyHa 2007 poky 3a Ne 73/13340
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MiHicTepcTBi tocTuLil Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0pO0B's YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996),
CTaHOBWTbL: 3riHO 3i CTpoKamu,
3a3HavyeHVMu1 y nepiognyHoCTI
noAaHHsA perynsipHuX 3BiTiB 3

Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
ynakoska) nocsi04YeHHs1
nakyBaHHs: JJABOPATOPI (y pegakuii Hakasy MiHicTepcTBa
®YHOACIO LAY, IcnaHis; OXOPOHW 3,0POB's YKpaiHu Bif,
[00aTKOBE BTOPUHHE 26 BepecHst 2016 poky Ne 996),
nakysaHHa: AKKOP/, XE/ICKEA CTaHOBUTb: 3riJHO 3i CTpOKamu,
NIMITEL, Benvka bputaHis; 3a3HavyeHVMun y nepiognyHoCTi
[00aTKOBE BTOPUHHE nofaHHA perynsipHux 3BiTiB 3
nakyBaHHs: CuHoNTU3 6e3neku.
IHpacTpian Cn. 3 0.0., MNonbLya;
BiNOBIgabHWIA 32 BUNYCK cepil:
Akkopg Xenckea Moncka Cn. 3
0.0. Cknag Imnoptepa, MNonbLia
3. BITAMIH D3 Tabnetkn no 1000 ToBapuct Ykpaina ToBapuCTBO 3 06GMEXEHOD YKkpaina peecTpauist Ha 5 pokis 3a He UA/19495/01/01
MO, no 10 TabneTtok y BO 3 BigNoBiga/IbHICTIO MepioguyHicTb NogaHHA peyenmom | nionsizae
6nictepi, no 3 06MexeHo "®apmMaueBTUYHa KOMNaHis perynspHo OHOB/IOBAHOIO 3BITY
6nicTepu y kopobui 10 "3popos'a” 3 6e3neku, BiAMNoBigHO A0
BignoBiga Mopsaky 34iACHEeHHS
NbHICTIO hapmakoHarnagy,
"®apmaue 3aTBepKeHOro Haka3om
BTWYHA MiHicTepcTBa OXOPOHM 340POB’A
KOMnNaHis Ykpainu Big 27 rpyaHsa 2006
"3popos'a” poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Bif
26 BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHVMU Y NepiognNYHOCTI
nofaHHA perynsipHux 3siTiB 3
6e3neku.
4, BITAMIH D3 Tabnetku no 2000 Tosapuct Ykpaina ToBapnCTBO 3 0OMEXEHOD Ykpaina peecTpaduis Ha 5 pokiB 3a He UA/19495/01/02
MO, no 10 TabneTtok y BO 3 BiANoBiAa/IbHICTIO MepiognyHiCTb NOfaHHSA peuyenmom | nidssieae
6nicTepi, no 3 06MexeHo "®apmavLeBTMYHa KOMNaHis perynsipHo OHOB/IOBAHOTO 3BiTY
6nicTepu y kopobui 10 "3nopos'a” 3 6esneku, BiAnoBigAHO A0
Bignosiga Mopsaky 34jicHeHHs
NBHICTIO hapmakoHarnsgy,
"®apmaue 3aTBEPXXEHOrO HakasoM
BTWYHA MiHicTepcTBa OXOPOHM 340POB’SA
KOMMaHis Ykpainu Big 27 rpyaHa 2006
"3po0pos'a” poky Ne 898, 3apeecTpoBaHoro B
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1 chnakoHy pa3om 3
MipPHVM LUNPULLOM Y
Kopobu,i

3 6e3neku, BiAnoBigHO A0
Mopsaky 34iCHeHH:
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHY 340POB’SA
YKpainu Big 27 rpygHsa 2006

Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
ynakoska) nocsi04YeHHs1
6e3neku.
5. BITAMIH D3 Tabnetku no 4000 Tosapuct Ykpaina ToBapuCTBO 3 06MEXEHOI Ykpaina peecTpadist Ha 5 pokis 3a He UA/19495/01/03
MO, no 10 TabneTtok y BO 3 BigNOBifa/IbHICTIO MepiognyHiCTb NOgAHHSA peyenmom nionseae
6nicTepi, no 3 06MeXeHo "®apmaueBTMYHa KOMMaHis perynsipHo OHOB/IOBAHOTO 3BiTY
6nictepu y Kopobui 10 "3p0pos'a” 3 6esneku, BiANOBIAHO A0
Bignosiga Mopsaky 34iicHeHHs
NBbHICTIO hapmakoHarnsgy,
"®apmaue 3aTBEPAXXEHOrO HaKkasoM
BTUYHA MiHicTepcTBa OXOPOHY 340POB’SA
KOMMaHis Ykpainu Big 27 rpyaHs 2006
"3popos'a” poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainn 29
ciuHsa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3HayYeHVMU Y NepiognNYHOCTI
NoAaHHsA perynsipHuX 3BiTiB 3
6e3neku.
6. BITAMIH D3 Tabnetkn no 5600 ToBapucT Ykpaina ToBapuCTBO 3 0OMEXEHO Ykpaina peecTpadist Ha 5 pokis 3a He UA/19495/01/04
MO, no 10 TabneTtok y BO 3 BiANOBIfANbLHICTIO MepiognyHiCTb NogaHHA peyenmom niosnsiecae
6nictepi, no 3 06MexeHo "GapmMaueBTUYHa KOMNaHis perynsipHo OHOB/IOBAHOIO 3BITY
6nicTepu y kopobui 10 "3gopos'a” 3 6e3neku, BiANoBIgHO A0
Bignosiga Mopsaky 34iicHEeHHS
NbHICTIO hapmakoHarnagy,
"®apmaue 3aTBepKeHOro Hakasom
BTWYHA MiHicTepcTBa OXOPOHM 340POB’A
KOMnNaHis Ykpainu Big 27 rpyaHsa 2006
"3popos'a” poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULil Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHY 3,0POB'A YKpaiHW Bif,
26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTPOKamMm,
3a3HavyeHVMu1 y nepiognyHoCTI
nofaHHsA perynsipHux 3BiTiB 3
6e3neku.
7. AE3NOPATAOUH- pO34uH opasibHuiA, 0,5 TOB Ykpaina Bankandapma-TposiH AT Bonrapis peecTpaduis Ha 5 pokis 6e3 niosnsieae UA/19496/01/01
TEBA mr/mn; no 60 mn abo «TeBa MepiognyHiCTb NOAaHHSA peyenma
100 mn y chriakoHi, no YkpaiHa» perynsipHo OHOB/IHOBAHOIO 3BITY
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060/10HKO10, N0 400
Mr; no 12 Tabnetok y
6nicTepi; no 1, 2 a6bo 4
6nicTepy y KapTOHHIl
Kopobu,i

perynsipHo OHOB/IOBAHOTO 3BiTY
3 6e3neku, BiAnoBigHO A0
Mopaaky 3AiACHEeHHA
hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oM
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULil Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHY 3,0POB'A YKpaiHW Bif,
26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTPOKamum,
3a3HavyeHVMu1 y nepiognyHoCTI
nofaHHsA perynsipHux 3BiTiB 3
6e3neku

Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
ynakoska) nocsi04YeHHs1
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULiT YKpainu 29
ciuHs 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 3,0POB's YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMun y nepiognyHoCTi
NoAAaHHA perynsipHuX 3BiTiB 3
6e3neku.
8. AEKCMEAETOMIAN KOHLeHTpaT ans PisnyHa Ykpaina ToBapuCTBO 3 06MEXEHOI Ykpaina peecTpadist Ha 5 pokis 3a He UA/19497/01/01
H-HOBO po3unHy ANs iHdYys3il, ocoba- BiANOBIA&UTbHICTIO hipma MepiognyHiCTb NoAaHHA peyenmom | nions2ae
100 mkr/Mn; no 2 My | mignpueme “HoBodchapm-BiocnHTes” perynsipHo OHOB/IOBAHOTO 3BiTY
dhnakoHi; no 5 b 3 6esneku, BiANOBIAHO A0
(pN1aKOHIB y KOHTYPHIi 'y6eHko MopsiaKy 34iACHEHHS
YapyHKOBIli ynakoBLj; Cepriii hapmakoHarnsgy,
no 1 KOHTYPHIiA AHaToniio 3aTBEPAKEHOIO Haka3oM
YapyHKOBIl ynakoBL,i y BUY MiHicTepcTBa OXOPOHM 340POB’A
nauuj 3 KapToHy Ykpainu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YKpainn 29
ciuHsa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHMN Y NepiognNyYHOCTI
NoAaHHsA perynsipHuX 3BiTiB 3
6e3neku.
9. IBYNPOM MAKC PP TabneTkn, BKPUTI HOHinao, CLIA TOB HOC dapmauis Monbwa PeecTtpauist Ha 5 pokis 6e3 nionseae UA/19498/01/01
nniBKOBOKO an MepiognyHiCTb NogaHHA peyenma
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
ynakoska) nocsi04YeHHs1
10. IBYNMPOM PP TabneTku, BKpUTI tOHINab, CLWA TOB HOC dapmadis Monbwa Peectpauis Ha 5 pokis 6e3 nionsizae UA/19499/01/01
NNiBKOBOO nn MepiognyHiCTb NOAaHHSA peuyenma
060n0HKot0, No 200 perynsipHo OHOB/IOBAHOTO 3BiTY
mr, no 10 TabneTok y 3 6esneku, BignoBigHO A0
6nicTepi; no 1, 2 a6o 3 Mopsaky 34iACHEeHHS
6nicTepy y KapTOHHIl thapmakoHarnagy,
Kopobui 3aTBEPIKEHOT0 Haka3oMm
MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULiT YKpainu 29
ciuHs 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 3,0pPO0B's YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996),
CTaHOBUTL: 3riHO 3i CTPOKamu,
3a3HavyeHVMu1 y nepiognyHoCTi
NoAaHHA perynspHuX 3BiTiB 3
6e3nekn
11. IHOOMETAUWH KpucTaniyHmi AT Yecbka ®.1.C. - PABBPIKA ITANIbAHA ITania PeecTtpauis Ha 5 pokis - He UA/19500/01/01
NMOPOLUOK (Cy6CcTaHList) "IMKo®a | Pecny6nik CIHTETIMI C.N.A nionseae
y NoABIliHMX pma" a
nonieTnIeHoBuUx
naketax gnas
dhapmaLieBTU4YHOro
3aCTOCYBaHHSA
12. IPUHOTEKAH KOHLeHTpaT ans KONEry CnoBaubk TumoopraH ®apmaujie M6X HimeuunHa peecTpauis Ha 5 pokiB 3a He UA/19506/01/01
PAPEC pO34nHy AN5 iHdYy3il, M c.p.o. a MepiognyHiCTb NogaHHA peyenmom | nidsisieae
20 mr/mnno 2 mn, 5 Pecny6nik perynsipHo OHOB/IOBAHOIO 3BITY
mn, 15 mn, 25 mn a 3 6e3neku, BiAMNoBigHO A0
KOHLieHTpaty y Mopaaky 3AiACHeHHA
dhnakoHi; no 1 hapmakoHarnagy,
pnakoHy y Kopobui 3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 34,0PO0B's YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTPOKamum,
3a3HavyeHMu1 y nepiognyHoCTi
nofaHHsA perynsipHux 3BiTiB 3
6e3neku.
13. MOKCU®PJ/TOKCALIN MOPOLLIOK (Cy6CTaHList) Tosapuct Ykpaina XPOMO IABOPATOPI3 IHAIA IHais peecTpaduis Ha 5 pokis - He UA/19501/01/01
HY rigPoxXsorPna y NoABiiHNX BO 3 MPIBAT NIMITE/[, nionszae
noieTUIEHOBUX 06MexeHo
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
ynakoska) nocsi04YeHHs1
nakeTtax Ass 10
hapmaLeBTUYHOTO Bignosiga
3acTocyBaHHA NbHICTIO
"®APMEK
creyn"
14. ANATUPINIHY KpucTanivyHmi MpAT YkpaiHa DxEcpEN NTA, Ipysis peecTpauisi Ha 5 pokiB - UA/19502/01/01
FAPOTAPTPAT nopowok (cybetaHuis) | "®apmaue
y NoABIiHMX BTUYHA
nonieTueHoBmX ipma
naketax gns "fNapHuus”
hapmavLeBTUYHOro
3aCTOCYBaHHSA
15. NMPEFAMMA Kancynu Teepai no 25 TOB Ykpaina KYCYM XENTXKEP MNBT T[4, IHais peecTpadist Ha 5 pokis - He UA/19503/01/01
mr; in bulk: no 14 "KYCYM MepiognyHiCTb NOgAHHSA nionseae
kancyn y 6nictepi, no SAPM" perynsapHo OHOBJIHOBAHOIO 3BITY
150 6nicTepiB y 3 6esneku, BiANOBIAHO A0
KapTOHHIl Kopobui Mopsaky 34jiicHeHHs
chapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’'SA
Ykpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainun 29
ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif
26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTPOKamu,
3a3HayYeHMU Y NepiognUYHOCTI
nojaHHA perynsipHux 3siTie 3
6e3neku.
16. NMPEFAMMA Kancynu Teepai no 50 TOB Ykpaina KYCYM XENTXKEP NBT T/, IHgis peecTpauist Ha 5 pokis - He UA/19503/01/02
mr; in bulk: no 14 "KYCYM MepiognyHiCTb NOgaHHA niosnsieae
Kancyn y énictepi, no PAPM" perynsipHo OHOB/IOBAHOTO 3BiTY

150 6nicTtepiB y
KapTOHHIlA KopoobLi

3 6esneku, BignoBigHO A0
Mopsaky 34jiACHEeHHs
hapmakoHarnagy,
3aTBEPAXEHOrO HakasoMm
MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLil Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3,0POB's YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996),
CTAHOBWTb: 3rigHO 3i CTpOKamu,
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
ynakoska) nocsi04YeHHs1
3a3HavYeHVMU Y NepiogNYHOCTI
nofaHHA perynsipHux 3siTiB 3
6e3neku.
17. NPEFAMMA kancynv TBepgi no 75 TOB YkpaiHa KYCYM XENTXKEP MNBT NTA IHAjs peecTpauisi Ha 5 pokiB - He UA/19503/01/03
mr; in bulk: no 14 "KYCYM MepiognyHiCTb NOAaHHSA niosnsieae
Kancyn y 6nictepi, no PAPM" perynsipHo OHOB/IOBAHOTO 3BiTY
150 6nicTepiB y 3 6esneku, BignoBigHO A0
KapTOHHIlA KOopooLi Mopsaky 34iACHEHHS
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YKpainu 29
ciuHs 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 3,0pPOB's YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMu1 y nNepiognyHoCTI
NoAaHHA PerynsipHuX 3BiTiB 3
6e3neku.
18. NMPEFAMMA Kancynu Teepai no TOB Ykpaina KYCYM XENTXKEP MNBT T[4, IHais peecTpadist Ha 5 pokis - He UA/19503/01/04
150 wr; in bulk: no 14 "KYCYM MepiognyHiCTb NOAAHHSA nionseae
kancyn y 6nictepi, no SAPM" perynsapHo OHOBJIHOBAHOIO 3BITY
150 6nicTepiB y 3 6esneku, BiANOBIAHO A0
KapTOHHIl Kopobui Mopsaky 34jiicHEeHHs
chapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’'SA
Ykpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainun 29
ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif
26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTPOKamu,
3a3HayYeHMU Y NepiognNYHOCTI
nojaHHA perynsipHux 3siTis 3
6e3neku.
19. PAMIOPUN KpucTanivyHui MpAT Ykpaina YKesiHr Xyaxain ®apmac'ioTukan Kutaii peecTpauist Ha 5 pokis - He UA/19504/01/01
NopoLLOK (cybeTaHuis) | “"d®apmaue Ko., NT4. niosnsieae
y NonieTuneHoBmX BTWYHA
naketax gnis tipma
hapmaLeBTUYHOTO "fapHuus”
3acToCcyBaHHsA
20. PO3YBACTATUH- TabNeTkn, BKPUTI TOB YkpaiHa TeBa ®apma C.J1.Y. Icnanis peecTpadisi Ha 5 pokis 3a He UA/19505/01/01
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
ynakoska) nocsi04YeHHs1
TEBA NAiBKOBOIO «TeBa MepioguyHiCTb NoAaHHSA peyenmom | nionsizae
060/10HKOI0, N0 5 Mr; YKpaiHa» perynspHo OHOB/IOBAHOIO 3BITY
no 10 Tabnetok y 3 6e3neku, BiAnNoBigHO A0
6nicTepi; no 3 Mopsaky 34jiACHEeHHS
6nicTepy y KapTOHHIl thapmakoHarnagy,
KopoobLi 3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa 0OXOPOHW 340POB’S
Ykpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHn 29
ciuHs 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Bif
26 BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HavYeHVMU Y NepiognNYHOCTI
nofaHHsA perynsipHux 3siTiB 3
6e3neku.
21. PO3YBACTATUH- TabneTku, BKpUTI TOB YkpaiHa TeBa ®apma C.J1.Y. Icnanis peecTpauisi Ha 5 pokiB 3a He UA/19505/01/02
TEBA NAiBKOBOKO «TeBa MepiognyHiCTb NOAaHHSA peyennmom | nions2ae
060/10HKO0, M0 10 Mmr; YKpaiHa» perynsipHo OHOB/IHOBAHOIO 3BITY
no 10 Tabnetok y 3 6esneku, BignoBigHO A0
6nictepi; no 3 Mopsaky 34iACHEeHHs
6nicTepy y KapTOHHIl hapmakoHarnagy,
Kopobui 3aTBEPAXEHOr0 HakasoMm
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YKpainu 29
ciuHs 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 30pPO0B's YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTL: 3rifHO 3i CTpOKamu,
3a3HavyeHVMun y nNepiognyHoCTI
NoAaHHA perynsipHuX 3BiTiB 3
6e3neku.
22. PO3YBACTATUH- TabneTku, BKPUTI TOB Ykpaina TeBa ®apma C.J1.Y. IcnaHis peecTpadist Ha 5 pokis 3a He UA/19505/01/03
TEBA NAiBKOBOO «TeBa MepiognyHiCTb NOgaHHSA peyenmom nionseae
060/10HKO0, N0 20 Mr; YkpaiHa» perynsipHo OHOBJIOBAHOIO 3BiTY

no 10 TabneTtok y
6nictepi; no 3
6nicTepy y KapTOHHIl
Kopobui

3 6esneku, BiANOBIAHO A0
Mopsaky 34jiicHeHHs
hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0OXOPOHY 340POB’'SA
Ykpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiiun 29
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n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsio4eHHs

ciyHsa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0pO0B's YKpaiHu Bif
26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTpOKamu,
3a3HavYeHMU Y NepiognNYHOCTI
NOAAaHHSA PerynsipHuX 3BiTiB 3
6esneku.

B.o. I'enepanbHOro gupexkropa Jlupekropary

(hapmaneBTHYHOTO 3a0e3meyeHHs

Isan 3AZIBOPHUX




NMEPENIK
NMEPEPEECTPOBAHUX NTIKAPCBbKUX 3ACOBIB (MEAVUYHNX IMYHOBIONOITHYHUX NPEMAPATIB), AKI BHOCATbCA
40 AEPXXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Aopatok 2
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Bif, 22 yepBHA 2022 poky Ne 1082

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayitiHo2o
3acoby ynakoska) nocsioYeHHs1
1. BIHKPUCTUH- PO34YUH A1 iH'EKLINA, Mini Benwuka BeHyc Pemegic IHAjs MepepeecTpavis Ha HeobMeXeHui 3a He UA/6430/01/01
Mini 1 mr/mMn, nolmny Xenckepe BpuTaHis Nimiteq TepMiH. OHOB/EHO iHhopMaLlito B peyenmom niosnsieae
chnakoHi; no 1 a6o Nimiteq IHCTPYKL|i 415 MEAMYHOr0 3aCTOCYBaHHS
10 chnakoHis B nikapcbKoro 3acoby y posginax
Kopobui "B3aemogis 3 iHWMMKU NiKapCbKumu
3acob6amu Ta iHWi BUAY B3aeMogii",
"Oco6nmBoCTi 3acTocyBaHHS", "To6iuHi
peakuii”, gofaHo po3ain "HecymicHicTb"
BIANOBIAHO [0 OHOBMEHOI iHhopMaLi 3
6e3nekun Ailo4oi peHOBUHN.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BIiTYy 3 6e3neku,
BiANoBigHO A0 MopsAaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHW 340pP0B’s
YKkpainu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainm 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHW 30pOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4eHMN y NepiognyHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neku.
2. 30/IMITPUNTAH NOPOLLOK AT Ykpaina MNIBA XOPBATIA Xopsaris MepepeecTpavis HA HEOOMEXEHWNI TEePMIH - He UA/16552/01/01
(cy6eTaHuis) y "®apmak” nrp niosnsieae
nakeTax
H6araroapoBux Ans
chapmaLeBTU4YHOro
3acTocyBaHHs
3. KETOMPO®EH KpucTanivyHni MpAT YKpaina Xy6ei KcyHga Kutaii nepepeecTpaisi Ha HEOBOMEeXeHNI TepMiH - He UA/16462/01/01
NOpPOLLOK "PapmaueBT dapmacbtoTikan Ko., niosnsieae
(cybeTaHuis) y n4yHa thipma nra.
nakeTax nogBinHMx "NapHuus”

noslieTUIEHoBMX
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Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
ans
chapmaLeBTU4YHOro
3acToCyBaHHs
4, HEO®NA3IA ryCTUIA eKCTpaKT ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH - He UA/16520/01/01
(cybeTaHuis) y 3 06MeXeHo nionsieae
EMHOCTSX 3 06MEXEHO0 BiANOBIAA/TLHICTIO
Hepxasitouoi cTai BignoBigasib "HaykoBo-
abo kaHicTpax HiCTIO BMpO6HUYa
nnacTMacoBux "HaykoBo- KOMNaHis
BMPOGHMYa "Ekocpapm”
KOMMaHis
"Ekochapm”
5. NIPASNHAMIA KpucTaniyHmi My6niyHe Ykpaina "NHAPIA TainaHg, MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH - He UA/16569/01/01
NOpPOLLOK akuioHepHe KEMIKAN3 nionsieae
(cy6eTaHuis) y TOBapUCTBO (THAILAND) NTA"
noABiHMX "HaykoBo-
nosieTuIeHoBMX BMPOGHUYNIA
naketax gns LeHTp
hapmMaueBTUYHOIO "BopLuariscb
3acTOCyBaHHSA KWiA Ximiko-
thapmaveBT
NYHWI
3asofg”
6. NAPUYENN TpaBa pizaHo- MpaT YkpaiHa MpaT "NikTpasu" YkpaiHa MepepeecTpavis Ha HEObMeXeHUIA 6e3 niosnsieae UA/16466/01/01
TPABA npecosaHa, no 100 r "NikTpasun" TepmiH. OHOB/EHO iHhopMaLlito B peyenma
y navkax 3 IHCTPYKUT 4719 MeANYHOro 3acTOCYBaHHsA
BHYTPILLHIM NakeTom nikapcbkoro 3acoby y po3gisi "MNokasaHHa"
(yTouHeHHs iHchopmawii) BignosigHo Ao
OHOB/EHOT iH(hopMaLii 3 6e3nekun gitouoi
PEeYoBVHM.
MepiognyHiCTb NOAAHHA perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANoBigHO A0 MopsAaky 34iACHEeHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3oM MiHicTepcTBa OXOPOHU 3[,0POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLji
Ykpainm 29 ciuHsi 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHMN Y NepiognyHOCTI
noJaHHsA perynsipHuX 3BiTiB 3 6e3neku.
LE®YPOKCUMY MOPOLLIOK My6niyHe YkpaiHa HekTap NavidcaiHc IHgis nepepeecTpauis Ha HeobMeXeHuin TepMiH - He UA/16452/01/01
HATPIEBA Cl/lb (cybeTaHuis) y akuioHepHe Nimiteq niosnsieae
CTEPUWIbHA QTIOMIHIEBUX TOBapuCTBO
6igoHax ans "HaykoBo-
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
hapmaLeBTUYHOro BMPOGHUUNIA
3acTocyBaHHS LieHTp
"Bopuiariscb
KWW Ximiko-
hapmauesT
NYHWA
3aBog”

B.o. I'enepanbHOro gupexkropa Jlupekropary
(hapmaneBTHYHOTO 3a0e3meyeHHs

Isan 3AZIBOPHUX




NMEPENIK

Aopatok 3

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx

MaTepianis»

Bif 22 yepBHA 2022 poky Ne 1082

NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIONOIN4YHUX NPENAPATIB), WWLOAO AKUX BYNN BHECEHI 3MIHN 40O

PEECTPALINHUX MATEPIANIB, AKI BHOCATLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

abo no 10 mn (500
Mr) B amnyni; no 5
amnysn y KapTOHHii
Kopobui; no 5 mn
(250 wmr), a6o no 10
mn (500 mr), abo no
20 mn (1000 mr),

KOHTpO/b/BUNpobyBaH
Hs cepii: MM
Mikpob6ionoriwec
Mptochnabop M6X,
ABCTpIg;
KOHTpO/b/BMUNpobyBaH
HS1 cepil:

MeAVYHOro 3aCTOCYBaHHA Ha NigCcTasi perynsipHo
OHOBJ/ItOBAHOTO 3BITY 3 6e3neku nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpauiinnii nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 IOCNIMKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpuyHunx gocnigxersb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM OPraHom) - 3miHu

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA BionycKy | peecmpayitiHo2o
3acoby ynakoska) nocsio4yeHHs1
1. 5- KOHLieHTpaT ans EBEBE ABCTpis MOBHMIA UMKN ABcTpisi/ BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 3a UA/6058/01/01
PTOPYPALUN pO34uHy AN $apmva BMPOGHMLTBA: HimeyunHa Tuny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y | peyernmom
"EBEBE" iHdpy3iid, 50 mr/mn; lec.m.6.X. PAPEBA YHTepax BMPOOHULITBI. 3MiHa iMNopTepa/3MiHK, LLIO CTOCYIOTLCA
no 5 mn (250 mr) Hdor. K. 'M6X, ABCTpISt; BUNYCKY Cepii Ta KOHTPOJIHO SIKOCTi FOTOBOrO NiKapCbKoro
a6o no 10 mn (500 Bunyck cepii: EBEBE 3acoby (3amiHa abo AoaaBaHHsA BUPOOHNMKA, L0
Mr) B amnyni; no 5 dapma Nec.m.6.X. BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
amnyn y KapTOHHil Hdpr. KI, ABCTpis; BK/1H0HAK0UN KOHTPO/b/BUNPOGYBaHHS Cepil - 4oAaBaHHS
Kopo6Li; no 5 mn KoHTponb/BunpobyBsaH anbTepHaTUBHOT BUPOOHNYOT AiNbHWLI BignoBiganbHOT 3a
(250 wmr), a6o no 10 HAa cepii: MM Bunyck cepii PAPEBA YHTepax M'M6X, MoHA3eewTpacce,
mn (500 mr), abo no Mikpobionoriwec 11 4866 YHTepax am ATTep3ee, ABCTpis/FAREVA
20 mn (1000 wr), Mptochnabop M6X, Unterach GmbH, Mondseestrasse 11, 4866 Unterach am
a6o no 100 mn ABCTpIS; Attersee, Austria. BBeleHHs1 3MiH NPOTArom 6-T1 MicALIB
(5000 mr) y KOHTPONb/BMNPOGYBaH nicns 3aTBepAKeHHs. 3MiHM | Tuny - AQMIHICTpaTUBHI
dhnakoHi; no 1 Hsa cepii: Jlabop JIC 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
h1akoHy B KOpOoO6Li CE & Ko. KT, NpoBafPKEHHNA AiS/IbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
HimeuunHa NiKapcbKoro 3acoby, BK/0HAKUM Ai/bHULi BUNYCKY cepii
ab0o Micue NpoBefileHHA KOHTPOSHO AKOCTI. (LisA/IbHICTb, 3a
AKY BiANOBIAae BUPOGHMK/IMNOPTEP, HE BKKOYAKOUN BUMYCK
cepiit) 3miHa HaliMeHyBaHHs BMPOoGHuKka 13 EBEBE
dapma ec.m.6.X. Haor. KIM, ABCTpist, ANst ycix cpyHKU,iA,
KpiM cpyHKLT BUNYCKy cepii. 6e3 3MiHW MicLs BUPOOHULITBA.
BBegeHHs1 3MiH NpoTAroM 6-Tu MicsAuiB nics
3aTBEPAKEHHS.
2. 5- KOHLeHTpaT ans EBEBE ABCTpis MOBHUIA LKA AscTpis/ BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 3MiHun | TUny 3a UA/6058/01/01
dTOPYPALIUN po3unHy ons dapma BMpO6HMUTBa: EBEBE HimeuyunHa - 3MiHu Wopo 6e3nekn/edeKTUBHOCTI Ta peyenmom
"EBEBE" iHdpysiiA, 50 mr/mn; lec.m.6.X. $apma Nec.m.6.X. hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
no 5 mn (250 mr) Hdpr. KI". Hdor. KI"., ABcTpis; nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans




16 ITponoB>xeHHs fofaTKa 3

Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
a6o no 100 mn Na6op NC CE & Ko. BHECEHO A0 IHCTPYKLIT A48 MEANYHOrO 3aCTOCyBaHHSA
(5000 mr) y Kr, HimeuunHa nikapcbKoro 3acoby Ao po3ainis "Ocob6nmnBoCTi
dhnakoHi; no 1 3acTocyBaHHs", "INo6GiyHI peakuii” 1Loa0 6e3nekun
chnakoHy B KOpoo6Li 3aCTOCyBaHHA Ait040l pevoBUHN BiAMOBIAHO A0
pekomeHgauin PRAC. BBeAEHHS 3MiH MPOTAroM 6-Tu
MicALB Nic/a 3aTBEPAXEHH
3. L-NISNHY PO34NH A1 iH'EKLIN, MAT Ykpaina MAT "Tannuchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny 3a UA/2131/01/01
ECUNHAT® 1 mr/mn; no 5 mn B "ranunucapm” - 3MiHK 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb peyenmom
amnyni, no 5 amnyn [OMNOMIXHMX pevyoBUH. 3MiHa napameTpis crnevudikauii
y 6nicTepi, Ta/abo fonyCTUMUX MeX AN AOMOMDKHOI PeYOBUHM (iHLUi
NMOKPUTOMY NJIiBKOIO, 3MiHM) - BunyyeHHs iHchopmaLiii Woa0 npoBeAeHHs
no 2 6nictepu y BUNPOBYBaHHSA A5 ineHTUiIKaLii KOXXHOro TapHOro micus
nauuj i3 Cneumdpikanii gonomixHux pevosnH ETAHO/ (96 %),
MNPOMIIEHIIIKONb
4, L-NIBNHY PO34UH A5 iH'EKLLN, MNAT YkpaiHa MAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny - UA/9507/01/01
ECLUMHAT® 1 mr/mn; in bulk: no "lranuucapm” - 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
5 mn B amnyri; no [LOMNOMIXHMX pevyoBUH. 3MiHa napameTpis crnevudikauii
462 amnynu B Ta/abo fonycTMMUX MeX AN AONOMDKHOT peqyoBUHN (iHLUi
KOpOb6i KapTOHHOMY 3MiHW) - BunyyeHHs iHchopmaLiii Woa0 npoBeAeHHs
BMNpo6yBaHHA AN1A iAeHTUdiKaLii KOXHOro TapHOro Micus
i3 Cnevmdikauii gonomikHux pevosuH ETAHOJT (96 %),
MPONIIEHINIKONb
5. ABAMIC™ cnpeii HasanbHWiA, nakcoCmitKn Benuka 'nakco OnepeiiHc Benuvka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny 3a UA/9306/01/01
cycnexsis, AliH EkcnopT BpuTaHis tOK Nimiten, Benuka BpuTtanis/ - 3MiHKM 3 iKOCTi. FOTOBWIA nikapcbKuid 3aci6. Cuctema peyenmom
[o30BaHuii, 27,5 Nimiteq BpuTaHia/l nakco IcnaHis KOHTelHep/3akynoptoBasibHMI 3aci6. 3MiHa po3mipy
MKr/go3y no 120 no3 Bennkom C.A., IcnaHis yMakoBKM rOTOBOTO NiKapCbKOro 3acoby (BUyYeHHs
y thnakoHi 3 yNakoBKW NEBHOrO Po3Mipy). BunyueHHs ynakosku gns 30
[03y4nm 0,03 3 KOOMEPUiNHMX MipKyBaHb.
NPUCTPOEM Ta 3MiHM BHECEHO B iHCTPYKLilO AN MeANYHOro
posnuoBaYvemM i 3aCTOCYBaHHA NiKapCbKOro 3acoby y po3Ain «Ynakoskay.
KoBnaykom; no 1
donakoHy B
KapTOHHIlA Kopo6Lii 3
MapKyBaHHSAM
YKPaIHCbKOK MOBOK
6. A3UTPOMILUUH | TabneTkun, BKPUTI AHaHTa Benuvka dnamiHro IHAis BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3MiHW | TUNY 3a UA/12158/01/01
1000 MN/1iBKOBOIO Megikeap T4, BpuTaHis dapmacbloTrkKanc - 3MiHu 3 SKoCTi. FOTOBMIA NiKapcbkuii 3aci6. 3MiHN y peyenmom
060/10HKOI0, N0 nta., IHais; ApTypa BUPOGHUUTBI. 3MiHa po3mipy cepii (BK/IYaum giana3oH
1000 mr no 4 dapmacbtoTikans lMBT. pO3Mipy cepii) roToBOro NikapcbKoro 3acoby (36iNbLUeHHS
Tabnetku y 6nictepi; Nra., IHgis 40 10 pasiB NOPIBHSHO i3 3aTBEPKEHNM PO3MIPOM) -
no 1 6nictepy B 306iNbLUEHHS po3Mipy cepii Ansa Ao3ysaHHA 250 mr Ta 500
KOpPOO6Lii 3 KapTOHY Mr BUpo6HuKa N3 ApTypa ®apmacktoTikans Met./174,.,
IHAjs - 3aTBEpmxeHo0: 100 000 Tab1eToK; 3aNpPONOHOBaHO:
300 000 TabneTok BeegeHHs 3MiH NPOTAroMm 3-x MicsLiB
nicns 3aTBeppkeHHs; 3miHu Il Tuny - 3miHu 3 sKocTi. API.
Brpo6HMUTBO. 3MiHa BMPOGHUKA BUXiAHOrO/NpOMKHOrO
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®I, abo 3miHa BUPOGHUKa
(BK/IKOYAKOYM, Ae HEOOXiAHO, MiCLe NPOBEAEHHSI KOHTPO/IO
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ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

akocTi) AP (3a BifgCYTHOCTI cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei y 3aTBepAXeHOMY [0CbE)
(BBELlEHHA HOBOrO BUPO6HMKA APl 3 HafaHHAM MacTep-
chaiina Ha A®l) - BBeieHHs1 0AATKOBOrO BUPO6HMKa AdI
asnTpomiuvHy Zejiang Guobang Pharmaceutical Co.Ltd.,
India gns Bupo6bHuka N3 Aptypa ®apmacbloTikans MNBT.
NTa., IHApis; (3aTBepmxeHo: Anuh Pharma Ltd., India;
3anponoHoBaHo: Anuh Pharma Ltd., India (415 Bupo6Huka
N3 ®namiHro ®apmacetotukanc frg., IHgis abo
BMpo6HUKM: Anuh Pharma Ltd., India; Zejiang Guobang
Pharmaceutical Co. Ltd., India (gns Bupo6Huka 13
Aptypa PapmacbtoTtikans MeT. IT4., IHAis). BBegeHHSA 3MiH
npoTArom 3-x MicsUiB Nic/1A 3aTBEPKEHHSA

A3SUTPOMILVH
250

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI0, M0 250
Mr no 6 TabneTok y
6nictepi; no 1
6nicTtepy B Kopobu,i 3
KapTOHY

AHaHTa
Megikeap /14.

Benuka
BpuTaHis

dnamiHro
PapmacbroTrKanc
Nra., IHgis; Aptypa
dapmacbtoTikans lMeT.
nrta., Hais

IHgis

BHECEHHS 3MiH 0 peecTpavLjiiiHuX MmaTepiaslis: 3MiHK | Tuny
- 3MiHK 3 siKOCTi. FOTOBUIA NiKapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIovYatoumn gianasoH
po3Mmipy cepii) roToBOro Mikapcbkoro 3acoby (36iNbLUeHHsI
00 10 pasiB NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) -
36iNbLUEHHS PO3MIpy cepii Ans fo3yBaHHs 250 mr ta 500
Mr BUpo6Huka N3 ApTypa ®apmacktoTikans MeT./1T4.,
IHais - 3aTBepAxeHo: 100 000 TabneTok; 3anponoHOBaHO:
300 000 TabneTok BBefeHHs 3mMiH NpoTArom 3-x MicsLiB
nicns 3aTBepmpkKeHHs; 3miHu Il Tuny - 3miHu 3 axkocTi. AdI.
Bupo6HMLTBO. 3MiHA BUPOGHMKA BUXIAHOTO/MPOMIXHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCA Y
BMPO6HMYOMY npoteci A®l, abo 3miHa BUPO6HUKa
(BKTrOYatouK, Ae HeobXiAHO, Micue NPOBEeAEHHSI KOHTPOSIO
akocTi) A®I (3a BigcyTHOCTI cepTucpikata BiANOBIAHOCTI
€Bponelicbkiin hapmakonei y 3aTBepAXeHOMY [0CbE)
(BBELIEHHA HOBOrO BUPO6HMKA APl 3 HafaHHAM MacTep-
thaiina Ha A®l) - BBejeHHS 4,04ATKOBOrO BMPO6HUMKa API
asuTpomiumHy Zejiang Guobang Pharmaceutical Co.Ltd.,
India gnsa BupobHuka NN3 ApTypa ®apmackioTikans lMBT.
Nta., IHais; (3aTBepmxeHo: Anuh Pharma Ltd., India;
3anponoHoBaHo: Anuh Pharma Ltd., India (4519 Bupo6Huka
N3 dnamiHro ®apmacstotukanc frg., IHois abo
BUpo6HMKM: Anuh Pharma Ltd., India; Zejiang Guobang
Pharmaceutical Co. Ltd., India (g15 Bupo6Huka N3
Aptypa dapmacbtoTikans MBeT. JIT4., HAia). BBeaeHHS 3MiH
npoTArom 3-x MicsLiB MiC/1A 3aTBEPKEHHS

3a
peyenmom

UA/12158/01/02

A3SUTPOMILVH
500

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKO0, Mo 500
Mr, no 3 TabneTkn y
6nictepi; no 1
6nicTtepy B Kopobu,i 3
KapToOHy

AHaHTa
Megikeap /174.

Benuka
BpuTtaHis

dnamiHro
PapmacbroTmKanc
Nta., IHgis; Aptypa
dapmacbtoTikans IMeT.
nta., Hais

IHaisA

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiasis: 3MiHK | Tuny
- 3MiHK 3 siKOCTi. FOoTOBUIA NiKapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIoYatoumn gianasoH
po3Mmipy cepii) roToBOro fikapcbkoro 3acoby (36iNbLUeHHs
00 10 pasiB NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM) -
36iNbLUEHHS PO3Mipy cepii Ana Ao3yBaHHa 250 mr Ta 500
Mr BUpo6Huka N3 ApTypa ®apmacktoTikans MeT./1T4.,
IHais - 3aTBepAxeHo: 100 000 TabneTok; 3anponoHOBaHO:
300 000 TabneTok BBefeHHsi 3MiH NpoTArom 3-x MicsiLiB

3a
peyenmom

UA/12158/01/03
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ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o

nocsio4YeHHs1

nicns 3aTBeppkKeHHs; 3miHu Il Tuny - 3miHu 3 aKocTi. API.
Brpo6HMLUTBO. 3MiHa BMPOBHUKA BUXiAHOro/NpOMKHOrO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®I, abo 3miHa BUPOGHUKa
(BkNtOUAKOUN, fe HeOOXiAHO, MiCLEe NPOBEAEHHS KOHTPO/IIO
AKocTi) AP (3a BiACYTHOCTI cepTudikara BignoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepiXeHOMY [OCbE)
(BBEAEHHA HOBOro BMPOOHKKa A®| 3 HafaHHAM MacTep-
thaiina Ha A®I) - BBEleHHS1 [,OAATKOBOrO BMPOGHUMKa AdI
asuTpomiunHy Zejiang Guobang Pharmaceutical Co.Ltd.,
India pns Bupo6Huka M3 Aptypa ®apmacbioTikans MNsT.
Nta., IHaig; (3atBepgxeHo: Anuh Pharma Ltd., India;
3anponoHoBaHo: Anuh Pharma Ltd., India (415 Bupo6Huka
'N3 dnamivro ®apmacbiotrkanc tg., IHais abo
BUpo6HUKM: Anuh Pharma Ltd., India; Zejiang Guobang
Pharmaceutical Co. Ltd., India (g15 Bupo6Huka MNN3
ApTypa dapmacbtoTikans MBT. /1T4., IHAiS). BBeAeHHS 3MiH
nNpoTArom 3-X MicsLiB Nic/ia 3aTBEepAKEHHS

A3SUTPOMILVH
-BX®P3

Kancynu no 250 wmr,
no 6 a6o 10 kancyn
y 6nicTepi; no 1
6nictepy B navui

My6niuHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHUYNIA

LeHTp
"Bopuuariscbk
Wi Ximiko-
hapmaveBTny
Hui 3aBog”

Ykpaina

My6niyHe akuioHepHe
TOBapucTBo "HaykoBo-
BUPOGHNYUIA LIEHTP

"BopLuariscbkuii
XimiKO-

hapmaLeBTUYHNMIA

3aBofg”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3MiHK 3 SKocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby. 3miHa y metogax
BMNPOGYBaHHS TOTOBOTO JIiKapCbKOro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEHNX MeTofax BUNPO6yBaHHS)
CynyTHS 3MiHa
- 3MiHu 3 sKOCTi. FOTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNpoOyBaHb abo JOMyCTUMUX MEX,
BCTaHOB/EHMX Y cneumdikayisx, nig yac BUpobHMLUTBa
rOTOBOrO /liKapcbkoro 3acoby (iHLWi 3miHW) - 3MiHa y
mMeToAax BUNpobyBaHHA rOTOBOTO /TiKapCbKOro 3acoby 3a
NOKa3HUKOM «PO34YMHEHHS», a caMme 3 MeTOK NOKPaLLEeHHS
cneundivyHOCTi BUSHAYEHHS a3UTPOMILIHY, BHECEHO
3MiHW, L0 CTOCYIOTbCSA PO3MIpIB XpomaTorpadiuHoi
KOJIOHKMN Ta 06’€MY iHXEKLiT PO3YMHIB;
3MiHW | TUNY - 3MiHK 3 AKOCTI. [OTOBWMIA NiKapCcbKuii 3acio.
3MiHU y BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo
O0NyCTUMUX MeX, BCTAHOBJ/IEHUX Y creuudikalisx, nig vac
BMPOGHULITBA FOTOBOTO MiKapCbKOro 3acoby (BUIyYeHHS
HeCyTTEBOro BUNpobyBaHHsA B NMpoueci BUpOOHNLTBA) -
BUIYYeHHS 3i Cneuumaikalii 418 KOHTPOIH0 MPOMDKHUX
npoaykTiB po3ainy «MikpobionoriyHa unctora»
npvBeAeHHs v BiANOBIAHICTb A0 BuMor AdY, 2.9.5.

3a
peyernmom

UA/6711/01/01

10.

ANKAPHIT

PO34UH A5 iH'EKLLA
200 mr/mn, no 5 mn
B amnyni, no 5
amnyn y 6nictepi, no
1 a6o 2 6nictepu B
nadui; a6o no 100
amnyn y navui

MpuBatHe
akuioHepHe
TOBapUCTBO

"Jlekxim -

Xapkis"

YKpaiHa

MprBaTHE aKLioHepHe
TOBapuCTBO "JIEKXiM -

Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW NiKapCbKoro 3acoby
- 3miHa Ha3BM NiKapcbKoro 3acoby: 3aTBepAXKeHO:
NEBOKAPHITVH 3anponoHosaHo: AJIKAPHIT BeefeHHs
3MiH NPOTArom 3-X MiCALB NiCAs 3aTBEPMAKEHHS

3a
peyenmom

UA/18902/01/01

11.

ANKCOIA,

cycneHsis gns

IHMYHOTEK,

Icnanis

IHMYHOTEK, C.J1.

Icnanis

BHECEHHS 3MiH 40 peecTpaLiiHux maTtepiasiB: 3miHu | Tuny

3a

UA/17900/01/01
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ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

(NONIMEPUN30
BAHWIA
EKCTPAKT
ANEPIEHY)

nigWwkipHoro
BBefeHHs 2000 Ta
10000 TO/mn; no
2,5 Mn y d1aKoHi;
dhnakoH 3 Npo3oporo
ckna l Tuny 3
npoo6Koio 3
ByTUnKayYyKy,
YKYMNOpeHuii
KOBMa4koM CpibHOro
(dbnakoHn A 2000
TO ansa
no4YaTKoOBOro
nikyBaHHs1) abo
61aKUTHOTO KOMbOpY
(cbnakoHn B 10000
TO ansa
nigTPUMYBaIbHOTO
NikyBaHHs); no 2
chnakoHu (yKynopeHi
KOBMaykoM cpibHoro
(cbnakoHn A 2000
TO ansa
no4YaTKoBOro
nikyBaHHs1) abo
61aKUTHOTO KO/TbOPY
(cbnakoHu B 10000
TO ansa
nigTPYMYBa/IbHOTO
nikyBaHHs1)) abo no
1 conakoHy
YKynopeHomy
KOBMaYKoM
6/1aKNTHOTO KOSbOpY
(dbnakoHn B 10000
TO ansa
nigTPYMYBasIbHOIO
nikyBaHHs1) y 6inin
KopooLi 3
yAapocTilikoro
nNacTvky, Wwo
3anoBHeHa
CniHEHUM
marepiasiom 3
MapKyBaHHAM
YKpaiHCbKO Ta
NaTUHCHKOO
MoBamu;

c.n.

- 3MiHK Woao 6e3nekn/echekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHV BHECEHO A0 IHCTPYKUIT 4519 MeANYHOro
3aCcTOCyBaHHSA Nikapcbkoro 3acoby Ao po3ziny "Cnocié
3acTOoCyBaHHSA Ta 03", a came, BHECEHi He3HAYHi
YTOYHEHHS BiAMoBigHO A0 MaTepianiB peecTpauiiHoro
[0CbE.

peyenmom

12.

AJIKCOI,
(CYMILL

cycneHsis ans
nigLwKipHoro

IHMYHOTEK,
C.J.

IcnaHis

IHMYHOTEK, C.J1.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3MiHM Wwoao 6e3nekn/edekTUBHOCTI Ta dapMakoHarnsay

3a
peyenmom

UA/17905/01/01
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ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

nonIMEPN30B
AHUX
EKCTPAKTIB
ANEPrEHIB)

BBefeHHa 2000 Ta
10 000 TO/mn; no
2,5 MN'y dh1aKoHi;
doNakoH 3 MPo30poro
ckna l Tuny 3
npo6koto 3
ByTUNKayYyKy,
YKYMOpeHuii
KOBMaykoM cpibHoro
(cbnakoHn A 2000
TO ansa
no4YaTKoBOro
nikyBaHHs1) abo
61aKUTHOTO KO/TbOPY
(cbnakoHu B 10000
TO ansa
nigTPYMYBasIbHOTO
nikyBaHHs); rno 2
chnakoHu (yKynopeHi
KOBMa4koMm cpibHoro
(cbnakoHn A 2000
TO ansa
no4YaTKoBOro
nikyBaHHs1) abo
6/1aKNTHOTO KOSbOPY
(dbnakoHn B 10000
TO ansa
nigTPYMYBasIbHOIO
nikyBaHHs1)) abo no
1 chnakoHy
YKyrnopeHomy
KOBMayKkoM
61aKUTHOTO KOMTbOpY
(cbnakoHn B 10000
TO ansa
nigTPUMYBaIbHOTO
NiKyBaHHs) y 6inili
Kopobui 3
yZapocTiiikoro
nAacTuky, Wwo
3anoBHeHa
CniHeHUM
marepiasiom 3
MapKyBaHHSAM
YKpaiHCLKOK Ta
NaTVHCHKOO
mMoBamu;

(iHWi 3MiHW). 3MiHV BHECEHO A0 IHCTPYKLIT 4719 MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby Ao posginy "Cnocio
3aCTOCyBaHHA Ta 403n", a came, BHeCEeHi He3HauHi
YTOUHEHHS BiNOBIAHO [0 MaTepianiB peecTpauiiHoro
[0CbE

13.

ANNEPTEK®

TabneTku, BKPUTI
060/10HKOH0, Mo 10
Mr, o 7 abo no 20

BapLuaBcbkuii
hapmavueBTny
HWIA 3aBO,

MonbLa

dapmaLeBTUYHNIA
3aBog, "Monbthapma”
C.A.

MonbLa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepianis: 3MiHU | TUNYy
- 3MiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCcbKoro 3acoby (iHLWi 3MiHW) - OHOB/IEHHSI

6e3
peyenma

UA/6422/02/01
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Tabnetok y 6nictepi; Monbpa AT BXe 3aTBepKEHNX METOAIB KOHTPOAo AkocTi N3, a came
no 1 6nictepy B BUKN3AEHHS TEKCTY [iePXXaBHOK MOBOIO 3rifHO CyYacHUX
KapTOHHI Kopoo6Li BMMOT
14. ANbAYPA3UM KOHUeHTpaT ans [bxeH3aim Higepnax MapkyBaHHA Ta Benuvka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny 3a UA/8093/01/01
® po3unHy Ans tOpon B.B. on BTOPUHHE NakyBaHHs, BpuTanis/ - 3MiHK 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb peyenmom
iHcpysiid, 100 O4/mn, KOHTpONb AkocTi [N13 HimeyuunHa/ roTOBOrO JliKapCbKOro 3acoby. 3miHa y metogax
Ne l:no5mny (3a BMK/IIOYEHHAM CLlA/ BMNPOGYBaHHS TOTOBOTO JIiKapCbKOro 3acoby (He3HayHa
chnakoHi; no 1 TecTy Ha IpnaHgjs 3MiHa y 3aTBEpPAKEHVX MeToAax BUNPOOYBaHHS) -
donakoHy y CTEePUNbHICTb), BUNYCK HesHauyHa 3MiHa y MeToAj BUNpo6yBaHHSA 3a napameTpom
KapTOHHI Kopoobui cepii: IKEH3ANM laeHTudikauii (ot 6510T TecT), a came AofaBaHHSA
NIMITEL, Benuka anbTepHaTMBHOIO aHTUTI/IAa KPOMKa NpoTy idypoHigasmn
BpuTtaHis; KiHuese (BP 13 EX). PepakuiiiHi 3mMiHn fo po3ginis 3.2.P.5.2
HarnoBHEHHS hNakoHiB aHaniTMyHa metoavka
(nepBuHHe
nakyBaHHs),
NpoBefEeHHs TECTY Ha
CTepubHICTb: BeTTep
Papma-depTiryHr
v6X eHg Ko.KT,
HimeuunHa; KiHueBe
HanoBHEHHS h/1aKOHIB
(nepBuHHe
nakyBaHHs),
NpoBefEeHHs TeCTy Ha
CTEPW/IbHICTb:
Lxy6ineHt
XonnictepCriep JI/1C,
CLUA; BTOpUHHE
nakyBaHHS, KOHTPO b
AKocTi [N13 Ta Bunyck
cepii: [hxeHsaiim
IpnaHg Nivitesa,
IpnaHgis
15. ANbAYPA3UM KOHUeHTpaT ans [oxeH3aiim Higepnax BetTtep ®apma- HimeuunHa/ | BHECeHHs 3MiH A0 peecTpauiliHnx martepianis: 3miHu | Tuny 3a UA/8093/01/01
® pO34uHy Ans tOpon B.B. on ®epTiryHr F'M6X eHg Ipnangis/ - 3MiHU Wopao 6e3nekn/edeKTUBHOCTI Ta peyenmom
iHdpysii, 100 O4/mn Ko.KI', HimeuunHa Benvka thapmakoHarnsagy. BeegeHHs abo 3miHv [0 y3arasibHEHUX
Nel:no5mny (KiHUEeBEe HanOBHEHHSA BpuTanis/ AaHvx npo cuctemy chapmakoHarnsgy (BBeAeHHS
donakoHi; no 1 (h1aKoHIB (NepBrHHE CWA y3araslbHeHNX JaHux npo cuctemy dpapmakoHarnsagy,
donakoHy y nakyBaHHs), 3MiHa YyNOBHOBaXEHOT 0co6MU, BiANOBIAaNLHOI 3a

KapTOHHI KopoobLi

NpoBefEeHHS TeCTy Ha
CTepW/IbHICTb);
[xeH3aim lpnang
Niviten, lpnaxgis
(BTOpPVHHE NakyBaHHSA,
KOHTpONb AkocTi 13
Ta BuUnyck cepii);
[xeHszaiim flimites,
Benvka BputaHis
(MapkyBaHHs Ta

3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHUKa A1 34iACHEHHS
hapmakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bkovakouy KOHTakKTHI AaHi) Ta/abo
3MiHM Y PO3MiLLEHHI MacTep-thaiina cuctemu
hapMakoHarnsay). 3miHa ynoBHOBaXKeHOT 0cobu
3asBHVKa, BiANoBiAa/IbHOT 38 papMakoHarnsag.
Litoua pepakuisn: Epik Teo / Eric Teo, MD. NponoHoBaHa
pegakuis: Xaike Wonnep / Heike Schoepper. 3miHa
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o

nocsio4YeHHs1

BTOPVHHE MaKyBaHHS,
KOHTpOsb AkocTi N3
(3a BMK/TIOYEHHAM
TecTy Ha
CTepUsIbHICTb), BUMYCK
cepil); Dxy6ineHT
XonnictepCriep JI1C,
CLUA (kiHueBe
HanoBHEHHS h/1aKOHIB
(nepBuHHe
nakyBaHHs1),
npoBefeHHs TecTy Ha
CTEPUSIBHICTD)

KOHTaKTHUX faHWX YNOBHOBaXXEHOT 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnsg. 3miHa
MiCLLe3HaXOKEHHSI MacTep-ghaiina cuctemm
hapmakoHarnsigy. 3miHa micusa 34iiiCHEHHs1 OCHOBHOT
AiSNbHOCTI 3 chapmakoHarnagy.

16.

AMIOAAPOH

Tabnetkn no 0,2,
no 10 TabneTtok y
6nictepi; no 3
6nicTepn B navwy,j 3
KapToOHyY

MpuBartHe
akuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

YkpaiHa

MpuBaTHe akLjioHepHe
TOBapUCTBO "J1eKXiM-
Xapkis"

Ykpaina

BHECEHHS 3MiH 0 peecTpavLjiiiHuX MmaTepiaslis: 3MiHK | Tuny
- 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTumui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeJMYHOr0o 3aCTOCYBaHHs Ha niAcTasi perynspHo
OHOB/OBAHOTO 3BITY 3 6e3nekn NikapcbKoro 3acoby, abo
JocnigpkeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKoro 3acoby
B nicnsipeecTpaLiinuii nepiog, abo sik pe3ynbTaTt OLiHKM
3BITY 3 JOCNIAKEHb, NMPOBEAEHUX Bi4NOBIAHO 40 NNaHy
negiatpuyHnx gocnigxeHb (PIP) (3MiHy y3rofkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM OpraHom) - 3MiHu
BHECEHO B iHCTPYKLiO 4/19 MeAMNYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis "B3aemogis 3 iHWMK
nikapcbk1uMK 3acobamu Ta iHWi BUAM B3aeMogiid" Ta
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBNEHOI iHChopMmaL,i 3
6e3nekn 3acTocyBaHHA Ait040T PeYOBUHN NiKAPCbKOro
3ac00y. 3asBHKOM HaZiaHO OHOB/EHWi MnaH ynpaBniHHA
pusmkamm Bepcia 1.1. 3mMiHM BHeCeHo Jo yacTuH: V; VI; VII.
y 3B’A3KYy 3i 3MiHam B iHhopMauii 3 6e3nekn Lwoao
BHECEHHS 3MiH Ta [ONOBHEHb Ha NiacTasi pekomeHaauit
PRAC, Lo po3miwieHa Ha odiljiiiHomy caiiti EMA,
CynyTHS 3MiHa - 3MiHK Wogo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BHeceHHsi abo 3MiHa(1) L0 3060B'A3aHb
Ta YMOB BuAayi peecTpaliiniHoro NocBig4YeHHs, BKIYaum
MnaH ynpasniHHA pru3nkamu (3acTOCyBaHHSA TEKCTY, AKWIA
NOrofKEHW 3 KOMMETEHTHUM OpraHom)

3a
peyenmom

UA/8904/01/01

17.

AM/TOCAPTAH

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKO, 5
mr/160 wmr; no 10
TabneTok y 6nictepi;
no 3 abo 5, abo 6
6nicTepiB y nayui 3
KapToHYy

AT "®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHeceHHs 3MiH [0 peecTpaviliHiX maTtepianiB: yTOUHEHHA
peecTpauiiiHoi npoueaypu B Hakasi MO3 YkpaiHu Ne
231 Bip, 04.02.2022 B npoueci BHECEHHS1 3MiH - 3MiHU |

Tnny - 3MiHK 3 aKocTi. CepTudikar BignosigHocTI/TE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
hapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTucpikaTa BiANOBIAHOCTI @60 BUNYYEHHS
cepTudikaTa BignosigHOCTI EBponeiickkiil hapmakonei:
ons A®l; ana BuxigHoro martepiany/peareHTy/npoMiKHOro

NPOAYKTY, L0 BUKOPUCTOBYHKOTLCS Y BUPOOHMLUTBI ADI; ans

3a
peuyernmom

UA/16393/01/01
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

[OMOMDKHOT peyoBuHY (CepTuddikaTt BiANoBIgHOCTI
€Bponeiicbkii hapmakonei) - OHoB/IeHWA cepTudikaT Big,
yXe 3aTBep)KeHoro BUpo6HUKa - NoAaHHA OHOBIEHOTO
cepTudpikaTa BignosigHOCTIi E€Bponeiickbkiii hapmakonei No
R1-CEP 2010-072-Rev 01 (3atBepmxeHo: R1-CEP 2010-
072-Rev 00) ans gitovoi pevoBrHK Valsartan Big Bxe
3aTBepaKeHoro Bupo6Huka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. 3MminHu | Tuny - 3miHu 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneyudikaLin Ta/abo fonycTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiZHWNIA/MPOMIXHWIA
NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLeCi
BMpOGHMLTBA AD| (fofaBaHHS abo 3amiHa (3a BUHATKOM
aKTUBHOT peYoBMHK 6ioNoriyHOro abo iMyHOMori4YHOTro
NOXO[KEHHS) NapameTpa cneumdikadii 3 BignosigHUM
MeTOZOM BUNPOBYBaHHA 3a pe3ysibTatamu AOC/iIKEHb 3
6e3nekn abo AKOCTI) - BHECEHHS 3MiH A0 Cneuudikauii/
MeTogis BunpobyBaHHsa A®| BancaptaH BUpo6HMLTBA
Zhejiang Huahai Pharmaceutical Co.,Ltd., China, 3okpema
BBE/[IEHHS HOBVX MOKa3HWVKIB 3 BigMOBIAHNM METOA0M
BUNpo6yBaHHs "HiTposamiHn" ( N-HiTpo3ognmeTnnamiH —
He 6inbLue 0,300 Ta N-HiTpo3oANeTUNaMIH- He BinbLue
0,082) (AdY*,2,2,29, 2,2,46). 3MiHu | TUNY - 3MiHN 3
AKOCTi. ADL. KoHTponb A®I (iHWwi 3MiHN) - 3MiHa Y
meToauLi BUNpo6yBaHHa AnA APl 3a NOKa3HUKOM
«MikpoGionoriyHa uncrota», a came BUJTy4E€HO onuc
npoBefleHHsA METOANKUN, OCKi/IbKM MeTOAMKA KOHTPOJII0
3a ;JAHNM NOKA3HUKOM NPOBOAUTLCA BigNoOBiAHO A0
Bumor EP, fonoBHeHO nocunaHHAM Ha AdPY* (*- giloue
BUAAHHS); KpUTepii NPUAHATHOCTI 3a1MWIeHi 6e3 3MiH.
3MiHn | TUNY - 3MiHK 3 sKocTi. APl KoHTponb API (iHwi
3MiHW) - BUTYYeHHS NnokasHuka «Baxki meTanu» i3
crneundikaii Ta MeToAiB KOHTpon APL. 3miHu | Tuny -
3MiHM 3 sikocTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTUMNX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpPoAyKT/peareHT, WO BUKOPUCTOBYOTLCA Y NPOLECi
BUPOGHMLTBA AD| (BUTyUYEHHSA HE3HAYHOTO MOKa3HWKa
AKOCTI (Hanpukiag, BUTyYeHHs 3acTapifioro nokasHuka)) -
BHECeHHS 3MiH 10 Cneumdpikauii APl 3a noKasHUKOM
"P034nHHICTb"- Nnoka3HuK BuayyeHo (Moka3Huk mae
iHhopMaTumBHMIA xapakTep). 3MiHu | TNy - 3MiHK 3 SAKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikadiii
Ta/abo foMyCTUMUX MeX, BU3HAYEHNX Y creuudikauisx Ha
A®I, ab0 BUXigHWIA/NPOMXHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuuTea AdI
(nopaBaHHA ab0 3amiHa (3a BUHSATKOM aKTUBHOI peYOBUHM
6ioNoriyHoro abo iMyHO10riYHOr0 MOXOMKEHHS)
napameTpa cneuudikauii 3 BignoBigHNMM METOAOM
BUMPOOYBaHHA 3a pe3y/ibTaTamu AOCNiMKEHb 3 6e3nekn
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o

nocsio4YeHHs1

abo sAKocTi) - BHECEHHSA 3MiH f0 Cneumdikauii/ MeToais
BunpobyBaHHA APl BanicaptaH BupobHuuTea Zhejiang
Huahai Pharmaceutical Co.,Ltd., China, 3okpema
BBE/IeHHS1 HOBOTO MOKa3HMKa 3 BifNoBigHUM METOA0M
BMNpobyBaHHA "3anunwikoBsi asuan” (He 6inblue 4,7 ppm)
(APY*,2,2,29)

18.

AMOKCUN®

Tabnetkn no 250 wmr,
no 10 TabneTok B
6nictepi; no 2
6nicTepy B nayw,

MAT
"Knismegnpen
apart"

YKpaiHa

MAT
"KuiBmegnpenapar

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3MiHu Wopo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KOpoTkili xapakTepucTuLi
nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS Ha NiAcTasi peryisgpHo
OHOB/OBAHOTO 3BITY 3 6e3neku nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHS NikapCbKOro 3acoby
B nicnsipeecTpauiinuii nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNIKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpuyHnx gocnigxerb (PIP) (3MiHy y3rofkeHo 3
KOMNETEHTHUM YNOBHOB&XEHVM OpraHom). 3MiHN BHECEHI
00 [HCTPyKLUiT ANA MeAUYHOro 3acToCyBaHHSA NikapCbKoro
3acoby Ao po3giny "OcobanBoCTi 3aCTOCyBaHHA" LWOA0
6e3nekn 3acTOCyBaHHA [il040T pevyoBuHY. BBeaeHHS 3MiH
NPOTAroM 6-TW MicALIB NiC/IA 3aTBEPAKEHHS.

3a
peyernmom

UA/1081/01/01

19.

AMOKCUN®

Tabnetku no 500 mr
no 10 TabneTok B
6nictepi; no 2
6nicTepy B nayw,i

MAT
"Knismegnpen
apart"

YkpaiHa

MAT
"Kuiemegnpenapar”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3MiHU Wopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KOpoTkili xapakTepucTuui
nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOB/IOBAHOTO 3BITY 3 6e3neku nikapcbKoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHS MikapCbKoro 3acoby
B nicnsipeecTpaLiinuii nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNIKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpuyHnx gocnigxerb (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBa&XXEHUM OpraHom). 3MiHW BHECEHI
00 [HCTPyKLUiT ANA MeAUYHOro 3acToCyBaHHS NikapCbKoro
3aco6by Ao po3giny "OcobamnBoCTi 3aCTOCyBaHHA" LWOA0
6e3nekn 3acToCyBaHHA fil040T pe4oBUHN. BBeAeHHS 3MiH
NPOTAroM 6-TW MICALIB NiC/IA 3aTBEPAKEHHS.

3a
peuyernmom

UA/1081/01/02

20.

