MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

23 xBiTHA 2021 pOKy Ne 817

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyHO0Oio/T0riYHUX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiajiB

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 5,
7, 9, 10 Tlopsigky mep>kaBHOI peecTpalii (riepepeecTpaliii) JiikapcbKux 3acobiB,
3aTBep/pKeHoro rmoctaHoBoro Kabinety MiHicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376, ab3aily ABaflisiTh CbOMOTO IMiANYHKTY 12 myHKTy 4 Ilojio)KeHHsS TIpO
MiHicTepcTBO 0XOpPOHHM 370pOB’Sl YKpaiHU, 3aTBep/KeHOro rnocraHoBoro KabiHety
MinictpiB Ykpaiau Big 25 Gepe3nsi 2015 poky Ne 267 (B pejakiiii 1ocTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunsi 2020 poky Ne 90), Ha mimcrasi
pe3y/bTaTiB eKCIIePTU3N PeeCTpalliiHUX MaTrepiamiB JTiKapCchKUX 3aco0iB (MeaUUHMX
iMyHobOionoriuHMX  TpemapartiB), 10 TOJaHi Ha Jep)XaBHy PpeECTpariifo
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peeCcTpalliiHUX MaTepiajiB, IMPOBeJeHUX
[ep>kaBHUM TIiAMPUEMCTBOM «Jlep>)KaBHUM eKCepTHUW LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHCHOBKIiB I0Z0 e(heKTHMBHOCTi, Oe3rmeyHoCTi Ta
SAKOCTi, I[OA0 eKCIepPTHOI OL{IHKY CITiBBiJHOIIEHHS KOPUCTL/PU3UK JIIKAPCHKOTO
3aco0y, II[0 TIPOTIOHYETLCS A0 Jep>KaBHOI peecTpaljii (mepepeectpatiii), II0A0
BHECEHHsI 3MiH [0 PeeCTpaLliMHUX MaTepialiB Ta peKoMeH/allii Moro [0 Jep>kaBHOi
peectpailii (repepeecTpaiiii) abo BHeCeHHsI 3MiH /I0 peeCTpalliiHUX MaTepianiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DPeeCTPy JiKapChbKuX 3acobiB
YKpaiHM miKapchbKi 3acobu (MeawuHi iMyHOOiosoriuHi TipermapaTH) 3rigHO 3
riepesikoM (gomaTok 1).

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>KaBHOT'O peECTPY JTiKapChbKUX 3aco0iB
YKpaiHM miKapcbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rigHO 3
riepesikoM (JJoAaToK 2).

3. BHectu 3MiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKuxX 3acobiB YKpaiHM Ha JKapceKi 3acobu (MeauuHi iMyHOOiosoriudi
riperapaTH) 3riJIHO 3 TiepesiikoM (JoAaToK 3).
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4. BiamoBuTM y  Jep)KaBHiM peecTpallii/iepepeecTpallii Ta BHeCeHHi

3MiH [0 peecTpaliiHuX MarepiamiB Ta [lep)KaBHOrO peecTpy JTiKapChbKUX 3acobiB
YKpaiHu JiKapChbKUX 3ac00iB 3riIHO 3 TIepeslikoM (01aToK 4).

5. KOHTpO/Ib 3a BHUKOHAHHSAM LIbOTO Hakaly IIOK/JIaCTM Ha 3aCTyIHUKA
MiHicTpa 3 mUTaHb €BPOIEUCHKOI iHTerpauii IBamjeHka [.A.

MiHicTp Makcum CTEITAHOB



NMEPENIK

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

BiA 23 KBiTHA 2021 pokKy Ne 817

DEP>XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOTYHUX NPEMNAPATIB), AKI BHOCATbLCA A0

Ne Hasga Popma sunycky 3asiBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ¢hopma, nocsioYeHHs
yrnakoska)
1. ANTYM pO34uH Ans MpuBatHe Ykpaina MpuBaTHe akujioHepHe Ykpaina peecTpauis Ha 5 pokis 3a He UA/18709/01/01
iH ekuiid, 100 akuioHepHe TOBapuCTBO “Jlekxim — MepiognyHICTb NOAAHHA PerynspHo peuenmom nionsieae
mr/mn, no 5 mn B TOBapUCTBO Xapkis” OHOB/IIOBAHOrO 3BiTY 3 6e3neku, BigNOBIgHO A0
amnyni, no 5 “NlekxiMm — Mopsaaky 3ailicHeHHs chapmakoHarnagy,
amnyn y 6nictepi, Xapkis” 3aTBEpPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
no 2 6nictepu B 300pOoB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
naui 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTUL;ji
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3rifHO 3i CTPOKaMu, 3a3Ha4YeHMn y
nepioguyYHOCTI NoJaHHSA perynsipHuxX 3BiTiB 3
6e3neku
2. BENICA kancynu; no 10 TOB "AKnM Ykpaina TOB "OKnM YkpaiHa peecTpalis Ha 5 pokis 6e3 nionsi2ae UA/18710/01/01
kancyny 6nictepi, | "d®apmauesT "dapmaLeBTNyHa MepiognyHICTb NOAAHHSA PerynsipHo peyenma
no 3 a6o 9 N4Ha thabpuka" OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiAnNoBiAHO [0
6nicTepiB y nauuyi habpuka" Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPKEHOro Haka3oM MiHICTepCcTBa OXOPOHM
300p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULi
YKkpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Haka3ly MiHicTepcTBa OXOPOHW 30POB's
Ykpainu Bif 26 BepecHsa 2016 poky Ne 996),
CTaHOBUTL: 3riAHO 3i CTPOKamu, 3a3HaveHumMn y
nepiogNYHOCTI NOAaHHA peryssipHUX 3BiTiB 3
6e3neku.
3. BPUNBbAHTO | po3uvH Ans [JepxaBHe YkpaiHa [epxasHe YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/18711/01/01
BUI 30BHILLUHLOTO nignpuemcTs nigNpreMcTBO MepioguyHICTb NOAAHHS PerynsipHo peyenma
3E/IEHNIA 3aCTOCyBaHHS, o] "EKCNepUMeHTabHWiA OHOB/IOBAHOrO 3BiTY 3 6e3neku, Bi4NOBIAHO A0
cnupToBuin 1% y "Ekcnepume 3aBof, Mefn4HuX Mopsaaky 3aiicHeHHs chapmakoHarnagy,
dhnakoHax no 10 HTa/TbHWIA npenaparis IHCTUTYTY 3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
mn, 20 mn abo no 3aBof, 6ioopraHiyHoi ximii Ta 300pOoB’s YKpainu Big 27 rpyaHs 2006 poky Ne
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
25 mn MeaNYHUX HadTOXiMmil 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuULi
npenaparis HaujioHanbHoT YKpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
IHCTUTYTY akagemii Hayk pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
6ioopraHiyuH Ykpainun" YkpaiHu Big 26 BepecHst 2016 poky Ne 996),
oi Ximii Ta CTaAHOBWTb: 3riHO 3i CTPOKaMu, 3a3HauYeHUMN Y
HadpToXimii nepiognYHOCTI MOAaHHS perynsipHuX 3BiTIB 3
HaujioHasbH 6e3neku.
ol akagemii
Hayk
YKpaiHn"
4, FENABAN® NopoLUOK ANs TOB YkpaiHa NNTABOPATOPIO ITanis peecTpauist Ha 5 pokis - He UA/18712/01/01
po3unHy ons "BANIAPTIH ITANbAHO MepiognyHicTb NOAaHHA PerynspHo nionsizae
iH'ekwjin no 600 wr; PAPMA" BIOXIMIKO OHOB/IOBAHOrO 3BiTY 3 6€3neku, BiANOBIAHO A0
in bulk: no 200 PAPMALIEYTIKO Mopsaaky 3aiicHeHHsA chapmakoHarnagy,
h/1aKoHIB y 10TKY, NICA®APMA C.M.A. 3aTBEpPXEHOro HakazoM MiHiCTepcTBa OXOPOHM
no 4 notku (800 30,0p0B’s YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
oNakoHiB) y 898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTumLji
KapTOHHIA Kopoo6Li Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU 30POB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4YeHMn y
nepiognYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.
5. FENABAN® NopoLIoK AN TOB Ykpaina TOB "BAJIAPTIH Ykpaina peecTpauis Ha 5 pokis 3a He UA/18713/01/01
pO34nHy ons "BAJNTAPTIH PAPMA" MepiognyHICTb NOAAHHA PerynspHo peuenmom nionsieae
iH eKuili no 600 mr PAPMA" (BMPOGHMLTBO 3 OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BiANoBIAHO [0
y thnakoHax; no 10 chopmm “in bulk" Mopsaaky 3ailicHeHHs chapmakoHarnagy,
oNakoHiB y ipmMn-BMpoOHUKA 3aTBEpPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
KapTOHHI KopoobLi NNTABOPATOPIO 300pOB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
B KOMIMJ/IEKTI 3 ITANIbAHO 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuULji
PO3YMHHUKOM BIOXIMIKO Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
(Boga ans PAPMALIEYTIKO pepakuii Hakasy MiHicTepcTBa 0OXOPOHY 340POB'SA
iH'ekUji1) Mo 5 mn B NICA®APMA C.IN.A., YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
amnynax Ne 10 ITanis, KOHTponb CTaHOBUTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHMn y
AKOCTI, BUNYCK cepil nepiognMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
roTOBOrO /1iKapCbKOro 6e3neku.
3acoby), YkpaiHa;
BMPOOHULITBO 3a
MOBHUM LK/TOM
PO34MHHKKA Y hopMi
"in bulk":
MAT "Tanuudapm",
YKpaiHa
6. EPNIOTUHIB TabneTkn, BKPUTI KPKA, a.4., | CnoseHis KOHTPO/b cepii Ta CnoseHis/ peecTpauist Ha 5 pokis 3a He UA/18714/01/01
KPKA NNiBKOBOO Hoso mecTo BUMYCK cepil: Xopsaris MepiognyHICTb NOJAHHA PerynsapHo peuyenmom niossieae
060/10HKOI0 M0 25 KPKA, a.4a., Hoso OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNOBIAHO A0
mr, o 10 mecTo, C/oBeHis; Mopsigky 34ifcHeHHA hapmakoHarnsgy,
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KapTOHHI KOpO6L

3aTBEPKEHOro Haka3oMm MiHICTepcTBa OXOPOHM
30,0p0B’s1 YKpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTULi
Ykpaiuu 29 ciuHa 2007 poky 3a Ne 73/13340 (y

pegakuii Hakazy MiHicTepcTBa OXOPOHM 30pPOB'st

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
TabneTok y BMPOGHULTBO «in 3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
6nicTepi, no 3 bulk», nepsnHHe Ta 300poB’A YKpainu Big, 27 rpyaHa 2006 poky Ne
6nictepu y BTOPWHHE NakyBaHHS, 898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLji
KopooLi KOHTpO/b cepii Ta Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
BMNYCK cepil: pepakuii Hakasy MiHicTepcTBa 0OXOPOHY 340POB'A
KPKA-®APMA p.0.0., Ykpainu Big 26 BepecHs 2016 poky Ne 996),
Xopsaris; CTaHOBUTb: 3rifHO 3i CTPOKamu, 3a3Ha4eHMn y
BTOPWHHE NaKyBaHHSA: nepiognMYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
KPKA, 4.4., HoBo 6esneku.
MecTo, C/oBeHis
7. EPNTOTUHIB TabneTkun, BKpUTI KPKA, a.4., | CnoseHis KOHTPO/b cepii Ta CnoseHis/ peecTpauis Ha 5 pokis 3a He UA/18714/01/02
KPKA N1iBKOBOIO Hoso mecTo BMNYCK Cepil: XopB.arTis MepiognyHicTb NOAaHHA PerynspHo peyenmom nionsizae
060/10HKOI0 MO KPKA, a.4., Hoso OHOB/IOBAHOrO 3BiTY 3 6€3neku, BiANOBIAHO A0
100 wmr, no 10 mecTo, CrnoBeHis; Mopsaaky 3aiicHeHHsA chapmakoHarnagy,
Tabnetoky BVMPOGHMLTBO «in 3aTBEpPXEHOro HakazoM MiHiCTepcTBa OXOPOHM
6nictepi, no 3 bulk», nepBrHHe Ta 30,0p0B’s YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
6nictepu y BTOPWHHE NaKyBaHHS, 898, 3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Kopobui KOHTpO/b cepii Ta Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
BUMYCK cepil: pefakuii Haka3ly MiHicTepcTBa OXOPOHU 30POB's
KPKA-®APMA g.0.0., YkpaiHu Big 26 BepecHsi 2016 poky Ne 996),
Xopsaris; CTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4YeHMn y
BTOPVHHE MaKyBaHHS: nepioAnNYHOCTI NOAaHHA PErynsapHuX 3BiTiB 3
KPKA, a.4., HoBo 6e3neku.
mecTo, CroBeHis
8. EPNOTUHIB TabneTtku, BKPUTI KPKA, a.4., | CnoseHis KOHTpO/b cepii Ta CnoseHis/ peecTpaList Ha 5 pokis 3a He UA/18714/01/03
KPKA NAiBKOBOIO HoBso mecTo BUMYCK cepil: Xopsaris MepioAnyHICTb NOAAHHS PErYNsiPHO peyernmom nidnsieae
060/10HKOO MO KPKA, a.4., HoBo OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBIAHO A0
150 wr; no 10 mecTo, CrnoBeHis; Mopsgaky 3ailicHeHHs chapmakoHarnaay,
Tabnetoky BUPOBHMLTBO «in 3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
6nicTepi, no 3 bulk», nepBrHHe Ta 30,0p0B’sA YKpainu Bif 27 rpyaHsa 2006 poky Ne
6nictepn y BTOPWHHE NakKyBaHHS, 898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuULji
Kopobui KOHTPO/b cepii Ta YKpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
BUNYCK cepii: pegfakuii Haka3ly MiHicTepcTBa OXOPOHW 34,0POB's
KPKA-®APMA g.0.0., YkpaiHu Big 26 BepecHst 2016 poky Ne 996),
XopsarTis; CTaHOBUTb: 3riHO 3i CTPOKaMU, 3a3HauYeHUMN Y
BTOPWHHE NakKyBaHHS: nepiognYHOCTI NOAAHHSA perynsapHuX 3BiTiB 3
KPKA, a.4., HoBo 6e3neku.
mecTo, CrioBeHis
9. EBPODACT Kancynu m'ski, 400 €Bpo IHais CodhTrenb Xesnckep IHais peecTpadis Ha 5 pokis 6e3 niossieae UA/18715/01/01
EKCIMNPEC mr, no 10 kancyn y Naiidokep MeT. N114. MepiognyHICTb NOAAHHSA PErynspHo peyenma
6nictepi; no 1 abo MpaiiBiT OHOB/IIOBAHOrO 3BiTY 3 6e3neku, BignoBigHO A0
2 6nictepu B Nimitepn Mopsaaky 3ailicHeHHs chapmakoHarnagy,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
YkpaiHu Bif 26 BepecHst 2016 poky Ne 996),
CTAHOBWTb: 3riHO 3i CTPOKaMu, 3a3HauYeHUMN Y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6e3neku
10. MoaALIH pO3unH Ans TOB "OKnM YkpaiHa TOB "OKIM YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsi2ae UA/18716/01/01
30BHILLHLOTO Ta "@apmaueBT "GapmaueBTnyHa MepiognyHicTb NOAaHHA PerynspHo peyenma
MicLLeBOro nyHa habpuka" OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIiAHO A0
3acTocyBaHHsa 10 thabpuka" Mopsaaky 3aiicHeHHsA dhapmakoHarnagy,
% no 30 mn abo 3aTBEPAKEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
no 120 mny 30,0p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
thnakoHax 898, 3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU 30POB's
Ykpainu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepiognYHOCTI NOAAHHS perynsapHuX 3BiTiB 3
6e3neku.
11. KNCEHb ras y ctasieBux LOEP>XABHE YkpaiHa LOEP>XABHE Ykpaina peecTpauis Ha 5 pokis 3a He UA/18733/01/01
MEAWNYHUIN 6asioHax 06°emMmom nanPnem nanPMeMCTBO peuenmom nionsieae
rFA30noals 40 n CTBO "HALIOHA/TbHA
HWIA "HALIIOHAN ATOMHA
bHA EHEPIrOreHEPYHOMY
ATOMHA A KOMMAHIA
EHEPIOTE "EHEPTOATOM"
HEPYIOUA
KOMMAHIA
"EHEPIOAT
om"
12. NOPHAAO TabneTkn BKpUTI YOPNL4 Ipy3is yopng MEANLINH TypeyunHa peecTpauist Ha 5 pokis 3a He UA/18717/01/01
nNiBKOBOO MEAOVUNH INAY CAH. BE TIXK. MepiognyHICTb NOJAHHA PerynsapHo peuyenmom niossieae
060/10HKOI0, M0 4 nTa AL OHOB/TIOBAHOrO 3BITY 3 6e3neku, BifnoBiAHO [0
mr no 10 TabneTok Mopsigky 34ificHeHHs hapmakoHarnsgy,
y 6nicTepi; no 1, 2, 3aTBepKeHOro Haka3oM MiHicTepcTBa OXOPOHU
5 a6o 10 6nicTepis 300pOoB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
Y KapTOHHil 898, 3apeecTpoBaHOro B MiHicTepcTBi tocTuULji
KopoobLi Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
YkpaiHu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu, 3a3Ha4eHMn y
nepioguMYHOCTI NoAaHHSA perynsipHux 3siTiB 3
6e3neku.
13. NOPHALO TabneTky BKpUTI yoprPna pysia yopng MEANLINH TypeyunHa peecTpauis Ha 5 pokis 3a He UA/18717/01/02
nAiBKOBOIO MEAVUNH INAY CAH. BE TI0X. MepiognyHICTb NOAAHHSA PErynspHo peyernmom nionsieae
060/10HKOI0, MO0 8 nTa A.LL. OHOBJ/IKOBAHOrO 3BIiTYy 3 6e3neku, BiANoBIAHO [0

Mr no 10 TabneTok
y 6nictepi; no 1, 2,
5 a6o 10 6nicTepiB

Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPLKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
300p0B’'s1 YKpainu Bif 27 rpyaHs 2006 poky Ne
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
Y KapTOHHiiA 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuULi
KopoobLi Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
YkpaiHu Big 26 BepecHst 2016 poky Ne 996),
CTaAHOBWTb: 3riHO 3i CTPOKaMu, 3a3HauYeHUMN Y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTIB 3
6esneku.
14. MAKCILUVH® KOHLeHTpaT Ans TOB "tOpis- YkpaiHa TOB "lOpis-®apm” YkpaiHa peecTpauis Ha 5 pokis 3a He UA/18718/01/01
pO34nHy Ans dapm" MepiognyHICTb NOAAHHS PerynsipHo peyenmom nionszae
iHcpysiid, 400 mr/20 OHOB/IOBAHOrO 3BiTY 3 6€3neku, BiANOoBIAHO A0
M/, o 20 My Mopsaaky 3aiicHeHHsA chapmakoHarnagy,
thnakoHi; no 1 3aTBEpPXEHOro Haka3oM MiHiCTepcTBa OXOPOHM
onakoHy B nauui 3 30,0p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
KapToOHY 898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuMLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU 30POB's
Ykpainu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMu, 3a3Ha4YeHMn y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.
15. MPA3O®ECT | nopowok ans AT Ykpaina KOHTpPO/b cepii Ta Ykpaina/ peecTpauis Ha 5 pokis 3a He UA/18719/01/01
pO34nHy ons "KNIBCbKW BUMYCK cepil: MopTtyranis MepioanyHICTb NOAAHHSA PerynspHo peuenmom nionsieae
iH'eKujili o 40 wmr, " AT "KNIBCbKWN OHOB/KOBAHOTO 3BiTYy 3 6e3neKu, BiANoBIAHO 40
no 1 cpnakony y BITAMIHHW BITAMIHHAIA Mopsaaky 3ailicHeHHs chapmakoHarnagy,
nauui " 3ABOA" 3ABO/M", YkpaiHa, 3aTBEpPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
BMPOGHMLTBO 300pOoB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
Hepo3acoBaHol 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuUL;ji
npoAyKLUii, NnepBrHHA Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
Ta BTOPUHHA pepakuii Hakasy MiHicTepcTBa 0OXOPOHY 340POB'SA
ynakoBKa, KOHTPO/1b YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
Ta BUNYCK cepii: CTaHOBUTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHUMn y
Codpapimexkc - nepiognMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
IHaycTpia Kimika e 6e3neku.
dapmaceyuika C.A.,
MopTyranis
16. PO3YBACTA | Tabnetku, BKpUTI CTALOA HimeuyunHa BUWMYCK CepiiA, HimeuuunHa/ peecTpadis Ha 5 pokis 3a He UA/18720/01/01
TUH CTALA® | nniBkoBOKO ApuHaimiTT KOHTPO/b cepiit: Cepbis MepioanyHICTb NOAAHHSA PErynsipHo peyernmom nionsieae
060/10HKOI0 Mo 10 enb Al CTALA OHOB/IIOBAHOrO 3BiTY 3 6e3neku, BignoBigHO A0
mr no 10 TabneTok ApuHaiimitTens Arl, Mopsaky 3ailicHeHHs chapmakoHarnagy,
y 6nictepi; no 3 HimeuunHa; 3aTBEpPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
6nictepn y BMPOBHULTBO 340p0B’s1 YKpainu Big 27 rpygHs 2006 poky Ne
KapTOHHIlA KopooLi Hepo3dhacoBaHoro 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTULi

NpPOAYKTY, NepBUHHE

Ta BTOPUHHE
nakyBaHHS:
"XEMO®APM" ALl,
Cepbisi

Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB'st
YkpaiHu Big 26 BepecHst 2016 poky Ne 996),
CTaHOBUTL: 3rifHO 3i CTPOKaMu, 3a3Ha4YeHUMn Yy
NepiognYHOCTI NOAAHHS PErynsipHMX 3BITIB 3
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
6esneku.
17. PO3YBACTA | Tabnetku, BKpuUTI CTAOA HimeuunHa BUWMYCK CepiiA, HimeuunHa/ peecTpauis Ha 5 pokis 3a He UA/18720/01/02
TWUH CTAAA® | nniBKOBO ApuHaimiTT KOHTPO/b Cepiit: Cepbis MepiognyHicTb NOAaHHA perynsipHo peyenmom nionsizae
060/10HKOI0 M0 20 enb Al CTALA OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIAHO A0
mr no 10 TabneTok ApuHarimitTens Arl, Mopsaaky 3aiicHeHHsA dhapmakoHarnagy,
y 6nicTepi; no 3 HimeuumnHa; 3aTBEpPXEHOro Haka3oM MiHiCTepcTBa OXOPOHM
6nictepu y BUPOBHULTBO 30,0p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
KapTOHHI KopoobLyi Hepo3dhacoBaHOro 898, 3apeecTpoBaHoOro B MiHicTepcTBi tocTuULji
NPOAYKTY, MEPBUHHE Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
Ta BTOPUHHE pefakuii Haka3ly MiHicTepcTBa OXOPOHU 30POB's
nakyBaHHS: YkpaiHu Big 26 BepecHsi 2016 poky Ne 996),
"XEMO®APM" ALl, CTaHOBUTb: 3riHO 3i CTPOKaMU, 3a3Ha4YEeHUMHN Y
Cepbis nepiognYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.
18. LUEPTA3NAN | nopowlok ans AHTUBIOT PymyHis BTOPWHHE NaKyBaHHS, PymyHisa/ peecTpauis Ha 5 pokis 3a He UA/18721/01/01
M pPO34unHYy Ana VKW CA TECTyBaHHS Ta BUMYCK KuTaii MepiognyHICTb NOAAHHA PerynspHo peyernmom nionsieae
iH'eKUi abo cepii: OHOB/IIOBAHOrO 3BiTY 3 6e3neku, BigNOBIAHO A0
iHpysii no 1 r; no AHTUBIOTUKW CA, Mopsaaky 3ailicHeHHs chapmakoHarnagy,
1 a6o no 10 PymyHis; 3aTBEpPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
h1aKoHIB y BMPOBHMLITBO, 300pOB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
KapTOHHI navw,i nepBrHHE NakKyBaHHSA: 898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuUL;ji
CiHodhapm XKntoH Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
(LWeHbwkeH) pepakuii Hakasy MiHicTepcTBa 0OXOPOHY 340POB'SA
dPapmacbiotukan Ko., YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
N1p., Kvtaii CTaHOBUTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHMn y

nepiognMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

FeHepanbHU AUpeKTop
AvpekTopaTy chapmMaueBTUYHOIO 3a6e3neyYeHHsA

OnekcaHgp KOMAPIOA




Aopatok 2

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

Big 23 kBiTHA 2021 poky Ne 817

NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIO/TOIN4YHUX NPEMAPATIB), AKI
BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3zsa dopma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n NliKapcbKo20 | (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo20
3acooby ynakoska) nocsi04YeHHs1
1. DL-METIOHIH | nopouok AT Ykpaina UkaHrusmaraHr Kutai MepepeecTpauisi Ha HEOBMEXEHUIA TEPMIH - He UA/15154/01/01
KpucTastiuHuit "KNIBCbK XyauaHr nidnsiza
(cybeTaHuin) y 71 dapmacbloTuKa €
MiLLKax noaBiiHMX BITAMIHH Ko., N14
nonieTUNeHoBMX nn
onsa 3ABOL"
chapmaLeBTUYHOro
3aCTOCyBaHHs
2. AHAMNIPOH PO34nH ANs iHdy3il, AHaHTa Benwuka €ponaiic IHAis MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/14971/01/01
10 mr/mn, no 100 mn Megikeap BpuTaHis XenTtkeap MMBT. OHOBJIEHO iHGhopMaLito B iIHCTPYKUIT 4151 MEAUYHOTO peyenmom nionsea
npenapary B nTa. nra. 3acTOCyBaHHSA NMikapCbkoro 3acoby y posainax €
KOHTeliHepi; no 1 "®apmakonorivHi BnactusocTi", "lMokasaHHs" (iHhopmav,is
KOHTEliHepy B wopo 6e3neku), "MpoTmunokasaHHA", "OcobnmBi 3axoam
KapTOHHiiA Kopo6Li 6e3nekn”, "B3aemogis 3 iHWMMK NikapCbkumn 3acobamu Ta

iHWI BMAW B3aemogiin", "OcobMBOCTi 3aCTOCYBaHHSA",

"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs Ta 403n",
"Mepepo3yBaHHs", "lMNob6iyHI peakwii” BIANOBIAHO A0
iHchopMaUiT Woa0 MeaUYHOro 3acTocyBaHHs

pedepeHTHOro flikapcbkoro 3acoby (PERFALGAN,

solution for infusion, 10 mg/ml, He 3apeecTpoBaHwuii B

YkpaiHi ).

MepiognyHICTb NOAAHHA PEryspHO OHOB/OBAHOTO 3BITY 3
6e3neku, BignoBigHO Ao Mopaaky 34iicCHeHH:
chapmakoHarnsgy, 3aTBepixeHoro Hakasom MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi ocTULiT YkpaiHu 29
ciyHs 2007 poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB'SA YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTPOKaMMU,
3a3HavyeHVMK Y NepiogNYHOCTI NoAaHHA perynspHuX 3BiTiB
3 Gesneku.