AHANbIIH

Tabnetkn no 0,5r;
no 10 Tabnetok y
6nictepax; no 10
TabneTtok y 6nictepi;
no 2 a6o 10
6nicTepis y nauuj 3
KapTOHY

NAT
"MoHchapm”

YKkpaiHa

MAT "MoHdapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeJMYHOro 3aCTOCyBaHHSA Ha NiacTasi perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku NikapcbKoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHS likapCbKoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo sik pe3ynbTaTt OLiHK/
3BITY 3 JOCAIMKEHb, NPOBEAEHUX Bi4NOBIAHO 40 NNaHy
negiatpuyHmx gocnigpkeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHMM YNOBHOBaXEHNM OpraHoM) 3MiHU BHECEHO
B iHCTPYKL,i0 415 MEAMYHOrO 3aCTOCYBaHHS NiKapcbKoro
3aco6y A0 po3ainiB "Ocob/MBOCTI 3aCTOCYBaHHS" Ta

6e3
peuyenma —
Ne 10; 3a
peyernmom
— Ne 20, Ne
100

UA/7331/01/01
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
"Mo6iyHi peakuii" BiANOBIAHO A0 OHOBNEHOI iHChopMmaL,i 3
6e3neky 3acTocyBaHHs Ai0H0T PEYOBUHN NIKAPCbKOro
3acoby.
21. APBUTE/Ib H Tabnetku, no 40 MIKPO JIABC IHais MIKPO NABC IHais BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianiB: TEXHIYHa 3a UA/18380/01/01
mr/12,5 mr; no 7 NIMITEL NIMITEL nomwuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) — | peyernmom
Tabnetok y 6nictepi; NOMU/IKM NOB'A3aHi 3 NepeknagoM abo nepeHeceHHaM
no 4 Ta 8 6nicTtepis iHdhopmauii, ski 6ynn gonyuieni nig yac NpoBeAeHHs
B KOPOOLIi 3 KApTOHY; npoueaypwv peecTpadii nikapcbkoro 3acoby (Haka3 Ne2338
no 14 tabnertok y Big 15.10.2020p.), y MeToAuui BU3HAYEHHS NOKa3HMKa
6nicTtepi;no 1, 2,4 «KinbkicHe B13HaueHHs» (MeTog BEPX), 6yna nponyLueHa
Ta 7 6nictepis B iHhopMauis WoA0 NpUroTyBaHHSA po3vMHHMKA. 3a3HaueHe
KopoOLi 3 KapTOHY BUNpaBfieHHs Bignosigae posainy 3.2.P.5.2 y martepianax
pPeECTpaLinHOro A0ChE.
22. APBUTE/NIb H Tabnetku, no 80 MIKPO NTABEC IHAjA MIKPO NABC IHAjA BHECEHHS 3MiH [0 peecTpaLiliHiX MaTepianiB: TeXHIYHA 3a UA/18380/01/02
mr/12,5 mr; no 7 NIMITEL NIMITEL nomusika (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) — | peyenmom
Tabnetok y 6nictepi; NMOMWJ/IKM MOB'A3aHI 3 Nepeknagom abo nepeHeceHHsaIM
no 4 Ta 8 6nictepis iHchopMmawuii, Ski 6ynn gonyuleHi nig yac NpoBeAeHHS
B KOPOOLL 3 KAPTOHY; npoueaypv peectpauii nikapcbkoro 3acoby (Haka3 Ne2338
no 14 tabnetok y Big 15.10.2020p.), y MeToamLi BU3HAYEHHS MOKa3HMKa
6nictepi;no 1, 2, 4 «KinbkicHe BU3HaueHHs» (MeTog BEPX), 6yna nponylieHa
Ta 7 6nictepis B iHChopMaList WoA0 NPUroTYBaHHS PO3YMHHKKA. 3a3HadeHe
KOpo6L,i 3 KapTOHY BMNpaBfieHHs BignoBigae po3ainy 3.2.P.5.2 y matepianax
peecTpauiiHoro Aocbe.
23. APBUTE/NIb H Tabnetku, no 80 MIKPO JIABC IHais MIKPO NABC IHAis BHECEHHS 3MiH [JO peecTpaLiliHix maTepianiB: TEXHIYHA 3a UA/18380/01/03
mr/25 wmr; no 7 NIMITEL NIMITEL nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) — | peyenmom
TabneTok y 6nictepi; MOMUJIKV MOB'A3aHI 3 Nepeknagom abo nepeHeceHHsM
no 4 Ta 8 6nictepis iHdhopmauii, ski 6ynn gonyuleHi nig yac NnpoBefeHHs
B KOPOOLLi 3 KAPTOHY; npoueaypv peectpadii nikapcbkoro 3acoby (Haka3 Ne2338
no 14 tabnetok y Big 15.10.2020p.), y MeToAuui BU3HAYEHHS NOKa3HMKa
6nicTepi, no 1,2,4 Ta «KinbkicHe B13HaveHHs» (MeTog BEPX), 6yna nponyLueHa
7 6nicTepis B iH(hopMaList WoA0 NPUroTyBaHHSI PO3UMHHKKA. 3a3HaueHe
KOpPOO6LLi 3 KApTOHY BUNpaBfieHHs Bignosigae po3giny 3.2.P.5.2 y martepianax
peecTpauiiHoro Aochbe.
24. ACAKON® TabneTku, BKpUTI Tinotc ®apma | Liseiiuapi Brpo6HMUTBO HimeuunHa/ | BHeCeHHs 3MiH A0 peecTpauiliHnx martepianis: 3miHu | Tuny 3a UA/4770/01/01
060/10HKOI0, Al A Hepo3dhacoBaHol Lseiiapis - 3MiHK 3 akocTi. API. KoHTponb A®I. 3miHa y napameTpax | peyernmom
KMLLKOBOPO3YMHHI N0 npoayKLujii, nepBrHHa cneuudikauii Ta/abo LONYCTUMUX MEX, BUSHAYEHUX Y
400 wmr; no 10 Ta BTOpPVHHA cneuudikayisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
TabneTok y 6nictepi; ynakoBka: XaynT NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NpOLLeCi
no 10 6nictepis y dapma BronbiHr BMPO6HMLTBA AP| (BUNYYEHHS HE3HAYHOTO MOKa3HMKa
KOpOO6Li 3 KApTOHY v6X, SAKOCTi (Hanpuknag, BUly4eHHs 3acTapifioro NoKasHuKa)).
HimeuunHa; BupobHuk BunyueHHs i3 cneumdikayii Ha A®| MecanasuH nokasHuka
, BiiNoBiganbHwWii 3a «Objectionable microorganisms» 3rigHo BUMor €®. 3minu |
BWMYCK cepiii: Tinotc Tmny - 3MiHK 3 siKocTi. CepTudikar BignosigHocTI/TE-
dPapma Arl, cepTudikaT BignoBigHOCTI EBponeichkiii
LBeliuapis hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI @60 BUYyYEHHS
cepTudpikaTa BignosigHOCTI EBponeiickkili hapmakonei:
ana A®l; ans BuxigHoOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Yy BUPO6HULUTBI ADI; Ans
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o

nocsio4YeHHs1

[OMOMDKHOT peyoBuHY (CepTuddikaTt BiANoBIgHOCTI
€Bponeiicbkii hapmakonei) - OHoB/IeHWA cepTudikaT Big,
yXe 3aTBepAKeHoro BUpobHuka. MoaaHHsA OHOBNEHOTO
cepTudpikaTa BignoeigHocTi EBponeiicbkoi chapmakonei No
R1-CEP 2004-093-Rev 03 (3aTBepmxeHo: R1-CEP 2004-
093-Rev 02) gns A®| mecanasuHy Bif BXe
3aTBepAKeHoro BupobHuka Cambrex, Karlskoga AB, y
HacnifoK BBEAEHHS 3BITY 3 OLHKM PU3KKIB LLLOAO BMICTY
e/1eMeHTHUX JOMILLIOK BiAMNOBIAHO A0 BUMOT HACTaHOBM
ICH Q3D Ta BWIy4YeHHs BUNPOOYBaHHS Ha BaXKi MeTasu.

25.

ACAKON®

TabneTku, BKpUTI
060/10HKOIO,
KMLLKOBOPO34MHHI N0
800 wmr; ro 10
Tabnetok y 6nictepi;
no 5 a6o no 6
6nicTepiB y kopobui
3 KapTOHY

Tinotc ®apma
Al

LLiseiiuapi
A

Brpo6HMLUTBO
Hepo3dhacoBaHOl
npoayKuii, nepBrHHa
Ta BTOPVHHA
ynakoBka: XaynT
dapma BronbiHr
m6X, HimeuunHa;
BUpO6HUK,
BiANOBIAaIbHNI 3a
BWMYCK cepiii: Tinotc
dapma Al
Lseiuapis

HimeuunHa/
LseiiLapis

BHECEHHS 3MiH 0 peecTpavLjiiiHuX MmaTepiaslis: 3MiHK | Tuny
- 3MiHK 3 AkocTi. APL. KoHTponb A®Il. 3miHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneuudikalisx Ha A®l, abo BUXiZHWNIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLeci
BMPO6HMLTBA AD| (BUNYYEHHS HE3HAYHOTO MOKa3HMKa
SAKOCTi (Hanpuknag, BUly4eHHs 3acTapifioro NoKasHuka)).
BunyueHHs i3 cneumdikayii Ha A®| MecanasuH nokasHuka
«Objectionable microorganisms» 3rigHo Bumor €®. 3miHn |
TMny - 3MiHK 3 sKocTi. CepTudikar BignosigHocTiI/TE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYyYEHHS
cepTudpikaTa BignosiaHOCTI EBponeiickkili hapmakoner:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCA Yy BUPOOHNLTBI ADI; ans
[0MNOMDKHOT peyoBUHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHoBeHWA cepTuddikaT Big
yXXe 3aTBepKeHoro BUpobHuKa. MofaHHs OHOBEHOTO
cepTudpikaTa BignoBigHOCTIi EBponeiicbkoi chapmakonei No
R1-CEP 2004-093-Rev 03 (3aTBepmxeHo: R1-CEP 2004-
093-Rev 02) ans A®| mecanasvHy Big, BXxe
3aTBepxeHoro BmpobHuka Cambrex, Karlskoga AB, y
HacnifoK BBEAEHHS 3BITY 3 OLHKV PU3NKIB LLLOAO BMICTY
e/IeMEeHTHUX JOMILLIOK BiAMNOBIAHO A0 BUMOT HACTaHOBM
ICH Q3D Ta Buy4eHHs BUNPoOyBaHHA Ha BaXXKi MeTan.

3a
peyenmom

UA/4T770/01/02

26.

ACKO®EH-
EKCTPA

Tabnetku, no 10
TabneTok y 6nictepi;
no 1 6nictepy B
nauuj

AT
"Nly6Hnchapm"

Ykpaina

AT "Nly6Hnchapm"”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3MiHM 3 SKoCTi. FOTOBMIA NiKapcbkuii 3aci6. 3MiHN y
BUPOBGHULTBI. 3MiHa po3mipy cepii (BkYaum gianasoH
po3Mmipy cepii) roToBoro fikapcbKoro 3acoby (36iNbLUeHHs
00 10 pasiB NOPIBHAHO i3 3aTBEPYKEHUM PO3MIPOM) -
36i/1bLLEHHSI PO3MIPY Cepii rOTOBOrO JliKapCbKOro 3acoby.
[itoua pepakuis: Po3mip cepii: Big 72,30 kr go 73,28 «r,
abo
Big 11,900 T. wt. fo 12,300 T. WT. 3anponoHoBaHa
pegfakuis: Po3mip cepii: Big 72,30 kr go 73,28 kr, abo Big
11,900 T. wr. go 12,300 1. wrt. Big 108,00 kr go 109,0 «r,
ab6o Big 17,90 1. wt. 0o 18,100 T. WT.; 3MiHK | TUNY - 3MiHK
3 AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.

6e3
peyenma

UA/7541/01/01
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ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o

nocsio4YeHHs1

3amiHa abo BBefeHHSA [,04aTKOBOI AiNlbHULi BUPOOHMLTBA
AN 4acTUHY abo BCbOro BUPOOHMYOro NpoLecy rotosoro
nikapcbKoro 3acoby (AinbHULSA, Ha SiKili NpoBOAATLCSA By Ab-
AIKi BAPOGHMUI cTagii, 32 BUHATKOM BUMYCKY Cepii,
KOHTPOJTHO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO NakyBaHHS,
[O/151 HECTEePU/IbHUX JiKapCbKMX 3ac06iB) - BBEAEHHSA
[0[aTKOBOI AibHUL NpUroTyBaHHA Ne2 Ta AifbHUL
thacyBaHHs Ne2 uexy Ne4 - 3 BUpo6HULITBA TBEPAMX
nikapcbknx hopM 3aTBepKeHOro BUpobHuka AT
«Jly6HUhapm», YkpaiHa.
CynyTHS 3miHa
- 3MiHK 3 SIKOCTi. FOTOBUIA NiKapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiNTbHUL
BMPOOHMLTBA 151 YACTUHM ab0 BCbOro BUPOBHNYOrO
npouecy rotToBoro Nikapcbkoro 3acoby (AinbHuuUa ons
BTOPWHHOTO MaKyBaHHS);

- 3MiHu 3 SKoCTi. F0TOBMIA NiKapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amMiHa abo BBeAEHHS [0AATKOBOI Ai/TbHUL
BMPOGHMLTBA A1 YACTUHM ab0 BCbOro BUPOBHNYOro
npoLecy roToBOro Nikapcbkoro 3acoby (AibH1LA Ans
NepBMHHOIO NakyBaHHS);
3MiHU | TUNy - 3MiHK 3 IKOCTI. TOTOBWIA Nikapcbkuii 3acio.
3MiHU Yy BUPOGHMUTBI. 3MiHM Y NpoLeci BUpobHuLTBa
roTOBOrO /liKapCbKOro 3acoby, BK/IHOUaoUM NPOMIKHUIA
NPOAYKT, L0 3aCTOCOBYETLCS NPV BUPOOHULITBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHMLITBA) - 3MiHW Y MPOLECi BUPOBGHMLTBA FOTOBOIO
niKapcbKoro 3acoby -3MiHN BK/IOYaKOTh HOBE 061a4HaHHS
AN NPUroTyBaHHsA Ta hacyBaHHs NikapCbkyx 3acobiB
(TBEpAMX NiKAPCLKUX (HOPM) Ha 3anpOMNoHOBaHI AinbHAL
BMPOGHMLTBA

27.

ACIMNAPKAM-
DAPMAK®

PO34MH A5 iH'EKLN;
no 5 mn aéo 10 mn,
a6o 20 ma B amny/ii;
no 10 amnyn y nauui
3 KapToHY; Mo 5 mn
a6o 10 mn, a6o 20
M B amnysii; no 5
amnyn y 6nictepi; no
2 6nictepu y nauu,i 3
KapToHy

AT "dapmak"

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHK | Tuny
- 3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepMiHax NpuAaTHOCTI abo ymMmoBax 36epiraHHs
rOTOBOrO JlikapCcbKoro 3acoby (36iNbLUEHHS TEPMiHY
NpUAATHOCTI FOTOBOrO NiKapcbKoro 3acoby) - Ans Toprosoi
ynakoBku (NiATBEPLKYETbCSA AAHNMMN PeasibHOro Yacy) -
36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOTO JliKapChKOro
3acoby. 3aTBepaKeHO: 2 pokn. 3anpornoHOBaHO: 3 POKMK.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.

3a
peyenmom

UA/0269/01/01

28.

ATOMOKCUH®

kancynu Teepai, no
10 mr, no 7 kancyny
6nicTepi; no 1
6nictepy B
KapTOHHIW nayu,i

TOB "ACIHO
YKPAIHA"

YKpaiHa

BUPOGHMLTBO,
nakyBaHHSs!, KOHTPO/Tb
AKOCTi Ta BUNYCK cepii
nNiKapcbKoro 3acoby:

SAPMATEH
IHTEPHELUHM C.A.,
'peuisi; nakyBaHHs,
KOHTPO/Ib SKOCTi Ta

Ipeuis

BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny
- 3MiHu 3 sKocTi. CepTudpikaT BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
hapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTucpikaTa BiANOBIAHOCTI @60 BUNYYEHHS
cepTudikaTa BignosigHOCTI EBponeiickkiil hapmakonei:
ons A®l; ana BuxigHoro martepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHKOTLCS Y BUPOOHMLUTBI ADI; ans

3a
peyenmom

UA/18978/01/01
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ITponoB>xeHHs fofaTKa 3
Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BUMNYCK cepil

nikapcbKoro 3acoby:
®APMATEH C.A.,
Ipeuis

AonomikHoT pevosuHu (FE-cepTudikat BignosigHOCTI
€Bponeiicbkinn hapmakonei ana A®l/BuxigHoro
MaTtepiany/peareHTy/nMpoMiKHOro nNpoaykTy abo

[OMNOMDKHOT peyoBMHM) - BunyyeHHs ceptudikaTis (Y

BUMaKy HAsBHOCTI My/IbTUNIETHOIO cepTudiikara Ha

mMartepian) - Buny4yeHHs E-ceptudpikaTy BiANoBiAHOCTI
€poneiicbkili hapmakonei R1-CEP 2005-217-Rev 01 gns
[0MNoMiXHOT peyoBrHK (XKenaTtuH) Big BXe 3aTBepAKeHOro
BMpo6Huka Nitta Gelatin India LTD; 3miHu | Tvny - 3miHu 3
akocTi. CepTtudikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €Bponelickbkili hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUNYYEHHNA cepTudikaTta BifAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTLCSA Yy BUPOOHULTBI ADI; A8 [ONOMDKHOI
peyoBuHM (cepTudiikart BiANOBIAHOCTI EBpONenchbkili
thapmakonei) - OHOBNEHUIA cepTudpikarT Bif yxe
3aTBEPKEHOT0 BUPOOHUKA - OHOB/IEHHS cepTudikaty
BiANoBigHOCTI €Bponelicbkili hapmakonei R1-CEP 2013-
271-Rev 01 (nonepepaHs Bepcia R1-CEP 2013-271-Rev
00) Big BXe 3aTBEPAKEHOr0 BUPO6GHMKa AP (ATOMOKCETUH
rigpoxnopug) komnaHii Mylan Laboratories Limited, India
3arsepaxeHo: R1-CEP 2013-271-Rev 00
3anponoHoeaHo: R1-CEP 2013-271-Rev 01; 3miHu | Tvny -
3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI E€Bponelickkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; agns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoAYyKTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; A58 LOMOMKHOI
peuoBuHm (FE-cepTudpikaT BignosigHOCTI EBponeichkili
thapmakonei ana Ad®l/smxigHoro
mMarepiany/peareHTy/npomMiKHOro NpoaykTy abo
[OMNOMIXHOT peyvoBuHN) - HoBwriA cepTudpikaT Ans BUxigHoro
marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[OMOMiXXHOT PEYOBVHM Bifj HOBOrO ab0 BXe 3aTBEPAKEHOI0
BMpO6HUKa -noAaHHa Hosoro ME-cepTudikaty
BignoBigHocTi €Bponelicbkili hapmakonei R1-CEP 2014-
280-Rev 01 gns gonomixHoOI peyoBuHY (XKenatuH) Big
HOBOro BMPOO6HUKa, komnaHii PB GELATINS
HEILONGJIANG CO., LTD., China; 3MiHu | Tuny - 3miHu 3
akocTi. CepTudikaT BignoigHocTi/l E-cepTudikart
BiANOBIAHOCTI E€Bponelickkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BMyYeHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; agns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoAYyKTy, Lo

BMKOPUCTOBYIOTbCS Y BUPOOHMUTBI ADI; A51s AONOMIKHOT
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ITponoB>xeHHs fofaTKa 3
Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

peyoBuHM (TE-cepTuddikaT BiANOBIgHOCTI EBpoONeiichkil
thapmakonei ans Ad®l/BmxigHoro
MaTtepiany/peareHTy/nMpoMiKHOro nNpoaykTy abo
[OMNOMDKHOT peyoBMHM) - BunyyeHHs ceptudikaTis (Y
BUMaKy HAsBHOCTI My/IbTUNIETHOIO cepTudiikara Ha
mMartepian) - Buny4yeHHs E-ceptudpikaTy BiANoBiAHOCTI
€Bponeiicbkiit hapmakonei R1 CEP 2000-029-Rev 05 ans
[0MNoMiXHOT peyoBrHK (XKenaTtuH) Big BXe 3aTBepAKeHOro
BMpo6HMKa ROUSSELOT Son NL; 3miHu | Tvny - 3miHu 3
akocTi. CepTtudikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €Bponelickbkili hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUNYYEHHNA cepTudikaTta BifAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTLCSA Yy BUPOOHULTBI ADI; A8 [ONOMDKHOI
peuoBuHm (ME-cepTudiikaT BignoBigHOCTI €EBpoNenchbkili
hapmakonei gns Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[OMOMDKHOT peyoBMHY) - BunyyeHHs ceptudikaTis (y
BUNaJKy HasiBHOCTI My/NbTUMNETHOrO cepTudikara Ha
marepian) - BunyyeHHs E-cepTudikaty BignoBigHOCTI
€Bponevicbkinn hbapmakonei R1 CEP 2010-043-Rev 00 ans
[0MOMDKHOT peyoBuHU (YKenaTuH) Bif, BXe 3aTBepAXeHoro
BMpo6HMka ROUSSELOT Son NL; 3miHu | Tuny - 3miHu 3
akocTi. CepTudikaT BignoigHocTi/l E-cepTudikart
BiANOBIAHOCTI E€Bponelickkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; agns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoAYyKTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; A58 LOMOMKHOI
peuoBuHm (FE-cepTudpikaT BignosigHOCTI EBponeichkili
thapmakonei ana Ad®l/smxigHoro
mMarepiany/peareHTy/npomMiKHOro NpoaykTy abo
[0NOMDKHOT peyoBUHK) - BunydeHHs ceptudikatis (y
BUNaAKy HAABHOCTI My/IbTUNNETHOTO cepTudikara Ha
marepian) - BunyyeHHs E-cepTudpikaty BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei R1 CEP 2000-045-Rev 04 ans
[0MNOMDKHOT peyoBuHY (XKenaTtuH) Bif BXe 3aTBepkKeHoro
BMpo6HMka TESSENDERLO GROUP N.V. Vilvoorde BE;
3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikar
BifnoBigHoCTI/IE-cepTudikar BignoBigHOCTI €Bponenchkii
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOIO cepTudpikaTa BiANOBIAHOCTI a60 BUMYYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiicbkiii hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Yy BUPOOHULTBI ADI; ans
AonomikHoT pevosuHu (FE-cepTudikat BignosigHoOCTI
€Bponelicbkii hapmakonei s A®l/BuxigHoro
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ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[OMOMDKHOT peyoBMHY) - BunyyeHHs ceptudikaTis (y
BUNaJKy HasiBHOCTI My/NbTUMNETHOrO cepTudikara Ha
marepian) - BunyyeHHs E-cepTudikaty BignoBigHOCTI
€poneiicbkint hapmakonei R1-CEP 2001-424-Rev 03 gns
[0MOMDKHOT peyoBuHU (YKenaTuH) Bif, BXe 3aTBepAXeHoro
BMpo6Huka GELITA Group Eberbach DE.; 3miHu | Tuny -
3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI E€Bponelickkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; agns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoAYyKTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; A58 [OMOMKHOI
peuoBuHm (FE-cepTudpikaT BignosigHOCTI EBponeichkili
thapmakonei ana Ad®l/smxigHoro
mMarepiany/peareHTy/npomMiKHOro NpoaykTy abo
[0NOMDKHOT peyoBUHK) - BunydeHHs ceptudikatis (y
BUNaAKy HAABHOCTI My/IbTUNNETHOTO cepTudikara Ha
marepian) - BunyyeHHs E-cepTudpikaty BigNoOBIgHOCTI
€Bponeiicbkili hapmakonei R1-CEP 2001-211-Rev 01 ans
[0MNOMDKHOT peyoBuHY (XKenaTtuH) Bif BXe 3aTBepkKeHoro
BMpo6HMKa STERLING BIOTECH LIMITED Vadodara IN

29.

ATOMOKCUH®

kancynu Teepai, no
18 mr, no 7 kancyny
6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHIW nayu,i

TOB "ACIHO
YKPAIHA"

YKpaiHa

BUPOGHMLTBO,
nakyBaHHSs, KOHTPO/Tb
AKOCTI Ta BUNyCK cepii
nNiKapcbKoro 3acoby:

®APMATEH
IHTEPHELUHN C.A,,
Ipeuisi; nakyBaHHs,
KOHTPO/Ib SKOCTi Ta

BMMYCK cepil
nNiKapcbKoro 3acoby:
®APMATEH C.A.,

Ipeuis

Ipeuis

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny
- 3MiHn 3 sKocTi. CepTudpikat BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BiANOBIAHOCTI ab0 BUNYYEHHS
cepTudpikaTa BignosigHOCTi EBponeiickbkiil hapmakonei:
onsa A®l; ana BuxigHoro martepiany/peareHTy/npoMikKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
AonomixHoi pevosuHn (FE-cepTudikat BignosigHOCTI
€Bponeiicbkiit hapmakonei ans A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[OMOMDKHOT peyoBMHW) - BunyyeHHs ceptudikaTis (y
BUMaKy HAsBHOCTI My/NIbTUN/IETHOTO cepTudpikara Ha
marepian) - BunyyeHHs E-cepTudpikaty BignoBiAHOCTI
€poneiicbkiit hapmakonei R1-CEP 2005-217-Rev 01 ans
[0MOMDKHOT peyoBuHU (YKenaTuH) Bif, BXe 3aTBepAkeHoro
BmpobHuka Nitta Gelatin India LTD; 3miHun | Tvny - 3miHun 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudpikart
BiANOBIAHOCTI E€Bponelickkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; A58 LOMOMDKHOI
peyoBUHM (cepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNeHUI cepTudikar Bif yxe
3aTBEPAXEHOIO BUPOBHMKA - OHOB/IEHHA cepTudikaTy

3a
peyenmom

UA/18978/01/02




31 ITponoB>xeHHs fofaTKa 3
Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BignoBigHocTi €Bponelicbkili hapmakonei R1-CEP 2013-

271-Rev 01 (nonepepgHs Bepcia R1-CEP 2013-271-Rev
00) Big, BXe 3aTBEpAKEHOro BUPO6HNKa AP| (ATOMOKCETUH
rigpoxnopug) komnaxii Mylan Laboratories Limited, India
3aTtBepmkeHo: R1-CEP 2013-271-Rev 00
3anponoHoBaHo: R1-CEP 2013-271-Rev 01; 3MmiHu | Tuny -
3MmiHn 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTuddikar
BiANOBIAHOCTI €Bponelickkili hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUNYYEHHA cepTudikaTta BiAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTLCA Yy BUPOOHULTBI ADI; A8 [ONOMDKHOI
peuoBuHm (ME-cepTudiikaT BignosigHOCTI €EBpoNenchbkili
hapmakonei gns Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[L0MNOMIXHOT peqoBuHN) - HoBwrin cepTudpikaT Ans BUXigHOro
MaTtepiany/peareHTy/nMpoMiKHOro nNpoaykTy abo
[0MOMDKHOT peYOBVHM Bif HOBOrO ab0 BXe 3aTBEPA)KEHOrO
BMPOGHMKa -nogaHHsA Hosoro E-cepTudikaty
BiANoBigHOCTI EBponeiickkili hapmakonei R1-CEP 2014-
280-Rev 01 ana fonomikHOT peyoBuHY (XKenatuH) Big
HOBOro BMPO6HUKa, komnaHii PB GELATINS
HEILONGJIANG CO., LTD., China; 3MiHu | Tuny - 3miHu 3
akocTi. CepTtudikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €Bponelickkili hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUNYYEHHA cepTudikaTta BiAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTLCA Yy BUPOOHULTBI ADI; A8 [ONOMDKHOI
peuyoBuHm (FE-cepTudiikaT BignoBigHOCTI €EBpoNenchbkili
thapmakonei gns Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[OMOMDKHOT peyoBMHY) - BunyyeHHs ceptudikaTis (y
BMNaJKy HasiBHOCTI My/NbTUMNETHOrO cepTudikara Ha
marepian) - BunyyeHHs E-cepTudikaty BignoBiAHOCTI
€Bponevicbkinn hbapmakonei R1 CEP 2000-029-Rev 05 ans
[0MOMDKHOT peyoBuHU (YKenaTuH) Bif, BXe 3aTBepAXeHoro
BMpo6HMka ROUSSELOT Son NL; 3miHu | Tuny - 3miHun 3
akocTi. CepTudikaTt BignoigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€Bponelickkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; A58 LOMOMKHOI
peuoBuHm (FE-cepTudpikaT BignosigHOCTI EBponeichkili

thapmakonei ana Ad®l/smxigHoro

MaTepiany/peareHTy/MpomiKHOro NPoAaykTy abo
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ITponoB>xeHHs fofaTKa 3

Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

[OMNOMDKHOT peyoBMHW) - BunyyeHHs ceptudikaTis (Y
BUMaKy HAsABHOCTI My/IbTUNIETHOIO cepTudikara Ha
mMartepian) - Buny4deHHs E-ceptudpikaTy BiANoBiAHOCTI
€Bponeiicbkiit hapmakonei R1 CEP 2010-043-Rev 00 ans
[0MNoMiXHOT peyoBrHK (XKenaTtuH) Big BXe 3aTBepAKeHOro
BMpo6HMKa ROUSSELOT Son NL; 3miHu | Tvny - 3miHu 3
akocTi. CepTtudikaT BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI €Bponelickkili hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUNYYEHHA cepTudikaTta BiAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTLCA Yy BUPOOHULTBI ADI; A8 [ONOMDKHOI
peuoBuHm (ME-cepTudiikaT BignosigHOCTI €EBpoNenchbkili
hapmakonei gns Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[OMOMDKHOT peyoBMHW) - BunyyeHHs ceptudikaTis (y
BMNaJKy HasiBHOCTI My/NbTUMNETHOrO cepTudikara Ha
marepian) - BunyyeHHs E-cepTudikaty BignoBiAHOCTI
€Bponevicbkinn hapmakonei R1 CEP 2000-045-Rev 04 ans
[0MOMDKHOT peyoBuHU (YKenaTuH) Bif, BXe 3aTBepAXeHoro
BMPo6HMKa TESSENDERLO GROUP N.V. Vilvoorde BE;
3MiHW | Tuny - 3miHK 3 skocTi. CepTudiikat
BignoBigHoCTI/IE-cepTudhikaT BiANOBIAHOCTI EBpONEiChKilt
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BignosigHOCTI E€Bponeiickbkilt hapmakoner:
ana A®l; ans BuxigHoOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTLCS Yy BUPOOHNULTBI ADI; ans
nonomikHoi pedosuHu (ME-cepTtudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei ana Ad®I/BuxigHoro
mMarepiany/peareHTy/npomMiKHOro NpoaykTy abo
[0NOMDKHOT peyoBUHK) - BunydeHHs ceptudikatis (y
BUNaAKy HAABHOCTI My/IbTUNNETHOTO cepTudikara Ha
marepian) - BunyyeHHs IE-cepTudpikaty BigNoOBIgHOCTI
€Bponeiicbkili hapmakonei R1-CEP 2001-424-Rev 03 ans
[0MNOMDKHOT peyoBuHY (XKenaTtuH) Bif BXe 3aTBepKeHoro
BMpo6HuKa GELITA Group Eberbach DE.; 3miHu | Tuny -
3MiHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikat
BifnoBigHocTi €Bponelicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOBIEHOrO cepTuddikaTa
BiANOBIAHOCTI ab0 BUYyYEHHS cepTudikaTa BignosigHOCTI
€sponelicbkili hapmakonei: gns A®Il; ansa BuXigHOro
matepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; N8 LONOMKHOI
peyoBuHM (TE-cepTuddikaT BiANOBIgHOCTI EBpoNeiichkil
thapmakonei ana Adl/BmxigHoro
MaTepiany/peareHTy/nMpoMiKHOro nNpoaykTy abo
[OMNOMDKHOT peyoBMHWM) - BunyyeHHs ceptudikaTis (Y
BUMa/Ky HAsBHOCTI My/IbTUNJIETHOIO cepTudiikara Ha
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ITponoB>xeHHs fofaTKa 3

Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
marepian) - BunyyeHHs E-cepTudikaty BignoBiAHOCTI
€poneiicbkint hapmakonei R1-CEP 2001-211-Rev 01 gns
[0MOMDKHOT peyoBuHU (YKenaTuH) Bif, BXe 3aTBepAXeHoro
BMpo6HMKa STERLING BIOTECH LIMITED Vadodara IN
30. ATOMOKCUH® | kancynu TBepgi, no TOB "ACIHO YkpaiHa BMPOGHMLTBO, Ipeuis BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHK | Tuny 3a UA/18978/01/03
25 ™mr, no 7 kancyny YKPAIHA" nakyBaHHs1, KOHTPO/1b - 3MiHu 3 sikocTi. CepTudikat BignosigHOCTI/TE- peyenmom

6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHI navwi

AKOCTI Ta BUNyCK cepii
nikapcbKoro 3acoby:
PAPMATEH
IHTEPHELLUHN C.A,,
'peuis; nakyBaHHs,
KOHTPO/Tb SKOCTi Ta
BUMNYCK cepil
nikapcbKoro 3acoby:
®APMATEH C.A.,
Ipeuis

cepTugikaT BiANOBIAHOCTI €BpONenchbKil
thapmakonei/moHorpadii. MogaHHA HOBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTudiikaTa BignosigHOCTI EBponelickkii hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Yy BUPOOHULTBI ADI; ans
AonomikHoi pevosuHu (FE-cepTudikat BignosigHOCTI
€Bponeiicbkin hapmakonei ana A®l/BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NpoaykTy abo
[OMNOMDKHOT peyoBMHM) - BunyyeHnHs ceptudikaTis (Y
BUMaKy HAsBHOCTI My/IbTUNIETHOIO cepTudiikara Ha
mMatepian) - Buny4yeHHs E-ceptudpikaTy BiANOBIAHOCTI
€sponeiickkin hapmakonei R1-CEP 2005-217-Rev 01 ans
[0MNoMiXHOT peyoBrHK (XKenaTtuH) Bifg BXe 3aTBepAKeHOro
BMpo6Huka Nitta Gelatin India LTD; 3miHu | Trny - 3MiHu 3
akocTi. CepTtudikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI E€Bponelickkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BMNYyYEHH: cepTudikarta BiAnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; pns BuxigHoro
matepiany/peareHTy/npoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTLCA Yy BUPOOHULTBI ADI; A8 [ONOMKHOI
peyoBUHM (CepTudiikat BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHUIA cepTuddikart Bif yxe
3aTBEPAKEHOT0 BUPOOHUKA - OHOB/IEHHS cepTudikaty
BiAgNoBigHOCTI €Bponeiickkili hapmakonei R1-CEP 2013-
271-Rev 01 (nonepepaHs Bepcis R1-CEP 2013-271-Rev
00) Big BXe 3aTBEPMAKEHOr0 BUPO6GHMNKa AP (ATOMOKCETUH
rigpoxnopug) komnaHii Mylan Laboratories Limited, India
3arsepaxeHo: R1-CEP 2013-271-Rev 00
3anponoHosaHo: R1-CEP 2013-271-Rev 01; 3minHu | Tvny -
3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI E€Bponelickkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; A58 LOMOMDKHOI
peuoBuHm (FE-cepTudpikaT BignosigHOCTI EBponeichkili
thapmakonei ans Ad®l/smxigHoro
Marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[OMNOMIXHOT peyoBuHK) - HoBwriA cepTudpikaT aAns BuxigHoro
marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[AOMOMiXXHOT PEYOBVHM Bif HOBOrO ab0 BXe 3aTBEPAXKEHOI0




34 ITponoB>xeHHs fofaTKa 3
Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

BMPOGHUKA -noAaHHsA Hosoro E-cepTudikaty
BiANoOBIgHOCTI €Bponelicbkili hapmakonei R1-CEP 2014-
280-Rev 01 ana gonomikHOT pevyoBrHKN (XKenaTuH) Big,
HOBOro BMPO6HUKa, komnaHii PB GELATINS
HEILONGJIANG CO., LTD., China; 3miHu | Tuny - 3miHu 3
AKocTi. CepTudpikaT BignosigHocTI/IE-cepTudikaT
BifnoBigHocTi €Bponelicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOBIEHOrO cepTudiikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: gns A®Il; ansa BuXigHoOro
matepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ANa LONOMDKHOI
peyoBuHM (TE-cepTuddikaT BiANOBIgHOCTI EBponeiichkil
thapmakonei ana Adl/BmxigHoro
MaTtepiany/peareHTy/nMpoMiKHOro nNpoaykTy abo
[OMNOMDKHOT peyoBMHM) - BunyyeHHs ceptudikaTis (Y
BUMaKy HAsABHOCTI My/IbTUNIETHOIO cepTudikara Ha
mMartepian) - Buny4yeHHs E-ceptudpikaTy BigNoBiAHOCTI
€Bponeiicbkiit hapmakonei R1 CEP 2000-029-Rev 05 ans
[0MNoMiXHOT pevoBrHK (XKenaTtuH) Big BXe 3aTBepAKeHOro
BMpo6HMKa ROUSSELOT Son NL; 3miHu | Tvny - 3miHu 3
akocTi. CepTtudikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €Bponelickbkili hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUNYYEHHNA cepTudikaTta BiAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTLCA Yy BUPOOHULTBI ADI; A8 [ONOMKHOI
peuoBuHm (FE-cepTudiikat BignosigHOCTI €EBpoNenchbkili
thapmakonei gns A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[OMOMDKHOT peyoBMHW) - BunyyeHHs ceptudikaTis (y
BUNaJKy HasiBHOCTI My/NbTUMNETHOrO cepTudikara Ha
marepian) - BunyyeHHs E-cepTudikaty BiANoOBIiAHOCTI
€Bponevicbkinn hbapmakonei R1 CEP 2010-043-Rev 00 ans
[0MOMDKHOT peyoBuHU (YKenaTuH) Bif, BXe 3aTBepAKeHoro
BMpo6HMka ROUSSELOT Son NL; 3miHu | Tuny - 3miHu 3
akocTi. CepTudikaT BignoigHocTi/l E-cepTudikart
BiANOBIAHOCTI E€Bponelickkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BMyYeHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; A58 JOMOMKHOI
peuoBuHm (FE-cepTudpikaT BignosigHOCTI EBponeichkili
thapmakonei ana Ad®l/suxigHoro
mMarepiany/peareHTy/npomMiKHOro NpoaykTy abo
[0NOMDKHOT peyoBUHK) - BunydeHHs ceptudikatis (y
BUNaAKy HAABHOCTI My/IbTUNNETHOTO cepTudikara Ha

mMaTtepian) - Buay4eHHs E-cepTudiikaTy BiANoBigHOCTI
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ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

€Bponeiicbkiit hapmakonei R1 CEP 2000-045-Rev 04 ans
[O0MNoMiXHOT peyoBrHK (XKenaTtuH) Big BXe 3aTBepAKeHOro
BMpo6HMKa TESSENDERLO GROUP N.V. Vilvoorde BE;
3MiHW | Tuny - 3MiHK 3 akocTi. CepTuddikat
BignoBigHocTI/IE-cepTudikaT BiANOBIAHOCTI EBpONEChKIl
thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BiANOBIAHOCTI ab0 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickkiin hapmakonei:
onsa A®l; ana BuxigHoro martepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
AonomixHoi pevoBuHn (FE-cepTudikat BignosigHOCTI
€Bponeiicbkiit hapmakonei ans A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[OMOMDKHOT peyoBMHW) - BunyyeHHs ceptudikaTis (y
BMNaJKy HasiBHOCTI My/NbTUMNETHOrO cepTudikara Ha
marepian) - BunyyeHHs E-cepTudikaty BiAnoBIiAHOCTI
€poneiicbkint hapmakonei R1-CEP 2001-424-Rev 03 gns
[0MOMDKHOT peyoBuHU (YKenaTuH) Bif, BXe 3aTBepAKeHoro
BMpo6Huka GELITA Group Eberbach DE.; 3MmiHu | Tuny -
3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI E€Bponelickkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BMyYeHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BMKOPUCTOBYIOTbCS y BUPOOHULTBI ADI; A58 [OMOMKHOI
peuoBuHm (FE-cepTudikaT BignosigHOCTI EBponeichkili
thapmakonei ana Ad®l/suxigHoro
mMarepiany/peareHTy/npomMiKHOro NpoaykTy abo
[0NOMDKHOT peyoBUHK) - BunydeHHs ceptudpikatis (y
BUNaAKy HAABHOCTI My/IbTUNNETHOTO cepTudikara Ha
marepian) - BunyyeHHs IE-cepTudpikaty BigNoOBIgHOCTI
€Bponeiicbkili hapmakonei R1-CEP 2001-211-Rev 01 ans
[0MNOMDKHOT peyoBrHY (XKenaTtuH) Bif BXe 3aTBepXeHoro
BMpo6HMKa STERLING BIOTECH LIMITED Vadodara IN

31.

ATOMOKCUH®

kancynu Teepai, no
40 wmr, no 7 kancyny
6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHIW nayu,i

TOB "ACIHO
YKPAIHA"

YKpaiHa

BUPOGHMLTBO,
nakyBaHHSs, KOHTPO/Tb
AKOCTI Ta BUNyCK cepii
nNiKapcbKoro 3acoby:

®APMATEH
IHTEPHELUHN C.A,,
I'peuisi; nakyBaHHs,
KOHTPO/Ib SKOCTi Ta

BMMYCK cepil
nNiKapcbKoro 3acoby:
®APMATEH C.A.,

Ipeuis

Ipeuis

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny
- 3MiHn 3 sKocTi. CepTudpikat BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignosigHOCTi EBponeiickbkiil hapmakonei:
onsa A®l; ana BuxigHoro martepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
AonomixHoi pevosuHu (FE-cepTudikat BignosigHOCTI
€Bponeiicbkiit hapmakonei ans A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[OMOMDKHOT peyoBMHW) - BunyyeHHs ceptudikaTis (y
BUMaKy HAsBHOCTI My/IbTUN/IETHOTO cepTudpikara Ha
marepian) - BunyyeHHs E-cepTudpikaty BignoBigHOCTI
€Bponeiicbkiii dpapmakonei R1-CEP 2005-217-Rev 01 ans

3a
peyenmom

UA/18978/01/04
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

[0MNOMDKHOT peyoBuHY (XKenaTtuH) Bif BXe 3aTBepkKeHoro
BMpobHuka Nitta Gelatin India LTD; 3miHun | Tvny - 3miHun 3
AKkocTi. CepTudpikaT BignosigHocTiI/IE-cepTudikaT
BifnoBigHocCTI €Bponelicbkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBIEHOrO cepTudiikaTa
BiANOBIAHOCTI ab0 BUYyYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkiii hapmakonei: gns A®Il; ansa BUXigHOro
matepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ANs LONOMDKHOI
peyoBUHM (CepTUiKaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOrO BUPOBHMKA - OHOBMIEHHA cepTudikaTy
BifnoBigHocTi €Bponelicbkili hapmakonei R1-CEP 2013-
271-Rev 01 (nonepepgHs Bepcia R1-CEP 2013-271-Rev
00) Big, BXe 3aTBEepAKEHOro BUPO6HMNKa AP (ATOMOKCETUH
rigpoxnopug) komnaxii Mylan Laboratories Limited, India
3aTtBepmkeHo: R1-CEP 2013-271-Rev 00
3anponoHoBaHo: R1-CEP 2013-271-Rev 01; 3MmiHu | Tuny -
3MmiHn 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTuddikar
BiANOBIAHOCTI €Bponelickbkili hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUYYEHHNA cepTudikaTta BifAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTLCSA Yy BUPOOHULTBI ADI; A8 [ONOMDKHOI
peuoBuHm (FE-cepTudiikaT BignoBigHOCTI €EBpoNenchbkili
thapmakonei gns Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[L0MNOMIXHOT peqoBuHN) - HoBwrin cepTudpikaT Ans BUXigHoro
MaTtepiany/peareHTy/nMpoMiKHOro nNpoaykTy abo
[,0MOMDKHOT pEYOBVHM Bif HOBOrO ab0 BXe 3aTBEPA)KEHOro
BMPOGHMKa -nofaHHsA Hosoro E-cepTudikaty
BiANoBigHOCTI EBponeiickkili hapmakonei R1-CEP 2014-
280-Rev 01 ana AonomikHOT pedoBuHY (XKenatuH) Big
HOBOro BMPO6HUKa, komnaHii PB GELATINS
HEILONGJIANG CO., LTD., China; 3MiHu | Tuny - 3miHu 3
akocTi. CepTtudikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €Bponelickkili hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUNYYEHHNA cepTudikaTta BifAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTLCA Yy BUPOOHULTBI ADI; A8 [ONOMDKHOI
peuoBuHm (FE-cepTudiikaT BignoBigHOCTI €EBpoNenchbkili
hapmakonei gns Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[OMOMDKHOT peyoBMHYM) - BunyyeHHs ceptudikaTis (y
BUNaJKy HasiBHOCTI My/NbTUMNETHOrO cepTudikara Ha
marepian) - BunyyeHHs E-cepTudpikaty BignoBigHOCTI

€sponelicbkii hapmakonei R1 CEP 2000-029-Rev 05 ans
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ITponoB>xeHHs fofaTKa 3

Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

[0MNOMDKHOT peyoBuHY (XKenaTtuH) Bif BXe 3aTBepkKeHoro
BMpo6HMka ROUSSELOT Son NL; 3miHu | Tvny - 3miHu 3
AKkocTi. CepTudpikaT BignosigHocTiI/IE-cepTudikaT
BifnoBigHocCTI €Bponelicbkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBIEHOrO cepTudiikaTa
BiANOBIAHOCTI ab0 BUYyYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkiii hapmakonei: gns A®Il; ansa BUXigHOro
matepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ANs LONOMDKHOI
peyoBuHM (TE-cepTudpikaT BiANOBIgHOCTI EBpoNeiichkil
thapmakonei ana Adl/BmxigHoro
MaTtepiany/peareHTy/nMpoMiKHOro nNpoaykTy abo
[OMNOMDKHOT peyoBMHWM) - BunyyeHHs ceptudikaTis (Y
BUMaKy HAABHOCTI My/IbTUNIETHOIO cepTudikara Ha
mMartepian) - Buny4yeHHs E-ceptudpikaTy BigNoBiAHOCTI
€Bponeiicbkiit hapmakonei R1 CEP 2010-043-Rev 00 ans
[0MNoMiXHOT peyoBrHK (XKenaTtuH) Big BXe 3aTBepAKeHOro
BMpo6HMKa ROUSSELOT Son NL; 3miHu | Tvny - 3miHu 3
akocTi. CepTtudikaT BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI €Bponelickbkili hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUYYEHHNA cepTudikaTta BifAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTLCSA Yy BUPOOHULTBI ADI; A8 [ONOMDKHOI
peuoBuHm (FE-cepTudiikaT BignoBigHOCTI €EBpoNenchbkili
thapmakonei gns Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[OMOMDKHOT peyoBMHYM) - BunyyeHHs ceptudikaTis (y
BUNaJKy HasiBHOCTI My/NbTUMNETHOrO cepTudikara Ha
marepian) - BunyyeHHs E-cepTudpikaty BignoBigHOCTI
€Bponevicbkinn hbapmakonei R1 CEP 2000-045-Rev 04 ans
[0MOMDKHOT peyoBuHU (YKenaTuH) Bif, BXe 3aTBepAXeHoro
BMpPo6HMKa TESSENDERLO GROUP N.V. Vilvoorde BE;
3MiHM | Tuny - 3miHK 3 skocTi. CepTudiikat
BignoBigHoCTI/IE-cepTudhikaT BiANOBIAHOCTI EBpONEiChKIl
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudpikaTa BignosigHOCTI EBponeiickkilt hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTLCS Yy BUPOOHNLTBI ADI; ans
nonomikHoi peyosuHu (ME-cepTtudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei ana Ad®I/BuxigHoro
mMarepiany/peareHTy/npomMiKHOro NpoaykTy abo
[0NOMDKHOT peyoBUHK) - BunydeHHs ceptudikatis (y
BUNaAKy HAABHOCTI My/IbTUNNETHOTO cepTudikara Ha
marepian) - BunyyeHHs E-cepTudpikaty BigNoOBIAHOCTI
€Bponeiicbkili hapmakonei R1-CEP 2001-424-Rev 03 ans
[0MNOMDKHOT peyoBuHY (XKenaTtuH) Bif BXe 3aTBepkKeHoro
BMpo6HMKa GELITA Group Eberbach DE.; 3miHu | Tuny -
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o

nocsio4YeHHs1

3MmiHn 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTuddikar
BiANOBIAHOCTI €Bponelickbkili hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUYYEHHNA cepTudikaTta BifAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTLCA Yy BUPOOHULTBI ADI; A8 [ONOMDKHOI
peuoBuHm (FE-cepTudiikaT BignoBigHOCTI €EBpoNenchbkili
thapmakonei gns Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[OMOMDKHOT peyoBMHYM) - BunyyeHHs ceptudikaTis (y
BUNaJKy HasiBHOCTI My/NIbTUMNETHOrO cepTudikara Ha
marepian) - BunyyeHHs E-cepTudpikaty BignoBigHOCTI
€poneiicbkint hapmakonei R1-CEP 2001-211-Rev 01 gns
[0MOMDKHOT peyoBuHU (YKenaTuH) Bif, BXe 3aTBepAXeHoro
BMpo6HMKa STERLING BIOTECH LIMITED Vadodara IN

32,

ALETU/ICANIL,
WMoBA
KWUCNOTA

Tabnetkv no 500 wmr,
no 10 TabneTtok y
6nictepax; no 10
Tabnetok y
6nictepax, no 10
6nicTepiB y nayui

AT
"Jly6Hupapm”

YkpaiHa

AT "Nly6Hnchapm”

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHux maTepiani: 3miHu |
Tuny: 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiNTbHNL

BMPOOHMLTBA 151 YACTUHM ab0 BCbOro BUPOBHNYOrO
npoLecy rotToBoro flikapcbKoro 3acoby (AinbHULUSA, Ha sikili

npoBoAATLCA 6yAb-AKi BUPOOHWYI cTagil, 3a BUHATKOM

BWMYCKY Cepiii, KOHTPOJIO SKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHSA, 4151 HECTePUSIbHUX NiKaPCbKUX
3aco6iB) CynyTHA 3MiHa: 3MiHN 3 AAKOCTi. FoTOBUI
nikapcbkuii 3aci6. 3MiHU y BUPO6HMLTBI. 3amiHa abo
BBE[EHHSA A0AATKOBOI Ai/IbHULi BUPOOHULTBA AN
4yacTuHM abo BCbOro BUPOOHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AinbHULA 418 BTOPUHHOTO
nakyBaHHs), 3MiHUW 3 SKOCTi. [OTOBWIA NikapcbKuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo BBeAEHHSA 40AATKOBOI
AiNbHULI BUPOBHMLTBA A/19 YacTHM abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro 3acoby
(AiNbHULA ONA NEPBUHHOTO NakyBaHHS) , BBEAEHHS
[0[aTKOBOI AiTbHUL NpuroTyBaHHA Ne2 Ta AiNbHUL
thacyBaHHA No2 Lexy Ne4 - 3 BUpo6bHMLTBA TBEPAMUX
nNikapcbKknx hopM 3aTBEpPAKEHOro BUPOGHMKa AT

«JTly6Hnpapm», YkpaiHa. 3MiHu | Tuny: 3miHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. 3MiHU Y BUPOOHULITBI. 3MiHN Y

npotieci BUpo6HMLITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOHAK0UN MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHCA NpK

BMPOBHULTBI rOTOBOrO NikapCbKoro 3acoby (He3HauyHa
3MiHa y npoueci BUpOOHMLTBA)HE3HAYHI 3MiHW Y MpOLECi

BMPOGHMLITBA rOTOBOTO NiKapCbKOro 3acoby, 6e3 3miH
cneumdikaLii Ha NPOMiXKHI MPOAYKTU - 3MiHW BK/IOYAOTh

HOBe 06/1afiHaHHA A5 NPUTOTyBaHHA Ta hacyBaHHsA

nikapcbkyx 3acobiB (TBEpAUX Nikapcbknx hopm) Ha
3anponoHoBaHili AibHNLI BUPOGHMLUTBA. 3MiHKM | TUny:
3MiHu 3 sKoCTi. FoTOBMIA NiKAPCbKUi 3aci6. 3MiHW y
BMPO6HMUTBI. 3MiHa po3mipy cepii (BKAYalum gianasoH

6e3
peyenma

UA/5708/01/01
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
po3Mmipy cepii) roToBoro MikapcbKoro 3acoby (36iNbLUeHHs
[0 10 pasiB MOPIBHSHO i3 3aTBEPKEHNM
pO3MipoMm)36i/bLIEHHS PO3Mipy Cepii rOTOBOro NMikapcbKoro
3acoby.
33. BENANTIH Tabnetku, no 10 My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHK | Tuny 6e3 UA/6226/01/01
Tabnetok y 6nictepi; akuioHepHe TOBapucTBo "HaykoBo- - 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta peuenma
no 1 6nictepy B TOBapuCTBO BMPOGHNYNIA LEHTP hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTumui
nauuj 3 KapToHy "HaykoBo- "BopLyariBcbkuii nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
BMPOGHUYNIA XiMiKo- Me[UYHOro 3acTocyBaHHA Ha NiacTasi perynspHo
LEeHTP thapmaLeBTUYHWI OHOB/IHOBAHOrO 3BITY 3 6€3Mekn Nikapcbkoro 3acoby, abo
"BopLuariBcbk 3aBof", YkpaiHa; JocnigpkeHb 3 6e3Mnekn 3acToCyBaHHS NiKapcbKoro 3acoby
WiA XiMiko- ToBapucTBO 3 B nicnsipeecTpaLiinuii nepiog, abo sk pe3ynbTaTt OLiHKM
thapmavneBTuy obmexeHoro 3BITY 3 JOCNIAKEHb, NMPOBEAEHMUX Bi4NOBIAHO 40 NNaHy
HWiA 3aBoA” BiANOBiAA/IbHICTIO negiatpuyHux gocnigxeHb (PIP) (3MiHy y3rofkeHo 3
"ATPO®APM", KOMNETEHTHUM YNOBHOBaXXEHUM OpPraHoMm) - 3MiHN
YkpaiHa BHECEHO B IHCTPYKL,iI0 4715 MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3ainis "Ocob6nmnBocTi
3acTocyBaHHA" Ta "Mo6ivHI peakuii” BignNoBigHO A0
OHOBEHOI iH(hopMaLlii LWoA0 6e3mnekn 3acToCyBaHHS
Ailo40i peyoBrHYM 3rigHO 3 pekoMeHgauismn PRAC.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPKEHHS
34. BEH3W/NBEH3 Kpem, 250 mr/r; no AT "®apmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiasis: 3MiHK | Tuny 6e3 UA/7134/01/01
OAT 40rabono80ry - 3MiHK 3 sIKOCTi. FOTOBUIA Nikapcbkuii 3aci6. Onuc Ta peuenma
Ty6i; no 1 Ty6i y cknag,. 3miHa y cknagi (4onoMixXHUX peyoBMHaXx) roToBoro
naui nikapcbKoro 3acoby (iHLWi AONOMKHI pe4oBUHYM) - 3amiHa
OfHIET [OMNOMDKHOI PEHOBUHM Ha iHLY 3 TUMW cCamMUMKU
hYHKLiOHANIbHUMW XapaKTepucTukamMm Ta Ha ToOMy caMmoMy
piBHI - 3aMiHa JONOMDKHOT pe4yoBuHN eMysibraTop Nel Ha
[OMOMiXHY PEYOBUHY CMIUPT LieTocTeapuiosuii (Tun A)
eMy/IbrOBaHuiA y cknagi roToBOro Nikapcbkoro 3acooy.
BBefeHHA 3MiH NpoTAroM 6-Tu micAuis nicas
3aTBEPAKEHHS.
35. BEMAHTEH®MN cnpeii HalKipHWiA, Baiiep LLIBeliyapi NixteHxenbgT TM6X HimeyunHa BHECEHHS 3MiH A0 peecTpaLiiHnx maTtepiasis: 3MiHu |1 6e3 UA/7805/02/01
noc po34uH; no 30 mny KoHckromep a dapmavoiiTie Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
hnakoHi 3 Kep Al Pabpik thapmakoHarnsgy. 3MiHW y KOpoTKili XxapakTepucTui
po3npuckyBayem Ta NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKUii 4ns
nNacTyKoBO MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMU AaHMU 3
KpuLLeukoto; no 1 AKOCTI, JOKMNIHIYHUMU, KNIHIYHUMW AaHVMKU Ta JaHUMK 3
ponakoHy B hapMakoHarnisgy. 3MiH1M BHECEHO B iHCTPYKLUito As
KapTOHHI KOpO6L MeAMYHOro 3acToCyBaHHA /likapCbKoro 3acoby Ao po3giny
"Oco6nMBOCTI 3aCTOCYBaHHA". BBEAEHHS 3MiH NpoTsAroM 6-
TV MiCSAILIB Mic/si 3aTBEPAKEHHS.
36. BETAMETA30 NopOoLLOK AT "dapmak” Ykpaina Kypist Cneiin C.A.Y. IcnaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - UA/14623/01/01
HY (cybeTaHuis) y - 3MiHu 3 sKocTi. CepTudpikat BignosigHocTI/IE-
ANNPONIOHAT | milwkax noaBiiHNX cepTudikaT BignoBigHOCTI EBponenchkiii
s nosnieTuIeHoBMxX thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
MIKPOHI3OBA ans OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUNYYEHHS
HWUIA hapMaLeBTUYHOIO cepTudikaTa BignoBigHoOCTi EBponeichkiin dapmakonei:




ITponoB>xeHHs fofaTKa 3

Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
3acTOoCyBaHHA ana A®l; ans BuxigHoOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPVUCTOBYIOTLCS Yy BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBrHU (CepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUl cepTudikaT Bif
yXe 3aTBeppKeHOro BUpo6HUKa - NofaHHA OHOBIEHOTO
cepTudpikaTa BignosigHocTi E€Bponeiickkiit hapmakonei Ne
R1-CEP 2002-031 - Rev 03 (3atBepgxeHo: R1-CEP 2002-
031 - Rev 02) ana A®I Ta, sk Hacnigok, 3MiHa Ha3BY
BMpo6HMKa 3 CRYSTAL PHARMA S.A.U., Spain Ha Curia
Spain S.A.U., Spain
37. BETACIMAH® PO34MH A5 iH'EKLN, AT "®apmak" YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpavLjiiiHuX MmaTepiaslis: 3MiHK | Tuny 3a UA/10526/01/01
4 mr/mn; no 1 mn B - 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta peyenmom
amnyni; no 1 a6o no hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTumui
5 amnyn y nauui 3 nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
KapToHy; no 1 mn B MeAMYHOr0o 3aCTOCYBaHHs Ha niAcTasi perynsapHo
amnyni; no 5 amnyn OHOB/OBAHOTO 3BITY 3 6e3nekn NikapcbKoro 3acoby, abo
y 6nicTepi; no 1 JocnigpkeHb 3 6e3MneKn 3acToCcyBaHHS NikapcbKoro 3acoby
6nictepy B nauui B nicnsipeecTpaLiinuii nepiog, abo sik pe3ynbTaTt OLiHKM
3BITY 3 JOCNIAKEHb, NMPOBEAEHUX Bi4NOBIAHO 40 NNaHy
negiatpuyHux gocnigxeHb (PIP) (3MiHy y3rofkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVNM OpraHom). 3MiHV BHECEHI
00 IHCTPYKUiT 4719 MEAMYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao po3sainis: "Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHsA
rpyAAr0” Wwoao 6e3nekn 3acTocyBaHHsA Ait04OT PEYOBUHN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPMAKEHHS
38. BIHOKPUT® PO34MH A1 iH'EKLIN, CaHpo3s 'meX ABCTpis A [ii Ti Bionorika Himeuunna/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasnis: 3MiHu | 3a UA/12383/01/01
84 mkr/mn no 0,8 mn 'vm6X, HimeuunHa ABCTpis Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom

(8000 MO) a6o 1 mn
(10000 MO)
pO34nHYy A5 iH KLl
B nonepeaHLo
3anoBHEHOMY,
rpagyiioBaHoMy
Lwnpuui,
ocHalleHoMy
nopLUHEM,
iH'EKLLIiHOIO TOJIKOH,
KOBMaykom Ta
3aXMUCHUM
NPUCTPOEM NS
3anobiraHHs
MOLLUKOKEHHIO
ro/fiKoto nicns
3acTocyBaHHS, abo
6e3 Hboro; no 1
LUMPULLY Y KOHTYPHIiA
6nicTepHili ynakoBLyj;

(BignoBifanbHuii 3a
BMPOGHMLTBO,
nakyBaHHS, KOHTPO b
cepii); CaHpo3 M'm6X-
BN Wadhtenay,
ABCTpis
(BignoBifanbHuii 3a
BWNYCK Cepi)

hapmakoHarnagy. BHeceHHst abo 3miHa(1) L0 3060B'A3aHb
Ta YMOB BuAayi peecTpaLiiiHoro NocBig4eHHs, BKIYaym
MnaH ynpasniHHA py3nkamu (iHLLi 3MiHK) HagaHo
OHOBJ/IEHWIA MNaH ynpaBniHHA pu3nkamu Bepcis 18.1.
3MiHN BHECEHO A0 YacTuH: : | «3arasibHa iHdopmadis» I
«Cneundikauis 3 6e3nekm», Il «MnaH 3
thapmakoHarnagy», IV»naxu wopao nicnsipeectpauiitinx
LocnigpkeHb eqpekTMBHOCTI», V «3axogmn 3 MiHimizawii
pu3ukiB», VI «Pe3tome nnaHy ynpasniHHA puankamu» VII
«Jlopatku», Ik pe3ynbTar npoueaypu OLiHK1 6e3nekn
nikapcbkoro 3acoby
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

no 1 KOHTYPHIiiA
6nicTepHili ynakoBLj
Y KapTOHHIi1 kopobuy;
no 0,4 mn (4000
MO), a6o 0,6 mn
(6000 MO), a6o no
0,8 mn (8000 MO),
a6o 1 mn (10000
MO) po3uuHy ans
iH'eKLi B
nonepegHL0
3anoBHEHOMY,
rpagyiioBaHomy
Lwinpui,
OCHalLLleHoOMy
NOpLUHEM,
iH'EKLAHOI0 rOMIKO10,
KOBMaykoMm Ta
3axXUCHUM
NPUCTPOEM ANS
3anobiraHHs
NOLUKOKEHHIO
rofikoto nicns
3acTocyBaHHs, abo
6e3 Hboro; no 3
LINpULAa y KOHTYpPHIiA
6nicTepHili ynakoBLuyj;
N0 2 KOHTYpHI
6nicTepHi ynakoBku
B KapTOHHIi Kopobui

39.