AHTPANb® MOPOLLIOK AT YkpaiHa AT "®apmak” YkpaiHa nepepeecTpauist Ha HeobMeXeHuin TepMiH - He UA/15112/01/01
(cybeTaHuis) y "®apmak” niosnsiea
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
naketax nogBinHMx €
nonieTNeHoBUxX
ans
chapmaLeBTUYHOro
3acToCcyBaHHsA
4, BICAKOAWUN- | cynosuTopii TOB YkpaiHa TOB "®APMEKC YkpaiHa MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 6e3 nionsza UA/11607/01/01
DAPMEKC pekTasnbHi no 10 mr "®APMEK reyn" OHOB/EHO iHGhopMaL,ito B IHCTpyKLii A1 MeauyHoro peyenma €
no 5 cynosutopiis y creyn" 3aCTOCYBaHHSA Nikapcbkoro 3acoby y posginax
CTpuni; No 2 cTpunmn "®apmakonorivHi B1acTmBocTi" (YTOUHEHHS iHdhopmaLi),
B NauLj 3 KapToHy "B3aemogis 3 iHWVMU NikapcbkuMK 3acob6amu Ta iHLWi BUan
B3aemogiit", "OcobmBoCTi 3acTocyBaHHS", "IM06IYHI
peakuii" BiANOBIAHO A0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
3acToCyBaHHS Ajit0H0i Pe4YOBUHM.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBsigHO Ao Mopaaky 34iiCHeHHA
chapmakoHarnsgy, 3aTBepikeHoro Hakasom MiHictepctea
OXOPOHW 30pOB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTsi oCTULT YkpaiHu 29
ciyHsa 2007 poky 3a Ne 73/13340 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTB: 3riAHO 3i CTPOKaMMU,
3a3HavYeHVMU y NepiogMYHOCTI MOAaHHS PErynsipHUX 3BiTiB
3 6e3neku.
5. BICAKOAWUN- | cynosuTopil TOB YkpaiHa TOB "®APMEKC YkpaiHa MepepeecTpavis Ha HEOOMEXeHUI TEPMIH. - He UA/15440/01/01
PAPMEKC pekTasibHi no 10 mr; "®APMEK reyn MepiognyHICTb NOAAHHA PerynisipHO OHOBJIKOBAHOIO 3BITY 3 nionsea
in bulk Ne 1200 creyn" 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS €
(5x240): no 5 hapMakoHarnsgy, 3aTBepAXeHoro Hakasom MiHicTepcTea
Cyno3nTopiiB y OXOPOHW 340POB’A YKpaiHu Bif 27 rpyaHsA 2006 poky Ne
cTpuni, no 240 898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULi YkpaiHu 29
cTpuvniB y kopobu; in ciyHsa 2007 poky 3a Ne 73/13340 (y peaakuii Hakasy
bulk Ne 1600 MiHicTepcTBa OXOPOHM 3[0P0B'A YKpaiHu Bifg 26 BepecHs
(5x320): no 5 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
CynosuTopiie y 3a3HayYeHVMU y NepiofMYHOCTI MOAaHHSA PerynsipHuX 3BiTiB
ctpuni, no 320 3 6e3neku.
CTpUMiB y KOPOBLi
6. BICMYTY NMOPOLLOK MpuBaTHe Ykpaina 5H Mntoc Niobek HimeuumnHa, nepepeecTpavisi Ha HeOOMEeXEeHNI TepMiH - He UA/15729/01/01
CYBrAnAT (cybeTaHuis) y aKLjioHepH v6X nionsiza
nonieTuneHoBmx e €
naketax, ki BMilLleHi | ToBapucTB
Y KapTOHHUIA 0 “Jlekxim
6apabaH abo y — Xapkis”
nonieTNeHoBux
naketax, ki BMiLLleHi
y nanepoBwit MiLLIOK
ans
chapmaLeBTUYHOro
3aCTOCYBaHHs
7. BOAHKO PO34MH Ans TOB YKpaiHa TOB "®apma YkpaiHa nepepeecTpawisi Ha HEOOMEeXEHWUI TepMiH 6e3 nionsiza UA/15006/01/01




11

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
MEPOKCWU, 30BHILLHLOIO "®bapma Yepkac" peyenma €
3acTocyBaHHs 3%, Yepkac"
no 100 mny
donakoHax
8. OE3PAOVH® | TabneTtku, BKPUTI KPKA, CnoBeHis | BignoBiganbHUiA 3a CnoBeHis MepepeecTpauis Ha HEOBMEXEHUIA TEPMIH. 6e3 nionsea UA/15474/01/01
nNiBKOBOKO n.40., Hoso BUPOBGHMLTBO "in OHOB/IEHO iHGhopMaLito B iIHCTPYKUIT 4151 MEAUYHOTO peyenma €
060/10HKOI0, N0 5 Mr, MecTo bulk", nepBuHHe 3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ginax:
no 10 TabneTtok y Ta BTOPUHHE "PpapmakonoriyHi BnactusocTi”, "Moka3aHHs" (YTOYHEHHS
6nicTepi; no 1 abo nakyBaHHs, iHchopmawii), "B3aemogis 3 iHWMMK fikapcbknMm 3acobamu
no 3 6nictepu y KOHTPO/Ib Ta Ta iHWi BMAM B3aemogiin”, "OcobmMBOCTi 3acTocyBaHHs",
KapTOHHIA Kopoo6Li BMNYCK cepil: "3acTocyBaHHA y nepiof BariTHOCTi abo rofyBaHHs
KPKA, a.4., Hoso rpyaAa"”, "3aatHicTb BIAMBATY Ha LWBWAKICTE peakuii npu
MecTo, CroBeHis; KepyBaHHi aBTOTpPaHCNOpPTOM abo iHWMMK MexaHismamu',
BiANoBigabHUI 3a "AOitn" (iHdopmavuisa 3 6e3neku), "MepenosyBaHHNA",
KOHTPO/b cepii: "Mo6iuHi peakuyii" BigNoBigHO A0 iHthopmau,i Wwoao
KPKA, a.4., Hoso MeZMYHOro 3acToCyBaHHs pethepeHTHOro NikapCbKoro
mMecTo, C/oBeHist 3acoby (EPIYC, TabneTku, BKpUTI NIIBKOBOK 060/10HKOIO
no 5 wmr).
MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS:
hapMakoHarnsgy, 3aTBepAXeHoro Hakasom MiHicTepcTea
OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULi YKpaiHu 29
ciuHs 2007 poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpOHU 340POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HayYeHVMN Y NepiofMYHOCTI MOAaHHSA PErynsipHuX 3BiTiB
3 6esneku.
9. AEHINIM NOPOLLOK A/1A BITA CAH | Benukobp Csicc IHAis MepepeecTpauis Ha HEOBMEXEHUIA TEPMIH. 3a He UA/15339/01/01
PO3UUHY ANS iH'EKLA nTa nTaHis MepeHTepanc OHOB/EHO iHGhOpMaL,ito B IHCTPYKLIT 4719 MeANYHOro peyenmom nionsza
no 1000 mr, 1 nra. 3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginax: €
NakoH 3 NOPOLLKOM "Moka3saHHs" (y3romkeHHs iHpopmadii), "Cnocio
y KopobLj 3 KapTOHY 3acTocyBaHHs Ta fo3n" (iHcopmauis 3 6e3nekn), "MobiuHi
peakuii” BiANOBIAHO A0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
Lit0Y0T PEYOBUHN.
MepiognyHiCTb NOAAHHA PEryspHO OHOB/IOBAHOTO 3BITY 3
6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepCTBi loCTULi YKpaiHu 29
ciuHg 2007 poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HavyeHVMK Y NepiogNYHOCTI NOAaHHA perynisipHuX 3BiTiB
3 Gesneku.
10. ETPY3UN TabneTkun, BKPUTI 3AT YropuwuHa | BignosiganbHuii 3a | YropwuHa/ MepepeecTpaLis Ha HEOOMEXEHUI TEPMIH. 3a He UA/11346/01/01
NAiBKOBOO dapmaLes BUMYCK Cepii: Icnanis OHOB/EHO iHGOpMaLito B IHCTPYKLIT 4719 MeANYHOro peyenmom nionseza
060/10HKOH, M0 2,5 TUYHUIA 3AT 3aCcTOCYBaHHS Mikapcbkoro 3acoby y posginax €
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
Mr no 10 TabneTtok y 3aBoj dapmaneBTUYHNI "®apmakonoiryHi BnactmsocTi”, "MpoTunokasaHHs",
6nictepi, no 3 a6o 9 EriC 3aBog, ElIC, "Oco6nmBocCTi 3acTocyBaHHA", "TMo6IuHI peakuii”
6nictepis y YropLumHa; BiANOBIAHO A0 iHGopMmaLii pechepeHTHOro NnikapcbLKoro
KapTOHHI KOopoo6Li BiANOBIga/IbHNI 3a 3acoby PEMAPA®.
MOBHUIA LKA MepioguyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
BMPOGHMLTBA, 6e3neku, BiANOBIAHO A0 MopaaKy 34iiCHEHHS
BK/THOHAI0UM chapmakoHarnsgy, 3aTBepikeHoro Hakasom MiHictepctea
BUNYCK cepil: OXOPOHW 30POB’A YKpaiHu Big 27 rpyaHsA 2006 poky Ne
CiHTOH XicnaHis, 898, 3apeecTpoBaHoro B MiHictepcTsi OCTULT YkpaiHu 29
C.J1., IcnaHis ciyHa 2007 poky 3a Ne 73/13340 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHMW 3[00P0B'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rifAHO 3i CTPOKaMMu,
3a3HavYeHVMU y NepiogMYHOCTI MOAaHHS PerynsipHUX 3BiTiB
3 6e3neku.
11. IBOHIA3U], cupon, 100 mr/5 mn; TOB Ykpaina TOB "HOpia-®apm"” YkpaiHa MepepeecTpavis Ha HEOOMEXEHNIA TEPMIH. 3a He UA/4567/01/01
no 100 mn, 200 mn, "HOpis- OHOB/eHO iHGhopMaL,ito B IHCTpyKLii AN MeguyHoro peyenmom nionsza
500 mMn y dhnakoHax; Papm” 3acTocyBaHHA NikapcbKoro 3acoby y po3gisiax "B3aemogis €
no 100 mn, 200 mn y 3 iHWKMK fliKapCbKMMK 3acob6amu Ta iHLWi BUAN
dhnakoHi; no 1 B3aemogii", "OcobmBocTi 3acTocyBaHHS", "[106iYHi
dhnakoHy B nauyui 3 peakLujii" Ta OHOB/IEHO iHChopMaLLito B KOPOTKiii
KapTOHYy XapaKTepucTuLi Nikapcbkoro 3acoby y po3ginax
"Oco6NMBOCTI 3aCTEPeXeHHs Ta 3anobikHi 3axoan npu
3acTocyBaHHI", "B3aemMogis 3 iHLIMMW NiKapCbKMMn
3acobamu Ta iHWi B1an B3aemogiii", "Mob6iuHi peakwii"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekn
3aCTOCYBaHHS Ait040i PEHOBUHMN.
MepiognyHICTb NOAAHHA PEryIipHO OHOB/IOBAHOTO 3BITY 3
6e3neku, BignoBigHO Ao Mopaaky 34iicHeHH:
chapmakoHarnsgy, 3aTBepAxeHoro Hakasom MiHictepcTea
OXOPOHW 340pOB’A YKpaiHuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi ocTuLii YkpaiHu 29
ciuHs 2007 poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTPOKaMMU,
3a3HavyeHVMK Y NepiognYHOCTI NoAaHHA perynisipHuX 3BiTiB
3 6esneku.
12. NEBO®IOKC | po3uuH Ans iHdysiid, AHaHTa Benuka €ponaiic IHais MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/11383/01/01
AUVH 500 mr/100 mn no Megikeap BpuTaHis XenTtkeap MMBT. OHOB/IEHO iHGhopMaLito B iIHCTPYKLIT 4151 MEAUYHOTO peyenmom nionsea
100 mny NTa. nra. 3acToCyBaHHS MikapCcbKoro 3acoby y po3gini “rNokasaHHs" €

KOHTeliHepi; no 1
KOHTEliHepy y
NONIBIHINXOPMAHIN
nnisyj B nauuj

Ta 'y po3sginax "®apmakorepaneBTuyHa rpyna’,
"MpoTnnokasaHHa", "OcobanBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiof BariTHOCTi abo rofyBaHHS

rpyaar”, "3aaTHiCTb BNAVBATY Ha LWBUAKICTL peakuii npu
KepyBaHHi aBTOTpPaHCNopToM abo iHWMMK MexaHismamn®”,
"Cnocib 3acTocyBaHHsa Ta gosu", "Aitn" (pegaryBaHHs
iHchopmawii), "MepesosyBaHHa", "Mo6iuHI peakwii”
Bi4NoBiAHO A0 iHGhopMaLii pedhepeHTHOro Nikapcbkoro
3aco6y Tavanic 5 mg/ml solution for infusion Ta 3
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
ypaxyBaHHAM OHOBJ/IEHUX AaHVX WoA0 6e3nekun gitoyol
PeYoBUHM.
MepiognyHICTb NOAAHHA PErysapHO OHOB/IOBAHOTO 3BITY 3
6e3neku, BignoBigHO Ao Mopaaky 34iicCHeHHSA
chapmakoHarnsgy, 3aTBepAxeHoro Hakasom MiHictepcTea
OXOPOHW 340POB’A YKpaiHuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi oCTULiT YkpaiHu 29
ciyHs 2007 poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB'SA YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTPOKaMMU,
3a3HavyeHVMK Y NepioaNYHOCTI NOAaHHA perynspHuX 3BiTiB
3 Gesneku.
13. MEBEBEPWH | nenetu (cybcTaHuis) AT YkpaiHa OCMO®APM C.A. LBeiiuapis nepepeecTpauis Ha HeobMeXeHuin TepMiH - He
y y nakeTax noAgiiHnx | “"d®apmak” nionsea
rAPOXMOPU | nonieTnneHoBux €
a ans
chapmaLeBTUYHOro
3aCTOCYBaHHS
14. MENbAOHIN NOPOLLOK MAT Ykpaina MAT "®apmak” YkpaiHa nepepeecTpauist Ha HeobMeXeHnin TepMiH - He UA/15074/01/01
(cybeTaHuin) y "®Papmak” nionsea
naketTax noAsinHWX €
nonieTNeHoBUxX
ans
hapmaLeBTUYHOro
3aCTOCyBaHHA
15. MOP®IHY PO3UMH ANA iH'EKLi TOB YkpaiHa ToBapucTso 3 YkpaiHa MepepeecTpaLlisi Ha HEOBMEXEHNIA TEPMIH. 3a He UA/5174/01/01
riAPOX/IOPU | 1%, no1mnB "XapkKiBCbK 06MEXEHO OHoBMEHO iHhopmalito y po3ginax “MpoTunokasaHHs", peyenmom nionsea
a amnyni; no 5 amnyn e Bi4NOBIAA/IbHICTIO "B3aemogis 3 iHWKMU NikapcbknMK 3acob6amu Ta iHLi BUAn €
y 6nictepi; no 1 abo | chapmaues “XapkiBcbke B3aeMogijin", "OcobnmnBocTi 3acTocyBaHHs", "Cnoci6
2, abo 20 6nicTepis TUYHE hapmaueBTNUHe 3aCcToCyBaHHSA Ta 031" (YTOUHEHHSs iHdhopmal,ii),
y KOpo6Lji 3 KapTOHY nignpuemc nignNpPUEMCTBO "Mepeno3yBaHHs", "INo6Gi4HI peakuii” iHCTpYKLiT Ans
TBO “3n0poB’sa Me[MYHOro 3aCTOCYBaHHS likapcbKoro 3acoby BiAnoBigHO
"300p0oB'A Hapoay” [0 OHOB/EHOT iHGhopMaLii LWoA0 6e3nekn 3aCTOCyBaHHS
Hapoay" Lir040T PeYOBUHN.
MepiognyHICTb NOAAHHA PerynsapHO OHOBOBAHOTO 3BITY 3
6e3neku, BignoBigHoO Ao Mopsaky 34iCHEeHHS
chapmakoHarnsgy, 3aTBepAxeHoro Hakasom MiHictepcTea
OXOPOHW 300POB’A YKpaiHuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepCTBi loCTULi YKpaiHn 29
ciyHa 2007 poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHW 34,0POB'SA YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTPOKaMK,
3a3HavyeHVMK Y NepiogNYHOCTI NoAaHHA perynispHuX 3BiTiB
3 6esneku.
16. HOKCUBIH Kpanni HasasibHi, TOB Pecny6nika TOB Pecny6nika MepepeecTpauis Ha 5 pokis 6e3 He UA/8735/01/03
po3uuH 0,05 %, no "®apmTtex | binopycb "papmMmTexHonoris” Binopycb 3 06I'pYHTOBaAHMX NPUYMH, MOB'A3aHNX 3 peuyenma nionsea
10 mMn y donakoHi Honoria" hapMakoHarns4oM 3a pesyibTatamy ekcnepTmsn €

I'IO}'IieTVIl'IeHOBOMy,

MaTepianis 3 6e3nekun Nikapcbkoro 3acoby y
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
3aKyrnopeHomy nicnsipeecTpauiiHuii nepiog,
KPYILLIKOIO FBUHTOBOIO MepioguyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
i3 3anN06KHUM 6e3neku BigMNoBiAHO A0 Mopaaky 34iACHEHH:
KiNIbLIHM i BCTaBKOHO- thapmakoHarnsgy, 3aTBepAXeHoro Hakasom MiHictepcTea
KpanesibHuLeto; no 1 OXOPOHY 34,0p0B’A YKpainu Bif 27 rpyaHsa 2006 poky — Ne
hnakoHy B navui 3 898, 3apeecTpoBaHuii B MiHicTepcTBi loCTuMLT YKpaiHn 19
KapToHy; no 20 Mny rpyaHs 2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
dhnakoHi MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 26 BepecHs
naacTMacoBsomy, 2016 poky  Ne 996), cTaHOBUTbL: 3rifHO 3i CTPOKaMu,
3aKynopeHomy 3a3HavYeHMM y NepiogNYHOCTI NOAAHHS PEryNsiPHUX 3BiTiB
HacagKoto- 3 6esneku.
po3nuaBavem Tuny
"®opcyHka'; no 1
dhnakoHy B nayui 3
KapToHYy
17. HOKCUBIH Kpanni HasanbHi TOB Pecny6nika TOB Pecny6nika MepepeecTpalia Ha 5 pokiB 6e3 He UA/8735/01/02
0,025%, no 10 mny "®apmvTtex | Binopycb "®apmTexHonoris" Binopycb 3 06r'pyHTOBaHVX NPUYMH, NOB'A3aHNX 3 peyenma nionsza
dhnaKoHi Hosoria" thapmakoHarnsa4oM 3a pesysbTatamy eKcrepTusm €
nonieTuIeHoBOMY, MaTepianis 3 6e3nekun Nikapcbkoro 3acoby y
3aKynopeHomy nicnspeecTpauiinHuii nepiog,
KPVILLIKOIO FBUHTOBOIO MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO 3BITY 3
i3 3ano6ikHUM 6e3neku BignoBiaHO A0 MNopsaKy 34iCHEHHS
KiNbLLeM i BCTaBKOIO- hapMakoHarnsgy, 3aTBepAXeHoro Hakazom MiHicTepcTea
KpanesbHuueto; no 1 OXOPOHW 300pOB’A YKpaiHu Big 27 rpyaHsa 2006 poky  Ne
dhnakoHy B nauyui 3 898, 3apeecTpoBaHuii B MiHicTepcTBi tocTuLii YkpaiHu 19
KapToHy; no 20 Mny rpyaHs 2016 poky 3a Ne 1649/29779 (y pepakuii Hakasy
hnaKoHi MiHicTepcTBa 0XOpOHY 340POB’A YKpaiHu Big 26 BepecHs
nnacTMacosomy, 2016 poky  Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3aKynopeHomy 3a3HayYeHVMU y NepiofMYHOCTI MOAaHHSA PErynsipHuX 3BiTiB
HacagKoto- 3 Gesneku.
posnunoBayem Tuny
"®opcyHka"; no 1
dhnakoHy B navui 3
KapToHYy
18. HOKCUBIH Kpansni HasasibHi TOB Pecny6nika TOB Pecny6nika MepepeecTpauis Ha 5 pokiB 6e3 He UA/8735/01/01
0,01% no 10 mny "®apmTtex | binopycb "papmTexHonoris” Binopycb 3 06I'pYHTOBaHMX NPUYMH, MOB'A3aHNX 3 peuyenma nionsea
nakoHi Honoria" hapMakoHarns4oM 3a pesysibTatamy ekcnepTmsn €

nonieTuieHoBomy,
3aKyrnopeHomy
KPULLIKOKO FBUHTOBOIO
i3 3an06KHNM
KiNbLLeM i BCTaBKOI-
KpanesbHuueto; no 1
dhnakoHy B navu 3
KapToHy; no 20 mny
dNakoHi

Marepianis 3 6e3neku fikapcbkoro 3acoby y
nicnsipeecTpauiiHuii nepiog,.
MepiognyHiCTb NOAAHHA PEryspHO OHOB/OBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MNopsaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom MiHictepcTea
OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHsa 2006 poky  Ne
898, 3apeecTpoBaHuii B MiHicTepCTBi tocTuLii YkpaiHn 19
rpyaHa 2016 poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHW 340pOB’S YKpaiHu Big 26 BepecHs
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
naacTMacoBoMmy, 2016 poky  Ne 996), cTaHOBUTbL: 3riAHO 3i CTPOKaMMU,
3aKynopeHomy 3a3HayYeHMMM y NepiognYHOCTI NOAAHHS PerynsipHuX 3BiTiB
HacazKoto- 3 6esneku.
posnuoBaYem Tuny
"®opcyHka"; no 1
hnakoHy B navui 3
KapToHY
19. ONN®EH® -75 | po3unH ANs iH'EKUIN, TOB YkpaiHa Mepkne Mm6X HimeuunHa MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/5122/01/01
no 2 M1 B amnyni; «TeBa (BUPOGHNK, AKUIA 3MiHU BHECEHO [0 IHCTPYKLUIii AN MeANYHOro peyenmom nionsza
no 5 amnyny YkpaiHa» Bignosigae 3a 3aCTOCyBaHHs NiKapCcbKOro 3acoby A0 po3ainis: €
Kopoo6Li BMPOGHMLTBO "®apmakonoriyHi BnactmsocTi", "lMokasaHHA" (pefakuiiHi
npoaykty in bulk, npasku), “MpoTunokasaHHs", "B3aemogis 3 iHW1MK
nepBuHHE nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aEMOSiid",
nakyBaHHs1, "Oco6MBOCTI 3acTOCyBaHHA", "3acTOCyBaHHS Y Nepiog,
BTOPUHHE BariTHOCTi abo rogyBaHHs rpyaar” (yTouHeHHs), "Cnocib
nakyBaHHs1, BUMYCK 3acTocyBaHHsA Ta o3un”, "MobivHi peakuii” BigNoBigHO A0
cepii; BUPOGHUK, OHOBEHOT iHhopMaLii 3 6e3nekn Aitounx pevoBUH
AKUIA BignoBigae nikapcbKoro 3acoby.
3a KOHTpPO/1b cepil) MepiognyHICTb NOAAHHA PerynsipHO OHOBJIKOBAHOIO 3BITY 3
6e3neku, BignoBsigHO Ao Mopaaky 34iiCHeHHA
chapmakoHarnsgy, 3aTBepixeHoro Hakasom MiHictepcTea
OXOPOHW 30POB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTsi OCTULT YkpaiHu 29
ciyHsa 2007 poky 3a Ne 73/13340 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HavYeHVMU y NepiogMYHOCTI MOAaHHSA PErynspHUX 3BiTiB
3 6e3neku.
20. MPOMEAO/N- | po3unH Ans iH'exuin, TOB YkpaiHa ToBapucTBo 3 YkpaiHa nepepeecTpaLis Ha HeobMeXeHuin TepMiH 3a He UA/5157/01/01
3H 20 mr/mn, no 1 mn B "XapkiBCbk o6MexeHo BHeceHo oHOBNeEHyY iHhopmaLito B IHCTpYKLito ans peyenmom nionsea
amnyni; no 5 amnyn e BiANOBiAANbHICTIO MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby Ao po3ziny €
y 6nicTepi; no 1 abo | dhapmaues "XapkiBcbke "MokaszaHHA" (pegaryBaHHs), a TakoX A0 po3ainis
2, abo 20 6nicTepiB TUYHe hapmaueBTuyHe "MpoTunokasaHHA", "B3aeMogis 3 iHWMMKU NiKapCbKUMu
y Kopobui nignpruemc nigNpPUEMCTBO 3aco6amu Ta iHLWi BUAKY B3aemogiii”, "OcobnmBocCTi
TBO "3p0poB's 3acTocyBaHHs", "Cnoci6b 3acTocyBaHHs Ta 4o3un"
"30poB'a Hapogay" (iHchopmauist 3 6e3nekn), "MepenosysaHHa", "T06GIYHI
Hapoay" peaxuii” BignoBigHO A0 OHOBNEHOT iHChopMaLii 3 6e3neku

Lit0Y0i peYOBUHY JiKAPCbKOTro 3aco0y.
MepiognyHICTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS
hapMakoHarnsgy, 3aTBepAXeHoro Hakasom MiHictepcTea
OXOPOHY 340POB’A YKpaiHu Big 27 rpyaHsA 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULi YKpaiHu 29
ciuHs 2007 poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 3[0P0B'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepiofMyYHOCTI MoAaHHS PerynsipHuX 3BiTiB
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
3 6esneku.
21. CUHEKO/A Kpanni opanbHi ons FCK LLiseiiuapi BUPOBHULTBO 3a LLBeiiuapis/ MepepeecTpavis Ha HEOBMEXEHUIA TEPMIH. 6e3 He UA/5260/02/01
giteid, 5 mr/mn; no KoHcblome a NOBHUM LMK/IOM: ITanis OHOB/IEHO iHGhopMaLito B iIHCTPYKUIT 4151 MEAUYHOTO peyenma nionsea
20 mn 'y chnakoHi 3 p Xenckep 'CK KoHcblomep 3acToCyBaHHS Nikapcbkoro 3acoby B posdinax "B3aemogis €
KpanuibHULEH i Xenckep C.A., 3 HWKMMK NikapCbkMMK 3acobamu Ta iHWi BUAu
KPWLLIKOIO; Mo 1 Lseiiuapis; B3aeMOgjin", "3aaTHiCTb BN/IMBATU Ha LIBUAKICTb peakwil
hnakoHy y BMPOGHMLTBO 3a npu KepyBaHHi aBTOTPAHCMOPTOM ab0 iHLIMMK
KapTOHHIA KOopoo6Li NOBHUM LK/IOM: MexaHi3MamMu"(yTOUHeHHs iHdpopmadii), "TMo6iuHi peakuii™
OOMNMENb BiAMNOBIAHO A0 MaTepiasliB peecTpauinHoro foche.
OAPMALIEYTILII MepioguyHiCTb NOAAHHA PErysiipHO OHOBJIOBAHOTO 3BITY 3
C.P.N., Itanis 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS:
hapMakoHarnsgy, 3aTBepAXeHoro Hakasom MiHicTepcTea
OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULi YKpaiHu 29
ciuHs 2007 poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpOHU 340POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HayYeHVMU y NepiofMYHOCTI MOAaHHSA PErynsipHuX 3BiTiB
3 6esneku.
22. CMEKTA® NOPOLLOK A/1A INCEH dpaHuis BO®YP INCEH PpaHuis MepepeecTpauis Ha HEOBMEXEHUIA TEPMIH. 6e3 nionsea UA/7660/01/01
ANENbCUH- OopasibHOI cycneHaii KOHCbHO IHOAYCTPI MepioAnyHICTb NOAAHHSA PEryNsiPHO OHOB/IKOBAHOIO 3BITY 3 peyenma €
BAHI/Ib no3r;no3,76r MEP 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS
NOPOLLKY Y XENCKEA hapmakoHarnagy, 3aTBepAxeHoro Hakasom MiHicTepcTea
nakeTtuky, no 10, 12 , OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs 2006 poky Ne
a6o 30 nakeTukiB y AKUiOHEpH 898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULi YKpaiHu 29
KapTOHHIA Kopoo6Li e ciuHg 2007 poky 3a Ne 73/13340 (y pegakuii Hakasy
TOBapucTe MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Big 26 BepecHs
0 2016 poky Ne 996), cTaHOBUTb: 3riHO 3i CTPOKamu,
CrNpoLLEHO 3a3HaYeHMMM y NepioANYHOCTI NOAAHHS PerynsipHuX 3BiTiB
ro tuny 3 6esneku.
23. CYNbNIPUA - | po3unH ANs iH'eKUIN, TOB Ykpaina BCi cTagii YkpaiHa MepepeecTpaLis Ha HEOOMEXEHUI TEPMIH. 3a He UA/11476/02/01
3H 50 mr/mMa no 2 mn B "XapkiBCbk BUPOOHMLTBA, BHeceHO OHOBMEHY iHhopmaLito B IHCTpyKLito ans peyenmom nionsea
amnyni; no 10 e KOHTPO/1b IKOCTI, MeAMYHOro 3acTOCYBaHHSA /liKapCbKOro 3acoby Ao po3giny €
amnyn y kopobui; no | capmaues BUNYCK Cepil: "Moka3saHHA" (YTOUYHEHHS), a TakoX [0 po3Ainis
2 mMn B amnyni; no 5 TUYHe ToBapucTso 3 "®apmakonorivyHi B1acTmBocTi" (YTOUHEHHS),
amnyn y 6aictepi; no | nignpvemc 06MEXEHO "MpoTmnokasaHHA", "B3aeMogis 3 iHWMMKU NiKapCbKNMun
2 6nictepuy TBO Bi4NOBIAA/IbHICTIO 3acobamu Ta iHWi BUAY B3aemogiii”, "OcobnmBocTi
Kopo6bLi; no 2 mn B "340poB'a "XapkiBcbke 3acTocyBaHHs", "Cnoci6b 3acTocyBaHHA Ta 4o3un"
amnyni; no 10 Hapoay" hapmaueBTNUHe (6e3neka), "Mepeno3yBaHHa", "M0GIYHI peakujii" BigNoBigHO
amnyn y 6nictepi; no nignNpPUEMCTBO [0 OHOBJEHOI iHGhopMaLiT pedhepeHTHOro NikapcbKoro
1 6nictepy y "3a0poB'sa 3acoby EFNOHIN®, po3unH ans iH'exujid, 100 mMr/2 mn.
Kopoo6ui Hapoay", MepioAnyHICTb NOAAHHS PErYISIPHO OHOBJIKOBAHOIO 3BITY 3
YkpaiHa; 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHH:
BCi cTagii hapMakoHarnagy, 3aTBepAxeHoro Hakasom MiHicTepcTsa
BMPOGHMLTBA, OXOPOHM 340pOB’S YKpaiHu Big 27 rpyaHsa 2006 poky Ne