BIHOKPUT®

PO3YMH ANS iH'EKLIN,
16,8 mkr/mn no 0,5
mn (1000 MO) ab6o
no 1 mn (2000 MO)
pO34nHYy A5 iH KLl
B nonepeaHL0
3arnoBHEHOMY,
rpagyiioBaHoMy
Lwnpuui,
OCHalLLleHoOMy
MOPLUHEM,
iH'EKLLIiHOIO TOJIKOM,
KOBMaykoM Ta
3aXVCHUM
NpUCTPOEM AN1st
3anobiraHHs
MOLLKOPKEHHIO
ro/IKoto nicsis
3acTocyBaHHS, abo
6e3 Hboro; no 3

CaHnpo3 'moX

ABCTpis

A [ii Ti Bionorika
'mM6X, HimeuunHa
(BignoBifanbHuWii 3a
BMPOGHMLTBO,
nakyBaHHS, KOHTPO b
cepii); CaHpo3 M'mM6X-
BN Wadteray,
ABcTpist
(BignoBifanbHuWii 3a
BWNYCK Cepi)

Himeuuunna/
ABcTpist

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. BHeceHHs1 abo 3miHa(1) L0 3060B'A3aHb
Ta YMOB BuAayi peecTpaLiiniHoro NocBig4YeHHs, BKIYaum
MnaH ynpaBniHHA py3vkamu (iHWi 3MiHWM) HagaHo
OHOBJ/IEHWIA MNaH ynpaBniHHA pu3nkamu Bepcis 18.1.
3MiHN BHECEHO A0 YacTuH: : | «3arasibHa iHdopmais» Il
«Cneuudikauis 3 6e3nekm», Il «MnaH 3
thapmakoHarnagy», IV»naxu wopao nicnsipeectpauiitHnx
LocnigpkeHb eqpekTMBHOCTI», V «3axogmn 3 MiHimizawii
pv3ukiB», VI «Pe3toMe nnaHy ynpasriHHA pusmkamu» VI
«Jlopgatkn», K pe3ynbTaT Nnpoueaypu OLiHKM 6e3nekn
nikapcbkoro 3acoby

3a
peyernmom

UA/12383/01/02




42 ITponoB>xeHHs fofaTKa 3
Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
LUMpMLA Y KOHTYPHIl
GnicTepHili ynakoBLuyj;
N0 2 KOHTYpHI
6nicTepHi ynakosku
Y KAPTOHHIA Kopobui
40. BIHOKPUT® PO34UH A5 iH'EKLLN, CaHpo3 'm6X ABCTpIS A4 [i Ti Bionorika HimeyuunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/12383/01/03
336 mkr/mn no 0,5 v6X, HimeyunHa AscTpis TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom
mn (20000 MO) (BignoBiganbHwWii 3a thapmakoHarnsgy. BHeceHHsi abo 3MiHa(v) fo 3060B'A3aHb
a6o no 0,75 mn BUPOBHMLTBO, Ta YMOB BuAaui peecTpaLiiiHOro NoCBiAYEHHS, BK/IOUaoum
(30000 MO), a6o no nakyBaHHSs, KOHTPO/Tb MnaH ynpaBniHHS py3vkamu (iHWi 3MiHWM) HagaHo
1 mn (40000 cepii); CaHpo3 MmM6X- OHOBJ/IEHWIA MMnaH ynpaBniHHA pu3nkamu Bepcis 18.1.
MO) po3uuHy ans BN WadteHay, 3MiHV BHECEHO [0 YacTuH: : | «3aranbHa iHghopmais» Il
iH'eKUil B AscTpis «Cneuudikauis 3 6esnekm», Il «MnaH 3
nonepeaHbLO (BignoBiganbHwWii 3a thapmakoHarnagy», IV»lnaxu wopao nicnspeectpauiiHnx
3arnoBHEeHOMY, BUMYCK cepii) LocnimkeHb eqpekTUBHOCTI», V «3axoamn 3 MiHimizawii
rpagyiosaHoMy pu3ukiB», VI «Pe3tome nnaHy ynpasiHHA pusmkamu» VI
LUMPULL, «Jlopgatkn», K pe3ynbTaT npoueaypu OuiHKK 6e3nekn
ocHalleHoMmy nNiKapcbKoro 3acoby
MOPLUHEM,
iH'EKLAHOIO rOMIKOt0,
KOBMaykoMm Ta
3aXUCHUM
NPUCTPOEM ANS
3anobiraHHs
MOLLKOKEHHIO
rofikoto nicns
3acToCcyBaHHs, abo
6e3 Hboro; no 1 abo
no 3 nonepesHLO
3anoBHEHMX Wnpuua
Y KOHTYpHili
6nicTepHili ynakoBLuyj;
no 1 (1 wnpuyy
KOXHi) abo no 2 (3
LINpULLA Y KOXHIlA)
KOHTYpPHI 6nicTepHi
yNnakoBKu B
KapPTOHHIi KOpooLii
41. BPOHXO- Kancynu Teepai no 7 CaHpo3 CnoseHis ek dapmaveBTU4Ha CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny 6e3 UA/14314/01/01
MYHAN® mr; no 10 kancyny dapmacbioTika KomnaHis g. 4., LLiseiuapis - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb peyenma
6nicTepi; no 1 a6o 3 n3 a.n. CnoBeHisa (nepBrHHe roTOBOrO /likapCcbKOro 3acoby. 3miHa y MeTogax
6nictepu B Ta BTOPVIHHE BMNPOBYBaHHSA rOTOBOTO J1iKAPCLKOro 3acoby (BUyYEHHS
KapTOHHI KopoobLi nakyBaHHs, KOHTPO/b mMeToAy BUNpobyBaHHS, SKLLO BXe 3aTBepKeHui
cepii, BUNycK cepir); anbTepHaTUBHUI MeTog). BunyueHHs meToay
OM dapma CA, BUNPOGYBaHHS, LLIO BUKOPUCTOBYETLCA A8 iAeHTUdiKavui
LLIseliapis roTOBOro Nikapcbkoro 3acoby 3a gonomoroto TLUX.
(Bupo6HMLTBO in bulk,
KOHTPO/b cepii)
42. BYAECOHIA NopoLOK ANns OpioH DiHnAHAIS OpioH KopnopeliH DiHnAHgiIs BHECEHHS 3MiH 40 peecTpaLiiHux maTtepiasiB: 3miHu | Tuny 3a UA/14857/01/01
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ITponoB>xeHHs fofaTKa 3

Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
IBIXENNEP iHransujin, 200 KopnopeiiLH - 3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb peuyenmom
MKr/go3a; no 200 rOTOBOrO Jlikapcbkoro 3acoby (iHwWi 3MiHW) - OHOB/IEHHS
003 B iHranaTopi 3 BXE 3aTBepIKEHUX METOLIB KOHTPO/IHO AKOCTI NiKapCbKoro
3axXUCHUM 3acoby, a came: BUKIafeHHSA TEKCTY AepXaBHO MOBO
KOBMaykoM y 3riffHO Cy4YacHUX BUMOr
namiHoBaHoOMy
naketi; no 1
namiHoBaHoOMy
nakeTy B KapTOHHii
Kopo6ui; no 200 fo3
B iHransTopi 3
3aXMCHUM
KOBMaYKoM y
namiHoBaHoOMy
naketi; no 1
namiHoBaHoOMy
nakeTy Ta
3aXMCHOMY
KOHTelHepy ans
iHransTopa B
KapTOHHI Kopoo6Li
43. BA/ABIP® TabneTku, BKpUTI AT "®apmak" YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu || 3a UA/5386/01/01
o60onoHkot, no 500 Tuny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbkWii 3aci6. 3MiHN Y | peyernmom
Mr; o 6 TabneTok y BMPOBHULTBI. 3MiHN BUNpobyBaHb abo AOMYCTUMUX MEX,
6nicTepi; no 7 BCTAHOBMEHNX Y cneuudikauisx, nig yac BMpobHULTBa
6nicTepiB y navuj 3 rOTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHW) - BUTy4YeHO
KapToHy; no 10 PYTUHHUIA KOHTPOb «KifbKiCHE BU3HAYEHHS.
Tabnetok y 6nictepi; Banaumknosip» nig yac BMpobHuuTBa Ha eTani
no 1 6nictepy B npuroTyBaHHsa TabnetMacy (HasiBHWUI KOHTPOb
naJi 3 KapToHy BanigaLiiHuX cepiii, pyTUHHWIA KOHTPOJIb KOXHOI
KOMepLiiiHOI cepii)
44, BEPMOKC Tabnetku no 100 mr BAT "leneoH YropwuHa | BAT "TepneoH Pixtep", YropwumHa/ BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/7363/01/01
no 6 Tabnetok y PixTep" YropwuHa PymyHis Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
6nicTepi; no 1 (mopartxoBuii hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
6nictepy B BMPOGHMUK, nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
KapTOHHI ynakoBL,i BiANOBIAa/IbHNI 3a MeJMYHOro 3aCTOCyBaHHA Ha MigcTasi perynsipHo
BUMyCK cepii, OHOB/IHOBAHOTO 3BITY 3 6e3nekn Nikapcbkoro 3acoby, abo
0odhopMIEHHS JocnigpkeHb 3 6e3neky 3acToCyBaHHS likapCbKoro 3acoby

cepTudikaTy sKOCTi);
l'epeoH PixTep
PymyHis A.T., PymyHis

B nicnsipeecTpauiinnii nepiog, abo sk pe3ynbTaTt OLiHK/
3BITY 3 JOCAIAKEHb, NPOBEAEHUX Bi4NOBIAHO 40 NNaHy
nepiatpnyHux gocnimkeHs (PIP) (iHwi 3miHW) 3miHK
BHECEHO B iHCTPYKLiIO 419 MEAMNYHOr0 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "®apmMakoiorivHi
BrnactmsocTi", "Oco6nBOCTi 3acTocyBaHHA", "OiTn"
(yTouHeHHs iHchopmawii), "Mob6iuHi peakuii” BiANOBIAHO A0
OHOB/EHOT iH(hopMaLlii 3 6e3neky 3acTocyBaHHS Aitoyol
pPEeYOoBUHN.
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o

nocsio4YeHHs1

BBefieHHs1 3MiH NPOTArom 6-MicALIB MiCNA 3aTBEPMKEHHS.
3MiHu | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHW y KOpoTKili XxapakTepucTui

nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans

MeAMYHOro 3aCTOCyBaHHA
reHepUYHNX/TiBpUAHNX/6ioNoAIGHNX NiKapCbkMx 3aco6iB
nicns BHECEHHS Tiel camoi 3MiHN Ha pedhepeHTHWA
npenapar (3miHa He NoTpebye HafaHHA XOAHUX HOBUX
[04aTKOBUX faHnX) 3MiHM BHECEHO [0 IHCTpyKUiT Ans
MeAMYHOro 3aCTOCYBaHHS NMikapcbKoro 3acoby A0 po3ainis
"Ocob6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHs y nepiog,
BariTHOCTI ab0 rogyBaHHA rpyaa” (YTOUHEHHS
iHchopmawii), "Cnoci6 3acTocyBaHHs Ta 403U"(YTOUHEHHS
iHdhopmawii), "Mo6iyHi peakuii" BiANOBIAHO 4O OHOBEHOI
iHchopmawii pedhepeHTHOro slikapcbkoro 3acoby Vermox,
Tabnetku no 100 mr. BBegeHHs 3MiH MPOTSAroM 6 - Tn
MiCALIB MiCNsA 3aTBEPAKEHHS.

45,

BIHOPE/IbBIH
"EBEBE"

KOHLleHTparT Ans
pO34nHy Ans
iHdpysiiA, 10 mr/mn,
no 1 mn (10 mr) a6o
5 mn (50 mr) y
donakoHi; no 1
donakoHy B
KapTOHHi KOpO6L

EBEBE
Papma
lec.m.6.X.
Hepr. KI

ABCTpIS

Bunyck cepii: EBEBE
dapma Nec.m.6.X.
Hdpr. KI, ABCTpis;
TecTtyBaHHA: MIJ1
Mikpob6ionoriwec

Mptochnabop M6X,

ABCTpisi; TECTYBaHHS:
Na6op IC CE &
Ko.KT", HimeuunHa

ABcTpisi/
HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny
- 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHa iMNOpTEepa/3MiHK, L0 CTOCYHThCS
BUMYCKY Cepii Ta KOHTPO/IIO AKOCTi FOTOBOTrO NiKapCbKOro
3acoby (3amiHa ab0 fofaBaHHS BUPOOHMKA, LLLO
BiAnoBiAae 3a BBe3eHHs Ta/abo BMnyck cepii) - He
BK/THOHAI0YN KOHTPO/Ib/BUNPOOYBaHHSA cepil - foAaBaHHS
aNbTepHaTUBHOI BUPOOHNYOT AiNbHULI, BignoBifanbHOT 3a
Bunyck cepii PAPEBA YHTepax TM6X, MoHA3eewTpacce,
11 4866 YHTepax am ATTep3ee, ABCTpis/FAREVA
Unterach GmbH, Mondseestrasse 11, 4866 Unterach am
Attersee, Austria. BBeeHHS1 3MiH NPOTSArom 6-Tu MicsLiB
nicnsa 3aTBepKeHHs; 3MiHKn | Tuny - AAMiHICTpaTUBHI
3MiHW. 3MiHa HallMeHyBaHHA Ta/abo afpecu Micus
NPOBaKEHHS Ai/IbHOCTI BUPOGHMKa/imnopTepa roToBoro
nikapcbKoro 3acoby, BKIHOYAKUN [iNTbHULL BUNYCKY cepil
ab0o micLe NpoBefieHHs1 KOHTPOSIO AKOCTI. (Ais/IbHICTb, 3a
SIKY BiZnoBigae BUPOOHMK/IMIOPTEP, HE BK/IKOYAKOUM BUMYCK
cepiid) - 3MiHa HalilMeHyBaHHs BUpobHuka 113 EBEBE
®apma Mec.M.6.X. Hdor. KT, ABCTpisA, 418 ycix yHKLiA,
KpiM GOyHKL,ii BUNYyCKy cepii, 6e3 3MiH1 MiCList BAPOOHULITBA.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS

3a
peuenmom

UA/4020/01/01

46.

BI®EH/,

MOPOLUOK Ansi
pO3unHy Ansi

iHpy3iii no 200 wr; 1
¢hnakoH 3 NOpoOLLKOM
Y KapTOHHii1 kopobui

NOANIEP
IHK.

CLUA

MareoH
MeHtohekyypuHr
Cepsices JI/IC, CLLA
(BUpO6HMLTBO,
OOCNioKEHHs
CTabiNbHOCTI,
KOHTPO/b SIKOCTI);

CLUA/
PpaHuis

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHu | Tuny
- AOMIHICTpaTUBHI 3MiHW. BUyyYeHHs BUpOBHUYOT AiNbHAL
(Bkntovaroun AinbHUL Ans APl NPOMKHOTO NpoayKTy abo
roTOBOrO JliKapCbKOro 3acoby, AiNbHUL 415 MPOBEeAEHHS
nakyBaHHs1, BUpOOHWKa, BifNOBiAaNLHOIO 3a BUMYCK CEpiid,
MicLie NpoBEeAEHHS KOHTPO/IIO cepii) abo noctayanbHuKa
BUXiQHOro mMaTepiasy, peareHTy abo fonoMiXHoI

3a
peyenmom

UA/2666/02/01
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
dapeBa Ambyas, PEeYOBUHM (SKLLO 3a3HAYEHO Y A0CLE). BunyyeHHs
®paHuia (BTOpUHHE noctavasibHuka BuxigHoro matepiasty UK-51,060, Pfizer
nakyBaHHs, Limited, Ramsgate Road, Sandwich, Kent CT13 9NJ

[ocnipKeHHs
CTabiNIbHOCTI, BUMYCK
cepii); ®apmauis i
AngxoH KomnaHi /I1C,
CLUA (Brpo6HMLTBO,
nepBUHHE NaKyBaHHS,
KOHTPO/Ib SIKOCTI)

England
3MiHu | TUny - 3MiHn 3 akocTi. A®l. Bupo6HMUTBO. 3MiHa
BMPOOHUKA BMXiAHOrO/MPOMIDKHOr0 NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYIOTbCS Y BUPOOHUYOMY npoueci APl abo
3MiHa BMpPOGHMKa (BK/THOYatoum, e HeobXxigHo, micue
npoBeAeHHA KOHTPO0 AkocTi) A®I (3a BigCYTHOCTI
cepTudikaTa BignoBigHOCTI E€Bponeiichkii hapmakonei y
3aTBEPAXEHOMY [OCHE)(3anponoHOBaHNI BUPOGHUK
HanexuTb A0 Tiel caMoi BUPOBGHWUYOI rpynu NignpuemcTs,
Lo 11 3aTBEpAXEHNI). [lofaBaHHS a/lbTePHATUBHOIO
BMpo6Huka Upjohn Manufacturing Ireland Unlimited
Company 3 afipecoro Micus NpoBaMpKeHHs AisnbHocTi Little
Island, Co. Cork, T45 F627, Ireland 1110 BUKOPUCTOBYOTLCS
y BUpo6Hunyomy npoueci A®l — Manufacture Route 3, Step
1. 3anponoHoBaHWit BUPOGHNK HANeXnTb A0 TiEl camoi
BMPOGHWYOI rpynu NiANPUEMCTB, LLO I 3aTBEPLKEHWIA.
3miHu | TUny - 3miHu 3 sKocTi. APl. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AONYyCTUMMX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(3BY)XXEHHSI AONYCTUMMNX MEX, BU3HAYEHNX Y cneumndikadii)
3BY)XeHHA gonycTuMux mex ans UK-114,959,
ieHTndikoBaHoI AoMiLLIKKN 3 MakcumyMom 0,8% Ao
makcmyMm 0,09% y cneumndikauii BuXxigHoi peqosuHn UK-
51,060, L0 BUKOPUCTOBYETLCS A1 BUTOTOB/IEHHS Ad]
BOpukoHa3on. Crneyndikauii A®| He 3MIHIETLCA. 3MiHN |
TMny - 3MiHK 3 aKkocTi. A®L. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIZHWA/NPOMIXHUIA NpoAYKT/peareHT, LWo
BUKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(8ONOBHEHHSA cneumdikaLil HOBUM NOKa3HNKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BUNPOGYBaHHS). [JONOBHEHHSA
peecTpauiiHnx MaTepiasnis HOBOK crevudikalieto ans
BMXigHOro npoaykty Sodium acetate Little Island
Specification. Cneumdikauis APl He 3MIHIOETbCA. 3MiHK |
Tuny - 3MiHn 3 akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMMX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUNYyYEHHA HE3HAYHOTO NOKa3HUKa SIKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro nokasHuka)). BHeceHHs 3MiH y
napameTpax cneuudikauii Ha NPOMiKHUIA NPOAYKT aLeToH,
LLIO BUKOPUCTOBYETLCSA Y Npoueci BupobHuutea Ad®l, a
came BWIyYEeHHS] HE3HaYHOro napameTpa cneumdikauii
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
«Specific Gravity» Ta «Refractive Index». Cneumdikavis

A®| He 3MiHIETbCA. 3MiHW | TUNY - 3MiHK 3 AKocTi. ADI.
KoHTposnb A®I. 3miHa y napameTpax creumdikauiii Ta/abo
[ONyCTUMMX MeX, BU3HaueHux y cneuudikadisx Ha AdI,
ab0o BMXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUNYyYEHHA HE3HAYHOrO NOKasHWKa SIKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro nokasHuka)). BHeceHHs 3MiH y
napameTpax cneuudikauii Ha NPOMiXKHNIA NPOAYKT
Hydrogen, L0 BUKOPUCTOBYETLCSA Y NpoLeci BUpobHMLTBA
A®l, a came BU/TyYEHHS HE3HAYHOTO NapameTpa
cneumaikauii «Appearance». Crneundikauis A®I He
3MIHIOETbCSA
3miHu | TUnYy - 3miHu 3 sKocTi. APl. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMMX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUNYyYEHHA HE3HAYHOrO NOKa3HWKa SIKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro nokasHuka)). BHeceHHs 3MiH y
napameTpax crneuudikauii BUxigHoro npoaykty Toluene,
LLIO BUKOPUCTOBYETLCSA Y Npoueci BupobHuytea Ad®l, a
came BWNyYeHHSI He3HauYHOro napameTpa cneumdikauii
«Specific Gravity» Ta «Refractive Index». Crneundikavis
A®| He 3MIHIETbCA. 3MiHW | TUNY - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y napameTpax crneumdikayini Ta/abo
OONyCTUMUX MeX, BU3HaYeHuX y cneumdikauisax Ha Adl,
ab0 BUXigHUIA/NPOMIXXHWIA NpOAYyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Yy npoueci BupobHuutea A®| (iHwwi
3MiHM). BHeceHHs 3MiH y napameTpax cneumdikauii
BMXigHOro npogykty Nitrogen, L0 BUKOPUCTOBYETLCA Y
npoteci BUpobHuuTBa Adl, a came 3BYXEHHS NiMITy Ha
KifibKicHe BU3Ha4YeHHS 3 MiHiMy 99 % Ha MiHimym 97,0 %.
Cneuundpikanis A®I He 3MIHIOETLCA. 3MiHK | TUNY - 3MiHK 3
akocTi. A®Il. KonTponb A®I. 3miHa y meTogax
BUNpobyBaHHA A®l abo BMXigHOTO MaTepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLLEC
BMPOGHMLUTBA ADI (iHWI 3MiHK). 3MiHa y MeToAax
BMNPO6YBaHHA BUXiAHOro npoaykty (1R)-10-
Camphorsulfonic Acid Specification, wo
BUKOPWUCTOBYETLCA y NpoLeci BUpobHuutea Adl, a came
3amiHa metogy «lon Chromatography» Ha «Titration» ans
n. «KiflbkicHe BU3HaYeHHs». 3MiHM | TUNY - 3MiHK 3 AKOCTI.
A®|. KoHTponb A®l. 3miHa y meTogax BunpobysBaHHs AdI
abo BuxigHoro martepiany/npoMiKHOro NPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y Npoveci BUpobHuutea A®I (iHLi
3MiHM). 3MiHa Yy MeTofax BUNPo6yBaHHS BUXIAHOTO
npogykty Hydrochloric Acid, W0 BUKOPUCTOBYETLCA Y
npoueci Bupo6HuuTBa A®Il, a came- JONOBHEHHS BXe
iCHYl04OT METOAMKN ANsi BU3HAYeHHs 3autiza «Colour




47

ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

Intensity» anbTepHaTtUBHO «AA spectrophotometry».
3MiHu | TUny - 3MiHM 3 akocTi. A®l. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHM NapameTpiB
cneumdikauii Ta/abo foNYCTUMUX MEX, 3a3HAYEHUX Y
cneuudikayisix, gns 6esnocepeHboi ynakoBkm Ad| (iHLwi
3MiHM). OHOB/IEHHS crieumdpikaLii KpULLKN KOHTeliHepa Ta
naiiHepa BifgnoBigHO A0 CyYacHUX cTaHdapTiB. 3MiHu |
TMny - 3MiHK 3 aKocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BMNPOGYBaHb/nepiogy 36epiraHHa abo yMoB
36epiraHHa A®I (3a BifCYTHOCTI y 3aTBEPA)KEHOMY [OCbE
cepTudpikaTa BignoBigHOCTI EBponeiickkii hapmakoner,
LLIO BK/tOYAE nepios NOBTOPHOro BUNPo6yBaHHs) (nepios
NOBTOPHOrO BUNPOoByBaHHA/Nepios 36epiraHHs) -
3MeHLeHHs. 3MEHLUEHHS Nepiogy NOBTOPHOrO
BMNPO6YBaHHA 3 60 micAuiB 40 48 micAuis. 3MiHa He
obymoBieHa HenepefbayeHnMm o6CTaBMHaMu y NpoLieci
BMPO6GHULITBA 260 Npobiemamu Wwoao cTabifibHOCTI.

47.

BIDEH],

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKO0, N0 200
MrF; MO 7 TabNeTok y
6nictepi; no 2
6nictepu B
KapTOHHIlA KOpooLi

MNOANIEP
IHK.

CWA

Mcpaiizep ITanis
C.p.n., Itanis
(BMpPOGHMLTBO

npenaparty in bulk,
KOHTPO/Ib SIKOCTi Npn
BUMYCKY, NaKyBaHHS,
KOHTPO/b SIKOCTI
(cTabinbHICTb), BUMYCK
cepii); P-dapm
bxepmaHi FTM6X,
HimeuunHa
(BMPOGHMLTBO
npenaparty in bulk,
KOHTPO/Ib SIKOCTi Npn
BUMYCKY, NaKyBaHHS,
KOHTPO/b SIKOCTI
(cTabinbHICTb), BUMYCK

cepii )

ITania/
HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny
- AgMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOHUYOI AiNbHUL
(Bkntovaroun AinbHuL ans Adl, NpoMiXKHOTO NpoaykTy abo
roToBOro NikapcbKoro 3acoby, AiNbHULI A8 NPOBEAEHHS
nakyBaHHs, BUPOOHYKa, BifNOBIAaIbHOIO 3a BUMYCK CepiiA,
MicL,e NpoBeAeHHS KOHTPO/IHO cepil) abo nocTayanbHyKa
BUXiQHOrO Matepiasty, peareHty abo f,OnoMiXHOI
PEeYOBUHM (SKLLO 3a3HAYEHO Y A0CbE). BunyyeHHs
noctavasibHvka BuxigHoro matepiasty UK-51,060, Pfizer
Limited, Ramsgate Road, Sandwich, Kent CT13 9NJ
England
3MiHu | TUnYy - 3MiHM 3 akocTi. A®l. Bupo6bHMUTBO. 3MiHa
BMPOOHUKA BMXiAHOrO/MPOMDKHOrO NpoAyKTy/peareHTy, LWo
BMKOPVCTOBYIOTbCS Y BUPOOHUYOMY npoueci AdDl, abo
3MiHa BMpPOGHMKa (BK/THOYatoum, e HeobXigHo, micue
npoBeAeHHS KOHTPOo AkocTi) A®I (3a BiACYTHOCTI
cepTucbikaTa BiANOBIAHOCTI E€BpONeiichbkili hapmakonei y
3aTBEPAXEHOMY [OChE)(3anponoHOBaHNI BUPOOHUK
HanexuTb A0 Tiel caMoi BUPOBGHMUYOI rpynu NignpuemMcTs,
LLIO 7 3aTBEpAKeHNIA). logaBaHHA anbTepHaTUBHOMO
BMpo6Huka Upjohn Manufacturing Ireland Unlimited
Company 3 afpecolo MicLs NpoBaMKeHHs AisnbHocTi Little
Island, Co. Cork, T45 F627, Ireland L0 BUKOPUCTOBYIOTLCS
y BUpo6Hnyomy npoueci A®l — Manufacture Route 3, Step
1. 3anponoHoBaHWit BUPOGHWK HaNeXnTb A0 Tiel camoi
BMPOGHMYOI rpyny NiANPUEMCTB, LLO i1 3aTBEPIKEHWNA.
3MmiHu | TUnY - 3MiHu 3 [kocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMMX MEX,
BM3HAYeHUX y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(3BY)XEHHS AONYCTUMUX MEX, BU3HAYeHUX y crevmdikadi).
3BYXeHHA gonyctumux mex ans UK-114,959,

3a
peyenmom

UA/2666/01/01
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ITponoB>xeHHs fofaTKa 3
Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

ineHT1chikoBaHoi fOMILWKKM 3 Makcumymom 0,8% A0
makcumyMm 0,09% y cneumdikaii BuxigHoi peqoBuHn UK-
51,060, W0 BUKOPUCTOBYETLCA AJ/19 BUTOTOB/IEHHA ADI|
BOpWKOHa30/1. Cneundikauii APl He 3MiHIOETLCA. 3MiHY |
Tuny - 3MiHn 3 akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYeHUX Y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHA cnevmdikaLyii HOBUM NOKa3HUKOM SKOCTI Ta
BiANOBIAHUM METOA0M BMNPOGYBaHHS). [JONOBHEHHS
peecTpaLiiHux MaTepianis HOBOK cnevudikalieto aAns
BMXigHOro npofykty Sodium acetate Little Island
Specification. Cneumdikauis APl He 3MIHIETbCA. 3MiHK |
TUny - 3MiHKU 3 AKocTi. APl KoHTposnb APl 3miHa y
napameTpax cneupudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX y cneumdikauisix Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuuTea AdI
(BVNyYEHHS1 HE3HAYHOTO NOKa3HVKa AKOCTI (Hanpukiag,
BW/TYYEHHS 3aCTapisioro NokasHuka)). BHeCEHHs 3MiH y
napameTpax crneuudikaLii Ha MPOMKHWIA NPOAYKT aLeToH,
LLI0 BUKOPUCTOBYETLCA Y NpoLeci BUpobHuuTBa Adl, a
came BWNyYEHHSI He3HAYHOro napameTpa cneumdikauii
«Specific Gravity» Ta «Refractive Index». Cneumdikavis
A®| He 3MiHIETbCA. 3MiHW | TUNY - 3MiHK 3 AKoCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumdikauiii Ta/abo
[ONyCTUMMX MeX, BU3HaueHuX y cneuudikadisx Ha AdI,
ab0 BMXigHWIA/NPOMDKHUIA NPOAyKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUNYyYEHHA HE3HAYHOTrO NOKa3HWKa SIKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro nokasHuka)). BHeceHHs 3MiH y
napameTpax cneuucpikauii Ha NPOMiXHNUIA NPOAYKT
Hydrogen, L0 BUKOPUCTOBYETLCSA Y NpoLeci BUpobHULTBa
A®l, a came BU/TyYEHHS HE3HAYHOTO NapameTpa
cneumaikauii «Appearance». Crneundikauis A®I He
3MIHIOETbCSA
3miHu | TUnYy - 3miHu 3 sKocTi. APl. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AONYyCTUMMX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUNYyYEHHA HE3HAYHOrO NOKa3HUKa SIKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro nokasHuka)). BHeceHHs 3MiH y
napameTpax crneuudikauii BuxigHoro npoaykty Toluene,
LLIO BUKOPUCTOBYETLCSA Y Npoueci BupobHuutea Ad®l, a
came BWNyYeHHSI He3HauYHOro napameTpa cneumdikauii
«Specific Gravity» Ta «Refractive Index». Crneundikavis
A®| He 3MIHIOETbCA. 3MiHW | TUNY - 3MiHK 3 AKocTi. API.
KoHTposib A®I. 3miHa y napameTpax cneuudikadin Ta/abo
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ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

[ONyCTUMMX MeX, BU3HaueHux y cneuudikadisx Ha Adl,
ab0 BMXigHWA/NPOMDKHUIA NPOAYKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTBa AP (iHLWi
3MiHW). BHeceHHs 3MiH y napameTpax creumdikawii
BuxigHoro npoAaykTty Nitrogen, L0 BUKOPUCTOBYETHLCSA Y
npoteci BUpo6HMLTBa ADI, a caMe 3BYXEHHS NIMITY Ha
KiNIbKiCHE BU3HAYEHHA 3 MiHIMY 99 % Ha MiHiMyMm 97,0 %.
Cneuudpikauis A®I He 3miHIOETLCA. 3MiHM | TUNY - 3MiHKW 3
AKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHA APl abo BMXiAHOTO MaTepiany/npomiKHOro
NPoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BUpo6HMUTBA AP (iHWi 3MiHK). 3MiHa y MeTodax
BMNPO6YBaHHSA BKXigHOro Nnpoaykty (1R)-10-
Camphorsulfonic Acid Specification, o
BUKOPWUCTOBYETLCA y NpoLeci BUpobHuuTBa AdI, a came
3amiHa meTogy «lon Chromatography» Ha «Titration» ans
n. «KinbkicHe BU3HAYEHHS». 3MiHM | TUMy - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®l. 3MiHa y meTofax BUNpobyBaHHA AdI
abo BUXigHOro martepiasny/npoMiKHOro NPOAYKTY/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y Npovueci BupobHuutea A®| (iHwwi
3MiHK). 3MiHa y MeToAax BUnpobyBaHHSA BUXIAHOTO
npogykty Hydrochloric Acid, L0 BUKOPUCTOBYETLCA Y
npoueci Bupo6HuyTea A®l, a came- JOMOBHEHHS BXe
iCHylO4OT MeToAMKN ANS BU3HAYEHHS 3asiza «Colour
Intensity» anbTepHatuBHOW «AA spectrophotometry».
3MmiHu | TUny - 3MiHn 3 akocTi. A®Il. CTabinbHicTb. 3MiHa
nepiogy NOBTOPHUX BUNPO6YBaHb/Nepioay 36epiraHHA abo
ymoB 36epiraHHa A®I (3a BigCyTHOCTI y 3aTBEpKEHOMY
[Oocbe cepTudikaTa BignoBiAHOCTI EBPONECHKIi
dhapmakonei, Wwo BKkIoYa€e nepiog NOBTOPHOrO
BMNPOGYBaHHS) (Nepiog NOBTOPHOro
BMNpoGyBaHHs/nepios 36epiraHHs) - SMEHLUEHHS.
3MeHLLEeHHs nepiofly NOBTOPHOro BUNpobyBaHHs 3 60
MicsauiB Ao 48 micauis. 3miHa He 06yMoBieHa
HenepeabayeHMMK ob6cTaBMHamy y npoueci BUpoGHNLTBA
abo npo6neMamu LWOAO CTabiNbHOCTI. 3MiHM | TNy -
3MmiHu 3 aKocTi. A®l. Cuctema
KOHTeliHep/3akynopoBa/ibHWiA 3acib. 3MiHM NapameTpiB
cneundikauii Ta/abo AONYCTUMUX MEX, 3a3HAUYEHNX Y
cneuudikauisx, ans 6esnocepeHboi ynakosku AP (iHLi
3MiHM). OHOB/IEHHS crieumdikavii KpULWKN KOHTelHepa Ta
naiiHepa BifgnoBifAHO [0 CyYacHWX CTaHAapTiB.

48.

BI®EH/,

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 50
mr; no 10 TabneTok
y 6nicTepi; no 1
6nictepy B
KapTOHHI Kopoobui

NOANIEP
IHK.

CLUA

Mdpainzep ITanis
C.p.n., Itanisa
(BUPOBHULTBO

npenapary in bulk,
KOHTPO/b AKOCTi Npu
BUMYCKY, NaKyBaHHS,
KOHTPO/b AKOCTI

(cTabinbHiCTb), BUMYCK

ITanis/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- AgMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOHUYOT AinbHUL
(Bovatoum ainbHui ans A®Il, npoMixHOro NpoaykTy abo
roTOBOrO NiKapCbKOro 3acoby, AinbHUL 415 NPOBEAEHHS
nakyBaHHs1, BUPOOHWKa, BifNoBiAaNbHOIO 3a BUMYCK Cepiid,
MicLle NPOBeAEHHS KOHTPOO cepii) abo noctavyanbHUKa
BVXiHOrO Matepiany, peareHTy abo AOnoMiXHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y [OCLE). BunyyeHHs

3a
peyernmom

UA/2666/01/02




50 ITponoB>xeHHs fofaTKa 3
Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
cepii); P-®apm noctavasibHuka BuxigHoro matepiasty UK-51,060, Pfizer
xepmani Fm6X, Limited, Ramsgate Road, Sandwich, Kent CT13 9NJ
HimeyunHa England
(BPOGHULTBO 3MiHn | TURY - 3MiHM 3 akocTi. A®l. BupobHuuTBO. 3MiHa

npenapary in bulk,
KOHTPO/b AKOCTi Npu
BUMYCKY, NaKyBaHHS,
KOHTPO/Ib SIKOCTI
(cTabinbHICTb), BUMYyCK
cepii)

BMPOGHMKA BUXIAHOrO/NPOMIDKHOTO NPOAYKTYy/peareHTy, Lo
BMKOPUCTOBYIOTLCA Y BUpOoGHMYOMY npoueci A®l, abo
3MiHa BMPOGHMKa (BKHOYatoun, fe HeobxigHo, Micue

NpoBefEeHHs KOHTPOsIt0 sikocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEPIAKEHOMY [10ChE)(3anpPONOHOBaHNI BUPOGHUK
Ha/IeXunTb [0 Tiel camoi BUPOOHNYOT rpynu MignpueMCTB,
Lo 11 3aTBEpAXKEHNI). [lofaBaHHS a/lbTEPHATUBHOIO
BMpo6Huka Upjohn Manufacturing Ireland Unlimited

Company 3 agpecor Micus NpoBakeHHs fisnbHOcCTI Little

Island, Co. Cork, T45 F627, Ireland L0 BUKOPUCTOBYOTLCSA

y BUpo6Hnyomy npoueci A®l — Manufacture Route 3, Step

1. 3anponoHoBaHWit BUPOOHNK HANeXWTb A0 TiEl camoi
BMPOGHWYOI rpynu NiNPUEMCTB, LLO 1 3aTBEPLKEHWIA.
3MiHu | TUnY - 3MiHk 3 aKocTi. APl KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIZHWA/NPOMIXHUIA NpoAyKT/peareHT, LWo
BUKOPVCTOBYIOTBCS y NpoLeci BUpobHuuTea Ad|
(3BYXXEHHSI fONYCTUMUX MEX, BU3HAUYEHUX y crnieundikauir).
3BY)XEHHsA fonycTuMnx mex ana UK-114,959,
iAeHT1gikoBaHOI fOMIWKKM 3 Makcmymom 0,8% Ao
MakcumMmyM 0,09% y cneumdikauii BuxigHoi peqyoBuHn UK-
51,060, L0 BUKOPUCTOBYETLCA A/19 BUTOTOB/IEHHA AD]
BOpVKOHa30/1. Cneuyndikauii AD| He 3MiHIOETbCA. 3MiHN |
TUny - 3MiHKU 3 AKocTi. APl KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX y cneumdikauisix Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(monoBHeHHSA cnevmdikaLyii HOBUM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHS). [JONOBHEHHS
peecTpauiiiHix MaTepiasiB HOBO creuudikaLieto ans
BMXigHOro npoaykty Sodium acetate Little Island
Specification. Cneuundikanis APl He 3MiHIOETbCA. 3MiHM |
TMny - 3MiHK 3 aKkocTi. A®L. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIZHWA/NPOMIXHUIA NpoAyKT/peareHT, Lo
BUKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3acTapifioro nokasHuka)). BHeceHHs 3MiH y
napameTpax cneuudikauii Ha NPOMKHWIA MPOAYKT aLeToH,
LLIO BUKOPUCTOBYETLCA Y MpoLeci BUpobHuuTBa AdL, a
came BUNYYEHHS HE3HAYHOTro napameTpa crneumdikadii
«Specific Gravity» Ta «Refractive Index». Cneundikauis
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51
Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
A®| He 3MIHIETbCA. 3MiHW | TUNY - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y napameTpax crneumdikayini Ta/abo

OOoNyCTUMUX MeX, BU3HaYeHuX y cneumdikauisax Ha Adl,
ab0 BUXigHWIA/NPOMIXKHWIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS y NpoLeci BUpobHuuTea Ad|
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3acTapifioro nokasHuka)). BHeceHHs 3MiH y
napameTpax cneuudikauii Ha MPOMKHNIA NPOAYKT
Hydrogen, L0 BUKOPUCTOBYETLCA Y NPOLIECi BUPOOHULTBA
A®I, a came BUNYYEHHA HE3HAYHOIO NapameTpa
cneundikauii «Appearance». Cneuundikauis APl He
3MIHIOETbCA
3MiHu | TURY - 3MiHk 3 aKocTi. APl. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIZHWA/NPOMIXHUIA NpoAYKT/peareHT, LWo
BUKOPVCTOBYIOTBCS y NpoLeci BUpobHuuTea Ad|
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3acTapifioro nokasHuka)). BHeceHHs 3MiH y
napameTpax cneuudikauii BuxigHoro npoaykty Toluene,
LLIO BUKOPUCTOBYETLCA Y MpoLeci BUpobHuuTBa Adl, a
came BUNYYEHHS HE3HAYHOTro napameTpa crneumdikadii
«Specific Gravity» Ta «Refractive Index». Cneumdikavis
A®| He 3MiHI0ETbCA. 3MiHM | TUNY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuudikaLii Ta/abo
[ONyCTUMMX MEX, BU3HauYeHux y cneuudikaisx Ha Adl,
a60 BUXigHWIA/NPOMIDXHUIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuytea A®I (iHwwi
3MiHM). BHeceHHs 3MiH y napameTpax creumdikawi
BuxigHoro npoaykTty Nitrogen, L0 BUKOPUCTOBYETHCS Y
npoteci BUpobHuuTBa API, a came 3BY)XXEHHS NiMITY Ha
KiNIbKiCHE BU3HA4YeHHS 3 MiHIMYy 99 % Ha MiHiMym 97,0 %.
Cneuundpikauis A®I He 3MiHIOETbCA. 3MiHW | TUNY - 3MiHK 3
AKoCTi. A®I. KoHTposb AdL. 3miHa y meTogax
BMNpo6yBaHHA APl abo BMXigHOTO MaTepiany/npomMikHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLUTBA ADI (iHLWI 3MiHK). 3MiHa y MeToAax
BMNPOGYBaHHSA BKXigHOro npoaykty (1R)-10-
Camphorsulfonic Acid Specification, o
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTBa Adl, a cave
3amiHa meTogy «lon Chromatography» Ha «Titration» ans
n. «KifbkicHe BU3HaYeHHs». 3MiHW | TUNY - 3MiHW 3 AKOCTI.
A®|. KoHTposb APl. 3miHa y meTofax BunpodysaHHs API
abo BMXigHOro mMaTtepiany/npomMiKHOr0 NPOAYKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCSA Y Npoveci BupobHuutea A®| (iHLwi
3MiHM). 3MiHa Yy MeTofax BUNpobyBaHHS BUXiAHOTO
npoaykty Hydrochloric Acid, L0 BUKOPUCTOBYETBLCS Y
npoueci Bupo6bHMUTBa AP, a came- JOMNOBHEHHS BXe

iCHytO4OT METOAUKN AN BU3HAYEHHS 3ani3a «Colour

Intensity» anbTepHaTuBHOK «AA spectrophotometry».




52

ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o

nocsio4YeHHs1

3MiHn | TUnY - 3MiHn 3 aKkocTi. A®Il. CTabinbHICTb. 3MiHa
nepiofly NOBTOpPHMX BUNpoGyBaHb/nepiody 36epiraHHs abo
yMoB 36epiraHHsa AP (3a BigCYTHOCTI Y 3aTBEpPKEHOMY
[ocbe cepTudpikaTa BignoBiAHOCTI E€Bponecbkiii
dhapmakonei, Wwo BKIoYa€e nepiog NOBTOPHOIO
BMNpOGYBaHHS) (Nepiog, NOBTOPHOroO
BMNpo6yBaHHsA/Nepios 36epiraHHs) - SMEHLIEHHS.
3MeHLLIeHHSs nepiofy NOBTOPHOro BUNpobyBaHHs 3 60
Micauis o 48 micauis. 3miHa He 06yMoBeHa
HenepegbayeHMMN ob6cTaBmHamy y npoueci BUpobHMLTBa
abo npo6nemamu LWOAO CTabiNbHOCTI. 3miHn | TNy -
3MiHu 3 akocTi. A®l. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHM NapameTpiB
cneundikauii Ta/abo JONYCTUMKX MEX, 3a3HaUYEHNX Y
crneundikauisx, onsa 6esnocepeHboi ynakoBky AP (iHLi
3MiHK). OHOBMEHHS cneuudikaLii KpULLKW KOHTeliHepa Ta
NaliHepa BiANoBiAHO A0 CyYacHMX CTaHAAPTIB.

49,

BOMEHAA

PO34MH ANA iH EKLi,
2 mr/mn; no 2 mn (4
Mr) abo no 4 mn (8
Mr) y do1iakoHi; no 5
a6o no 10 dnakoHis
Y KapTOHHIi1 kopobu,i

Acnipo ®apma
Nimiten

IHais

Acnipo ®apma Jlimites

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny
- 3MiHM Wwopao 6esnekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XapakTepucTumui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUiT Ans
MEeAUYHOro 3aCToCyBaHHA Ha MNifgcTaBi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ynbTart OLiHKM
3BITY 3 JOCNIAKEHb, NPOBEAEHMX BiANOBIAHO A0 NNaHy
negiatpuyHux gocnimkeHb (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHN BHECEHi
00 [HCTPYKUiT A8 MeANYHOro 3acToCyBaHHSA NikapCbKoro
3acoby Ao po3ainis: "Oco6/MBOCTI 3aCTOCYBaHHSA",
"Mo6iyvHi peakuii” Wwoa0 6e3nekn 3acToCcyBaHHSA AitoyOoi
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/18676/01/01

50.

FENA-MEPL,

rpaHynsat, 3r/5r, no
5 ry nakeri; no 30
a6o 50 a6o 100
nakeTiB y KapTOHHIi
Kopoobui

Mepu,
PapmacbioTika
nc rmex

HimeyuuH
a

Mpoaykuis in bulk:
Knoke ®apma-Cepsic
M6X, HimeuuunHa;
AciHo ®apma AT,
LLiBeiiuapisi; NepBUHHE
Ta BTOpPWHHE
nakyBaHHs: Knoke
dapma-Cepsic M6X,
HimeuuunHa; BupobHuk
BiANOBIAaIbHNI 3a
BMNYCK Cepii KIHLEeBOro
NPOAYKTY:

Mepu, ®apma M'm6X i
Ko. KraA, HimeuuunHa,
BTOpWHHE nakyBaHHs:
X.EJ1.MN. T'm6X,

LLsenuapis/
HimeyunHa

BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOGHUYOT AinbHULI
(Bovaroum ginbHuui ans A®l, npoMixHOro NnpoaykTy abo
roTOBOrO NliKapcbKoro 3acoby, AiNbHUL 415 NPOBEAEHHS
nakyBaHHs, BUPOOHWKa, BifNOBifa/IbHOTO 3a BUMYCK CEPIld,
MicLle NpOBeAEHHS KOHTPOO cepii) abo noctavyanbHUKa
BVXifHOrO Matepiany, peareHTy abo AOnoMiXHOT
PEeYOBMHM (SKLLIO 3a3HAYEHO Y [OCLE) - BUTYUYEHHS
BMPOBHMYOT AiNbHULL FOTOBOrO NiKapcbkoro 3acoby ena-
Mepu, a came BupobHuka Mepu, Papma MmoX i Ko.KraA,
HimeuunHa

6e3
peyenma

UA/0039/02/01
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
HimeuuunHa; MpecTtix
MpomoyLuH
BepkaydcdoepaepyH
r & Bepbecepsic
'm6X, HimeyunHa
51. FENA-MEPL, rpaHynst, 3 r/5r; no MepL, HimeuuunH AciHo ®apma Arl', LLBeiiuapis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/0039/02/01
5 ry nakeri; no 30 dapmacbioTika a LLisefiuapis (npoaykuis HimeuunHa TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib. peyenma
abo 50 a60100 nc rmex in bulk); Knoke KOHTposb roToBoro fikapcbkoro 3acoby. 3miHa

NakeTiB y KAPTOHHIi
Kopobui

dapma-Cepsic ['M6X,
HimeuunHa (nepBuHHe
Ta BTOPVHHE
nakyBaHHs); Knoke
dapma-Cepsic MM6X,
HimeuunHa (npoaykuis
in bulk); Mepy, ®apma
'M6X i Ko. KlraA,
HimeuyunHa (BMPOGHUK
BiANOBigaIbHUI 3a
BWMYCK Cepii KiHLEeBOoro
npoaykTy); Mepu
Papma 'm6X i Ko.
KraA, HimeuunHa
(nepBuHHE Ta
BTOPWHHE MaKyBaHHS);
MpecTix MpomoyLUH
BepkaydcdoepaepyH
r & Bepbecepsic
'mM6X, HimeyunHa
(BTOPUHHE
nakysaHHs); X.E.J1.I.
'mM6X, HimeyunHa
(BTOpWHHE NaKyBaHHS)

napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
roTOBOro NikapcbKoro 3acoby (4ONOBHEHHS abo 3amiHa
nokasHuka cneuudikauii 3a pesynbTataMmu AOCigKeHb 3
6e3nekn abo AKOCTI (3a BUHATKOM NikapCbknx 3acobiB
6i0/10r4YHOr0/iIMyHOMOrYHOrO MOXOAKEHHS)) 3MiHW A0
Cneuudikauii Ha MOMeHT BMnycKky Ta Cnevudikauii Ha
TepMiH NpuAaTHOCTI. B X0Ai BUBYEHHA [0BroTpMBasiol
cTabinbHOCTI cepili nikapcbkoro 3acoby MEMA-MEPL,
rpaHynAT, 3 1/5 T, SKi 3HaX0A4UTLCA B 06iry, 6ynu BUSIBMEHI
2 ifeHTudikoBaHi foMiLKK: 2-(8-L-opHiTnn)-2-aeokci-D-
rntokonipaHosa Ta 1-(a-L-opHiTnn)-1-geokci-D-
dpykTOnipaHosa. basyounck Ha pe3ynbTaTax BUBYEHHS
CTabinbHOCTI 4151 060X AOMILLOK BCTAHOB/IEHO A0MNYCTUMY
mexy <0,15 %, Lo Bignosigae ksanigikaviiHomy nopory
BignosigHo o ICH 038 (R2) ansa nikapcbkux 3acobis 3
MaKCMMa/bHOK [060BOI0 403010 GinbLue 2 r. 3MiHK | Tuny
- 3MiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCcbKOro 3acoby. 3miHa y MeToAax
BMNPOBYBaHHSA rOTOBOTO JIIKAPCLKOro 3acoby (BUyYEHHS
MEeTOoZAY BUNPOOGYBaHHS, SIKLLO BXe 3aTBEpPAKEHNIA
anbTepHaTUBHUI MeTod) BunyyeHHs meToAy KaninsapHoro
enekTpodyopesy, €sp.®apm. n. 2.2.47 (n. 8 MK4A) 3
aHaNiTUYHNX METOAVK KOHTPO/IA NOKA3HWKIB
"laeHTudikauis", "KinbkicHe BU3HaueHHs" Ta "UucrtoTa”,
TaK Sk 3aTBEPAKEHO a/IbTEPHATVBHWI METOZ, KOHTPOIO, @
came metog BEPX. 3Minn | Tvny - 3miHu 3 siKocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO /iKapCbKOro 3acoby
(iHwi 3miHK) Mepeknag MKA 3 pociiicbkoi MOBM Ha
YKpaiHCbKy. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
3arBeppkeHo: MpadiyHe 0hOpPM/IEHHS YNaKOBKU.
[opaeTtbea. 3anponoHoBaHo: Bignosigae 3aTBepaxeHoOMy
TEKCTY MapKyBaHHs. 3MiHu | Tvny - 3MiHn Wwofo
6e3nekn/edekTBHOCTI Ta thapMakoHarnagy (iHLwi 3MiHn)
3MiHM BHECEHO B TEKCT MapKyBaHHS MEPBUHHOI Ta
BTOPMHHOT YNakoBOK /likapcbKoro 3acoby. 3miHu | Tvny -
3MiHu 3 siKocTi. FoTOBWMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHK) BHeCeHHsA He3HauHoI
3MiHV 06YyMOB/IEHE HEOOXIAHICTIO NPUBEAEHHAM
3aTBepKEeHNX cneumdikauii y BignoBiAHICTb A0 po3ainy
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ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

BMpo6Huka 3.2.P.5.1. Specification Ta gitounx Bumor
€Bponeiicbkoi hapmakonei, 5.1.4, a came YTOUHEHHS
KpUTEPITB NPUAHATHOCTI ANA T. «MikpobionoriyHa
ynctoTtax». 3MiHu | TUNy - 3MiHK 3 AKocTi. FoToBwMIA
nikapcbkuii 3aci6. KOHTpOb rOTOBOrO NiKapCbKoro 3acoby.
3MmiHa y meTogax BUNpo6yBaHHSA roTOBOrO /iKapCbKOro
3ac06y (BUlyYEHHA METOAY BUMPOOYBaHHS, SKLLO BXe
3aTBEPXEHUI albTepPHATUBHWIA MeToA) BunyueHHs
MeTOoAMKM «laeHTudiKaLis, KilbkicHe BU3HaYeHHs Ta
yucToTa L-opHiTMHy-L-acnaptatr metogom BEPX
(cTaHpapTHUIA 3pa3ok L-opHiTUHY-L-acnapTar)
("Identification, assay and purity testing of L-ornitine-L-
aspartate via HPLC — Merz-method, reference standard L-
ornitine-L-aspartate") 3 p. 3.2.P.5.2 Mogyns 3, Ta sk
HacnigoK BUTyYeHHs BIAMNOBIAHOT MeToAMKN 3 MeTosiB
KOHTPOJO SIKOCTI, OCKiNbKM MeTofuka binbLie He
BUKOPVCTOBYETLCSA BUPOOHNKOM.
3MiHu Il TUny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JONYCTUMMX MEX
roTOBOro Nikapcbkoro 3acoby (3miHa 3HaxoauTbCs nosa
3aTBEPLKEHVMI AONYCTUMUMU MeXaMmu crneLudikaviin)
3MiHa fonycTMUX MexX B cneuudikauii Ha MOMEHT
BUNYCKY, NOKa3HUK «YuctoTa. JoMillKu, HEBILOMI,
OAMHMYHI» 3 0,05 % fo <0,10 % signosigHo fo ICH Q3B
(R2). 3minHu Il TURY - 3MiHM 3 AKOCTI. [OTOBWIA NiKapCbKuii
3aci6. KoHTposib AONOMKHUX peyoBUH. 3MiHa napameTpis
cneumdikaLin Ta/abo gonycTuMmnx Mex asst 4ONOMiKXHOT
PeyoBMHM (3MiHa 3HAXOANTLCS M03a 3aTBePLKEHNMN
[ONyCTUMMMK Mexamu cneuudikauin) 3miHa o
cneuudikaLii JONOMKHOI peyoBMHU ApomaTu3aTop
NIVIMOHHWIA, a came 3MiHV AonycTUMUX Mex 3 14,0-17,0
(v/m) Ha 12-20 % (v/m) ans nokasHuka «KinbkicHe
BM3HAYEHHA edipHNX Macen, naposa AUCTUNALIS» Ha
OCHOBI CTATUCTUYHMX AaHWX aHani3y. 3miHu Il Tuny - 3miHn
3 AKocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMiIXHUX PeYyoBUH. 3MiHa napameTpiB cnewudikawii
Ta/abo fonycTMMNX MeX A5 [OMNOMIXKHOT peYOBUHU (3MiHA
3HaxX0AWTLCA N03a 3aTBePAKEHUMMN A0MYCTUMUMMN
Mexamu cneumdikauit) 3mMiHa go cneumdikaii
[OMOMiXXHOT peyoBVHM ApomaTn3aTop anenbCUHOBUIA, a
came 3MiHV gonyctumMmx mex 3 13,0-17,0 (v/m) Ha 12-18
% (v/m) ons nokasHuka «KinbKicHe BU3HaUYeHHs edpipHNX
macers, naposa AUCTUIALiS» HA OCHOBI CTATUCTUYHUX
[aHuX aHanisy.

52.

FENAPUH-
DAPMEKC

PO3YMH ANS iH'EKLIN,
5000 MO/mn no 1
mn abono5mny
thnakoHax; no 5
oNakoHiB y

TOB
"®OAPMEKC
reymn"

Ykpaina

TOB "®APMEKC
reyn"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu ||
Tuny - 3miHu 3 skocTi. A®I. BupobHuuTBO. 3MiHa
BMPOOHUKA BMXiAHOrO/MPOMDKHOIrO NPoAyKTy/peareHTy, LWo
BMKOPVCTOBYIOTbCS Y BUPOOHUYOMY npoueci AdDl, abo
3MiHa BUPOOHMKa (BK/IKOYakouM, fe HeobxigHo, Micue

3a
peyernmom

UA/13831/01/01
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KOHTYpHiIlA npoBefeHHs1 KOHTPO0 skocTi) APl (3a BigCyTHOCTI
YapyHKOBIl cepTucpikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
ynakosLi; no 1 3aTBepXeHOMY [0Cbe)(BBeAeHHA HOBOrO BUPO6HMKa API
KOHTYPHIl 3 Hafj@aHHAM MacTep-haiina Ha A®l). BBeAeHHS HOBOIO
YapyHKOBIli ynakoBLyi BMpo6HMKa APl 3 HagaHHAMM macTep chaiina "Yino
B KapTOHHIi kKopo6Lyi Pharma Limited", Kutaii go Bxe 3arBepzxeHoro "Hebei
Changshan Biochemical Pharmaceutical Co., Ltd., Kutaii"

53. FEMNATOKC KOHLeHTpaT Ans TOB YkpaiHa TOB «®APMACE/1», YkpaiHa/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHK | Tuny 3a UA/12890/01/01

pPO34unHy Ana "®APMACE/" YKpaiHa (KOHTposb, HimeyunHa - 3MiHK 3 AkocTi. API. KoHTponb A®I. 3miHa y napameTtpax | peyernmom

iHcpysiiA, 500 mr/mn
no 10 mn B amny/i;
no 10 amnyn y navuj
3 KAPTOHY

BUMNYCK Cepii);
XONOMAK
depnakyHrcTexHik
'mM6X, HimeyunHa
(BMPOGHMLTBO
Hepo3dacoBaHOl
npoayKujii, nepBnHHa
Ta BTOPVHHA
ynakoBKa, KOHTPO/b);
XONOMAK
depnakyHrcTexHik
'M6X, HimeyunHa
(BTOpWHHA yNakoBKa,
KOHTPO/Ib)

crneundikayiii Ta/abo AONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiZHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLeci
BMPOGHULTBA AD| (3BYXXEHHS JOMYCTUMUX MEX,
BM3HAYEHNX Y cneuudikauii) - 3By)XeHHS fONYCTUMUX MEX,
BU3HauYeHux y cneuudcpikauii A®| (L-OpHITUHY-L-
acnaprtarty) Bupo6Hukom Kyowa Hakko Bio Co., LTD,
ANOHIA 3a NokasHMKam «Xnopuan» Ta BHECEHHS
Bi4NOBIAHMX 3MiH Y METOAMKY KOHTPOO. BBEAEHHS 3MiH
npoTArom 3-x MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHuW | TNy -
3miHu 3 gKkocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
crneundikayisx Ha A®l, abo BUXigHNA/NPOMIXHNIA
NPOAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLeCi
BUPOGHMLUTBA AD| (3BY)XKEHHSA AOMYCTUMUX MEX,
BM3HAYEHNX Y cneuudikauii) 3By)XEHHS JONYCTUMUX MEX,
BM3Ha4eHux y cneuundpikauii A®I (L-opHiTUHY-L-
acnaprarty) Bupo6Hukom Kyowa Hakko Bio Co., LTD,
ANOHisi 338 NOKA3HUKOM «AMOHil0 COMi» Ta BHECEHHS
BiANOBIAHMX 3MiH Y METOAVKY KOHTPO/0. BBeAEHHS 3MiH
NpoTArom 3-X MicAUiB Nicnsa 3aTBepmKeHHs. 3MiHu | Tuny -
3MiHM 3 sikocTi. APl KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneyudikauisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
npoayKT/peareHT, WO BUKOPUCTOBYOTLCA Y MPOLECi
BMPOGHMLTBA ADI (3BY)XEHHS JOMYCTUMUX MEX,
BM3HAYeHUX y cneuudpikauin) 3By>XeHHS A0NYCTUMUX MEX,
BM3HayeHnx y cneundikauii A®I (L-opHiTUHY-L-
acnaprarty) Bupo6Hukom Kyowa Hakko Bio Co., LTD,
SANoHin 3a NokasHMKaMmn «3anizo» Ta BHECEHHS!
BIANOBIAHMX 3MiH Y METOAVKY KOHTpOsto/ BBeAeHHS 3MiH
npoTArom 3-x MicALIB MiCNA 3aTBEPMAKEHHS. 3MiHuM | Tuny -
3MiHY 3 siKocTi. A®I. KoHTponb A®l. 3miHa y meTogax
BunNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomikHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLiECi
BUpo6HMUTBa AP (HLWi 3MiHM Yy MeToAax BUNPOOyBaHHS
(BKtOvarouM 3aMiHy abo fonoBHeHHs) Al abo
BWXi4HOro/MpoMiKHOro NpoAykTy). 3mMiHa y MeTogax
BUNPO6YBaHHA A®I(L-OpHITUHY-L-
acnapTaty)T.»CynpoBifHi 4OMIiLKV», a caMme onTumisauis
npo6oniAroToBKM, XpoOMaborpadlivyHoi KO/IOHKM. 3a3HavyeHo




56

ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o

nocsio4YeHHs1

6iNbLL KOPEKTHE OLiHIOBAHHA BMICTY HecneundivyHmnx
OOMILLIOK Ta iX Cymy.

BBeneHHs 3MiH NpoTarom 3-x micsuiB nicns
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®l. 3miHa y napameTpax crneumdikayini Ta/abo
OONyCTUMUX MeX, BU3HaYeHuX y cneumdikauisax Ha Adl,
ab0 BUXigHUIA/NPOMIXXHWIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BWJ/TyYEHHS 3aCTapiforo NokasHuka)) BUMYYEeHHS NMOKa3HWK
«[Mpo3opicTb po3unHy>» 3i cneumndikavii Ab| (L-opHITUHY-L-
acnapTary) HasiBHWI1 Noka3HWK «KoedilieHT nponycKaHHs»
(mMeTog, abcopbuiiiHOT cnekTpomeTpil). BBeAEHHSA 3MiH
npoTArom 3-x MiCALIB MiCNsa 3aTBEPMKEHHS. 3MiHuM | Tuny -
3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikauii Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiZHWIA/MPOMIXHWIA
NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLeCi
BMPO6HMLTBA AD| (BUNYYEHHS HE3HAYHOTO MOKa3HMKa
AKOCTI (Hanpvknag BUTlyYeHHS 3acTapisioro NoKasHuka))
BWJTyYEHHS MOKa3HMK AKOCTi «KONbOPOBICTb PO3UMHY>» 3i
cneumdikauii A®| (L-opHITUHY-L- acnapTaty) HasiBHWiA
nokasHuk «KoeailieHT nponyckaHHs» (MeToz
abcopbuiiiHoi cnekTpomeTpii)

BBefeHHs 3MiH NpoTArom 3-x MicsiB nicns
3aTBEPMAKEHHS.

54.

FENALE®®

NOPOLLIOK Ans
PO3unHy A5 iH'eEKUil
no1,0r, 10
oNakoHiB 3
MOPOLLKOM Y
KOHTYPHIi
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLji
B nauuj

MAT
"Kuismepgnpen
apart”

YKpaiHa

MAT
"KuiBmegnpenapar”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux MaTepiasis: 3MiHu | Tuny
- 3MiHM Wwopao 6esnekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XapakTepucTumui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUiT Ans
MeAUYHOro 3aCToCyBaHHA Ha MNigcTaBi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ynbTaTt OLiHKM
3BITY 3 JOCNIAKEHb, NPOBEAEHMX BiANOBIAHO A0 NNaHy
negiatpuyHux gocnimkeHb (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHN BHECEHi
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3gin "Mo6iyvHi peakwii" BianosigHO A0
OHOB/EHOT iHGhopMaLii 3 6e3nekn 4io40i PpevyoBUHN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPMAKEHHS

3a
peyenmom

UA/0881/01/01

55.

FENTPAN®

Tabnetkun
KULLKOBOPO34YUHHI N0
500 mr, no 10
TabneTtok y 6nictepi;
no 2 6nictepu y
KapTOHHIlA KopooLi

AGGOTT
NabopaTopis
6X

HimeyuuH
a

AG6BI C.p.n.

ITanisa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |
Tuny - 3MiHK 3 AkocTi. A®l. Bupo6HuLTBO. 3MiHa po3Mipy
cepii (Bkitoyatoun gianaszoHun) A®l abo npoMiXXHOro
NPOAYKTY, SKWii 3aCTOCOBYETLCSA Y MPOLEeCi BUPOBHNLTBA
A®I (36inbweHHsA fo 10 pasiB NOpPiBHSAHO i3 3aTBEPAKEHNM
po3Mipom) AfanTyBaHHS Aiana3oHy po3mipy cepii Al
npoBOANTLCA A/151 BiOOPaXKEHHS cepeiHbOro po3mipy

3a
peuyernmom

UA/6993/01/02
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ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o

nocsio4YeHHs1

cepii 1100 kr (1100 +250 «kr) (6e3 ypaxyBaHHsi
TEOPETUYHUX | NPaKTUYHKX BTPAT), L0 € pe3y/ibTaTom
He3Ha4yHOro KopuryBaHHs onepawiiHix NpakTuk, He
NoB'A3aHNX 3 6Yb-AKUMU KPUTUYHUMU NapaMeTpamu
BMPO6HMYOro npouecy. XXOAHUX 3MiH Hi B MpoLeCi
BUPOGHMLTBA, Hi B Ki/IbKOCTI BUXiAHUX MaTepiasiB He
Bigbynocs ( 3aTBepaxeHo: 1000 + 200 kr). 3miHu | Tuny -
3miHu 3 aKkocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneyudikalisix Ha A®l, abo BUXiZHWUI/MPOMIXHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLeCi
BUpo6HUUTBa AP (IHLWi 3MiHK) 3MiHK Y cnieundikalii Ha
A®I: - nokasHuk «Impurities»: 3miHa AONYCTUMOT Mexi Ans
nomiwkn SAMe-Glycine Isomer-2 3 «< 1,6 % calculated as
Adenine» Ha «< 0,5 %» BBOAWUTLCS B 3B'A3KY 3 BBEAEHHAM
HOBOrO MeToy BMNPOOYBaHHS LLOAO KiNlbKICHOrO
BM3HAYEHHS | BU3HAYEHHST AOMILLIOK B AD| 3rigHO 3 AKUM
BiAHOCHWIA dhakTop Biagryky (RRF) gaHoi gomiku
BM3HAYaAETbCA BiAHOCHO afleMETIOHIHY (3rigHO 3
nonepegHiMm metogom RRF foMiLLKM BU3HAYaBCS BiJHOCHO
afleHiHy); - nokasHuk «Microbiological Purity»: 3amiHa
cymapHoro napametpa cneuudikauii «TAMC + TYMC
(total)» Ha okpemi napameTpn « TAMC» i «TYMC»
NPOBOAMTLCA 3 METOK rapMOHi3aLii KpuTepiiB JaHnx
napameTpis 3 Bumoramu EP - nokasHuk «Color of
Solution»: pefakujiiiHe yTOYHEHHS Y Ha3Bi MOKa3HMKa —
BUTy4YEHHS BKasiBkn «npu pH 6», ockinbkn pH Boau €
61113bKO 6 | ByAb-Ake KopurysaHHs pH BoAn He BN/MBae
Ha pH KiHLEeBOro posuvHy; - nokasHuk «Residue on
Ignition»: pepakuiiHe YyTOYHEHHSI HA3BU NOKa3HMKa Ha
«Sulphated Ash» - 3 MeTOI0 NpPUBEAEHHS Y BiANOBIAHICTbL
00 EP. 3miHu | Tuny - 3miHu 3 sikocTi. A®I. KoHTposnb AdL.
3MiHa y MmeTofax BunpobyBaHHsa APl abo BUXigHOro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETHLCA y NpoLieci BUpo6HuuTea AP| (iHwwi
3MiHM Y MeTogax BUnpobyBaHHA (BKNOYatouy 3amiHy abo
[ONoBHEHHRA) AD| abo BUXiAHOro/NPOMIKHOrO NMPOAYKTY)
3amiHa Ailounx MeTogis BunpobysaHHa Al wopao
ifeHTudikauii, KiIbKiICHOrO BU3HAYEHHS! IOHY afleMeTIOHIHY i
BM3HAYeHHA BMICTY fomilwok (RTM.C3591 i RTM.C3592)
Ha HOBUWI MeTop, BUNpobyBaHHs AdI, akuii 06’eaHye
iAeHTMdiKaLjto, KilbKiCHe BU3HAYEHHS iOHY af,eMEeTIOHIHY i
BM3HAYEHHA BMICTY JOMILIOK (KpiM FomMocepuHy Ta 2-
aMiHo-4-6yTuposaktoHy) — RTM.C6025

56.