KOHTPO/Ib SIKOCTI:
ToBapucTBO 3
06MEXEHO

898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULi YKpaiHu 29
ciyHa 2007 poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHiCTepcTBa OXOpPOHM 340P0B'A YKpaiHu Big 26 BepecHs
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
BiAMNOBIAA/TILHICTIO 2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTPOKaMMU,
«®apmaLeBTnyHa 3a3HayYeHMMM y NepiognYHOCTI NOAAHHS PerynsipHuX 3BiTiB
KOMMaHis 3 6e3neku.
"3p0pos'a”,
YkpaiHa
24, TAMOKCU®DE | Tabnetku no 20 wmr; ToBapuct Ykpaina ToBapucTBO 3 YkpaiHa MepepeecTpauis Ha HEOOMEXEHWIA TEPMIH. 3a He UA/5528/01/02
H-340POB'AA | no 10 TabneTtok y BO 3 o6MexeHo BHeceHo oHOBMEeHyY iHGhopMaL,ito B IHCTpyKLito Ans peyenmom nionsiza
6nictepi; no 3a6o 6 | obmexeHo BiANOBiAA/IbHICTIO MeAMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby B po3ainmv €
6nictepiB y 10 "hapmaueBTnyHa "MpoTmnokasaHHA", "B3aeMogis 3 iHWMMKN NiKapCbKnMun
KapTOHHIA KopooLi Bignosiga KOMnaHis 3aco6amu Ta iHWi Buan B3aemogiin”, "Ocob6amBocTi
NbHICTIO "3p0pos'a” 3acTocyBaHHsA", "Mo6iuHi peakuii" BigNOBIAHO [0
"®apmaue OHOB/IEHOI iH(hopMmaLii 3 6e3nekn Ajtoyoi peyoBUHN
BTUYHA nikapcbKoro 3acooby.
KOMnaHis MepioAnyHICTb NOAAHHA PerynsipHO OHOBJIKOBAHOIO 3BITY 3
"3p0pos'a” 6e3neku, BignoBsigHO Ao Mopaaky 34iiCHeHHA
chapmakoHarnsgy, 3aTBepikeHoro Hakasom MiHictepctea
OXOPOHW 30pOB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTsi oCTULT YkpaiHu 29
ciyHsa 2007 poky 3a Ne 73/13340 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTB: 3riAHO 3i CTPOKaMMU,
3a3HavYeHVMU y NepiogMYHOCTI MOAaHHS PErynsipHUX 3BiTiB
3 6e3neku.
25. TAMOKCU®DE | Tabnetku no 10 wmr; ToBapuct Ykpaina ToBapucTBO 3 YkpaiHa MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/5528/01/01
H-340POB'AA | no 10 TabneTtok y BO 3 o6MexeHo BHeceHo oHOBNEHyY iHhopmaLito B IHCTpYKLito ans peyenmom nionsea
6nictepi; no 6 06MexeHo BiANOBiAANbHICTIO MeAMYHOro 3aCTOCYBaHHSA NMikapCcbKoro 3acoby B po3ginn €
6nictepiB y 10 "bapmaLeBTnyHa "MpoTmnokasaHHsA", "B3aeMogis 3 iHLWMMKN NiKapCbKnMun
KapTOHHI kopobuyj; Bignosiga KoMnaHis 3acob6amu Ta iHWi Buay B3aemogiin”, "*Ocob6amBocCTi
no 60 TabneTok y NbHICTIO "3p0pos'a” 3acTocyBaHHsA", "Mo6iuHi peakuii" BigNOBIAHO [0
KOHTeliHepi "®apmaue OHOB/EHOI iHthopMaLii 3 6e3nekn Ajtoyoi peyoBUHN
n1acTMacoBoMmy; Mo BTWYHA NikapcbKoro 3acoby.
1 KOHTelHepy B KomMnaHis MepioguyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
KapTOHHI KOopoo6Li "3p0pos'a” 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHA
chapmakoHarnsgy, 3aTBepixeHoro Hakasom MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Bifg 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi OCTULT YkpaiHu 29
ciyHs 2007 poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 300P0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTpPOKaMu,
3a3HavyeHVMK Y NepiogNYHOCTI NOAaHHA perysiapHuX 3BiTiB
3 6e3neku.
26. TUPEOIAEA PO34MH NS IH'EKLN; Bionoriwe HimeyuunH Bionoriwe HimeyunHa MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH. 3a He UA/4248/01/01
KOMMNO3WUTY | no 2,2 mn B amnyni; Xanbmitt a XalinbmiTrens OHOB/IEHO iHGhopMaLito B IHCTPYKLiT 418 MeguyHoro peyenmom nionsea
M no 5 amnyny enb Xeenb Xeenb Mv6X 3acTOCyBaHHSA NikapCcbkoro 3acoby y posainax €
KOHTYpPHil 6X "Oco6MBOCTI 3acToCyBaHHA", "Cnocib 3acTocyBaHHA Ta
YapyHKOBIli [o3n" (yTouHeHHs iHdhopmadii) BignoBigHoO [0 matepianis

ynakosLj; no 1 a6o
no 2, abo no 20

peecTpavjiiHoro focbe.
MepioANYHICTb NOAAHHSA PerynsipHO OHOBJ/IIOBAHOIO 3BITY 3
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsio4eHHs

KOHTYPHUX
YyapyHKOBUX
YyNakoBOK Yy KOPO6Lj
3 KapTOHY

6e3neku, BignoBigHO Ao Mopaaky 34iicCHeHHA
chapmakoHarnsgy, 3aTBepAxeHoro Hakasom MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi oCTULiT YkpaiHu 29
ciyHa 2007 poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMUTb: 3riAHO 3i CTPOKaMMU,
3a3HavyeHVMK Y NepiogNYHOCTI NOAaHHA perynispHuX 3BiTiB
3 Gesneku.

27.

TOMIPAMIH

TabneTkun, BKPUTI
060/10HKO10, N0 25
Mr, no 60 TabneTok
y dhnakoHax

dapmacai
HC IHK.

KaHaga

dapmacaiiHc IHK.

KaHaga

MepepeecTpavis Ha HEOOMEXEHUI TEPMIH.
OHOB/IEHO iHGhopMaLito B IHCTPYKLUiT A8 MeguyHoro
3aCTOCyBaHHSA NiKapcbKoro 3acoby y po3ginax
"®apmMakooriyHi B1lacTUBOCTI" (YTOUYHEHHS
iHhopmalii),"B3aemogist 3 iHLWIMMK NikapCbkrMu 3acobamu
Ta iHWi BMAM B3aemogjin", "OcobmMBOCTI 3acTOCyBaHHSA",
"3acTocyBaHHS y nepiog, BariTHOCTi abo roflyBaHHs
rpyaar'(yTouHeHHs iHdpopmadii), "Cnocib 3acTocyBaHHSA
Ta fo3n" (yTouHeHHs iHdopmauii), "MobiuHi peakwyi
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3neku
3aCTOCYBaHHS Ait040i PEHOBUHMN.
MepiognyHiCTb NOAAHHA PEryIipHO OHOB/IOBAHOTO 3BITY 3
6e3neku, BignoBigHO Ao Mopaaky 34iicHeHH:
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom MiHictepcTea
OXOPOHW 340pOB’A YKpaiHuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi ocTuLiT YkpaiHu 29
ciuHs 2007 poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), CTaHOBMTb: 3riAHO 3i CTPOKaMMU,
3a3HavyeHVMK Y NepiogNYHOCTI NoAaHHA perynisipHuX 3BiTiB
3 Gesneku.

3a
peyenmom

He
nionsiea
€

UA/4294/01/01

28.

TOMIPAMIH

TabneTku, BKPUTI
060/10HKO10, o 100
mr, no 100 TabneTtok
y thrnakoHax

dapmacai
HC IHK.

KaHaga

dapmacaiiHc IHK.

KaHaga

MepepeecTpalis Ha HEOBMEXEHNA TEPMIH.
OHOB/IEHO iHGhopMaLito B IHCTPYKLii AN MeguyHoro
3acTOCyBaHHS NiKapcbKoro 3acoby y po3ainax
"apmMakonorivHi B1lacTnBoCTi" (YTOUHEHHSA
iHchopmalii),"B3aemogist 3 iHLIMMK NikapCbKrMu 3acobamu
Ta iHWi BMAW B3aemogjin”, "OcobamBOCTi 3acToCyBaHHS",
"3acTocyBaHHS y nepiog, BariTHOCTi abo roflyBaHHs
rpyaar'(yTouHeHHs iHdpopmadii), "Cnocib 3acTocyBaHHS
Ta fo3n" (yTouHeHHs iHdpopmauii), "MobiuHi peakwyii
BiANOBIAHO O OHOBMEHOT iHhopMaLlii 3 6e3neku
3aCTOCYBaHHS Ait040i PEHOBUHMN.
MepiognyHiCTb NOAAHHA PEryspHO OHOB/OBAHOTO 3BITY 3
6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS
thapmakoHarnsgy, 3aTsepkeHoro Hakasom MiHictepctsa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepCTBi loCTULi YKpaiHu 29
ciuHg 2007 poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB's YKpaiHu Big 26 BepecHs

3a
peyenmom

He
nionsiea
€

UA/4294/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsio4eHHs

2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTPOKaMMU,
3a3HavyeHVMK Y NepiogNYHOCTI NoAaHHA perynispHuX 3BiTiB
3 Gesneku.

29.

TOMIPAMIH

TabneTkun, BKPUTI
060/10HKO10, 200 Mmr,
no 100 TabneTok y
dhnakoHax

dapmacai
HC IHK.

KaHaga

dapmacaiiHc IHK.

KaHaga

MepepeecTpavis Ha HEOOMEXEHUI TEPMIH.
OHOB/IEHO iHGhopMaLito B IHCTPYKLUiT 418 MeguyHoro
3aCTOCyBaHHS NiKapcbKoro 3acoby y po3ainax
"®apmMakooriyHi B1acTUBOCTI" (YTOYHEHHS
iHhopmalii),"B3aemogist 3 iHLWIMMK NikapCbkrMuK 3acobamu
Ta iHWi BMAW B3aemogjin”, "OcobmMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHS y nepiog BariTHOCTi abo roflyBaHHs
rpyaar'(yTouHeHHs iHdpopmadii), "Cnocib 3acTocyBaHHSA
Ta fo3n" (yTouHeHHs iHdopmauii), "MobiuHi peakwyi
BiANOBIAHO [0 OHOBMEHOT iHhopMaLii 3 6e3nekn
3aCTOCYBaHHS Ait040i PEHOBUHMN.
MepiognyHICTb NOAAHHA PEryIipHO OHOB/IOBAHOTO 3BITY 3
6e3neku, BignoBigHo Ao Mopaaky 34iicHeHHs
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi ocTuLii YkpaiHu 29
ciuHs 2007 poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), CTaHOBMTb: 3riAHO 3i CTPOKaMMU,
3a3HavyeHVMK Y NepiogNYHOCTI NoAaHHA perynisipHuX 3BiTiB
3 Gesneku.

3a
peyenmom

He
nionsea
€

UA/4294/01/03

30.

TPOCAH

TabneTku, BKPUTI
nNiBKOBOK
060/10HKOI0, N0 25
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHI Kopoo6Li

Aypo6iHao
Papma
nrtg,

IHAjsA

Aypo6iHgo ®apma
Nimiten - FOHIT 111

IHAjA

MepepeecTpalisi Ha HEOBMEXEHNA TEPMIH.
OHOB/IEHO iHGhopMaLito B iIHCTPYKLIT 4151 MEAUYHOTO
3aCTOCyBaHHSA NiKapcbKoro 3acoby y po3ainax
"Moka3saHHA", "MNpoTunokasaHHA", "B3aemogis 3 iHW1mun
nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aEMOSIii",
"Oco6nMBOCTI 3acTocyBaHHA", "3acTocyBaHHs y nepiog,
BariTHoCTi abo rogyBaHHs rpyaato”, "3aaTHicTb BNAnBaTH
Ha LWBWAKICTb peakLil Npy KepyBaHHi aBTOTPaHCNOPTOM
ab0 iHWKYMK MexaHi3mamm”, "Crocib 3acTocyBaHHsA Ta
nosn”, "Aitn", "MepenosysaHHsa", "Mo6iyHI peakuii”
Bi4NoBiAHO A0 iHGhopMaLii pedhepeHTHOro Nikapcbkoro
3acoby JIO3AMN®.

MepiognyHICTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO o Mopaaky 34iicHeHHS
hapMakoHarnsgy, 3aTBepAXeHoro Hakasom MiHicTepcTea
OXOPOHY 340POB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULi YkpaiHu 29
ciuHs 2007 poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 3[0P0B'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HavYeHVMU y NepiogMYHOCTI MOAaHHSA PerynsipHuX 3BiTiB
3 6esneku.

3a
peyenmom

He
nionsiea
€

UA/11737/01/01

31.

TPOCAH

TabneTkun, BKPUTI
NiBKOBOO

Aypo6iHao
Papma

IHais

Aypobingo ®apma
Jlimiteq - HOHIT IlI

IHais

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.

3a
peyenmom

He
nionsea

UA/11737/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayiliHo2o

nocsio4YeHHs

060/10HKOI0, Mo 50
Mmr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHIA Kopoo6Li

nTp,

OHOB/EHO iHGhOpMaLito B IHCTPYKLIT 4719 MEeANYHOro
3aCTOCYBaHHSA NMikapcbkoro 3acoby y posginax
"MokasaHHs", "MpoTunokasaHHsa", "B3aeMogis 3 iHLWMMU
nikapcbknuMmn 3acobamu Ta iHWi BUAW B3aEMogii",
"Ocob6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHs y nepiog,
BariTHoCTi abo rogyBaHHsa rpyaat", "3aaTHicTs BnaveaTu
Ha WBWAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM
a60 iHWKYMK MexaHi3mamMu”, "Crocib 3acTocyBaHHs Ta
nosn”, "Aitn", "MepenosysaHHsa", "Mo6iyHI peakui™
BiANOBIAHO A0 iHopMaLii pechbepeHTHOro NikapCcbKoro
3aco6y JIO3AMN®.

MepiognyHICTb NOAAHHA PEryspHO OHOB/IOBAHOTO 3BITY 3
6e3neku, BignoBigHO Ao Mopaaky 34iicCHeHHSA
chapmakoHarnsgy, 3aTBepAxeHoro Hakasom MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi oCTULiT YkpaiHu 29
ciyHs 2007 poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB'SA YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTPOKaMMU,
3a3HavyeHVMK Y NepiogNYHOCTI NoAaHHA perynspHuX 3BiTiB
3 Gesneku.

€

32.

TPOCAH

TabneTkun, BKPUTI
nNiBKOBOK
060/10HKO0, 1Mo 100
mr; no 10 TabneTok
y 6nictepi; no 3
6nictepu B
KapTOHHIA KopooLi

Aypo6iHao
Papma
nrtg

IHgis

Aypo6ingo ®apma
Nimiten - FOHIT 111

IHais

MepepeecTpavis Ha HEOOMEXEHUI TEPMIH.
OHOB/IEHO iHGhopMaLito B iIHCTPYKLIT 4151 MEAUYHOTO
3aCTOCyBaHHS NiKapcbKoro 3acoby y po3ginax
"MokaszaHHs", "MpoTrnokasaHHs", "B3aeMogis 3 iHLWMMK
nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aEMOSiii",
"Oco6nMBOCTI 3acTocyBaHHA", "3acTocyBaHHs y nepiog,
BariTHoCTi abo rogyBaHHs rpyaato”, "3aaTHicTb BNAnBaTH
Ha LWBWAKICTb peakLil Npy KepyBaHHi aBTOTPaHCNOPTOM
abo iHWKYMK MexaHisamamm”, "Crocib 3acTocyBaHHsA Ta
nosn”, "Aitn", "MepenosysaHHsa", "Mo6iyHI peakuii”
BigNoBigHO A0 iHdhopMaLii pedhepeHTHOro NiKapcbkoro
3acoby JIO3AMN®.

MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS:
hapMakoHarnsgy, 3aTBepAXeHoro Hakasom MiHicTepcTea
OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULi YKpaiHu 29
ciyHs 2007 poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpOHU 340POB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HavYeHVMU y NepiogMYHOCTI NOAaHHSA PErynsipHuX 3BiTiB
3 6esneku.

3a
peyenmom

He
nionsea
€

UA/11737/01/03

33.

LE®ENIM

MOPOLLIOK A5
PO34nHy Ansi

iH ekuili no 1000 mr
1 chnakoH 3
NOPOLLKOM Y Kopobui

BITA CAH
nTh

Bennko6p
nTaHis

Csicc
MepeHTepasic
nra.

IHAis

MepepeecTpauis Ha HEOGMEXEHUIA TEPMIH.
OHOB/EHO iHGhOpMaL,ito B IHCTPYKLIT 4719 MeANYHOro
3acTocyBaHHSA Nikapcbkoro 3acoby y posginax
"®apmakoTepaneBTuyHa rpyna”, "MNokasaHHa" BigNOBIAHO
[0 iHhopmauii pehepeHTHOro Nikapcbkoro 3acoby

3a
peyenmom

He
nionsea
€

UA/15345/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
3 KapTOHY Maxipime (B YkpaiHi He 3apeecTpoBaHuii).

MepioguyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0 MopaaKy 34iiCHEHHS
chapmakoHarnsgy, 3aTBepikeHoro Hakasom MiHictepctea
OXOPOHW 30POB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTsi OCTULT YkpaiHu 29
ciyHa 2007 poky 3a Ne 73/13340 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHUW 3[0P0B'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rifAHO 3i CTPOKaMMu,
3a3HavYeHVMU y NepiogMYHOCTI MOAaHHS PerynsipHuX 3BiTiB
3 6e3neku.

FeHepanbHU AUpeKTop

AvpekTopaTy chapMaueBTUUHOIO 3a6e3neyeHHs

OnekcaHgp KOMAPIOA




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»

Big 23 kBiTHA 2021 poky Ne 817

NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTOMNYHUX MPENAPATIB), LLOAO AKX BY/I BHECEHI 3MIHU 0
PEECTPAUIMHUX MATEPIAJIB, AKI BHOCATbLCA A0 AEPXXABHOI'O PEECTPY JNIIKAPCbKNX 3ACOBIB YKPAIHU

nonieTUNeHOBUX NakeTax
ANA BUpo6bHMLTBA
CTEPUNIbHUX NiKaPCbKMX
dopm

3MiHa y napameTpax cneuudikauii Ta/abo
LONyCTUMUX MeX, BU3HaYeHUX Yy cneumdikauisx
Ha A®I, abo BMXigHWIA/NPOMDKHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci Bupo6bHuLTBa AP (0ONOBHEHHSA
cneundikaLii HOBUM NMOKA3HNKOM SKOCTi Ta
BiANOBIAHUM METOA0M BUNPOBYBaHHS); CynyTHS
3MiHa - 3MiHK 3 AKkocTi. A®L. KoHTposb AdL. 3miHa
y MeTogax sunpobyeaHHa APl abo BuxigHOro
marepiany/npomiKHOro NPoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdDI
(iHWi 3MiHM B MeTodax BUNPOGyBaHHSA (BKIOHaKUN
3aMiHy abo [JOMOBHEHHS) A5 peareHTy, Lo He
CMPUYNHSAE ICTOTHOTO BMUBY Ha AKICTb ADI).
[lonoBHeHHs cneuudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMNOBIAHMM METOA0M BUNPOOYBaHHS):
TecT MikpobionoriyHa ynMcToTa, pefakuiiiHi npasku
00 TecTy MNpo30opicTb PO34nHY; 3MiHK | TURy -
3MiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. 3mMiHW, NoB'a3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii AdY abo EBponeiicbkoi hapmakoneri,
ab0 iHWOi HauioHas1bHOI dhapmakonei aepxasn E€C
(3miHa y crneumdikalisx, nos'a3aHa 3i 3amMiHO
BUMOT MOHorpacii 4dY abo iHLWOoi HalioHaNbHOT
thapmakonei gepxasu €C Ha BUMOrn MoHorpadii
€Bponeiicbkoi hapmakornel); cynyTHS 3MiHa -
3MiHu 3 aKocTi. A®Il. KoHTposb A®L. 3miHa y
mMeTogdax BunpobyBaHHsa AP abo BMXigHOro
MaTtepiany/npomiKHOro NpoAyKTy/peareHTy, Wo

Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa BionycKky peecmpayjiliHo2o
3acoby ynakoska) NnocBi04Y€eHHs1
1. L-TPUMTO®AH | nopollok (cybeTaHuis) y TOB Ykpaina Kiosa Xakko Bio Ko., AnoHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/10700/01/01
noABIiHNX «MynbTidhapma» nrp. 3MiHM | Tuny - 3miHK 3 akocTi. A®I. KoHTponb AdI.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BUKOPWCTOBYETLCA Y NpoLeCi BUpobHMLTBA ADI
(iHWi 3miHM B MeToAax BUNPOBYBaHHSA (BKIOUAOUU
3aMiHy abo [OMNOBHEHHS) A5 peareHTy, Lo He
CMPUYMHSE ICTOTHOrO BM/IMBY Ha SKICTb ADI).
MpuBeaeHHs nokasHukis fo Bumor EP ansa
MOKpaLLEeHHS Ta YA0CKOHaIEHHS! BUNPOBYBaHHSA
AKOCTI CybCTaHLii, a came NoKasHUK1N AMOHIl,
CTOpPOHHI amiHOK1CNoTN, Pe4yoBrHN A Ta iHLWi
CYNyTHi AOMILLKV; 3MiHW | TUMY - AONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM Ta BiAMOBIgHUM
MeTOA0M BUNPOGYBaHHSA: TeCT 3a/IMLLKOBa
KINbKICTb OpraHiyHMX PO3UMHHUKIB; pefakuiliHi
npaBKW A0 NOKa3HWKIB: 6aKTepiasibHi eHAOTOKCUHU;
3arasibHa 30/1a; apceH

AAEHOMA-
rPAH

rpaHynu, no 10 r y nenani

a60 y hnakoHi 3 KPULLKOIO;
no 1 neHasny a6o nakoHy
B NayLi 3 KApTOHY

MpAT
"HaujioHanbHa
[omeonaTtnyHa
Cninka"

Ykpaina

MpAT "HaujoHanbHa
[omeonaTtnyHa
Cninka"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis:
3MiHM | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta hapmakoHarnsgy - OHOB/MIEHHSA TEKCTY
MapKyBaHHS yNakoBKM MiKapCbKoro 3acoby 3
BHECEHHSAM iHchopMmaLii LWoA0 3a3HauYeHHs
OAVHMLb BUMIPIOBaHHA Y cuctemi Sl

6e3
peyenma

UA/8296/01/01

AAMEHTA 10

TabneTkn, BKPUTI
N/1iBKOBOI 06O/TOHKOI0, MO
10 mr no 10 TabneTok y
6nictepi; no 3 6ictepy B
KapTOHHI ynakoBLi

CaH
dapmacboTuKan
IHoacTpi3
Nimiten

IHais

CaH
dapmacbloTuKan
IHpacTpi3 fTg,

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsagy. BunydenHs (cuna gair).
BunyyeHHs gosysaHHA 5 Mr J13. 3aTtBepaKeHo:
TabneTku, BKPMTI NIBKOBOIO 0GOTOHKOO, N0 5 Mr,
no 10 mr. 3anponoHOBaHO: TabNeTkn, BKPUTI
N/1iBKOBOK 060/10HKO0, N0 10 Mr. 3MiHW BHECEeHI
[0 IHCTPYKL|T 4519 MeANYHOro 3acToCyBaHHsA
nikapcbkoro 3acoby y po3ainu "Cknag', "/likapcbka
hopma” (LLLOA0 OCHOBHUX (DI3UKO-XIMIYHUX
BrlacTmBocTeit), "Cnoci6 3actocyBaHHs Ta fo3un”
LLOA0 BUNYYEHHA cunu aii 5 mr

3a
peyernmom

UA/15449/01/02

A3APIrA®

Kpansi o4Hi, no 5 mny
chnakoHi-KpanesbHULj
"pon-TeliHep®"; no 1
hnakoHy-KpanesibHUL,j y
KOpOOGLi 3 KapTOHY

HoBapTic ®apma
Al

LLIseliyapi
o

AnKoH-KyBpbOp

Benbris

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
3MiHU | TUNY - HE3HaYHI 3MiHWN B NpoLLeCi
BMPOOHULITBA NMPOMDKHMX pevyoBuH PS-4998, PS-
4999 Ta Crude AL-4862 Ha 2 Ta 4 eTani CUHTe3y y
npoveci BUpo6bHULITBA Ait0U0T PEHOBUHN
6puH30Namigy Bupo6Hukom Carbogen AMCIS AG,
LLIBeliLapisi. A TakoX BHECEHI pefakuiiiHi npaBku
o po3sgainy 3.2.S.2.6.Po3pobka BUpo6HUYOro
npouecy; 3miHu | Tuny - 3MiHW y napaMeTpax
crneumdikauii Ha NPOMiIXXHUIA NpoAyKT PS-4999, wo
BMKOPWCTOBYETbLCS Y NPOLIECI BUPOGHMLTBA Ajit0HOT
peyoBUHM 6prH30namigy BupobHukom Carbogen

3a
peyenmom

UA/10400/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

AMCIS AG, LUBeiiuapisi, a came: 3By)XeHHS
JOMyCTUMUX MEX 3a napameTpoM «Assay
(HPLC)» Ta yTO4YHEHO OMUC 30BHILLHLOTO BUIAAY
PeyoBVHM 3a NapameTpom «Appearance»; 3MiHu |
TMNy - 3MiHW Y NapameTpax crneundikawii Ha
npomikHuii npoaykT Crude AL-4862, Lo
BUKOPWCTOBYETLCA Y NPOLLECI BUPOBHMLITBA fiH0HOT
peyoBuHM 6prH30Namigy BupobHukom Carbogen
AMCIS AG, LBeliuapis, a came: 3ByXeHHS
[OMyCTUMUX MeX 3a napameTpom «Purity
(HPLC)»; 3miHu | TMNY - 3MiHM Y napameTpax
cneuudikauii Ha BUXigHWiA maTepian AM-1001, wo
BUKOPWCTOBYETLCA Y NPOLLECi BUPOBHMLITBA [it0HOT
peyoBuHM 6prH30Namigy BupobHukom Carbogen
AMCIS AG, LLBeiiuapis, a came: - BUYYEHHS
BEPXHbOI Mexi 3a napameTpom «Melting point»; -
YTOUYHEHHS CTOCOBHO BiZMNOBIAHOCTI CNEKTpY
eTasioHa noniMopchHOI hopmu 3a napameTpom
«ldentity IR»; - no napameTpy «Purity HPLC»
BBEEHO BM3HAYEHHS OKPeMUX iHAUBIAYaIbHUX
[OMILLIOK MPOMDKHOro NpoaykTy PS-4997; - nogaHo
napameTp «Residual Solvents by GC» 3
BiANOBIAHUM METOA0M BUNPOBYBaHHS; 3MiHM |
TUMY - 3MiHW y napameTpax cneuudikauii Ha
BUXigHWI maTepian p-Toluenesulfonyl chloride, wo
BMKOPWUCTOBYETLCA Y NPOLLECi BUPOBHMLITBA fitoHO0T
pevoBuHM 6prH30Namigy BupobHmukom Carbogen
AMCIS AG, LUBeiiuapis, a came: - yTOUHEHO
ponyctumi mexi 3a napameTpamm «Solution
clearness» Ta «Assay»; - BUNPaB/IEHO APYKAPCbKy
MOMWJIKYy CTOCOBHO METOZY BU3HAYEHHS
napameTpy «Assay»; - 40AaHO NapaMeTpu
«ldentity (HPLC)», «Purity (HPLC)» Ta «Water
(KF)»; 3MmiHn | TURY - 3mMiHa y MeTogax
BMNPOBGYBaHHSA BUXIAHOIO MaTepiany
hydroxylamine-O-sulfonic acid (HOSA), wo
BUKOPWCTOBYETLCA Y NPOLLECI BUPOBHMLITBA [iH0HOT
peyoBuHM 6prH30Namigy BupobHukom Carbogen
AMCIS AG, LLBeiiuapis, a came: 3amiHa MeToay
TUTPYBaHHSA 3a napameTpoM «Assay»
(3aTBEPAXEHO: IOLOMETPUYHE TUTPYBAHHS;
3anponoOHOBaHO: KMC/IOTHO-OCHOBHE TUTPYBaHHS)