FENTPAN®

MOPOLLIOK
niogpinisoBaHunii Ans
NPUroTyBaHHs
pO34nHYy AN iH'eKUil
no 400 mr

5 CKIsAHMX (01aKOHIB

AB6OTT
NabopaTtopi3
m6X

HimeyuuH
a

Bionoaxici ITanis
Na6opaTtopis C.P.J1.,
ITanis (BMpo6HMLTBO,
nepBUHHE MakKyBaHHS

Ta KOHTPO/Ib AKOCTI
nopoLuKa

ITanis/
Ipevis/
®paHuisa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib.
KOHTpOsb roTOBOrO NikapcbKoro 3acoby. 3miHa y metogax
BUNPOBYBaHHS rOTOBOrO JlikapCbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpPAKEHNX METOAax BUNPOOyBaHHS) BHECEHHS
He3Ha4yHMX 3MiH 40 MeToAy BUMPO6YBaHHA ANs

3a
peyenmom

UA/6993/02/01




58

ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

3 niocpinizoBaHUM
NOpPOLUKOM Ta 5
amnyn 3
PO3UYMHHMKOM (L-
Ni3NH, HaTpito
rigpokcua, Boga ans
iH'eKUit) no 5 MmNy
KOHTYPHIi
YapyHKOBIl
ynakoBLi,
3anevaraHivi
a/IOMIHIEBOIO
ponbroto; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLyi
B KAPTOHHIlA KOpOGL

nioghinizoBaHoro;
BTOPVHHE MaKyBaHHS,
KOHTPO/Tb AKOCTi Ta
BUMYCK cepili roToBOro
nikapcbKoro 3acoby);
damap A.B.E. Animoc
MnaHT 63, BYN. Ar.
LimiTpiy, Mpeuis
(BMPOGHULTBO,
NepBUHHE NaKyBaHHS,
KOHTPO/Tb AKOCTi Ta
BUNYCK Cepiit
po3unHHuKa in bulk);
damap Jlernb,
PpaHuis
(B1pOGHULTBO,
NepBUHHE NMakKyBaHHS
Ta KOHTPO/b AKOCTI
nopoLuka
nioghinizoBaHoro;
BTOPVHHE MakKyBaHHS,
KOHTPO/Ib AKOCTi Ta
BUWMYCK Cepili rOTOBOro
nikapcbKoro 3acoby)

ifgeHTudikauii, BU3HaYeHHA KiNlbKiICHOTrO BMICTY
afileMeTIOHiIHY | BU3HAYEHHS BMICTY NpOAYKTIB po3nagy
(kpim FoMocepuHy Ta 2-amiHO-4-6yTrponakToHy) (BEPX)
47151 TOTOBOTO JliKapCbKOro 3acoby, a came: - 4O4aHO
BHYTPILLHI cTaHAapT (MypyH) 415 NiABWLLEHHS TOYHOCTI
Ta 3aranbHoi HafiiHoCTi MeToAy; - TemnepaTypa 3paska
nigsueHa go 10 °C; - BumMoru fo NpuaatHoCTi cucteMm
Tpoxu 3miHeHi (LOQ 3HwkeHo Ao 0,05%, giana3oH RT —
16-20 xB.), RRF geLo Bigpi3HAETLCA B 3B'A3KY 3
peBanifadieto, 4OAAHO OMLiK0 KOHTPOJIKO XO/I0CTOr0
PO34MHY 3a M/IOLLEH0 MiKiB BiAHOCHO NJIOLL NiKy
BHYTPILLUHbOrO CTaHAapTy (NYypYHY); - 3MEHLLEHO KiSTbKICTb
BOAM, L0 BUKOPUCTOBYETLCA A/19 PO3YMHEHHS, 3 5% [0
4%; - poaaHo iHhopMaLito Npo Nopir peecTpawii 4OMILLIKN
(0,05 %) npu 3BiTyBaHHI NPO BMICT AOMILLOK; - peAaKLiliHi
3MiHV Ta YTOUYHEHHA Y Ha3Bax po3finis, TEKCTI MeToay Ta
po3TallyBaHHi iHhopmad,i.

57.

FEPNEBIP®

masb 2,5 %; no5r
abo 15ry 1y6i; no 1
Ty6i B nauyw,i

MAT
"Knismegnpen
apart"

Ykpaina

MAT
"Kuismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTtepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
KOHTpOsb roTOBOro NMikapcbkoro 3acoby. 3miHa y metogax
BMNPOBYBaHHA rOTOBOrO /iKApPCbKOro 3acoby (iHLWi 3MiHW Y
MeToAax BMNpoGyBaHb (BK/IOYaoum 3amiHy abo
[OMNOBHEHHS)) BHECEHHS 3MiH 40 MeTopAiB BUNpobyBaHHSA
"'N3 3a nokasHukom "CynpoBigHi AOMILKN", 30Kpema:
npuBELEHHS Y BiANOBIAHICTb A0 MOHOrpadii BP y 3B'A3ky
i3 3MiHOIO cTaHOapPTHUX 3paskiB. 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuii 3aci6. KOHTPOb rOTOBOTO
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
roTOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEpKEHNX MeToAax BunpobysaHHsA) CynyTHS 3MiHa
- 3MiHK 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikavin Ta/abo fonycTMMNX MeX roToBoro
nikapcbKoro 3acoby (iHWi 3MiHM) BHECEHHS 3MiH A0
Cneuudikauii / MeTogis BunpobysaHHsa /13 3a
nokasHukom "lgeHTucpikauis B", 3okpema: npuBefeHHs y
BiANOBIAHICTb A0 Noka3Huka "CynpoBigHi AOMILLKK". 3MiHN
| TMNY - 3MiHK 3 AKOCTi. FOTOBWIA NlikapCbKuii 3aci6.
KOHTpO/b rOTOBOrO /liKapCbKOro 3acoby. 3miHa y meTogax
BMNPOBYBaHHSA roOTOBOr0 NiKapCbKoro 3acoby (HesHauyHa
3MiHa y 3aTBEpAKeHUX MeTogax BunpobysaHHs) CynyTHa
3MiHa - 3MiHK 3 AKOCTI. FOTOBWMIA NikapCbKMii 3aci6.
KOHTPO/1b FOTOBOIO NiKapCbKOro 3acoby. 3miHa

3a
peyernmom
nolsey
mybi; 6e3
peyenma
nosay
my®6i

UA/2466/02/01
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ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHM) BHECEHHS 3MiH
no Cneuvndikauii / MeTogis BunpobysaHHsa M13 3a
nokasHukom "lgeHTudikauia A", 3okpema: NpuBefeHHs y
BiAMNOBIAHICTb A0 3arasibHuX BuMor JOY/Ed 2.2.25.,
30KpeMa: BCTAHOB/IEHHS Pi3HULL OfepXaHoro 3Ha4eHHs
A5 NONOXEHHA MakCUMYMY NOTIMHAHHA A0 3a3HaveHoro
Ha piBHi £2 HM. 3MiHu | TNy - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpOib roTOBOrO NikapCcbKoro 3acoby.
3MmiHa napameTpiB cneuudikaii Ta/abo fonyCTUMUX MEX
rOTOBOrO J1iKkapCbKOro 3acoby (iHLWi 3MiHK)
BHECeHHS 3MiH 40 Cneuudikauii /13 3a NoKa3HUKOM
"CynpoBigHi JOMILLKK", 30Kpema: NPUBEAEHHS Y
BigMnoBigHICTb A0 MOHorpadii BP

58.

NKAMTUAH™

kancynu TBepai no
0,25 wr; no 10
kancyn y bnictepi;
no 1 6nictepy B
KapTOHHI Kopobui

Hosapric
dapma Al

LLiseiiuapi
o

FnakcoCmiTKNnsiiH
MaHyhakTypvHr
C.n.A.

ITanisa

BHECEHHS 3MiH [J0 peeCTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecy Micua NpoBafKeHHS AisNIbHOCTI BUPOGHMKa
(BKItOYaKOUK, 3a HEOOXIAHOCTI, MicLe NPoBeAEHHS
KOHTPO/IIO SIKOCTI), a60 BnacHuka macTtep-gainna Ha Adl,
ab60 noctavasibHMkKa A®I/BuxigHoro
marepiany/peareHTy/NPoOMKHOIO NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHULTBI ADI (AKLLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a BiAcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE, ab0 BUPOOHMKA HOBOI 4ONOMIKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO y A0CbE). 3MiHA Ha3Bu Ta
YTOUHEHHSA afpecy Micusi BNPOBaMKEHHS AisNIbHOCTI
BMPO6HUKa A®I BiANOBIAaUTLHOIO 3a BUPOBGHULTBO Ta
KOHTPO/b AKOCTi cybcTaHLjii 6e3 3MiHV Micus BUPO6HUYOT
OinbHuUui. Oitova pegakuis:

SmithKline Beecham (Cork) Ltd, Currabinny, Carrigaline,
Country Cork, Ireland. NMponoHoBaHa pegakuisi: Thermo
Fisher Scientific Cork Limited, Currabinny, Carrigaline, Co.
Cork P43 AY66, Ireland. 3miHun | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo foNyCTUMUX MEX, BUSHAYEeHUX y cneundikalisx Ha
A®I, abo BUXigHWA/NPOMKHUIA NPOAYKT/peareHT, wo
BMKOPWCTOBYIOTbCS Y Mpoueci BupobHuutea Ad|
(3BYXXEHHS1 ONYCTUMUX MEX, BU3HAUYEHUX y crnieyndikauir).
3BYXEHHS JOMYCTUMUX MEX BU3HAYEHUX Y cneumdikawlii
A®| 3a nokasHukom «Any other single impurity» 3 NMT 0,1
% po NMT 0,10 %, a TakoX BUMpPaBIEHHSA TEXHIYHOT
nomMuIKv B ymoBax 36epiraHHst A®| 3 «-10°C» Ha «< -
10°C» B po3gini 3.2.S.7.1 «Pe3tome LWoA0 cTabinbHOCTI Ta
BUCHOBKM» i B po3fini 3.2.5.7.3. «[laHi Npo CTabisibHICTb».

3a
peyenmom

UA/9121/02/01

59.

NKAMTUAH™

Kancynv TBepgino 1
Mmr; no 10 kancyny
6nictepi; no 1
6nictepy B

HosaprTic
®apma Al

LLiseiiuapi
a

"nakcoCmiTKnsiiH
MaHyakTypuHr
C.n.A.

ITanisa

BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
azpecy Micusi NPOBaKEHHS Aisi/IbHOCTI BUPOGHMKA
(BKNHOYAKOUM, 38 HEOBXIAHOCTI, MicLie NpoBeAEeHHs

3a
peuyernmom

UA/9121/02/02
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ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHIlA KOpO6L

KOHTPO/II0 AKOCTi), abo BNacHuka mactep-chaiina Ha Adl,
ab60 noctavasibHMKa Ad®I/BuxigHoro
marepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHULTBI ADI (AKLLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a BiAgCyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, a60 BUPOOHMKA HOBOI AONOMIKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO y A0CbE). 3MiHA Ha3Bu Ta
YTOUYHEHHSA afpecy Micus BNPOBaMKEHHS OisANbHOCTI
BMPO6HUKa A®I BiANOBIAAUTLHOIO 3a BUPOBGHULTBO Ta
KOHTPO/b AKOCTi cybcTaHLjii 6e3 3MiHM Micus BUPO6HUYOT
pinbHuUUi. Oitova pegakuis:

SmithKline Beecham (Cork) Ltd, Currabinny, Carrigaline,
Country Cork, Ireland. NMponoHoBaHa pegakuisi: Thermo
Fisher Scientific Cork Limited, Currabinny, Carrigaline, Co.
Cork P43 AY66, Ireland. 3miHu | Tuny - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo foNyCTUMUX MEX, BUSHAYEHUX y cneundikauisx Ha
A®I, ab0 BUXIZHWA/NPOMIKXHUI NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTbCS y Npoueci BUpobHuuTea Ad|
(3BYXXEHHSI AONYCTUMUX MEX, BU3HAUYEHUX y crnieundikauir).
3BYXEHHS J0MYyCTUMUX MeX BU3HAYEHUX Y cneumdikawtii
A®| 3a nokasHukom «Any other single impurity» 3 NMT 0,1
% po NMT 0,10 %, a TakoX BUMpPaBfIEHHSA TEXHIYHOT
nomMusku B ymosax 36epiraHHa A®l 3 «-10°C» Ha
«< -10°C» B po3gini 3.2.5.7.1 «Pestome woza0
CTabiNbHOCTI Ta BUCHOBKW» i B po3ini 3.2.5.7.3. «[aHi
npo cTabiNbHICTb».

60.

rNEHCNPEN

cnpeii HasaslbHWIA,
[1030BaHuii,
cycneHsis, 50
MKr/go3y, no 60 abo
120 po3y
nonieTuieHoBoMy
chnakoHi; no 1
onakoHy 3
[,03yH04MM HacoCcoM-
posnutoBayem,
3aKpUTUM
KOBMaYKoM, y
KapTOHHIA KopoobLi

[-p Peapi'c
Nab6opaTtopic
nra.

IHais

rneHmapk
PapmacboTrKan3
nra.

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHa
3asiBHUKA (BNacHMKa peecTpaLiiHoro nocBig4yeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460) BeegeHHs 3MiH
NpoTArom 6-Tu MicALIB NiCNs 3aTBEPMXEHHS; 3MiHM | Tuny -
3MiHuM Woao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsagy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHuX Npo
cuctemy hapMakoHarnagy (BBefeHHs y3arasibHeHnx
JaHux npo cuctemy chapmakoHarnsgy, 3amMiHa
YMOBHOBaXeHOT 0CO6M, BiANOBIAaNbHOI 38 34iCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 chapmakoHarnagy
3asBHUKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobw,
BiANOBIAANbHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BK/KOHAKOYM KOHTaKTHI faHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-aiina cuctemy papmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0C06M 3a8BHUKA, BiAMNoBiga/IbHOI 3a
3[iicHeHHs1 hapMakoHarnsay. [iroya pegakuis:
[rianewsap ApiyH Canan / Dr. Dnyaneshwar Ariun
Sanap. MNponoHoBaHa pegakuis: Dr. Chertan Karoo. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXEHOI 0cobu, BiANOBIAa/IbHOT
3a (hapMakoHarnag,. 3miHa KOHTaKTHOT 0CO6K 3asiBHMKA,
BignoBiga/IbHOI 3a 34iICHEHHS hapMakoHarnsay B

3a
peyenmom

UA/14550/01/02




61 ITponoB>xeHHs fofaTKa 3
Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
YkpaiHi. [itoua pegakuis: MameToBa [iHa HissiBHa.
MponoHoBaHa pepakuis: MaTioxa CeiTnaHa fkiBHa. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHUMKA,
BiNOBIAaNbHOI 3a 3fjiiCHEHHSs hapmakoHarnsgy B
YkpaiHi. 3MiHa MicLe3HaxomKkeHHs1 macTep-daiina
cuctemmn chapmakoHarnisay Ta inoro Homepa. 3miHa Micus
3AiiCHEHHA OCHOBHOI AisiNIbHOCTI 3 dhapmakoHarnsgy
61. FNIOTA30OH® Tabnetkv no 15 wr; TOB YkpaiHa TOB "KYCYM ®APM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHK | Tuny 3a UA/11871/01/01
no 14 tabnertok y "TNEAPAPM - 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nicTepi; no 2 nTa" hapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTui
6nictepu y nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
KapTOHHIl ynakoBsLyj; MeAM4HOro 3aCTOCyBaHHA
no 10 TabneTok y reHepuuHnX/ribpuaHnx/6ionodibHNX nikapcbkmx 3acobis
6nicTepi; no 3 nicns BHECEHHA Tiel camoi 3MiHN Ha pedhepeHTHWiA
6nictepu y npenapar (3MiHa He NoTpebye HafaHHSA XOLAHUX HOBUX
KapTOHHI/ ynakosL,i [0[aTKOBUX AaHWX) -
3MiHM BHECEHI A0 IHCTPYKLii 415 MEeAMYHOr0 3aCTOCYBaHHS
nNiKkapcbKoro 3acoby y po3ainum "MpoTunokasaHHs",
"Oco6nMBOCTI 3acTocyBaHHA", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpygato”, "Mob6iyuHi peakwyii*
3riHO 3 iHhopmaLlieto LWoA0 MeANYHOro 3acTOCyBaHHSA
pedrepeHTHOrOo likapcbkoro 3acoby (Actos 15mg, 30mg,
45mg tablets). BBegeHHsa 3MiH MpoTArom 6-Tu micsuis 3
[aTun 3aTBEPAKEHHS.
62. FMIOTA30H® Tabnetku no 30 mr; TOB YkpaiHa TOB "KYCYM ®APM" YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasis: 3miHu | Tuny 3a UA/11871/01/02
no 14 tabnetok y "TNEAPAPM - 3MiHU Wopao 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nictepi; no 2 nTao” hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLj
6nictepu y nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
KapTOHHI ynakosLyj; MeAM4HOro 3aCTOCyBaHHSA
no 10 TabneTtok y reHepUYHNX/TibpraHNX/6ionoAi6HNX Nikapcbkmx 3aco6iB
6nicTepi; no 3 nicns BHECEHHN Tiel camol 3MiHN Ha pedhepeHTHWi
6nictepn y npenapar (3mMiHa He NOTpebye HafaHHA XXOAHUX HOBUX
KapTOHHIA ynakoBL,i nofaTtkosux faHux) (B.1.2. (a) 1B)
3MiHM BHECEHI A0 IHCTPYKLii A1 MeAMYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3aim "MpoTunokasaHHsa",
"Oco611BOCTI 3acTOCyBaHHA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHs rpygaro”, "MobiuHi peakwyii"
3riHO 3 iHhopmaLieto Woa0 MeANYHOro 3acToCyBaHHSA
pedrepeHTHOro nikapcbkoro 3acoby (Actos 15mg, 30mg,
45mg tablets). BBeeHHs 3MiH NPOTSArom 6-Tv MicsiiB 3
[aTun 3aTBepAKEHHS.
63. FMIOTA30H® Tabnetku no 45 wmr, TOB YKpaiHa TOB "KYCYM ®APM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny 3a UA/11871/01/03
no 14 TabneTtok y "TNEAPAPM - 3MiHM Wwoao 6e3nekn/edekTUBHOCTI Ta peyenmom
6nicTepi; no 2 nTaor hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuLi

6nicTepu B
KapTOHHII ynakoBL;
no 10 Tabnetok y
6nictepi; no 3
6nictepu B

nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
MeAVYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpnaHnx/6ionodibHNX nikapcbkmx 3acobis
nicns BHeCeHHs Tiel caMoi 3MiHW Ha pedhepeHTHWIA
npenapar (3mMiHa He NnoTpebye HafaHHA XXOAHUX HOBUX
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KapTOHHIiA ynakoBL,i popatkosux aaHux) (B.1.2. (a) 16)
3MiHM BHECEHI A0 IHCTPYKLii 415 MEeAMYHOr0 3aCTOCYBaHHS
niKkapcbKoro 3acoby y po3ainm "MpoTunokasaHHs",
"Oco6nMBOCTI 3acTocyBaHHA", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpygaro”, "MobiyHi peakwyii"
3riHO 3 iHhopmaLieto LWoA0 MeaNYHOro 3acTOCyBaHHS
pedrepeHTHOrOo nikapcbkoro 3acoby (Actos 15mg, 30mg,
45mg tablets). BBegeHHa 3MiH MpoTArom 6-Tv micsuis 3
[aTun 3aTBepAXEHHS.
64. AEKBAOON Tabnetkv gns AT YkpaiHa AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny 6e3 UA/16839/01/01
PO3CMOKTYBaHHS 3 "KNIBCbKWI BITAMIHHWIA - 3MmiHu 3 siKocTi. CepTudpikaT BignosigHocTi/lE- peyenma
KOKOCOBVM CMakoM BITAMIHHUIA 3ABOA" cepTudikaT BignoBigHOCTI EBponeichkiii
no 6 TabneTok y 3ABO" hapmakonei/MoHorpadii. MogaHHs HOBOro abo
6nicTepi; no 3 abo 5 OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI @60 BUYyYEHHS
6nicTepiB y nayui 3 cepTudpikaTa BignosiaHOCTI E€Bponeiickkili hapmakoner:
KapToHy ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCS Yy BUPOOHNLTBI ADI; ans
[0MNOMDKHOT peyoBrHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkin hapmakonei) - OHoBeHWA cepTuddikaT Big
yXXe 3aTBepyKeHOro BUpobHuKa. MofaHHs OHOBEHOTO
cepTudikaTa BignosigHoCTi EBponeiickbkiit hapmakonei Ne
RO-CEP 2019-026 - Rev 01 (3atBepgxeHo: RO-CEP 2019-
026 - Rev 00) ansa Aitloyoi pevoBrHY AeKBaNiHIl0 Xnopuay
Bif, BXe 3aTBepkeHoro BupobHrka Lebsa, IcnaHis. Ak
Hacnigok Hassy BUpobHuka A®I Laboratorios Espinos Y
Bofill S.A. (LEBSA), IcnaHisi npuBegeHo ao CEP.
65. AEKBAAON Tabnetkun ans AT YkpaiHa AT "KMUIBCbKUI YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny 6e3 UA/16838/01/01
PO3CMOKTYBaHHS 3 "KNIBCbKWI BITAMIHHWNIA - 3MiHu 3 siKocTi. CepTudpikat BignosigHocTI/IE- peyenma
MaJIMHOBUM CMaKkoM BITAMIHHUIA 3ABOA" cepTudikaT BignoBigHOCTI EBponeichkiii
no 6 TabneTok y 3ABO4" thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
6nicTepi; no 3 abo 5 OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI ab0 BUNYYEHHS
6nicTepiB y navuj 3 cepTudikaTa BignosigHOCTI EBponeiickkiil hapmakonei:
KapToHy ons A®l; ana BuxigHoro martepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBUHU (cepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNEHWIA cepTudikaT Big,
y)Xe 3aTBepAXeHOro BUpobHuka. MogaHHA OHOBIEHOTO
cepTudpikaTa BignosigHoCTi EBponelickbkiin dhapmakonei Ne
RO-CEP 2019-026 - Rev 01 (3aTBepaxeHo: RO-CEP 2019-
026 - Rev 00) Ans Ailo4oi pevoBrHY AeKBaiHIlO Xnopuay
BiJl BXXe 3aTBEpAXeHOro BMpobHuka Lebsa, IcnaHis. Ak
Hacnigok Ha3sy BUpo6HuKa APl Laboratorios Espinos Y
Bofill S.A. (LEBSA), IcnaHisi npusegeHo o CEP.
66. AEKBAAON Tabnetku ons AT Ykpaina AT "KMUIBCbKUI YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny 6e3 UA/16837/01/01
PO3CMOKTYBaHHs 3 "KNIBCbKWI BITAMIHHWIA - 3MiHu 3 siKocTi. CepTudpikaT BignosigHocTI/IE- peuyenma
NIMMOHHUM CMaKOoM, BITAMIHHUIA 3ABOL" cepTuguikaT BiANOBIAHOCTI €BpPONENCchKil
no 6 TabneTok y 3ABO4" hapmakonei/moHorpadii. MogaHHA HoBOro abo

6nictepi; no 3 abo 5
6nicTepiB y nayui 3

OHOBJ/IEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUNYYEHHS
cepTudikaTa BignoBigHoOCTi EBponechkiin dapmakonei:
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

KapToHy

ana A®l; ans BuxigHoOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPVUCTOBYIOTLCS Yy BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBrHU (CepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUl cepTudikaT Bif
yXXe 3aTBepKeHOro BUpobHuKa. MofaHHs OHOBIEHOTO
cepTudpikaTa BignosigHocTi E€Bponeiickkiit hapmakonei Ne
RO-CEP 2019-026 - Rev 01 (3atBepgxeHo: RO-CEP 2019-
026 - Rev 00) ans Ailo4oi pevoBrHY AEKBANIHIIO XN0puay
Bif, BXe 3aTBepkeHoro BupobHuka Lebsa, IcnaHis. HAk
Hacnigok Ha3sy BUpobHMKa APl Laboratorios Espinos Y
Bofill S.A. (LEBSA), IcnaHisi npueegeHo ao CEP.

67.

DEKBAJLON

Tabnetku ans
PO3CMOKTYBaHHS 3
M'ATHAM CMakoMm, No
6 Tabnetok y
6nictepi; no 3 abo 5
6nicTepiB y navuj 3
KapToOHyY

AT

"KWIBCbKWI

BITAMIHHUIA
3ABOS"

YKpaiHa

AT "KUIBCBKUN
BITAMIHHU
3ABOA"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny
- 3MiHn 3 sKocTi. CepTudpikat BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignosigHOCTi EBponeiickkiil hapmakonei:
onsa A®l; ana BuxigHoro martepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAnoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHOBNEHWIA cepTudikaT Big,
yXe 3aTBepAXeHOro BUpobHuka. MogaHHA OHOBIEHOTO
cepTudpikaTa BignosigHoCTi EBponelickbkiin dhapmakonei Ne
RO-CEP 2019-026 - Rev 01 (3aTBepaxeHo: RO-CEP 2019-
026 - Rev 00) ansa Ailo4oi pevoBrHY AeKBaNiHIlO Xnopuay
BiJl BXe 3aTBepXeHOro BMpobHuka Lebsa, IcnaHis. Ak
Hacnigok Ha3sy BUpo6HMKa APl Laboratorios Espinos Y
Bofill S.A. (LEBSA), IcnaHisi npusegeHo o CEP.

6e3
peyenma

UA/14989/01/01

68.

AEPMA30/®M
noc

LwamnyHb no 50 mn,
100 mn 'y dpniakoHi;
KpuLeyka skoro
06TArHyTa
N/1iBKOBOIO
060/10HKO0; M0 1
donakoHy B
KapTOHHIA ynakoBL,i

TOB
«NEA®APM
NTO»

YKpaiHa

KYCYM XE/TTXKEP
nBT NT4,

IHAjA

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepiasis: 3miHa
3asiBHUKA (BNaCHMKa peecTpaLiiHoro nocig4yeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). BBefeHHs 3MiH
NPOTArom 6-Tv MiCALIB NicNiA 3aTBePKEHHSA. 3MiHu | Tuny
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHM J0 y3arasibHEHUX
[OaHvX Npo cuctemy thapmakoHarnsagy (sBefieHHs
y3arasibHeHUX faHux Npo cucteMy dpapmakoHarnisgy,
3MiHa YNOBHOBaXXEHOT 0CO6MU, BiANOBIgabHOI 3a
3AilicHeHHA hapMakoHarAgy; KOHTakTHOT 0cobu 3
chapmakoHarnsgy 3asBHuKa Ans 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0cobu, BiANOBIAaNbHOI 3a 34iICHEHHS
thapmakoHarnagy (Bkiovaoumn KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MiLLLEHHI MacTep-halina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3asBHKa, BiANOBiAANLHOI 32 34iiCHEHHS
thapmakoHarnagy. fitoua pegakuis: Dr. Sanjay Kumar
Mishra.

MponoHoBaHa pegakuis: MNpuanmmnpcbka Tamapa
BonogmmupisHa. 3MiHa KOHTaKTHUX AaHWX YMOBHOBaXEHOT

6e3
peyenma

UA/7632/01/01
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
0C06M 3asBHWKA, BiNOBIAANLHOI 33 34iACHEHHS
hapmakoHarnsagy. 3miHa micus 34iCHEHHSI OCHOBHOT
LisANbHOCTI 3 hapmakoHarnsagy. 3MiHa MicLe3HaxoMKeHHs
macTtep-haiina cuctemu papmakoHarnsgy Ta ioro
Homepa.
69. AVNNPOCIMAH® | cycneHsia ans OpraHoH Lseiiuapi | Ans amnyn: Bupo6bHuk ®paHuia/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny 3a UA/9168/01/01
iH'ekujn, ans CenTtpan Ict A in bulk, nepsuHHe Benbris - 3miHu 3 AKocTi. A®l. KoHTponb A®l. 3miHa y napameTpax | peyenmom
BMPO6HUKIB LLiepiHr- 6X nakyBaHHs: CEHEKCI cneuudikauin Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
Mnay Na6o H.B., HSC - EPYBI/Ib cneyudikauisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
Benbrisi; CEHEKCI CEHT KNEP, npoayKT/peareHT, WO BUKOPUCTOBYIOTLCA Y MpoLECi
HSC - EPYBI/1b ®paHuis; BupobHuk 3a BMPOGHMLTBA AD| (ONOBHEHHS cneundikalii HOBUM
CEHT KJ/EP, NOBHUM LMK/IOM: NOKa3HWKOM SIKOCTi Ta BiANOBIAHUM METOA0M
®paHuis:no 1 mn B LWepinr-Mnay Na6o BMNPOoGYBaHHS) - [lonoBHEHHS crneumndikayii APl 3a
amnyni; no 5 amnyn H.B., Benebris; Ans nokasHukom "Assay&Related Substance" Jowmilkoto |
B KapTOHHIiA nonepegHsL0 (Impurity 1, 1,2 - dihydrobetamethasone dipropionate) 3
Kopobui; ans HarnoBHEHWX LUNPULLB: Kputepiem npuiiHaTHocTi" nmt 0,15%" BignosigHo Ao
BMPO6GHUKaA CEHEKCI HSC - BVMOr MOHorpadii EP
CEHEKCI HSC - EPYBI/Ib CEHT
EPYBI/Ib CEHT KNEP, ®paHuis
KNEP, ®paHujis: no
1 mn B nonepegHLO
HarnoBHEHOMY
wnpuui; no 1
LUMPULY B KOMNIEKTI
31a6o 2
CTepuIbHUMM
rosikamu B
n1acTMKOBOMY
KOHTelHepi
70. AIATAMA PO34uH ANA iH ekt MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/16822/01/01
no 2 ma B amny i, akuioHepHe TOBapuCTBO "JIEKXiM - - 3MiHn 3 sikocTi. CepTudikar BignosigHoCTI/IE- peyernmom
no 5 amnyn B TOBapuCTBO Xapkis" cepTudikaT BignoBigHOCTI EBponeichbkiii
6nictepi, no 1 "JIekxim - thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
6nicTepy B nauui 3 Xapkis" OHOB/IEHOrO cepTuchikaTa BiANOBIAHOCTI @60 BUNYYEHHS
KapToHy cepTudpikaTa BignosigHOCTI EBponeiickbkiil hapmakonei:
ons A®l; ana BuxigHoro martepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBUHU (cepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNEHWIA cepTudikaT Big,
yXe 3aTBepAXeHOro BUPO6HMKa - MoJaHHA OHOB/IEHOrO
cepTudpikaTa BignosigHOCTi EBponelickkiin dhapmakonei Ne
R1-CEP 1998-140 - Rev 05 (3aBTepaxeHo: R1-CEP 1998-
140 - Rev 04) ansa gito4oi peyoBMHM LiaHoKo6anamiHy Big,
BXe 3aTBepmxeHoro BupobHuka SANOFI CHIMIE, France,
SIKMiA 3MiHMB Ha3By Ha EUROAPI FRANCE, France
71. AIAPEMIKC kancynu no 10 Mini Xenckepe Benvka Menpo IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: TEXHIYHA 6e3 UA/8224/01/01
Kancyn y 6nictepi, 3 NimiTen BpuTtaHis $apmacbloThKanc nomMmuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) - peyenmom

6nictepu y
KapTOHHI KOpoo6L;

Mpisat NimiTeq,

BunpaBneHHst TEXHIYHUX NOMWUAOK, 3rigHO N.2.4.5 po3gainy
VI Hakazy MO3 Ykpainu Big 26.08.2005p.Ne 426 (y
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
no 8 kancyny peaakuii Hakasy MO3 Ykpainu Big 23.07.2015 p Ne 460):
6nicTepi; no 1 BMMPaB/IEHHS TEXHIYHNX NOMUJIOK, AONYLLEHNX NPK
6nictepy y npoBeeHHI Npoueaypi nepepeecTpalii, Aka 3aTBepixeHa
KapTOHHIlA KopooLi Haka3oM MO3 YkpaiHu Big 17.12.2019 Ne 2488:
HeBIANOBIAHICTb iHchopMaL,ii (PI3HOUUTAHHS) Y MexXax
OfHOro AOKYMEHTY. B crnieundikaLii cepefiHa maca BMIiCTy
Kancysm fopiBHoe — 270 Mr +5 %, B MeToAuLi KiNbKICHOrO
BM3HaueHHs Lactic Acid Bacillus (Bacillus coagulans
(Lb.sporogenes) ponyuieHa noMmuska y oopmyi
po3paxyHky: 3aTBepkeHo: «CepefHe HanoBHEHHSA
kancysnm (260 mr)»; 3anponoHoBaHo: «CepefHe
HanoBHEHHS Kancynum (270 mMr)». 3a3HavyeHe BUNpaB/ieHHs
BiiNOBigAa€ apXiBHMM MaTepiasiaM peecTpauiiHoro 1ocbe
72. AYDPACTOH® TabneTku, BKpUTI A660TT Hinepnax A660TT Bionopxikan3 | HigepnaHan BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/3074/01/01
NNiBKOBOO Xenckea on B.B. TMny - 3MiHK WoAo 6e3nekn/eddekTUBHOCTI Ta peyenmom
060n0HkKot0, Mo 10 Mpopaktc b.B. thapmakoHarnagy (iHwi 3MiHn) 3MiHM BHECEHO [0
mr no 14 a6o 20, IHCTPYKUIT AN MEAWNYHOrO 3aCTOCYBaHHS NMiKapCbKoro
abo 28 Tabnetok y 3acoby [0 po3ainis "Ocob/MBOCTI 3aCTOCYBaHHSA"
6nicTepi; no 1 BiANOBIAHO A0 pekomeHgauin PRAC EMA.
6nictepy B BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
KapTOHHIlA KOpooLi 3aTBepXeHHS. 3MiHu Il Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3mMiHu y
KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHA Yy
3B’'A3KY i3 HOBUMW JaHUMW 3 AKOCTI, AOKNIHIYHUMNU,
KNIHIYHUMW faH MK Ta JaHMK 3 hapMakoHarnsagy - 3MiHu
BHECEHO A0 IHCTPYKLIT 415 MEAMYHOrO 3aCTOCyBaHHS
niKapcbKoro 3acoby A0 po3ainis "®apMakonorivHi
BractmeocTi", "Cnocib 3actocyBaHHsa Ta gosu”, "Aitn"
(yTouHeHa iHdopmauis), "TMo6iyHi peakuii” (BHeceHO
He3HauHi peakTopchbki npaskn). BBegeHHS 3MiH NPOTAroM
6-T1 MicsILIB NicNsl 3aTBEPAKEHHS
73. EBPA® nnactump - BAT "T'epeoH YropLumHa Brpo6HMLUTBO Himeuunna/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHa 3a UA/2051/01/01
TpaHcaepmasibHa PixTep" Hepo3acoBaHoro Benbris 3asBHVIKa (BnacHWKa peecTpauiiiHoro noceigveHHs) (3rigHo | peyernmom
TepaneBTUYHa NpoAayKTy Ta NepBnHHa Haka3y MO3 Big 23.07.2015 Ne 460). 3miHn | Trny - 3MiHK

cuctema (TTC); no 1
naacTupy B Nakeri i3
naMiHoBaHOro
nanepy i
antoMiHieBoi
donbru; no 3
nakeTy B MPO30pOMYy
nakeTuky 3
nosiMepHoT NNiBKY;
no 1 a6o 3
MPO30pUX MakeTUKu
(3 abo 9 nnactupis)
pasom 3i
cneuiasibHMMmn

ynakoska: J/ITC
JNlomaHH TepaneBTUyYHI
Cuctemu AT,
HimeuuunHa; BTropnHHa
ynaKkoBka Ta BUNycK
cepii: AHcceH
PapmavuesTmka HB,
Benbris

oo 6e3snekn/edpekTMBHOCTI Ta chapmakoHarnsgy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHuX Npo
cucTemy thapmakoHarnsagy (BBefeHHs y3arasibHeHnX
[AaHvX Npo cuctemy hapmakoHarnsgy, amMiHa
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOI 3a 34iNCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHUKa 4151 34iiCHEHHA dapMakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BK/KOHAKOYM KOHTaKTHI faHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-caiina cuctemv dhapmakoHarnagy). 3miHa
yNOBHOBaXXeHOT 0c06M 3as1BHUKA, BiAMoBigaIbHOI 3a
3[jiCHEHHs1 hapMakoHariaay.

[itoya pegakuis: ApHaytosa HOnisi JleoHugiBHa.
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

Haknelikamu Ha
kaneHgap gns
No3Ha4oK Npo
BUKOPUCTaHHSA
nnactmpy (TTC) y
KapTOHHIiA ynakoBL,i

MponoHoBaHa pefakuis: AtTina Onar. 3MiHa KOHTaKTHUX
[JaHnXx ynoBHOBaXeHOI 0co6w, BiANOBIAaIbHOI 3a
thapmakoHarnsg,. BeefeHHA KOHTaKTHOT 0CO6Y 3asBHYIKA,
BiNOBIAaNbHOI 3a 3fjiiCHEHHSs hapmakoHarnsgy B
YkpaiHi. [MponoHoBaHa pefakuis: PociHiH MeHHagji
BikTopoBuY. BBEAEHHA KOHTaKTHUX AAaHUX KOHTaKTHOI
0Cc06M 3asBHWKA, BiNOBIAALHOI 33 34iICHEHHS
thapmakoHarnsgy B YkpaiHi. 3MiHa MicLie3HaxomKeHHs
macTep-haiina cuctemu gpapmakoHarnsgy Ta noro
Homepa. 3MiHa MicLs 34iNCHEHHA OCHOBHOT AiANIbHOCTI 3
chapmakoHarnsgy.

74.

ErNOHIN®

Tabnetku no 200 wmr,
Ne 12 (12x1): no 12
TabneTok y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopobui

TOB "CaHodi-
ABeHTiC
YkpaiHa"

YKpaiHa

OENb®APM AIXKOH

PpaHuis

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny
- 3MiHn 3 sKocTi. CepTudpikat BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignosigHOCTi EBponeiickkiil hapmakonei:
onsa A®l; ana BuxigHoro martepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAnoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHOBNEHWIA cepTudikaT Big,
yXe 3aTBepAKeHOro BUPO6HMKa - MoJaHHSA OHOB/IEHOMO
cepTudpikaTa BignosigHoCTi EBponelickbkiin dhapmakonei Ne
R1-CEP 1998-073-Rev 07 (3atBepaxeHo: R1-CEP 1998-
073-Rev 06) ana A®| cynbnipugy Bif, BXe 3aTBEPAKEHOr0
BMpo6Huka HUVEPHARMA ITALIA S.R.L,, Italy, y
HacnifoK 3BY)XXEHHS AONYCTUMUX MeX LL0AO0 BMICTY
3a/IMLLKOBOTO PO3UMHHMKA (ETUErNIKO/b) Ta 3amiHa
NMOTOYHOTrO OCHOBHOIO MeToAy BUNPOOyBaHHS (rasosa
XpomaTorpadisl) Ha albTepHATUBHMWIA METOZ, 2; 3MiHK |
Tmny - 3MiHK 3 aKkocTi. CepTudikar BignosigHocTI/TE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignosigHOCTi EBponeiickkiil hapmakonei:
onsa A®l; ana BuxigHoro martepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHOBNEHWIA cepTudikaT Big,
yXe 3aTBepAXeHOro BUPO6HMKA - MoJaHHSA OHOB/IEHOMO
cepTudpikaTa BignosigHoCTi EBponelickbkiin dhapmakonei Ne
R1-CEP 1998-073-Rev 08 ans A®I cynbnipuay Bif, BXxe
3aTBepaxeHoro BmpobHnka HUVEPHARMA ITALIA S.R.L.,
Italy, y Hacnigok BuganeHHs TecTy Ha Baxki MeTanu

3a
peyenmom

UA/3818/01/01

75.

ErNOHIN®

Kancynu no 50 mr;
Ne 30 (15x2): no 15
kancyn y 6nictepi,
no 2 6nictepu B
KapTOHHI Kopo6Lyj;

TOB "CaHodi-
ABeHTiC
YkpaiHa"

YKpaiHa

OENb®APM AIKOH

PpaHuis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | Tuny
- 3MiHu 3 siKocTi. CepTudpikat BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
hapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUIYYEHHS

3a
peyenmom

UA/3818/02/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

Ne 30 (30x1): no 30
kancyn y 6nictepi,
no 1 6nictepy B
KapTOHHIA KOpO6L

cepTudpikaTa BignoBigHOCTI EBponeiicbkiii hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (CepTuddikaTt BiAMNoBIgHOCTI
€Bponeiicbkiii hapmakonei) - OHoBIeHWA cepTudikaT Big,
yXe 3aTBepKeHoro BUpo6HUKa - NofaHHA OHOBIEHOTO
cepTudpikaTa BignosigHoOCTi E€Bponeiickbkiii hapmakonei No
R1-CEP 1998-073-Rev 07 (3aTBepmxeHo: R1-CEP 1998-
073-Rev 06) ans pitovoi pevosuHK Sulpiride Big BXe
3aTBepaxeHoro BupobHnka HUVEPHARMA ITALIA S.R.L.,
Italy; 3miHn | TURY - 3MiHK 3 sKkocTi. CepTudikar
BignoBigHoCTI/IE-cepTudhikaT BiANOBIAHOCTI EBpONEiChKilt
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BignosiaHOCTI E€Bponeiickkilt hapmakoner:
ana A®l; ans BuxigHoOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPVUCTOBYIOTLCS Yy BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBrHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUlt cepTudikaT Bif
yXe 3aTBeppKeHOro BUpo6HUKa - NofaHHA OHOBIEHOTO
cepTudikaTa BignosigHocTi €Bponelickkiit hapmakonei Ne
R1-CEP 1998-073-Rev 08 ans gitouoi pevoBuHu Sulpiride
BiJ BXe 3aTBepmxeHoro BupobHuka HUVEPHARMA
ITALIA S.R.L., Italy

76.

ErNOHIN®

PO3YMH ANS iH'EKLIN,
100 mr/2 mn; Ne 6:
no 2 mna B amnyni;
no 6 amnyny
KOHTYPHUX YapyHKax
Y KapTOHHIi1 kopobui

TOB "CaHodi-
ABeHTIC
YkpaiHa"

Ykpaina

OENBb®APM ODKOH

®paHuisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3MmiHu 3 siKocTi. CepTudpikaT BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYyYEHHS
cepTudpikaTa BignosiaHOCTI EBponeiickkili hapmakoner:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPVUCTOBYIOTLCA Yy BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkin hapmakonei) - OHoBeHWA cepTuddikaT Big
yXe 3aTBepKeHOro BUpo6HUKa - NofaHHA OHOBIEHOTO
cepTudikaTa BignosigHOCTi EBponelickbkiit hapmakonei Ne
R1-CEP 1998-073-Rev 07 (3aTBepmxeHo: R1-CEP 1998-
073-Rev 06) ans gitoyoi pevoBunHu Sulpiride Big Bxe
3aTBepaxeHoro BupobHnka HUVEPHARMA ITALIA S.R.L.,
Italy; 3miHn | TMRNY - 3MiHK 3 akocTi. CepTudikar
BignoBigHocTI/IE-cepTudikaT BiANOBIAHOCTI EBpONEChKI
thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI ab0 BUNYYEHHS
cepTudpikaTa BignosigHOCTi EBponeiickkiil hapmakonei:
onsa A®l; ana BuxigHoro martepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkit hapmakonei) - OHOBNIEHWIA cepTudikaT Big,
yXe 3aTBepAKeHOro BUPO6HMKA - MoJaHHSA OHOB/IEHOMO
cepTudikaTa BignoBigHoOCTi EBponeichkiin doapmakonei Neo

3a
peyernmom

UA/3818/03/01
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
R1-CEP 1998-073-Rev 08 ans gitouoi pevoBuHu Sulpiride
BiJ BXe 3aTBepmxeHoro BmpobHuka HUVEPHARMA
ITALIA S.R.L., Italy
77. ENAVNOPA® po3unH ANs iH'ekuii, | TOB "CaHodhi- Ykpaina CaHochi-ABeHTic HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny 3a UA/10240/01/01
100 Og./mn, Ne 5: no ABEHTIC [oiiunang MreX - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
1 kapTpugxy no 3 YKpaiHa" azpecy Micusi NPOBaKEHHS Ai/IbHOCTI
MJ1, BMOHTOBaHOMY BMpPO6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
B 0HOPa30BUiA BK/IO4A0UM AiNbHULI BUMYCKy cepii abo micue
NPUCTPINA - LINpULL- NpoBeAeHHS KOHTPOSII0 AKOCTI. (AiANbHICTb, 3a AKY
pyyky ConoCrap® BiANOBiAa€E BUPOGHMK/IMNOPTEP, BK/OUAKOUM BUNYCK CEpiit)
(6e3 ronok ans - NonaBsaHHsA 6yaisni H821 pns BupobHuka CaHodi-
iH'ekwjin), no 5 ABeHTic [oiiunaHg Mv6X, HimeuunHa i3 MeTot
LLNPUL-PYYOK Y npuBeLEeHHs Y BiANOBIAHICTb A0 OHOB/IEHOIO
KapTOHHIA Kopoo6Li opuriHanibHoro GMP cepTudikaTy Ta niLeHsii Ha
BUPOOGHUUTB. TepMiH BBEAEHHS 3MiH NPOTArOM 6 MicALiB
nicns 3aTBepmkeHHs
78. ENIPYBIUVH pO34uH A5 iH'EKUi, Mepak HimeuuunH BTOpuHHE nakyBaHHSA, HimeyuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: ¢ 3miHu | 3a UA/10941/01/01
MEAAK 2 mr/mn no 5 mn, lesenbwadpt a MapKyBaHHS, Yecbka TMny - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. CucTema | peyenmom
a6o no 10 mn, abo dotop KAiHiwe KOHTPO/b Ta BUMYCK Pecny6nika KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa dhopmu abo
no 25 mn, a6o no 50 LLneuianbnpe cepii: Mepak pO3Mipy KOHTelHepa Yv 3aKynoploBasibHOro 3acoby
M, abo no 100 mn y napate m6X esenbwadt drop (NepBUHHOI ynakoBkK) (CTepubHI nikapcbki 3acobu)
chnakoHi; no 1 KAiHiwe BHECEHHS 3MiH Ao p. 3.2.P.7. Cuctema koHTeliHep/

chnakoHy B KOpOoOLi

LLneujanbnpenapate
M6X, HimeuuunHa;
Brpo6HMLUTBO "in
bulk", nakyBaHHs,

MapKyBaHHA Ta
KOHTpO/b cepii:
OHkoTek ®apma
MpopgakwH MvéX,
HimeuumnHa;
MapkyBaHHs Ta
BTOPUHHE NaKyBaHHs:
Meg-IKC-Mpecc M'mbX,
HimeuuunHa,;
Brpo6HMUTBO "in
bulk", nakyBaHHs,
MapKyBaHHA Ta
KOHTPO/b cepil:
OHkomep,
MeHbIoheKYepiHr a.c.,
Yecbka Pecny6nika

3aKynoploBasibHWIA 3aci6, a came [ofaHOo NOCUNaHHA Ha
BiANOBIAHI YMHHI cTaHAapTU ISO AN CKAsAHMX d1aKoHIB
(tvn |, EP): ansa donakoHis po3mipom 6R, 10R Ta 25R
3acTocoByeTbCA cTaHgapT ISO EN 8362-1, a ans
hnakoHis po3mipom 50H Ta 100H 3acTocoByeTbCA
ctaHgapt ISO EN I1SO 8362-4. 3minHu Il Tvny - 3MiHn wono
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
BHECEHHS 3MiH 0 « TepMiH NpuaaTHoCTi» (3aTBepaXeHo: 3
pOKM; 3anpONOHOBaHO: 2,5 poku). 3MiHWM BHECEHO A0
IHCTPYKUIT AN MEANYHOTO 3aCTOCYBaHHSA NMiKapCbKOro
3acoby A0 po3zinis "®apmakonoriyHi BnactnsocTi”,
"B3aemogis 3 iHWMMU flikapcbkMMK 3acobamu Ta iHLWi BUAN
B3aemogiin”, "OcobmMBOCTi 3acTocyBaHHA" (A0A4aBaHHS
iHbopMmauii woao BMICTY HaTpito), "Mo6iuHI peakuii,
TepMiH NpuaaTHOCTI" (3MEHLLEHHS TEPMIHY NPUAATHOCTI Y
3B'A3KY 3 BUABJIEHHAM HECNPUAT/IMBOI TEHAEHLIT B
pesynbTaTax fOC/iMKeHHs CTabifibHOCTI) BigNOBIgHO A0
KOPOTKOI XapakTepucTmKn Nikapcbkoro 3acoby. 3minu I
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuL
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeJZIMYHOro 3aCTOCYBaHHA Y 3B’A3KY i3 HOBUMM JaHUMU 3
SAKOCTI, AOKNIHIYHAMM, KAIHIYHUMUW OaHUMK Ta aHUMK 3
thapmakoHarnagy - 3MiHM BHECEHO B iHCTPYKLiO A1
MeAM4HOro 3acTOCyBaHHSA /iKkapCbKoro 3acoby Ao po3ginis
"MpoTmnokasaHHs", "B3aemMogis 3 iHLWIMMU NikapCbKMu
3acobamu Ta iHWi B1an B3aemogiii”, "OcobamBocCTi
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
3acTocyBaHHs", "3acTocyBaHHA y nepiog BarirTHocTi abo
rogyBaHHs rpyaaio”, "Mepepo3yBaHHa" BignoBigHO A0
KOPOTKOI XapakTepucTHKM NikapcbKoro 3acoby
79. ECMIKO/1 BEBI Kpanni opasibHi, No €Bpo IHAain IHaoko Pemegic IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny 6e3 UA/12949/01/01
15 mn a6o no 30 mn Naiidokep Niviten - 3MiHK 3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6. Onuc Ta peyenma
y chnakoHi; no 1 MpaiiBiT cknag. 3miHa y cknagi (4ONoMKHUX pevyoBMHAX) roToBoro
chnakoHy y Niviten nNikapcbKoro 3acoby (iHLWi AONOMDKHI peyoBMHYM) - 3amiHa
KapTOHHIA Kopoo6Li OfHI€l 4OMOMIXXHOI PEUOBUHM Ha iHLIY 3 TUMWU CaMUMK
pasoM 3 MipHOI0 OYHKLIOHATbHMW XapakTepucTkamm Ta Ha TOMy caMoMy
nineTKo B PiBHi - BHECEHHS 3MiH Y CKi1af AOMOMIKHUX peyoBuH 13,
iHaVBIOyanbHil 30kpema: 3amiHa kapbonon 934 P Ha Kap6omepHuii
ynakoBLiji romononimep. 3MiHM BHeCeHi y po3ain "Cknag" (40NoMiHi
PEYOBUHM) B iIHCTPYKLiIO A4N151 MEANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3aco6by. BBeAeHHs 3MiH NpOTArom 6-Tu
MiCsILiB MicNs 3aTBEpPKEHHS
80. E®EPOKC Tabnetkv no 25 Mkr; Ecnapma HimeuyunH BTOPWHHE NaKyBaHHSA: HimeuunHa BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny 3a UA/19204/01/01
no 25 tabnetok y 6X a ecnapma ®apma - AgMiHICTpaTuUBHI 3MiHW. 3MiHa Ha3BUM NiKapcbKOro 3acoby | peyenmom
6nictepi; no 4 Cepsice3 'M6X, - 3MiHa Ha3BM NiKapCbKoro 3acoby. 3aTBepKeHo:
6nicTepy B ynakosLi HimeuumnHa; NeBoTnpokcuH Ecnapma® 3anponaHosaHo: Edepokc
BMPOGHMLTBO in bulk, TepMiH BBEEHHS 3MiH NpoTAroM 6 micAuis nicns
nepBUHHE NakKyBaHHS, 3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHK Woao
BTOPVHHE NaKyBaHHS, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
KOHTPO/b SIKOCTI, BunyyeHHs 3 TEKCTY MapKyBaHHS yakoBKW NiKkapCbKoro
BUNYCK cepil: 3acoby Heob60B'A3KOBOI iHopMaLil LWoA0 3as8BHUKA Ta
Ninpgodhapm MmbX, 3aMmiHa 10roTMny KoMMaHii «ecnapma» Ha sorotmn
HimeyunHa KOMNaHii «ApicTo». TepMiH BBEEHHS 3MiH NMPOTAroM 6
MiCSILiB MicNs 3aTBEpPKEHHS
81. E®EPOKC Tabnetkn no 100 Ecnapma HimeuumH BTOPWHHE NaKyBaHHS: HimeyunHa BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiasiB: 3miHu | Tuny 3a UA/19204/01/03
MKT; no 25 TabneTok 6X a ecnapma ®apma - AgMiHiCTpaTuBHI 3MiHW. 3MiHa Ha3BUM NiKapCcbKoro 3acoby | peyenmom
y 6nicTepi; no 4 Cepsices 'M6X, - 3MiHa Ha3BW fiKapCbKoro 3acoby. 3aTBepKeHo:
6nicTepy B ynakoBLi HimeuumnHa; JNleBoTupokcuH Ecnapma® 3anponaHoBaHo: Echepokc
BMPOGHMLTBO in bulk, TepMiH BBEAEHHS 3MiH NpoTAroM 6 micAuis nicns
nepBUHHE NaKyBaHHS, 3aTBEPMKEHHS; 3MiHW | TURY - 3MiHN LWOAO
BTOPWMHHE NaKyBaHHS, 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy (iHwi 3MiHwn) -
KOHTPO/b IKOCTI, BunyyeHHs 3 TEKCTY MapKyBaHHS yMakoBKW NiKapCbKoro
BUNYCK cepil: 3acoby Heob60B'A3KOBOI iHhopMaLil LWoA0 3asBHUKA Ta
Ningodhapm MvbX, 3amiHa 10roTMny KoMmnaHii «ecnapma Ha sorotmn
HimeyunHa KOMNaHii «ApicTo». TepMiH BBEEHHS 3MiH NPOTAroM 6
MiCALIB MiCNA 3aTBEPKEHHS
82. E®EPOKC Tabnetku no 50 MKr; Ecnapma HimeuuunH BTOPUHHE NaKyBaHHs: HiMeuyunHa | BHeCEHHS 3MiH A0 peecTpauiiHuX MaTepiasis: 3MiHv | Tuny 3a UA/19204/01/02
no 25 tabnetok y M6X a ecnapma dapma - AOMiHICTpaTMBHI 3MiHK. 3MiHa Ha3BW Nikapcbkoro 3acoby | peyenmom

6nictepi; no 4
6nicTepy B ynakosL,i

Cepsices 'M6X,
HimeuumnHa;
BMPOGHMLTBO in bulk,
NepBUHHE NaKyBaHHS,
BTOPUHHE NakyBaHHs,
KOHTPO/Ib AKOCTI,
BUNYCK cepil:
Jlingodpapm MvbX,

- 3MiHa Ha3BM NiKapCbKoro 3acoby. 3aTBepKeHO:
NleBoTMpokcuH Ecnapma® 3anponaHoBaHo: Edepokc
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micAuis nicns
3aTBEPMHKEHHS; 3MiHW | TURY - 3MiHN LWOAO
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHu) -
BunyyeHHs 3 TEKCTY MapKyBaHHS yMakoBKW NikapCbKoro
3acoby Heob60B'A3KOBOI iHhopMaLil WoA0 3asBHUKA Ta
3aMiHa 10roTuny KOMMaHii «ecnapma» Ha J10rotvn
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
HimeuunHa KoMnaHii «ApicTo». TepMiH BBEAEHHSA 3MiH MPOTAroM 6
MiCsILiB MicNsi 3aTBEPAKEHHS
83. JXUBOKOCTY Ma3b, Mo 40 r y Ty6i, MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH [J0 peeCTpaLjiiiHuX MaTepiasiB: 3MiHu | Tuny 6e3 UA/17214/01/01
MA3b no 1 1y6i B nayui; no "PITOPAPM" - 3MiHM 3 AAKOCTi. FOTOBWI NiKapCbKUii 3acCi6. 3MiHN Y peyenma
50ra6ono100ry BMPOGHMLTBI. 3MiHa po3mipy cepii (BkItoyYatoumn gianasoH
6aHui, no 1 6aHLi B po3Mipy cepii) roToBOro Nikapcbkoro 3acoby (36iNbLUeHHs
nauuj 40 10 pasiB NOPIBHAHO i3 3aTBEPLKEHNM PO3MIPOM).
BBefeHHs1 oAaTKOBUX TEOPETMYHMX po3MmipiB cepiit (200
Kr Ta 400kr)
84. IHAAMNEH TabneTku, BKpUTI dapmaueBTny Monbwa dapmaneBTUYHMI Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/0877/01/01
060n0Hkoto, no 2,5 HWi1 3aBOf 3asog "MOJIbGAPMA" TUny - 3MiHKn 3 AKocTi. APl KoHTposnb A®L. 3miHa y peyenmom
Mr o 10 Tabnetok y "MONb®APM C.A. MeTofax BunpobysaHHA APl abo BUXigHOTO
6nicTepi; no 2 abo 3 A"C.A. marepiany/npomiKHOr0 NPOAYKTy/peareHTy, Lo
abo 6 6nicTepiB y BVIKOPVCTOBYETbLCS Y NpoLeci BUpo6HMLTBa AD| (HE3HAYHI
KapTOHHIlA KopooLi 3MiHM y 3aTBEpAKEHNX MeToAax BUNpobyBaHHS)
BHECEHHS 3MiH 40 MeToAy BUNpobysBaHHa A®I, a came -
3amiHa MeToAy BU3HaYeHHS PO3Mipy YacTUHOK ans APl
iHoanamia.
3MmiHu |l Tuny - 3MiHy 3 akocTi. A®L. (iHLwi 3MiHK) nogaHo
oHoB/ieHUi A ASMF Ha fitody peqyoBuHy iHganamigy Big
3aTBepxeHoro Bupo6Hrka QUMICA SINTETICA S.A,,
Spain 3atBepgxeHo: Applicant Part version ASMF Bepcis
AP-IP-QS1-Ed. 07-EP (September 2017) Restricted Part
version ASMF Bepcist RP-IP-QS1- Ed.03-EP (May 2017)
3anponoHoBaHo: Applicant Part version ASMF Bepcis AP-
IP-QS1-Ed. 08-EP (September 2019) Restricted Part
version ASMF Bepcia RP-IP-QS1- Ed.04-EP (September
2019).
85. IPUHOCUHAAH | KoHueHTpaT ans TOB «TeBa Ykpaina CiHgaH ®apma CP/1, PymyHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuXx MmaTepiasis: 3MiHu | Tuny 3a UA/6528/01/01
NPUroTyBaHHA YkpaiHa» PymyHis; AkTasic ITanisa - 3MiHM Wopao 6e3nekn/edekTUBHOCTI Ta peyenmom
PO34urHy ANns ITania C.n.A., ITanis hapmMakoHarnisgy. 3miHa y KOpoTKili XxapakTepucTuLi
iHcpy3iiA, 20 mr/mn; nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
no 2 mn, abo 5 mn, Me[UYHOro 3acTocyBaHHA Ha niacTasi perynspHo
a6o 15 mn, abo 25 OHOB/OBAHOIO 3BITY 3 6e3nekn Nikapcbkoro 3acoby, abo
My donakoHi; no 1 JocnimpkeHb 3 6e3neky 3acToCyBaHHA NikapCbkoro 3acoby
thnakoHy B nayui B nicnspeecTpaLiiinii nepiog, abo sk pesynbTar OLiHK/
KapTOHHIN 3BiTY 3 fOCNifKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpuyHux gocnimpkerb (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHVM YNOBHOB&XEHNM OpraHoM). 3MiH1 BHECEHO
[0 IHCTPYKUIT 415 MELUYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ginu: "®apmMakonoriyHi BnacTueocTi",
"Oco6nMBOCTI 3aCTOCyBaHHA" BigNOBIAHO [0 OHOBMEHOT
iHchopmawii 3 6e3neku Ajtoyoi pevyoBMHU. BBegeHHS 3MiH
npoTArom 3-X MicsLiB 3 AT 3aTBEPYKEHHS.
86. KANbLIEOC TabneTkv XyBasbHi Na6opatopis PpaHLin IHHOTepa LLysi ®paHuisa BHECEHHS 3MiH 0 peecTpayjiiiHux maTtepianis: 3MiHu | 6e3 UA/13337/01/01
no 15 tabnetok y IHHOTEK TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib. peyenma
noninponineHoB.ii IHTepHacbiioH CrabinbHicTb. 3MiHa y TepMiHax npugaTHoCTi abo ymoBax
Ty6i 3 anb 36epiraHHs rOTOBOr0 NiKapcbKoro 3acoby (36iNbLUEHHS

nonieTu1eHOBO

TepMiHy NpuAAaTHOCTI TOTOBOTO JliKapCcbKoro 3acoby) - Ans
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o

nocsio4YeHHs1

npo6koto; no 2 Ty6u
B KapTOHHIi nav,i

TOProBOi ynakoBku (NiATBEPMAXKYETLCA fJaHUMU PeasibHOro
yacy) 36ibLIeHHs TepMiHY NPUAATHOCTI NiKapCbKoro
3acoby.
3arBepmkeHo: 2 roga 6 mecsues (30 mecsaues).
3anponoHoBaHo: 3 poku. BBeAeHHS 3MiH NpoTArom 6-Tu
MiCAILiB MicNs 3aTBEPKEHHS.
3Mminu [l TMnNy - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOPOTKili XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUiT 4N
MeZMNYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMMW JAaHUMK 3
SAKOCTi, AOKMIHIYHMMU, KIHIYHMMUW OaHUMK Ta AaHUMN 3
hapmakoHarnsgy - 3MiHu BHeceHi 4o [HCTpykuii ans
MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby o
po3ginis: "lMpoTunokasaHHs", "B3aemogis 3 iHWMK
nikapcbknMK 3acobamu Ta iHLWi BUAM B3aeMOSiid",
"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHs Y nepiog,
BariTHoCTi abo rogyBaHHs rpyaato”, "Cnocib 3acTocyBaHHSA
Ta gosun", "MepenosysaHHa", "Mo6IYHI peakuii” BigNOBIgHO
[0 MaTepianiB peecTpauiliHoro fgoceke. BBeAeHHS 3MiH
NPOTAroM 6-T MicALIB Nic/sA 3aTBepAKeHHs. 3MiHu || Tuny
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHM y TepaneBTUYHNX NoKa3aHHNAX
(fopaBaHHS HOBOrO TepaneBTUYHOIO NoKa3aHHA abo 3MiHa
y 3aTBEpXeHOMY NnokasaHHi) 3MiHM BHeCeHi 40 IHCTpyKLii
07151 MeAMYHOro 3aCTOCyBaHHS NMikapCbKoro 3acoby Ao
po3giny: "MNMokasaHHa" (3aTBEpPAKEHO: 3aCTOCOBYETHCS
Ansa npodpinakTrky Ta NikyBaHHA AediuuTty Kanbujio Ta/abo
BiTaMiHy D3 y fopocnux; gns npodinakTnku ta
KOMMJ/IEKCHOT Tepanii 0cTeonoposy; 3anponoHOBaHO:
Kopekuis gediumnTy kanbljio Ta BitaMiHy D y nauieHTis
CTapLLOi BIKOBOI KaTeropii; AJONOBHEHHA [0 creumndivHol
Teparnii 0cTeonoposy y nawieHTiB 3i BCTAHOB/IEHUM
nediunToM abo 3 BUCOKMM PU3UKOM PO3BUTKY
KOMGIHOBaHOro AediumnTy KasibLjio Ta BiTamiHy D.
KanbLieoc nokasaHuii gi1s 3aCToCyBaHHA JOPOCNNM) Ta SK
HacnifoKk OHOBNEHHS TEKCTY MapkKyBaHHS. BBegeHHs 3MiH
NpoTArom 6-Tn MicALiB NicNs 3aTBEPAKEHHS

87.

KAPAOHAT

kancynu; no 20 a6o
30 kancyny
KOHTelHepi; no 1
KOHTEliHepy B naui
3 KapTOHY

CninbHe
YKpPaiHCbKO-
icnaHcbke
nignpveMCcTBO
"Cnepko
YkpaiHa"

YkpaiHa

CninbHe yKpaiHCbKO-
icnaHcbke
nigNpPMEMCTBO
"Cnepko Ykpaina"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu Il
My - 3MiHK 3 AKoCTi. ADl. BUpoOHMLTBO (iHLLI 3MiHW)
oHoBrieHHss DMF dhaiiny gitouoi peyoBmHM kobamamig,
BMpo6HUMKa «Hebei Huarong Pharmaceutical Co., Ltd»,
Kutalii (3aTBepmxeHo: DMF-02-2014-04; 3anponoHOBaHo:
DMF-0206-2020-03)

6e3
peyenma

UA/6386/01/01

88.

KOCONT BK

Kpansi O4Hi, PO34uH;
no 10 mn y chnakoHi
3 flo3aTopom Ta
KpuLikoto; no 1
donakoHy 3
[l03aTopom Ta

CaHTteH AT

DiHNaHaIa

CaHTeH AT, ®iHnaHaia
(BUPOBGHUIK,
BiANOBIAaIbHNI 3a
BUNYCK cepil);
Ty6intokc Papma
C.M.A., lTania

diHnanpis/
ITanis

BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTkilii XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeJMYHOr0 3aCTOCYBaHHs Ha niAcTasi perynspHo
OHOBJIOBAHOIO 3BITY 3 6e3Mneku ikapcbKoro 3acoby, abo

3a
peyenmom

UA/18106/01/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o

nocsio4YeHHs1

KPUILLKOIO 3
KOHTPO/IEM MEPLLOro
pO3KpUTTA B
KapTOHHIA KOpO6L

(BUPOBHUK,
BignoBiga/bHMiA 3a
BMPO6HULTBO in-bulk,
NepBUHHY Ta
BTOPWHHY YNaKoBKY,
BUMNPOOYBaHHA LWOAO
AKOCTI)

pocnipkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpauiinnii nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 IOCNIMKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpuyHux gocnimkeHs (PIP) (iHwi 3miHn) 3miHK
BHeCeHi [10 IHCTPYKLUIi 419 MEAUYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "MobivHi peakuii” BignosigHO
[0 OHOBJIEHOI IHGhopMaLLil 3 6e3nekun 4itY0oi pevyoBUHN
TUMOSI0AY LOAO rauiiouMHaLii. BBeAeHHs 3MiH NpoTAarom
6-Tn MicAUiB NicnsA 3aTBEpKEHHA. 3MiHW | TUNY - 3MiHW
oo 6e3nekun/epekTnBHOCTI Ta dhapmakoHarnagy. 3MiHa
Y KOPOTKili XapakTepucThL,i NikapCbKOro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLT AN MeAUYHOro 3acToCyBaHHA
Ha nigcTaBi perynspHoO OHOB/IOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acToCyBaHHS NiKapcbKoro 3acoby B nicnspeecTpauiiiHuii
nepiog, abo Ak pe3ynbTar OLiHK/ 3BiTYy 3 AOC/iAKEHb,
npoBefeHnX BigNOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnigpkeHb (PIP) (iHWi 3MiHX) 3MiHX BHECEHi 4,0 IHCTPYKUIT
0151 MeQUYHOro 3aCTOCYBaHHSA NiKapCbKoro 3acoby y
po3gain "MobiuHi peakwii” BigNOBiAHO 4O OHOBEHOT
iHbopmawii 3 6e3neku Aitoyoi pevyoBUHK gop3onamigy
LLLOA0 BiAYYTTA CTOPOHHbLIO Tifa B OUj Ta AWNCMHOE.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEepMKEHHS. 3MiHN | TUny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa 'y
KOPOTKili XapakTepucThL,j NikapCbKOro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAnYHOro 3acTocyBaHHA
Ha nigcTaBi perynspHoO OHOB/IOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acToCyBaHHS NiKapcbKoro 3acoby B nicnspeecTpauiiiHuii
nepiog, abo Ak pe3ynbTar OLiHK/ 3BiTYy 3 AOC/iAKEHb,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpuyuHmX
pocnigkeHb (PIP) (iHWi 3MiHX) 3MiHX BHECEHi 4,0 IHCTPYKUIT
0151 MeQUYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby y
po3gain "MobiuHi peakwii” BigNOBiAHO A0 OHOBEHOT
iHbopmawii 3 6e3neku Aitoyoi pevyoBUHK gop3onamigy
040 cepuebutTsa. BBegeHHs 3MiH NpOTSArom 6-Tv Micsiuis
nicns 3aTBepKeHHs

89.

KO®ANDbIIH

Tabnetku, no 10
TabneTtok y 6nictepi,
no 1 6nictepy B
nauui

My6niuHe
aKuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYNIA

LeHTp
"BopLuariscbk
NiA XiMiKo-
thapmavneBTuy
HKi1 3aBoa”

YKpaiHa

My6niyHe akuioHepHe
TOBapucTBO "HaykoBo-
BMPOGHUYNIA LEHTP
"BopLyariBcbkuii
XiMiKO-
hapmaLeBTUYHMI
3aBof", YkpaiHa;
ToBapucTeo 3
06MEXeHOI0
BiANOBIAANILHICTIO
"ArPO®APM",
YKpaiHa

YkpaiHa

BHECEHHS 3MiH [J0 peeCTpaLjiiiHuX MaTepiasiB: 3MiHu | Tuny
- 3MiHM Wwopao 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUiT AN
MEeAUYHOro 3aCToCyBaHHA Ha MNifgcTaBi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ynbTart OLiHKM
3BITY 3 JOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NAaHy
negiatpuyHux gocnimkeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOB&XEHVM OpraHoM) - 3MiHu
BHECEHO A0 IHCTPYKLIi 415 MEANYHOrO 3aCTOCYBaHHS

6e3
peyenma

UA/3620/01/01
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
nikapcbKoro 3acoby go posginis "OcobamBocTi
3actocyBaHHs", "lNo6GiyHI peakuii” Woa0 6e3nekun
3aCTOCYBaHHSA AitoUnMX PevyoBUH BiANOBIAHO A0
pekomeHaauin PRAC. BBeieHHs 3MiH NpoTArom 6-Tn
MiCsILiB Micnsi 3aTBEPAKEHHS
90. KCABPOH PO34UH A5 iH KA, TOB "Opis- YkpaiHa TOB "lOpis-dapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny 3a UA/16780/01/01
1,5 mr/mn no 20 mn Papm"” - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema peyernmom
B amnynax CKIsHUX; KOHTeliHep/3akynoproBasibHWiA 3aci6. 3miHa po3mipy
no 2 amnynm y yNaKkoBKM rOTOBOrO /iKapCbKOro 3acoby (BU/TyYEHHS
KOHTYPHIi yMakoBKN MEBHOTO PO3MIpY) - BUTyYEHHS yNakoBKu no 5
YapyHKOBIl ammny/s y KOHTYPHIll YapyHKOBIlA ynakoBLj, Mo 1 YapyHKOBIi
ynakosLi, no 1 ynakoBLi y nayLi 3 KapToHy, 3 Bi4NOBIAHVMU 3MiHAMU Y p.
YapyHKOBIli ynakoBLyi «YnakoBka». 3MiHW BHECEHI B IHCTPYKL,ilO 4718 MeAnyYHOro
y naui 3 KapToOHy; 3acTOCyBaHHS NikapcbKoro 3acoby y po3ain "Ynakoska"
no 5 amnyny (BUNYYEHHA yNakoBKM NEBHOIO po3Mipy). BBeAeHHs 3MiH
KOHTYPHIi NpPOTArom 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS; 3MiHN | Tuny -
YapyHKOBIl 3MiHu 3 SKoCTi. FoTOBMIA NiKapCbKuii 3aci6. 3MiHn y
ynakosLi, no 2 BMPOBOHULTBI. 3MiHU Y MpoLeci BUpO6HMLTBA FOTOBOr0O
YapyHKOBI YNakoBKN nikapcbkoro 3acoby, BKIHOYAKUM NPOMDKHUIA NPOAYKT, L0
y nautii 3 KapTOHY 3aCTOCOBYETHCS MNPV BUPOOGHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3HauHa 3MiHa y npoueci BUpobHULTBA) -
BHECEHHS 3MiH [0 TEXHO/IOMNYHOro npoLiecy, a came Ha
cTafii NpUroTyBaHHA Po3ynHy — 6apboTyBaHHSA PO3UNHY
nepepj 3aBaHTaxeHHaM APl EgapaBoH. Po3LwmpeHHs
KpUTEpIiB NPUIAHATHOCTI AN N. «pH» NPOMiXKHOT NpoayKu;i:
3aTBEpMAKEHO AdianasoH Big 4,2 Ao 4,5; 3anponoHoBaHo:
nianasoH Big 4,0 o 4,5.; 3miHun 1l Tuny - 3MiHKU 3 AKOCTI.
[oToBUIA Nikapcbkunit 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasnbHWii 3aci6. 3MiHa Yy NepBUHHIl
ynakoBLii TOTOBOro MikapcbKoro 3acoby (Tun KoHTeliHepa
abo gofaBaHHS HOBOTO KOHTeliHepa) - CTepubHi
nikapcbki 3acobu Ta nikapcbki 3acobu
6i0N10rivYHOro/iMyHONOrYHOTO NOXOKEHHS - BHECEHHS
amnyn 06’eMOM HanoBHEHHS 20 M, 3 NPO30poro
6e36apBHOro 6opocunikaTHOro ckna 1-ro rigponiTMyHoro
Knacy Bif, anbTepHaTMBHUX BUPOGHWMKIB “Medical Glass
a.s.”, CnosavunHa 1a “SCHOTT Hungary Kft.”, YropwwmHa
(3atBeppkeHo: AT «lMonTaBcbkuii 3aBOA MEANYHOTO
ckna», YkpaiHa)
91. NAHTYC® po3unH ANs iH'ekuiin, | TOB "CaHodi- Ykpaina CaHodhi-ABeHTic HimeuunHa BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny 3a UA/8106/01/01
COJTIOCTAP® 100 Og./mn; Ne 5: no ABEHTIC [oiiunang MrmeX - 3MiHu 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHM B NpOLECi peyenmom
3 MNy KapTpuaxi, YkpaiHa" BUpPO6HMUTBA AP (IHLWI 3MiHW) - HE3HAYHI 3MiHW B ONUCI

BMOHTOBaHOMY B
0fIHOPa30BY LUMNPUL-
pyuKy (6e3 ronok
Ans iH'ekui); no 5
LUMPULL-PYYOK Y
KapTOHHIlA KopooLi

BMPOGHNYOro MPOLeCcy: ONTUMI30BaHO BUPOGHMWYI YMOBH
Ansa eTaniB BUPo6HMLTBA 9-12 i3 BUKOPUCTAHHSAM
aNbTepHaTUBHOIO BapiaHTy TpuncuHy TRY-1052. 3MiHu |
Tuny - 3MiHu 3 akocTi. A®l. BupobHMLUTBO. 3MiHM B Mpoueci
BMPO6HMLTBA ADI (iHLI 3MiHN) -

NOAOBXEHHS TepPMiHy 36epiraHHs KpUCTau1iuHOro iHCyniHy
rnapridy nicns o6epHeHo-¢a3oBoi xpomaTorpadii (etan
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

12): npun Temnepartypi <8°C 3 14 fHiB, AKi 3a3HaYEHO Ha
[JaHnii MOMeHT, A0 60 AHIB, WO NiATBEpAKYETbCA AaHNMMN
Bastigaui.
3MiHn | TURY - 3MiHM 3 akocTi. A®l. BupobHuuTBO. 3MiHa
po3mipy cepii (Bktoyatoun gianasoHu) A®l abo
NPOMDKHOrO NPOAYKTY, AKWIA 3aCTOCOBYETLCA Y NPOLIECI
BMPOGHMLTBA AP (36iNbLIEHHA A0 10 pasiB NOPIBHAHO i3
3aTBEPKEHUM PO3MIPOM) - 36iMbLLUEHHA PO3MIpY cepil,
NOB'A3aHOr0 3 NOKPaLLEHHAM pe3yibTaTUBHOCTI NpoLecy
ana TRY-1052: oguH uykn chepmeHTauii factb ogHy abo
[Bi KiHLeBI cepii (Yepe3 MOX/IMBOCTI 06/1aHAHHS), SKi
MOXHa BiACTEXWTY A0 0gHOro 6iopeaktopa. 3miHu | Tuny -
3MiHu 3 sKocTi. A®l. BupobHULTBO. 3MiHV BUNpo6yBaHb
abo gonyctumumx Mex y npoueci BupobHuytea Adl, wo
BCTaHOB/eHi y crneundikauisx (iHWi 3MiHW)
OHOBJIEHHSA KPUTUYHMX NapameTpiB NpoLiecy, NoB’A3aHNX i3
[04aTKOBMMMN 3HAHHAMM Ta JOCAifpkeHHAMN npouecy CPP
3.2, CPP 8.1, CPP 9.1, CPP 10.1, CPP 11.1, CPP 11.2,
CPP 11.3, CPP 11.4, CPP 12.1, CPP 12.2, CPP 12.3,
CPP 12.4, CPP 13.1. 3miHu Il Tuny - 3miHu 3 sikocTi. AdI.
Brpo6HMUTBO. 3MiHM B npoueci BupobHuuTea A®I (3MiHa
CTOCYETLCSA aKTUBHOI PEYOBUHU
6i0/10rYHOr0/iIMyHOOrYHOrO MOXOKEHHS 260
BUKOPUCTaHHSA XiMiYHUX AP| y BUPOBHULITBI NiKapCbKoro
3aco6y 6i0/10riYHOr0/iMyHOI0TIYHOTO MOXOAXEHHS, SiKa
MOXe MaTh 3HaYHUIi BN/INB Ha SKICTb, 6e3neky Ta
eeKTUBHICTb NikapcbKoro 3acoby, i He CTOCYETbCA
npotokony) (b.l.a.2. (8) Il)
3MiHM Y BUPOBHMYOMY MpOLECi, MOB'A3aHi 3
aflbTePHATUBHUM BUKOPUCTaHHAM PeKOMBiHaHTHOro
BapiaHTa TpuncuHy TRY-1052.

92,

NATACONT

Kpanni O4Hi, po3yumH
0,05 mr/mn; no 2,5
My chriakoHi-
KpanenbHuuj; no 1
donakoHy-
KpanesnbHuLi B
KapTOHHIA Kopoo6Li

TOB «YOPN[,
MEAVLH>

YkpaiHa

K.O. Pomchapm
Komnani C.P.J1.

PymyHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHa
3asiBHUKA (BNacCHMKa peecTpaLiiHoro nocBig4yeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). BeefeHHs 3MiH
NpoTArom 6-Tu MicALIB NiCNs 3aTBEPMXEHHS; 3MiHM | Tuny -
3MiHM Woao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsagy.
BeefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHuX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnx
JaHux nNpo cuctemy chapmakoHarnsgy, 3amiHa
YyMOBHOBaXeHOT 0CO6M, BiANOBIAaNbHOI 3a 34iCHEHHSA
dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
3asBHUKa 415 34iiCHEHHA dapmakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAANbHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BK/KOHAKOYM KOHTaKTHI faHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-aiina cuctemy papmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0C06M 3a8BHUKA, BiAMNoBiga/IbHOI 3a
hapmakoHarnag. ditova pegakuis: Casiwlesa Jlapuca /
Savishcheva Larisa. MponoHoBaHa pegakuis: Myaio
[aHHa CTaHicnaBiBHa. 3MiHa KOHTAKTHUX AaHUX

3a
peyenmom

UA/14885/01/01
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BUPOGHUKa
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Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

3acoby

YNOBHOBaXXEHOI 0CO6M 3asiBHMKA, BifnoBigabHOI 3a
thapmakoHarnag. 3miHa MicLs 34ilACHEHHSI OCHOBHOI
LisANbHOCTI 3 hapmakoHarnsagy. 3MiHa MicLe3HaxoMKeHHs
macTep-haiina cuctemu dpapmakoHarnsgy; 3miam | tuny -
3MiHu Wwoao 6e3nekn/edhekTMBHOCTI Ta hapmMakoHarnsgy
(iHWi 3MiHW) - BHECEHHS 3MiH A0 po3Ainy «MapKyBaHHS»
MKA N13 3aresepmxeHo: MAPKPOBKA TekcT MapKyBaHHs
NEepPBUHHOI YNakoBKN TEKCT MapKyBaHHA BTOPUHHOI
ynakoBku 3anpornoHoBaHo: MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. OHOBMIEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapCcbKOro 3acoby 3 BHECEHHSM
iHbopmauii Wwoa0 3a3HaYeHHS OAUHULL BUMIPIOBAHHS Y
cucTeMmi Sl, 3 ypaxyBaHHAM iHdopmMaLlii LWoa0 3MiHW
3asBHMKA Ta iHLWi 0CO6/MBI 3aCTEPEXEHHS LLOAO
3aCTOCyBaHHSA Nikapcbkoro 3acoby. BBeeHHs 3MiH
npoTArom 6-Tn MicALUiB NicNs 3aTBepPAKEHHS

UA/4858/01/01

93.

NEBEMIP®
®JIEKCMNEH®

PO34MH A5 iH'EKLN,
100 O4/mn; no 3 mn
y KapTpugxi; no 1
KapTpUaXy B
6araTtono30Biii
04HOpPas30Biii
LWNpuL-pyYLj; mo 1
a60 5 wWnpuy-pyyok
Y KapTOHHIi kopobu,

AT Hoso
Hopgaick

[anis

A/T HoBo Hopagick,
[aHia (BUpobHUK Ans
36UpaHHs,
MapKyBaHHS Ta
ynakoka ®nekcleH®,
BTOPUHHE MaKyBaHHS);
A/T HoBo Hopagick,
[aHia (BUpo6HMK
Hepo3acoBaHoro
NPOAYKTY,
HanoBHEHHS B
MeHdin®, nepBuHHa
ynakoBka, KOHTPO/b
AKOCTI Ta
BiANOBIAaIbHMI 3a
BWNYCK Cepiii
KIHLLeBOro NPoAyKTY);
A/T Hoso Hopgick,
[JaHis (MapkyBaHHA Ta
ynakoka ®nekcleH®,
BTOPUHHE MaKyBaHHS);
Hoso Hopgaick
Mpoaykao
dapmaceyTika fo
Bpasinb /lITga.,
Bpasunis (BUpo6HMK
Hepo3dgacoBaHOl
npoayKuii,
HanoBHEHHS B

MeHdin®, nepBuHHa
ynakoBska Ta
36UpaHHs,
MapKyBaHHS Ta

Oanis/
Bpaswunis/
®paHuisa

ynakoBka ®niekcleH®,

BHECEHHS 3MiH 10 peecTpaviiiHux maTepiani: 3miHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KoHTposnb 4OMOMKHUX peyoByrH. 3amiHa mkepena

ofilepXXaHHs JONOMIKHOT peyoBUHY abo peakTusy, LLO

CTaHOBUTb PU3MK Nepepadi 36yaHvkis M'E (MaTepiany, Wo

CTaHOBUTL PU3NK Nepedadi 36yaHukis ME, Ha maTepian

POC/IMHHOTO @60 CUHTETUYHOTO NMOXOMKEHHS) - [Ans
[0NOMDKHUX peYOBUH ab0 peakTuBiB, Ak
BUKOPVCTOBYHOTHCS Y BUPOBHULTBI aKTUBHOT pEYOBUHY
6i0/10riYHOro/iMyHO/OrYHOTO NMOXOMKEHHS, 260
niKapcbKoro 3acoby 6i0N10riYHOro/iMyHO0rN4YHOro
MOXO[PKEHHS - 3aMiHa peakTuBiB AMikasa Ta Jlakto3a, Lo
CTaHOBMATb PU3MK Nepegadi 36yaHukis I'E, Ha maTepian
POC/IMHHOTO MOXOXEHHS A1 3aCTOCYBaHHA Y
BMPOGHMLTBI eH3umy AxpomobakTep Jlikyc MNpoTeasa

(A1), Wwo BMKOPUCTOBYETLCA Y NPOLIECI BUPOGHMLTBA

aKTUBHOI PEYOBUHN.

3a
peyenmom
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BTOPUHHE NaKyBaHHS);
Hoso Hopgaick
MpoatokcboH CAC,
®paHLia (BUPOOHUK
NpoAyKuii 3a NOBHUM
LMK/IOM)
94, NEKPONIH® Kpanni oyHi, 40 CaHTeH AT PiHNAHAIA MaHyhakTypiHr HigepnaHgy | BHeCeHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny 3a UA/2383/01/02
Mr/M; no 5 mny MakariHr ®apmaka / - 3miHu Woao 6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsagy | peyenmom
pNakoHi- (MNo) B.B., DiHNAHAIA (iHLWi 3MiHW). 3MiHM BHECEHO A0 IHCTPYKLUiT Ans MeanyYHOro
KpanenbHuui; no 1 HigepnaHamn 3acToCyBaHHSA NikapcbKoro 3acoby Ao po3giny
chnakoHy B (anbTepHaTMBHUI "Oco6nMBOCTI 3acTOCyBaHHS" WoOA0 6e3nekn JOoMOMiIKHOT
KapTOHHIlA KOpooLi BUPOBHUK, pPEYOBUHM.
BiANOBIAaIbHMI 3a TepmiH BBEAlEHHS 3MiH NpOTAroM 3 micauis nicns
BTOPWHHE MaKyBaHHS); 3aTBEPAKEHHS.
Hekctdapma AT,
PiHNAHAIA (BUPOOHUK
BignoBigabHWiA 3a
BUPOGHMLTBO in bulk,
nepBrHHE Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/Ib SIKOCTI);
CaHTteH AT, ®iHnaHais
(BUpPOGHWMK
BiANOBigaIbHUI 3a
BMNYCK cepii)
95. NIOrenb 1000 refb ans MPAT Ykpaina MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3MiHu | 6e3 UA/5922/01/01
30BHILUHLOIO "®ITOPAPM" TUNy - 3MiHK 3 AIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHM Yy | peyenma
3aCTOoCyBaHHs; Nno BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIouYatoumn gianasoH
30rabono50r, po3Mmipy cepii) roToBOro NikapcbKoro 3acoby (3MeHLLIEeHHS
a6o no 100 r y Ty6i; 0o 10 pasiB) BBegeHHs1 404ATKOBUX TEOPETUYHUX PO3MIpIB
no 1 1y6i B naui 3 cepiii (200 kr, 300 kr) 3aTrBepgkeHo 400 kr
KapToHy 3anponoHoBaHo 200 kr (6733 yn. no 30 r, 4040 yn. no 50
r, 2020 yn. no 100 r), 300 kr (10100 yn. no 30 r, 6060 yn.
no 50 r, 3030 yn. no 100 r), 400 kr (13467 yn.no 30 r,
8080 yn. no 50 r, 4040 yn. no 100 r)
96. NOTAP® TabneTku, BKpUTI ANKANOIQ AL | Pecny6nik | ANKANOIA AL Ckon'e Pecnybnika | BHECEHHS 3MiH 40 peecTpauiliHux Martepianis: 3MiHu | Tuny 3a UA/11210/01/02
NAiBKOBOIO Ckon'e a MiBHiYHa MiBHiYHaA - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapCbkuii 3aci6. Onuc Ta peuyenmom
060n0HkKot, no 100 MakefioHist MakefoHis cknag. 3miHa y cknagi (4ONoMKHUX pevyoBMHAX) roToBoro
Mr; no 15 TabneTok nikapcbKoro 3acoby (cMakoBi fo6aBkn abo 6apBHUKM) -
y 6nicTepi; no 2 [ofgaBaHHs, BUNyYeHHs abo 3aMiHa - 3MiHN SKICHOro Ta
6nictepu y KiNbKiCHOro ckiiagy AOMOMDKHUX PEYOBUH, a came [0
KapTOHHIlA KOpooLi cknagy AONOMDKHUX PEYOBUH AoAaHO 6apBHUK 3asi3a
okeng xxoBTuii (E 172) Ta BiANOBIAHO 3MEHLLEHO KiNIbKICTb
TUTaHy Aiokcuay. 3MiHW BHECEHI B iHCTPYKLitO ANns
MeZIMYHOro 3aCTOCyBaHHA MikapcbKoro 3acoby y pos3ginu
"Cknag”, "/likapcbka dpopma” (OCHOBHi (Pi3MKO-XiMiUHi
B/1ACTMBOCTI); 3MiHM | TUny - 3MiHK 3 skoCTi. [0TOBWMIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa abo fofaBaHHSA
LuTamnis, NOTOBLLEHb ab0 iHWMX MapKyBaHb, YKI4Yaum
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3amiHy abo gopasaHHsA hapb 418 MapKyBaHHSA
nikapcbKoro 3acoby (3MiHa Wwramnis, NOTOBLLEHb abo
iHLUIMX MapKyBaHb) - 3MiHa «XPecTONOAIGHOT» NiHiT Ha
pucky (ana godysaHHa 100 mr). | Ak Hacnifok Bigdynuce
3MiHM y po3ginax 3.2.P.1.0nuc i cknag nikapcbkoro
3acoby, 3.2.P.5.1.Cneundpikanis, 3.2.P.5.2. AHaniTUYHI
MeTOAVKM; 3MiHU | TUny - 3MiHW 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpOb rOTOBOrO iKapCbKoro 3acoby.
3MiHa napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO /1iKapCbKOro 3acoby (A0NOBHEHHS cnevudikaLii
HOBWM MOKA3HWKOM 3 BiAMOBIAHNM METOAOM
BUNpo6yBaHHA) - [l0 nokasHuka «laeHTudikais» y
cneumdikaLii Ha BUNYCK Ta Ha TEPMiH NPUAATHOCTI,
[0aHO TecT 415 BU3HAYeHHs 6apBHYMKa 3as1i3a okeuay
x0BTwuiA (E 172) 3 BignoBigHM METOLOM BUNPOBYBaHHS
(ansa posysaHs 100 mr); 3MiHu | TUMY - 3MiHK 3 SKOCTI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHN Y BUPOOHULTBI. 3MiHN
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBMIEHUX Y
cneumdikauisx, nig yac BUPOOHNULTBA FOTOBOrO
nikapcbKoro 3acoby (iHLWwi 3MiHK) - 3MiHa AONYCTUMKX MEX
napametpy «Hardness» (a1 TabneTok BKpUTHUX
nAiBKOBOK 060/I0HKOI) Y cneuudpikauisx nig yac
BMPOGHMLTBA (3aTBepaxeHo: 7,00 — 11,00 kP;
3anponoHoBaHo: 7 — 13 KP); 3MiHu | TNy - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbKWiA 3aci6. 3MiHW Y BUPOBHWLTBI. 3MiHK
BUMNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisix, nig yac BUPOOGHULTBA rOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHK) - 3MiHa AONYCTUMUX MEX
napameTpiB «Thickness of tablet cores» Ta «Thickness of
film coated tablets» y cneuudikauisx nig yac BupobHULTBA
(3aTBepaxeHo: 4,00 — 4,40 mm T1a 4,00 — 4,40 mm;
3anponoHoBaHo: 4,0 — 4,5 mm 1a 4,0 — 4,6 mm)
(BignoBiAHO); 3MiHM | TUMY - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3aci6. KOHTPOnb roToBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauiin Ta/abo fonycTMMNX Mex
rOTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHK) - 3MiHEHO
4acToTy BUNPOBYBaHHSA 3a NokasHWKoM «MikpobionoriyHa
yncToTa» B crneumdikayisx Ha Bunyck 13 (gns go3yBaHb
50 mr Ta 100 Mr) i3 BU3HAYEHO NePIOANYHICTIO — aHaui3
NpoBOANTLCA Ha BUNAAKOBO 06paHNX cepisix, He MeHLe
0fHOTO pasy Ha pik

97.

NOTAP®

TabneTku, BKPUTI
NNiBKOBOO
obonoHkoto, no 50
Mmr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu y
KapTOHHIlA KOpooLi

AJNIKANOIQ AL
Ckon'e

Pecny6nik
a MiBHivyHa
MakefoHis

AJIKANOIQ AL Ckon'e

Pecny6nika
MiBHiYHa
MakefoHis

BHECEHHS 3MiH [J0 peeCTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny
- 3MiHu 3 sKOCTi. FOTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNpoOyBaHb abo JOMyCTUMUX MEX,
BCTaHOB/EHMX Y cnewumdikayisx, nig yac BUpobHMLUTBa
rOTOBOrO /iKapCbkoro 3acoby (iHLi 3mMiHKM) - 3MiHa
[OMyCTUMMX MexX napameTpy «Hardness» (ansa Tabnetok
BKPUTMX NAIBKOBOK 060/I0HKO) Y cneuudikallisx nig vyac
BMpO6HMUTBA (3aTBEpAKeHO: 7,00 — 11,00 kP;
3anponoHoBaHo: 7 — 13 kP); 3MiHu | Tuny - 3MiHK 3 SIKOCTI.

3a
peyenmom

UA/11210/01/01
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
[oTOBWIA NiKapCbKWiA 3aci6. 3MiHW Y BUPOBHWLTBI. 3MiHN
BUMNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisix, nig yac BUPOGHULTBA rOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHK) - 3MiHa AONYCTUMUX MEX
napameTpiB «Thickness of tablet cores» Ta «Thickness of
film coated tablets» y cneuudikauisix nig yac BupobHULTBa
(3aTBepaxeHo: 4,00 — 4,40 mm T1a 4,00 — 4,40 mm;
3anponoHoBaHo: 4,0 — 4,5 mm 1a 4,0 — 4,6 mm)
(BignoBiAHO); 3MiHM | TUMY - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3aci6. KOHTPonb roToBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikaLin Ta/abo fonycTMMNX Mex
rOTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHM) - 3MiHEHO
4acToTy BUNPOBYBaHHSA 3a NokasHWKoM «MikpobionoriyHa
yncToTa» B crneumdikayisx Ha Bunyck 13 (gns go3yBaHb
50 mr Ta 100 Mr) i3 BU3HAYEHO NEePIOANYHICTIO — aHaui3
NpoBOANTLCA Ha BUNAAKOBO 06paHNX cepisix, He MeHLe
0fHOTO pasy Ha pik
98. MATHE-B6 ® TabneTku, BKPUTI TOB "Onenna YkpaiHa OMENNA XENCKEA dpaHuia/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny 6e3 UA/4130/01/01
AHTUCTPEC NNiBKOBOO Xerickea IHTEPHELLUHN CAC , YropLwmHa - AOMIHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo peyenma
060/10HKOI Ne 60 YkpaiHa" ®paHujst; XIHOTH afpecy MicLA NPOBaMKeHHS Ais/IbHOCTI
(15x4): no 15 3aBoj BMpO6HUKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
Tabnetok y 6nictepi; PapmaueBTUYHNX Ta BK/IOYA0UM AiNbHULI BUMYCKY cepii abo micue
no 4 6nictepu B XimiyHux MpoaykTis NpoBefEeHHS KOHTPO/TO AKOCTI. (AIANbHICTb, 3a AKy
KapTOHHI Kopo6Lyj; MpaiisiT Ko. /T4, BiAANOBiAae BMPOGHMK/IMNOPTEp, BK/IOUAKOUM BUMYCK Cepild)
Ne 60 (20x3): no 20 Nignpuemctso 2 - 3MiHa Ha3BW Ta agpecy BMpo6Huka 13, 6e3 3miHn micus
TabneTok y 6nictepi; (nignpuemcTBO BMPOGHMLTBA. 3MiHM BHECEHO B IHCTPYKLil0 A1
no 3 6nictepu B Bepeleabxas), MeANYHOro 3aCTOCyBaHHSA y po34inn «BUpo6HMK» Ta
KapTOHHI Kopoobui YropwmHa «MicuesHaxomkeHHs BUPOGHYKa Ta agpeca micus
NPOBaKEHHS Oro AifNbHOCTI» 3 BiANOBIAHUMY 3MiHAMY Y
TEKCTi MapKyBaHHS ynakoBKW NikapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicLiB nicns
3aTBEPAKEHHS.
99. MAKPO3U1[, Tabnetky no 500 wmr, Maxkneopc IHais Makneopc IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuXx maTepiasis: 3MiHu | Tuny 3a UA/6535/01/01
500 no 10 Tabnetok y PapmacboTUK dapmacbloThKanC - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
6nicTepi; no 10 auic flimiteq, Nimiteq agpecy Micusi NPoBaKeHHA Ais/IbHOCTI
6nictepiB y BMpO6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
KapTOHHIi ynakosLi BK/IHOYAOUM AiNbHWLI BUMYCKY cepii abo Micue
NpoBeAeHHSA KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY
BiANoBiAae BMPOGHMK/IMNOPTEpP, BK/IOUAKOUM BUMYCK Cepili)
- 3miHa agpecw BUpo6HuKa M13 Makneoac
dapmacbioTrkanc Jlivites, IHAis, 6e3 3MiHW Micus
BUPOGHMLTBA. 3MiHV BHECEHI B IHCTPYKLiO 4151 MEANYHOrO
3aCcTOCyBaHHS NikapcbKoro 3acoby y po3gin
"MicLe3HaxomKeHHs1 BUPOGHMKa Ta agpeca Micus
NPOBaKEHHS NOr0 AisNbHOCTI" 3 BiANOBIAHUMY 3MiHaMK B
TEKCTi MapKyBaHHS yNnakoBOK. BBefieHHS 3MiH npoTsarom 6-
TW MicAUiB NiCN1A 3aTBEPAKEHHS
100. | MAKPO3U1, Tabnetky no 500 wmr, Makneopc IHais Makneopc IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny - UA/6536/01/01
500 in bulk: no 500 dPapmacbTUK dapmacbrTUKanc - AOMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHsi Ta/abo
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Tabnetok y anc Nimiten Niviten afipecyt MicLA NPOBaMKEHHS AiSIbHOCTI
NIacTVKOBIl 6aHLi BMPOGHMKa/iMnopTepa roToBoro JlikapcbKoro 3acoby,
BK/HOYaA0UM AiNbHWLI BUMNYCKyY cepii abo Micue
NpOoBeLEeHHS KOHTPO/IIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBiAae BMPOGHMK/IMNOPTEpP, BK/IKOYAKYM BUMYCK Cepiii)
- 3miHa agpecyu BUpo6HWKa 13 Makneoac
dapmacbioTvkanc Jlivites, IHAia, 6e3 3mMiHu micus
BMPOGHMLUTBA. BBEAEHHS 3MiH MPOTArom 6-T MicsALiB
nicns 3aTBepaKeHHs
101. | MAHTI TabneTkn XyBaslbHi KOHina6, NN CLWA TOB HOC dapmauist MonbLa BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasis: 3miHu | Tuny 6e3 UA/6751/01/01
no 10 Tabnetok y - 3miHu 3 AkocTi. A®I. CTabinbHicTb. 3miHa nepiogy peyenma
6nictepi; no 1 a6o 3 NOBTOPHMX BUNPOBYyBaHb/Nepioay 36epiraHHA abo ymoB
6nictepn y 36epiraHHa AdI (3a BiACYTHOCTI y 3aTBEPAKEHOMY A0OCHE
KapTOHHI kopo6Lyj; cepTudpikaTa BignosigHOCTI EBponeiickkiil hapmakoner,
no 8 TabneTok y LLIO BK/OYAE nepios NOBTOPHOro BUNPo6yBaHHs) (nepios
6nicTepi; no 1, abo NOBTOPHOrO BMNpobyBaHHsA/nepios 36epiraHHs) -
no 2, abo no 3, abo 36inbLeHHs abo BBeAEeHHS Mepiody NOBTOPHOrO
no 4 6nictepu y BUNPO6YBaHHs/Nepioay 36epiraHHA Ha OCHOBI pe3ynbTarTiB
KapTOHHI Kopobui JocnigpkeHb y peanbHoMy yaci. 36inbLUeHHs nepiogy
36epiraHHA Ail04ol peyoBMHM MarHito rigpokcugy
BMpo6HuLTBa Dead Sea Bromine Company Ltd. 3 36 ao
48 micauis.
102. | MEHOMNYP NopOLLOK ®eppiHr TM6X | HimeuwunH BMPOGHUK MOPOLLKY, HimeyuunHa/ BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/6705/01/01
niodpinizoBaHuii Ans a nepByHHE NakyBaHHS, cuA/ TMny - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. CucTema | peyenmom
NPUroTyBaHHA KOHTPO/b AKOCTI Yecbka KOHTeliHep/3akynopoBasibHWiA 3acib. 3MiHa napameTpis
pO34nHYy ANS iH'eKUIl (okpim BionoriyHoro Pecny6nika cneuudikauii Ta/abo AONYCTUMUX MEX NEPBUHHOT

no 75 MO ®Crl Tta
75 MO I

no 10 donakoHiB 3
nopoLukom i no 10
amny”n i3
po3ymHHMKOM (0,9 %
PO34MH HaTpIto
xnopwvgy, kucnota
X/IopucTOBOAHEBA
po3sefieHa, Boja
Ans iH'ekuiii) no 1
M

aHanisy), MapkyBaHHs,
BTOPUHHE NaKyBaHHS
Ta BUNYyCK cepil:
PeppiHr MM6X,
HimeuumnHa;
BUPOGHMK MOPOLLIKY,
NepBUHHE NakyBaHHS:
®eppiHr MNpoaakwH
IHK., CLUA;
BTOPUHHE NaKyBaHHs:
deppiHr-/leunBa, a.c.,
Yecbka Pecny6nika;
KOHTPO/b AKOCTI
(6ionoriyHnii aHanis):
NAT, HimeuuunHa;
BUPOBHMK
PO3UMHHMKA,
NepBUHHE NMakyBaHHs,
MapKyBaHHS Ta
BTOPUHHE NakyBaHHs:
XaynTt ®apma
BronbiHr M'M6X,
HimeuumnHa;

yNakoBKM rOTOBOTO JliKapCbKOro 3acoby (iHLUi 3MiHW) 3MiHW
HOPMYBaHHSs B creumdikav,ii rymoBmx npo6ok ans
nokasHuka 6akTepiasibHi eHA0TOKCUHM i3
< 0,25 MO/npobky Ha < 1 MO/npo6ky, y 3B'A3KY i3 3MiHOO
marepiany ryMoBux Npo6ok. 3MiH1 BHECEHO A0 po3giny
3.2.P.7 Cuctema KoHTeliHep/3akynopoBasnbHuii 3aci6.
OHoBNeHHSA cnedidikauii 415 rymoBux npobokK y3romkeHo
3 Bumoramu Ph. Eur. (npenapatun Ans napeHTepasibHoro
3acTocyBaHHsA (iH'eKL;i)), WO B CBOKO Yepry rapaHTye He
NepeBWLLLEHHSA AOMYCTUMOrO PiBHS HOPMYBaHHS
6aKTepianibHNX eHA0TOKCUHIB Ans 13 3 ypaxyBaHHAM
NIMITIB 47151 KOXXHOTO iHrpejieHTa Ta KoHTeliHepa
NepPBUHHOT YNaKoBKW.
3MiHn | TURY - 3MiHK 3 aKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa po3Mipy cepii (BKovaum
Jiana3oH po3mipy cepii) roToBOro Nikapcbkoro 3acoby
(36inbLueHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPMKEHUM
po3mipom) 36isbLIEHHI po3Mipy cepii roTOBOro /likapcbKoro
3ac00y,BUr0TOB/IEHOTO Ha BUPOGHWUIl AinbHULI ®eppiHr
MpogakwH IHk., CLWA go 92,4 kr (89 709 dhnakoHiB)
NOPIBHAHO 3 3aTBEPIKEHNUM PO3MIPOM Cepii Ha
BUPOGHWUIl AinbHULI ®eppiHr TM6X, HimeyunHa (40 000-
80 300 dhnakoHiB).
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nepBUHHE NaKyBaHHS,
KOHTPO/b AKOCTI:
3eHTiBa K.C., Yecbka
Pecnyb6nika;
MapKyBaHHs,
KOHTPO/1b SIKOCTI,
BTOPVHHE NakKyBaHHS
Ta Bunyck cepii
PO3YMHHMKA:
®eppiHr MM6X,
HimeuunHa

NPOMIXXHOro NPoAyKTy abo rotoBoro AikapcbKoro 3acoby,
AiNbHULI ANA NPOBEAEHHSA NakKyBaHHS, BUPOOHYIKa,
BiANOBIAA/IbHOrO 3a BUMYCK CEPIi, MicLie NpOBeAEHHS
KOHTPO/II0 cepii) abo nocTavasibHUKa BUXIGHOTO
martepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLLO
3a3HayeHo y A0CbE) BUganeHHs BnpobHrka Weimer
Pharma, Im Steingerust 30, D-76437 Rastatt, Germany siK
AiNbHUL, BiANOBifaIbHOT 38 BUPOBHULTBO PO3UMHHNIKA.
KomnaHisi ®eppiHr MmM6X, HimeyunHa nogae uto 3MiHy, w06
BUIYUYNTN BUPOOHUYY AiNbHULIO, Y 3B'A3KY 3 TUM, LLO LS
AinbHUUA Binblue He 6yae BUkopuctosyBaTucs. Hapasi
3aMLWIAETLCA ABa 3aTBePKEHHNX BUPOOHUKA
po3umHHKKa: XaynT ®apma Bronbdinr TM6X, HimeuunHa
(Haupt Pharma Wulfing GmbH, Germany) Ta 3eHTiBa K.C.,
Yecbka Pecny6nika (Zentiva, k.s., Czech Republic), wo
6ynn 3aTBEPIAXEHI HANTEXHUM YMHOM, ane He 6ynu
BMHECEHI Ha TUTY/IbHY cTOopiHKy MKA Ta go
PeecTpaujiiHoro nocsigueHHs. 3miHu | Tuny - 3miHun 3
AKocTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHN)
3MiHa MOBW BVK1aAeHHs MeToaiB KOHTPOs AKocTi /13 3
pOCilicbKOi Ha yKpaiHCbKy. 3anponoHoBaHa 3MiHa He
YYMHUTb HECMIPUAT/IMBOIO BIN/IMBY Ha SKICTb, 6e3MneYHicTb Ta
eheKTVBHICTb rOTOBOrO Nikapcbkoro 3acoby MEHOMMYP,
NOPOLLIOK NiodiNi30BaHWi A58 NPUroTyBaHHA PO3UMHY ANS
iH'ekUili no 75 MO ®CT Ta 75 MO /T y chnakoHax. 3minu |
TUMy - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y
BUPOGHUUTBI. 3MiHa po3mipy cepii (BK/IYaum giana3oH
pPO3Mipy cepii) roToBOro AikapcbKoro 3acoby (iHLi 3MiHW)
(B.1.6.4. (x) 1B)
3MiHa Aiana3oHy po3mipy cepii roToBOro NikapcbKoro
3acoby 3 41,2 kr — 85,8 kr (40 000 - 83 300 dhnakoHiB) Ha
85,5 kr (83300 chriakoHiB) Ha AinbHuULi PeppiHr MTM6X,
Himeuumnna. 3miHu Il TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHW y BUpOBHMLTBI. 3amiHa abo
BBE/EHHSA AOAATKOBOI AiNbHULI BUPOGHMLTBA A5
4yacTnHK abo BCbOro BUPOBHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHULSA, Ha siKili NPOBOAATLCS OYAb-
SKi BUPOGHWYI cTagii, 38 BUHATKOM BUMYCKY Cepil,
NpoBeAeHHS KOHTPOJ0 SIKOCTi Ta BTOPUHHOTO NakyBaHHS,
AN nikapcbknx 3acobis 6i0/10riYHOro/iMyHONOrYHOro
NOXOKEHHSI ab0 NikapCbKnx )OPM KOMM/IEKCHOTO
(cknagHoro) BUPOGHUYOro NpoLecy) aoaasaHHsA PeppiHr
MpogakwH IHK., IHTepnelic Mapkeeii 100, MapcinnaHi Hbto-
[xepci, 07054, CLA (Ferring Production Inc., Interpace
Parkway 100, Parsippany NJ, 07054, United States) B

AKOCTI aNlbTEPHATMBHOI AiNbHUL, BigNoBifabHOT 3a

BMPOGHULITBO NOPOLLIKY, MEPBUHHE NakyBaHHsA. MEHOIYP,
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BUPOGHUK 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs
PO34YMHHMKA, BMPOGHWYOT AinbHUL (BKTHOYAOUU AinbHuui ans Adl,
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NMOPOLLOK Niohini3oBaHuii ANnA NPUrOTYBaHHS PO3YUHY ANS
iH'ekuiii mo 75 MO ®CTI ta 75 MO /I y donakoHax Ha
[JaHuii yac BUrOTOB/AETLCA Ha 3aTBEPXKEHI BUPOOHNUI
AinbHULUI PeppiHr TM6X, HimeuunHa. 3miHu Il Tuny - 3miHn
3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI.
3MiHM y npoueci BUpOOHULITBA FOTOBOIO NiKapCbKoro
3aco0y, BKIOYaUM NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETHCS MNPV BUPOOHULTBI FOTOBOTO NiKapPCbKOro
3acoby (nikapcbkuii 3acib € nikapcbkuM 3aco6om
6i010r4YHOro/iMyHOONYHOrO MOXOPKEHHSA Ta 3MiHA
BMMarae NpoBeAeHHS MOPIBHSAIbHUX AOCAIAKEHb)
BHECEHHS 3MiH y BUPOGHMYMIA NpoLec roToBOro
NiKapCcbKoro 3acoby Ha BUPOGHUYIN AinbHUL ®eppiHr
M6X, HimeyunHa. 3anponoHoBaHa 3MiHa € HacnigKom
3MiHU WoA0 AofasaHHA deppiHr MpogakwH IHk., CLWA B
AKOCTI aNlbTEPHATUBHOI AiNbHUL, BignoBifabHOT 3a
BMPOGHMLITBO NMOPOLLKY, NepBUHHE NakyBaHHS. Hosa
OiNbHMLSA Mae nokpatleHuid uykn niodpinisadii, wo
BUK/IOYAE MOTEHLLiViHI pU3NKW KpuCTanisalii 1akTosmn y
MOPIBHSAHHI i3 BXe 3aTBEPAKEHHUM LMKIOM fiodpinisauii Ha
OinbHULT ®eppiHr TM6X, HimeuunHa. Y 3B’A3Ky 3 UM
3a8BHUK baxkae 3anpoBaAMTh ONTUMI30BaHWIA LK
niodpinizayii Ha BUpOGHWYI AinbHKLi ®eppiHr TM6X,
HimeuumHa. Cneumdikauis M13, NpoMikHUIA KOHTPONb Ta
HOPMYBaHHS 3aMLWwalTbea 6e3 3MiH. 3MiHu |1 Tuny - 3MiHn
3 AKocTi. FoToBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa Yy NepBUHHIl
yNakoBLji FOTOBOrO /ikapCbKOro 3acoby (iKicHWA Ta
KinbKicHW cknag) - CTepubHI Nikapcbki 3aco6m Ta
nikapcbki 3acobu 6ionorivyHoro/iMyHoN0r4YHoro
NMOXOLPKEHHS - 3MiHA B AAKICHOMY i KifIbKiCHOMY cknagi
NepBMHHOT YNakoBKM rOTOBOTO J1iKapCbKOro 3acoby, a
came: 3aMiHi rymoBux Npo6ok Tuny 1779 W4416/50
(WEST) i Tuny C1503 6720GC 6 TP (STELMI) Ha rymoBi
npo6kn Tuny C1503 6740GS 6 TP3 (STELMI). B mexax
onTMMiI3aL,ii BUPOGHMYOro NpoLiecy Ta NOKpaLeHHs LKy
niogpinizauii 3 METOI0 NiABULLEHHS CTabiNbHOCTI
npenapary, 3aTBepAXeHui Tun Npo6okK 3aMiHEHO Ha
Npo6ky 3 BiNbLU AKICHUM CK1aA0M ryMU, siKi MeHLLe
nornvMHatoTb Bogy. Obuasa TMny ryMmoBumx npo6ok
BWIOTOBJIEHI i3 6pOMbYTUIKayUyka, po3mipu i hopma
NPO60K He 3MiHUAMCA. 3MiHu I Tuny - 3MiHW 3 SAKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTposib rOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHN) NpMBeAEHHS
3aTBepMxeHnx B YkpaiHi MKA 13 po matepianis
PeecTpauiliHoro focbe BUpobHuKa, posginy 3.2.P.5.1, p.
3.2.P.5.2 3aTBepAkeHoro B kpaiHax €C, Lo He
3MiHIOBaBCS 3 MOMEHTY 3aTBepxeHHAa MKA nig yac
peecTpaujii B YkpaiHi. B npoueci y3romxkeHHs martepianis
6Yy/10 BHECEHO HACTYMHi 3MiHW: 1. YTOYHEHHSI HANWCAHHS
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HaliMeHyBaHb NokasHuKiB: Byno: «Onuc»
(mikpockomniuHo)», «Po3BefeHunin po3unH BMicTy 1 donakoHa
B 1 M/1 pO3UYMHHMKa», «pH po3UnHy», «EKckIto3iliHa
xpomaTorpadis (MeHoTponiH)»; CTano: «Onunc»
(makpockoniuHo)», «BigHOBEHWIA PO3UnH BMICTY 1
chnakoHa B 1 M1 po3umHHUKa», «pH po3unHy (npu 20°C)»,
«EkckntosiiiHa xpomaTtorpadis (SEC) (MeHOTponiH)»; 2.
BuHeceHHs n. «JlakTto3a (3 MiAHO-TapTPaTHM PO3YMHOM)>»
OKPEeMWM NMYHKTOM 3 YTOYHEHHSIM Ha3BU; YTOUYHEHHS
HanucaHHs HOpMyBaHb Ta nocunaHb B cneuudikawii
npenapary A/19 HaCTYMHNX NOKa3HUKIB: «4ac
PO3UMHEHHS»; «laeHTudikauia. /T Ta dCIr»,;
«ExkckntoziiiHa xpomaTtorpadis (SEC) (MeHoTponiH)»;
«/lakTo3a»; «JlakTo3a (3 MigHO-TapTPaTHVM PO3YNHOM)»;
«KinbkicHe BU3HaYeHHs: AKTUBHICTb JIM»; «KinbkicHe
BU3HAYEHHS: AKTUBHICTb ®CIM»; «KifbKicHe BU3HAYEHHS:
[JoBipunii inTepBan ans BusHadeHHs J1M»; «KinbkicHe
BU3HaueHHS: [loBipunii iHTepBan ans BU3HayeHHs PCIM»;
«OfHOPIgHICTE MacK BMICTY priakoHa»; «BMICT Bogu»,
«CynyTHi AOMILLKM»; «CTepUbHICTbY;
«BbakTepia/ibHi eHA0TOKCUHW»; 3MiHN A0 MeTOAiB
KOHTPOO PO3UYMHHUKA: «laeHTudpikauis. HaTpili» -
BUAA/IEHO ONMNC METOAVKM, 3aUTULLEHO NOCUNAHHA Ha
nitody chapmakoneiiHy cTaTTH i3 3a3HaYEHHAM
HOPMyBaHHS 4151 AaHOoro TecTy. [na 060x cnevuudikadii
(NpenapaT Ta po34MH) BHECEHO NPUMITKY L0A0
3acTocyBaHb NOTOYHUX hapmakoneii (EP, USP,BP), y
cneumdikalisx BUAAIEHO NOCUIAHHA Ha BifNOBIAHI
Homepwu cTaTTeli (EP, USP) npu upomy ix 6yno 3anuiieHo
Nno TEKCTY METOLIB KOHTPO/IK0. 3MiHU | TUny - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHK y BUPOGHULTBI.
3amiHa abo BBeAeHHS [,04aTKOBOI AiNlbHWLi BUPOOHULTBA
[ANSA YacTUHK abo BCbOro BUPOGHMYOro Npouecy rotoBoro
NiKapCbKOoro 3acoby (iHLWi 3MiHX) NPYBEAEHHA HaNMCaHHSA
oyHKLUili 3apeecTpoBaHuX BUPO6HWMKIB /13 (MOpoLLoK Ta
PO3YMHHIK) Y BifMOBIAHICTb 0 YMHHUX pPeecTpaLiliHuiX
marepianis BUPO6HMKa. MeTo AaHOl 3MiHN € NPUBEAEHHS
hyHKLili 3aTBEpPAKEHMX BUPOOHUKIB Y BIANOBIAHICTL A0
po3gainy 3.2.P.3.1 Bupo6Huk(n) nopolky Ta 3.2.P.3.1
Brpo6HMK(1) pOo3UMHHUKA, & came: TakoX NPOnoHYETbCA
BMHECEHHS1 BUPOOHUKIB po3unHHIKKa (XaynT ®apma
BronbdpiHr FTM6X, HimeuunHa, 3eHTiBa K.C., Hecbka
Pecny6nika, ®eppiHr FTM6X, HimewunHa), ski npucyTHi B
3aTBepKEHOMY Ha AaHuii yac MKA, Ha TUTYNbHY CTOPIHKY
MK$ Ta go PeecTpauiiiHoro nocBifg4yeHHs. ®akTuyHe micue
BMPOGHULITBA Ta BCi BUPOGHULI onepauii 3anvwatTbes
6e3 3MiH AN BCiX BUPOOHUKIB. TakoX 3asBHVK f,OBOANT,
Lo BUpo6HMK JIMT, BiANOBiAa/IbHNI 32 KOHTPOSIb SIKOCTI
(6ionoriyHnii aHanis), 3aBxaun 6yB NPUCYTHIlA B MaTepianax
peecTpauiiiHoro gocbe Ta 6yB HagaHuin Ao AELL npu
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n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
peecTpadii /13 B 4OCbe BUPOBHYKA, asie He ByB BKIOUYEHWIA
0o MKA Ta PrI1. BignosigHi 3MiHM BHECEHI 3 METOH
npueefeHHA MKA N13 y BignosigHiCTb 40 MaTepianis
peecTpauiiHoro 0cLE BUPOGHMKA.
103. | METOTAB Tabnetkv no 2,5 wr; Mepak HimeuuunH Brpo6HWK, LWo HiMeuyunHa | BHeCeHHS 3MiH A0 peecTpauiiiHuX MaTepiasis: 3MiHW | Tuny 3a UA/11318/01/01
no 30 a6o 100 lesenbwadpt a Bignosigae 3a - 3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb peyenmom
TabneTok y go1akoHi; dotop KniHiwe MapKyBaHHS roTOBOrO MiKapCbKOro 3acoby. 3miHa napameTpis
no 1 dnakoHy B Lneuiansnpe NepBUHHOT yNaKoBKM, cneuudikauin Ta/abo foNyCTUMUX MEX rOTOBOrO
nauui napate mM6X BTOPWHHE NakKyBaHHS, nikapcbKoro 3acoby (iHLi 3MiHW) - BuknageHHs TekcTy
KOHTpO/b/BUNpobyBaH MKS fepxaBHO0 MOBOLO; 3MiHM | TUMY - 3MiHM 3 AKOCTI.
Hs1 cepii Ta 3a BUMycK [oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
cepii: Mepak nikapcbKoro 3acoby (iHwi 3miHW) - OHoBNEHHA p.3.2.P.5.1.
lesenbwadT drop (pepaxuiriHi npasku)
KniHiwe
LWneujansnpenapate
M6X, HimeuumnHa;
Brpo6HWK, LWo
Bignosigae 3a
BMPOGHMLTBO rOTOBOI
[,030BaHoi hopmu,
nepBuHHe Ta
BTOPUHHE NakyBaHHs,
MapKyBaHHsI
NepBUHHOI YNaKoBKu,
KOHTpO/b/BMUNpobyBaH
Hs cepii: Ekcenna
'M6X eHf Ko. K,
HimeuumnHa;
Brpo6HWK, Wo
Bignosigae 3a
MapKyBaHHs
NEepBUHHOI YNaKoBKu,
BTOPVHHE MaKyBaHHS,
KOHTpO/b/BUNpobyBaH
Hs cepii: XaynT dapma
BondpartiayceH
'M6X, HimeyunHa
104. | METOTAB Tabnetkv no 7,5 wr; Mepak HimeuuunH B1po6HWK, Lo HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHK | Tuny 3a UA/11318/01/02
no 10 a6o 30 lesenbwadpt a Bignosigae 3a - 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb peyenmom
TabneTokK y go1akoHi; dotop KAiHiwe MapKyBaHHS roTOBOrO MiKapCcbKoro 3acoby. 3miHa napameTpis
no 1 cpnakoHy B LLneuianbnpe NepPBMHHOT YNakoBKU, cneuudikauin Ta/abo fonycTUMNX MEX rOTOBOrO
nauui napate m6X BTOPWMHHE NaKyBaHHS, nikapcbKoro 3acoby (iHLi 3MiHW) - BuknageHHs TekcTy

KOHTpO/b/BMNpobyBaH
HS cepil Ta 3a BUNYyCK
cepii: Mepak
esenbwadt drop
K/iHiLe
Lneujanbnpenapate

M6X, HimeuuunHa;

MKS fepxaBHOO MOBOLO; 3MiHM | TUMY - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKkoro 3acoby (iHwi 3miHu) - OHoBNEHHA p.3.2.P.5.1.
(pepaxuiiiHi npasku)
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

Brpo6HuK, LWo
BignoBigae 3a
BMPOGHMLTBO rOTOBOI
[030BaHoi hopmu,
nepBuHHe Ta
BTOPUHHE NaKyBaHHs,
MapKyBaHHs
NEepBUHHOI YNakKoBKu,
KOHTPONb/BUNPOGYBaH
Hsa cepii: Ekcenna
'M6X eHg Ko. K,
HimeuuunHa,;
Bnpo6HuK, LWo
BignoBigae 3a
MapKyBaHHs
NepBUHHOT YNakoBKU,
BTOPUHHE MaKyBaHHS,
KOHTPONb/BUNPOGYBaH
HAa cepii: XaynT ®apma
BondypatwayceH
v6X, HimeuunHa

105.

METOTAB

Tabnetkn no 10 wmr;
no 10 a6o 30
TabneTtok y h1akoHi;
no 1 donakony B
nauui

Megak
lesenbwadT
dotop KAiHiwe
Lneuiansnpe
naparte M6X

HimeyuunH
a

Brpo6HuK, LWo
Bignosigae 3a
MapKyBaHHs
NepPBUHHOT YNAaKoBKU,
BTOPUHHE NaKyBaHHs,
KOHTPONb/BUNPOGYBaH
Hs cepii Ta 3a BUNycK
cepii: Mepak
esenbwadt drop
KAiHiwe
Lneujansnpenapate
M6X, HimeuuunHa;
Brpo6HuK, Lwo
Bignosigae 3a
BUPOBHMLTBO rOTOBOI
[,030BaHoi chopmu,
nepBuHHe Ta
BTOPUHHE NaKyBaHHs,
MapKyBaHHs
NEepBUHHOI YNaKoBKu,
KOHTPONb/BUNPOGYBaH
Hs cepii: Exkcenna
'M6X eHg Ko. K,
HimeuuunHa,;
Brpo6HuK, LWo
Bignosigae 3a
MapKyBaHHs
NepPBUHHOT YNaKoBKU,
BTOPUHHE NaKyBaHHS,

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3MiHK 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro NikapcbKoro 3acoby. 3miHa napameTpis
cneuudikavin Ta/abo fonycTMMNX MeX roToBoro
nikapcbKoro 3acoby (iHwi 3MiHM) - BuknageHHs TekcTy
MKSA nepxxaBHOK MOBOH); 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHN) - OHoBNEHHA p.3.2.P.5.1.
(pepaxuiliHi npaBku)

3a
peyernmom

UA/11318/01/03




85 ITponoB>xeHHs fofaTKa 3
Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KOHTpO/b/BUNpobyBaH
Hs cepii: XaynT dapma
BondpartiayceH
'M6X, HimeyunHa
106. | METOTPEKCAT | KoHUeHTpaT Ans EBEBE ABCTpis MOBHWIA LMK AscTpis/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHK | Tuny 3a UA/1209/02/01
"EBEBE" pO34unHy ans dapmva BUPOGHMLTBA: HimeyunHa - 3MiHK 3 siKOCTi. FOTOBUIA NiKapcbkuii 3aci6. 3MiHM y peyenmom
iHdpysili, 100 mr/mn fec.m.6.X. PAPEBA YHTepax BMPOGHULITBI. 3MiHa iMNOpTEpa/3MiHK, L0 CTOCYHOThCSA
no 5 mn (500 wmr), Hdpr. KI M6X, ABCTpIsi; BUNYyCK BWMYCKy Cepii Ta KOHTPOJIK0 SKOCTi FOTOBOr0 NiKapCbKoro
a6o no 10 mn (1000 cepii: EBEBE ®apma 3acoby (3amiHa ab0 fofaBaHHS BUPOOHMKA, LLLO
mr), abo no 50 mn ec.m.6.X. Hdpr. KT, BiAnoBifae 3a BBe3eHHS Ta/abo Bmnyck cepii) - He
(5000 mr) y ABCTPpisi; TECTYBaHHS: BK/IOYA0UM KOHTPO/IL/BUNPOGYBaHHS cepii - AofaBaHHS
donakoHi; no 1 M1 Mikpo6ionoriwec aNbTepHaTMBHOT BUPOBGHMNYOI AiNbHUL BignoBiganbHOT 3a
chnakoHy B Mptochnabop M6X, Bunyck cepii PAPEBA YHTepax M'M6X, MoHA3eelwTpacce,
KapTOHHIA Kopoo6Li ABCTpisi; TECTYBaHHS: 11 4866 YHTepax am ATTep3see, ABCTpia/FAREVA
Nab6op N+C AT, Unterach GmbH, Mondseestrasse 11, 4866 Unterach am
HimeyunHa Attersee, Austria. 3MiHVM BHECEHI B iIHCTPYKLi0 AN1s
MeAMYHOr0o 3aCTOCYBaHHS NikapCbKOro 3acoby y po3gin
"BUpo6HMK" 3 BIANOBIAHUMN 3MiHAMW B TEKCTI MapKyBaHHS
ynakoBOK. BBBeAEeHHS 3MiH NpoTArom 6-Tv MicAUiB nicas
3aTBEPKEHHS; 3MiHW | TUNY - AQMIHICTPATVBHI 3MiHW.
3MiHa HaliMeHyBaHHS Ta/abo agpecu MicLs NPoBafXeHHS
[iSNbHOCTI BUPOOHMKa/iMnopTepa roToBOro NikapCbKoro
3aco0y, BK/IIOYAKUM Ai/TbHUL BUMYCKY cepii abo micue
NpoBeAeHHS KOHTPOSIIO AKOCTI. (AiANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/THOYAKOYN BUMYCK
cepiid) - 3MiHa HalilMeHyBaHHs BUpobHuka 113 EBEBE
dapma ec.m.6.X. Haor. KIT, ABCTpist, o1st yCix cpyHKUNA,
KpiM chyHKLiT BUNYycKy cepii. 6e3 3MiHW Micus BUPOOHULITBA.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPMAKEHHS
107. | MET®OPMIH- TabneTku, BKpUTI TOB «TeBa Ykpaina BMPOGHULITBO 3a I3paine/ BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny 3a UA/12382/01/01
TEBA NNiBKOBOO YkpaiHa» NOBHUM UuKNOM: TeBa YropwumHa/ - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
060/10HKOI0, N0 dapmaLeBTikan Yecbka azpecy Micusi NPOBaKEHHS AiS/IbHOCTI
1000 wr; no 10 IHgacTpis NT4,., Pecny6nika BMpPO6HMKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,
TabneTok y 6nictepi; I13painb; nepBuHHa Ta BK/IOYAl0UM AiNbHULI BUMYyCKy cepii abo micue
no 3 6nictepu y BTOPVHHA yNakoBkKa, NpoBeAEeHHS KOHTPOSIO AKOCTI. (AiANbHICTb, 3a AKY

Kopo6bui; no 15
TabneTok y 6nictepi;
no 2 6nictepu y
Kopobui

KOHTPO/Ib SKOCTi Ta
[03Bi/1 HA BUMYCK
cepiii: AT
dapmaueBTUYHMi
3aBof TeBa,
YropuwuHa;
BMPOGHMLITBO
Hepo3dhacoBaHol
NpoAyKLii, KOHTPO/Ib
akocTi: Tesa Yex
IHpacTpi3 c.p.o.,
Yecbka Pecny6nika

BiANoBiAae BMPOGHMK/iIMNOpTEpP, BKKOYAKUM BUMYCK Cepili)
- 3miHa Ha3BM BUp0o6HUKKa /13, 6e3 3MiHK Micus
BMpO6HULUTBA. TEpMiH BBEAEHHS 3MiH - IPOTAroM 6
MiCALIB MiCNA 3aTBEPAKEHHS
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
108. | MIKCTAPA® 30 | cycneHsia ans A/T Hoso [JaHis Brpo6HuK [Oanis/ BHECEHHS 3MiH [0 peecTpaliiiH1ux maTepianis: 3MiHun | TUny 3a UA/17173/01/01
HM iH'ekujn, 100 MO/Mmn Hopgick Hepo3dacoBaHoro ®paHuin/ - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb peyenmom
®DJIEKCIMNEH® no3mny NPoAyKTY, NepsuHHe Bpaswunis/ [OMNOMDKHMX pevOBUH. 3aMiHa JKepena ofepXaHHs
KapTpuaxi; no 1 nakyBaHHs1; KOHTPO/1b KnTaiicbka [OMNOMDKHOT pe4oBUHY ab0 peakTuBy, L0 CTAHOBUTbL PU3NK
KapTpuaxy y AKOCTI MPOAYKTY B HapogHa nepepadi 36yaHukis 'E (maTtepiasny, L0 CTAHOBUTb PU3UK
6araTroo30Biii nepBMHHOMY Pecny6nika nepepavi 36yaHukis 'E, Ha MaTepian pocnHHOro abo
0/IHOPa30Biii nakyBaHHI (kapTpuaxi CUHTETUYHOTO MOXOMKEHHSR) - N1 AONOMIXKHUX PEYOBUH
LWNpuL-pyyLj; mo 1 MeHin®) Ta abo peakTuBIB, siKi BUKOPVCTOBYIOTHCS Y BUPOOHULITBI

a6o 5 wnpuu-pyyok
Y KapTOHHiii Kopobuyj;

BiANOBIgaIbHMI 3a
BUMYCK Cepii roToBoro
NpPoOAYKTY
(PnekcleH®):
A/T Hoso Hopgick,
[aHin
Brpo6HuK
BiNOBIgabHWIA 32
36VpaHHs,
MapKyBaHHS Ta
BTOPVHHE NaKyBaHHS
roTOBOrO NPOAYKTY
(PnekcleH®);
KOHTPO/Ib AKOCTI
roTOBOrO NPOAYKTY
(PnekcleH®):
A/T Hoso Hopgick,
[OaHis
MapkyBaHHs Ta
BTOPVHHE NaKyBaHHS
roTOBOrO NPOAYKTY
(PnekcleH®):
A/T Hoso Hopgick,
[aHis
Bupo6HMK npoayKuji
3a NOBHUM LVIK/TOM:
Hoso Hopgaick
MNpogatokcboH CAC,
®paHuisa
Brpo6HuK
Hepo3dacoBaHoro
NPOAYKTY, NePBUHHE
nakyBaHHS; KOHTPO/1b
AKOCTI MPOAYKTY B
nepBUHHOMY
nakyBaHHi (kapTpuaxi
MeHiN®); 36upaHHs,
MapKyBaHHS Ta
BTOPVHHE NaKyBaHHS
roTOBOro NPOAYKTY
(dnekcleH®);
KOHTPO/Ib AKOCTI

aKTVMBHOI pevyoBuHM 6i0n10riYHOro/iMyHON0rYHOro
NOXO)KEHHS, ab0 NikapCbKOro 3acoby
6i0/10rYHOro/iMyHOONYHOTO MOXOKEHHS. 3amiHa
peakTuBiB Amikasa Ta J1akTo3a, L0 CTaHOBNSATb PU3NK
nepepgadi 36yaHukis N'E, Ha martepian pocaIMHHOrO
MOXOPKEHHA 15 3aCTOCYBaHHA y BUPOOHWLTBI €H3MMY
AxpomobakTtep Jlikyc MNpoTeasa (A/M), wo
BMKOPVCTOBYETLCA Y NPOLIECi BUPOOHULTBA aKTUBHOI
PeyoBUHM.
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

rOTOBOrO NPOAYKTY
(PnekcleH®):
Hoso Hopgick
Mpoaykao
dapmaceyTika o
Bpasinb NTaa.,
Bpasunis
Brpo6HuK
Hepo3dacoBaHoro
NpOAYyKTY,
HanoBHEHHS B
NepBUHHY YNakoBKY:
HoBo Hopgick (KuTait)
dapmacsbtoTikans Ko.,
NTa., Kntalicbka
HapogHa Pecny6nika

109.