AWUrNIMET

TabneTkn, BKpUTI
NNiBKOBOI 060J10HKOID, MO
50 mr/850 wmr; no 7
TabneToK, BKPUTUX
NNiBKOBOIO 060/1I0HKOM, Y
6nicTepi, no 4 6nictepn y

AT "dapmak"

YKpaiHa

AT "dapmak",
YkpaiHa (nepBrHHe
Ta BTOPVHHE
nakyBaHHs,
MapKyBaHHs, BUNYCK
cepii 3 npoAykuji in

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHM | TUNY - 3MiHK 3 AIKOCTi. FOTOBUIA NiKapCbKuii
3aci6. Onuc Ta cknag - NpuBeAeHHs iHdopmaLii 3a
nokasHukom «Onuc» y Cneuundikadii Ta meTogax
KOoHTponto MKA /13 y BignosigHicTb 40 MaTepianis

BMpo6HMKa OmaH PapmacbioTvkan Npogakrc

3a
peyenmom

UA/18279/01/01
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50 mr/1000 wmr; no 7
TabneToK, BKpUTUX
N/1iBKOBOI 060/OHKOIO Y
6nictepi, no 4 6nictepn y
nauuj i3 kKapToHy

Ta BTOPVHHE
nakyBaHHs,
MapKyBaHHS, BUNYyCK
cepii 3 NpoAyKuii in
bulk chipmm-
BMpOGHMKa OMaH
PapmacbioTuKan
MpogakTc KomnaHi
NNC, OmaH)

3aci6. Onuc Ta cknag - npuBefeHHs iHdopMmaLii 3a
nokasHukom «Onunc» y Cneuundikauii Ta metTogax
KoHTponto MKA /13 y BignosigHicTb 40 MaTepianis
BUpo6HMKa OMaH dapmacbioTukan Mpogakrc
Komnani /INC, OmaH; 3anponoHoBaHo: TabnieTku
OBaU1bHOI ChopMU, rNajki 3 ABOX CTOPIH, 3i
CKOLLEHUMU Kpasimu, BKPUTI NNIBKOBOHO
060/10HKO0, TEMHO-)XOBTOrO KOMIbOPY 3 PO3MipOM
6113bKo 21,3 x 10, 1 MM. 3MiHN BHECEHI B
IHCTPYKL,il0 ANS MeAnyHOro 3acTocyBaHHs /13y p.
"Nikapcbka dhopma” (0OCHOBHI (Pi3NKO-XiMiYHi
B1IacTUBOCTI). BBeeHHA 3MiH NPOTAroMm 6-Tu
MicALiB nicnsa 3aTBepAKeHHs

Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nauuj i3 kKapToHy bulk chipmm- KomnaHi /1/1C, OmaH; 3anponoHoBaHo: Tabnetku
BMpo6HUKa OMaH OBaU1bHOI hopMU, rNajki 3 ABOX CTOPIH, 3i
PapmacbloTukan CKOLLEHUMW Kpasimu, BKPUTI MNIBKOBOO
MpoaaxkTc KomnaHi 060/10HKOI0, XOBTOrO KO/IbOPY 3 PO3MipOM
NNC, OmaH) 6nu3bko 20,7 x 8,8 MM. 3MiHV BHECeHI B
IHCTPYKLi0 ANA MeAnyHOro 3atocyBaHHs /13y p.
"Nikapcbka dhopma” (OCHOBHI (Pi3VKO-XiMiYHi
BNacTUBOCTI). BBeeHHSA 3MiH NPOTArom 6-Tu
MicsILiB NicNs 3aTBEPAYKEHHS
6. AU NIMET TabneTkn, BKpUTI AT "dapmak” YkpaiHa OmaH OwmaH BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: - UA/18309/01/01
NNiBKOBOI 060JI0HKOIO, MO dapmacbloTukan 3MiHU | TUNY - 3MiHK 3 AAKOCTi. FOTOBUIA NiKapCbKuii
50 mr/1000 wr, in bulk no MpogakTc KomnaHi 3aci6. Onuc Ta cknag - NpuBeAeHHs iHdopmaLii 3a
20 kr y nonieTnieHoBOMy nnc nokasHukom «Onuc» y Cneuundikadii Ta meTogax
nakeri, BK1ageHoMy Y KOHTponto MKA /13 y BignosigHicTb A0 MaTepianis
NOTPINHWI NamiHOBaHWIA BUpo6HMKa OMaH dapmacbioTukan Mpogakrc
naker, L0 MiCTUTb KomnaHi /1/1C, OmaH; 3anponoHoBaHo: Tabnetku
nakeTuk 3 cunikarenem; O0BaU1bHOI (hopMU, rNajki 3 BOX CTOPIH, 3i
BKNAAEHWUIA Y N1acTUKOBUIA CKOLLUEHUMW Kpasimu, BKPUTI MNIBKOBOO
6apabaH 060/10HKOI0, TEMHO-)XOBTOIO KO/IbOpY 3 PO3MipoM
6113bKo 21,3 x 10,1 Mm
7. AUMNIMET TabneTku, BKpUTI AT "dapmak" YkpaiHa AT "®apmak”, YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/18310/01/01
NAiBKOBOK 000J1I0HKOHO, MO YkpaiHa (nepBrHHe 3MiHM | TUMY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii peyenmom
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KapTPUIKIB Y KAPTOHHIl
Kopoo6Li

HanoBHEHHS B
MeHdin®, nepBuHHa
ynakoBka, KOHTPO/b

AKOCTI Ta
BiANOBIAaIbHMI 3a

BWMNYCK Cepiii
KIHLLeBOro NpoAayKTy:
A/T Hoso Hopgick,

[aHis;
BunpobHMK

A®I, NpomiXHOro NpoaykTy abo rotoBoro
nikapcbKoro 3acoby, AiNbHNLi AN NPoBeeHHS
nakyBaHHS, BUPOGHUKA, BifMOBIAaIbHOMO 3a
BUWMYCK Cepiid, MicLle NPOBEeAEHHSI KOHTPOSHO cepii)
ab0 nocTtavyasibHMKa BUXIAHOTO MaTepiasny,
peareHTy abo AONOMIXHOT PEYOBMHY (AKLLO
3a3HayeHo y A0CbE). BunyyeHHs BUPOBHNUMX
QyHKUil «36UpaHHs, MapKyBaHHS, BTOPUHHE
nakyBaHHs Ta BifnoBifasibHUIA 3a BUMYCK Cepiii»
ans BupobHuka Hoeo Hopgaick MpogatokcboH CAC,

Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
8. AUMNIMET TabneTku, BKpUTI AT "dapmak" YkpaiHa OwmaH OwmaH BHECEHHS 3MiH 0 peecTpavliiiHix maTepianis: - UA/18278/01/01
NNiBKOBOIO 060J10HKOMD, MO PapmacboTukan 3MiHM | TUMY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbKUii
50 mr/850 wmr, in bulk no 20 MpogakTc KomnaHi 3aci6. Onuc Ta cknag - NpuBefeHHs iHdhopmaLii 3a
K y nonieTusieHoBomy nnc nokasHukom «Onuc» y Cneuundikadii Ta metTogax
nakeri, BK1ageHoMy Yy KoHTponto MKA /13 y BignosigHicTb 40 MaTepianis
noTpiliHWiA NamiHoBaHwi BUpo6HMKa OMaH dapmacbioTukan Mpogakrc
naker, Lo MiCTUTb KomnaHi /1/1C, OmaH; 3anponoHoBaHo: Tabnetku
nakeTuk 3 cunikarenem; OBaU1bHOI hopMU, rNajki 3 ABOX CTOPIH, 3i
BKaeHWiA y NNacTUKOBUIA CKOLLEHUMW Kpasimu, BKPUTI MNIBKOBOO
6apabaH 060/10HKOI0, )XOBTOTO KOJIbOPY 3 PO3MiIpOM
6113bko 20,7 X 8,8 MM
9. AKTPANIA® PO3unH ANs iH'ekuin, 100 AIT Hoso [JaHis A/T Hoso Hopgick, [Nanis/ BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3a UA/0325/01/02
HM MO/mn; no 10 mny Hopgaick [aHist (BUpoGHMK ®paHuis 3MiHM | TUMY - 3MiHW 3 AKOCTi. FOTOBMIA NiKapCbKUiA peyenmom
hnakoHi; no 1 dpnakoHy y [0J11 MapKyBaHHs Ta 3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa po3mipy cepil
KapTOHHI KOpo6Lii ynakoBku (hNaKoHiB, (BK/THOMALOUM fiana3oH po3Mipy cepii) roToBOro
BTOPUHHOTIO nikapcbkoro 3acoby (MacwTtab ans nikapcbkoro
nakyBaHHs); A/T 3aco6y 6i0/10r4YHOro/iMyHO10TIYHOIO MNOXOAXKEHHS
Hoso Hopagick, 36iNbLUMBCS/3MEHLIMBCA 6€3 3MiHM BUPOOHUYOro
[aHist (BUpoGHMK npouecy (Hanpuknag Ay6BaHHS NiHiY)) -
Hepo3ghacoBaHoro 36iNbLUEHHSA Aiana3oHy po3mipy cepii roToBoro
NPOAYKTY, nikapcbKoro 3acoby A5 BUPOBHNYOT AiNIbHUL
HanoBHEHHA B Hoso Hopgaick MpogtokcboH CAC, dpaHuis.
h1akoHU, NepBUHHA 3anponoHosaHo: 600 n - 3000 n
ynakoBKa, KOHTPO/Ib
AKOCTI Ta
BiANOBigaIbHUI 3a
BWMNYCK Cepiit
KiHLLeBOro
npoaykty); Hoso
Hopgaick
MpopatokcboH CAC,
®paHuis (BUPOBHNK
npoayKuii 3a NOBHUM
LMK/IOM)
10. AKTPANIA® PO34uH AaNs iH'ekuiid, 100 A/T Hoso [JaHis Bupo6Huk [anisa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/12611/01/01
HM NEH®PIN® MO/mn; no 3 mny Hopgaick Hepo3acoBaHoro PpaHuis/ 3MiHY | TUNY - AAMIHICTPATVBHI 3MiHW. BunyyeHHs peyenmom
KapTpuaxi; no 5 NpOAYyKTY, Bpasunis BMPOGHWYOT AinbHUL (BKIHOYAKUN AiMbHUL ANS




27

Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Hepo3dacoBaHoro 45, aBeHto 4'OpneaH, 28000, LWapTp, ®paHuis
NpoAYyKTY, NepBUHHE (Novo Nordisk Production SAS, 45 avenue
nakyBaHHs Ta d’Orleans, 28000 Chartres, France), ockifibku
KOHTPO/b 6aUiky. BMPOGHMLITBO MPOAYKLIi 32 aHNMK DYHKLISMU He
KOHTpOsb SKOCTI 6yae 3ailicHioBaTHCA 419 YKpaiHW. 3MiHW BHECEHO
6as1Ky rotoBoro B IHCTPYKLilO 4151 MEAMYHOro 3acTOCyBaHHS LLOAO
NpoAyKTy Ta HaliMeHyBaHHA Ta MiCLie3HaX0MKeHHA BUPOOHUKa
KiHLLEBOrO MPOAYKTY: i3 BIANOBIAHUMW 3MiHAMW Y TEKCTi MapKyBaHHS
Hoso Hopgaick YMakoBKM NikapcbKoro 3acoby.
MpogtokcboH CAC, BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
®paHuis; 3aTBEPAKEHHS.
Brpo6Huk gns
MapKyBaHHS Ta
ynakoBku MeHpin®,
BTOPVHHOIO
nakyBaHHS:
A/T Hoso Hopgick,
[JaHis;
Brpo6HuK
Hepo3dhacoBaHOl
npoayKujii, nepBrHHa
Ta BTOPVHHA
ynakoBka:
Hoso Hopgaick
Mpoaykao
dapmaceyTika [0
Bpasinb NTaa.,
Bpasunis
11. ANEPIFO3AH® TabneTku, BKpUTI AT «Codhapma» Bonrapis AT «Codhapma» Bonrapis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 6e3 UA/17179/01/01
NAiBKOBOK 000JI0HKOIO, MO 3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa peyenma
5 mr no 10 TabneTok y HaliMeHyBaHHs Ta/abo agpecu 3asBHUKa
6nicTepi; no 1 a6o 3 (BnacHviKka peecTpauiiHoro NoCBigYEHHS) - 3MiHa
6nicTepy B KApPTOHHIiA HalilMeHyBaHHS Ta aapecy 3asiBHUKA aHINifCbKO
nauui MOBOIO; 3MiHU | TUNY - AAMIHICTPaTVBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu micua
NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BkIoyaum
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHSN
KOHTPOJI0 SIKOCTI. (ZiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOpPTEpP, BK/IOUAOUM BUMYCK Cepili) -
3MiHa HallMeHyBaHHS Ta agpecy BUpobHuka 13
AT "Codpapma", Bonrapisi aHrniincbKo MOBOH,
6e3 3MiH1 Micusi BUpoOHMLUTBA
12. ANYBIA TabneTkn, BKPUTI E66BI LLIseliyapi NOBHWI UMK HimeuuunHa/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/6423/01/01
NAiBKOBOK 000JI0HKOHD, MO BiodhapmachktoTi A BMpO6HULTBA: EGOBI Ykpaina 3MiHun 1l Tuny - 3miHK Woao 6e3neku/echekTUBHOCTI peyenmom
200 mr/50 mr; no 120 Kan3 Mé6xX Loiuneng MmeX i Ta hapmakoHarnsgy. BHeceHHs abo 3miHa(v) oo

TabneToK y d1akoHi; no 1

Ko. KI', HimeuuunHa,;

3000B'A3aHb Ta YMOB B/JaYi peecTpauiiHoro
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

hN1aKoHy Y KapTOHHIi
KopoobLi

anbTepHaTUBHWIA
BUPOBHUK
BiANOBIfaNbHWIA 32
BTOPVHHE
nakyBaHHA Ta
BUnNyck cepii: MpAT
"lHpap”, Ykpaida

NOCBiAYEHHS, BKOYatouy MNnaH ynpasniHHS
pu3nKamu (3acTocyBaHHS 3MiH(1), Aki(a)
BMMaraTb(€) NoJaNbLLOro 06rpyHTYBaHHS
HOBMMM [OLATKOBUM AaHUMK, L0 MatoTb
Ha/JaBaTnca KOMMETEHTHUM OpraHoM, OCKIIbKM
BMMAaraeTbCs CyTTEBA OLiHKA KOMNETEHTHUM
opraHom) - 3asiBHMKOM HaiaHO OHOBJ/IEHWIA NaH
ynpaBiHHA pu3nkamu Bepcis 9.1.
3MiHV BHECEHO A0 YacTuH Il «Cneuundikauis 3
6e3nekn», Il «MnaH 3 hapmakoHarnagy», V
«3axoan 3 MiHiMi3auji pusukie», VI «Pesome
nnaHy ynpasniHHA pusnkammn», VII «Jogatku» y
3B'513Ky 3 OHOBJ/IEHHAM iHdhopMaLiii Wwoao
nicnspeecTpauiiHnx gocnimxeHs 3 6e3neku, a
TaKOX Y 3B'3KY 3 BUAA/IEHHAM MOTEHLiAHOMO
pu3nKy B3aemogii 3 TenanpesipoM Ta
60LenpeBipom Ta BigCcyTHbOI iHhopMalLlii Loao
BMKOPUCTaHHSA npenapary y nauieHTis MiTHboro
Biky. CTpykTypy YPa 6yno oHOBNEHO BiAMOBIAHO
[0 pekomeHgauin Guideline on good
pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2)

13.

ANYBIA

TabneTku, BKPUTI
N/1iBKOBOI 060/10HKOI0, MO
100 mr/25 mr; no 60
TabneTtok y dhnakoHi; no 1
hNaKoHy y KapTOHHIi
Kopoo6Li

EG66BI
BiothapmacsoltoTi
Kan3 MrmexX

LLiBeiiuapi
o

NOBHUIA LMK
BMPOGHULTBA: EGOBI
[Loliuneng TM6X i
Ko. KI', HimeuunHa;
a/lbTepHATUBHMN
BMPOGHUK
BiANOBigaIbHUI 3a
BTOPVHHE
nakyBaHHSA Ta
Bunyck cepii: MpAT
"lHaap”, YkpaiHa

HimeyumnHa/
Ykpaina

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu |l Trny - 3miHn Wwono 6e3nekn/edeKkTUBHOCTI
Ta chapmakoHarnsgy. BHeceHHss abo 3miHa(n) oo
3060B'A3aHb Ta YMOB BUaui peecTpayiiiHoro
nocBigyeHHs, BkYaouy MNMnax ynpasniHHA
pvi3vkamu (3acTocyBaHHS 3MiH(M), ski(a)
BM/MaratoTb(€) NoAasbLIOro 06rpyHTYBaHHS
HOBMMMW A0AaTKOBMM AAHUMK, LLO MatoTb
Ha/faBaTncs KOMMETEHTHUM OPraHoM, OCKI/IbKM
BUMMaraeTbCsl CyTTEBA OL|iHKa KOMNETEHTHUM
opraHom) - 3asiBHVKOM HaAaHO OHOB/IEHWI NnaH
ynpas/iHHA pu3nkamu Bepcis 9.1.
3MiHu BHeceHo [0 YacTuH Il «Cneumndikavis 3
6e3nekn», Il «MnaH 3 papmakoHarnagy», V
«3axoay 3 MiHiMi3auii pusukiB», VI «Pe3iome
nnaHy ynpasiHHA pusmkamm», VIl «ogatku» y
3B'A3Ky 3 OHOB/IEHHSIM iHGhopMaUil Wwoa0
nicnspeecTpauiiHnx gocnimxeHs 3 6esneku, a
TaKoX Y 3B'A3Ky 3 BUAA/IEHHAM MOTEHLiAHOMO
pY3nKy B3aEMOLi 3 Tenanpesipom Ta
6oLenpeBipom Ta BigCyTHbOI iHhopMaLii Lwoao
BMKOPUCTaHHA npenapary Yy nauieHTiB NiTHboro
Biky. CTpykTypy NYPa 6yno oHoBNeHO BiAMNOBIAHO
[0 pekomeHgauin Guideline on good
pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2)

3a
peyenmom

UA/6423/01/02
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
14. ANbUMEPAT PO34unH ANs iH exuii, 250 MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 0 peecTpavliiiHix maTepianis: 3a UA/15056/01/01
Mr/mn no 4 Mn B amnyini, akuioHepHe akuioHepHe 3MiHuM | TUNY - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI peyenmom
no 5, 10 a6o 100 amnyn B TOBapuUCTBO TOBapuCTBO Ta (hapmakoHarfisay - OHOBMIEHHS TEKCTY
nauyi, abo no 5 amnyn B "Mlekxim-Xapkis" "Mlekxim-Xapkis" MapKyBaHHS! yMakoBKM iKapCbKoro 3acoby 3
6nicTepi, no 1 abo 2 BHECEHHSAM iHhopMaLii LWoA0 3a3HauyeHHs
6nictepu y nauui OVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
3MiH 8o po3giny MKA: MAPKYBAHHA
MponoHoBaHa pepakuis: MAPKYBAHHA
BignosigHo [0 3aTBEPAKEHOrO TEKCTY
MapKyBaHHsl. BBeieHHS 3MiH npoTarom 3-x Micauis
nicns 3aTBepaKeHHs
15. AMISOH® kancynu no 0,5, no 10 AT "®apmak" YKpaiHa AT "®dapmak" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/12415/01/01
MAKC Kancyn y 6nictepi; no 1 3MiHM | TRy - AAMiHICTpPaTVBHI 3MiHU. 3MiHa Kogy peyenma

6nicTtepy B navui 3
KapTOHY

ATX - 3MiHV BHECEHO [0 IHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHA npenapaTty A0 po3giny
"®apmakoTepaneBTUyHa rpyna” BianoBigHo Ao
MikHapoaHoro knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBepAxeHo — MNpoTuBipycHi 3acobu ans
CUCTEMHOrO 3acToCcyBaHHS. [poTuBIpyCHi 3aco6m
npsmoi aii. Kog ATX JO5 A X; 3anponoHoBaHo —
MpoTuBipycHi 3acobu oNsi CUCTEMHOIO
3acTocyBaHHs. MNpoTUBIPYCHI 3acobu nNpsAMoi Aji.
Kog ATX JO5 AX17. BBeeHHS 3MiH NpoTAarom 6
MicSLIB MiCNsA 3aTBEPAKEHHS; 3MiHM Il Tuny - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy. 3MiH1 y KOpOTKiii
XapaKTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHoro
3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMMW AaHVMU 3
SIKOCTi, AOKMIHIYHMMM, KMiHIYHMKW AaHUMK Ta
JaHuMu 3 dhapMakoHarnsgy - 3MiH1 BHeCeHo [0
IHCTPYKL|i 415 MeAUYHOr0o 3acTOCyBaHHS
nikapcbKoro 3acoby A0 po3inis "®apmakosnioriyHi
BnactmsocTi", "lMpoTunokasaHHa", "B3aemogis 3
IHLUIMMK NiKapCbKMKM 3aco6amm Ta iHLWi BUam
B3aemogii", "OcobMBOCTi 3aCTOCYBaHHS",
"Cnoci6b 3acTocyBaHHA Ta 403m",
"Mepepo3ysaHHsa", "Mob6iyHI peakuii" BiANOBIAHO
[0 pesynbTartie gocnigpkeHb FAVOOA-IA, FAVO0A-
1B, FAVOOA-IC, FAVOOA-ID. BBefieHHs 3MiH
npoTArom 6 micALiB NicNs 3aTBEPAKEHHS;
3MiHn I Tuny - 3miHK Wwoao 6e3neku/eheKkTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

SIKOCTi, AOK/MIHIYHMMK, KTIHIYHMMKW AaHUMK Ta
AaHuMK 3 hapMakoHarnsgy - 3MiHM BHECEHO [0
IHCTPYKLi 415 MeAUYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainy "3acTocyBaHHsA y
nepiog, BariTHoCTi abo rogyBaHHs rpyaat”
BiANOBIAHO A0 pe3ynbTaTtiB AOKMIHIYHUX
LocnigpKeHb BMN/IMBY eHicamiymy oanay Ha
hepTUNbHICTL Ta opraHoreHes. BeefeHHs 3MiH
npoTArom 6 micsALiB Nicns 3aTBEPAKEHHS;
3MiHu |l TUny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMMW, KIHIYHUMU AaHUMU Ta
AaHuMu 3 hapMakoHarnagy - 3MiHM BHECEHO [0
HCTPYKLUT ANA MeAMYHOro 3acTOoCyBaHHA
NiKapcbKoro 3acoby A0 po3ainis "®apMakoiorivHi
BNaCTUBOCTI. ®apmakokiHeTVKa". BBegeHHS 3MiH
NpoTArom 6 MicsLiB NiCNs 3aTBEPAYKEHHS;
3MiHY I Tuny - 3miHK Wwoao 6e3neku/ehekTBHOCTI
Ta hapmakoHarnsgy. 3MiHu y KOpoTKii
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeanYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKMIHIYHUMU, KNIHIYHUMUY AaHUMK Ta
JaHvMK 3 chapmakoHarnsagy - 3MiHM BHECEHO 0
IHCTPYKUT 4719 MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3finis "®apmakosioriyHi
BNACTMBOCTI" BiANOBIAHO A0
pe3ynbTaTiB in vitro AocnigXeHb NPOTUBIPYCHOI
aKTMBHOCTI. BBeieHHs1 3MiH NpoTAroM 6 micsauis
nicns 3aTBepkeHHs

16.

AMITPUNTWNI
HY
rAPOXIOPU,
-03

pO3uunH Ans iH'ekuiin, 10
Mr/mn, no 2 Ma B amnyni;
no 10 amnyn y nauui 3
KapTOHy; Mo 2 MN B
amnyni; no 10 amnyn y
6nictepi, no 1 6nictepy y
nauui 3 KapToHy; No 2 Mn B
amnyni; no 5 amnyn y
6nictepi, no 2 6nictepy y
nauj 3 KapToHy

ToBapucTso 3
06MexeHoto
BiANOBIga/IbHICT
10 "[ocnigHuii
3asog "rHUAC"

YKpaiHa

KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MEXEHOI0
BiANOBIAANILHICTIO
"[ocnigHnii 3aBog
"rHunC,
YKpaiHa;

BCi cTagil
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BWMNYCK Cepil:
ToBapucTso 3
obmexeHoto
BiANOBIAA/ILHICTIO

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NliKapCbKuii
3aci6. 3miHM y BUpoOHULTBI. 3MiHa po3mipy cepii

(BK/THOHALOUM fiana3oH po3Mipy cepii) roToBOro

niKkapcbKoro 3acoby (iHwWi 3MiHW) - BBELeHHSA
[04aTKOBOrO po3Mipy cepii rOTOBOrO JliKapCbKOro
3aco6y 4719 HOBOI AiNbHWLi BUPO6HMLTBA

ToBapucTBa 3 06MEXEHO BifNoBiga/IbHICTIO

«®dapmaueBTUYHa KomnaHis «340poB’s». [litoya

pepakuis: Po3mip cepii cknagae: ToBapucTBo 3
06MeXeHOI0 BifnoBigasibHICTIO “XapkiBCbke
hapmaueBTMyHe NigNPMEMCTBO “340p0oB’s

Hapogy” 150 n - 69767 amnyn. NponoHoBaHa

pefaxuis: Po3mip cepii ckiagae:

ToBapuCTBO 3 06MEXEHOK BifgNOBIfAIBHICTIO

3a
peyenmom

UA/4872/02/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
"XapkiBcbke “XapkiBcbke thapmaueBTUYHe NiANpUEMCTBO
thapmaueBTUyHE “3p0poB’a Hapogy” 150 n - 69767 amnyn

niANPMEMCTBO
"30poB'a Hapoay"”,
YKpaiHa;

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b AKOCTI,
BUMNYCK cepil:
ToBapucTso 3
06MeXeHOI0
BiANOBIAA/LHICTIO
"papmaueBTnYHa
KOMMaHis
"3popos'a”,
Ykpaina

ToBapucTBa 3 06MEXEHO BifMNoBigasIbHICTIO
“®apmaueBT1yHa komnanisa “3gopos’s”. 60 i - 30
000 amnyn; 160 n - 80 000 amnyn
380 51 - 190 000 amnyn. BeegeHHA 3MiH NPOTSAroM
3-Xx micsyiB nicnsA 3aTBepAKEHHS. 3MiHu | Tuny -
3MiHK 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHW y
BMPO6HMLTBI. 3amiHa abo BBeAEHHA [0AaTKOBOI
AiNbHULI BUPOBHMLTBA [/18 YacTHK abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapCbKoro
3acoby (ginbHULA, Ha AKi NPOBOAATLCA By Ab-SKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY cepii,
KOHTPO/IH0 AKOCTi Ta BTOPMHHOTO MakyBaHHS AN
CTEepW/IbHMX NiKapCbKnx 3acobis (BKIOUAUM
BVPOGIEHI aCenTUYHUM METOA0M), KpiM
nikapcbKunx 3aco6iB 6io/10riYHOro/iMyHOMNOriYHOro
NOXOKEHHS) - BBELEHHS [0AaTKOBOI AiNbHUL
BMPOGHMLTBa ToBapnCTBa 3 06MEXeHO0
BigNoBigasIbHICTIO “DapmaleBTUYHa KOMMaHis
“3p0poB’a” (agpeca: YkpaiHa, 61013, XapkiBcbka
0651., MmicTo Xapkis, By/mus LLleBueHka, 6yaMHOK
22) pns BCbOro BUPOGHUYOTro MpoLiecy roToBoro
nikapcbkoro 3acoby. BeefeHHA 3MiH NPOTArom 3-x
MicsAUiB nicnsA 3aTBepaKeHHs. CynyTHS 3MiHa -
3MiHK 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHW y
BMPO6HMLTBI. 3amiHa abo BBeAEHHA [0AaTKOBOI
AiNbHWLI BUPOBHMLTBA [/18 YacTHK abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapCbKoro
3aco6y (finbHWUUA AN BTOPUHHOTO NakyBaHHS).
3MmiHu | TUNY - 3MiHKM 3 AKOCTI. FOTOBMIA NiKAPCbKNI
3aci6. CucteMa KoHTeliHep/3aKynoptoBasibHU
3aci6. 3MiHa po3mipy ynakoBKM roTOBOr0O
nikapcbkoro 3acoby (3MiHa KiNlbKOCTi OAUHULb
(Hanpuknag TabneTok, amnyn TOLLO) B yNakoBLi:) -
3MiHa y gianasoHi 3aTBepKEHNX PO3MIpiB
ynakoBkn. BeefjieHHA [,04aTKOBOro BUAY
nakyBaHHS [19 FOTOBOr0 NikapCcbKoro 3acoby.
MakyBanbHWI1 MaTepian 3a1weHo 6e3 3MiH.
BBefeHHs1 3MiH NpoTArom 3-x MicsAuiB micns
3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYIOTLCSA BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi rOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo foaaBaHHS BUPOGHKKA, Lo
BinoBigae 3a BBe3eHHA Ta/abo BMnyck cepir) -
Bkntoyaroum KOHTPONb/BUNPOGYBaHHS cepii.
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BBefeHHs1 f,0AaTKOBOI AiNbHULI BUPO6HULTBA
ToBapucTBa 3 06MeXeHOK BifNoBigaIbHICTIO
“®apmaLieBTUYHa KOMNaHisa “3gopos’s” (agpeca:
YkpaiHa, 61013, XapkiBcbka 0611., MiCTO XapkiB,
BynuuA LLleByeHka, 6yanHOK 22). BBegeHHS 3MiH
npoTArom 3-x MicsLiB NiC/A 3aTBEPLKEHHS.
17. AHrIH-rPAH rpaHysv no 10 r y neHani MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 6e3 UA/8450/01/01
ab0 (hnakoHi 3 KPULLIKOIO; "HaujioHanbHa FomeonaTnyHa 3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI peuyenma
no 1 neHasny a6o nakoHy FomeonaTtnyHa Cninka" Ta hapmakoHarnsgy - He3HauHi 3MiHn Ta
3 KPULUKOIO B NauLii 3 Cninka" BUMPAaB/IEHHS TEKCTY MapKyBaHHS A1
KapToHY NpVBeLEHHA Y BiAMNOBIAHICTb [0 Ail04Oro
3aKOHOJABCTBA, BBEEHHS Y MapKyBaHHSA OAMHULb
SI
18. AHXENIK TabneTku, BKPUTI Baiiep Al HimeuuunH Baiiep AT, HimeyuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/2242/01/01
060/10HKOI0, N0 28 a HimeuunHa 3MiHW | TUMY - 3MiHK 3 AKOCTi. FOTOBMIA NiKApCbKUiA peyenmom
TabneTok y 6nictepi 3 (nepBuHHa Ta 3aci6. KoHTposb JOMOMKHUX pEYOBUH. 3MiHa
Ka/leHAapHOoHo LLKasIolo, B BTOPVHHA yNakoBkKa, napameTpiB cneuudikauilii Ta/abo fgonycTuMmx
nanepoBoMy MilLieYKy B KOHTpO/b cepii, MeX A1 AONOMDKHOT PEYOBUHY (3BY)XXEHHS
KapTOHHIN nayui BiAnoBigabHWiA 3a [OMYCTUMKUX MEX) - BHECEHHSA 3MiH 0 p.3.2.P.1
BUNycK cepii); Baliep Onwc i cknag nikapcbkoro 3acoby, p. 3.2.P.4
Baiimap Mmo6X i Ko. KOHTpOb OMOMDKHUX pEeYOBUWH- 3ai3a oKeug,
KI, HimewunHa 4YepBOHUiA, p. 3.2.P.4 KOHTPO/Ib AONOMIKHUX
(BUPOBHMLTBO pPEUYOBUH- TUTaHy ZioKcua, a came: 3MiHa
Hepo3chacoBaHol [0nyCcTUMUX MeX cneuundikauiii gns giokengy
npoayKuir) TUTaHy Ta 3asli3a OKCuj YepBOHUA, L0
ONMCYHOTHLCS MOCUIAHHAMM Ha NOTOYHY pejakLiiio
PernamenTy Kowmicii (EC) Ne 231/2012, wo
BCTAHOB/IOE TEXHIYHI YMOBW A/19 XapyoBUX
[06aBoK. Lle NONOXEHHS € YAHHUM, ale MoXe
6yTV OHOBMEHe B MalibyTHbOMY. Tomy
hOPMY/IHOBAHHSA Cif, 3MIHUTU, BKIHOUYMBLLN
NOCWUIaHHS Ha «MOTOYHY pefaKLit»
19. AHTPA/b® NnopoLlokK (cybcTaHuis) y AT "dapmak” YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: - UA/15112/01/01

nakeTax noABiiHMX
nonieTuNeHoBNx ans
hapmaveBTU4HOro
3aCcTOCYyBaHHS

3MiHM | TUNY - AAMIHICTPaTWBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHUKa
(BNacHvka peecTpauiiHoro NoCBigYEHHS) - 3MiHa
HalilMeHyBaHHS Ta afpecu 3asiBHUKa (BNacHUKa
peecTpavuiiiHoro nocBig4eHHs1). 3mMiHu | Tuny -
AAMIHICTPATVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLa NpoBaMKeHHS AisNbHOCTI
BMPOGHMKa (BK/IHOYAKOYM, 3a HEOOXIAHOCTI, MicLe
NpoBefleHHA KOHTPO/IK0 AKOCTI), ab60 BnacHuka
macTep-gaiina Ha Adl, abo nocTavanbHMKa
Adl/BuxigHoro martepiany/peareHTy/npomixxHOro
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

NPOAYKTY, WO 3aCTOCOBYIOTLCS y BUPOOHNLTBI ADI
(AKLWO 3a3HAaYeHO Y A0ChE Ha NMiKapCbkunii 3acib) 3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHOMY
[ocbe, abo BMPOOHMKA HOBOI AOMOMIXKHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y [0CLE) - 3MiHA
HalilMeHyBaHHA BUPOOHUKA, SIK HACNiA0K 3MiHa Y p.
«MapkyBaHHs». 3MiHK | TUNY - 3MiHKU 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTMMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BUXIiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(iHLWi 3MiHW) - 3MiHW [0 pO34iny peecTpauiiiHoro
nocbe 3.2.S.2.3. KoHTponb MaTepianis, a came
3MiHKM [0 cneumdikayii Ha KUCnoTy medyeHamiHOBY
3a NoKasHUKaMu: «PO3UYNHHICTb»- BUTYYEHHS
nepeBipky PO34MHHOCTI y Bogi P, 96 % cnumpTi P Ta
mMeTuneHxnopugi P. NMponoHyeTbea 3anuwmnTi gns
PYTUHHOIO KOHTPOJ/II0 B PO3BEAEHMX PO3UMHAX
NYXHUX MeTauiB. «lgeHTudikauis»- 3a3Ha4yeHo B
cneumdikauii BAKOPUCTaHHS CTaHAApPTHOro 3paska
EP CRS 3amictb ®C3 AdY.

20.

APUKCTPA®

PO34MH gNs iH'ekuin, 2,5
mr/0,5 mn no 0,5 mny
nonepeaHbLO 3anoBHEHOMY
wnpuyi; no 10 wnpuuis B
KapTOHHI KopooLii

AcneH dapma
TpengiHr
Nimiten

IpnaHgais

AcneH Hotep Jam
ne boHaesinb

dpaHuin

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
3MiHN | TUNY - BUny4yeHHs finbHWLI BUPOGHMLTBA
HeOoULLLEHHOT Ailo40i peyoBUHM hoHaanapuHykey

Hatpito Sanofi Chimie, 45, Chemin de Meteline,

B.P. 15, 04201 Sisteron Cedex, France; 3MmiHu |

TUNY - BUNyYeHHs AiNbHULi OYULLIEHHSA Ta
BUINIEHHSI HEOUMLLIEHHOT Ajt040T PeyoBMHN
hoHpanapuHykey Hatpito Aspen Oss B. V., The
Netherlands; 3miHK | TUNy - BUNpaBAeHHA

OPYKapPCbKOT MOMWUIIKW KiNTbKICTI TpUMETUCUAIN
Tpudptanara i cymiwi B Ha eTani DEF8 (3 1,9 kr Ha
1,29 kr), pegakuiiiHi 3MiHn Ao p. 3.2.S.2.2; 3MiHu |

TUMY - OMOBHEHHS cneumdikaLii NPoMiXKHOro

npoaykTy OLUTOBOrO aHrigpuay, Wwo
BMKOPUCTOBYETLCA B NpoLeci BUpo6bHMLTBA AD|
choHAanNapuHYKCy HaTpito HOBUM MOKA3HNKOM
SIKOCTi Ta BigNOBiAHNM METOAOM BUMPOOYBaHHS T.
«laeHTUdikauis» 3a gonomoroto metogy X; 3MiHu
| TMNY - 4OMOBHEHHS cneumdikaL,ii NPOMiKHOro
npoAaykTy MopdoniHy, Lo BUKOPUCTOBYETLCS B
npoueci Bupo6HuLTBa AP| dhoHAanapuHykcy
HaTpit0 HOBMM MOKA3HWKOM SIKOCTi Ta BigNOBigHUM

3a
peyenmom

UA/6804/01/01
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Homep

n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

peecmpayiliHo2o
nocsio4eHHs

3acoby

ynakoska)

MeToAoM BUNpobyBaHHA «BMicT Boan» 3a
ponomoroto Metody MX; 3MiHuM | TUny - gofaBaHHA
napameTpy «lgeHTudikayis BMICTy nanagio» fo
cneumdikauii katanisatopa Pd/C, wo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa API
hoHAanapyiHyKCy HaTpito; 3MiHW | TNy - BBEAEHHSA
anbTepHaTuBHOro Bupo6Huka Oril Industrie,
France onsi HEOUMLLLEHHOT Ajl040T PevyoBUHN
hoHganapvHykey HaTtpito ( ctagia 1-6), Ctagis 7-
npouecy BUPOOHNLTBA BUKOHYETLCS Ha AiNSHL
A®I AspenNotre Dame de Bondeville, France;
3MiHW | TUMY - BUAAIEHHS TBEPAOTO TigpoKeuay
HaTpito, AKNA BUKOPUCTOBYETLCA 415
perynioBaHHA pH nig, yac BUPOGHMYOro npoLiecy
(HasiBHMIA NonepeAHbLO NPUroTOBaHUIA PO3YUH
HaTpilo rigpokcuay); 3MiHu | Tuny - 36inbLeHH:
PO3Mipy cepii HEOUULLIEHHOT Ait40i pevyoBUHN
hoHAanapuHyKcy HaTtpito 3 31,2 kr Ha
3aTBepMkeHili ginbHuui Aspen Oss B. V., The
Netherlands go 37,8 kr Ha HOBIli 3aNpPONOHOBaHii
AinbHuui Oril Industrie, France; 3miHu | Tuny -
3MEHLLEHHS PO3Mipy Cepii HEOUMLLIEHHOT Ajito4Ooi
pevoBUHM hoHAANapUHYKCY HaTpilo 3 72,4 Kr A0
37,8 Kr y 3B'A3Ky 3 BBE[I€HHSIM HOBOT BUPOBHMYOT
AinbHUUI;
3MiHK | TUNY - JoAaBaHHA BUNPOOYBaHHA Mif yac
BMPOGHMYOro MNpoLecy, a came anbTepHaTUBHWIA
MeTog, BUNPOo6YBaHHSA Ki/IbKICHOrO BU3HAYEHHS
MeToAoM Fa3oBoi xpomarorpadii 4o cnevudikauii
ansa pearenty DBU(1,8 - giasabiuukno [5.4.0]
YHAEL-7-€H), KN BUKOPUCTOBYETHLCS B NPOLIECI
BUrOTOBJ/IEHHS HEOUMLLLEHOI Ai0HOI PEHOBUHM,
OCKINbKMN Lie EAVHNIA MeToA, AKuii
BMKOPVCTOBYETBLCS HA HOBIl 3aNpOMNOHOBaHIl
OiNbHULI; 3MiHK | TUNY - AoAaBaHHS BUNPOGYBaHHSA
nig, yac BUPOGHMYOro NpoLiecy, a came
albTEPHATUBHUI METOZA BUNPOOYBaHHSA
iaeHTudikaLii nokasHvk MNMpenomMneHHsa ans
peakTuBy MopdhoniH (Refractive index 0,997-
1,006); 3minm | TNy - 3MiHKM cneuudikauii APl B
npoueci BUPOBHULTBA, a caMe PO3LUMPEHHS MeXi
cneumdikaLii KinbKiCHOr0 BMICTY /15 PO3YUHY
HaTpito rigpokeunay 3 48,0-52,0% po 27,0-52,0%
(m/m), L0 BUKOPUCTOBYETLCSA B AAKOCTI peakTuea y
npoveci BUpo6HULITBA Ait0HOT PEHOBUHN
dhoHganapuHyKCy HaTpil

UA/13798/01/01

21.

APNOAM® 1,5

TabneTkn 3

ne

dpaHuin

JIABOPATYAP

Nab6opaTopii Ceps'e

PpaHuia/

IHgacTpi, PpaHuis

IpnaHgis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:

3MiHuM | TMNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI

3a

peyenmom

Mr/10 Mr

MoamcpikoBaHUM
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BVBI/IbHEHHAM, MO 1,5
Mr/10 mr no 15 TabneTtok y
6nicTepi; no 2 abo 6
6nicTepiB y kopobu,i 3
KapToHY

CEPB'E

(BUpO6HMLTBO,
KOHTPO/b SIKOCTI,
nakyBaHHSA Ta
BUMYCK cepii);
Ceps'e (IpnaHgis)
IHpacTpic T4,
IpnaHgis (nakyBaHHS
Ta BUNyCK cepil)

Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasbHeHUX JaHuX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHNX JaHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BignoBiganbHOI 3a
3AilicHeHHA hapMakoHarnsay; KOHTaKTHOT ocoou 3
hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobu, BignoBifasibHOI 3a
3[ificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
macTep-chaiina cuctemmn thapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6Y 3asABHNIKA,
BignoBigaIbHOI 3a hapmakoHarnsg.
MponoHoBaHa pepakuis: Mliok denbamaHH. 3MiHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0COo6U,
BignoBigabHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0CO6U
3a8BHMKa, BiANOBiAaNbHOI 3a hapMakoHarnsag B
YkpaiHi. MNponoHoBaHa pefakuisi: PokyHb OKcaHa
HOpiiBHa. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0CO6M YNOBHOBaXEHOI 0COOM 3asBHUKA,
BiANoBigaIbHOI 3a hapmakoHarnsg B YkpaiHi.
3MiHa HoMepa macTep-haiina cuctemu
dhapMakoHransgy

22.

APNOAM® 1,5
Mr/5 MIP

Tabnetku 3
MogucpikoBaHUM
BVBIIbHEHHAM, Mo 1,5 mr/5
Mmr no 15 TabneTok y
6nicTepi; no 2 abo 6
6nicTepiB y kopobu,i 3
KapTOHY

ne
NNABOPATYAP
CEPB'E

dpaHuis

Nab6opaTtopii Ceps'e
IHpacTpi, PpaHuis
(BUpOGHMLTBO,
KOHTPO/b SIKOCTI,
nakyBaHHS Ta
BUMYCK cepii);
Ceps'e (IpnaHgis)
IHgacTpic /T4,
IpnaHgjis (nakyBaHHS
Ta BUNYCK cepil)

PpaHuia/
IpnaHgis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TMNYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX JaHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0C06M, BignoBigansHOI 3a
3iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOI 3a
3pificHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTtep-aiina cuctemu papMmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
BignoBigabHOI 3a hapmakoHarnsag.
MponoHoBaHa pepakuis: Luc Feldmann / ok
denbaMaHH. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0c06M, BignoBigansLHOI 3a
hapmakoHarnsg. 3mMiHa KOHTaKkTHOT 0co6u
YMNOBHOB&XeHOT 0cobM 3as1BHMKA, BifnoBiganbHOT
3a (hapmakoHarnag, B YKpaiHi.
MponoHoBaHa pegakuis: PokyHb OkcaHa HOpiiBHa.

3a
peyenmom

UA/13799/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
YNOBHOBA&XEHOT 0CO6U 3as1BHVKA, BifnoBigaibHOl
3a papmakoHarnag B Ykpaini. 3miHa Homepa
mMacTep-aiina cuctemy papmakoHarisgy

23.

APN®OH®

TabneTku, BKPUTI
N/1iBKOBOI 060/10HKOI0, MO
2,5 mr no 30 TabneTok y
6nictepi; no 1 6nictepy y
KOpOo6Li 3 KAPTOHY

ne
NNABOPATYAP
CEPB'E

dpaHuin

Nab6opaTtopii Ceps'e
IHpacTpi

PpaHuin

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TMNYy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3araslbHeHNX JaHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0C06M, BignoBigansLHOI 3a
3[iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyaryn
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTtep-aiina cuctemy papmakoHarnsay) -
3MiHa YNOBHOBaXKEHOI 0CO6U 3aABHUKA,
BignoBiganbHOI 3a hapmakoHarnsag.
MponoHoBaHa pepakuis: Luc Feldmann / ok
denbaMaHH. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0C06M, BignoBigansHOI 3a
thapmakoHarnsg. 3miHa KOHTaKkTHOT 0co6u
YMOBHOB&XeHOT 0cobM 3as1BHMKA, BignoBiganbHOT
3a (hapmakoHarnag, B YKpaiHi.
MponoHoBaHa pegakuis: PokyHb OkcaHa HOpiiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobum
YNOBHOB&XEHOT 0CO6U 3asiBHMKA, BifnoBigabHOl
3a (papmakoHarnag B Ykpaini. 3miHa Homepa
mMacTep-calina cuctemy papmMakoHarnsgy

3a
peyenmom

UA/0521/01/01

24,

APU®OH®
PETAP/,

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
nposioHroBaHoi Aii no 1,5
Mr, 4151 BUpobHuKa
AH®APM Mignpuemctso
dapmaueBTuyHe AT,
Monbuwa: no 30 TabneTok
y 6nictepi, no 1 6nictepy
B KOpOOLIi 3 KapTOHY; AN
BUPOGHMKIB JlTabopatopil
Ceps'e IHgacTpi, ®paHuis
Ta Ceps'e (IpnaHgis)
IHgacTipc /114, IpnaHgis:
no 15 tabneTtok y
6nicTepi, no 2 6nictepn y

ne
NABOPATYAP
CEPB'E€

dpaHuis

AH®APM
MignpuemcTeo
dapmaLesTuyHe AT,
Monbla
(BignoBifanbHuii 3a
BMPOGHMLTBO,
KOHTPO/b SIKOCTI,
nakyBaHHs Ta
BUNYCK cepii );
Nab6opaTtopii Ceps'e
IHpacTpi, PpaHuis
(BignoBiganbHWiA 3a
BUPOBHMLTBO,
KOHTPO/b SIKOCTI,
nakyBaHHA Ta

Monbwal/
PpaHuis/
IpnaHgis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TMNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy. BeegeHHst abo 3MiHu Ao
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0CO6M, BignoBiganbHOI 3a
3[iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMW, BignoBifa/IbHOT 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemy papmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOI 0CO6U 3asBHUKA,

3a
peyenmom

UA/1001/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOpOO6Li 3 KapTOHY BMMYCK cepii ); BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
Ceps'e (IpnaHgis) MponoHoBaHa pepakuis: Luc Feldmann / Jliok
IHpgacTpic N14, PenbaMaHH. 3MiHa KOHTaKTHUX AaHnX
IpnaHgjs YMOBHOB&XeHOT 0cobw, BignoBiganbHOI 3a
(BignoBifanbHwWiA 3a thapmakoHarnsg. 3MiHa KOHTaKTHOI 0cobu
BMPOGHULTBO, YMNOBHOBaXeHOT 0COOM 3asiBHMKA, BifnoBigaibHOT
KOHTPO/b SKOCTI, 3a hapmakoHarnag, B Ykpaii.
nakyBaHHs Ta MponoHoBaHa pepfakuis: PokyHb OkcaHa tOpiiBHa.
BUMNYCK cepil) 3MiHa KOHTaKTHUX [aHnX KOHTaKTHOI 0co6u
YMOBHOB&XeHOT 0C0bM 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnsg, B YkpaiHi. 3MiHa Homepa
mMacTep-halina cuctemu papmMakoHarnsgy
25. APTPO-TPAH rpaHynu, no 10 r y neHasni, MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 6e3 UA/8451/01/01
no 1 neHany B nauyui 3 "HaujioHanbHa FomeonaTnyHa 3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI peuyenma
KapToHy; no 10 ry [omeonaTtnyHa Cninka" Ta hapmakoHarnsgy - OHOBIEHHS TEKCTY
nakoHi 3 KpULKoto, no 1 Cninka" MapKyBaHHSs! yMakoBKM iKapcbKoro 3acoby 3
h1aKkoHy 3 KPULLIKOKO B BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
nauj 3 KapToHy OAVHWLb BUMIPIOBaHHSA Y cuctemi Sl
26. ACKOPYTUH Tabnetku, no 10 TabneTok MAT Ykpaina MAT "MoHdapm” Ykpaina BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 6e3 UA/7706/01/01
y 6nictepax; no 10 "MoHdpapm" 3MiHKM | TURY - 3MiHK WoA0 6e3nekn/eheKTUBHOCTI peuyenma
TabneTtok y 6nictepi, no 2, Ta papmakoHarnsgy - OHOBIEHHS TEKCTY
5 ab6o 10 6nicTepiB y naui MapKyBaHHA BTOPMHHOT ynakosku Ne 50 (10x5)
3 KapToHYy nNiKapcbkoro 3acoby
27. ACKO®EH- Tabnetkn, no 6 a6o no 10 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/7528/01/01
OAPHULUA Tab/1eTOK Y KOHTYPHIi "papmMaueBTUYH "papmaueBTNYHa 3MiHuM | TUNY - aAMIHICTpaTUBHI 3MiHW. 3MiHa peyenma
YapyHKOBIll ynakosLi; no 1 a hipma ipma "AapHuua" HaliMeHyBaHHS Ta/abo afpecy micus
KOHTYPHIlA YapyHKOBIlA "NapHuus” NPOBaZKEHHS Ais/IbHOCTI BUPOBGHMKA (BK/THOUAKOUHN,
ynakoBLji y nayui; no 6 abo 3a HeobXiAHOCTI, MicLe NPOBEAEHHS KOHTPOJIHO
no 10 TabneTok y SIKOCTi), @60 BNacHuKa macTtep-chaiina Ha A®l, abo
KOHTYPHUX YapyHKOBUX noctavasibHnka A®l/BnxigHoro
ynakoBKax mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLLO
3a3HayYeHo y JOCbE Ha Nikapcbkuii 3acib) 3a
BifiICYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHOMy
[ocbe, abo BMPOOHMKA HOBOI AOMOMIXKHOT
PEYOBUHY (AKLLO 3a3HAYeHO Y [10CbE) - 3MiHa
Ha3BW ipMU-BUPOBHMKA Ait0HOT PEYOBUHN
MapaueTtamon 6e3 3MiHU Micus BUPOOHMLTBA.
3anponoHoBaHo: Farmson Pharmaceutical Gujarat
Pvt. Ltd.(Unit 1), India
28. AYPONAN3A Tabnetkv no 10 wr, no 10 Aypo6iHgo IHAis Aypob6iHgo ®apma IHAis BHECEHHS 3MiH 0 peecTpavliiiHiX maTepianis: 3a UA/11563/01/02
Tabnetok y 6nictepi, no 3 dapma /114 Nimiteq - FOHIT 111 3MiHuM | TUNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom

6nicTepy B KAPTOHHIl

HaliMeHyBaHHs Ta/abo afpecu micus
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Kopoo6Li

NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKoro 3acoby, BkIovaum
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHN
KOHTPOJI0 SIKOCTI. (ZiANbHICTb, 3a Ky BignoBigae
BMPOGHUK/IMNOPTEp, BK/IKOYAKUM BUMYCK CEpild).
3MiHa HalimeHyBaHHA Ta afpecy Micus
NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA, 6€3 3MiHM
MicLis BAPOGHMLTBA. 3MiHW BHECEHI B IHCTPYKLitO
0N MeAnyHOro 3actocysaHHA 13 y p.
"Brpo6HuK", "MicLe3HaxomKeHHs BUPOGHMKa Ta
oro agpeca Micusi NPOBaKEHHNA Ais/IbHOCTI" 3
BiANOBIAHMMY 3MiHAMV B TEKCTI MapKyBaHHS
ynakoBoK. 3MiHu | TUny - 3MiHN LWoA0
6e3nekn/edheKTUBHOCTI Ta (hapmakoHarnagy (iHwi
3MiHW).

BHeceHHs 3MmiH fo po3giny “ MapkyBaHHS" MKA
N3. 3atBepaxeHo: MAPKNPOBKA YTTAKOBKU
FOTOBOIO NEKAPCTBEHHOIO CPEACTBA. B
COOTBETCTBUM C YTBEPXKAEHHBIM 06pa3LioM.
3anponoHoBaHo: MAPKYBAHHA. 3rigHo
3aTBEPLKEHOr0 TEKCTY MapKyBaHHS.
OHOBJIEHHS TEKCTY MapKyBaHHS yNakoBK/
nikapcbKoro 3acoby BiANOBIAHO A0 BUMOT Hakasy
MO3 Ykpainu Big 23.07.2015 p. Ne460 3
BHECEHHSAM iHchopMmalLii LWoAo 3a3HauYeHHs
O[MHMLb BUMIPIOBAHHS Y cuctemi Sl.

29.

AYPONNAU3A

Tabnetkv no 20 wmr, no 10
TabneTtok y 6nictepi, no 3
6icTepy B KapPTOHHIl
Kopoo6Li

AypobiHgo
dapma /114,

IHais

AypobiHgo ®apma
Nimiteq - FOHIT 11

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:
3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu Micus
NpPoBaf)KEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoyaoumn
AOinbHULI BUNYCKY cepii abo micLle npoBefeHHs
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
BMPOGHUK/IMNIOpPTEp, BK/IKOYAKYM BUMYCK CEpIl).
3MiHa HaliMeHyBaHHS Ta aipecu Micus
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKA, 6€3 3MiHK
MicL BUPOGHMLTBA. 3MiHW BHECEHI B IHCTPYKLitO
ANA MeAUYHOro 3actocyBaHHs 13y p.
"Bnpo6HuK", "MicLe3HaxomKeHHs BUPOGHMKa Ta
oro agpeca Micus NpoBaXeHHs Ois/IbHOCTI" 3
Bi4NOBiAHVMMN 3MiHAMMW B TEKCTI MapKyBaHHs
ynakoBoK. 3MiHu | TUny - 3MiHN LWoA0
6e3nekn/edeKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW).

BHeceHHs 3MmiH fo po3giny “ MapkyBaHHs" MKA
N3. 3atBepmkeHo: MAPKMPOBKA YIMAKOBKWN
rOTOBOIO JIEKAPCTBEHHOIO CPEACTBA. B
COOTBETCTBMU C YTBEPXKAEHHBIM 06pa3LOM.

3a
peyermom

UA/11563/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3anponoHoBaHo: MAPKYBAHHSA. 3rigHo
3aTBEPAKEHOrO TEKCTY MapKyBaHHS.
OHOBJIEHHSI TEKCTY MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby BignoBigHO A0 BMMOT Hakasy
MO3 Ykpaiuu Big 23.07.2015 p. Ne460 3
BHECEHHAM iH(hopmalLii LWoA0 3a3HauYeHHsA
OAMHMLb BUMIPIOBaHHS Y cuctemi Sl.

30.