MIKCTAPA®30
HM NEH®IN®

cycneHsis ans
iH'ekujin, 100 MO/Mn
no3mny
KapTpuaxi; no 5
KapTpuoxis y
KapTOHHI Kopo6Lyj;

AT Hoso
Hopgaick

[anis

Brpo6HuK [Oanis/
Hepo3ghacoBaHoro dpaHuia/
nNpoaykKTy, Bpasunis/
HanoBHEHHS B KuTaiicbka
MeHin®, nepBuHHa HapogHa
ynakoBKa, KOHTPO/1b Pecny6nika
AKOCTI Ta
BiANOBigaIbHUI 3a
BVINYCK Cepiit
KIHLLeBOro NpoAyKTy:
A/T Hoso Hopgick,
[JaHis; Bupo6bHuk
Hepo3dacosBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHs Ta
KOHTPO/b GaUiky.
KOHTpOsb fKOCTI
6asiKy rotToBOro
NPOAYKTY Ta KiHLeBoro
npoaykrty: Hoso
Hopgick MNMpoatKcboH
CAC, ®paHuis;
BupobHuk ans
MapKyBaHHS Ta
ynakoBku MNeHpin®,
BTOPVHHOIO
nakyBaHHs: A/T Hoso
Hopgick, faHis;
Bupo6bHuK
Hepo3dgacoBaHOl
npoaykuii, nepBnHHa
Ta BTOPVHHA
ynakoska: HoBo
Hopgaick MNpoaykao

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHK | Tuny
- 3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb
[OMNOMDKHMUX PeYOBUH. 3aMiHa JKeperna ofgepKaHHA
[OMOMIXHOI Pe4OBMHM abo peakTuBY, L0 CTAHOBUTb PU3MK
nepegadi 36ygHukis N'E (martepiany, W0 CTAHOBUTb PU3MK
nepepgadi 36yaHukis 'E, Ha maTepian pocNHHOro abo
CUHTETUYHOIO NOXOMKEHHS) - [11A AONOMKHUX peYOBUH
a60 peakTuBiB, sIKi BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
aKTUBHOI PEYOBVHM 6i0N0rNYHOro/iMyHOOrNYHOTO
NMOXOKEHHS!, ab0 /iKapCbKoro 3acoby
6i0n0oriYHOro/iMyHONMOMNYHOr0 NOXOMKEHHS. 3aMiHa
peakTuBiB AMikasa Ta J/lakTo3a, L0 CTaHOBASATb PU3MK
nepepadi 36yaHukis 'E, Ha maTepian pocMHHOIO
NMOXOPKEHHA NS 3aCTOCYBaHHA Yy BUPOOHULTBI €H3MMY
Axpomobaktep Jlikyc MNpoTeasa (A/MN), wo
BUKOPVCTOBYETLCA Y NPOLLECI BUPOBHULITBA aKTUBHOT
PeYOoBUHM.

3a
peyenmom

UA/12612/01/01
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
dapmaceyTika [0
Bpasinb /lTga.,
Bpasunisi; BUpobHuk
Hepo3acoBaHOro
NPOAYKTY,
HanoBHEHHS B
NepBUHHY YNakKoBKy:
Hoso Hopgaick (Kutaii)
dapmacstoTikans Ko.,
NTa., Kntalicbka
HapogHa Pecny6nika

110. | MIHIPUH Tabnetku no 0,1 wr; deppiHr LLiseiiuapi PeppiHr MM6X, HimeuumHa/ | BHECEHHS 3MiH [0 peecTpauiliHnx martepianis: 3miHu | TunNy 3a UA/16236/01/01
no 30 TabneTok y IHTepHeLHN A HimeuunHa Lseiuapis - 3MiHn 3 sKocTi. CepTudpikat BignosigHoCTI/IE- peyenmom
chnakoHi; no 1 CeHTtep CA (BignoBiganbHwWii 3a cepTudikaT BignoBigHOCTI EBponeichbkiii
donakoHy B BUNyCK cepil); PeppiHr thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
KapTOHHI/ ynakosL,i IHTepHewHn CeHTep OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUNYYEHHS

CA, WBeliyapis cepTudpikaTa BignosigHOCTi EBponeiickkiil hapmakonei:
(BMPOGHULTBO) onsa A®l; ana BuxigHoro martepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
AonomixHoi pevoBuHn (FE-cepTudikat BignosigHOCTI
€Bponeiicbkiit hapmakonei ans Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[OMOMDKHOT peyoBrHM) - OHOBMEHWT cepTudikaT Bif, BXe
3aTBepKEeHOro BMpo6Huka. MNMogaHHs oHoBneHoro ME-
cepTudikaTa BignoBigHOCTI €Bponeiickkin dhapmakonei Ne
R1-CEP 2000-322-Rev 03 (3aTBepmxeHo: R1-CEP 2000-
322-Rev 02) Ha BMXigHWi1 MaTepian a-chymotrypsin
(anbha-xiMoTpUNCKH) Bif BXEe 3aTBEPIKEHOTO BUPOOHMKA
Sigma-Aldrich Corporation y 38’s3Ky 3i 3MiHO0 Y nepeniky
KpaiH NOXOMKEHHS i3 BK/IHOUYEHHAM [0 LibOro nepeniky
CLUA.

111. | MIHIPUH Tabnetkv no 0,2 wmr; PeppiHr LLiBeiiuapi ®eppiHr TM6X, HimeuumHa/ | BHECEHHs 3MiH [0 peecTpauiliHnx martepianis: 3miHu | Tuny 3a UA/16236/01/02
no 30 TabneTok y IHTepHeLLHN A HimeyunHa Leiiapis - 3MiHu 3 sikocTi. CepTuddikat BignosigHOCTI/TE- peyenmom
chnakoHi; no 1 CeHtep CA (BignoBiganbHuii 3a cepTudikaT BifgnoBigHOCTI €EBponeicbkiii
donakoHy B BUNYyCK cepil); PeppiHr hapmakonei/moHorpadii. NMogaHHA HoBOro abo
KapTOHHIA ynakoBL,i IHTepHewHn CeHTep OHOBJIEHOrO cepTudikaTa BignoBigHOCTI a60 BUIYYEHHS

CA, WBeliyapis cepTudiikaTa BignosigHOCTI EBponeiickkiin hapmakonei:
(BMPOGHMLTBO) onsa A®l; ana BuxigHoro marepiasy/peareHTy/npoMikKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; ans
AonomikHoi pevosuHu (FE-cepTudikat BignosigHoOCTI
€Bponeiicbkiin hapmakonei ana A®l/BuxigHoro
MaTepiany/peareHTy/MpoMbKHOro nNpoaykTy abo
[OMOMDKHOT peyoBrHY) - OHOBMEHWi cepTudikaT Bif, BXe
3aTBEpAXEHOro BMpobHuka. NMogaHHsa oHoBreHoro ME-
cepTudikaTa BignosigHocTi E€Bponeiickbkii hapmakonei Ne
R1-CEP 2000-322-Rev 03 (3atBepgxeHo: R1-CEP 2000-
322-Rev 02) Ha BMXigHWin MaTepian a-chymotrypsin
(anbtha-ximoTpuNCuH) Bif BXe 3aTBEPKEHOTO BUPOOHMKA
Sigma-Aldrich Corporation y 38’a3Ky 3i 3MiHO Y nepeniky
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KpaiH NOXOMPKEHHS i3 BKIOYEHHSAM 10 LibOro nepeniky
CLUA.
112. | MIHIPUH MENT | niogoinizat deppiHr LLiseiiuapi BUPOGHMLTBO, BenukobpuT | BHECEHHS 3MiH 10 peecTpaviiHiX MaTepianis: 3MiHu | Tuny 3a UA/5118/02/01
opasibHWi1 no 60 Mkr, IHTepHeLHN A nepBuHHE NakyBaHHS, aHis/ - 3MiHn 3 sKocTi. CepTudpikat BignosigHoCTI/IE- peyenmom
no 10 niocpinizaTiB y CeHTtep CA KOHTPO/b AKOCTI: LLiBefiuapis/ cepTudikaT BignoBigHOCTI EBponeichkiii
6nictepi; no 1, abo KataneHT tO.K. HimeyunHa thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
no 3, aéo no 10 CaiHgoH 3igic NimiTes, OHOBJ/IEHOrO cepTudpikaTa BiANOBIAHOCTI ab0 BUNYYEHHS
6nicTepiB y BenukobpuTaHis; cepTudpikaTa BignosigHOCTi EBponeiickkiil hapmakonei:
KapTOHHIlA KOpooLi BTOPWHHE NaKyBaHHS: onsa A®l; ana BuxigHoro martepiany/peareHTy/npoMiKHOro
®eppiHr IHTepHeLwHn NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULTBI ADI; ans
CeHtep CA, AonomixHoi pevosuHn (FE-cepTudikat BignosigHOCTI
LLiBeiiLapis; €Bponeiicbkiit hapmakonei ans Adl/BuxigHoro
BiANoBiAa/IbHMIA 32 mMaTepiany/peareHTy/MpoMiKHOro NpoaykTy abo
KOHTPO/b AKOCTI, [OMOMDKHOT peyoBrHY) - OHOBNEHW cepTudikaT Bif, BXe
BUNYyCK cepii: eppiHr 3aTBEPKEHOr0 BUPO6HYMKA - NofaHHSA OHOBEeHoro ME-
v6X, HimeyunHa cepTudiikaTa BignosigHocTi EBponelickbkiin dhapmakonei Ne
R1-CEP 2000-322-Rev 03 (3aTBepmxeHo: R1-CEP 2000-
322-Rev 02) Ha BMXigHWi1 MaTepian a-chymotrypsin
(anbha-ximoTpUNCKH) Bif BXE 3aTBEPIKEHOTO BUPOOHMKA
Sigma-Aldrich Corporation y 38’s3Ky 3i 3MiHO0 Y nepeniky
KpaiH NOXOMKEHHS i3 BK/IHOUYEHHAM [0 LibOro nepeniky
CLWA
113. | MIHIPUH MEANT | niogoinisat PeppiHr LLiBeiiuapi BMPOGHMLTBO, BenukobpuT | BHECEHHS 3MiH [0 peecTpaliiiHiX MaTepianis: 3MiHu | Tuny 3a UA/5118/02/02
opasibHuWii no 120 IHTepHeLLHN A nepByHHE NakyBaHHS, aHis/ - 3MiHu 3 sikocTi. CepTuddikat BignosigHOCTI/TE- peyenmom
MKr, no 10 CeHtep CA KOHTPO/b AKOCTI: LLsenuapis/ cepTudikaT BignoBigHOCTI €EBponeicbkiii
niodpinizaTiB y KatasieHT tO.K. HimeyunHa hapmakonei/moHorpadii. NMogaHHA HoBOro abo
6nictepi; no 1, abo CBiHAOH 3igic NimiTen, OHOBJIEHOrO cepTudikaTa BignoBigHOCTI a60 BUNYYEHHS
no 3, abo no 10 BenukobpuTaHis; cepTudiikaTa BignosigHOCTI EBponeiickkiin hapmakonei:
6nicTepiB y BTOPWHHE NaKyBaHHSA: onsa A®l; ana BuxigHoro marepiasy/peareHTy/npoMikKHOro
KapTOHHIl KopooLi PeppiHr IHTepHeLWwHN NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPO6HULTBI ADI; Ans
CeHTtep CA, AonomikHoi pevosuHu (FE-cepTudikat BignosigHoOCTI
LLiBeiuapis; €Bponeiicbkiin hapmakonei ana A®l/BuxigHoro
BiANoOBigabHUI 3a MaTepiany/peareHTy/MpoMbKHOro nNpoaykTy abo
KOHTPO/b AKOCTI, [OMOMDKHOT peyoBrHY) - OHOBMEHW cepTudikaT Big, BXe
BUNYCK cepii: eppiHr 3aTBEepPKEHOro BUPOOHYKa - NogaHHA oHoBMeHoro E-
'M6X, HimeuunHa cepTudikaTa BignosigHocTi E€Bponeiickbkii hapmakonei Ne
R1-CEP 2000-322-Rev 03 (3atBepgxeHo: R1-CEP 2000-
322-Rev 02) Ha BMXigHWin MaTepian a-chymotrypsin
(anbtha-ximoTpUNCUH) Bif BXe 3aTBEPKEHOTO BUPOOHMKA
Sigma-Aldrich Corporation y 38’3Ky 3i 3MiHO0 Y nepeniky
KpaiH NOXO[KEHHS i3 BK/THOUYEHHAM [0 LibOro nepeniky
CLLA
114. | MIHIPUH MENT | niogoinizat deppiHr LLIBeliyapi BUPOBHMLTBO, Bennkobput | BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasiB: 3miHu | Tuny 3a UA/5118/02/03
opanbHuii no 240 IHTepHeLHN A nepByHHE NakyBaHHS, aHisa/ - 3MiHu 3 sKocTi. CepTudikar signosigHocTI/lE- peyenmom
MKr, no 10 CeHtep CA KOHTPO/b AKOCTI: Lseliuapis/ cepTundikaT BigNoBigHOCTI €BpONeNChbkiit
niodpinisaTtiB y KataneHT tO.K. HimeyunHa thapmakonei/MoHorpadii. NMogaHHs HOBOro abo

6nicTepi; no 1, abo
no 3, aéo no 10
6nicTepiB y

CBiHAOH 3igic NimiTen,
BenukobpuTaHis;
BTOPWHHE MaKyBaHHS:

OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYyYEHHS
cepTudpikaTa BianoBigHOCTI EBponeiickkiii hapmakonei:
ons A®l; ona BuxigHoro martepiasny/peareHTy/npoMikHOro
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KapTOHHIlA KOpO6L ®eppiHr IHTepHeLwHn NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOBGHULTBI ADI; Ans
CeHTep CA, AonomixHoi pevosuHn (FE-cepTudikat BignoBigHOCTI
LLiBeiiuapis; €Bponeiicbkiit hapmakonei ana A®l/BuxigHoro
BiAnoBigabHUI 3a MaTepiany/peareHTy/MpoMiKHOro NpoaykTy abo
KOHTPO/Ib SKOCTI, [OMOMDKHOT peyoBrHM) - OHOBMEHW cepTudikaT Bif, BXe
BUNYyCK cepii: ®eppiHr 3aTBEpPKEHOro BUPO6HYVKA - MofaHHs OHOBeHoro ME-
v6X, HimeyunHa cepTudpikaTa BignosigHoOCTi E€Bponeiickbkiii hapmakonei No
R1-CEP 2000-322-Rev 03 (3aTBepmxeHo: R1-CEP 2000-
322-Rev 02) Ha BMXigHWi1 MaTepian a-chymotrypsin
(anbha-xiMoTpUNCKH) Bif BXE 3aTBEPIKEHOTO BUPOOHUKA
Sigma-Aldrich Corporation y 38’s3Ky 3i 3MiHO0 Y nepeniky
KpaiH NOXOMKEHHS i3 BK/IHOUYEHHAM [0 LibOro nepeniky
CLLA
115. | MITOKCAHTPO | KoHUeHTpaT Ans EBEBE ABCTpis NOBHWIA LMK AscTpis/ BHECEHHS 3MiH 0 peecTpavLjiiiHuX MmaTepiaslis: 3MiHK | Tuny 3a UA/3145/01/01
H "EBEBE" pO34unHy Ans dapmva BUpo6HUUTBa: PAPEB HimeyunHa - 3MiHK 3 siKOCTi. FOTOBUIA NiKapcbkuii 3aci6. 3MiHM y peyenmom
iHdpy3ilA, 2 mr/mn; no Fec.m.6.X. A YHTepax 'M6X, BMPOGHULTBI. 3MiHa iIMNOPTEpPa/3MiHK, L0 CTOCYHOThCS
5 mn (10 mr) a6o 10 Hdpr.KI ABCTpisi; BUNYCK Cepii: BWMYCKY Cepii Ta KOHTPOJIK0 SKOCTi FOTOBOr0 NiKapCbKoro
M (20 wmr) y EBEBE ®apma 3acoby (3amiHa ab0 fofaBaHHS BUPOOHMKA, LLLO
thnakoHi; no 1 lFec.m.6.X. Hdoor. KT, BiANOBIAAaE 3a BBE3EHHA Ta/abo Bunyck cepil) - He
chnakoHy B KOpooOLi ABCTPpIsi; TECTYBaHHS: BK/IO4A0UM KOHTPO/b/BUNPOGYBaHHSA cepii. [logaBaHHs
MIJ1 Mikpo6ionoriwec aNbTepHaTUBHOT BUPOBHNYOI AiflbHUL, BiaNoBigabHOT 3a
Mptochnabop M6X, Bunyck cepii ®PAPEBA YHTepax TM6X, MoHa3eewwTpacce,
ABcTpist; labop /1IC 11 4866 YHTepax am ATTep3see, ABCTpia/FAREVA
CE & Ko. KT, Unterach GmbH, Mondseestrasse 11, 4866 Unterach am
HimeuunHa Attersee, Austria. BBeieHHS1 3MiH NPOTArom 6-T1 MicALIB
nicns 3aTBepmxeHHs. 3MiHuv | Tuny - AOMiHiCTpaTMBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu micus
NPOBaKEHHN AiS/IbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIHOYAKUN [i/TbHUL BUNYCKY cepil
ab0o Micue NpoBefileHHA KOHTPOSIHO AKOCTI. (ZiS/IbHICTb, 3a
AKy BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/IHOYAKOUN BUMYCK
cepiid) - 3MiHa HallMeHyBaHHs BUpobHuka 113 EBEBE
dapma ec.m.6.X. Haor. KT, ABCTpist, o1st ycix cpyHKU,NA,
KpiM chyHKLiT BUNycKy cepii, 6e3 3MiHW Micus BUPOOHULITBA.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.
116. | MOAEN/b TabneTku, BKpUTI TOB «TeBa Ykpaina Brpo6HMLUTBO HimeuunHa/ | BHeCeHHs 3MiH A0 peecTpauiliHnx martepianis: 3miHu | Tuny 3a UA/13449/01/01
AHTU NNiBKOBOIO YkpaiHa» Hepo3dhacoBaHol Xopsaris - 3MiHU Wopao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKOI0; M0 21 noAykKuji, nepBuHHa Ta hapmakoHarnsgy. 3mMiHa y KOpoTkili xapakTepucTuui
Tabnetui y 6nictepi; BTOPUHHA YNakoBkKa, nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans

no 1, a6o no 3, abo
no 6 6nictepis y
Kopobui

KOHTPO/b cepil: Xaynt
dapma MioHcTep
m6X, HimeyunHa;
[l03Bin Ha BUMNyck
cepii: MNIBA
XpBarcka 4.0.0.,
Xopsaris

MeJMYHOro 3aCTOCYBaHHS Ha NiAcTasi peryisgpHo
OHOB/IOBAHOTO 3BITY 3 6e3neku nikapcbKoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpaLiinnii nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNIKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpuyHux gochimpkerb (PIP) (iHwi 3miHKW) - 3MiHK
BHeCeHi [10 IHCTPYKLUIi 415 MEeAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginun "OcobnmnsocTi
3acTocyBaHHs", "lNo6iyHi peakuii" BiANOBIAHO A0
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

OHOB/IEHOT iHGhopMaLii 3 6e3nekn 4ilo4oi pevyoBUHN.
BBeaeHHs 3MiH NnpoTarom 3-0x MicsiB nicns
3aTBEPAKEHHS

117.

MOJIECKIH®

Kpem 0,1 %, no 15 r
y Ty6i; no 1 Ty6iy
naJi 3 KapToHy

AT "®apmak”

Ykpaina

AT "d®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasliB: yTOYHEHHSA
peecTpauiiiHoi npoueaypu B Hakasi MO3 YkpaiHu Ne
814 Bip, 16.05.2022 B npoueci BHECEHHS 3MiH - 3MiHU |

Tuny - 3MiHK 3 akocTi. A®l. KoHTponb A®I. 3miHa y
mMeToAdax BUNpobyBaHHS AD| abo BuXigHOro
mMarepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo

BVIKOPVCTOBYETLCS Y NpoLeci BUpo6bHuLTBa AD| (HE3HaYHI

3MiHM Y 3aTBEpAKEHUX METoaX BUNPOOYBaHHS) - 3MiHW B

aHaniTMuHIn metoguui AT "®apmak” Npu BU3HAYEHHI
nokKasHuka «3asIMLLKOBI KiNlbKOCTi OpraHiYHMX PO3YMHHMKIB
ana A®l momeTasoHy dypoaty BMpobHUkiB Symbiotec

PharmalabPvt. Ltd., IHgis Ta Aurisco Pharmaceutical Co.,
Ltd, Kutaii, a came BMNpaBnTK 3HAYEHHS TeMMNepaTypu
netni 3 125 °C Ha 150 °C; Temnepatypw JiHii nepeHocy 3
140 °C Ha 160 °C; BunyynTn NpUroTyBaHHA po3ynHy s
[06aBKu, Tak SK Lieli PO34VH HE BUKOPUCTOBYETLCS AN

PYTUHHOTO KOHTPOIIO; 3MiHM | TUMy - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat BignosigHOCTI
€Bponelicbkili hapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HeOOXiZHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo EBponeiicbkoi chapmakonei, abo
iHLIOT HauioHas1bHOT dhapmakonei aepxasun €C (iHLWi 3MiHN)
- B po3gini «KinbKicHe BU3HAUYEHHS» Ha3BY CTaHAAPTHOro
3pasky MOMeHTa30Hy hypoary NpuBeLeHO A0 BUMOT
MoHorpadii EP - MomeHTa30Hy dhypoaTy MoHorigpar.

3a
peyernmom

UA/7002/01/01

118.

MOJIECKIH® C

masb, Mo 15 r y Ty6i,
no 1 1y6i y navui 3
KapToHyY

AT "dapmak”

YKpaiHa

AT «dapmak»

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasliB: yTOUHEHHS
peecTpauiiiHoi npoueaypu B Hakasi MO3 YkpaiHu Ne
753 Bip, 05.05.2022 B npoueci peecTpauii - 3MiHu | TUNY -
3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BUNpo6yBaHHsa APl abo BUXigHOro Matepiany/npoMiKHOro
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y MPOLECi
BMPO6HULTBA AD| (HE3HAYHI 3MiHM Yy 3aTBEPAXKEHNX
MeTofax BUNPOOYBaHHS) - 3MiHW B aHaUTITUYHI MeToAML
AT "dapmak" npy BU3HAYEHHI NOKa3HMKa «3asILLKOBI
KiNNbKOCTi OpraHiyHnX po3vnHHUKIB» anst A®l MmomeTasoHy
ypoaTy BMpo6HUKIB Symbiotec PharmalabPvt. Ltd., IHAjis
Ta Aurisco Pharmaceutical Co., Ltd, Kutaii, a came
BUNPaBUTUN 3HAYEHHA Temnepartypu neTni 3 125 °C Ha 150
°C; Temneparypu niHii nepeHocy 3 140 °C Ha 160 °C;
BWYYMTU NPUTOTYBaHHA PO3UNHY A5 A06aBKU, Tak SK Lei
PO34MH HEe BUKOPUCTOBYETLCA AJ/11 PYTUHHOIO KOHTPOJTIO;
3MiHu | TUny - 3miHK 3 AkocTi. CepTudikat
BignosigHocTI/IE-cepTudikat BiANOBIAHOCTI EBPONEChKIi
thapmakonei/mMoHorpadii. 3MiHK, NOB'A3aHi 3 HEOOXiAHICTO
npuBeAeHHS Yy BiANOBIAHICTL A0 MoHorpacii APY abo
€Bponelicbkoi hapmakonei, abo iHWOi HalioHa/IbHOT

3a
peyenmom

UA/13153/01/01
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
thapmakonei gepxasun €C (iHLi 3MiHK) - B po34ini
«KinbKiCHe BU3HAUEHHS» Ha3By CTaHAAPTHOrO 3pasky
MOMEHTa30Hy chypoaty npuBeAeHO A0 BUMOT MoHorpadii
EP - MOMeHTa30HY hypoaTy MoHorigpaT.
119. | HEBPOJEK PO34MH A5 iH'EKLN, MpuBaTHe YkpaiHa MprBaTHE aKLioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHu | TUny 3a UA/12880/01/01
no 2 mn B amnyni, akuioHepHe TOBapUCTBO "J1eKXiM- - 3MiHu 3 sikocTi. CepTudikat BignosigHOCTI/TE- peyenmom
no 5 amnyn B nauuj; TOBapuCTBO Xapkis" cepTudikaT BignoBigHOCTI €EBponeicbkiii
no 2 mMn B amny/ii; "Nlekxim- thapmakonei/moHorpadii. MogaHHA HOBOro abo
no 5 amnyn B Xapkis" OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
6nicTepi, no 1 cepTudiikaTa BignosigHOCTI EBponelickkii hapmakonei:
6nicTepy B maui ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (CepTuddikaTt BiAgMnoBIigHOCTI
€Bponeiicbkiit hapmakonei) - OHoBIeHWA cepTudikaT Big,
yXe 3aTBepKeHoro BUpo6HUKa - NofaHHA OHOBIEHOTO
cepTudikaTa BignoBigHOCTI €Bponeiickkin dhapmakonei Ne
R1-CEP 1998-140 - Rev 05 (3aBTepgxeHo: R1-CEP 1998-
140 - Rev 04) gnsa Aito40i peHoBUHM LiaHOKOGanamiHy Bif,
BXe 3aTBepmxeHoro BupobHnka SANOFI CHIMIE, France,
sKniA 3mMiHMB Ha3By Ha EUROAPI FRANCE, France
120. | HEMPOKCOH® | po3uuH ans NAT YkpaiHa MAT "Tanuudapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny 3a UA/12114/02/01
nepopasibHoro "lranuucapm” - 3MiHK 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb peyenmom
3acTocyBaHHs, 100 OOMNOMIXHMX pevyoBUH. 3MiHa napameTpiB crnevudikauii
mr/mn no 45 mny Ta/abo fonycTMMUX MeX AN AONOMDKHOT peqyoBUHN (iHLUi
thnakoHi; no 1 3MiHW). BUNYYEHHS iHhopMaL,i o0 NPOBeAEHHS
onakoHy pasom i3 BMNpo6yBaHHA 4115 iAeHTUdiKaLii KOXHOro TapHOro Micus
[03aTOpOM Yy nauuj i3 Cneuudpikauiii 4ONOMIXHUX PeYOBUH
METWUNMNAPATAPOKCUBEH3O0AT (E 218),
MPOMIIMAPATIAPOKCUBEH3O0AT (E 216), KA/IO
COPBAT, MILEPWH, COPBIT (E 420),
FNILEPUH®OPMANL, HATPIIO LIUTPAT, CAXAPUH
HATPIKO, KNCNOTA IMMOHHA, MOHOTIAPAT
121. | HEO- cynosuTopii 3eHTiBa, K.C. Yecbka EkcenTic lnau CaHai TypeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/5477/01/01
NMEHOTPAH® BariHasbHi; no 7 Pecny6nik Be TimpkapeT AHOHIM TMny: 3MiHM 3 SIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTponb | peyernmom
POPTE CynosuTopiiB y a LWipkeTi roTOBOrO JlikapcbKoro 3acoby. 3MiHa napameTpis

6nicTepi B KAPTOHHIl
Kopo6u,i

cneumdikauii Ta/abo JONYCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (40NOBHEHHS cneuundikawii HoBUM
MOKa3HMKOM 3 BifjNOBIAHUM METOAOM BUNPOOYBAHHS).
CynyTHA 3MiHa: 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpOsb roTOBOrO NiKapCbKoro 3acoby. 3miHa y metogax
BMNPO6YBaHHA rOTOBOrO MiKapCbKoro 3acoby (iHLWi 3MiHK Yy
MeToAax BMnpobysaHb (BK/IoYatoum 3amiHy abo
[ONOBHEHHST)) [OMOBHEHHS NOKasHUka «CynpoBigHi
OOMiLLKM MikOHa30/y HITpaTy — BU3HAYEHHSIM HEBIZOMOT
LOMILLIKN.
3MiHn | TUny: 3miHK 3 sikocTi. CepTudikat
BignoBigHocTI/IE-cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOIO cepTudlikaTa BignoBigHOCTI a60 BUTYYEHHS
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

cepTudpikaTa BignoBigHOCTI EBponeiicbkiii hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (CepTuddikaTt BiAMNoBIgHOCTI
€Bponeiicbkiii hapmakonei) - OHoBIeHWA cepTudikaT Big,
y)Xe 3aTBeppKeHOro BUpo6HuKa.

OHOoB/EHWIA cepTUIKaT Bif yXe 3aTBEPAKEHOrO
BMpo6Huka Wuhan Wuyao Pharmaceutical Co., Ltd., China
A®| Ne R1-CEP 2007-083-Rev 03 (3aTBEpaXEHMn R1-
CEP 2007-083-Rev 02). 3miHu | Trny: 3MiHn 3 SKOCTi.
CeprtudpikaT BignosigHocTi/l E-cepTudikaTt BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. MogaHHA HOBOro
ab0 OHOBNEHOTO cepTudikaTa BignNoBigHOCTI abo
BWyYEHHS cepTudikaTta BignoBigHOCTI EBponeichkiii
thapmakonei: ana Adl; ons BUXigHoro
marepiany/peareHTy/npoMiHOro NpPoAyKTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; A58 [OMOMKHOI
peyoBUHM (cepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHoBNeHWIA cepTUdikar Big yxe
3aTBEpPXEHOro BUPoOHWMKa - OHOBIEHWIA cepTudikar Bif,
yXe 3aTBeppKeHoro BupobHuka Hubei Hongyuan
Pharmaceutical Technology Co., Ltd., China A®I Ne RO-
CEP 2018-264-Rev 01 (3aTBepgxeHuii RO-CEP 2018-264-
Rev 00), ik HacNigoK BHECEHHSA 3MiHM B agpecy
BMPOGHMKA Ta MicLs NPoBafKeHHS fisNibHOCTI. 3MiHu |
Tuny: 3miHun 3 akocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudpikaTa BignosigHOCTI EBponeiickkilt hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTLCS Yy BUPOOHNLTBI ADI; ans
[0MNOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHNl cepTudikaT Bif
yXe 3aTBeppKeHoro BMpo6Huka - OHOBMEeHNI cepTudikar
Bifl y)Xe 3aTBeppxeHoro BupobHuka FDC Limited, India
A®| mikoHaszony HiTpat Ne R1-CEP 1998-146-Rev 03
(3atBepmxeHuii Ne R1-CEP 1998-146-Rev 02). 3miHu |
TUny: 3MiHK 3 AkocTi. CepTudikat BignosigHocCTI/TE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. 3MiHM, NOB'A3aHi 3 HEOBXiAHICTO
npuBeAeHHSA Yy BiANOBIAHICTL A0 MOHorpadii APY abo
€Bponeiicbkoi hapmakonel, abo iHWOoT HauioHa/IbHOI
thapmakonei gepxasu EC (3miHa y cneyudikauisix,
nos'sizaHa 3i 3miHamu B 1®Y, abo €Bponeiicbkiii
chapmakonei, abo iHLWili HauioHasbHI hapmakonei
Aepxasu €C) 3miHa y cneuudikauii Ha JOMOMKHY
peyoBuWHy BiTencon (TBepauii Xup), a came nNpuBefeHHs y
BiANOBIAHICTb A0 MOHOrpadii €EP fjtoyoro BUAAHHA. 3MiHK
| TMny: 3MiHK 3 sIKOCTi. FOTOBMIA Nikapcbkuii 3aci6. (iHLWi
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o

nocsio4YeHHs1

3MiHW) nepeknag, 3aTBepmkeHnx MKHA Ha nikapcbkuii 3acio
3 POCIiCbKOI Ha yKpaiHCbKy MOBY. 3MiHu | Tuny: 3MiHN 3
AKocTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpiB cnevumdikadii
Ta/abo [oMyCTUMUX MEX roTOBOro /liKapcbKoro 3acoby
(8onoBHeHHS cneumaikavlii HOBUM NOKA3HUKOM 3
BIANOBIAHUM MeTOA0M BUNPo6yBaHHA) CynyTHA 3MiHa:
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby. 3miHa y metogax
BMNPOBYBaHHA rOTOBOrO /iKApPCbKOro 3acoby (iHLWi 3MiHW Y
MeToAax BMNpoGyBaHb (BK/IOYaoum 3amiHy abo
[0NOBHEHHS)). BignosigHoO A0 BUMOr 3aranbHol
MoHorpadii €Bponeiicbkoi thapmakonei Ha BariHasbHi
npenapartu, MeTOAN KOHTPO/IH0 AKOCTI [ONOBHEHO
noKasHUKOM «OHOPIAHICTb [030BaHNX O4UHULIL>» 3riJHO 3
MoHorpadieto 2.9.40. MoKa3HVK BU3HAYAETLCA HA MOMEHT
BMMNycKy. [0 METOAiB KOHTPO/TIO BHECEHI BiANOBIAHI
MeToAM BUMPOByBaHHS.

122.

HITPECAH®

Tabnetkv no 10 wr,
no 10 Tabnetok y
6nictepi, no 2 a6o 3,
abo 6 6nicTepis y
KapTOHHIA KopoobLi

NMPO.ME/.LIC
Mpara a.c.

Yecbka
Pecny6nik
a

BMPOGHULITBO 3a
MOBHUM LIK/TOM:
MPO.MEA.LUC lMpara
a.c., Yecbka
Pecny6nika; nepeuHHe
Ta BTOPVHHE
nakyBaHHS:
CaHeka
dapmacboTnkans a.c.,
CnoBaubka
Pecny6nika

Yecbka
Pecny6nika/
Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu ||
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAM4HOro 3acTOCyBaHHS
reHepUYHMX/TiGpUaHNX/6ioNoAi6HNX Nikapcbkmx 3aco6iB
nicns BHECEHHS Tiel camoi 3MiHWN Ha pedepeHTHWi
npenapar (3miHa, Ky HeobxigHO B nogasibLLOMy
06r'pyHTYBaTV HOBUMW AOAATKOBUMYU AaHUMKN (Hanpuknag,
MOPIBHAHHICTb 6I0/10MYHMX NiKapPCbKVX Npenaparis)) -
3MiHM BHECEHI A0 IHCTPYKLii A1 MEeAMYHOr0 3aCTOCYBaHHS
niKkapcbKoro 3acoby y po3ginun "dapmakonoriyHi
BnactmsocTi", "MNoka3aHHA" (YTOUHEHHS),
"MpoTunokasaHHa", "B3aeMogis 3 iHLIMMY NiKapCbKUMKn
3aco6amu Ta iHWi BUAKY B3aemogiii”, "Oco61mMBOoCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiof BarirTHocTi abo
rogyBaHHs rpygar”, "Cnocibé 3actocyBaHHs Ta fosm”,
"Oitn" (peparysaHHs), "Mo6ivHi peakuii" 3rigHoO 3
iHchopmavieto LWoA0 MeANYHOrO 3aCTOCYBaHHS
pedhepeHTHOro snikapcbkoro 3acoby (Baypress, tablets, 20
mg). AK HacnigoK, BiANOBIAHI 3MiHW B TEKCTI MapKyBaHHSA
BTOPUHHOI YNakoBKM NikapCbkoro 3acoby. BeegeHHs 3MiH
NpOTSArom 6-Ty MiCSILiB Micnsi 3aTBEPAKEHHS

3a
peyernmom

UA/13146/01/01

123.

HITPECAH®

Tabnetky no 20 mr
no 10 TabneTtok y
6nicTepi, no 2 a6o 3,
abo 6 6nictepiB y
KapTOHHI KopoobLi

NMPO.MEA.LC
Mpara a.c.

Yecbka
Pecny6nik
a

BUPOBHMLTBO 3a
MOBHWM LMK/IOM:
MPO.MEQ.LIC Mpara
a.c., Yecbka
Pecny6nika; nepuHHe
Ta BTOpPWHHE
nakyBaHHs:
CaHeka

Yecbka
Pecny6nika/
CnoBaubka
Pecny6nika

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |1
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUii Ans
Me[MYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpnaHnx/6ionodibHNX nikapcbknx 3acobis
nicns BHECEHHS Tiel camoi 3MiHN Ha pedpepeHTHWA
npenapar (3miHa, SiKky HeobxigHO B nofgasibLIoMy

3a
peyenmom

UA/13146/01/02
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
PapmacboTukan3 a.c., 06I'pyHTYBATN HOBMMU JOAATKOBUMY AAHUMU (Hanpuknag,
CnoBaubka MOPIBHAHHICTb 6i0/10rYHMX NiKapCbKVX Npenaparis)) -
Pecny6nika 3MiHM BHECEHI [0 IHCTPYKUIi AN MegUYHOro 3acToCyBaHHsA
niKkapcbKoro 3acoby y po3ginn "dapmakonoriyHi
BnactmsocTi", "MNoka3aHHA" (YTOYHEHHS),
"MpoTunokasaHHA", "B3aemMogis 3 iHLWIMMU NikapCbKMu
3acob6amu Ta iHWi BUAy B3aemogiii”, "OcobnmnBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog BaritTHocTi abo
rogyBaHHs rpyaar”, "Cnocibé 3actocyBaHHA Ta f03m",
"AiTn" (peparysaHHs), "Mo6iuHi peakuyii" 3rigHo 3
iHchopMmaLiero WoA0 MeANYHOTO 3aCTOCYBaHHS
pedrepeHTHOro likapcbkoro 3acoby (Baypress, tablets, 20
mg). FK HacnifoK, BifNOBIAHI 3MIHW B TEKCTI MapKyBaHHS
BTOPVIHHOI yNaKoBKM /likapCbKoro 3acoby. BeefeHHs 3miH
NPOTArom 6-Tv MiCSAILiB NicNs 3aTBEPYKEHHS
124. | HI®EKAIH KpeM pekTasibHWiA; Heodhapwmep, ITanisa Hobto.da.flem. C.p.n. ITanisa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3miHa 3a UA/18946/01/01
no 30 r kpemy y Ty6i [bkeHTini 3asBHUKa (BNacHyKa peecTpauiiHoro noceigyeHHs) (3rigHo | peyenmom
3 KOBMayvkom; no 1 C.n.A. Haka3y MO3 Big 23.07.2015 Ne 460)
Ty6i y KOMMNEKTi 3
KaHionew y
KapTOHHI KOopoo6Li
125. | HI®EKAIH KpeM pekTasibHWiA; Hbto.da. [lem. ITanisa Hbto.da.fem. C.p.n. ITanisa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18946/01/01
no 30 r kpemy y Ty6i C.p.n. Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
3 KOBMaykom; no 1 dhapmakoHarnsgy. BeBegeHHs abo 3MiHU 0 y3arasibHeHNX
Ty6i y KOMNNEKTi 3 AaHnx npo cuctemy chapmakoHarnsgy (BBeAeHHS
KaHonew y y3arasibHeHUX JaHnxX nNpo cuctemy dapmakoHarnsgy,
KapTOHHIlA KopooLi 3MiHa YNOBHOBaXEHOT 0co6MU, BiANOBIAaNLHOI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA Bij,
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOI 3a 34iNCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTakKTHI AaHi) Ta/abo
3MiHM Y PO3MilLEHHI MacTep-thaiina cuctemu
thapmakoHarnisgy) 3miHa yNnoBHOBaXXEHOT 0CO6OM 3asBHUKA,
BiANOBIAA/ILHOI 3a 34ilicHeHH:A dpapmakoHarnsgy. ditoua
pepakuis: Giovanna Ambrosini. [ponoHoBaHa pefakuisi:
Dr. Letizia Frezzotti. 3MiHa KOHTaKTHWUX AaHNX
YNOBHOBaXEHOI 0co6u, BiANOBiAaIbHOT 3a
hapMakoHarnsag. 3mMiHa MicLle3HaxoMKeHHsT MacTep-
thaiina cuctemun chapmakoHarnsgy Ta moro Homepa. 3MiHa
MicuAa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
126. | HI®YPOKCA3W | cycneHsis opasibHa, TOB YkpaiHa MAT "Tannudapm” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3MiHu | 3a UA/17744/01/01
Jil 220 mr/5 mn; no 100 "APTEPIYM TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. peyenmom
My chrakoHi; no 1 nTar KOHTposb AONOMDKHUX peyoBUH. 3MiHa napaMeTpis

dhnakoHy 3 /IOXKKOI0
MipHOI0 y nauyi

crneungikauii Ta/abo 4ONyCTUMUX MEX 47151 [OMOMDKHOT
pevoBUHM (iHLWI 3MiHW) — BHECEHHS 3MiH B P N3

Hidypokcasmng, cycnensis opasibHa, 220 mr/5 mn, a came

npuBeAeHHs cneundikalii Ta MeToAiB KOHTPOJIH SIKOCTI
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
AonomixHoi pevosnHn KAPBOMEP, fo moHorpadii EP 3a
nokasHukaMmun «Onnc», «PO3UYNHHICTbY»; BUNYYEHHS TECTY
«Baxki meTanu». CynyTHS 3MiHa - 3MiHM 3 SKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPONb AOMOMIXHMX PEYOBUH. 3MiHa
y MeToAax BMNpo6yBaHHS JOMOMDKHOI PeYOBUHM (iHLUi
3MiHM Y MeTogax BUnpobyBaHHsA (BKNOHYatouu 3amiHy abo
[ofasaHHs))
127. | HOOBYT®IC Tabnetkn no 0,25 ; ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasnis: 3MiHu || 6e3 UA/8831/01/01
no 10 TabneTtok y [04aTKOBOK [0[aTKOBOKO TMny - 3MiHK 3 AkocTi. APl. BupobHMLTBO. 3MiHa peuenma
6nictepi; no 2 BiANOBiAA/bHI BiANOBIAA/ILHICTIO BMPOBHMKA BMXiAHOrO/MPOMIKHOrO NpoAyKTy/peareHTy, Wwo
6nicTepn y nauuj 3 CTIO "IHTEPXIM" BMKOPVCTOBYIOTbCS Y BUPO6HUYOMY npoueci Adl, abo
KapToHy "IHTEPXIM" 3MiHa BUPOGHMKa (BKOYatouu, e HeobxigHo, Micue
NpoBefEeHHs1 KOHTPOO skocTi) API (3a BigCyTHOCTI
cepTudikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEPKEHOMY [0CHE)(BBEAEHHS HOBOTO BUPOGHMKa ADI
3 HajaHHAM macTep-halina Ha Adl) - BBegeHHs
[04aTKOBOro BUPo6HUKa AP cheHibyTy 3 HafaHHAM
macTep-alina Ha A®|l: ToBapucTBO 3 06MEXEHO0
BignosigasbHicTio "®PAPMXIM", YkpaiHa
128. | HOOBYT® IC Tabnetkn no 0,1 r; ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis: 3MiHu || 6e3 UA/8831/01/02
no 10 TabneTtok y [04aTKOBOK [04aTKOBOKO TMny - 3MiHK 3 AkocTi. ADl. BupobHMLTBO. 3MiHa peuenma
6nictepi; no 2 BiANOBiAa/bHI BiANOBIAA/IbHICTIO BMPOBHMKA BMXiAHOrO/MPOMIDKHOrO NpoAyKTy/peareHTy, Wwo
6nicTepn y nauui 3 CTIO "IHTEPXIM" BMKOPWCTOBYHOTLCS Y BUPO6HUYOMY npoLeci Adl, abo
KapToHy "IHTEPXIM" 3MiHa BMPOGHMKa (BKOYatouu, Ae HeobxigHo, Micue
npoBefeHHs1 KOHTPOso sikocTi) APl (3a BigCyTHOCTI
cepTudpikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEPKEHOMY [0CLE)(BBEAEHHS HOBOTO BUPOGHMKA ADI
3 HafjaHHAM macTep-halina Ha Adl) - BBegeHHs
[04aTKOBOro BUPo6HUKa A®I cheHibyTy 3 HafaHHAM
macTep-alina Ha A®|l: ToBapucTBO 3 06MEXEHO0
BignoBigasbHicTio "®PAPMXIM", YkpaiHa
129. | HOPMOJ/AKT cupon, 667 mr/mn, My6niyHe Ykpaina My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasiB: 3MiHu | TUNy 6e3 UA/18985/01/01
DPYT no 100 mn y 6aHui akuioHepHe TOBapucTBo "HaykoBo- - 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
nosliMepHii Ta navu,i TOBapuCTBO BUPOOHNYMIA LLEHTP hapmMakoHarnisgy. 3miHa y KOpoTKili XxapakTepucTuLi
pasom i3 MipHOt0 "HaykoBo- "BopLyariBcbkuii nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
NoXKoto; no 100 mn BUPOGHNUNIA XimiKo- Me[IMYHOro 3aCTOCyBaHHA Ha NigcTasi perynsipHo
a6o no 200 mn, abo LEeHTp hapMaLeBTUYHWI OHOBJOBAHOTO 3BITY 3 6e3nekn NikapcbKoro 3acoby, abo
no 240 mny "BopLuariscbk 3asof” JocnipkeHb 3 6e3MneKn 3acToCcyBaHHS NikapcbKoro 3acoby
nonimepHomy WA Ximiko- B nicnspeecTpaLiiinii nepiog, abo sk pesynbTar OLiHK/
onakoHi Ta nauw,i chapmMaueBTny 3BiTY 3 fOCNiKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
pasom 3 MipHOK HWi1 3aBoa” negiatpuyHux gocnimpkeHb (PIP) (3MiHy y3rogkeHo 3
TIOXKOHO KOMMETEHTHUM YNOBHOB&XXEHVM OpraHoM) - 3MiHu
BHECEHO B iHCTPYKL,iIO 415 MEeIMYHOr0 3aCTOCyBaHHS
nikapcbkoro 3acoby Ao po3gainy “IMNo6iyHi peakuii”
BifNOBIAHO A0 OHOBMEHOT iH(hopmMaLii Wwoao 6esneku
3aCTOCYyBaHHSA fjl040i PeUOBWHM 3riAHO 3 peKoMeHaauisMu
PRAC. BBefieHHA 3MiH NPOTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS
130. | OBAAXIO® TabNeTkn, BKPUTI TOB "CaHodi- YKpaiHa Onenna Xenckea PpaHujs BHECEHHS 3MiH A0 peecTpauiiHux maTtepiasis: 3miHu | Tuny 3a UA/13689/01/01
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
N1iBKOBOIO ABeHTIC IHTepHewHn CAC - AOMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
060/10HKOMO, MO 14 YkpaiHa" afpecy MicLA NPOBaMKEHHS Ais/IbHOCTI
mr; Ne 28 (14x2): no BMpO6HUKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
14 TabneTok, BK/IHOYA0OUM AiNbHWLI BUNYCKy cepii abo micue
BKPUTWX M/1IBKOBOIO NPOBELEHHS KOHTPOJTO AKOCTI. (AIANbHICTb, 3a AKy
060/10HKOI0, B BiAANOBiAae BMPOGHMK/iIMNOPTEp, BK/IOUAKUM BUMYCK Cepili)
6nicTepi 3 - 3MiHa Ha3Bu Ta agpecy BUpo6Huka 13, 6e3 3miHn micus
anloMiHito; no 2 BMPOGHMLTBA. 3MiHM BHECEHO B IHCTPYKLi0 415
6nictepu BknageHo MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y po3aiv
B YNakoBKy Tuny «BunpobHuK» Ta «Micue3HaxomKeHHs BUPOOHMKa Ta
ramaHLsi; KoXXHa ajpeca MicLa NPOBaXEHHS MOro AisifIbHOCTI» 3
ynakoBka Tuny BiNOBIAHMMM 3MiHAMW Y TEKCTi MapKyBaHHSA ynakoBKu
ramaHus po3mileHa nikapcbKoro 3acoby. BeefieHHs 3MiH NpOTArom 6-Tu
y 3aXVICHOMY MiCALIB MiCNsA 3aTBEPAKEHHS.
doyTnsapi; no 1
ynakoBLi Tuny
ramaHus y cytnspi
BK/afleHO B
KapTOHHY KOpPOOKY;
Ne 84 (14x6): no 14
TabneToK, BKPUTUX
N1iBKOBOIO
060/10HKO0, B
6nictepi 3
atoMiHito; No 2
6nicTepn BKNageHo
B YMakoBKy Tuny
ramaHus; KoxHa
ynakoBska Tuny
ramaHus posmilLeHa
y 3axXVCHOMY
dyTnspi; no 3
ynakoBKun Tuny
ramaHus y coytnapi
BK/1afIeHO B
KapTOHHY KOPO6KY
131. | OKTOCTUM PO34MH A1 iH'EKLIN, deppinr LLiseiiuapi BMPOGHMLTBO, HimeuunHa/ | BHECEHHS 3MiH A0 peecTpauiliHnx martepianis: 3miHu | Tuny 3a UA/12728/01/01
15 mkr/mn; no 1 mn IHTEpHeLWHN A NepBUHHE MakKyBaHHS, Yecbka - 3MmiHu 3 siKocTi. CepTudpikaT BignosigHocTi/lE- peyenmom
B amnyni; no 10 CeHTep CA BiANOBigaIbHUI 3a Pecny6nika cepTudikaT BignoBigHOCTI EBponeichkiii
amnyn y KapTOHHIl KOHTPO/b SKOCTI, hapmakonei/moHorpadii. MogaHHA HoBOro abo
ynakoBLi BUMNYCK cepii: PeppiHr OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYyYEHHS
m6X, HimeyunHa,; cepTudpikaTa BignosiaHOCTI EBponeiickbkili hapmakonei:
BTOPVHHE NaKyBaHHSA: ana A®l; ans BuxigHoOro marepiany/peareHTy/npoMikHOro
®eppiHr-SleumnBa, a.c., NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y BUPOGHMLTBI ADI; ans
Yecbka Pecny6nika nonomikHoi peyosuHu (ME-cepTudpikat BignosigHoCTi
€Bponevicbkin hapmakonei ana A®l/suxigHoro
Marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[OMOMDXHOT peyoBrHY) - OHOBMEHWI cepTudikaT Bif, BXe
3aTBEPAKEHOr0 BUPOOHYMKA - MOA4AHHS OHOBNEeHOro ME-
cepTudikaTa BignoBigHoOCTi EBponeichkiin doapmakonei Neo
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ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o
nocsio4yeHHs

R1-CEP 2000-322-Rev 03 (3atBepgxeHo: R1-CEP 2000-
322-Rev 02) Ha BMXigHW1 MaTepian a-chymotrypsin
(anbtha-ximoTpUNCUH) Bif BXe 3aTBEPKEHOTO BUPOOHMKA
Sigma-Aldrich Corporation y 38’A3Ky 3i 3MiHOI y nepeniky
KpaiH MOXO[KEHHS i3 BK/TFOUYEHHAM 10 LibOro nepesiky
CLIA

132.

OHAAHCETPO
H

TabneTkn, BKPUTI
0060/10HKO0, MO 4 MT;
no 10 TabneTtok y
6nictepi; no 1
6nicTepy B nauui 3
KapToHy

MpAT
"TexHonor"

YKpaiHa

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3MiHu Wopo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KOpoTkili xapakTepucTuLi
nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS Ha NiAcTasi peryisgpHo
OHOB/OBAHOTO 3BITY 3 6e3neku nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHS NikapCbKOro 3acoby
B nicnsipeecTpauiinuii nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNIKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpuyHnx gocnigxerb (PIP) (3MiHy y3rofkeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVIM OpraHom). 3MiHV BHECEHO
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby A0 po3ainiB "Oco6/MBOCTI 3aCTOCYBaHHS" Ta
"Mo6iuHi peakuii" BiANOBIAHO 4O OHOBMEHOI iHChopMaL,i 3
6e3nekn 3acTocyBaHHA AitoH0T peYOBUHN NiKAPCbKOro
3acoby.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.

3a
peyernmom

UA/10081/01/01

133.

OHAAHCETPO
H

TabneTkn, BKPUTI
0060/10HKO0, MO 8 Mr;
no 10 TabneTtok y
6nictepi; no 1
6nicTepy B nauui 3
KapToHy

MpAT
"TexHosnor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3MiHU Wopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KOpoTkili xapakTepucTuui
nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS Ha NiAcTasi peryisgpHo
OHOB/IOBAHOIO 3BITY 3 6e3neku nikapcbKoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHS MikapCbKoro 3acoby
B nicnsipeecTpaLiinnii nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNIKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpuyHnx gocnigxerb (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVIM OpraHom). 3MiHV BHECEHO
[0 IHCTPYKUIT 415 MELMYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby A0 po3ainiB "Oco6/MBOCTI 3aCTOCYBaHHS" Ta
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOI iHChopMaL,i 3
6e3neky 3acTocyBaHHA Aito40T PeYOBUHN NiKAPCHKOro
3acoby.

BBefeHHA 3MiH NpoTAroM 6-Tu micAuis nicas
3aTBEPAKEHHS.

3a
peuyernmom

UA/10081/01/02

134.

NEPUHAONPU
NNHAANAMIA,
®OPTE-TEBA

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKOI0, N0 5
mr/1,25 wr; no 30
Tabnetok y
KOHTeliHepi, no 1
KOHTelHepy B

TOB «TeBa
YKpaiHa»

YKkpaiHa

AT dapmaueBTUYHNIA
3aBof TeBa

YropuwmHa

BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiasiB: 3miHu | Tuny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
ajipecyt MicLA NPOBaMKEHHS Ais/IbHOCTI
BMpPOGHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOMAK0UM AiNbHULI BUMYyCKy cepii abo micue
NpoBeLEeHHS KOHTPO/TIO AKOCTI. (AIANbHICTb, 3a AKy
BinoBiAae BUPOGHMK/iMNOpTEp, BKKOYAKUM BUNYCK Cepiit)

3a
peyenmom

UA/14925/01/01
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ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o

nocsio4YeHHs1

KopooLi

- 3MiHa Ha3BW OAHOrO i3 3aTBEPKEHNX BUPOOHYKIB N3,
6e3 3MiHN MicLA BUPOGHMLUTBA. TEPMiH BBEAEHHS 3MiH
npoTAarom 6 MicauiB nicns 3aTBepapKeHHs

135.

MIHOBIT®

Kpanni Ha3anbHi No
10 mn y dpriakoHi; no
1 chnakoHy B nayui 3
KapToHy

AT "®apmak”

Ykpaina

AT "d®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3MmiHu 3 sikocTi. CepTudpikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYyYEHHS
cepTudpikaTa BignosiaHOCTI E€Bponeiickbkili hapmakoner:
ana A®l; ans BuxigHoOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPVUCTOBYIOTLCA Yy BUPOOHNLTBI ADI; ans
[0MNOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€sponelicbkin dhapmakone) - HoBuii cepTudikar Big
HOBOrO BMPOGHMKA (3aMiHa abo AOMOBHEHHS) - NOAAHHSA
HOBOro cepTudikaTa BignoBiAHOCTI EBponeiChKii
hapmakonei Ne R1-CEP 2005-040 - Rev 01 gns gjtouoi
peuvoBuHu all-rac-alpha-Tocopheryl acetate Big HoBoro
BUpo6HMKa BASF SE, HimeuyunHa. 3MiHu | Tuny - 3miHu 3
AKocTi. A®l. KoHTponb Adl. 3miHa y napameTpax
cneuudikauin Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneuudikaisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
npoayKT/peareHT, WO BUKOPUCTOBYIOTLCA Y MpoLeCi
BMPOGHMLTBA ADI (iHLWi 3MiHK) - 4ONOBHEHO cneuudikawiio
Ad| ao-Tokodepony aueTar Ana BUpo6bHuka BASF SE,
Germany nokasHukom “MikpobionoriyHa uictora’
(3aranbHe uncno aepobHux mikpoopratiamis (TAMC) 103
KYO/mMn; - 3arasibHe 4YnMcno ApiXKOBUX i NAICHABUX rpunbis
(TYMC)102 KYO /mn (O®Y* EP*, 2.6.12, 2.6.13, 5.1.4).
3MmiHu | TUnYy - 3MiHu 3 skocTi. A®l. KoHTponb A®l. 3miHa y
MeTofax BunpobyBaHHA APl abo BUXIQHOIO
marepiany/npomiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETHLCA y NpoLieci BUpo6HuuTBa AP (iHLWwi
3MiHK) 3MiHa Y MeTofax BunpobyBaHHA A®l, a came
BBE/IEHHS BHYTPILLUHbOI METOAMKM 418 KOHTposto API a-
Tokodpepony aueTar Bi HoBoro Bupo6Huka BASF SE,
HimeyunHa 3a NoKka3HUKOM «3asIMLLKOBI KifIbKOCTI
OpraHiYHUX PO3YMHHUKIB».

6e3
peyenma

UA/6606/02/01

136.

MOMMNE30

niodinizat ans
PO34UHY ANs iH'eKUl
no 40 mr; 1 donakoH
3 niodpinizatom y
KapTOHHIlA KopooLi

TOB «YOPN[,
MEANLIH>»

YKpaiHa

Medap lnay CaH.

ALl

TypeuunHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepiasis: 3miHa
3asiBHUKA (BNaCHMKa peecTpaLiiHoro nocig4yeHHs) (3rigHo
Hakasy MO3 Big 23.07.2015 Ne 460) TepmiH BBEAEHHSA
3MiH - NPOTArom 6 MicsLiB NiCNsA 3aTBEPYKEHHS; 3MiHN |
TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHM 40 y3arasibHEHUX
AaHuX nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnx nNpo cucTemy dapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT 0CO6MU, BiANOBIgabHOI 3a
3AiicCHeHHA hapMakoHariagy; KOHTakTHOT 0cobu 3
chapmakoHarnsgy 3asBHuKa Ans 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, SKWo BOHa BiMiHHA Bif,

3a
peyenmom

UA/17804/01/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

YNOBHOBaXKEHOI 0C06U, BiNOBIAAILHOT 3a 34iICHEHHS
hapmakoHarnsgy (Bkovaouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y PO3MiLLEHHI MacTep-thaiina cuctemu
hapmMakoHarnsgy) - 3MiHa ynoBHOBaXXeHOI 0cobu
3asBHUKA, BiANOBIAaIbHOI 3a thapmakoHarnsag. fitoua
pepakuisi: XtoceliH ToHisni / Huseyin Tonyali.
MponoHoBaHa pegakuis: Myano MNaHHa CtaHicnasiBHa.
3MiHa KOHTaKTHUX AaHnX YNOBHOBaXKEHOT 0COBU 3aABHUKA,
BiANOBIAa/ILHOT 3a hapmakoHarnsag. 3MiHa micus
3[iliCHEHHSI OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsgy.
3MiHa MicLe3HaxoMKeHHs1 macTep-daiina cuctemu
dhapmakoHarnsgy

137.

MOCAKOHA30
N-TEBA

CyCneHsisi opasibHa,
40 mr/mn; no 105 mn
cycneHsii opasibHOT
y chnakoHax; no 1
chnakoHy pas3om 3
MipHOIO JTOXEYKOI0 Y
KapTOHHI Kopobui

TOB «TeBa
YkpaiHa»

Ykpaina

BMPOGHULITBO 3a
NOBHUM UMKIOM: AT
"I'piHgekc"”, Natsig;
BTOPUHHA YNakoBkKa,

KOHTpO/b cepii Ta

[03BiN1 Ha BUMYCK
cepii: [bkeHethapm

CA, lpeuis

Nartsis/
Ipeuis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3miHu Wwoao 6e3nekn/edheKTMBHOCTI Ta hapMakoHarnsgy
(iHWi 3MiHW) - PefakuiiiHi npaBky BHECEHI 0 iHCTPYKLiT
0151 MeQUYHOro 3aCTOCYBaHHSA NiKapCbKoro 3acoby y
po3ginu "dapmakosnoriyHi BnactueocTi’, "B3aemogis 3
iHLWIMMK NikapcbKMKW 3acobamu Ta iHWi BUAM B3aeMoSiid",
"Oco6numBoCTi 3acTocyBaHHs", "Crnoci6 3acTocyBaHHs Ta
no3n”, "AOitn", "MobiyHi peakuii” 3 METOK CKOPOYEHHS
TEKCTY IHCTPYKLiT 6e3 3MiH iHchopmaLii 3 6e3nekn yn
ehbekTBHOCTI. BBEAEHHSA 3MiH NPOTAroM 6-T1 MicALIB 3
[Aatu 3aTBepKeHHS; 3MiHW | Tuny - 3MiHn Wono
6e3nekun/edhekTBHOCTI Ta hapMakoHarniagy. 3miHa y
KOPOTKIli XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLT AN MeAnYHOro 3acToCyBaHHA
Ha nigcTasi peryssipHoO OHOBJ/IOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTocyBaHHS NiKapcbKoro 3acoby B micnspeecTpauiiHni
nepiog, abo sk pe3ynbTar OLiHKM 3BITY 3 AOC/ILKEHb,
npoBefeHnX BigNoBIAHO [0 NNaHy negiaTpuyuHmX
pocnigpxeHb (PIP) (iHwi 3MiHW) - 3MiHM BHECEHI A0
IHCTPYKLUIT A9 MeAUYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3gin "B3aemogis 3 iHWUMK NikapCbKuMmn
3aco6amu Ta iHWi BUAM B3aEMOZiin" BignoBigHoO 40
OHOBNEHOT iHthopMaL,ii 3 6e3neku Aitodol
peyoBuHW.BBEAEHHS 3MiH NPOTAroM 6-T1 MICALIB 3 AaTu
3aTBEPAKEHHSA

3a
peyernmom

UA/19116/01/01

138.