AYPOJTAN3A

Tabnetkv no 5 mr, no 10
TabneTtok y 6nictepi, no 3
6nicTepy B KApPTOHHIl
KopoobLi

Aypob6iHa0
Papwma JITa

IHais

Aypob6iHao dPapma
Nimiteq - FOHIT 111

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu Micud
NpoBaPKeHHSA AiSNIbHOCTI BUpoOHUKa/imMnopTepa
roTOBOro MikapCbKOro 3acoby, BKIYaun
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a 5Ky Bignosigae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOYM BUMYCK CEpIlt).
3miHa HaliMeHyBaHHS Ta agpecu micus
NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA, 63 3MiHM
MiCLA BUPOGHMLTBA. 3MiHWN BHECEHI B IHCTPYKL,itO
ANA MeAuyHOro 3actocyBaHHs 13y p.
"BUpobHMK", "MicLe3HaxomKeHHs BUPO6HMKa Ta
oro agpeca Micus NPoBaKEHHS Ais/IbHOCTI" 3
BiANOBIAHVMMM 3MiHAMW B TEKCTi MapKyBaHHs
ynakoBOK. 3MiHu | Tvny - 3MiHW WoA0
6e3nekn/edekTNBHOCTI Ta hapmakoHarnagy (iHwi
3MiHN).

BHeceHHs 3MiH f0 po3giny “ MapkyBaHHa” MKA
N3. 3arBeppxeHo: MAPKNPOBKA YNAKOBKN
FOTOBOI'O JIEKAPCTBEHHOIO CPEAICTBA. B
COOTBETCTBUM C YTBEPXAEHHBIM 06pa3LoM.
3anponoHosaHo: MAPKYBAHHSA. 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
OHOBJIEHHSA TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby BiAnoBigHO A0 BMMOT Hakasy
MO3 Ykpainu Big 23.07.2015 p. Ne460 3
BHECEHHSAM iHhopMaLii LWoA0 3a3HaueHHs
OAMHWLb BUMIpOBaHHSA y cuctemi Sl.

3a
peyenmom

UA/11563/01/01

31.

BA/Ib3AMIYHUN
N NIHIMEHT
(3A
BULUHEBCbKW
M)

NiHiMeHT, N0 25rT1a50ry
KOHTeliHepax; no 20 r abo
no25r,abono40ry
Ty6ax; no 20 r abo mo 25,
abono40ryTy6i,nol
Ty6i y nauui

MpAT
PapmaueBTMYHa
habpuka
"Biona"

YKpaiHa

MpAT
PapmaueBTMyHa
tpabpuka "Biona"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHKM | TURY - 3MiHK WoA0 6e3nekn/eheKTUBHOCTI
Ta papmakoHarnsgy - 3MiHu BHECEHi B TEKCT
MapKyBaHHS1 yNakoBOK Jlikapcbkoro 3acoby (n.17)
LLIOA0 HAHEeCEHHs TOProBoi Mapku. BeeaeHHs 3MiH
MPOTAroM 6-T! MICALIB MiCNSA 3aTBEPAKEHHS

6e3
peyenma

UA/6660/01/01

32.

BENOIEHT

Ma3sb no 15ra6o 30ry
Ty6i; No 1 Ty6i B KAPTOHHIiA
nauuj

Benyno, nikn Ta
KocmeTvka, 4.4.

Xopsaris

Benyno, nikn Ta
KocmeTuka, A4.4.

Xopsaris

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHV | TURy - 3MiHK Woo 6e3nekn/eddekTMBHOCTI
Ta hapmakoHarnsay - OHOB/IEHHA TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iH(hopmaLii LWoAo 3a3HaYEHHS

3a
peyenmom

UA/10920/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

OfMHULIb BUMIPIOBaHHSA y cuctemi Sl. BBeAEHHSA
3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS

33.

BENOrEHT

Kpem no 15r a6o 30 r B
Ty6i; Mo 1 Ty6i B KAPTOHHIA
nauui

Benyno, nikv Ta
kocMeTuka, A.4.

Xopsaris

Benyno, niku Ta
KocmeTuka, A4.4.

Xopsaris

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHM | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta hapmakoHarnsgy - OHOB/IEHHSA TEKCTY
MapKyBaHHS yMakoBKM MiKapCbKOro 3acoby 3
BHECEHHSAM iHchopMmaLii LWoAo 3a3HaYeHHs
OAVHMLb BUMIPIOBaHHA Y cuctemi Sl. BBegeHHs
3MiH NpOTArom 6-T1 MiCALB Nicns 3aTBEPAKEHHS

3a
peyermom

UA/10920/01/01

34.

BEPOTEK® H

aepo30/b A030BaHuiA, 100
MKr/go3y; no 10 mn (200
[03) y MeTasieBOMy
6aoHUVKY 3 [,O3YIOUUM
KnanaHom; no 1
6a/TIOHUMKY Y KapTOHHIi
Kopo6Li

BepiHrep
IHrenbxaim
IHTEepHeLwHN

M6X

HimeyuunH
a

BepiHrep
IHrenbxaiim ®apma
m6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHUKa
(BNacHvKa peecTpauiiHoro NocBigYEHHS)

3a
peyenmom

UA/3123/01/01

35.

Bl-
MPECTAPIYM®
10 Mr/10 Mr

Tabnetku; no 30 TabneTok
Yy KOHTEeHepi gs
Tabnetok; no 1
KOHTelHepy B KopobLyi 3
KapTOHY

ne
NABOPATYAP
CEPB'E€

PpaHLis

AHOAPM
MignpuemcTBo
dapmavLesTuyHe AT,
MonbLya;
NabopaTtopii Ceps'e
IHaacTpi, ®paHuis;
Ceps'e (IpnaHgis)
IHgacTpic /Ta,
IpnaHgis

Monbwa/
Ipnangis

BHECEHHSA 3MiH [0 peecTpaljiiiHux maTepianis:
3MiHK | TURy - 3MiHK WoA0 6e3nekn/eddeKTNBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3miHu oo
y3arasibHeHUX AaHux npo cuctemy
thapmakoHarnsgy (BBeAEHHs y3ara/ibHeHNX JaHux
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOBaXEHOI 0C06M, BignoBiganLHOI 3a
3[iliCHEHHS1 (papMaKoHarns4y; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa s 34iliCHEHHS
hapmakoHarnsay B YkpaiHi, K0 BOHA BigMiHHa
Bif, yNOBHOB&XXEHOIT 0CO6M, BiAMNOBiZa/IbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyaryn
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
MacTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHIIKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
MponoHoBaHa pepakuis: Luc Feldmann / /liok
denbaMaHH. 3MiHa KOHTaKTHUX AaHWX
YyNOBHOBaXEHOI 0c06M, BignoBiganLHOI 3a
hapMakoHarnsg. 3mMiHa KOHTaKkTHOT 0co6u
YMNOBHOBaXXEHOT 0C06M 3as1BHMKA, BignoBiganbHOT
3a hapmakoHarnsag B Ykpaii.
MponoHoBaHa pepgakuis: PokyHb OkcaHa HOpiiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0co6u
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a (hapmakoHarnsg B YkpaiHi. 3viHa Homepa
MacTep-gaiina cuctemy papMakoHarisay

3a
peuyenmom

UA/8748/01/04

36.

Bl-
MPECTAPIYM®
10 Mr/5 Mr

Tabnetku; no 30 TabneTok
Y KOHTelHepi Ans
Tabnetok; no 1
KOHTelHepy B KopobLyi 3
KapTOHY

ne
NABOPATYAP
CEPB'E€

PpaHLin

AHPAPM
Mignpuemcteo
dapmaLeBTuyHe AT,
MonbLua;
JlabopaTtopii Ceps'e

Monbwa/
IpnaHgis

BHECEHHSA 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHW | TMNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHst abo 3MiHu A0
y3arasibHeHVX AaHnx Npo cuctemy
dhapmakoHarnsgy (BBefieHHs y3ara/lbHeHUX faHux

3a
peyerimom

UA/8748/01/03
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n/n

JliKapcbKO20

Hassa

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

IHpacTpi, PpaHuis;
Ceps'e (IpnaHgis)
IHpacTpic T4,
IpnaHgjs

npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0C06M, BignoBiganbHOI 3a
3AilicHeHHA hapMakoHarnsazy; KOHTaKTHOT ocoou 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobw, BignoBifasibHOI 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
macTep-chaiina cuctemmn thapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6Y 3asABHYIKA,
BignoBigasbHOI 3a hapMakoHarnsag.
MponoHoBaHa pepakuis: Luc Feldmann / ok
denbgmaHH. 3MiHa KOHTAKTHUX JaHKX
YNOBHOB&XEHOT 0CO6M, BignoBiganbHOI 3a
hapMakoHarnsg. 3miHa KOHTaKkTHOT 0co6u
YMOBHOB&XeHOT 0Co6M 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnsg, B YkpaiHi.
MponoHoBaHa pegakuis: PokyHb OkcaHa HOpiiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
YNOBHOBA&XEHOT 0CO6U 3as1BHVKA, BifnoBigaibHOl
3a papmakoHarnag B Ykpaini. 3miHa Homepa
mMacTep-aiina cuctemy papmakoHarisgy

37.

Bl-

MPECTAPIYM®

5 Mr/10 Mr

Tabnetkn; no 30 TabeTok
Y KOHTelHepi Ans
Tabnetok; no 1
KOHTeliHepy B kopobLi 3
KapTOHY

ne
NNABOPATYAP
CEPB'E

dpaHuin

AH®APM
Mignpuemcteo
dapmauesTuyHe AT,
MonbLua;
NabopaTtopii Ceps'e
IHpacTpi, PpaHuis;
Ceps'e (IpnaHgis)
IHgacTpic /iTa,
IpnaHgjs

Monbwa/
IpnaHgis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TMNYy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0c06M, BignoBiganbHOI 3a
3[iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyaryn
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTtep-aiina cuctemy papmakoHarnsay) -
3MiHa YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
BignoBigabHOI 3a hapMakoHarnsg.
MponoHoBaHa pepakuis: Luc Feldmann / ok
denbaMaHH. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0C06M, BignoBigansHOI 3a
thapmakoHarnsg. 3miHa KOHTaKkTHOT 0co6u
YMOBHOB&XeHOT 0cobM 3as1BHMKA, BignoBiganbHOT
3a (papmakoHarnsg, B YkpaiHi.
MponoHoBaHa pegakuis: PokyHb OkcaHa HOpiiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobum
YNOBHOB&XEHOI 0CO6M 3as1BHMKA, BifnoBiganbHOI

3a
peyenmom

UA/8748/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3a (papmakoHarnsg B Ykpaini. 3viHa Homepa
macTtep-haiina cuctemu papmakoHarnsgy

38.

Bl-
MNPECTAPIYM®
5 Mr/5 Mr

Tabnetku; no 30 TabNeTok
Y KOHTelHepi aAns
Tabnetok; no 1
KOHTeliHepy B kOpooL,i 3
KapToHY

ne
NABOPATYAP
CEPB'E€

PpaHuis

AHOAPM
MignpuemcTeo
dapmaLeBTuyHe AT,
MonbLa;
NabopaTtopii Ceps'e
IHAacTpi, ®paHLuis;
Ceps'e (IpnaHgis)
IHpacTpic N14,
IpnaHgis

Monbwa/
IpnaHgis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHM | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
y3arasibHeHVX AaHnx Npo cuctemy
chapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6MU, BifgnoBiganbHOI 3a
3[jiicHEeHHSsT hapMakoHarIs4y; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHVKa ANs 34jACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBa)XeHOT 0Cc06W, BignoBifanbHOT 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-aiina cuctemy papMakoHarnisgy) -
3MiHa YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
BigNoBiga/IbHOI 3a hapMakoHarnsga.
MponoHoBaHa pepakuis: Luc Feldmann / /Tiok
®enbaMaHH. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0CO6MU, BifgnoBiganbHOI 3a
thapmakoHarnsg. 3MiHa KOHTakTHOT 0cobu
YNOBHOB&XXEHOT 0CO6U 3asiBHMKA, BifnoBigabHOl
3a hapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuis: PokyHb OkcaHa tOpiiBHa.
3MiHa KOHTaKTHUX faHuX KOHTakTHOI 0cobu
YNOBHOB&XeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a papmakoHarnsg B Ykpaii. 3viHa Homepa
MacTep-haiina cuctemun dpapmakoHarnsgy

3a
peyermom

UA/8748/01/01

39.

Bl-
MNPECTAPIYM®
N 14 MIr/10 M

Tabnetkv no 14 mr/10 mr
no 30 TabneTok y
KOHTEeWHepi ans TabneTok;
no 1 a6o no 3 KoHTeliHepn
Ons Tabnetok y kopobui 3
KapTOoHY

ne
NABOPATYAP
CEPB'E€

PpaHuis

Ceps'e (IpnaHgis)
IHpacTpic Nitg

IpnaHgis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHM | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta (hapmakoHarnagy. BeegeHHst abo 3MiHu A0
y3arasibHeHVX AaHux Npo cuctemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BignoBiganbHOI 3a
3AiicHeHHA hapMakoHarnsagy; KOHTaKTHOT ocobu 3
chapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBa)XeHOT 0cobMu, BignoBifanbHOI 3a
3piicHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-caiina cuctemy papMakoHarnisay) -
3MiHa YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
BigNoBiga/IbHOI 3a hapMakoHarnsg.
MponoHoBaHa pepakuin: Luc Feldmann / Jliok
®enbaMaHH. 3MiHa KOHTaKTHUX AaHuX
YMOBHOBAXEHOI 0CO6MU, BifgnoBiganbHOI 3a

3a
peyernmom

UA/15450/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

thapmakoHarnsg. 3MiHa KOHTakTHOT 0cobu

YNOBHOBA&XEHOT 0CO6U 3as1BHVKA, BifnoBigaibHOl
3a hapmakoHarnsag B Ykpaii.

MponoHoBaHa pepakuis: PokyHb OkcaHa tOpiiBHa.

3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0co6u
YMNOBHOBaXeHOT 0COOM 3asiBHMKA, BifnoBigaibHOT

3a (papmakoHarnsg B Ykpaiti. 3viHa Homepa
macTep-chaiina cuctemun dhapmakoHarnsgy

40.

Bl-
MNPECTAPIYM®
N 3,5 MI/2,5 Ml

Tabnetkv no 3,5 mr/2,5 mr
no 30 TabneTok y
KOHTEeWHepi Ans TabneTok;
no 1 a6o no 3 KoHTeliHepn
Ons TabneTok y kopobui 3
KapTOoHY

ne
NABOPATYAP
CEPB'E€

PpaHuis

Ceps'e (IpnaHgis)
IHpacTpic NiTa

IpnaHgis

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:
3MiHM | TRy - 3MiHK Woao 6e3nekun/eddekTUBHOCTI
Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
y3arasibHeHVX AaHnx Npo cuctemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0CO6MU, BifgnoBiganbHOI 3a
3[jiicHEeHHs hapMakoHarIsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHuKa AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBa)XeHOT 0c06u, BignoBifanbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-aiina cuctemy papMakoHarnisay) -
3MiHa YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
BigNoBiga/IbHOI 3a hapMakoHarnsg.
MponoHoBaHa pepakuis: Luc Feldmann / /Tok
denbaMaHH. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0CO6MU, BignoBiganbHOI 3a
thapmakoHarnsg. 3MiHa KOHTakTHOT 0co6u
YNOBHOB&XEHOT 0CO6U 3asiBHMKA, BifnoBigabHOl
3a hapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuis: PokyHb OkcaHa tOpiiBHa.
3MiHa KOHTaKTHUX faHuX KOHTakTHOI 0cobu
YNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a (papmakoHarnsg B Ykpaii. 3viHa Homepa
macTep-haiina cuctemu dhapmakoHarnsgy

3a
peyermom

UA/15450/01/01

41.

Bl-
MNPECTAPIYM®
N 7 Mr/5 Ml

Tabnetkv no 7 mr/5 mr no
30 TabneTok y KoHTeliHepi
ons Tabnetok; no 1 a6o
no 3 KoHTelHepu Ans
TabneTok y kopobui 3
KapTOoHY

ne
NABOPATYAP
CEPB'E€

PpaHuis

Ceps'e (IpnaHgis)

IHpacTpic Nitg

IpnaHgis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHM | TNy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta (hapmakoHarnagy. BeegeHHst abo 3MiHu A0
y3arasibHeHVX AaHux Npo cuctemy
chapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6MU, BifgnoBiganbHOI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
chapmakoHarnsay 3asBHvKa Ansi 34jACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bif, YyNOBHOBaXXEHOI 0cO0M, BiANOBiAa/IbHOI 3a

3a
peyernmom

UA/15450/01/02
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
mMacTep-chaiina cuctemmn thapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6Y 3asABHNIKA,
BignoBigabHOI 3a hapMakoHarnsag.
MponoHoBaHa pepakuis: Luc Feldmann / ok
denbgmaHH. 3MiHa KOHTAKTHUX JaHKX
yNOBHOB&XEHOT 0CO6M, BignoBiganbHOI 3a
hapmakoHarnsg. 3mMiHa KOHTaKkTHOT 0co6u
YMOBHOB&XeHOT 0C0bM 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnsg, B YkpaiHi.
MponoHoBaHa pepgakuis: PokyHb OkcaHa tOpiiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0co6bm
YMNOBHOBaXXEHOT 0CO6M 3asIBHMKA, BifnoBiganbHOT
3a papmakoHarnag B Ykpaini. 3miHa Homepa
mMacTep-aiina cuctemy papmakoHarisgy
42, BNOoripP-3 Tabnetku, LWo Benyno, nikn Ta Xopsaris Benyno, nikn Ta Xopsarisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/15359/01/01
OVCNepryoTbCs B POTOBIN KOoCMeTuka, 4.4. KOCMeTuKa, A.4., pevis 3MiHM | TMNYy - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI peyenma
MOPOXHWHI, N0 5 Mr no 10 XopsarTisl (BTOPUHHE Ta hapmakoHarnsay - OHOB/IEHHSA TEKCTY
Tabnetok y 6nictepi; no 1 nakyBaHHs, MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby 3
abo no 3 6nictepn y BiANOBIAa/IbHUI 3a BHECEHHAM iH(hopmaLii LWoA0 3a3HaueHHs
KapTOHHI nayui BUMYCK cepii); O4VHWLb BMMIpIOBaHHSA y cucTemi Sl. BBegeHHs
DxeHedhapm CA, 3MiH NPOTAroM 6-TW MiICALIB NiC/1A 3aTBEPAKEHHS
Ipeuis (BMPOGHUK
roToBOro
niKapcbKoro 3acooby,
nepBrHHE
nakyBaHHs)
43. BNOoripP-3 PO34MH opanbHuiA, 0,5 Benyno, niku Ta XopsarTist Benyno, nikv Ta Xopsarisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/15359/02/01
mr/mn no 60 mn a6o 120 KOCMeTuka, 4.4. KOCMeTuKa, A.4., pevyis 3MiHM | TMNYy - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI peyenma
M1y do1akoHi; no 1 Xopsartis Ta (hapmakoHarnsgy - OHOB/IEHHSA TEKCTY
hnakoHy pa3oM 3 MipHOI (BignoBifanbHuii 3a MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby 3
noxeukoto (Ha 2,5 mn abo BTOPUHHE BHECEHHAM iHthopMmalii LWoA0 3a3HauYeHHs
5 M71) B KAPTOHHI nauui nakyBaHHs, BUMYCK OAVHWLb BUMIPIOBAHHSA Y cucTeMi Sl. BBEeHHA
cepii); PAMAP 3MiH NPOTAroM 6-TW MiICALIB NiC/A 3aTBEPAXKEHHS
AB.E., Ipeuis
(BMPOGHWK roTOBOrO
niKapcbKoro 3acooby,
nepBuHHe, BTOPYHHE
nakyBaHHs)
44, BOHAPOHAT® | koHUeHTpaT A5 PO34nHy ATHac ®apma Benwuka BMPOGHULITBO 3a HimeuunHa/ BHECEHHSA 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/5557/01/01
ONs iHdysii, 6 Mr/6 mn no HOK NimiTeq BputaHis NOBHVM LMK/TOM: Benvka 3MiHa 3as1BHMKa (B/1aCHMKa pPeecTpaLiiHoro peyenmom
6 M/ KOHUEeHTpaty y Pow fiarHocTuke BpuTaHis NnocBiAYeHHsT). 3MiHW | TUNY - 3MiHW 3 AKOCTI.

hnakoHi 3i ckna; no 1
haKkoHy y KapTOHHIN
KOpoo6Li

'm6X, HimeuunHa;
BTOPVHHE
nakyBaHHs1, BUMYyCK
cepii:

[OTOBWIA NiKapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI.
3amiHa ab0 BBeAEHHSI 4,04ATKOBOI AifbHUL
BMPOGHMLTBA 4151 YACTUHM abo BCbOro
BMPOGHMYOro NpoLiecy roToBOro NikapcbKoro
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

Belimeiig MNNC,
Benvka bputaHis

3ac00y (AinbHWLA 415 BTOPUHHOTO NakyBaHHS) -
BBEJEHHSA 4,04aTKOBOI BUPOOHUYOT AiNbHULL
Bevimeiig M/C, Benvika bpuTtanHis, BignoBiganbHoOT
3a BTOPVHHE MakKyBaHHS, po3TalloBaHOi 3a
aapecoto CoBepiH Xayc, Maiinc peii Poyg,
BasingoH, SS14 3FR, Benuka BputaHia o Bxe
3aTBEPMAXEHOT BUPOGHMYOT AinbHuui: Pow
[OiarHocTuke Mm6X, HimeuunHa.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYIOTLCA BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi rOTOBOrO MiKapCbKoro 3acoby
(3amiHa abo foAaBaHHS BUPOGHKKA, Lo
Bignosigae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
BK/IO4A0UM KOHTPOb/BUNPOGYBaHHSA cepii.
[opasaHHs BUpo6HuKa Belimeiig MN1C, Bennka
BpuvTaHis, BignoBigabHOroO 3a BUNYyCK cepii fo
BXE 3aTBePAXEHOI BUPOBHMNYOT AinbHUL: PoLu
[LiarHocTrke Mm6X, HimeuunHa. 3asHayeHHs
BMPOGHUYMX (DYHKLUI (BUPOBHWLTBO 3a NOBHUM
LMKIOM) A5 BXXE 3aTBEPL)KEHOro BUPOOHMKa PoLu
[LiarHocTrke Mm6X, HimeuunHa. 3miHN BHECEHO B
HCTPYKLi0 415 MeANYHOro 3aCTOCyBaHHS LLOA0
HaliMeHyBaHHS Ta MiCLLe3HaXOMKEHHA BUPOGHUKA
3 BiANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS
ynakoBKM NiKapcbKoro 3acoby. 3MiHu | Tuny -
3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3arasbHeHUX JaHuX Npo cucTemy
thapmakoHarnsgy (BBeeHHs y3araslbHeHUX AaHnX
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BignoBiganbHOI 3a
3AilicHeHHA hapMakoHarnsazy; KOHTaKTHOT ocoou 3
hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobw, BignoBifasbHOI 3a
3[ificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-chaiina cuctemu chapmakoHarnagy. 3MiHa
YMOBHOB&XeHOT 0C0bM 3as1BHMKA, BifnoBigabHOT
3a (papmakoHarnag,. Aitova pegakuis: Ap. BipoxiTt
lennept / Dr. Birgitt Gellert, MD.
MponoHoBaHa pepakuis: KatepuHa KenHi /
Catherine Kenny. 3MiHa KOHTakTHUX gaHUX
YNOBHOBAXEHOI 0CO6MU, BignoBigabHOI 3a
thapmakoHarnsg. 3MiHa KOHTakTHOT 0co6u
YNOBHOB&XEHOT 0CO6M 3as1BHMKA, BifnoBigabHOI
3a hapmakoHarnsg B Ykpaii.




46

Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
[itoua pepaxuis: MowHiHa Onbra IBaHiBHa.
MponoHoBaHa pepfakuis: Tepelukosa Jlinis
MwukonaiBHa. 3MiHa KOHTAaKTHUX JaHUX KOHTaKTHOT
0CO6M YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANoBigaIbHOI 3a hapmakoHarnsg B YkpaiHi.
3MiHa MicLs 34iiCHEHHS OCHOBHOT AiANIbHOCTI 3
thapmakoHarnsgy. 3MiHa MiCLEe3HaxX0MKeHHS
macTep-haiina cuctemun dpapmakoHarnsgy Ta moro
Homepa.
45, BPY®EH® Tabs1eTkv NPOSIOHroBaHoI AGGOTT HimeuuunH damap A.B.E. pevis BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/18249/01/01
PETAP[, Lii, BKpUTi N1iBKOBOKO Nabopatopi3 a AHTOYCCa MNnaHT 3MiHUM | TUNY - 3MiHW BHECEHO B IHCTPYKLiO AN peyenmom
060710HKO0, No 800 Mr; no M6X MeZMYHOro 3aCTOCyBaHHA NikapcbKoro 3acoby Ao
10 TabneTok y 6nicTepi; po3gainiy "Oco6nnBoCTi 3acToCyBaHHSA" 3rigHO 3
no 1 a6o 2 6nictepn y pekomeHgauismm PRAC (EMA/201784/2020).
KapTOHHI kopo6uj; no 14 BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
TabneTtok y 6nictepi, no 1 3aTBEPKEHHS;
6nicTepy y KapTOHHIi 3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI
Kopobui Ta thapmakoHarisgy - 3MiHW BHECEHO B iHCTPYKLiHO
AN MeAnYHOro 3acToCyBaHHA NiKapCbKoro 3acoby
00 po3ainiy "Mo6iuHi peakwyii" 3rigHo 3
pekomeHgauisvmm PRAC (EMA/519625/2020).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
46. BYCKOMAH® TabneTkn, BKPUTI TOB "CaHoi- YkpaiHa [enbcthapm Peiimc dpaHuis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/6378/01/01
LlyKPOBOK 060/10HKOH, NO ABeHTIC 3MiHu |l TUNY - 3MiHW BHECEHO A0 IHCTPYKUIT AN peyenma
10 wmr; no 20 TabneTok y YkpaiHa" MeAMYHOro 3acToCyBaHHA NiKapcbKoro 3acoby Ao
6nicTepi; no 1 6nictepy B po3ginis "®apmakonoriyHi BnactTusocTi",
KapTOHHI KopooLli "MpoTunoka3aHHsa", "Crnocib 3acTocyBaHHsA Ta
003" (BHECEHI YTOUHEHHS), "B3aemogis 3 iHWMmn
nikapcbkMmn 3acobamu Ta iHWi BUAn B3aeMogiii",
"Oco6MBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHS Y
nepiog BaritTHOCTi abo rogyBaHHA rpyaar”
(BHECEHI YTOUHEHHS Ta A04ATKOBI 3aCTEPEeXEHHS),
"Mo6iyHi peakuii" BigNoBigHO A0 MaTepianis
peecTpaLiiHoro gockbe. BBeeHHA 3MiH MPOTArom
6-TV MicsLiB Nicns 3aTBEPKEHHS
47. BA3ENIH Ma3b no 25rabono50ry MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/6520/01/01
KOHTelHepax; no 251y dapmaneBTUYHa dapmaueBTUYHA 3MiHV | TURy - 3MiHK Woo 6e3nekn/eddekTMBHOCTI peyenma
Ty6ax; no 251y Ty6i, no 1 habpuka (pabpuka "Biona" Ta hapmakoHarisigy - 3MiHM BHECEHI B TEKCT
Ty6i B nauyi; no 20 ry "Biona" MapKyBaHHS! yNakoBOK Jlikapcbkoro 3acoby (n.17)
Ty6ax; no 20 r y Ty6i, no 1 LLIOZI0 HAHECEHHS TOProBOl Mapku
Ty6i B mauu,i
48. BAJICAP-H TabneTku, BKpUTI Aypo6iHgo IHAis Aypob6iHgo ®apma IHAis BHECEHHS 3MiH 0 peecTpavliiiHiX maTepianis: 3a UA/14977/01/01
NNiBKOBOIO 060/1I0HKOIO, dapma /114 NimiTen - FOHIT VII 3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI peyenmom

160 mr/25 mr: no 7
TabneTok y 6nicrepi; no 4

Ta hapmakoHarnsay - OHOB/IEHHS TEKCTY
MapKyBaHHS1 YNaKOBKM JliKapCbKOro 3acoby
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

6nicTepy B KApPTOHHIi
KopoobLi

BiANOBIAHO A0 BUMOr Hakazy MO3 Ykpainu Big,
23.07.2015 p. Ne460 3 BHeceHHAM iHchopmaLi
010 3a3HAYEHHS OAMHMLL BUMIPOBAHHSA Y
cucTemi Sl, norotTuny KOMMaHii Ta TEXHIYHOT
iHbopmaLii BUpo6HMKa

49.

BAJICAP-H

TabneTkn, BKPUTI
NNiBKOBOIO 060/10HKO0, 80
Mr/12,5 mr: no 7 TabneTtok
y 6nictepi; no 4 6nictepu
B KapTOHHI kopobuj

AypobiHgo
dapma /114,

IHais

AypobiHgo ®apma
Nimiteq - FOHIT VII

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:
3MiHM | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta hapmakoHarnsgy - OHOB/IEHHSA TEKCTY
MapKyBaHHS yNakoBKW /TiKapCbKOro 3acoby
BiANOBIAHO A0 BUMOr Hakaldy MO3 YkpaiHu Big,
23.07.2015 p. Ne460 3 BHeceHHAM iHchopmaLi
LLIO0Z10 3a3HAYEHHSI OAVHULE BUMIPHOBAHHSA Y
cucTemi Sl, noroTuny KOMMaHii Ta TEXHIYHOT
iHbopmaLii BUpo6HMKa

3a
peyermom

UA/14977/01/02

50.

BIAKOPAM® 14
MI/10 MIr

Tabnetkn no 14 mr/10 mr
Ne 30 (30x1), Ne 90 (30x3)
Y KOHTelHepi ans
Tabnetok

ne
NABOPATYAP
CEPB'E€

PpaHuis

Ceps'e (IpnaHgis)
IHpacTpic Nitg

IpnaHgis

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MiHM | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta (hapmakoHarnagy. BeegeHHst abo 3MiHu A0
y3arasibHeHVX AaHux Npo cucTtemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
npo cuctemy thapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6MU, BifgnoBiganbHOI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
chapmakoHarnsay 3asBHvKa Ansi 34jACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobu, BignoBifanbHOI 3a
3piicHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-aiina cuctemy papMakoHarnisay) -
3MiHa YNOBHOBA&XEHOI 0CO6U 3asBHNKa,
BigNoBiga/IbHOI 3a hapMakoHarnsg.
MponoHoBaHa pepakuin: Luc Feldmann / ok
®enbaMaHH. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6MU, BifgnoBiganbHOI 3a
thapmakoHarnsg. 3MiHa KOHTakTHOI 0cobu
YNOBHOBAXEHOT 0CO6U 3asiBHYVKA, BifnoBigaibHOl
3a (hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pepakuis: PokyHb OkcaHa HOpiiBHa. 3miHa
KOHTaKTHUX AaHWNX KOHTaKTHOI 0co6u
YMOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a (papmakoHarnsg, B Ykpaidi. 3miHa Homepa
macTep-haiina cuctemu dhapmakoHarnsgy

3a
peyernmom

UA/15293/01/03

51.

BIAKOPAM®
3,5 Mr/2,5 mr

Tabnetkn no 3,5 mr/2,5 mr
Ne 30 (30x1), Ne 90 (30x3)
Y KOHTeliHepi gns

ne
NABOPATYAP
CEPB'E

dpaHuis

Ceps'e (Ipnangis)
IHpacTpic Nitg

Ipnangis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
3MiHM | TUNY - 3MiHK Woa0 6e3nekn/eddeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHu Ao

3a
peyenmom

UA/15293/01/01
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Homep

n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

peecmpayiliHo2o
nocsio4eHHs

3acoby

ynakoska)
TabneTok

y3araslbHeHUx JaHnx npo cucTemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHux
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOB&XeHOT 0cobw, BignoBiganbHOI 3a
3AiicHeHHA hapMakoHarnsagy; KOHTaKTHoOT ocobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
Bif], yNOBHOB&XEHOT 0cO6u, BiANOBiJabHOI 3a
3ailicHeHHA thapmakoHarnsgy (BKoyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-alina cuctemy papMakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6W 3asBHYIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
MponoHoBaHa pepakuis: Luc Feldmann / ok
PenbaMaHH. 3MiHa KOHTaKTHUX AaHnX
YMNOBHOB&XeHOT 0cobw, BignoBiganbHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOI 0cobu
YMNOBHOBaXeHOT 0COOM 3asiBHMKA, BifnoBigaibHOT
3a papmakoHarnsg B Ykpaini. NponoHosaHa
pepakuisi: PokyHb OkcaHa HOpiiBHa. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOi 0co6u
YMOBHOB&XEHOT 0CobM 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnsg, B YkpaiHi. 3MiHa Homepa
mMacTep-halina cuctemu papmMakoHarnsgy

3a

UA/15293/01/02

52.

BIAKOPAM® 7
Mr/5 Ml

Tabnetku no 7 mr/5 mr Ne
30 (30x1), Ne 90 (30x3) y
KOHTeliHepi Ana TabneTok

ne
NABOPATYAP
CEPB'E

®paHuis

Cepg'e (IpnaHpgis)
IHpacTpic Nitg

IpnaHgis

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUX JaHnx npo cucTemy
chapmakoHarnsgy (BBeeHHs y3arabHeHUX faHnx
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[jifiCHEHHsT hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
Bif, yNOBHOB&XEHOT 0co6u, BiANOBiJabHOI 3a
3fiicHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-haiina cuctemu papMmakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6W 3asBHNIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
MponoHoBaHa pepakuis: Luc Feldmann / ok
®enbaMaHH. 3MiHa KOHTaKTHUX AaHnX
yMOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
thapMakoHarnsag. 3mMiHa KOHTaKTHOT 0co6u
YMNOBHOB&XeHOT 0COOM 3asIBHMKA, BifnoBigaibHOT
3a (papmakoHarnsg B Ykpaini. NMponoHoBaHa

pefakuis: PokyHb OkcaHa HOpiiBHa. 3miHa

peyenmom
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o

3acoby ynakoska) nocsi0O4YeHHs1

KOHTaKTHUX JaHWNX KOHTaKTHOI 0cobu
YNOBHOBA&XEHOT 0CO6U 3as1BHVKA, BifnoBigaibHOl
3a papmakoHarnag B Ykpaini. 3miHa Homepa
mMacTep-aiina cuctemy papmakoHarisgy
53. BIBPOLN cnpeii HazasbHUiA, 'CK KoHcblomep | Lseiiuapi 'CK KoHcblomep LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/4564/02/01
[030BaHuii; no 15 mny Xenckep C.A. A Xenckep C.A. 3MiHu | TUnY - 3MiHK 3 AKOCTi. FoTOBUIA NiKAPCbKNI peyenma

hN1aKkoHi 3 po3nuoBaYveM;
no 1 chnakoHy y KapTOHHilA
Kopoo6Li

3aci6. CuctemMa KoHTeliHep/3aKynoptoBasibHUI
3aci6. 3MiHa po3mipy ynakoBKM roTOBOro
niKkapcbKoro 3acoby (3MiHa macu/o6'emy BMICTY
KOHTeliHepa 6araTo030BOro Jlikapcbkoro 3acoby
0N HenapeHTepasibHOro 3acTocyBaHHA (abo
0/iHO,030BOr0, YaCTKOBOIO BMKOPUCTAHHS))
3miHa 06’eMy BMICTY doniakoHy 3 npenapaTtom 3 10
M 40 15 M. 3MiHa CynpoBOAXYETLCSA BBEAEHHSAM
HOBOrO A03YK40ro NPUCTPOLO h/1akoHy Ta 3MiHaMu
y MaTepiasiax, NepBUHHOI ynakoBku. [laHa 3MiHa
BMN/IMBAE HA METOAMN KOHTPOJIO AKOCTI, TEKCT
MapKyBaHHS 3aTBEPAKEHO: CMpeli Has3aNbHUIA No
10 mn, (3anponoHoOBaHO: Crpeit Ha3asbHWiA,
[030BaHuii no 15 mn).
3MiHU BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3acToCcyBaHHS NiKapcbKoro 3acoby y po3ginm
"Nikapcbka oopMa/OCHOBHI (i3NKO-XIMiYHi
BMACTUBOCTI", "YNakoBka", a Takox 4o
po3giny“Cnocib 3acTocyBaHHs Ta 403u", Ta AK
HacnifoK A0 TEKCTY MapKyBaHHSA yNnakoBKM
nikapcbKkoro 3acoby. 3miHn | Tuny - 3MiHM 3 SIKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonycTMMNX MEX roTOBOro
nikapcbKoro 3acoby (4ONOBHEHHS cneumndikaw,ii
HOBWM MOKa3HUKOM 3 BifMOBIAHUM METOA0M
BMNpobyBaHHsA) [lonoBHEHHA crevmdikalii HoBUM
MOKa3HMKOM 3 BifjNOBIgAHUM METOA0M
BUNPOGYBAHHSA BHAC/ILOK 3aMiHW TUMY [103YH0HOro
NPUCTPOLO Ta NEPBUHHOI YNakoBKW. (MPOAYyKTH
po3knagy deHinedgpuny (270 Hm)) (meTog BEPX)
(NponoHoBaHO: BCbOro NPOAYKTIB po3knagy
heHinedpuHy, Ha Bunyck: He binbwe 2,0 %, npu
BMBYEHHI CTabinbHOCTI: He GinbLue 3,0%.
3MiHu | TUNYy - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTposib roTOBOrO NikapCbKoro 3acoby.
3MiHa napameTpiB cneundikauii Ta/abo
L0MyCTUMMX MEX roTOBOTrO NiKapcbkoro 3acoby
(monoBHeHHs cneumdikalii HOBUM NOKa3HWMKOM 3
BiANOBIAHUM MEeTO40M BUNPOOYBaHHS)
[onoBHEHHs cneumgikalii HOBYM NOKa3HUKOM 3
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BiAMNOBIAHMM METOA0M BUNPOBYBaHHSA BHACNIA0K

3amiHW TMNY [03yY0ro NPUCTPOIO Ta NepBUHHOT

deHinedpuHy» (270 Hm)) (meTog BEPX) (HeBigomi

3MiHu | TUNY - 3MiHK 3 SKOCTI. FOTOBUIA NiKapCbKUi

ynakoBKU «HeBigOoMI NpoayKTN po3knasy

NpoAYKTW po3knagy heHinepuHy, KOXHUIA
(nponoHoBaHoO: Ha BUNYCK / NPV BUBYEHHI
cTabinbHOCTI: He binbwe 0,3%))

3aci6. KOHTpos1b rOTOBOrO NikapCbKoro 3acoby.
3MiHa napameTpiB cneundikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTrO NiKapcbkoro 3acoby
(monoBHeHHA crevmdikalii HOBUM NOKa3HWUKOM 3
BiANOBIAHUM MeTO40M BUNPOOYBaHHS)
[onoBHeHHs cnevmdikayii HOBYM NOKa3HUKOM 3
BiANOBIAHMM METOA0M BUNPOBYBaHHA BHACNIA0K
3aMiHV TUMy [03YHYOro NPMCTPOI0 Ta NEPBUHHOI
ynakoBku «[pofyKTu po3knagy
AvmMeTuHAeHY»(258 Hm) (meTog BEPX) (isomep 2
NPOMNOHOBAHO: Ha BMNYcK He binbwe 3,0 %, npu
BUBYEHHI CTabinbHOCTI: He Ginblue 5,0%. 3MiHu |
TMNYy - 3MiHW 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KoHTposb roToBoro siikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo fonycTUMmX
MEX roTOBOrO JliKapCbKoro 3acoby (4ONOBHEHHS
cneumdikauii HOBUM NMOKAa3HWKOM 3 BifMNOBiAHUM
MeTOoA0M BUNpo6yBaHHSA) [JLONOBHEHHS
cneuudikaLii 4519 roToBOro NikapcbKoro 3acoby
HOBUM MOKa3HUKOM BHAC/TiOK 3aMiHW TUny
[,03YH040r0 MPUCTPOIO Ta NEPBUHHOI YNakoBKY
"Po3nogin Kkpanesb 3a po3MipoM" y 3B 53Ky 3
3aMiHOI0 TUMYy A03YHHOro NPUCTPOIO Ta NEPBUHHOI
yNnaKkoBKM, 3anponoHOBaHO cepeaHii giameTtp 45-
MKM-150 mMkM, giameTp mMeHwe 10 mkm: < 5%.
3MmiHu | TUNY - 3MiHKM 3 AKOCTI. FOTOBMIA NiKAPCbKNI
3aci6. KOHTponb roToBOro Mikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauiii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapcbKoro 3acoby
(oonoBHeHHS cneumaikaLii HOBUM MOKa3HUKOM 3
BiANOBIAHUM MeTOA0M BUNPOOYBaHHS)
[JlonoBHeHHs cnevudikaLii HOBUM NOKa3HMKOM 3
BiANOBigHVM METOLOM BUNPOGYBaHHA BHACNIA0K
3aMiHW TUMY A03YHYOro NPUCTPOIO Ta NEPBUHHOT
ynakosku. " 3arasibHuii i3omMep AUMETUHAEHY
meTog BEPX), 3aTBepaxeHo: isomepu
AVMeTNAEHy , Npy BUBYEHHI CTabINbHOCTI: He
GinbLe 7,0% , 3anponoHOBaHO: 3arasibHi i3oMepu
AVMeTUAEHy Npu BUMYCKY He GinbLue 5,0% , npu

BUBYEHHI CTabiNbHOCTI: He Ginblue 7,0% 3MiHn |
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Slikapcbkuii 3aci6.

(BUNYYEHHS1 HECYTTEBOTO BUMPOGYBAHHS B MPOLIECI

cneumdikauii roToBOro fikapcbkoro 3acoby. JaHuii

nikapcbkoro 3aco6y. 3MiHu | Tuny - 3MiHKU 3 SKOCTI.

KOHTpOs1b roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB crneuudikauili Ta/abo gonycTnMmx
MEX roTOBOrO JliKapCbkoro 3acoby (BU/Ty4eHHS
He3Ha4yHOro nokasHuka (Hanpvkiag, 3actapinoro
NokasHuKa, Takoro sk 3anax Ta cmak, abo
ineHTVdbikauis 6apBHUKIB Y CMakoBUX J06aBOK))
3anponoHoBaHO BMAANTM KOHTPO/b 3anaxy
rOTOBOrO /liKapCbKoro 3acoby 3i cnevmdikaui,
AKUI € HE3HAYHNM Ta He BMN/IMBAE Ha AKICTb
npenaparty. JaHuii NoKa3HWK BUAAIEHO TaKOX 3
METOI YHUKHEHHS KOHTaKTY npauiBHUKIB
BMPOOHULITBA 3 PO3YMHOM JTiKAPCbKOro 3acoby.
3MiHu | TUNY - 3MiHK 3 SKOCTi. FTOTOBUIA NiKapCbKUi
3aci6. 3MiHV Y BUPOOHULTBI. 3MiHA
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOJIO SIKOCTi rOTOBOrO NikapCbKoro 3acoby
(3amiHa abo fofaBaHHs AiNbHULI, Ha sKil
3[iICHIOETLCS KOHTPO/IL/BUNPOBYBaHHS cepii)
3anponoHoBaHO fofaBaHHS AifIbHALj KOHTPOO
NiKapcbKoro 3acoby 3a NOKa3HUKOM
«Po3nogineHHs kpanenb 3a po3Mipom» - Glaxo
Wellcome S.A., IcnaHis. IHWi napameTpun
KOHTPO/O JliKapCbKOro 3acoby 3AiCHIOTbCS
BMpo6HUKOM npenapaty — GCKConsumer Health
S.A., Weeliyapis. 3MiHn | TUNY - 3MiHK 3 SIKOCTI.
[OTOBWIA NiKapcbkMii 3aci6. 3MiHU Y BUPOGHULTBI.
3MiHu BUNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevumdikauisx, nig yac
BMPOGHMLITBA rOTOBOTO /iKapCbKOro 3acoby

BUPOGHMLITBA) 3anponoHOBaHO BUAAIUTU
KOHTPO/b 3anaxy /likapcbKoro 3acoby 3i
cneumdikauii nig yac BUPOGHULTBA, KW €
He3HayHWUM Ta He BMMBAE Ha SKiCTb npenapary.
Takox BpaxoBaHo, LU0 M0ro BUAAIEHO 3i

MOKa3HMK BUAIEHO TAKOX 3 METOH YHVUKHEHHS
KOHTaKTYy npauiBHVKIB BUPOOHULITBA 3 PO3YMHOM

[oTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa Yy

NEePBUHHIN yNakoBL,i rOTOBOrO JIiKapcbKoro 3acoby
(Tvin KoHTelHepa abo fofaBaHHSA HOBOTO
KOHTeliHepa) - TBepAj, M'ski Ta HeCTePUIIbHI piaki
nikapcbki hopmu - 3MiHa y NEPBUHHINA ynakoBsL,i

nikapcbKoro 3acoby, NOTOYHWIA TUN YNaKoBKM

(chnakoH) Ans cnpero HasaslbHOro 3 NoJlieTUAEHyY
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

HM3bKOT WinbHocTi (LDPE) nepep6ayeHo 3aMiHATK
hNakoHOM 3 MoNieTUIeHy BUCOKOI LWi/IbHOCTI
(HDPE) 3 f03yto4nm NPUCTPOEM A1 CNpeto,

HasasibHoro gososaHoro (MDS) (mponoHoBaHo: no

15 mn npenaparty y h1akoHi 3 nosnieTnneHy
BWCOKOI LL|i/TbHOCTIi, OCHALLLEHOro [03YH4UnM
NPUCTPOEM 3 NOINPONIZIEHOBUM PO3NWOBAYEM,
3aKPUTOro 3aXMCHMM KOBMNAYKoOM 3 NONieTUIeHy
HW3bKOI LLiNIbHOCTI). 3MiHWM BHECEHO [0 IHCTPYKLT
AN MeAnYHOro 3acTOCYBaHHSA NiKapCbKOro 3acoby
y po3ginu "Nikapcbka hopma/OCHOBHI hi3nko-
XiMi4Hi BNacTMBOCTI", "YnakoBka", a TakoX A0
po3giny"“Cnocib 3acTocyBaHHsA Ta 403W", Ta AK
HacnifoK A0 TEKCTY MapKyBaHHA ynakoBKu
nikapcbKoro 3acoby.

3MmiHu | TUNY - 3MiHKM 3 AKOCTI. FOTOBMIA NiKAPCbKNI

3aci6. CucteMa KoHTeliHep/3aKynoptoBasibHUI
3aci6. 3miHa napameTpiB cneuudikauii Ta/abo
[OMYCTUMMX MEX NEePBUHHOT YNaKkoBKy rOTOBOrO
niKkapcbKoro 3acoby (BU/ly4eHHsA HE3HAYHOro
nokasHuka (Hanpukiag 3actapisioro nokasHuka))

BupaneHHs napameTpiB cneyudikauii nepBuHHOT
ynakoBKM BHACMIAOK 3aMiHW TUNY [,03Y04H0ro
NPUCTPOIO Ta NEPBUHHOI YNaKOBKW: 30BHiLLHSA
ynakoBka, yHKLiOHYBaHHA [/151 HAKOHEYHMKa
(mo3artopa). aHi napameTpu 6y/n OLiHEeHi, K

He3HauHi, Lo He MaloTb BMVBY Ha AKICTb
roTOBOro NPoAyKTy. 3MiHM | TURY - 3MiHN 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHUi 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonycTUMmX
MeX NepBVHHOT yNakoBKW rOTOBOTO NiKapCbKoro
3aco6y (BUYYEHHS] HE3HAYHOTO MOKa3HMKa

(Hanpwviknag, 3acTapinioro nokasHuka)) BuganeHHs

napameTpiB cneuudikaLii NepBUHHOT yNakoBKM
BHAC/iAOK 3aMiHM TUMY A03YH0HOro NpUCTpoio Ta
NepBUHHOT YMakoBKN: MiKpO6iofioriyHa ymcrtota
ansa donakoHa. [JaHuii napameTtep 6yB OLHEHWIA,
AK HE3HAYHWIA, O HEe Mae BN/MBY Ha AKICTb
rOTOBOrO NPOAYKTY.

3MiHu | TUNY - 3MiHK 3 KOCTI. FTOTOBUIA NiKapCbKUi
3aci6. Cuctema KoHTenHep/3akynopoBasibHWiA
3aci6. 3miHa napameTpiB cneuudikauiii Ta/abo

[OMYyCTUMMX MEX NEePBUHHOT YNakoBKy rOTOBOrO
NiKapcbKoro 3acoby (BUy4eHHsA HE3HAYHOro
nokasHuka (Hanpuknag, 3actapifioro nokasHuka))

BupaneHHs napameTpiB cneyudikallii nepBuHHOT
yNaKoBKM BHACAIAOK 3aMiHW TNy A0O3YHYO0ro
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

NPVUCTPOIO Ta NePBUHHOT YNakoBku, a came
BMAAIEHHS NapaMeTpiB: MiKpob6iosoriyHa umcToTa
[OJ151 HAKOHEYHWKa (go3aTopa). [aHuii napameTep
6yB OLIHEHWIA, SIK HE3HAYHUIA, L0 HE Ma€e BM/IUBY
Ha AKICTb rOTOBOr0 NPOAYKTY. 3MiHM | TUNY - 3MiHK

3 AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWA 3aci6. 3miHa
napameTpiB cneuudikauilii Ta/abo fonycTUMmx
MeX NepBUHHOI YNakKoBKWN rOTOBOrO /iKapCbKOro
3aco0y (BWlyYEHHS HE3HAYHOrO NoKa3HMKa
(Hanpuknag, 3actapinoro nokasHvika)) BuganeHHs
napameTpiB crneuudikaLiii NnepBMHHOT yNakoBKu
BHACNIAOK 3aMiH1 TNy A03YHUO0ro NpUCTPOIO Ta
NepBUHHOT YNakoBKW, a caMe BUAaNIeHHS
napamMeTpiB: 30BHILLIHA yNaKkoBka,
(hYHKLIOHYBaHHS, WiNbHICTb Ans diiakoHa. JaHi
napameTpu 6ynu ouiHeHi, K He3HauHi, Lo He
MaloTb BM/IMBY Ha AKICTb TOTOBOrO NPOAYKTA.
3MmiHu | TUNY - 3MiHK 3 SKOCTI. FOTOBMIA NiKAPCbKNI
3aci6. KOHTponb roToBOro Aikapcbkoro 3acoby.
3MiHa y meTofax BUNPO6yBaHHS roTOBOrO
nNikapcbKoro 3acoby (iHWi 3MiHM y MeToAax
BMNpoOyBaHb (BK/OUaUM 3aMiHy abo
[OMNOBHEHHS)) 3amiHa MeTofy BUNPoGyBaHHSA 3
BM3HaYeHHAM [NpoAayKTiB po3kiagy Ha 6inbLu
[OCKOHaNI, L0 [03BONATb BU3HAUUTU Y MeXax
0O4HOro BUNPO6YBaHHS Ki/lbKiCHE BU3HAYEHHS,
BiANOBIAHI NPOAYKTW pO3KNaay Ta MPOBOAUTM
ifeHTnikaLio 4ito4oi pevoBUHM,
(3anponoHoBaHo: "KifibkicHe BU3HaUYEeHHs!

heHinedpuHy Ta AMMEeTUHAEHY MaseaTy Ta ix
npoAaykTiB po3kniagy " metogoM BEPX). 3miHn |

TMNy - 3MiHW 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.

KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpo6yBaHHSA rOTOBOrO /iKapCbKOro

3aco6y (iHLWi 3MiHM y MeTofdax BUNpobyBaHb
(BKOYAKOUM 3aMiHy 260 [OMOBHEHHS))
3amiHa MeToZly BUNPOOYBaHHS KiflbKiCHOro

BM3HAYEHHA Ail0YMX PEYOBUH Ha BiflbLl JOCKOHaN,

LL|0 A03BO/IATb BU3HAYATY Y MEXax OfHOro
BMNPOBYBaHHA KiNlbKiCHE BU3HAYeHHs, BiAMNOBIAHI
NPoAYKTW po3Knagy Ta NpoBOAUTH iAeHTudiKaLlo

Aito4oi peyvoBrHN (3aTBEpAXEHO: KinbkicHe

BU3HAYEHHA AVMETUHAEHY Maneaty Ta

deHinedpuHy (ocHosa) (MeTog BEPX),

3anponoHoBaHo: "KisibkicHe BU3Ha4YeHHS
dheHinedpuHy Ta gUMEeTUHAEHY Maneaty Ta ix

npoaykTis posknagy " metogom BEPX) 3minu |
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Slikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MikapcbKoro 3acoby. 3miHa y
MeTofax BUNPOGYyBaHHS TOTOBOIO J1iKapCbKOro
3aco06y (iHWi 3MiHM y MeToAax BUNpPobyBaHb
(BKNOYatoUmM 3aMiHy abo [ONOBHEHHS)) 3amiHa
MeToay BUNpobyBaHHSA iaeHTudiIKaLis Aiunx
peyoBu Ha 6inbLl JOCKOHaTI, L0 A03BONAITH
BU3HAYUTU Y Mexax 0AHOro BUNpobyBaHHs
KifIbKiCHe BM3HAYEHHS, BigNOBigHI NPOAYKTU
po3kiagy Ta NpoBOAMTY ifeHTUdIKaLlo Aitoyoi
PEeYOBUHWH, (3aTBEPIKEHO: iAeHTUIKaLis
AVMeTUHAEHY maneaTty, ddeHinedpuHy (ocHoBa),
6eH3ankoHito xnopug (metog BEPX);
3anponoHOBaHO: ifeHTUMikauis AMMeTUHAEHY
maneary(metog BEPX); deHinedpuHy (ocHosa)
(meTon BEPX); 6eH3ankoHito xnopug, (Mmetos
BEPX); 3MiHu | TMny - 3miHu 3 siKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro
3aco6y. 3MiHa y MmeTodax BUNPOGyBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHW y MeTogax
BMNpobyBaHb (BKOYaoUM 3amiHy abo
[0MOBHEHHSA)) [lofaBaHHA a/lbTEPHATUBHUX
MeTOoAiB ifeHTudikauil AMMeTUHAEHY Manearty Ta
heHinedpurHy 3a gonomoro BEPX 3 Y&-
aetektopom. [MNepenb6adeHi BignoBigHI 3MiHN Y
crneuudikauii Ta MeTogax KOHTPOO NikapCbKoro
3aco6y. 3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO J1iKapCbKOro 3acoby
(monoBHeHHs creumdikalii HOBUM NOKa3HWKOM 3
BiANOBIAHWM MEeTOA0M BUNPOOYBaHHS)
[JlonoBHeHHA cnevmdikalii HOBUM NOKa3HMKOM 3
BiANOBIAHUM MeTOA0M BMNPOOYyBaHHSA «HeBigomi
NPoAYKTU po3kiagy AUMETUHAEHY (258 HMm)»
meTos BEPX, (3anponoHoBaHo: Ha BUMYCK He
GinbLe 0,7%) / Npu BUBYEHHI CTabINbHOCTI: He
6inblue 0,7%) 3miHu | TNy - 3MiHM 3 AKOCTI.
[oTOBWIA NiKapcbkMii 3aci6. KOHTPO/b rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo foNyCTUMUX MEX FOTOBOTO
NiKapcbKoro 3acoby (40NOBHEHHS cnevudikawii
HOBWM MOKA3HUKOM 3 BifMOBIAHUM METOAO0M
BUNPO6YBaHHS) [ONOBHEHHSA cnewundikaLii HoBUM
NoKa3HUKOM 3 BifNOBI4HNM METOAOM
BUNPOOYyBaHHA «BCbOro NpoAykTiB po3knagy
OnmeTuHaeHy» Mmetof BEPX (nponoHoBaHo:
MpoaykT posknagy AMMeTUHAEHY (258 HM)
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Bcboro nponaykTiB po3knagy AUMETUHAEHY Ha