MPErABA/IH-
TEBA

kancynu Tepai no
75 wmr; no 14 kancyn
y 6nicTepi; no 1, 2,
abo 4 6nictepn y
Kopobui

TOB «TeBa
YkpaiHa»

YKpaiHa

MNIBA XpBatcka
f.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny
- 3MiHM Wwopao 6esnekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUii Ans
MeAUYHOro 3aCToCyBaHHA Ha NigcTaBi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn NikapcbKoro 3acoby, abo
pocnimpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiinnii nepiog, abo sk pe3ynbTaTt OLiHKM
3BiTY 3 fOCNIMKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpuyHux gocnimpkeHb (PIP) (3MiHy y3rogkeHo 3

3a
peyenmom

KOMNETEHTHUM YNOBHOBaXKEHNM OpraHom)- 3MiHW BHECEHO

UA/13629/01/01
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
[0 IHCTPYKLT 418 MeAUYHOro 3aCTOCyBaHHA NiKapcbKoro
3acoby y po3ginu: "OcobnmsocTi 3acTocyBaHHsA", "T0GIYHI
peaxuii” BignoBigHO 40 OHOBNEHOT iHthopMaLii 3 6e3neku
Aito40T peyoBrHN. BBeAeHHS 3MiH NpoTArom 3-x MicsuiB
nicns 3aTBepKeHHs
139. | NPErABA/NIH- Kancynu Teepai no TOB «TeBa YkpaiHa MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny 3a UA/13629/01/02
TEBA 150 wr; no 14 YkpaiHa» [.0.0. - 3MiHM Wwoao 6e3nekn/edekTUBHOCTI Ta peyernmom
kancyn y bnictepi; hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
nol, 2, a6o 4 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUiT AN
6nictepn y kopobui MeAUYHOro 3aCToCyBaHHA Ha MNifgcTaBi perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ynbTart OLiHKM
3BITY 3 JOCNIAKEHb, MPOBEAEHMX BiANOBIAHO A0 NaHy
negiatpuyHux gocnimkeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OPraHoMm)- 3MiH/ BHECEHO
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ginu: "OcobnmnsocTi 3acTocyBaHHA", "Mo6IYHi
peakuii" BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Aito4oi peyoBrHN. BBeAEHHS 3MiH NPOTArom 3-x MicsLiB
nicns 3aTBepaKeHHs
140. | NPEAYKTAN® TabneTku, BKpUTI TOB "CepB'e Ykpaina Na6opaTtopii Ceps' € PpaHuis/ BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny 3a UA/3704/02/01
MR NNiBKOBOO YkpaiHa" IHaacTpi, ®paHLis; Monbwa - 3MiHK Woao 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy | peyenmom
060/10HKOI0, 3 AH®APM (iHWi 3miHW) - BuaaneHHsa A04aTKOBOrO TEKCTY
MoANIKOBaHUM MignpuemcTeo MapKyBaHHS1 YNakoBKM JliKapCbKOro 3acoby, SKuii He
BUBINIbHEHHAM M0 35 dapmaueBTuyHe AT, MICTUTb MDKHaPOAHMX NO3HaYeHb OAVHWLb BUMIPIOBAHHS
mr; no 30 TabneTok MonbLa (SI), Ta AiKe He BUKOPUCTOBYETLCA A1 MapKyBaHHS
y 6nicTepi; no 2 NepBNHHOT Ta BTOPVMHHOT YNaKkoBOK NPW BUPOOHULITBI
6nicTepn y kopobui 3 nikapcbKoro 3acoby; 3miHu | Tuny - 3MiHW Woa0
KapToHy 6e3nekun/edhekTVBHOCTI Ta hapmakoHarnagy (iHwi 3MiHu) -
3MiHN BHECEHO Y 3aTBEPKEHNIT TEKCT MapKyBaHHS
nikapcbKoro 3acoby, a came: BUAa/IeHHs 3 po3ainy «lHwe»
(415 MapKyBaHHS BTOPVMHHOT Ta NEPBMHHOI YNaKOBOK)
TEKCTy «B/UroToBNeHo» Ta AaTvi BUTOTOB/IEHHS, & TakoX
KasieHaaps Ta HaragyBaHHSA LWOAO NpuiioMy TabneTok.
BBeneHHs 3MiH NpoTAaroMm 12-tm micsuiB nicns
3aTBEPKEHHS
141. | PAU3OOEr® PO34MH A5 iH'EKLN, A/T Hoso [anis Brpo6HMLUTBO, Oanisa/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14281/01/01
®JIEKCTAY® 100 OA/mn; no 3 mn Hopgick HanoBHEHHSA B ®paHuisa TUNYy - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3acio. peyenmom

Y KapTpuaxi, SKni
MiCTUTbCA Y
6araTo030Biii
04HOpPas30BIii
Lwnpuy-pyyui; no 1
abo no 5 wnpu-
PYYOK Y KapTOHHIi
KopoobLi

NepBUHHY YNakoBKy Ta
KOHTPO/b Gasiky.
BignosiganbHwuii 3a
Bunyck: A/T HoBo
Hopgaick, daHis;
KomnnekTyBaHHs,
MapKyBaHHS Ta
BTOPWHHE NakKyBaHHSA
rOTOBOrO NPOAYKTY.
KOHTpPO/b SIKOCTI

KoHTposb 4OMOMKHUX peyoByrH. 3amiHa mkepena
ofepXXaHHs [OMOMIKHOI pe4yoBUHM abo peakTuBy, LU0
CTaHOBWTb pPU3NK Nepegavi 36yaHvkis M'E (MaTepiany, Lo
CTaHOBUTb pU3NK Nepegadi 36yaHukis I'E, Ha maTepian
POC/IMHHOIO a60 CUHTETUYHOrO MOXOMKEHHS) - Ansa
[O0NOMDKHUX PEYOBUH ab0 peakTuBiB, K
BMKOPUCTOBYOTHCS Y BUPOOHULTBI aKTVBHOI PEYOBUHM
6i010riYHOro/iMyHOOrYHOT0 NOXOKEHHS, 260
niKapcbKoro 3acoby 6i0N10ri4YHOro/iMyHO0r4YHOro
NOXOMKEHHS - 3aMiHa peakTuBiB AMika3a Ta J1akTo3a, Lo
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
6as1Ky rotoBoro CTaHOBNATb pU3KnK nepepgadi 36yaHukis N'E, Ha matepian
NPOAYKTY Ta KiHLEeBoro POC/IMHHOTO MOXOMKEHHS A4/15 3aCTOCYBaHHA Y
rOTOBOrO NPOAYKTY: BMPOGHMLTBI eH3nmy AxpomobakTtep Jlikyc MpoTeasa
A/T Hoso Hopgick, (AJIM), WO BMKOPUCTOBYETLCA Y NPOLIEC BUPOGHMLTBA
[aHis;; MapkyBaHHsA Ta aKTUBHOI PEYOBUHN.
BTOPVHHE NakKyBaHHSA
rOTOBOrO NPOAYKTY:
Hoso Hopgaick
MNpoatokcboH CAC,
PpaHuis
142. | PEAOUTYKC KOHLeHTpaT Ans [-p Pegpi'c IHais [O-p Peppj'c IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |1 - UA/12906/01/01
pO34unHy ans Na6opaTtopic Na6opaTopic /T4, MYy - 3MiHK 3 AKkocTi. ADl. BupobHMuTBO. 3MiHM B npoLeci
iHcpysiA, 10 mr/mn; in nrtp, BMPO6HMLTBA AP (iHLWI 3MiHK). CynyTHI 3MiHW- 3MiHK 3
bulk: no 10 mn (100 akocTi. A®l. Bupo6bHMUTBO. 3MiHM B npoLeci BUpobHuUTBa
Mmr) a6o 50 mn (500 AD| (iHWi 3MiHK) - 3MiHK 3 AkocTi. APl BupobHULTBO.
Mr) y dofiakoHi; no 3miHu B npoueci BUpo6HuuTBa A®| (iHLWi 3MiHK) 3MiHW 3
1000 chnakoHiB y akocTi. A®l. Bupo6HMUTBO. 3MiHM B npoLeci BUpobHuLTBa
Kopobui A®I (iHWi 3MiHW) - 3aMiHa TeXHONOTT NiKUBIEHHSA
KynbTypy (Fed Batch — FB) Ha TexHONOrito
KOHL,EHTPOBAaHOr0 MNiMKNBEHHA KynbTypu (Concentrated
Fed Batch — CFB). | sk Hacnigok Bigdynncb 3mMiHu Ha
cTagii Po3WnpeHHs iHOKyNATY, Ha cTagil BurotoBneHHs Ta
Ha cTagii OcBiTNeHHs. BBeAeHHS 3MiH NpoTArom 6-tu
MicauiB nicna 3aTBepmkKeHHs. 3MiHu Il Tuny - 3miHn 3
akocTi. A®l. Bupo6H1LUTBO. 3MiHM B NpoLeci BUpobHuLTBa
A®I (iHwi 3miHM). Ha cTagii OuuniLeHHs, (onepauis
®inbTpauis Bipycis), Biabynacb 3amiHa BipycHOro inibTpy
(3aTBepmxeHo: DV20 filter from Pall; 3anponoHoBaHo:
Virosolve Pro Virus Filter from Millipore). BBegeHHS 3MiH
NPOTAroM 6-TW MicALIB NiC/IA 3aTBEPAKEHHS.
143. | PEAAUTYKC KOHUeHTpaT ans [-p Pegpj'c IHAaia [-p Peppj'c IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |1 3a UA/12905/01/01
pO34uHy Ans JNabopaTopic Na6opaTopic /It Tuny - 3MiHK 3 AkocTi. A®l. BupobHMUTBO. 3MiHM B Mpoueci | peyenmom
iHcpy3iiA, 10 mr/mn, ntp, BUpo6HUUTBa AP (iHLWi 3MiHK). CynyTHI 3MiHW- 3MiHK 3

no 10 mn (100 mr)
a6o 50 mn (500 mr)
y chnakoHi; no 1
chnakoHy B
KapTOHHI Kopo6Lyj;
no 1 KapTOHHii
Kopobui y
nNacTyKoBoMy
MiLLIKY

akocTi. A®l. Bupo6H1UTBO. 3MiHM B npoLeci BUpobHuLTBa
A®I (iHWi 3MiHN) -3MiHK 3 AkocTi. ADIl. BupobHMUTBO.
3MiHV B npoueci BupobHmuTtea AP| (iHWi 3MiHW) - 3MiHK 3
akocTi. A®l. Bupo6H1UTBO. 3MiHM B NpoLeci BUpobHuLTBa
A®| (iHWi 3MiHW) - 3aMiHa TeXHOOTIT NiAKUBNEHHS
KynbTypu (Fed Batch — FB) Ha TexHonorito
KOHLEHTPOBAHOTO NigpKnBNeHHs kynbTypn (Concentrated
Fed Batch — CFB). | ik Hacnigok Bigby/mMch 3MiHU Ha
cTagii Po3lwmpeHHs iIHOKYNATY, Ha cTajii BUrotoBneHHs Ta
Ha cTagii OCBiTNeHHs. BBeAEHHS 3MiH NpOTArom 6-Tn
MicaLiB nicna 3aTBeppkeHHs. 3MiHu Il Tuny - 3miHn 3
AKOCTi. A®l. BUpo6GHMLTBO. 3MiHM B NpOLLeCi BUPOGHULITBA
A®| (iHwi 3miHM). Ha cTagii OuunileHHs, (onepauis
®dinbTpauis Bipycis), Bigbynack 3amiHa BipycHOro inbTpy
(3aTBepmxeHo: DV20 filter from Pall; 3anponoHoBaHo:
Virosolve Pro Virus Filter from Millipore). BBegeHHS 3MiH
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

NPOTAroM 6-T1 MiCALLIB MiC/1A 3aTBEPKEHHS.

144.

PUHT
HA3ANbHWIA
CMPEN®
3BOMOXYIOY
nin

cnpeii HasasbHWIA,
0,5 mr/mn, no 10 mn
y hniakoHi pasom 3
HacoCoM-[,03aTOpOM
3 po3nusBaYem; no
1 cbnakoHy B mauu,i 3
KapToHY

AT "dapmak"

YkpaiHa

AT "dapmak"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasliB: yTOUHEHHSA
KpaiHu-BUpOoGHUKa B Hakasi MO3 YkpaiHu Ne 987 Big
09.06.2022 B npoueci BHECEHHA 3MiH (3MiHW | TUny -
3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI E€Bponelickkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; A58 LOMOMDKHOI
peyoBUHYM (cepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuii cepTudikar Bifg, HOBOrO BUPOOHUKA
(3amiHa abo foNoBHEHHS) - MNogaHHSA HOBOTrO cepTudikara
BignosigHocTi E® R1-CEP 2008-324-Rev 03 ans Adl
OkcmmeTasoniHy rigpoxnopug, Big HoBOro Bupo6Huka CTX
Life Sciences Pvt. Limited, India gogatkoBo Ao
3aTBepxeHoro BupobHuika Siegfried Pharma Chemikalien
Minden GmbH, Germany; 3MiHu | TUny - 3MiHN 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo foNyCTUMUX MEX, BUSHAYEeHUX y cneundikalisx Ha
A®I, abo BUXigHWA/NPOMKHUIA NPOAYKT/peareHT, wo
BMKOPWCTOBYIOTbCSA Y npoueci BupobHuutea A®| (iHwwi
3MiHK) - 3 METO onTUMI3aLii BXigHOro KoHTpos A®l ans
BMpobHuka CTX Life Sciences Pvt. Limited, India, gogaHo
[0[aTKoBY ifeHTUdikauiio no 2.2.48). Pefakuis B Hakasi:
UA/14716/01/01. 3anponoHoBaHa peAakLif: YKpaiHa.

6e3
peyenma

UA/12120/01/01

145.

PUTMOHOPM®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, N0 150
Mr no 10 TabneTok y
6nicTepi; no 5
6nictepiB y
KapTOHHI KopoobLi

AGGOTT
NabopaTopis
6X

HimeyuuH
a

A66BI [oliunaHg,
vm6X i Ko. KI,
HimeuunHa abo beHTa
NioH, ®paHuis

Himeuuunna/
PpaHuis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |
TMNy - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecun micLa NPOBaMKEHHS AisNIbHOCTI
BMpPO6HMKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,
BK/IO4A0UM AiNbHULI BUMYCKy cepii abo micue
NpoBeAEeHHS KOHTPOSIO AKOCTI. (AiANbHICTb, 3a AKY
BiANoBiAae BMPOGHMK/IMNOPTEpP, BK/OYAKYM BUMYCK Cepili)
3MiHa HaliMeHyBaHHS Ta YTOYHEHHS HanMCaHHs agpecu
OfIHOTO i3 3aTBEPKEHNX albTepHATUBHNX BUPOOHMKIB
roToOBOro fikapcbkoro 3acoby, BifnoBigasibHOro 3a BUNycK
cepiii, 6e3 3MiHV MicL BUPOGHMLTBA. 3MiHN BHECEHO B
IHCTPYKLit0 4151 MeANYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ainun «BupobHuk» Ta «MicLe3HaxomKeHHs
BMPOGHMKa Ta agpeca MicLsa NPoBapKEHHS 10ro
[OISTbHOCTI» 3 BigNOBIAHMMM 3MiHAMK Yy TEKCTI MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby. BeeAeHHs 3MiH npoTarom 6-
T MicAUiB NicAs 3aTBEPAKEHHS.

3a
peyernmom

UA/8928/01/01

146.

PUGAMMILMHI
ISOHIA3VA,

TabneTku, BKpUTI
NAiBKOBOIO
060/10HKOI0, N0 150
Mr/75 mr; no 28
TabneTtok y brictepi,

Makneopc
dapmMacboThK
anc Nimiteq

IHais

Makneopc
dPapmacbloTrKanc
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpayiiiH1ux maTepianis: 3miHun | Tuny
- AOMIHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo
azpecy Micusi NPOBaKEHHS Ai/IbHOCTI
BMpO6HUKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IHOYAK0UM AiNbHMLI BUMYCKY cepii abo Micue

3a
peyenmom

UA/16427/01/01
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
no 3 a6o 24 NPOBELEHHS KOHTPO/TIO AKOCTI. (AIANbHICTb, 3a AKy
6nictepu y BiANOBiAae BMPOGHMK/IMNOpTEpP, BK/KOYAKYM BUMYCK Cepiii)
KapTOHHIA ynakoBLi - 3MiHa agpecu BupobHuka 113 Makneoac
dapmacbioTvkanc Jlivites, IHAis, 6e3 3mMiHu micus
BMPOGHMLUTBA. BBEAEHHS 3MiH MPOTArom 6-T MicsALiB
nicns 3aTBepaKeHHs
147. | POTAN®EH PO34NH A1 iH'EKLIN, TOB "YOPN[, Ykpaina dapmaBixH CaH. Be TypeuunmHa | BHECEHHS 3MiH 40 peecTpauiiiHux matepianis: 3MiHu | Tuny 3a UA/17988/01/01
50 Mr/2 mn; no 2 mn MEANLNH" Tigpk. A.LL. - 3MiHu 3 SKoCTi. F0TOBMIA NiKapcbkuii 3aci6. 3MiHN y peyenmom
B amnyni; no 5 BUPOBHUUTBI. 3MiHa po3mipy cepii (BkYaoum gianasoH
amnys B KOHTYPHii pO3Mmipy cepii) roToBOro Mikapcbkoro 3acoby (iHLWi 3MiHu) -
YapyHKOBIl 3MiHu po3mipy cepii, 3aTBepgkeHo: 90 n. (41.860 amnyn);
ynakosLi; no 1 a6o 2 3anponoHoBaHo: 90 n. (41.860 amnyn); 9001 (418.604);
KOHTYPHIi YapyHKOBI 3MiHN | TUNy - 3MiHK 3 IKOCTI. FOTOBWIA Nikapcbkuii 3acio.
yNaKkoBKM1 y KOHTpOsb roTOBOrO NikapCbKoro 3acoby. 3miHa y metogax
KapTOHHIlA KOpooLi BUNPOBYBaHHS rOTOBOrO JlikapCbKoro 3acoby (He3HayHa
3MiHa y 3aTBEPMKEHNX MeToAax BUNpobyBaHHS) -
BeegeHHs1 meToAy BUNPOOYBaHHS «KinbkiCHe BU3HAYEHHS
Etanony» (X, EP 2.2.28) (AaHwWii noKka3HWK 3a3Ha4YeHo B
3aTBEPLKEHNX METOAAX KOHTPO/II0); 3MiHM |l Tuny - 3MiHn
3 aKocTi. A®l. Bupo6HMUTBO. 3MiHa BUPO6HUKa
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHUYOMY npoueci AdDl, abo
3MiHa BMpPOGHMKa (BK/THOYatoum, e HeobXigHo, micue
npoBeAeHHS KOHTPOo AkocTi) A®I (3a BiACYTHOCTI
cepTucbikaTa BiANOBIAHOCTI €BpONeiichbkili hapmakonei y
3aTBEPMKEHOMY [OCHE)(BBEAEHHS HOBOTO BUPO6GHUKa ADI
3 HafaHHAM MacTep-chaiina Ha A®l) -BBefeHHst HOBOrO
anbTepHaTMBHOIO BUPOGHMKa AP| 3 HagaHHAM mMacTep-
thaiina Ha A®l Huangshi Shixing Pharmaceutical Co., Ltd.,
China no Bxe 3atBepgpxeHoro ZHEJIANG RAYBOW
PHARMACEUTICAL CO., LTD. China.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS
148. | CAHAOCTATHU PO34MH A1 iH'EKLIN, HosaprTic LLiseiiuapi HosapTic ®apma LLiseiuapis BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny 3a UA/9821/01/01
H® 0,05 mr/1 mn; no 1 dapmva Al A LWTeiiH Al - 3MiHK 3 AkocTi. A®l. BupobHuLTBO. 3MiHa BUPOGHMKa peyenmom

M/ B amnyni; no 5
amnyn B kopoobui

BUXIAHOIO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHUYOMY npoueci AdDl, abo
3MiHa BUPOGHMKa (BK/IHOYatoum, e HeobXigHo, micue

npoBeAeHHS KOHTPOA AkocTi) A®I (3a BiACYTHOCTI
cepTucpikaTa BiANOBIAHOCTI E€Bponeiichbkili hapmakonei y
3aTBepXeHOMY A0Cbe)(iHLWi 3MiHW) - oAaBaHHsA
BMpo6Huka Novartis Pharma Stein AG, Switzerland
BiANOBIA&bHOrO 3a NepBUHHE NakyBaHHA Ans Ad|
OkTpeoTung; 3MmiHu | Tuny - 3mMiHn 3 akocTi. APl. Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6. 3MiHa y
6e3nocepeHiin ynakosui A®| (iHLWi 3MiHW) - BBEAEHHSA
yNakoBKM N5 TpaHCNopTyBaHHA A®l OKTpeoTua, - NAALWKN
3 Kpuwwkoto (high density polyethylene (HDPE) botles with
a low density polyethylene (LDPE) caps)
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
149. | CAHOOCTATU PO3YMH ON5 iH'EKUIN, HosaprTic LBeliuapi HosapTic ®apma LBeliuapia | BHECEHHsI 3MiH [0 peecTpaLiiiHix maTepianis: 3mMiHu | Tuny 3a UA/9821/01/02
H® 0,1 mr/1 mn; no 1 mn dapma Al A LWTeinH Al - 3MiHu 3 AkocTi. A®l. BupobHuLTBO. 3MiHa BUPOGHMKa peyenmom
B amnyni; no 5 BUXiAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
amnyn B kopooui BMKOPUCTOBYIOTbCS Y BUPOOHUYOMY npoueci AdDl, abo
3MiHa BMpPOGHMKa (BK/THOYatoum, e HeobXxigHo, micue
npoBeAeHHSA KOHTPO0 AkocTi) A®I (3a BigCyTHOCTI
cepTudikaTa BignoBigHOCTI E€Bponeiichkii hapmakonei y
3aTBEPAKEHOMY A0CLE)(iHLWi 3MiHW) - AOAABAHHS
BMpo6Huka Novartis Pharma Stein AG, Switzerland
BiANOBIA&bHOIO 3a NepBUHHE NakyBaHHA Ans Ad|
OkTpeoTtug; 3miHum | Tuny - 3miHu 3 skocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBasnbHuii 3aci6. 3MiHa y
6e3nocepeHili ynakosui A®I (iHWi 3MiHW) - BBEAEHHS
yNakoBKkM 41151 TpaHcnopTyBaHHA A®| OKTpeoTu - NAALWKN
3 Kpuwkoto (high density polyethylene (HDPE) botles with
a low density polyethylene (LDPE) caps)
150. | CEHAAEKCUH Tabnetkv no 70 mr; AT YkpaiHa AT "Nly6Hnchapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3mMiHu | Tuny | Ne 10 - 6e3 UA/5432/01/01
no 10 TabneTtok y "Jly6Hupapm” - 3MiHK 3 sIKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHM y peuenma;
6nictepax; no 10 BMPOGHMLTBI. 3MiHN Y NpoLeci BUPOOHULITBA FOTOBOTO Ne 100
TabneTok y 6nictepi; nikapcbKoro 3acoby, BKIHOYAKUM NPOMDKHUIA NpoaykT, wo |(10x10) - 3a
no 10 6nictepiB y 3aCTOCOBYETLCA MNPV BUPOOHMLTBI rTOTOBOrO NiKapCcbKoro | peyenmom

nauuj

3aco6y (He3HayHa 3MiHa y npoueci BUPOObHULITBA).
BBefeHHs1 HOBOro 061aAHaHHA 4151 NPUrOTYBaHHA Ta
hacyBaHHs TBepAMUX NiKapcbknx hopm, a came HoBe
aBToMaTn30BaHe NoTYXHe obnagHaHHa A/1s npouecy
NPUroTyBaHHSA (MiKCEpU-rpaHyNsTopK, CyLLKM
NCEBAO3XWKEHOTO Lapy, Tabnetnpecy, TOLO), NpoLiecy
hacyBaHHSA (NiHia Ana dpacyBaHHA Ta NakyBaHHA TBEPAWX
nikapcbkunx gpopM B 6icTep, navyky, rpynosy Tapy) Ta
BMPOGHMYOro KOHTPOJSIHO (Barn-BoI0OrOMIp, YHiBEpCcabHWiA
npunag ta npunag Ans KOHTpono 6nicTepis Ha
rEPMETUYHICTD).
3MiHu | TUNY - 3MiHK 3 sikocTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUpOBHMUTBI. 3MiHa po3mipy cepii (Bkovatoum
JianasoH po3Mipy cepii) roTOBOro fikapCcbKoro 3acoty
(36inbLueHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
PO3MipOM) - 3MiHU Y NpoLLeCi BUPOGHMLITBA FOTOBOIO
nikapcbKoro 3acoby, siki BK/o4aloTb HOBe 061aHaHHs
[ANS NpUroTyBaHHA Ta dhacyBaHHs /13 (TBEpAMX NiKapCbKuxX
hopm) Liexy Ned; 36inbLUEHHA pO3Mipy MPOMUCIIOBOI Cepii.
3MiHn | TUny - 3MiHK 3 SKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUpO6HMUTBI. 3amiHa abo BBeeHHS A04aTKOBOT
AiNbHULI BUPOBHMLTBA A/19 YacTUHM abo BCbOro
BMPOGHMYOro NpoLiecy roToBOro NikapCbKoro 3acoby
(minbHUUSA, Ha AKil NpoBOASATLCS ByAb-AKi BUPOGHUYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOSIKO AKOCTI,
NepPBMHHOTO Ta BTOPVMHHOIO NakyBaHHSA, A1
HeCTepWIbHUX NiKapCbkux 3aco6iB). CynyTHA 3MiHa- 3MiHU
3 aKocTi. [0TOBWI Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.
3amiHa abo BBeEHHSA A0AATKOBOI Ai/IbHULI BUPOBHULTBA
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

NS YacTUHK abo BCbOro BUPOBHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHULA 418 BTOPUHHOTO
nakyBaHHs) - 3MiHW 3 AIKOCTi. [0TOBWIA Nikapcbkunii 3aci6.
3MiHn y BUPO6GHMLTBI. 3amiHa abo BBeAEHHA [40AATKOBOI
AiNbHULI BUPOBHMLTBA A1 YacTHM abo BCbOro
BMPOGHNYOro NpoLiecy roTOBOro NikapCbKoro 3acoby
(8inbHULA ANA NEPBMHHOIO NakyBaHHs). BBeAeHHA
[04aTKOBOT AiNbHULL BUPOGHMLTBA /liKapCbKnx 3aco6iB.
[JaHa 3miHa 3ymoBieHa po3LMPeHHAM BUPOBHNYMX
noTyXHocTel Liexy Ne4 — 3 BUpo6HMLTBA TBEPAUX
nikapcbknx dhopM. 3MiHM BK/IKOYaOTh HOBE 06/1a4HaHHSA
0151 NpUroTyBaHHA Ta doacyBaHHA Nikapcbkux 3acobis
(TBEPAMX NiKAPCBKUX hOpM).

151.

CEPBOHEKC®

TabneTku, BKpUTI
060/10HKOI0, N0 5 Mr
no 14 TabneTtok y
6nicTepi; no 2
6nictepu B
KapTOHHI/ ynakosLi;
no 10 Tabnetok y
6nictepi; no 3
6nicTepu B
KapTOHHIA ynakoBsL,i

KYCYM
XENTXKEP
NBT ATA,

IHais

KYCYM XE/TTXKEP
MBT NTA, IHAis
AnbTepHaTUBHUIA
BMPOGHMK, L0
3[jliCHIOE BTOPUHHE
nakyBaHHS, KOHTPO b

SKOCTi Ta BUNYCK cepil:

TOB "KYCYM ®APM"
YkpaiHa

i

IHgis/
YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/eddekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAM4HOro 3acToCyBaHHA
reHepUYHNX/TiIBPUAHNX/6IONOAIGHNX NiKapChKMX 3aco6iB
nicns BHECEHHS Tiel camoi 3MiHN Ha pedhepeHTHW
npenapar (3mMiHa He NOTpebye HafaHHA XOAHUX HOBUX
[04AaTKOBUX AaHnX) 3MiHN BHECEHI A0 iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y po3ginu
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHsA
rpyaar”, "Mo6ivni peakuii" 3rigHo 3 iHpopmavieto LWoao
MeAMYHOro 3acTOCyBaHHA pethepeHTHOro Nikapcbkoro
3aco6y (ARICEPT 5 mg film coated tablets). BBegeHHs
3MiH NpoTArom 3-x MicAuiB nicnsa 3atBepmxkeHs. CynyTHS
3MiHa - 3MiHM LWoao 6e3nekn/edreKTUBHOCTI Ta
thapmakoHarnagy. BHeceHHst abo 3MiHa(1) L0 3060B'A3aHb
Ta yMOB BMAaYi peecTpaLiiiHOro NocBigYEHHS, BKIOYa0UN
MnaH ynpasniHHA pu3nkamu (3acTOCyBaHHSA TEKCTY, AKWIA
MOroXEHN 3 KOMNETEHTHUM opraHom) [leTanbHuii onuc
CUCTEMM YNPaB/iHHA PU3VKaMKW Y BUIISA] NaaHy
ynpaBAiHHA pU3nKamu, WO HajaHni 3asBHUKOM, MiICTUTb
pY3VK NPONOPLiliHi 3ax0au 3 MiHiMi3aLii pu3ukis Ta
3fificHeHHs chapmakoHarnsagy. IHgopmais 3 6esneku, Wwo
npeAcTasfieHa B IHCTPYKUii 419 MEAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby CepBoHeKc®, TabneTkn, BKpUTi
06010HKO0, N0 5 Mr a6o no 10 mr no 14 TabneTok y
6nicTepi; No 2 6ricTepu B KAPTOHHI ynakosui; no 10
TabneTok y 6nictepi; no 3 6icTepy B KAPTOHHI ynakoBLi
in bulk: Ne14x240: no 14 Ta6neTok y 6nictepi; no 240
6nicTepiB y kKapTOHHIli kOpobLi, Bifobpaxae 3axoau 3
MiHimi3aLii pu3ukis, BignoBigae iHhopmaLii, BUKNaaeHin y
naaHi ynpasniHHA pu3nkamu, HagaHoro 3asiBHUKOM.
Pestome MYP Bepcis 2.0 gogaetbes. 3miHm | Trny - 3MiHW
wopo 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsagy. 3miHa
Y KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT A1 MeANYHOro 3acTOCYBaHHS

3a
peyenmom

UA/13114/01/01
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152.

CEPBOHEKC®

Ha nigcTaBi perynspHoO OHOB/IOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acToCyBaHHS NiKapcbKoro 3acoby B nicnspeecTpauiiiHuii
nepiog, abo sk pe3ynbTar OLiHK/ 3BiTYy 3 AOC/iAKEHb,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpuyuHmX
pocnipkeHb (PIP) (3MiHY y3roikeHo 3 KOMNEeTEHTHUM
YNOBHOB&XEHNM OpraHoM) 3MiHU BHECEHI [0 iHCTPYKL,i
ANA MeAUYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ainu "B3aemogis 3 iHLWMMK NikapcbkrMu 3acobamu Ta
iHWi BUAW B3aemogiii", "MobiuHi peakuii” BianoBigHO A0
OHOB/IEHOT iHhopMaLil 3 6e3nekn Ailo4oi peYOBUHM.
BBefieHHs 3MiH NpoTArom 3-x MicsiUiB Nicns 3aTBepKEHHS

TabneTkn, BKPUTI
060/10HKO0, NO 10
Mr 1o 14 Tabnetok y
6nictepi; no 2
6nictepy B
KapTOHHIA ynakoBLi;
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B
KapTOHHI/ ynakosL,i

KYCYM
XENTXKEP
NBT T4

IHais

KYCYM XENTXKEP
MBT NTA, IHAis
AnbTepHaTUBHUIA
BMPOGHMK, LLO
3[iICHIOE BTOPUHHE
nakyBaHHS, KOHTPO b

SAKOCTI Ta BUNYCK cepil:

TOB "KYCYM ®APM"
YkpaiHa

1

Ingis/
Ykpaina

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3MiHM Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAM4HOro 3acTOCyBaHHSA
reHepUYHNX/TiGpUaHNX/6ioNoAi6HNX Nikapcbkmx 3aco6iB
nicns BHECEHHS Tiel camoi 3MiHWN Ha pedepeHTHWi
npenapar (3mMiHa He NnoTpebye HafaHHSA XXOAHUX HOBUX
[04aTKOBUX laHnX) 3MiHW BHECEHi A0 IHCTPYKLUiT Ans
MeAMYHOro 3aCTOCYBaHHS MikapCcbKoro 3acoby y po3ginu
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHS
rpyaato”, "Mo6iyHi peakwyii” 3rigHo 3 iHhopMmaLieto Woao
MEeANYHOro 3acToCyBaHHA pethepeHTHOro NikapcbKoro
3aco6y (ARICEPT 5 mg film coated tablets). BeegeHHs
3MiH NPOTArom 3-X MicsUiB nicnsa 3aTBepaxeHs. CynyTHA
3MiHa - 3MiHM Woao 6e3nekn/ethekTBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3MiHa(v) fo 3060B'A3aHb
Ta YMOB BuAadi peecTpauiiiHoro nocBigYeHHs, BKIOHa0UMN
MnaH ynpaeniHHA pu3vkamm (3acTOCyBaHHSA TEKCTY, AKWi
MOroHKEHW 3 KOMNETEHTHAM opraHom) [leTanbHuii onuc
CUCTEMM YNPaB/iHHA pU3nKaMmn y BUTNSA] NnaHy
yNpaBniHHA pU3nKamu, L0 HaAaHWin 3aBHUKOM, MICTUTb
pY3VK NPOMOPLiHI 3aX0Au 3 MiHIMi3aLii pusukis Ta
3[iiCHeHHs1 hapMakoHariagy. IHopmalisa 3 6e3neku, Lo
npeacTasneHa B iHCTPYKLii 415 MeAUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby CepBoHEKC®, TabneTKun, BKPUTI
060/10HKOt0, N0 5 Mr a6o no 10 Mr no 14 TabneTok y
6nicTepi; no 2 6nictepun B KAPTOHHIN ynakosLi; no 10
TabneTok y 6nictepi; no 3 6icTepy B KAPTOHHI yNakoBLi
in bulk: Ne14x240: no 14 TabneTok y 6nictepi; no 240
6nicTepiB y kapTOHHIl kOpobL,, Bifobpaxae 3axoam 3
MiHimi3aLii pu3ukis, BignoBigae iHdopmaLii, BUkIageHin y
nnaHi ynpasniHHA pU3nkamu, HagaHOro 3asiBHKOM.
Pestome MYP Bepcisa 2.0 gogaerbes. 3minu | Tvny - 3miHn
woao 6e3nekn/epekTVBHOCTI Ta dhapmakoHarisagy. 3MiHa
Y KOPOTKili XapakTepucTuL,i NikapCbKOro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acTOCYBaHHS
Ha nigcTaBi perysisipHo OHOBJ/IKOBAHOIO 3BIiTY 3 6e3neku

3a
peyernmom

UA/13114/01/02
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nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCcyBaHHS NiKapcbKoro 3acoby B micnspeecTpauiiHni
nepiog, abo sk pe3ynbTar OLiHKM 3BITY 3 AOC/iHKEHb,
npoBefeHnX BigNoBIAHO [0 NNaHy negiaTpuyuHmX
pocnimkeHsb (PIP) (3MiHy y3rofpkeHo 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpraHoM) 3MiHW BHECEHi [0 IHCTPYKLT
0151 MeQUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y
po3ainv "B3aemMogis 3 iHLWMMKY Nikapcbkumn 3acobamu Ta
iHWi BMAaW B3aemogiit”, "Mo6ivHi peakuii" BignosigHo fo
OHOB/IEHOT iHGhopMaLlii 3 6e3nekn 4il4oi peyoBUHN.
BBefeHHs 3MiH NpoTArom 3-x MicsiLiB Nic/sl 3aTBEPAKEHHS

153.

CEPBOHEKC®

TabneTku, BKPUTI
060/10HKOH0, NO 5 ™,
in bulk Ne 14x240:
no 14 tabneTtok y
6nictepi; no 240
6nicTepiB y
KapTOHHIlA KOpooLi

KYCYM
XENTXKEP
NBT T4

IHais

KYCYM XENTTXKEP
MBT NTA

IHais

BHECEHHS 3MiH [JO peecTpaLiiiHix MmaTepianis: 3MiHu Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BHecenHs
abo 3miHa(1) 4o 3060B'A3aHb Ta YMOB BMAAvi
peecTpauiiiHoro nocBif4yeHHs, BKIYaroum MNnax
ynpasiHHA pu3nKamu (3aCTOCyBaHHS TEKCTY, SKWi
MOroKEHW 3 KOMNETEHTHAM opraHom) [leTanbHuii onuc
CUCTEMM YNPaB/iHHA pU3nKaMKn y BUTNSAj NnaHy
ynpaBniHHA pU3nKamu, L0 HaAaHWi 3asBHUKOM, MICTUTb
pY3VK NPOMNOPLiHI 3aX0Au 3 MiHIMi3aLii pusukis Ta
3[iicCHeHHs1 hapMakoHarnagy. IHopmalisa 3 6e3neku, Lo
npeacrTasfieHa B IHCTPYKLUIi 418 MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby CepBoHEKC®, TabneTKn, BKPUTI
060/10HKO10, N0 5 Mr abo no 10 mr no 14 TabneTok y
6nicTepi; no 2 6nictepu B KAPTOHHIN ynakosLi; no 10
TabneTok y 6nictepi; no 3 6ricTepy B KAPTOHHIA yNakoBLi
in bulk: Ne14x240: no 14 TabneTok y 6nictepi; no 240
6nicTepiB y kapTOHHIl kOpobL,, Bifobpaxae 3axoam 3
MiHimi3aLii pu3ukis, BignoBigae iHdopmaLii, BUKIageHin y
nnaHi ynpasniHHA pU3nkamu, Ha4aHOTO 3asiBHKOM.
Pestome MYP Bepcia 2.0 gogaeTbcs.

UA/15767/01/01

154.

CEPBOHEKC®

TabneTku, BKpUTI
060/10HKO0, Mo 10
mr in bulk:
Ne14x240: no 14
Tabnetok y 6nictepi;
no 240 6nictepiB y
KapTOHHIlA KopoobLi

KYCYM
XENTXKEP
NBT T4,

IHAjA

KYCYM XE/TTXKEP
nBT NT4,

IHAjA

BHECEHHS 3MiH 0 peecTpaLjiiiHMX maTepianis: 3MiHu Woa0
6e3nekn/edpekTBHOCTI Ta thapmakoHarnagy. BHeceHHs
abo 3miHa(M) f0 3060B'A3aHb Ta YMOB Bugadi
peecTpauiiHoro nocBif4yeHHs, BkoYaroum MNnax
ynpaBsiHHA py3nKamm (3aCTOCYBaHHS TEKCTY, AKUi
NOrofpKeHuii 3 KOMNETEHTHVUM opraHom) [leTasnbHuii onuc
CUCTEMM YNPaB/iHHA pU3nKaMmn y BUTNIAAj MnaHy
ynpaBAiHHA pU3nKamu, Lo HajaHWi 3asaBHUKOM, MiICTUTb
pY3MK NPOMOPLiiHI 3aX0Au 3 MiHIMi3aLii pusukis Ta
3[jicCHeHHs1 hapMakoHaragy. IHopmalisa 3 6e3neku, Lo
npeacrTasfieHa B IHCTPYKLUIi 419 MEAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby CepBoHeKc®, TabneTkn, BKpUTi
060n0HkKot0, No 5 Mr a6o no 10 mr no 14 TabneTok y
6nicTepi; No 2 6aicTepu B KAPTOHHIN ynakosui; no 10
TabneTok y 6nictepi; no 3 6aicTepy B KAPTOHHI ynakoBLi
in bulk: Ne14x240: no 14 TabneTok y 6nictepi; no 240
6nicTepiB y KApTOHHIli kopobLi, Bifo6Gpaxkae 3axoau 3
MiHimi3aLii pu3ukis, BiANoBigae iHdopmaLii, BUKIageHin y

UA/15767/01/02
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
naaHi ynpasniHHA pu3vkamu, HafaHoro 3asBHUKOM.
Pestome MNYP Bepcisa 2.0 4oAaeTbCs.
155. | CEPTO®EH PO34UH A5 iH'EKLLN, TOB "YOPN[ YkpaiHa dapmaBixH CaH. Be TypeuunmHa | BHECEHHSI 3MiH A0 peecTpauiiiHux MaTepianis: 3MiHM | Tuny 3a UA/14649/01/01
50 Mr/2 mn, no 2 mn MEAVLUNH" Tigx. A.LL. - 3MiHM 3 AAKOCTi. FOTOBWI NiKapCbKUii 3acCi6. 3MiHN Y peyernmom
B amnyni, no 5 BMPOGHMLTBI. 3MiHa po3mipy cepii (BkItoyYatoumn gianasoH
ammnyn y KOHTYpHIiA po3Mipy cepil) roToBOro JlikapCbKOro 3acoby (iHLWi 3miHu) --
YapyHKOBIW 3MiHa po3Mipy cepii (3aTBepgxeHo: 90 n (41860 amn.);
ynakosui, no 1 a6o 2 3anponoHoBaHo: 90 n (41860 amn.) a6o 900 n (418604
KOHTYPHI YapyHKOBI amn.)); 3miHu Il Trny - 3MiHK 3 aKocTi. A®l. BUPOGHULTBO.
yrnaKoBKu B 3MiHa BUPOGHYVKa BUXIiAHOTO/MPOMIXHOIO
KapTOHHIA Kopoo6Li NpoayKTy/peareHTy, W0 BUKOPUCTOBYIOTLCA Y
BMpo6HUYOMY npoueci ADl, abo 3miHa BUpOGHMKA
(BKOYaKOUK, Ae HEOOXiAHO, MiCLEe NPOBEAEHHSI KOHTPO/IO
akocTi) AP (3a BigcyTHOCTI cepTudcpikaTa BigNoOBIQHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaAXeHOMY [10ChE)
(BBEAEHHSA HOBOrO BMPOGHMKA AP| 3 HagaHHAM MacTep-
thaiina Ha A®I) - BBeieHHS1 HOBOrO BMPOGHMKa AitoyoTl
peyoBUHU fekckeTonpodeHy (y hopmi gekckeTonpoeHy
TpomeTamony), Huangshi Shixing Pharmaceutical Co., Ltd,
Kutaii 3 HagaHHSaM macTep-chaiina (version No.: SXYY-
CTD-C05A-2017-V03). BBefieHHs 3MiH NPOTSArom 6-Tu
MiCALIB MiC/s 3aTBEPKEHHS
156. | CIHEIPA TabneTku, BKpUTI HOBEN INAY TypeyunH HOBEJ IIAY CAHAI TypeuyunmHa | BHECEHHS 3MiH A0 peecTpauiiiHuX MaTepianis: 3MiHW | Tuny 3a UA/15696/01/01
nNiBKOBOIO CAHAI BE a BE TIOXKAPET A.LL. - 3MiHu 3 sikocTi. CepTuddikat BignosigHOCTI/TE- peyenmom
060/10HKO0, N0 25 TIOIXKAPET cepTudikaT BignoBigHOCTI €EBponeicbkiii
mr, no 1 Tabnetuyiy A.LL. hapmakonei/moHorpadii. NMogaHHA HoBOro abo

6nictepi; no 1
6nictepy B
KapTOHHI ynakoBL,i;
no 4 Tabnetkn y
6nictepi; no 1
6nictepy B
KapTOHHIA ynakoBL,i

OHOBJIEHOrO cepTudikaTa BignoBigHOCTI a60 BUNYYEHHS
cepTudiikaTa BignosigHOCTI EBponeiickkiin hapmakonei:
onsa A®l; ana BuxigHoro marepiasy/peareHTy/npoMikKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOBHULTBI ADI; Ans
[O0MOMDKHOT peyoBMHY (cepTudiikaTt BiAgnoBIigHOCTI
€Bponeiicbkiii hapmakonei) - OHoB/IeHWIA cepTudikaT Big,
yXe 3aTBepAXeHoro BUPO6HMKa - NoJaHHsA OHOB/IEHOrO
cepTudikaTa BignoBigHOCTI €Bponeiickkin dhapmakonei Neo
R1-CEP 2012-317 - Rev 00 (3aTBepaxeHo: RO-CEP 2012-
317 - Rev 04) ana A®l cungeHadpiny umMTtparty Big BXe
3aTBEpAXEHOro Bupo6Hnka MYLAN LABORATORIES
LIMITED, India y 3B’13Ky 3 NPOXOXXEHHAM npoLeaypu
N1IaHOBOTO Nnepernsagy Yepes n'Atb POKiB; 3MiHK | TUNy -
3miHn 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI E€Bponelickkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BMNYyYeHHs cepTudikaTta BignoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; agns BuxigHoro
marepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCSA Yy BUPOOHULTBI ADI; Ana [ONOMDKHOI
peyoBUHM (cepTudiikat BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHUIA cepTudpikart Bif yxe
3aTBEPKEHOr0 BUPOOHMKA - NOJAaHHS OHOB/IEHOTO
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cepTudpikaTa BignoBigHoOCTi E€Bponeiickbkiii hapmakonei Ne
R1-CEP 2013-002 - Rev 00 (3atBepmxeHo: RO-CEP 2013-
002 - Rev 04) ana A®I cungeHadpiny umMTparty Bif BXe
3aTBepAXeHoro Bupo6Hrka HETERO DRUGS LIMITED,
India y 38’A3Ky 3 TPOXOAKEHHAM NpoLeypy NI1aHOBOro
nepernsigy Yepes m'stb pokis

157.

CIHEIPA

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKO0, N0 50
mr, no 1 Tabnetuiy
6nicTepi; no 1
6nictepy B
KapTOHHI/ ynakosLi;
no 4 TabneTkn y
6nictepi; no 1
6nictepy B
KapTOHHIA ynakoBL,i

HOBE/N INAY
CAHAI BE
TIOIXAPET
A.LL.

TypeyunH
a

HOBEN I/IAY CAHAI
BE TIIXKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3MmiHu 3 siKocTi. CepTudpikaT BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYyYEHHS
cepTudpikaTa BignosiaHOCTI EBponeiickkili hapmakoner:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCA Yy BUPOOHNLTBI ADI; ans
[0MNOMDKHOT peyoBrHU (cepTudikar BignoBigHOCTI
€Bponeiicbkin hapmakonei) - OHoBeHWA cepTuddikaT Big
yXe 3aTBepKeHOro BUpo6HUKa - NofaHHA OHOBIEHOTO
cepTudikaTa BignosigHOCTi EBponelickbkiit hapmakonei Ne
R1-CEP 2012-317 - Rev 00 (3aTBepgxeHo: RO-CEP 2012-
317 - Rev 04) ans A®| cungeHadiny uutpary Bif BXxe
3aTBepxeHoro Bupo6Hrka MYLAN LABORATORIES
LIMITED, India y 38'A3Ky 3 NPOXO[XEHHAM npoLeaypu
N1aHOBOTO Nepernsgy vyepes N'sATb Pokis; 3MiHK | Tuny -
3MiHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBMIEHOrO cepTudiikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHUUTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI €BpONENChbKil
thapmakornei) - OHOBMeHUIA cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOBGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI €Bponeiickkin dhapmakonei Ne
R1-CEP 2013-002 - Rev 00 (3atBepmxeHo: RO-CEP 2013-
002 - Rev 04) ana A®I cungeHadpiny umMTparty Big BXe
3aTBEpAKEHOro Bupo6Hnka HETERO DRUGS LIMITED,
India y 3B’A3Ky 3 TPOXOMKEHHAM NpoLeaypu MI1aHOBOro
nepernsigy Yepes m'stb pokis

3a
peyernmom

UA/15696/01/02

158.

CIHEIPA

TabneTkn, BKPUTI
M/1iBKOBOIO
060/10HKOt0, No 100
mr, no 1 Tabnetuiy
6nicTepi; no 1
6nictepy B
KapTOHHI/ ynakoBsLi;
no 4 TabneTkn y
6nictepi; no 1
6nictepy B

HOBEN INAY
CAHAI BE
TIOXAPET
A.LL.

TypeyunH
a

HOBEN I/IAY CAHAI
BE TIIXKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny
- 3MiHu 3 aKocTi. CepTudikar signosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOrO cepTudikaTa BiANOBIAHOCTI a60 BUMYyUYEHHS
cepTudpikaTa BignosiaHOCTI EBponeiickbkili hapmakoner:
ans A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI; ans
[0MNOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€Bponeicbkiin hapmakonei) - OHoBeHWA cepTudikaT Bif

3a
peuyernmom

UA/15696/01/03




111

ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o

nocsio4YeHHs1

KapTOHHIiA ynakoBL,i

yXe 3aTBepAXeHOro BUPO6HMKA - NOAaHHSA OHOB/IEHOMO
cepTudpikaTa BignosigHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2012-317 - Rev 00 (3aTBepaxeHo: RO-CEP 2012-
317 - Rev 04) ana A®| cungeHadiny uutpary Bif Bxe
3aTBepmxeHoro BupobHuka MYLAN LABORATORIES
LIMITED, India y 3B’13Ky 3 NPOXOXXEHHAM npoLeaypu
NAaHOBOrO Nepernsay Yepes n'Atb POKiB; 3MiHK | TURy -
3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI E€Bponelickkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; agns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoAYyKTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; A58 [OMOMKHOI
peyoBUHM (cepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBEPKEHOI0 BUPOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHoCTi €Bponeiickbkiit hapmakonei Ne
R1-CEP 2013-002 - Rev 00 (3aTBepaxeHo: RO-CEP 2013-
002 - Rev 04) ans A®| cungeHadiny uuTpary Bif BXxe
3aTBepxeHoro BupobHrka HETERO DRUGS LIMITED,
India y 3B’A3Ky 3 MPOXOMKEHHAM MpoLieAypu NIaHOBOro
nepernsgy Yepes m'satb pokis

159.

CTEPOKOPT®

Kpem 0,1 % no 15ry
Ty6i; no 1 Ty6i y
nauuj 3 KapToHy

MPAT
"OITOPAPM"

YKpaiHa

MPAT "®ITODPAPM"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny
- 3MiHu 3 sKOCTi. FOTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/ItoYatoumn gianasoH
po3Mipy cepii) roToBOro Nikapcbkoro 3acoby (36iNbLUeHHs
40 10 pasis NOPIBHAHO i3 3aTBEPAKEHNM PO3MIPOM) -
BBEAEHHSA A0AaTKOBOro po3mipy cepii N3 - 400 kr (26933
yn. no 15 r); 3miHu | TMny - 3MiHK 3 siKkoCTi. FoTOBMIA
nikapcbKnii 3aci6. 3MiHN Y BUPOOGHMLTBI. 3MiHa po3mipy
cepii (Bk1OYaKOUM gianasoH po3mipy cepii) roToBOro
nikapcbkoro 3acoby (3MeHLeHHs 40 10 pasiB) - BeeHHs
[,04aTKOBOro po3mipy cepii 13 - 100 kr (6734 yn. no 151).
[itoua pegakuis 200 kr (13466 yn. no 15 r)lponoHoBaHa
pepaxuis 100 kr (6734 yn. no 15 r) 200 kr (13466 yn. no 15
r) 400 kr (26933 yn. no 1571)

6e3
peyenma

UA/7784/01/01

160.

CYHITIHIB-
BICTA

kancynu Teepgi no
12,5 mr; no 7 kancyn
y 6nicTepi; no 4
6nictepu B
KapTOHHIlA KopooLi

Mictpan
Kenitan
MeHeXMeHT
Nimiteq

AHrnisA

Pemegika NiTg, Kinp;
dapmakea Mpemiym
nra., Manbta

Kinp/ManbTa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | TUny
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOPOTKili XapakTepucTui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCyBaHHSA
reHepUYHNX/TiBPUAHNX/6IONOAIGHNX NiKapCbKMX 3aco6iB
nicns BHECEHHA Tiel camoi 3MiHN Ha pedhepeHTHW
npenapar (3mMiHa He NoTpebye HafaHHS XOAHUX HOBUX
[04AaTKOBUX AaHNX) - 3MiHWM BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby y po3ginu:
"apmakonoriyHi BnactusocTi", "B3aemogis 3 iHWMmn
nikapcbk1Mn 3acobamu Ta iHWi B1Uan B3aeMogin',

3a
peyenmom

UA/18837/01/01
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
"Oco6nMBOCTI 3acTocyBaHHA", "3acTocyBaHHs Yy nepiog,
BariTHoCTi abo rogyBaHHs rpyaato”, "Cnocib 3actocyBaHHSA
Ta gosun", "MepenosysaHHs", "Mo6Gi4HI peakui” 3rigHo 3
iHchopmavieto LWoA0 MeAUYHOro 3aCTOCYBaHHS
pedhepeHTHOrOo Jlikapcbkoro 3acoby (CYTEHT, kancynu)
161. | CYHITIHIB- Kancynu Teepai no Mictpan AHrnis Pewmepika Ntg, Kinp; Kinp/ManbTa | BHECEHHS 3MiH 0 peecTpaviiiHiX MaTepianis: 3MiHu | TUny 3a UA/18837/01/02
BICTA 25 mr; no 7 kancyny Kenitan dapmakea Mpemiym - 3MiHM Wwoao 6e3nekn/edekTUBHOCTI Ta peyernmom
6nicTepi; no 4 MeHepKMeHT Nra., ManbTa hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuLi
6nictepu B NimiTen NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUiT AN
KapTOHHI KOpoobLyi MeMYHOro 3acToCyBaHHSA
reHepuyHuX/ribpnaHnx/6ionodibHNX nikapcbknx 3acobis
nicns BHECEHHSA Tiel camoi 3MiHU Ha pedhepeHTHWA
npenapar (3miHa He NoTpebye HafaHHA XOLHUX HOBUX
[0[ATKOBMX AaHKX) - 3MiHM BHECEHO [0 iHCTPYKUIiT Ans
MeAMYHOro 3acToCyBaHHA /iKapCbKoro 3acoby y po3ginu:
"®apmakonoriyHi BnactmeocTi”, "B3aeMogis 3 iHLLIMMKN
nikapcbkMK 3acobamu Ta iHWi BUAn B3aeMogiid",
"Oco61BOCTI 3acTOCyBaHHA", "3acToCcyBaHHSA Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”, "Cnocié 3acTocyBaHHs
Ta gosun", "MepenosysaHHs", "No6ivHi peakuii” 3rigHo 3
iHbopmaLieto WoA0 MeauyHOro 3acTocyBaHHs
pedhepeHTHOrO Jlikapcbkoro 3acoby (CYTEHT, kancynu)
162. | CYHITIHIB- Kancynu Teepai no Mictpan AHrNiA Pemegika NiTg, Kinp; Kinp/ManbTa | BHECEHHS 3MiH J0 peecTpaliiiHiX maTepiasis: 3MiHu | TURy 3a UA/18837/01/03
BICTA 37,5 mr; no 7 kancyn Kenitan dapmakea Mpemiym - 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta peyenmom
y 6nicTepi; no 4 MeHeXMeHT N, Manbta hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTui
6nictepu B NimiTen nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
KapTOHHIlA KopooLi MeAMYHOro 3aCTOCYBaHHS
abo no 4 kancynu y reHepuuHnX/ribpuaHnx/6ionodibHNX nikapcbkmx 3acobis
6nicTepi; no 7 nicns BHECEHHA Tiel camoi 3MiHN Ha pedhepeHTHW
6nictepis B npenapar (3MiHa He NoTpebye HafaHHSA XOLAHUX HOBUX
KapTOHHI KopoobLi [04AaTKOBUX AaHNX) - 3MiHWM BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA /iKkapCbKoro 3acoby y po3ginu:
"apmakonorivyHi BnactusocTi”, "B3aemogis 3 iHWMmn
nikapcbkrMn 3acobamu Ta iHWi BUAn B3aeMogi",
"Ocob6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogysaHHa rpyaar”, "Cnocié 3actocyBaHHsA
Ta gosun”, "Mepeno3yBaHHA", "M06IYHI peakui™ 3rigHo 3
iHhopmaLieto WwoA0 MeguyHOro 3acTocyBaHHs
pedhepeHTHOro Jlikapcbkoro 3acoby (CYTEHT, kancynu)
163. | CYHITIHIB- Kancynu TBepgi no MicTpan AHrnisA Pewmegika iTg, Kinp; Kinp/ManbTa | BHECEHHS 3MiH A0 peecTpavLiiHnx maTtepiasiB: 3miHu | Tuny 3a UA/18837/01/04
BICTA 50 mr; no 7 kancyny Kenitan dapmakea Mpemiym - 3MiHU Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nicTepi; no 4 MeHeXMeHT Nta., Manbta thapmakoHarnsgy. 3MiHW y KOpOoTKili XxapakTepucTui
6nictepu B Nimiteq NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans

KapTOHHIlA KopooLi
abo no 4 kancynm y
6nictepi; no 7
6nicTepis B
KapTOHHi KOpO6L

MeM4HOro 3acToCyBaHHSA
reHepuyHuX/ribpuaHNx/6ionodibHNX nikapcbkmx 3acobis
nicnsi BHECEHHS TiET caMoi 3MiHW Ha pethepeHTHMI
npenapar (3mMiHa He NOTpebye HafaHHA XOAHNUX HOBUX
[0[ATKOBUX AaHNX) - 3MiHWM BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHA JIiKapCbKOro 3acoby y po3ginu:
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
"®apmakonoriyHi BnactmeocTi”, "B3aeMogis 3 iHLLIMMKN
nikapcbknMM 3acobamu Ta iHWi BUAn B3aeMogiii'”,
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHa rpyaat”, "Cnocié 3actocyBaHHs
Ta gosun", "MepenosysaHHs", "No6iyHi peakuii” 3rigHo 3
iHhopmaLieto WoA0 MeguyHOro 3acTocyBaHHs
pedhepeHTHOro likapcbkoro 3acoby (CYTEHT, kancynu)
164. | TAHTYM NbOASHNKA 3 AsieHpe Kimike ITanis BignoBigasbHWiA 3a LLiBefiuapis/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/3920/03/01
BEPAE® M'ATHUM CMakoM no PiyHiTte BMPOBHULITBO dpaHuia/ TMny - 3MiHK 3 AkocTi. APl. BupobHMLTBO. 3MiHa peuenma
3 mr; no 10 AHXeniHi Hepo3chacosaHoi ITanis BMPOGHMKA BUXIAHOrO/NPOMIKHOTO NPOAYKTY/peareHTy, Lo
NbOASHUKIB Y CTiKY; ®paHyecko npoayKuii, nepBrHHe BMKOPVCTOBYIOTbCS Y BUPO6HUYOMY npoueci Adl, abo
no 2 abo 3 cTikn B AKP.AO®. Ta BTOPVHHE 3MiHa BUPOGHMKa (BKOYatouu, e HeobxigHo, Micue
KapTOHHIW nayu,i C.n.A. nakysaHHs: [l Al

LLiBefiuapis;
BiANOBigaIbHUI 3a
noBHWIA umkn: M'EP
OABP MEIKAMAH

NMPOAKOKCBHOH,
PpaHLjs;
BignoBiga/bHMiA 3a
BTOPVHHE MaKyBaHHS,
KOHTPO/Ib SKOCTi Ta
BUMYCK cepii: AsieHae
Kimike PiyHiTe
AHXeniHi dpaHyecko
AKP.A®. CnA,
ITanis;
BiANOBIAaIbHMI 3a
nepBuHHe Ta
BTOPVHHE MaKyBaHHS:
MmepP ABP
MEAIKAMAH
NMPOAKOKCBHOH,
®paHuisa

NpoBefEeHHs1 KOHTPOO skocTi) API (3a BigCyTHOCTI
cepTudikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEPKEHOMY [0CHE)(IHLWI 3MiHW)
3MiHa BUPO6HMKA BUXIAHOI PEYOBUHM aHTPaHiNoBoi
KMCNOTU, L0 BUKOPUCTOBYETLCA Y BUPOOHNYOMY NPOLLECI
A®| 6eH3naamiHy rigpoxnopugy. 3mMiHu | Tuny - 3miHu 3
akocTi. A®l. Bupo6H1LUTBO. 3MiHM B NpoLeci BUpobHuLTBa
A®| (He3HayHa 3MiHa Y 3aKpuTili YacTUHI MacTep-daiina
Ha A®I) He3HauYHa 3MiHa Y 3aKpuTili YacTuHI MacTep-
thaiina Ha A®I, Lo Nonarae y MOXAMBOCTI 3MiLLYyBaHHS
[ABOX NapTili BOMIOTrOro HaniBnpoAykTy 6eH3ngamiHy
rigpoxnopuay Ans OTPUMaHHA NOABINHOrO BUXOAY CYXOro
HanisnpoaykTy 6eH3vgamidy rigpoxnopuay. He sigbynocs
XOAHMX 3MiH y CXeMi CMHTe3y, napameTpax npoLecy.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®l. BUpO6GHMLTBO. 3MiHK
BMMNPOGYBaHb abo AONYCTUMMX MEX Y NPOLECI
BMpo6HMLTBa A®I, L0 BCTAHOB/EHI y cneuudikavisx
(oofaBaHHSA HOBOTO BMMPOBYBaHHA Ta f0NYCTUMUX MEX)
BBe/leHHs1 0AATKOBOrO BUNPOGYBaAHHS A/151 KOHTPO/II0
ynctoTu (TCL) y npoueci BUpobHULITBa A/151 BOJIOTOr0
HaniBNpoAykTy 6eH3ngamiHy rigpoxnopuay, ons
3a6e3neyeHHst TOMOreHHOCTI 2 cepiit BOMOroro
HaniBNpoAykTy 6eH3ugamiHy rigpoxnopug, Ski 3MilyTbCs
NS OTPUMaHHA NOABINHONO BUXOAY CYXOro NPOAYKTY.
3MiHn | TUnYy - 3MiHn 3 axkocTi. A®l. BUpo6HMLTBO. 3MiHN
BMNpobyBaHb abo AOMYCTUMMUX MEX Y NPOLIeCi
BMpo6OHULUTBa APl L0 BCTAHOB/EHI Y cneuudikavisx
(mopaBaHHA HOBOrO BMNPOOYBaHHA Ta JOMYCTUMUX MEX)
BBE/leHHs A0AaTKOBOro BunpobyeaHHs LOD y npoueci
BMPOGHMLUTBA A/151 BOMOrOro HaniBnpoaykTy 6eH3ngamiHy
rigpoxnopugy, 415 3abe3nevyeHHs rOMOreHHOCTi 2 cepili
BOJIOTOro HamMiBNpoAykTy 6eH3naamiHy rigpoxiopug, sKi
3MiLLYOTLCA 4151 OTPUMaHHA NOABINHOTO BUXOAY CyXOro
NPOAYyKTY
3MmiHu | TURY - 3MiHK 3 [KocTi. A®l. BupobHuyTBO. 3MiHN B
npoveci Bupo6HuuTBa APl (He3HaUYHa 3MiHa Y 3aKpuTili
YyacTuHi macTtep-chainna Ha APl) BHECEHHS HE3HAYHUX 3MIH
LLLOSI0 BUKOPUCTAHHS pereHepoBaHNX PO3YMHHUKIB.
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n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

PO34YMHHWK, L0 BUKOPUCTOBYIOTLCS B NPOLLECI
BMpO6HULTBa A®I, € i306yTNI0BUIA CNIMPT, aLETOH, KCUI0N
Ta H-rekcaHe. 3rifHo 3 OCTaHHIMW BAOCKOHA/IEHHAM, LLO
6ynv BNpoBaXeHi B ynpas/liHHI PO3UNMHHUKaMU Npur
cuHTesi AdI, 3anponoHOBaHO BUKOPUCTOBYBATU NNLLE
CBiXi PO3UYMHHMKM i306yTUNIOBWIA CNNPT Ta aueToH (Lo
OoTpUMaHi Bif, nocTavyasibHUKIB). [719 PO3UYNHHUKIB KCUMION
Ta H-rekcaH 3a/IMeHe BUKOPUCTaHHS AK CBDKUX TaKk i
pereHepoBaHux. [l0AaTKoOBO, pereHepoBaHnii PO3UNMHHUK
Kcunon 3akpinneHo (dedicated) nuwe 3a npoyecom
BMpO6HULTBA AP| BeH3ngamiHy rigpoxnopuay, Wo 3HKYE
pYCK NepeHeceHHs 3abpyAHEHHS Y BUrNSAAI AOMILLOK 3 Bif,
iHLUMX NpoLeciB BUPOGHMLTBA CybCTaHLjiA. 3MiHu | Tuny -
3miHu 3 aKkocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneyudikalisix Ha A®l, abo BUXiZHWUI/MPOMIXHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLeCi
BUPO6HMLTBA AD| (LONOBHEHHA cneuudikauii HoBUM
MOKa3HUKOM SIKOCTi Ta BiAMNOBIgHUM METOA0M
BMNPOOYBaHHS) AONOBHEHHA crevmdikayii ans
BiflHOBNEHOT0 PO3YMHHMKA KCU10/1y NOKA3HUKOM «HEBifOMi
LOMILLKM He Binblue 1,5%>» . 3MiHu | TUny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauii
Ta/abo foNyCTUMUX MEX, BUSHAYEHUX y cneundikauisx Ha
A®I, ab0 BUXIZHWA/NPOMIKXHUI NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(3BYXXEHHS AONYCTUMUX MEX, BU3HAYEHUX Y cneuundikadir)
3MiHM g0 cneuudikauii 415 BiAHOBNEHNX PO3UMHHNKIB i3
3BY)XEHHAM MeXi 2.0% [n15 3arasibHOi KiflbKOCTi JOMILLOK
NS BifHOBNEHOTO Keunony. TecT Ha YMcToTy Keunony,
BiHOB/IEHOr0 PO3YMHHMKOM, YXXe iCHyBaB, afie BiH 6yB
BMpaxeHuii y BigcoTkax unctotn (NMT 93%, wo
Bignosigae Mexi Ansa 3arasibHOl KiNbKOCTi OMILIOK 7%).
3MiHu | TUnNY - 3MiHk 3 sKocTi. APl KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIZHWA/NPOMIXHUIA NpoAYKT/peareHT, LWo
BUKOPVCTOBYIOTbCS y Npoueci BUpobHuuTea Ad|
(8ONOBHEHHSA cneumdikaLil HOBUM NOKa3HNKOM SIKOCTi Ta
BIANOBIAHUM METOA0M BUNPOGYBaHHS) AOMNOBHEHHS
cneuudikaLii 415 BigHOB/IEHOrO PO3YMHHMKA H-TeKCaH
BUNPOOYBaHHAM Ha YACTOTY 3 BiANOBIAHMM METOLOM
BUNPo6yBaHHA. 3MiHW | TUNY - 3MiHK 3 AKkocCTi. AdI.
KoHTponb A®l. 3miHa y napameTpax crneumdikayini Ta/abo
OOoNyCTUMUX MeX, BU3HaYeHuX y cneumdikauisax Ha Adl,
ab0 BUXigHWIA/NPOMIXKHWIA NpOAYyKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(8ONOBHEHHSA cnevmdikaLil HOBUM NOKa3HNKOM SIKOCTi Ta
BIANOBIAHUM METOA0M BUNPOGYBaHHS) AOMNOBHEHHS
cneundikauii 4n1a BUXigHOro martepiany AMMeTuIamiHy
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n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

(DMA) BMNpo6yBaHHSAM Ha 4YMCTOTY 3 BiAMNOBIAHNM
MeTOA0M BUNPO6YBaHHS, WO 06YMOB/IEHO MOKPALLLEHHAM
XapakTepucTuk Ans BUXigHOro matepiany. 3minm | tuny -
3MiHM 3 sikocTi. A®l. KoHTponb A®I. 3miHa y napameTpax

cneuudikauin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA

NpoAyKT/peareHT, WO BUKOPUCTOBYOTLCA Y NPOLECi

BMPOGHMLTBA AD| (4ONOBHEHHSA cneundikalii HOBUM
NOKa3HWKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPo6YyBaHHSA) AONOBHEHHA cnevmdikauii ans
NPOMDKHOr0 NPOAYKTY cosi HaTpito 1-6eH3un-3 rigpokcml-
H iHga3ony HopMyBaHHAM LLOAO HEBIAOMMX AOMILLOK Ta
CYMV OMILLOK A0 NOKa3HUKa «HnCTOTa» 3 BUKOPUCTAHHSM
icHyto4yoro metoay BUNpobyBaHHs, Lo 06yMOBMEHO
MoKpaLLEeHHAM XapaKTepUCTUK A8 NPOMDKHUX NPOAYKTIB
3MiHu | TUnNY - 3MiHk 3 sKocTi. APl KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIZHWA/NPOMIXHUIA NpoAYKT/peareHT, LWo
BUKOPVCTOBYIOTbCS y Npoueci BUpobHuuTea Ad|
(8ONOBHEHHSA cneumdikaLil HOBUM NOKa3HNKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BUNPOGYBaHHSA) OHOB/IEHHSA METOAY
BUMPOOYBaHHA 4719 BU3HAYEHHS YNCTOTU NPOMIKHOIO
nNpoAaykTy coni HaTpito 1-6eH3un-3 rigpoken 1 —H iHaasony.
3MiHn | TUNY - 3MiHn 3 aKkocTi. CepTudikaT
BignoBigHocTI/IE-cepTudikaT BiANOBIAHOCTI EBPONEChKIl
hapmakonei/MoHorpadii. 3miHW, NoB'A3aHi 3 HEOOXiAHICTIO
npvBeLEHHS Y BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponelicbkoi dhapmakonel, abo iHWOoi HauioHa/IbHOI
hapmakonei gepxasu EC (3miHa y cneumdikau;i
HehbapmakoneiiHoro A®| Ans NpuBeAeHHs y BiANOBIAHICTL
no Bumor [1dY abo €sponeiicbkoi dhapmakonei, abo iHLOi
HauioHanbHOI chapmakonei gepxasu €C) - API -
npusefeHHs cneundikauii A®I y BignosigHiCTb A0 BUMOT
MoHorpadii EP Benzydamine hydrochloride. 3mibu | Tuny -
3MiHM 3 sKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneyudikaLin Ta/abo fonycTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiZHWNIA/MPOMIXHWIA

NpOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCSA Y NpOLLeCi

BMPOGHULTBA ADI (3BYXXEHHS JOMYCTUMUX MEX,
BM3HAYEHNX Y cneuudikauii) 3By)XeHHS 4ONyCTUMOI MeXi y
cneumndikauii A®I ana nokasHuka 1-6pom-3-x10pnponaH 3

nmt 125 ppm go nmt 33.0 ppm, L0 SiBASIE CO6010
BMXigHWI MaTepias Ta NOTeHLiliHy reHOTOKCUYHY JOMILLKY,
y BignosigHocTi go sumor KepisHuytsa ICH M7. 3MiHu |
TMny - 3MiHK 3 aKocTi. A®L. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIZHWA/NPOMIXHUIA NpoAYKT/peareHT, LWo
BMKOPVCTOBYHOTbCS y Npoueci BUpobHuuTea Ad|
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
(3BY)XEHHS AONYCTUMUX MEX, BU3HAUYEHUX Y creumdikadii)
3BY)XEHHS AOMNYCTMMOI MeXi y cneumdikayii ADl ans
nokasHuka 6eHsunnxiopuagy 3 nmt 125 ppm go nmt 125.0
ppm, Lo SBNSE COO0K0 BUXiAHWUI MaTepias Ta NoTeHLiiHY
FEHOTOKCUYHY AOMiLKy. 3MiHN | TURYy - 3MiHK 3 sKocTi. AdI.
KoHTposnb A®I. 3miHa y napameTpax cneumdikauiii Ta/abo
[ONyCTUMMX MeX, BU3HaueHuX y cneuudikadisx Ha AdI,
ab0 BMXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea AP (iHLwi
3MiHM) 3MiHa NepiogNYHOro KOHTPOJO PO3YMHHMKA Ha
PYTUHHWIA KOHTPOSb KOXHOI cepii ADI. 3miHu | Trny - 3MiHK
3 aKocTi. A®Il. CTabinbHicTb. 3MiHa nepiofy NOBTOPHUX
BMNpo6yBaHb/nepiody 36epiraHHa abo yMoB 36epiraHHs
A®I (3a BiACYTHOCTI y 3aTBEP)KEHOMY A0ChE cepTudikata
BiANOBIAHOCTI EBpoNeiickbkili hapmakonei, Lo BKIo4ae
nepiog, NOBTOPHOrO BUNPOoGYyBaHHS) (Nepiog, NOBTOPHOTO
BMNpoGyBaHHsA/nepios 36epiraHHs) - 36inbLUeHHs abo
BBeJEHHS nepiogy NOBTOPHOro BUnpobysaHHsA/nepiosy
36epiraHHA Ha OCHOBI pe3ynbTaTiB AOCIMKEHb Y
peasibHOMY Yaci - 36iNbLUEHHS Nepioay NePEKOHTPOSI0
A®I. 3aTBepaxeHo: 1 pik; 3anponoHoBaHo: 5 pokis
165. | TETPAMO/N Kancynm rno 6 NMPOPAPMA ManbTa AT "IpiHgekc" Nartsis BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasis: 3miHu | Tuny 6e3 UA/13734/01/01
Kancyn y 6nictepax; IHTEpHeLWHN - 3MiHu 3 SKoCTi. FOoTOBMIA NiKapcbkuii 3aci6. 3MiHN y peyenma
no 6 kancyny TpeanHr BUPOBHUUTBI. 3MiHa po3mipy cepii (BkYaoum giana3oH
6nictepi; no 5 Nimiten pO3Mipy cepii) roToBOro NikapcbKoro 3acoby (36iNbLUeHHs
6nicTepiB y 80 10 pasiB NOPIBHSAHO i3 3aTBEPKEHNM PO3MIPOM) -
KapTOHHI naywj; no 36iNbLLEHHS PO3MIPY Cepii rOTOBOrO NiKapCbKoro 3acoby
10 kancyny 40 1 000 000 kancyn (3atBepgxeHo: 200 000 kancyn)
6nicTepi; no 3
6nictepu y
KapTOHHI nauyuj; no
6 kancyn y 6nictepi;
no 5 6nictepis y
KapTOHHI nauyuj; no
10 KapTOHHMX NayvokK
Y KapTOHHOMY
KOpoo6i
166. | TIOKTOOAP pO34UH A5 iH'EKL MpAT "Mo Ykpaina MpAT “Mo YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHK | Tuny 3a UA/3005/01/01
3%, no 10 mny BUPOBHULTBY BUPOGHMLTBY iHCY/IHIB - 3MiHK 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. CTabifbHICTL. | peyenmom
donakoHi; no 5 iHCYniHIB "IHOAP" 3MiHa y TepMiHax NpUAaTHOCTI abo yMoBax 36epiraHHs
NakoHiB y "IHOAP" roTOBOrO Jlikapcbkoro 3acoby (3MiHa B yMoBax 36epiraHHs
6nicTepHii roTOBOro Nikapcbkoro 3acoby abo nicns
YapyHKOBIl PO3YMHEHHSA/BILHOBEHHS).

ynakosLi; no 1 abo
no 2 6nicTepHi
YapyHKOBI YNaKOBKU
B naui

MponoHyeTLCA 3MiHA A0 TemMnepaTypHUX yMOB 36epiraHHs
3 (He BuLLe 25°C) Ha (He BuLe 30°C). 3MiHM BHECEHO B
IHCTPYKL,il0 ANS MeANYHOro 3aCTOCYyBaHHSA NiKapCbKoro
3acoby y po3gin «YMoBu 36epiraHHsa» 3 BignoBigHNMM
3MiHaMK y TeKCTi MapKyBaHHS yNakoBKU NiKapcbKoro
3aco6y. BBefeHHs 3MiH NpOTAromM 6-Tu micsuis nicns
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
3aTBEPAKEHHS. 3MiHK Il TUny - 3MiHK 3 AKocTi. AdI.
Brpo6HMLUTBO. 3MiHa BMPOBHUKA BUXiAHOro/NpOMKHOrO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®I, abo 3miHa BUPOGHUKa
(BkNtOUAKOUN, fe HeOOXiAHO, MiCLEe NPOBEAEHHS KOHTPO/IIO
AKocTi) AP (3a BiACYTHOCTI cepTudikara BignoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepiXeHOMY [OCbE)
(BBEAEHHA HOBOro BMPOOHKKa A®| 3 HafaHHAM MacTep-
tpaiina Ha A®I). NMponoHyeTbCA HOBUIA BUPOOHUK ADI -
Suzhou Fushilai Pharmaceutical Co., Ltd., Kutaii
167. | TOXEO PO34MH A5 iH'EKLN, CaHodi- HimeuuunH CaHodhi-ABeHTic HiMeuyunHa | BHeCeHHS 3MiH A0 peecTpauiiHuX MaTepiasis: 3MiHW | Tuny 3a UA/14720/01/01
CO/NIOCTAP 300 Og./mn; Ne 1, Ne ABeHTIC a [oiunang Tm6X - 3MiHM 3 AkocTi. APl BUpobHULTBO. 3MiHM B NpOLECi peyenmom
3,Ne5:no1,5mny [Jonunang BMPOGHMLTBA AP (iHLUI 3MiHM) HE3HAYHI 3MiHW B ONWUCI
KapTpuaXi, 6X BMPOGHMYOro MPOLEeCy: ONTMMI30BAHO BUPOGHMWYI YMOBH

BMOHTOBaHOMY B
0/IHOPa30BY LUMNPULL-
pyuky; o 1, 3a6o 5
LUINPULI-PYYOK B
KapTOHHI Kopobui

4N eTanis BUpo6bHMLTBa 9-12 i3 BUKOPUCTAHHAM
anbTepHaTUBHOrO BapiaHTy TpuncuHy TRY-1052. 3minu |
Tuny - 3MiHK 3 AkocTi. A®l. BUpo6bHMUTBO. 3MiHM B MpoLeci
BUpo6HULUTBA AP (iHLLI 3MiHW) NOLOBXEHHS TEPMIHY
36epiraHHs KPUCTaYHOrO IHCY/iHY FapriHy nicns
o6epHeHo-tha3oBoi xpomaTorpadii (eTan 12): 3a
Temnepatypu <8°C 3 14 fHiB, siki 3a3Ha4YEHO Ha AaHuit
MOMEHT, A0 60 AHiB, LU0 MiATBEPAKYETLCS AAHNMU
Banigavii. 3miHu | Trny - 3miHn 3 AkocTi. API.
Bupo6HMLTBO. 3MiHa po3Mmipy cepii (BkIovaouu
Aiana3oHn) A®| abo NPoMiXXHOro NPoAyKTy, KUl
3aCTOCOBYETLCA Y NpoLLeCi BUPO6HMLTBA AD| (36iNbLIEHHSA
00 10 pasiB NOPiBHAHO i3 3aTBEPIKEHUM PO3MIPOM)
36i/bLLEHHS PO3MIpY Cepii, MOB'A3aHOr0 3 MOKpaLLEeHHAM
pe3ynbTaTMBHOCTI Npouecy Ana TRY-1052: oguH umkn
dhepMeHTaLii gacTb ofHy abo ABi KiHLEBI cepil (Yepes
MOX/IMBOCTi 06/1aHaHHS), AKi MOXHA BiACTEXUTU [0
opgHoro 6iopeakTopa. 3MiHu | Tuny - 3MiHK 3 aKocTi. AdDI.
Bupo6bHMLTBO. 3MiHM BUNPO6YBaHb abo A0NYCTUMUX MEX
y npoueci BupobHuutBa A®l, Lo BCTAHOB/EHI Y
cneuudikayisx (iHWi 3MiHWM) OHOBMEHHS KPUTUYHUX
napameTpiB NpoLiecy, NoB’A3aHyX i3 404ATKOBUMM
3HaHHAMM Ta gocnigpkeHHsmy npouecy CPP 3.2., CPP
8.1.,,CPP 9.1, CPP 10.1, CPP 11.1, CPP 11.2, CPP 11.3,
CPP 11.4, CPP 12.1, CPP 12.2, CPP 12.3, CPP 12.4,
CPP 13.1. 3minu Il TvnYy - 3miHu 3 sKocTi. AP,
Brpo6HMUTBO. 3MiHM B npoueci BupobHuutea A®| (3MiHa
CTOCYETbCS aKTUBHOI PEYOBUHMN
6i0/10r4YHOr0/iIMyHOMOrYHOrO MOXOKEHHS abo
BMKOPUCTaHHSA XiMiyHnX APl y BUpOGHMLTBI NiKapCbKOro
3aco6y 6i0/10r4YHOro/iMyHOMOTYHOIO MOXOMAXEHHS, Ka
MOXe MaTy 3Ha4YHWI BNMB Ha SIKICTb, 6e3neky Ta
ehekTVBHICTb NikapCbKoro 3acoby, i He CTOCYETbCSA
NPOTOKO/Y) 3MiHW Y BUPOBHMYOMY NpOLLEeCi, MOB’A3aHi 3
anbTepHaTUBHUM BUKOPUCTaHHAM PEKOMGIHAHTHOro
BapiaHTa TpuncuHy TRY-1052.
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
168. | TPUAKYTAH® Kpem, no 15 ry Ty6i; MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiH1ux maTepianis: 3MiHun | TUny 3a UA/4454/01/01
no 1 Ty6i B nauui "KviBmegnpen "KviBmegnpenapart” - 3miHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y napameTpax | peyenmom
apart" cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y

cneyudikauisix Ha A®l, abo BUXigHWUIA/MPOMIXHWIA
NPOAyKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLeci
BUPO6HMLTBA AD| (LONOBHEHHA cneuudikauii HoBUM
MOKa3HUKOM SIKOCTi Ta BiAMNOBIAHUM METOA0M
BMNPOGYBaHHS) - BBEAEHHS HOPMYBaHHS Ta BiANOBIAHOT
MEeTOAMKM BXiAHOro KOHTposto A®Il knoTpumasony 3a
MOKa3HUKOM «ONnc» N5 a/lbTePHATUBHOIO BUPOGHUKA,;
3MiHN | TURY - 3MiHK 3 sKocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHA cneymdikaLyii HOBUM NOKa3HUKOM SKOCTI Ta
BiANOBIAHWM MEeTOA0M BMNPOOYBaHHS) -BBEAEHHS
HOpPMyBaHHS Ta BiAMOBIAHOT METOAMKMN BXifHOTO KOHTPO/IO
Ad| KNOTprMa3osy 3a NOKa3HUKOM «PO3UMHHICTE» AN1s
anbTepHaTUBHOIO BUPOGHYWKA; 3MiHK | TURY - 3MiHN 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneyudikauin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NpOLLeCi
BMPOGHMLTBA AD| (fO0NOBHEHHA cneuudikaLii HoBUM
NOKa3HMKOM SIKOCTi Ta BiAMNOBiIAHUM METOA0M
BMNPO6YBaHHS) - BBEEHHA HOPMYBaHHSA Ta BiAMnoBiAHOT
METOAMKM BXiZHOro KOHTposto APl knoTpumasony 3a
noKasHUKOM «laeHTudikauis» 4ns anbTepHaTUBHOIO
BUPOGHMKA; 3MiHM | TUNY - 3MiHU 3 AKOCTi. A®Il. KOHTpOb
A®l. 3viHa y napameTpax cneuudikauiii Ta/abo
[ONyCTUMMX MEX, BU3HauYeHuX y cneuudikauisx Ha Adl,
a60 BUXigHWIA/NPOMIDXHUIA NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(monoBHeHHSA cnevmdikaLyii HOBUM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHWM METOA0M BUNPOOYBaHHS) -BBEAEHHS
HOPMYBaHHSA Ta BifNoBifHOT METOANKN BXiAHOTO KOHTPO/HO
A®| knoTpumasony 3a nokasHukom «BTtpata B maci npu
BUCYLLYBaHHI» A/19 aflbTEPHATUBHOTO BUPOOHMKE; 3MiHN |
TMny - 3MiHK 3 aKkocTi. A®L. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIZHWA/NPOMIXHUIA NpoAyKT/peareHT, Lo
BUKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(8ONOBHEHHSA cneumdikaLil HOBUM NOKa3HNKOM SIKOCTi Ta
BiAANOBIAHMM METOA0M BUNPOOYBaHHS) - BBEAEHHSA
HOPMyBaHHS Ta BiAMOBIAHOT METOAVKMN BXIHOTO KOHTPO/O
A®| knoTprMasosy 3a NoKasHUMKoMm «CynbaTHa 30/1a»
ONA anbTepHaTUBHOIO BUPOGHWKA; 3MiHN | TUNY - 3MiHK 3
sAKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
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n/n

JliKapcbK0O20

Ha3ssa

3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

cneuudikauii Ta/abo LONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiZHWNIA/MPOMIXHWIA
NpOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCSA Y NpOLLeCi
BMPOGHMLTBA AD| (f0NOBHEHHA cneuudikaLii HoBUM
NOKa3HNKOM SIKOCTi Ta BiAMNOBIAHUM METOA0M
BMNPO6YBaHHS) - BBEEHHA HOPMYBaHHSA Ta BiANoBiAHOT
METOAMKM BXiZHOro KOHTposto APl knoTpumasony 3a
nokasHMKkoM «CynpoBifHi AOMILLKV» A5 allbTepHaTUBHOMO
BUPOOHMKA; 3MiHM | TUNY - 3MiHU 3 AKOCTi. A®Il. KOHTpOb
A®l. 3viHa y napameTpax cneuudikauiii Ta/abo
[ONyCTUMMX MEX, BU3HauYeHux y cneuudikaisx Ha Adl,
a60 BUXigHWIA/NPOMIDKXHUIA NPOAYKT/peareHT, wo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuuTea AdI
(monoBHeHHSA cnewudikaLii HOBUM NOKa3HUKOM SIKOCTi Ta
BiANOBiAHVM METOLOM BUNPOGYBaHHS) - BBEA,EHHS
HOPMYBaHHSA Ta BifNoBifHOT METOANKN BXiHOTO KOHTPO/HO
A®| knoTpumasony 3a nokasHnkoM «KifbkicHe
BU3HAYEHHSA» AN albTEPHATUBHOIO BUPOOHMKA; 3MiHY |
TUny - 3MiHK 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIZHWA/NPOMIXHUIA NpoAyKT/peareHT, LWo
BUKOPVCTOBYIOTBCS y NpoLeci BUpobHuuTea Ad|
(8ONOBHEHHSA cnevumdikaLil HOBUM NOKa3HNKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BUNPOBYBaHHS) -BBEAEHHS
HOPMyBaHHS Ta BiAMOBIAHOT METOAVKMN BXIHOTO KOHTPO/O
A®| knoTpMmasosny 3a nokasHMKoM «Po3mip yacTtok» ans
anbTepHaTUBHOIO BUPOGHYWKA; 3MiHK |l Tuny - 3MiHu 3
aKocTi. A®l. Bupo6HMLTBO. 3MiHa BUPO6HMKA
BUXiAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHUYOMY npoueci AdDl, abo
3MiHa BMpPOGHMKa (BK/THOYatoum, e HeobXxigHo, micue
npoBeAeHHA KOHTPO0 AkocTi) A®I (3a BigCyTHOCTI
cepTudikaTa BignoBiAHOCTI EBponeiichkii hapmakonei y
3aTBEPKEHOMY [OCHE)(BBEAEHHS HOBOTO BUPOGHMKa ADI
3 HagaHHAM MacTep-thaiina Ha A®l) - BBeAEHHSA
anlbTepHaTUBHOro BMpo6Huka APl knotpumasony AMOLI
ORGANICS PVT. LTD., IHgjs. AK Hacnigok BHECEHHS 3MiH
B creuuaikaLio Ta MeToam BXiHOro KOHTPO/IIO 3a
NMOKa3HNKOM "3a/TNLLKOBI KifIbKOCTi OpraHivyHmnX
PO3YMHHKKIB".

CynyTHS 3MiHa
- 3MiHu 3 AkocTi. APL. KoHTponb A®Il. 3miHa y meTogax
BMNpo6yBaHHA APl abo BMXigHOTO MaTepiany/npomMikHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLUTBA ADI (iHLWI 3MiHM Y MeToAax BUNPOGYyBaHHSA
(BKt0HaKOUM 3aMiHy abo JoMnoBHEHHS) AD| abo
BUXiAHOro/NPOMIXHOr0 NPOAYKTY)

169.

TPOKCEBA3M/

H®

renb 2%, no40ry
MeMOpaHHil

TOB "TeBa
YkpaiHa"

Ykpaina

BankaHdapma-TposiH
AT

Bonrapis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasliB; yTOYHEHHSA
BUPOGHUKA B Hakasi MO3 YkpaiHu Ne 987 Big

6e3
peyenma

UA/3368/01/01
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
aslloMiHieBili abo 09.06.2022 B npoueci BHECEHHSA 3MiH (3MiHM | TUnYy -
MeMO6paHHii 3MmiHK 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
namiHaTHili Ty6i, no KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa dhopMu abo
1 Ty6i B KAPTOHHiIlA PO3Mipy KOHTEHepa Yv 3aKynoptoBasibHOro 3acoby
nauuj; no 20 r a6o (nepBUHHOI ynakoBku) (HecTepusbHI flikapcbki 3acobm) -
no100ry 3aMiHa 3aTBEPAKEHOT KPULLKM A5 MeMbpaHHOT
MeMGPaHHiii namiHaTHoi Ty6u no 40 mr 3 «KOHi4uHa, pudhieHa KpuLka 3
namiHaTHili Ty6i, no BHYTPILLUHBOI pPi3b60t0» Ha «lonipoBaHa KpuLLKa 3
1 Ty6i B KAPTOHHiIl BHYTPILLUHBLOO Pi3bO0I0» AN NiKapCbKoro 3acoby
nauuj TpokceBa3vH®, renb 2%. KinbkicHWA Ta SiKicHWIA cknag,
3anponoHOBaHOT KPULLIKM Takuii camuii, 5K i ans
3aTBEPAKEHOT KPULLIKW, EAMHA PI3HULA MK 3aTBEpKEHOI0
Ta 3anporoHOBaHOK KpULLKamu nonsrae y ix posmipi Ta
chopmi). Pepaxkuis B Hakasi - bankaHdapma-Pa3rpag AT,
Bonrapisi. BipHa pegakuis - BankaHdapma-TposiH AT,
Bonrapis.
170. | PEBYMAKC TabneTku, BKpUTI Makneoac IHais Makneoac IHais BHECEHHS 3MiH [0 peecTpavliliHiX MmaTepiani: TeXHIYHa 3a UA/19034/01/01
NNiBKOBOO dapmacboTUK dapmacbloTukanc nomMuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) - peyenmom
06010HKOt0 Nno 80 anc Nimiteq Nimiteq TexHi4yHy NOMUIIKY BUMPAB/EHO B TEKCTY MapKyBaHHSA Ha
Mr, no 14 tabnetok BTOPWHHII ynakoBL, flikapcbkoro 3acoby (ana 80 mr ta 120
y 6nicTepi; no 2 Mr). 3a3HaueHe BUNpaB/eHHs BignoBigae marepianam
6nictepu B peecTpauinHoro 4ocbe
KapPTOHHI ynakoBUi
171. | PEBYMAKC TabneTku, BKPUTI Maxkneopc IHais Makneopc IHAis BHECEHHS 3MiH [J0 peecTpaLiliHix maTepiani: TeXHIYHA 3a UA/19034/01/02
nAiBKOBOIO PapmMacboThK PapmacbloTmKanc nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peyernmom
o060n0Hkoto no 120 anc JNimiteq Nimiten TexHiYHy NOMWIIKY BUNPaB/IEHO B TEKCTY MapKyBaHHA Ha
Mr, no 14 TabneTok BTOPWHHI ynakoBL,i nikapcbkoro 3acoby (ana 80 mr ta 120
y 6nicTepi; no 2 Mr). 3a3HaueHe BUNpaB/ieHHs BigNOBiAae marepianam
6nicTepy B peecTpauiiHoro focke
KapTOHHI ynakoBsL,i
172. | ®PTYKOHA3O/- | kancynv TBepai no TOB «TeBa YkpaiHa AT dapmaueBTUYHUIA YropwmHa BHECEHHS 3MiH A0 peecTpayiiHux maTepiasliB: yTOUHEHHS 6e3 UA/16524/01/03
TEBA 150 mr, no 1 kancyni YKpaiHa» 3aBof TeBa yMoOB Bignycky B Haka3si MO3 YkpaiHu Ne 987 Big, peyenma
y 6nicTepi; no 1 09.06.2022 B npoLeci BHECEHHS 3MiH (3MiHM | TUMY -
6nictepy B Kopobu,i AAMIHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHS Ta/abo
azpecy Micusi NPOBaKEHHS Ai/IbHOCTI
BMpO6HUKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BKJ/THOYAOUM AiNbHML BUMYCKY cepii abo Micue
NpoBeAEeHHSA KOHTPOSII0 AKOCTI. (LiANbHICTb, 3a AKY
BiZiNOBIAAE BUPOGHMK/iIMNOPTEP, BK/OYAKOUM BUMYCK Cepilt)
- 3MiHa Ha3BM BUpo6HMKa /13, 6€3 3MiHn Micus
BMPOGHMLTBA. TEPMiH BBEAEHHS 3MiH - NPOTArOM 6
MicALIB Micna 3aTBepkeHHs). Pegakuisa B Hakasi - 3a
peuentom. BipHa pegakuis - 6e3 peuenTta.
173. | ®NYPA-5 po3uuH Ans iH'ekuiid, | Mini Xenckepe Benuvka BeHyc Pemegic IHAis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny 3a UA/10633/01/01
50 mr/mn; no 5 mn Niviten BputaHis Niviten - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy | peyenmom

abo 10 mny
dhnakoHi; no 1
chnakoHy B
KapPTOHHI KOpooLii

(iHLWi 3MiHW) -BHECEHHS 3MiHW 4,0 PO34iny «MapKyBaHHS»
MKS#A N13: 3arBepakeHo: TeKCT MapKnpoBku. MNpunaraeTcs.
3anponoHoBaHo: MapKyBaHHS. 3rifiHO 3aTBEPAKEHOIO
TEKCTY MapKyBaHHs.
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n/n

Ha3ssa
JliKapcbK0O20
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(nikapcbka ¢hopma,
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KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

3MiHM BHECEHO B TEKCT MapKyBaHHS YNaKoBKU NiKapCbKoro
3aco0y WoA0 3a3Ha4YeHHA MiXKHApPO4HMX NO3HaYeHb
OAMHWLb BUMIPIOBAHHS; 3MiHW | TUNY - 3MiHW WOA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTyL,j NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA
Ha nigcTaBi perynsapHoO OHOB/IOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acToCyBaHHS NiKapcbKoro 3acoby B nicnsapeecTpauiiiHnii
nepiog, abo Ak pe3ynbTar OLiHK/ 3BiTYy 3 AOC/iAKEHb,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnipkeHb (PIP) (3MiHY y3rokeHo 3 KOMNEeTEHTHUM
YNOBHOB&XEHVM OpraHoM)- 3MiHN BHECEHO [0 [HCTpyKL,i
AN MeAnYHOro 3acTOCyBaHHSA /liKapCbKOro 3acoby Ao
po3ginis "Oco6mBOCTI 3acTocyBaHHSA" Ta "INobiyHi
peakuii" Wwoao 6e3nekn 3acTocyBaHHSA Ail040i peYOBUHMY,
BiNoBiAHO A0 pekomeHgauii PRAC

174.

®YLVC® AT

TabneTku
AvcneprosaHi no 50
Mr, N0 4 TabneTkn y
cTpwuni abo 6nictepi,
no 1 ctpuny a6bo
6nictepy B
KapTOHHIiA ynakoBL,i

KYCYM
XENTXKEP
NBT T4

IHais

KYCYM XE/TTXKEP
NBT ATA,

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUiT Ans
Me[MYHOr0 3aCTOCYBaHHS
reHepuyHuX/ribpnaHnx/6ionodibHNX nikapcbknx 3acobis
nicns BHECEHHS Tiel camoi 3MiHU Ha pedhepeHTHWA
npenapar (3miHa He NoTpebye HafaHHA XOLHUX HOBUX
[0[aTKOBUX AaHuX) 3MiHU BHECEHI A0 iHCTPYKLii ANns
MeAMYHOro 3acToCyBaHHA /iKapCbKoro 3acoby y po3ginu:
"®apmakonoriyHi BnactmsocTi”, "lMokasaHHSA" (YTOUHEHHS),
"B3aemogis 3 iHWVMU SlikapcbKnMK 3acob6amu Ta iHLWi BUAN
B3aemogijin", "Ocob/MBOCTi 3aCTOCyBaHHA", "3acTocyBaHHs
y nepioa BariTHOCTi abo rogyBaHHs rpyaaro”, “MobivHi
peakuii” 3rigHo 3 iHhopMaLi€to Woa0 MeanyHoro
3acTocyBaHHA pehepeHTHOro Nikapcbkoro 3acoby
ONONHOKAH. BBeaeHHS 3MiH NpoTarom 3-x Micauis nicns
3aTBepMxeHHs. CynyTHS 3MiHa - 3MiHW Woa0
6e3nekun/edrekTUBHOCTI Ta thapmakoHarnagy. BHeceHHs
abo 3miHa(M) £0 3060B'A3aHb Ta YMOB Bugadi
peecTpauiiHoro NocBigYeHHs, BkIoYatoum MNnax
ynpaBiHHA py3nKamm (3aCTOCYBaHHSA TEKCTY, AKUi
NOrofKeHN 3 KOMNETEHTHUM OpraHoM) 3asBHUKOM
Ha/flaHO OHOBIEHWIA MNaH ynpaBniHHA pu3nkammn Bepcis
2.1. 3miHu BHeceHo go yactuH: I, V,VL,VIIL. y 38’a3ky 3
OHOB/IEHOO IHGYOpMAaLiEtD 3 6e3neKn Ai40i peyoBMHU, Ta
3rigHO 3 iHchopMaLielo WoA0 MeAMYHOIO 3aCTOCYBaHHS
pedrepeHTHOro fikapcbkoro 3acoby AN®TIOKAH. Pestome
MnaHny ynpasniHHA pu3nkamu Bepcisa 2.1 ofaeTbes.
3asBHMKOM HalaHO OHOBJIEHWIA [NaH ynpasiHHA
pusmkamm Bepcisa 2.1. 3mMiHM BHeceHo A0 vacTuH: Il
V,VI,VIly 3B’513Ky 3 OHOB/IEHOIO iHChopmaLjieto 3 6e3neku
L0401 pevyoBUHW, Ta 3rigHo 3 iHchopmMalieto oo

3a
peyenmom

UA/7617/02/01
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n/n

JliKapcbK0O20
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ITponoB>xeHHs fofaTKa 3

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o

175.

XEOEH3A

MeAUYHOro 3acToCyBaHHA pehepeHTHOro NikapcbKoro
3acoby AVND/IHOKAH. Pestome MNnaHy ynpas/iiHHA
pusmkamm Bepcisa 2.1 gogaetbea. 3MiHu | Trny - 3MiHK
wono 6e3nekun/epekTnBHOCTI Ta dhapmakoHarnagy. 3MiHa
Y KOPOTKili XapakTepucTyL,i NikapCbKOro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA
Ha nigcTaBi perynsapHoO OHOB/IOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acToCyBaHHS NiKapcbKoro 3acoby B nicnsapeecTpauiiiHnii
nepiog, abo Ak pe3ynbTar OLiHK/ 3BiTYy 3 AOC/iAKEHb,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnipkeHb (PIP) (3MiHY y3rokeHo 3 KOMNEeTEHTHUM
YNOBHOB&XEHNM OpraHoM) 3MiHU BHECEHI A0 iHCTPYKL,i
ANA MeAUYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ainu "OcobmBOoCTi 3acTocyBaHHS", "IMo6IYHI peakwuji”
BiNOBIAHO A0 OHOBMEHOI iHChopMaL,ii 3 6e3neku Ajiryol
peyoBuHW. BBeAeHHs 3MiH NpoTarom 3-x micauis nicns
3aTBEPAKEHHS.

nocsio4YeHHs1

cynosuTopii
pekTasnbHi; no 5
cynosuTopiiB y
6nictepi, mo 1
6nictepy y
KapTOHHIlA KOpooLi

AnbneH
dapma Al

LLiseiiuapi
a

BUPOGHUK
BignoBiga/bHMiA 3a
KOHTPO/1b SKOCTI,
BMNyCK cepii: MepL,
dapma 'mbX i Ko.
KlraA, HimeuunHa;
BMPOGHUK
BignoBigasbHWiA 3a
BUPOGHMLTBO in bulk,
nepBuHHe Ta
BTOPUHHE NaKyBaHHs:
AMKA®APM
dapmacbioTikan
vm6X, HimeuunHa

HimeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |
TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecy 3asiBHMKA (B/laCHUKA peecTpaviliHoro
noceifgYeHHs) 3MiHa agpecy 3asBHuKa. 3MiHu | Tuny -
3MiHu 3 SKoCTi. FoToBMIA NikapCbkuii 3aci6. 3MiHn y
BMPOOHULTBI. 3MiHa iMNopTepa/3MiHK, L0 CTOCYHOThCA
BUNYCKY Cepii Ta KOHTPOJIHO SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo AofaBaHHA BUPOOHNMKA, LLIO
BignoBigae 3a BBe3eHHA Ta/abo BMnyck cepir) -
Bkntoyaroun KoHTposib/BUNpobyBaHHS cepii -
3amMiHa BUpOGHYKa BiANOBiAaIbHOIO 3a BUMNyckK cepii /13,
BK/1HOUAKUM KOHTPO/b cepii - 3 Ap. MycTtaB KnsiiH TM6X &
Ko. KI', HimewunHa Ha Mepu, ®apma M'mbX i Ko. KlraA,
HiMeuyumHa. 3MiHM BHECEHO B IHCTPYKLiO 415 MeAUYHOTO
3aCTOCyBaHHS LLOA0 HAallMeHyBaHHA Ta
MiCLie3HaxX0MKEeHHS BUPOOHMKA 3 BIANOBIAHUMY 3MiHAMU Y
TEKCTi MapKyBaHHS YNakoBKW /iKapCbKoro 3acoby. 3minu |
TUny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI Ai/TbHNL
BMPOOHMLTBA 151 YACTUHM ab0 BCbOro BUPOBHNYOrO
npoLecy rotToBoro flikapcbKoro 3acoby (AinbHULUSA, Ha sikili
npoBoAATLCA 6yAb-AKi BUPOOHMYI cTagil, 3a BUHATKOM
BWMYCKY Cepiii, KOHTPOJIO SKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHSA, 4151 HECTePUSIbHUX NiKapPCbKUX
3aco6iB) CynyTHA 3MiHa
- 3MiHu 3 SKoCTi. F0TOBMIA NiKapcbkuii 3aci6. 3MiHN y
BUPOGHMUTBI. 3amiHa abo BBeAeHHA A0AATKOBOI AiNbHULL
BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOBHNYOro
npoLecy roToBOro Nikapcbkoro 3acoby (AibHuUA ans
BTOPUHHOIO NakyBaHHs) - 3MiHK 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHU y BUPO6HMLTBI. 3amiHa abo

6e3
peyenma

BBEJEHHS1 0AATKOBOI Ai/IbHMLi BUPOGHULITBA ANs

UA/18373/01/01
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Kpaina
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Ymosu
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Homep
peecmpayiliHo2o
nocsio4yeHHs

4yacTuHK abo BCbOro BUPOBHMYOro NPOLLECY rOTOBOrO
nikapcbKoro 3acoby (AiNbHULUS 415 NEPBUHHOMO
nakyBaHHS) 3aMiHa KOHTPaKTHOro BUPOGHWMKa
BiANOBIAa/IbHOrO 3a BUPo6HMLUTBO in bulk, nepsuHHe Ta
BTOPUHHE nakyBaHHs 3 Mepy, ®apma M'v6X i Ko. KlaA,
HimeyunHa Ha Amkadapm ®apmacbkloTikan MmoX,
HimeuuunHa. 3miHn | Tuny - 3miHn Wwoao
6e3nekn/edpekTNBHOCTI Ta chapmakoHarnagy (iHwi 3MiHN)
OHOB/IEHHSA TEKCTY MapKyBaHHS yakoBKW NikapCbKoro
3ac06y 3 BHECEHHAM iH(hopmalii LWoA0 3a3HaYEeHHS
OAMHVLb BUMIpIOBaHHS y cuctemi Sl

176.

LUMNPUHON®

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKO0, N0 750
Mr rno 10 Tabnetok y
6nictepi; no 1 a6o 2
6nictepy B
KapTOHHIlA KOpooLi

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., Hoso
mecTo, CrioBeHis
(BMpOGHMLTBO "in
bulk", nepsnHHe Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii);
KPKA, a.4., Hoso
mecTo, CroBeHis
(koHTpONb cepii
(hi3nyHi Ta XimiuHi
MeTOAW KOHTPO/O);
HN30X (HauioHanbHi
na6oparopis 3a
34paB'e, OKOJIE iH
XpaHo), CnoseHis
(koHTponb cepii
(piznyHi Ta XimiyHi
MeTOoAW KOHTPO/IO)

CnoBeHisi

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3mMiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHun) - 3MiHWM BHECeHi J0
HCTPYKLUIT A9 MeANYHOrO 3aCTOCYBaHHS NikapCbKoro
3acoby y po3gin "MokasaHHA" (iHhopmauis 3 6e3neku), a
TakoxX y posgin "OcobnvBoCTi 3acTocyBaHHS" BigNoBigHO
[0 OHOBJEHOI iHGhopMaLiil 3 6e3nekun Ait4oi pevyoBUHN
LLOAO0 TEHAMHITY | PO3PUBY CYXOXMSA Ta AUCTTIKEMIT.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEePMKEHHS. 3MiHN | TUNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHn) -
3MiHM BHECEHI A0 IHCTPYKLii 415 MEeAMYHOr0 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ain "MokasaHHa" (iHopmauis 3
6e3nekn), a Takox y po3ain "Ocob/MBOCTI 3aCTOCYBaHHS"
BiAMOBIAHO A0 OHOBMEHOT iHChopMaL,i 3 6e3neku gjtoyoi
PEYOBMHW LLOAO TEHAVHITY | PO3PUBY CyXOXMNNA Ta
avcrnikemii. BBefeHHS 3MiH NpoTArom 6-tm Micauis nicns
3aTBEPMAKEHHSA. 3MiHU | TUny - 3MiHW WoA0
6e3nekun/edhekTBHOCTI Ta hapMakoHarniagy. 3miHa y
KOPOTKIli XapaKTepucTuMLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLT AN MeAnYHOro 3acToCyBaHHA
Ha nigcTasi peryssipHoO OHOBJ/IOBAHOrO 3BITY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTocyBaHHS NiKapcbKoro 3acoby B nicnsapeecTpauiiiHui
nepiog, abo sk pe3ynbTar OLiHKM 3BITY 3 AOC/ILKEHb,
npoBefeHnX BigNoBIAHO [0 NAaHy negiaTpuyuHmX
pocnigpxeHb (PIP) (iHwi 3miHW) - 3MiHM BHECEHI A0
IHCTPYKLUIT A8 MEANYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby y po3gin "MobiuHi peaxuii" BignosigHo 40
OHOBJIEHOI iHhopMaLii 3 6e3neky Ailo4oi pe4YoBMHM WOoA0
CUHAPOMY HeaZleKBaTHOI cekpeLil aHTuAilypeTu4Horo
rOPMOHy Ta rinornikemii. BBeAeHHs 3MiH NpoOTArom 6-Tu
MicsAUIB MicnA 3aTBepXeHHS. 3MiHu | Tuny - 3MiHK Wwoao
6e3nekun/edhekTBHOCTI Ta hapMakoHarniagy. 3miHa y
KOPOTKIli XapaKTepucTu1Li NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLT AN MeAnYHOro 3acToCyBaHHA
Ha nigcTasi peryssipHoO OHOBJ/IOBAHOrO 3BITY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCcbKOro 3acoby B nicnsipeecTpauiiHnii

3a
peyenmom

UA/0678/02/01
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nocsio4yeHHs

nepiog, abo Ak pe3ynbTart OLiHK/ 3BiTy 3 AOC/iAKEHb,
npoBefeHnX BigNOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnipkeHb (PIP) (3MiHY y3roXeHo 3 KOMNEeTEHTHUM
YNOBHOB&XEHNM OpraHoM) - 3MiHU BHECEHI A0 iHCTPYKL,i
ANA MeAUYHOro 3aCTOCYBaHHS NikapCbKOro 3acoby y
po3ainu "OcobmBOCTi 3acTocyBaHHS", "IMo6IYHI peakwuji”
BiINOBIAHO A0 OHOBMEHOI iHChopMaLii 3 6e3neku Ajiryol
PEYOoBMHM LWOA0 aHEBPM3MM aopPTU Ta po3LuapyBaHHs
CTiHKV aopTu, perypritauii/HefocTaTHOCTI KnanaHis cepus.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHS.

177.

LUMNPUHON®

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKO0, Mo 500
Mr rno 10 Tabnetok y
6nictepi; no 1 a6o 2
6nictepy B
KapTOHHIlA KOpooLi

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., Hoso
mecTo, CrioBeHis
(BMpOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii);
KPKA, a.4., Hoso
mecTo, CroBeHis
(koHTpONb cepii
(hi3nyHi Ta XimiuHi
MeTOAW KOHTPO/O);
HN30X (HauioHanbHi
na6oparopis 3a
34paB'e, OKOJIE iH
XpaHo), CnoseHis
(koHTponb cepii
(piznyHi Ta XimiyHi
MeTOoAW KOHTPO/IO)

CnoBeHisi

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3mMiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KOpoTKilii XxapakTepucTumui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUiT AN
MeAUYHOro 3aCToCyBaHHS Ha MNigcTaBi perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ynbTaTt OLiHKM
3BITY 3 JOCNIAKEHb, MPOBEAEHUX BiANOBIAHO A0 NaHy
negiatpuyHux gocnimkeHb (PIP) (iHwi 3MiHK) - 3MiHK
BHECEHI 10 iHCTPYKUiT 4719 MEANYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "MobivHi peakuii” BignosigHO
[0 OHOBJEHOI iHGhopMaLiil 3 6e3nekun Ail4oi pevyoBUHN
LLOA0 CUHAPOMY HeaAeKBaTHOT ceKpeLil aHTUAypPeTUUYHOro
rOPMOHy Ta rinornikemii. BBeAeHHS 3MiH NpOTArom 6-Tu
MicAILiB nicns 3aTBepMKeHHs. 3MiHU | Tuny - 3MiHW Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucThL,j NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHSA
Ha nigcTaBi perynspHoO OHOB/IOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo focnimxeHb 3 6e3neku
3acToCcyBaHHS NiKapcbKoro 3acoby B nicnspeecTpauiiiHnii
nepiog, abo sk pe3ynbTar OLiHK/ 3BiTy 3 AOC/iAKEHb,
npoBefeHnX BigNoBIAHO A0 NAaHy negiaTpUyHmX
pocnipkeHb (PIP) (3MiHY y3roikeHo 3 KOMNEeTEHTHUM
YNOBHOB&XEHVNM OpPraHoM) - 3MiHU BHECEHI A0 iHCTPYKL,i
ANA MeAUYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
po3ainu "OcobmBOCTi 3acTocyBaHHS", "Mo6GIYHI peakwuji”
BiANOBIAHO [0 OHOBMEHOI iHChopMaL,ii 3 6e3neku Ajiryol
PEyOoBMHM LWOA0 aHeBPM3MM aopTU Ta po3LuapyBaHHS
CTiHKM aopTu, perypritauii/HefocTaTHOCTI knanaHis cepus.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.

3a
peyenmom

UA/0678/02/03

178.

LUMNPUHON®

TabneTku, BKPUTI
NNiBKOBOIO
060510HKoH, No 250
Mr o 10 Tabnetok y
6nictepi; no 1 a6o 2

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., Hoso
mecTo, CrioBeHis
(BMpOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE NakyBaHHs,

CnoBeHisi

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUii Ans
MeAMYHOro 3aCToCyBaHHA Ha NiacTaBi perynsipHo

3a
peyenmom

UA/0678/02/02
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6nicTepu B
KapTOHHI KopoobLi

KOHTPO/b Ta BUMYCK
cepii);
KPKA, a.4., Hoso
mecTo, CrioBeHis
(koHTponb cepii
(thiznyHi Ta XimiyHi
METOAUN KOHTPOIIO);
HN30X (HaujoHanbHi
naboparopis 3a
34paB'e, OKONE iH
xpaHo), CnoBeHisi
(koHTpONb cepii
(hi3nyHi Ta XimiuHi
MeTOAW KOHTPO/HO)

OHOB/IOBAHOTO 3BITY 3 6e3neku nikapcbKoro 3acoby, abo
JocnigpkeHb 3 6e3nekn 3acToCyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpaLiinuii nepiog, abo sk pe3ynbTaTt OLiHK/
3BITY 3 JOCNIMKEHb, NPOBEAEHUX BiNOBIAHO 40 NNaHy
negiatpuyHux gocnimkerb (PIP) (iHwi 3miHW) - 3MiHK
BHeCeHi 10 IHCTPYKUIi 415 MEeAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain "MobiyHi peakuii” BignosigHoO
[10 OHOB/EHOT iHdhopMaL,ii 3 6e3Mnekun Ailoyoi peHOBUHN
LLOA0 CUHAPOMY HeaAeKBaTHOT cekpeLil aHTUAypeTUYHOro
rOPMOHy Ta rinornikemii. BBeAeHHSA 3MiH NpOTArom 6-Tu
MiCALIB Mic/1A 3aTBepXEHHSA. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLT A1 MeANYHOro 3acToCyBaHHS
Ha nigcTasi perynsapHoO OHOB/OBAHOTO 3BIiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapcbKoro 3acoby B micnspeecTpauiiHni
nepiog, abo sk pe3ynbTar OLiHKM 3BITY 3 AOC/iHKEHb,
npoBefeHnX BigNoBIAHO [0 NNaHy negiaTpuyuHmX
pocnimkeHb (PIP) (3MiHy y3rofpkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHoM) - 3MiHN BHECEHi [0 IHCTPYKLT
0151 MeQUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y
po3ginu "OcobnmBocTi 3acTocyBaHHs", "lMob6iuHI peakwyii”
BiANOBIAHO 40 OHOBNEHOI iHChopMaLii 3 6e3neku gjitoyol
PEYOBUHM LLOA0 aHEBPU3MMN aOPTH Ta po3LlapyBaHHsA
CTiHKM aopTw, perypritauii/HefoCTaTHOCTI knanaHis cepus.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPAKEHHS.

179.

LVNCTOH®

Tabnetku no 100
Tabnetok y
nnacTykoBoMy
chnakoHi; no 1
donakoHy B
KapTOHHI Kopoobui

Ximanasa Opar
Komnawi

IHais

Ximanas Opar
Komnawi

IHgis

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHK | Tuny
- 3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKOro 3acoby. 3miHa y metogax
BMNPO6YBaHHA rOTOBOr0 /iKapCbKOro 3acoby (iHLWi 3MiHK Yy
MeTofax BMnNpobyBaHb (BK/IYao4umM 3aMiHy abo
LOMOBHEHHS)) - po34in "KinbkicHe BU3HaueHHs. Kanbuii" B
MeToAax KOHTPOJI0 SKOCTi FOTOBOrO /liKapCbKoro 3acoby
npvBeLeHo Y BignoBigHICTL A0 MaTepianis ipMu-
BMPO6HMKA (3MIHEHO HAbIp AN15 BUSHAYEHHS KastbLjlo Ta,
AK HACMiJ0K, OHOB/IEHO NPUTOTYBaHHS PO3YMHIB Ta
thopmyny po3paxyHky)

6e3
peyenma

UA/2451/01/01

180.

UNTPAMOH Y

Tabnetku, no 6
Tabnetok y
6nictepax; no 6
TabneTtok y 6nictepi,
no 10 6nictepiB y
nadui; no 10
Tabnetok y
6nictepax; no 10
Tabnetok y 6nictepi,
no 10 6nicTepiB y

AT
"Nly6Hnchapm"

Ykpaina

AT "Nly6Hnchapm"”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny
- 3MiHu 3 SKoCTi. FOoTOBMIA NiKapcbkuii 3aci6. 3MiHN y
BMPOBHULTBI. 3MiHa po3mipy cepii (BkUaum gianasoH
po3Mmipy cepii) roToBOro MikapcbKoro 3acoby (36iNbLUeHHs
00 10 pasiB NOPIBHAHO i3 3aTBEPYKEHUM PO3MIPOM) -
36i/1bLLEHHSI PO3MIpY Cepii rOTOBOrO JliKapCbKOro 3acoby.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHW Y NpoLeci BUpo6HULTBa
roTOBOrO /liKapCbKOro 3acoby, BKIHOUa0UM NPOMIXKHUIA
NPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHULITBI TOTOBOTO

Ne 6, Ne 10
- 6e3
peuyenma;
Ne 60, Ne
100 - 3a
peyenmom

UA/5535/01/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

181.

LUNTPAMOH-

nauuj

nikapcbKoro 3acoby (He3Ha4yHa 3MmiHa y npoLeci
BMPOGHMLTBA) - HE3HAYHI 3MiHU Y NpoLLeCi BUPOGHMLTBA
roTOBOrO Jlikapcbkoro 3acoby, 6e3 3MiH cnewudikauin Ha
NPOMIXHi NPOAYKTM - 3MiHW BK/THOYAIOTb HOBE 06/1aHaHHS
AN NPUroTyBaHHsA Ta hacyBaHHs NikapCbkrx 3acobiB
(TBEPAMX NiKAPCLKUX (HOPM) Ha 3anpOMNOHOBaHI AibHAL
BMPOGHMLTBA. 3MiHU | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHU y BUPO6HMUTBI. 3amiHa abo
BBEJEHHSA A0AATKOBOI Ai/IbHULi BUPOOHULTBA AN
4yacTuHM abo BCbOro BUPOBHNYOro NpoLiecy roToBoro
nikapcbkoro 3acoby (4inbHYLSA, Ha SKili NPOBOAATLCSA OyAb-
SIKi BUPOOHWYI cTafii, 32 BUHATKOM BUMYCKY Cepil,
KOHTPOJIH0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOTO NakyBaHHS,
[O/15 HECTEPUIbHMX NiKapCbKUX 3aco6iB). CynyTHA 3MiHa -
3MiHu 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHULTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiNTbHNL
BMPOOHMLTBA 151 YACTUHM ab0 BCbOro BUPOBHNYOrO
npouecy rotToBoro Nikapcbkoro 3acoby (AinbHUuUA ons
BTOPVHHOTO NakKyBaHHS) - 3MiHW 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHU y BUPO6HMUTBI. 3amiHa abo
BBEJEHHS A0AATKOBOI Ai/IbHULi BUPOOHULTBA AN
4yacTuHM abo BCbOro BUPOBHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHULUS 415 NEPBMHHOMO
nakyBaHHs) - BBE,eHHSA 104aTKOBOI AiNbHULL
npurotyBaHHa Ne2 Ta AinbHuui hacyBaHHsA Ne2 Lexy Ned -
3 BUPOGHULTBA TBEPAMX NiKAPCbKMX (HOPM 3aTBEPAKEHOrO
BMPOGHUKa AT «Jly6HMUapM», YkpaiHa

DOPTE

Tabnetku, no 10
Tabnetok y
6nictepax; no 10
TabneTtok y 6nictepi;
no 10 6nictepiB y
nauui

MNAT
"Nly6Hnchapm"

Ykpaina

MNAT "Ny6Hndpapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3MiHu 3 SKocTi. F0TOBMIA NiKapcbkuii 3aci6. 3mMiHn y
BMPOOHULTBI. 3MiHU Y MpoLeci BUpO6GHMLTBA rOTOBOr0
NiKapcbKoro 3acoby, BKIOUYaUM NPOMIKHUIA NPOAYKT, LU0
3aCTOCOBYETHCSA MNPV BUPOOHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUPOOHULITBA) - 3MiHN
y npoueci BUpo6GHMLTBA roTOBOrO JliKapCbKoro 3acoby -
3MiHU BK/1HOYAIOTb HOBE 06N13aAHAHHA 415 MPUTOTYBaHHA Ta
hacyBaHHA Nnikapcbkux 3acobiB (TBeEpAUX NiKapCbKnx
hopm) Ha 3anpornoHOBaHiIi Ai/bHNL BUPOOGHMLTBA; 3MiHY |
TUny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3amiHa abo BBeAeHHA A0AATKOBOI AiNbHULL
BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOBHNYOro
npoLecy rotToBOro fikapcbkoro 3acoby (AinbHWLUSA, Ha SKil
npoBoAATLCA Byb-AKi BUPOOHMYI CTafii, 3a BUHATKOM
BWMYCKY Cepiii, KOHTPOO SAKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHSA, A1 HECTEPUSTbHUX NiKapCbKNX
3aco6iB) - BBElEHHA 40AATKOBOI Ai/IbHUL NPUTrOTyBaHHA
Ne2 Ta AinbHuULUi dhacyBaHHsA Ne2 Lexy Ned - 3
BMPOGHMLITBA TBEPAMX NTIKAPCbKMX (DOPM 3aTBEP)KEHOro
BMpo6HUKa AT «Jly6HUtbapM», YkpaiHa.

CynyTHS 3miHa
- 3MiHM 3 sIKOCTi. [0TOBWMIA NiKapCbKNii 3aci6. 3MiHM Y

6e3
peyenma:
Ne 10; 3a
peuyenmom:
Ne 100

UA/12823/01/01
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiNTbHUL
BMPOOHMLTBA 151 YACTUHM ab0 BCbOro BUPOBHNYOrO
npouecy rotToBoro Nikapcbkoro 3acoby (AinbHuuUa ons
BTOPUHHOIO NaKyBaHHs);
- 3MiHu 3 SKoCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amMiHa abo BBeAEHHS [0AATKOBOI Ai/TbHUL
BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOBHNYOro
npoLecy rotToBOro Nikapcbkoro 3acoby (AibHuUA ans
NepBMHHOTO NakKyBaHHS);
3MiHU | TUNy - 3MiHK 3 IKOCTI. TOTOBWIA Nikapcbkuii 3acio.
3MiHM Yy BUPOGHMUTBI. 3MiHa po3Mipy cepii (Bk/IoYaum
JianasoH po3Mipy cepii) roTOBOro nikapcbKoro 3acoty
(36inbLueHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPKEHUM
pO3MipoMm) - 36ibLIEHHS PO3Mipy cepii FOTOBOro
nikapcbKoro 3acoby. ditoya pegakuis: Po3mip cepii: Big
130,28 «r go 131,28 kr, abo
Big 19,750 T. wt. Ao 20,500 T. wTt. Nel0; Big 1,950 T. wr.
00 2,050 1. wt. Ne100 3anponoHoBaHa pejakuis: Po3mip
cepii: Big 130,28 kr go 131,28 kr, a6o Big 19,750 T. Wt. A0
20,500 7. wT. Nel0;
Big 1,950 T. wT. fo 2,050 T. wT. Ne100 Big 196,30 kr Ao
198,00 «r, ab6o Big 29,500 T. wT. Ao 30,300 T. WT. Ne10; Big
2,950 1. wt. o 3,030 T. wT. Ne100
182. | AHYMET TabneTku, BKPUTI Mepk LWapn i LLiseiiuapi MepBuHHA Ta HigepnaHvaun BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu |1 3a UA/11003/01/01
N1iBKOBOIO [oym |[OEA A BTOPVHHA yNakoBkKa, / TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom
obonoHkoto, no 50 6X [03BIi/T HAa BUMYCK Benuka thapmakoHarnsgy. BHeceHHsi abo 3MiHa(v) fo 3060B'A3aHb
Mmr/500 wmr; no 14 cepii: Mepk Wapn i BpuTaHia/ Ta YMOB BuAaui peecTpaLiiiHOro NoCBiAYEHHS, BK/IOUaoum
Tabnetok y 6nictepi; [Joym B.B., CLUA/ Mnax ynpaBniHHA pu3vkamu (3acTocyBaHHs 3MiH(1), ski(a)
no 4 6nictepu B HigepnaHgy; Icnanis BMMaralTb(€) NOAaNbLIOTO 06I'PYHTYBaHHS HOBUMM
KapTOHHIA KOpO6L Bnpo6HuuTBO [00aTKOBUM A@HMK, L0 MaloTb HagaBaTuca
Hepo3chacosaHoi KOMMETEHTHWM OpraHoM, OCKifIbKM BUMaraeTbCs CyTTEBA
npoaykuii: Ecika OLliHK& KOMMETEHTHUM OpraHoMm) - 3asiBHUKOM HafaHo
KsiH6opo JimiTen, OHOBJIEHUIA NNaH ynpaBniHHA pu3ukamu Bepcis 10.1.
Benwuka BputaHis; 3MiHu BHeceHo [0 YacTuH: |l «Cneyudpikauis 3 6e3neku»,
MateoH MyepTo Piko, VIl «Jopatkv» y 3B’A3Ky 3 BK/IHOUYEHHSAM nauieHTis 10-17
IHK., MyepTo Piko, POKiB [0 KNiHIYHUX BUNPOBYBaHb
CLA; MNepBuHHa Ta
BTOPVHHA ynakoBKa:
Posi ®apma
IngacTpian Cepsicec,
C.A,, IcnaHis
183. | AHYMET TabneTku, BKPUTI Mepk Wapn i Lselivapi MepBuHHA Ta HigepnaHgm BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |1 3a UA/11003/01/02
N1iBKOBOIO Joym |IOEA A BTOPVHHA yNakoBKa, / TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom
o6onoHkoto, no 50 6X [03BiN Ha BUNYCK Benuvka thapmakoHarnsgy. BHeceHHsi abo 3MiHa(u) Ao 3060B'A3aHb
mr/850 wr, no 14 cepii: Mepk LWapn i BpuTaHis/ Ta YMOB BuAaui pEECTPaLiiiHOro NOCBiAYEHHS, BK/IOYaun
Tabnetok y 6nictepi; [Joym B.B., CLUA/ MnaH ynpaBniHHA pu3nkamu (3acTocyBaHHs 3MiH(1), ski(a)
no 4 6nictepu B Higepnangu; IcnaHis BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHSA HOBUMM
KapTOHHIA KOpO6L Bnpo6HuuTBO [04aTKOBUM Ai@HMMK, L0 MaloTb HagaBaTuca
Hepo3dacoBaHoi KOMMETEHTHWM OpraHoM, OCKiflbKM BUMaraeTbCs CyTTEBA
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Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
npoaykuii: Ecika OLliHK& KOMMETEHTHUM OpraHom) - 3asBHUKOM HafaHo
KBiHbopo JlimiTepq, OHOBJ/IEHUIA NN1aH ynpasiHHA pu3ukamu Bepcis 10.1.
Benuka bputaHis; 3MiHM BHeceHo A0 YacTuH: |l «Cneyudikalis 3 6e3neku»,
MateoH MyepTo Piko, VIl «Jopatkv» y 3B'A3Ky 3 BK/IHOYEHHAM nauieHTis 10-17
IHK., MyepTo Piko, POKIiB A0 K/iHIYHUX BUNPOOYBaHb
CLUA; MNepBuHHa Ta
BTOPVHHA ynakoBKa:
PoBi ®apma
IHpacTpian Cepsicec,
C.A., IcnaHis
184. | AHYMET TabneTku, BKpUTI Mepk Wapn i LLiseiiuapi MepBuHHaA Ta HigepnaHvgm BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |1 3a UA/11003/01/03
NNiBKOBOO Ooym |[OEA A BTOPVHHA yNakoBkKa, / TMny - 3MiHK WoAo 6e3nekn/eddekTUBHOCTI Ta peyenmom
060n0Hkot0, No 50 6X [03BIi/T HAa BUMYCK Benuka thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo 30608B'A3aHb
mr/1000 mr; no 14 cepii: Mepk Wapn i BpuTanis/ Ta YMOB BuAavi peecTpaLiiiHoro NocBig4eHHs, BK/IYaum
Tabnetok y 6nictepi; [oym B.B., cuwA/ MnaH ynpasniHHA py3nKamMu (3acTOCyBaHHS 3MiH(1), ski(a)
no 4 6nictepu B Higepnangy; Icnanis BMMaratTb(€) NOAASIbLLOTO 06I'PYHTYBAHHSA HOBNMM
KapTOHHIA Kopoo6Li Brpo6HMUTBO 004aTKOBMM AaHVMU, WO MaloTb HagaBaTucs
Hepo3dacoBaHOl

npoaykuii: Ecika
KBiHbopo JlimiTepa,
Benvka BputaHis;
MateoH MyepTo Piko,
IHK., MyepTo Piko,
CLUA; MNepBuHHa Ta
BTOPUHHA ynakoBKa:
PoBi ®apma
IHpacTpian Cepsicec,
C.A,, IcnaHis

KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs CyTTeBa
OLliHK& KOMMETEHTHUM OpraHoMm) - 3asBHUKOM HafaHo
OHOBJ/IEHUIA NN1aH ynpasniHHA pu3ukamu Bepcis 10.1.

3MiHM BHECeHO [0 YacTuH: |l «Cneyudpikauis 3 6e3neku»,

VIl «Jopatkv» y 3B'A3Ky 3 BK/IHOYEHHSAM nauieHTis 10-17

POKiB A0 K/iHIYHUX BUNPOOYBaHb

B.o. NeHepanbHOro gupekropa Aimpekropary

thapmaueBTUUHOrO 3abe3nevyeHHA

IBaH SAABOPHUX
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