Bunyck 6,0 %, npu BUBYEHHI cTabinbHocTi: 8,0%).
OVMeTUHAEHY». 3MiHN [0 MeToay BUNPOGyBaHHSA
OnucaHi y 3arasisHOMy MeTofi KOHTPOI0 A1
KiNIbKiCHOTro BU3HaYeHHS Ta NPoAyKTiB po3kiagy
meTogom BEPX.
3MmiHu | TUNY - 3MiHKM 3 AKOCTI. FOTOBMIA NiKAPCbKNI
3aci6. KOHTponb roToBOro Mikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauiii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapcbKoro 3acoby
(oonoBHeEHHS cneumaikaLii HOBUM MOKa3HUKOM 3
BiANOBIAHUM MeTOA0M BUNPOOYBaHHS)
[JlonoBHeHHs cnevudikaLii HOBUM NOKa3HMKOM 3
Bi4NOBiAHVM MeTOL0M BUNPOGYBaHHSA
(3anponoHosaHo: CepeHsa 034, WO
foctasnaeTbea (umetuHaeHy manear)28.1 Mkr —
42.6 mkr, CepefHs fosa , (deHinedpunH ocHoBa)
283.1 MKr-424.4mkr)
3MmiHu | TUNY - 3MiHK 3 SKOCTI. FOTOBMIA NiKAPCbKNI
3aci6. KOHTponb roToBOro Aikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauiii Ta/abo
[OMYyCTUMMX MEX roTOBOrO NiKapcbKoro 3acoby
(oonoBHeEHHS cneumaikaLii HOBUM MOKa3HUKOM 3
BiANOBIAHUM MeTOA0M BUNPOOYBaHHS)
[JlonoBHeHHs cnevmdikauii HOBUM NOKa3HMKOM 3
BiANOBiAHVM METOLOM BUNPOGYBaHHA BHACNIA0K
3aMiHW TUMy A03YHHOro NPUCTPOID Ta NEPBUHHOT
ynakoBku, «OAHOPIZHICTb 03U, WO
[0CTaBNAETLCA». 3MiHU | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapcbkMii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo foNyCTUMUX MEX FOTOBOTO
NiKapcbKoro 3acoby (40NOBHEHHS cnevudikawii
HOBWM MOKA3HUKOM 3 BifMOBIAHUM METOAO0M
BUNPO6YBaHHS) [JONOBHEHHSA cnewudikawii HoBUM
NoKa3HUKOM 3 BifNOBI4HNM METOAOM
BMMNPOGYBaHHA BHACNIAOK 3aMiHU TUMY A03YH040ro
NPUCTPOIO Ta NEPBUHHOI YNakoBku, «MpoayKTy
po3knagy AnMeTuHAaeHy (258Hm)» (isomep 1)
meToa BEPX (3anponoHoBaHO: Npu BUMYCKY: He
6inbLue 2,0 %, Npy BUBYEHHI CTabiNbHOCTI HE
6inbLue 3,5% ). 3MiHu | Tuny - 3miHK Wwoao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM) 3MiHM Y MeToZax KOHTPOJItO SKOCTI,
(3aTBEpPMAXKEHO: NPEASIOKEHNE MO U3MOXEHNIO
TekcTa MapK1UpoBKY NpunaraeTcs,
3anponoHOBaHO: 3riAHO 3aTBEPAKEHOT0 TEKCTY

MapKyBaHHs).
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
OHOBJIEHHS TEKCTY MapKyBaHHS yNakoBK/
NiKapcbKoro 3acoby 3 BHECEHHAM iHpopmaLii
LLI0A0 3a3HAYEHHS O4MHULb BUMIPIOBAHHS Y
cuctemi Sl.
54. BIBPOLN cnpeii HazanbHWiA; No 10 'CK KoHcblomep | Lseiiuapi 'CK KoHcblomep LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/4564/02/01
M1y dh1akoHi 3 Xenckep C.A. A Xerckep C.A. 3MiHu | TUny - 3MiHK 3 AKocTi. CepTudiikaT peyenma
posnunoBayem; no 1 BignoBigHocTi/lE-cepTudikat BigNoBigHOCTI
0N1aKoHyY Y KapTOHHiiA €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
Kopoo6Li HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHSA cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
matepiany/peareHTy/npomMiKHOro NMPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APl; Ana
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuiA cepTudikart
Bij, HOBOro BUPOGHYKa (3aMiHa ab0 AOMNOBHEHHS) -
nogaHHsa Hosoro CepTudikaty BifnoBiAHOCTI
€Bponeiicbkit hapmakonei Ne RO-CEP 2018-142-
Rev 01 ansa gjtoyoi pevoBuHY heHinedpuHy Big,
HOBOro BMpo6Huka Malladi Drugs &
Pharmaceuticals Limited Unit-3, India go Bxe
3aTBepxeHoro Boehringer Ingelheim Pharma
GmbH & Co. KG, HimeuunHa
55. BIBPOLUUN Kpanni HazanbHi; no 15 mn | FCK KoHcbiomep | LUBseliuapi 'CK KoHcblomep LLiBefuapis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/4564/01/01
Y CKIAHOMY (D1aKOHI 3 Xenckep C.A. ] Xernckep C.A. 3MiHK | TUNY - nogaHHs HoBoro CepTudiikaTy peyenma
noninponinieHoBo BiANOBIAHOCTI EBponeiickkili hapmakonei Ne RO-
KPULLIKOK-KpanebHULeo; CEP 2018-142-Rev 01 an1sa Aito4oi pevoBuHU
no 1 conakoHy B KapTOHHii heHinedpuHy Big HoBOro B1pobHuka Malladi
Kopoo6Li Drugs & Pharmaceuticals Limited Unit-3, India go
BXe 3arBepgkeHoro Boehringer Ingelheim Pharma
GmbH & Co. KG, HimeuyuunHa
56. BISANNNMEPIroN | kpanni ouHi 0,2 % no 2,5 CEHTICC IHais CEHTICC ®APMA IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/15939/01/01
M/1Yy NAacTUKOBOMY DPAPMA MNBT. NTA 3MiHM | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapCbKuii peyenmom
hNaKkoHi 3 KpanensHULEro, MpaviseT 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa po3mipy cepii
no 1 h1akoHy y KapTOHHIl Nimiteq (BK/tOUAOUM giana3oH po3Mipy cepii) roToBOro
nauuji nikapcbKoro 3acoby (36inbeHHs go 10 pasis
MOPIBHAHO i3 3aTBEPKEHNUM PO3MIPOM) -
BBE/leHHs1 J0AaTKOBOr0 PO3Mipy Cepii roToBOro
nikapcbkoro 3acoby. 3anponoHoBaHo: 40 n (14815
hnakoHiB), 200 11 (74074 chnakoHis)
57. BI3UPVH PO34uH NS iH'ekuiin, 20 Mini Xenckepe Benwuka BeHyc Pemegic IHAis BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a UA/11272/01/01
Mr/mn no 5 Mn 'y donakoHi; NimiTeq BputaHis NimiTen 3MiHa 3asiBHMKa (B/1acCHUKa peecTpaviiiHoro peyenmom

no 1 chNakoHy y KapTOHHiiA
Kopoo6Li

nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015
Ne 460): 3anponoHoBaHo: Mini Xenckepe Nimites
Mili Healthcare Limited ®aipdpakc Xayc 15,
®ansyp Mnelic, loHaoH, WC1V 6AY, Benuvka
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Bputanis Fairfax House 15, Fulwood Place,
London WC1V 6AY, Great Britain; 3miHu | Tuny -
3MiHu Wwopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3arasbHeHUX JaHuX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX JaHux
npo cucTemy dhapmakoHarnsgy, amMiHa
yNOBHOB&XEHOT 0CO6M, BignoBiganbHOI 3a
3AilicHeHHA hapMakoHarnsazy; KOHTaKTHOT ocoou 3
hapmakoHarnsgy 3asBHUKa A5 34iiCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobu, BignoBifasbHOI 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
macTep-chaiina cuctemmn thapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6Y 3asBHNIKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsg: NMponoHoBaHa
pefakuis — EpmowwnHa OneHa AmuTpisHa. 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXKEHOI 0CO6M
3asBHVIKa, BigNoBigabHOI 3a chapmakoHarnsg.
3MiHa MicLs 34iiCHEHHS OCHOBHOT AiANIbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLEe3HaxX0MKeHHS
macTep-gaiina; 3MmiHu | Tuny - 3MiHu WoAao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy -
OHOBJ/IEHHS TEKCTY MapKyBaHHS yNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHpopmaLii
LLI0A0 3a3HAYEHHS O4MHULb BUMIPIOBAHHS Y
cuctemi Sl. 3amiHa po3giny «[paciyuHe
306paKeHHs YNakoBKM» Ha po3ain «MapKyBaHHs»
MK4A 13; 3anponoHoBaHo: MapkyBaHHs. 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS

58.

BITANIMNIA

KOHL,EHTpaT 415 pO34nHy
A8 iHdysili; no 10 mny
CKNSHIA amnyni; no 10
amnyn y KapTOHHIl
Kopoo6Li

®pe3seHiyc Kabi
[onunang MmoX

HimeyuuH
a

®pe3seHiyc Kabi Ab.

Lseuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHK | TUNY - AONOBHEHHS cnevmdikauii M3
HOBWM MOKa3HUKOM «MeXaHiUHi BK/TIOUYEHHS.
HeBnanMmi yacTkm» 3 BigNOBIgHUM MEeTOL0M
BMNPOGYBaHHs 3rigHO €Bponelicbkoi dapmakoner;
3MiHN | TUNY - BUNYYEHHS METOAY BUNPOOYBaHHS
ipMn Ans nokasHvka «Po3Mip Kpanesib XOBTOl
eMy”bCii» Ta 3a/TMLLNTU BXXE 3aTBEPIKEHWI
anbTepHaTUBHWI MeTOZ, NasepHoi Andppakuil
cBiTna

3a
peyenmom

UA/16590/01/01

59.

BITAMIMIA ANS
DITEN

KOHL,EHTpAT A/151 PO3UUNHY
ONns iHgysili; no 10 mny
CKNsHi amnyni; no 10
amnyn y KapTOHHIl
Kopo6Ui

®pe3seHiyc Kabi
[Loiiunang rmeX

HimeyuuH
a

®pe3seHiyc Kabi Ab.

LLisewjs

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MiHK | TUNY - AONOBHEHHA cnevudikauii M3
HOBVM MOKa3HMKOM «MexaHiuHi BK/IHOUYEHHS.
HeBuanmi yactkv» 3 BiANOBIAHUM METOAOM
BMNPOGYBaHHS 3rigHO €Bponelicbkoi Papmakoner;

3a
peyernmom

UA/16591/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3MiHN | TUNY - BUNYYEHHS METOAY BUNPOOYBaHHS
hipMn Ans nokasHvka «Po3Mip Kpanesb XOBTOl
eMy/bCii» Ta 3a/IMWNTN BXE 3aTBEPKEHNI
anbTepHaTUBHWI METOZ, NasepHoi Andppakuil
cBiTNna
60. BITAMIH C 500 | Ta6seTkun XyBasibHi 3 AT Ykpaina AT "KMIBCbKIW Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/1861/01/01
NepcrKoBMM CMakoM Mo "KUIBCbKW BITAMIHHWIA 3MmiHu | TUNY - 3MiHKW 3 SKOCTI. FOTOBUIA NiKAPCbKN peyenma
500 mr no 10 TabneTok y BITAMIHHW 3ABOA" 3aci6. CucTeMa KoHTeliHep/3aKynoptoBasibHUA
6nictepi; no 3 abo 6 3ABO" 3aci6. 3MiHa po3mipy ynakoBKM rOTOBOrO
6nicTepiB B nayuj; no 30 nikapcbKoro 3acoby (3MiHa KiNlbKOCTi OAUHULIb
Tab/1eTOK Y KOHTEHEPI (Hanpuknag TabneTok, amny TOLLO) B yNakoBLi:) -
(6aHouuj); no 1 3MiHa no3a fjanasoHoM 3aTBEPMXXEHMX PO3MIpIB
KOHTeliHepy (6aHouL) y yMakoBKM - BBEAEHHS JOAATKOBOrO BTOPYHHOTO
naJui; no 10 TabneTok y nakyBaHHs Ne 60 (10x6). HoBuiA po3mip ynakoBku
6nictepax; no 30 BiANOBIgA€E CxeMmi A03yBaHHA Ta TPUBaUIOCTI
Tabs1eToK y KOHTEliHepax NiKyBaHHS BifMoBigHO A0 3aTBEPAXKEHOT iHCTPYKLiT
(6aHouKax) 0151 MeAVYHOIO 3aCTOCYBaHHA. 3MiHW BHECEHI B
po3ain "Ynakoska'" B iHCTPYKLO 4718 MEANYHOIO
3aCTOCYBaHHA Yy 3B"A3KYy 3 BBEAEHHAM [04aTKOBOT
BTOPWMHHOI ynakoBku Ne 60 (10x6), Ak HacnigokK -
3aTBepP)KEHHA TEKCTY MapKyBaHHs [04aTKOBOI
yMakoBKM NikapcbKoro 3acoby. BBegeHHs 3MiH
NPOTAroM 6-TM MicALB Nic/a 3aTBepAKEHHSA
61. BITAMIH C 500 | Ta6seTkun XyBasibHi 3 AT YkpaiHa AT "KMIBCbKIW Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/5623/01/01
anesi.CMHOBMM CMakoM o "KNIBCbKNW BITAMIHHMIA 3MiHu | TUNY - 3MiHKM 3 AKOCTi. FOTOBUIA NiKAPCbKNi peyenma
500 wmr, no 10 TabneTtok y BITAMIHHW 3ABOA" 3aci6. CucteMa KoHTeliHep/3aKynoptoBasibHU
6nictepi; no 3 abo 6 3ABO/" 3aci6. 3MiHa po3mipy ynakoBKM roTOBOr0O
6nicTepiB B nayuj; no 30 nikapcbkoro 3acoby (3MiHa KibKOCTi OAUHULIb
Tab/1eToOK Y KOHTEHEPI (Hanpuknag TabneTok, amnyn TOLLO) B yNakoBL:) -
(6aHouuj); no 1 3mMiHa nosa fiana3oHoM 3aTBepAKEeHVX PO3MIpiB
KOHTelHepy (6aHouL,) y yNakoBKM - BBEA,EHHS A0AATKOBOTO BTOPMHHOTO
naJui; no 10 TabneTok y nakyBaHHs Ne 60 (10x6). HoBuiA po3mip ynakoBku
6nictepax; no 30 BiANOBIgae cxemi A03yBaHHA Ta TPUBaUIOCTI
Tabs1eToK y KOHTEliHepax NiKyBaHHA BiANOBIAHO [0 3aTBEPKEHOT IHCTPYKLT
(6aHoukKax) 0151 MEAVYHOrO 3aCTOCYBaHHSA. 3MiHW BHECEHI B
po3ain "Ynakoska" B iHCTPYKLO 4719 MEeANYHOro
3aCTOCYBaHHA Yy 3B"A3KY 3 BBEEHHAM [04aTKOBOT
BTOPMHHOI ynakoBky Ne 60 (10x6), Ak HacnigokK -
3aTBEP)KEHHA TEKCTY MapKyBaHHA A0AATKOBOI
yNaKkoBKM NlikapCbKoro 3acoby. BeefeHHsA 3MiH
NPOTAroM 6-TW MiCALIB Nic/A 3aTBePAKEHHSA
62. BITAMIH C 500 | Ta6s1eTkuM XyBasibHi 3 AT YkpaiHa AT "KUIBCbKNI Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/5624/01/01
JIMMOHHVM cMakoMm no 500 "KNIBCbKW BITAMIHHMIA 3MiHu | TUNY - 3MiHK 3 SKOCTI. FOTOBUIA NiKAPCbKUi peyenma
mr; no 10 TabneTok y BITAMIHHWIA 3ABOA" 3aci6. Cuctema koHTeliHep/3akynoptoBaibHUiA
6nicTepi; no 3 abo 6 3ABO/" 3aci6. 3MiHa po3mipy ynakoBKM rOTOBOrO

6nicTepiB B nayuj; no 30
Tab1eTOK Y KOHTElHepi

nikapcbKoro 3acoby (3MiHa KinbKOCTi 0AUHULLb
(Hanpuknag TabneTok, amnyn TOLO) B yNakoBLi:) -
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(6aHouuj); mo 1 3miHa no3a fiana3oHoM 3aTBEpPAXEHVX PO3MIpiB
KOHTelHepy (6aHouL,) y ynakoBKM - BBEA,€HHSA A0AATKOBOTO BTOPMHHOMO
nauuj; no 10 Tabnetok y nakyBaHHs Ne 60 (10x6). HoBuit po3mip ynakoBkm
6nictepax; no 30 BiANOBIgA€E CxeMi A03yBaHHA Ta TPUBAJIOCTI
Tab/1eToOK Y KOHTEiHepax NiKyBaHHA BiANOBIAHO [0 3aTBEPIKEHOT IHCTPYKLT
(6aHoukax) [ANA MeNYHOro 3acTocyBaHHS. 3MiHW BHECEHI B
po3ain "YnakoBka" B iHCTPYKL,tO 4519 MEANYHOIO
3aCTOCYBaHHS Y 3B"A3KY 3 BBEEHHAM [404aTKOBOT
BTOPUHHOI ynakosku Ne 60 (10x6), sk Hacnigok -
3aTBEPKEHHS TEKCTY MapKyBaHHSA [04aTKOBOT
ynaKkoBKM NikapcbKoro 3acoby. BeeaeHHs 3MiH
NPOTArom 6-T1 MICALLIB MiCNSA 3aTBEPLKEHHS
63. BITONPUN Tabnetku no 2,5 mr; no 10 CTALA HimeuumnH CTALA HimeuuunHa/ BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/3886/01/01
Tabnetok y 6nictepi, no 3 ApuHalimitTTens a ApuHaiimitTens Arl, B'eTHam 3MiHM | TUNY - aAMIHICTpaTUBHI 3MiHW. BunyyeHHs peyenmom
6nicTepy B KapPTOHHIN Al HimeuumnHa (Bunyck BMPOGHWYOI AinbHUL (BKIHOYAKUN AinbHULI ANS
KOpoo6Li cepiii); CTALA A®I, npomiXHOro NpPoAyKTy abo roToBoro
ApuHaiimitTens Arl, niKkapcbKoro 3acoby, AiNbHULI 415 NPOBEeAEHHS
HimeuunHa nakyBaHHs, BUPOOHWKa, BiAMNoBifa/IbHOTO 3a
(nepBuHHE Ta BWMYCK Cepiid, MicLie NpoBeAEeHHS KOHTPOSO cepii)
BTOPVHHE ab0 nocrtavasibHMKa BUXIAHOTO MaTepiany,
nakyBaHHs, peareHTy ab0 LONOMIXHOI pEHOBUHM (SIKLLO
KOHTPO/1b/BMNPOGYB 3a3HayeHo y A0CbE) - BUTyUYEHHS BUPOGHMKa
aHHsA cepiif); Farmhispania S.A., Spain gna A®I| NlisuHonpuny
CTENNTA®APM avrigpaty
[DK.B. KO., NTA. -
napPo3ain 1,
B'eTHam
(BUpOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs)
64. BITONPUN Tabnetku no 5 mr; no 10 CTALA HimeuuunH CTALA HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/3886/01/02
TabneTtok y 6nictepi, no 3 ApuHalimitTTens a ApuHaiimitTens Arl, B'eTHam 3MiHW | TUNY - aAMiHICTPaTVBHI 3MiHW. BunyyeHHs peyenmom
6nicTepy B KapPTOHHIlA Al HimeuuunHa (Bunyck BMPOGHWYOT AinbHUL (BKIHOYAKUN AiMbHUL ANS

KopoobLi

cepiii); CTALA
ApuHaiimitTens Arl,
HimeuyunHa
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b/BUNPOGYB
aHHsA cepilf);
CTENNTA®APM
MK.B. KO., NTA,. -
mAaprPo3ain 1,
B'eTHam
(BMPOGHMLTBO,
nepBuMHHE Ta

A®I, NpomiXHOro nNpoaykTy abo rotoBoro
nikapcbKoro 3acoby, AiNbHNL AN NPoBeeHHS
nakyBaHHS, BUPOGHUKA, BifMOBIAaIbHOMO 3a
BUWMYCK Cepiid, MicLle NPOBEeAEHHSI KOHTPOSHO cepii)
ab0 nocTtavyasibHMKa BUXIAHOTO MaTepiasy,
peareHTy abo AONOMIXHOT PEYOBUHY (AKLLO
3a3HavyeHo y A0CLE) - BUTYYEHHS BUPOGHMKA
Farmhispania S.A., Spain gns A®| NlisuHonpuny
avrigpaty
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BTOPWHHE
nakyBaHHs)
65. BITONPUN Tabnetkv no 10 wmr; no 10 CTALA HimeuumnH CTALA HimeuuunHa/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/3886/01/03
TabneTtok y 6nictepi, no 3 ApuHaiimiTTens a ApuHaiimitTTens Arl, B'eTHam 3MiHM | TUMY - aAMIHICTPATVBHI 3MiHW. BunyyeHHs peyenmom
6icTepy B KapPTOHHIl Al HimeuuunHa (Bunyck BUPOBHUYOT AiNbHULI (BKIHOYAOUN AiNbHULI ANS
Kopoo6Li cepiii); CTALA A®I, npomiXHOro NpoayKTy abo rotoBoro
ApuHaiimitTTens Arl, nikapcbKoro 3acoby, AibHUL AN NPOBeAEHHS
HimeuunHa nakyBaHHs1, BUPOBHWKaA, BifNoBigaNbHOro 3a
(nepsBuHHe Ta BWMYCK CepiiA, MicLie NpOBEeAEHHS KOHTPOIO cepii)
BTOPUHHE abo noctavasibHMKa BUXiAHOrO MaTepiaty,
nakyBaHHS, peareHTy abo AONOMiIXHOT PeYOBMHY (SKLLO
KOHTPO/1b/BUNPOGYB 3a3HayYeHo Y OCbE) - BUTYYEHHSI BUPOOHMKA
aHHs cepiif); Farmhispania S.A., Spain gns A®| JlisuHonpuiy
CTENNA®PAPM avrigpaty
[K.B. KO., NTA. -
nmapPo3ain 1,
B'eTHam
(BMpOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs)
66. BiTonPun Tabnetku no 20 wmr; no 10 CTALA HimeyuunH CTALA HimeuunHa/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/3886/01/04
Tabnetok y 6nictepi, no 3 ApuHaiimitTTens a ApuHaiimittens Ar, B'eTHam 3MiHKM | TUNY - aAMIHICTpaTUBHI 3MiHW. BunyyeHHs peyenmom
6nicTepy B KapPTOHHIi Al HimeuumnHa (Bunyck BMPOGHWYOT AinbHNL (BKIKOYAKUN finbHUL ANS
Kopoo6Li cepiii); CTALA A®I, npomixXHOro NpPoAyKTy abo roToBoro
ApuHaiimittens Arl, niKkapcbKoro 3acoby, AiNbHULI 415 NPOBEeAEHHS
HimeuunHa nakyBaHHs, BUPOOHWKa, BiAMNoBifa/IbHOMO 3a
(nepBuHHe Ta BUWMYCK Cepiid, MicLle NpOBeAEHHS KOHTPOSHO cepii)
BTOPVHHE ab0 nocTtavyasibHMKa BUXIAHOTO MaTepiany,
nakyBaHHs, peareHTy abo LONOMIXHOI pEHOBUHU (SIKLLO
KOHTPO/b/BUNPOOYB 3a3HayYeHo y [OCbE) - BUNYUYEHHS BUPOGHUKA
aHHsA cepiif); Farmhispania S.A., Spain gna A®Il NlisuHonpuny
CTENNTA®APM avrigpaty
[DK.B. KO., NTA. -
napPo3ain 1,
B'eTHam
(BUpO6HMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs)
67. BITONPUN Tabnetku no 2,5 mr; no 10 CTALA HimeuuunH CTALA HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/3886/01/01
Tabnetok y 6nictepi, no 3 ApuHalimiTTenb a ApuHaiimitTens Al, B'eTHam 3MiHuM | TUNY - NogaHHsA oHoBNeHoro CepTudikaty peyenmom
6nicTepy B KapPTOHHIlA Al HimeuuunHa (Bunyck BiAnNoBigHOCTI EBponeiickkili hapmakonei R1-CEP
Kopoo6Li cepiit); CTAOA 2011-002-Rev 00 (nonepepgHs sepcis RO-CEP
ApuHaiimitTens Al, 2011-002-Rev 02) gns cybeTaHuii nisvHonpuiy
HimeyunHa avrigpary Bif, BXe 3aTBEPAXXEHOr0 BUPOOHMKA
(nepsBuHHe Ta Zhejiang Changming Pharmaceutical Co., Ltd,
BTOPVHHE China; 3miHu | TMNY - NOAAHHS OHOBIEHOTO
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nakyBaHHs, CepTudpikaTy BignoBigHOCTI €EBponeicbkiii
KOHTPO/b/BUNPOGYB thapmakonei R1-CEP 2003-064-Rev 04
aHHA cepilt); (nonepepgHs Bepcis R1-CEP 2003-064-Rev 03)
CTENNA®APM Ansa cybcTaHuil nisuHonNpuy AurigpaTy Bif, BXe
[K.B. KO., NTA. - 3aTBepxeHoro BupobHvka Zhejiang Huahai
maprPo3ain 1, Pharmaceutical Co., Ltd, China; 3anponoHosaHo:
B'etHam CEP R1-CEP 2003-064-Rev 04 CEP holder:
(BUPOGHMLTBO, Zhejiang Huahai Pharmaceutical Co., Ltd Xungiao
nepBuHHe Ta China-317 024 Linhai, Zhejiang Province Site(s) of
BTOPUHHE production: Zhejiang Huahai Pharmaceutical Co.,
nakyBaHHs) Ltd Xungiao China-317 024 Linhai, Zhejiang
Province Zhejiang Huahai Pharmaceutical Co., Ltd
Chuannan Dugiao China-317 016 Linhai, Zhejiang
Province
68. BITONPUN Tabnetkv no 5 mr; no 10 CTALA HimeuymnH CTALA HimeuunHa/ BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis: 3a UA/3886/01/02
TabneTtok y 6nictepi, no 3 ApuHaiimiTTens a ApuHaiimitTens Arl, B'eTHam 3MiHM | TUNY - NoAaHHA oHoBReHoro CepTudiikaty peyenmom
6icTepy B KapPTOHHIl Al HimeuuunHa (Bunyck BiANoBigHOCTI EBponeiickkili hapmakonei R1-CEP
Kopoo6Li cepiii); CTALA 2011-002-Rev 00 (nonepepgHs Bepcis RO-CEP
ApuHaiimitTTens Arl, 2011-002-Rev 02) gns cybeTaHuii nismHonpuiy
HimeuunHa avrigparty Bif, BXe 3aTBepAXeHOoro BUpobHuka
(nepBuHHe Ta Zhejiang Changming Pharmaceutical Co., Ltd,
BTOPUHHE China; 3MiHu | TUNY - NOAAHHA OHOBMIEHOTO
nakyBaHHs, CeprtucpikaTy BignoBigHOCTI EBponeiichkkiii
KOHTPO/b/BMNPOGYB dapmakonei R1-CEP 2003-064-Rev 04
aHHs cepiif); (nonepegHs Bepcis R1-CEP 2003-064-Rev 03)
CTENNA®PAPM Ons cybcTaHuii nisuHonpuy aurigparty Big BXe
MK.B. KO., NTA. - 3aTBepxeHoro BupobHuka Zhejiang Huahai
marPo3ain 1, Pharmaceutical Co., Ltd, China; 3anponoHoBaHo:
B'eTHam CEP R1-CEP 2003-064-Rev 04 CEP holder:
(BMpOGHMLTBO, Zhejiang Huahai Pharmaceutical Co., Ltd Xungiao
nepBuHHE Ta China-317 024 Linhai, Zhejiang Province Site(s) of
BTOPVHHE production: Zhejiang Huahai Pharmaceutical Co.,
nakyBaHHs) Ltd Xungiao China-317 024 Linhai, Zhejiang
Province Zhejiang Huahai Pharmaceutical Co., Ltd
Chuannan Dugiao China-317 016 Linhai, Zhejiang
Province
69. BiTonPun Tabnetku no 10 wmr; no 10 CTALA HimeyuunH CTALA HimeuunHa/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/3886/01/03
Tabnetok y 6nictepi, no 3 ApuHaiimitTTens a ApuHaiimittens Ar, B'eTHam 3MiHuM | TUNY - NnogaHHsA oHoBNeHoro CepTudikary peyenmom
6nicTepy B KapPTOHHIi HimeuumnHa (Bunyck BiAnoBigHOCTI E€Bponeiickbkili hapmakonei R1-CEP
Kopoo6Li cepiii); CTALA 2011-002-Rev 00 (nonepepHs Bepcis RO-CEP
ApuHaiimittens Ar, 2011-002-Rev 02) gnsa cybeTaHuii nisuHonpuny
HimeuunHa avrigparty Bif, BXe 3aTBEpAXXEHOro BUPOOHUKa
(nepBuHHe Ta Zhejiang Changming Pharmaceutical Co., Ltd,
BTOPVHHE China; 3miHu | TUNY - NOgaHHSA OHOBNEHOTO
nakyBaHHs, CepTucpikaTy BignoBigHOCTI €Bponeiicbkiii
KOHTPO/1b/BMNPOGYB thapmakonei R1-CEP 2003-064-Rev 04
aHHsA cepiif); (nonepegHs Bepcis R1-CEP 2003-064-Rev 03)
CTENTA®APM Ansa cybceTaHuii nisuHonpuy AvrigpaTy Bifg BXe
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
K.B. KO., NTA,. - 3aTBepxeHoro BupobHuka Zhejiang Huahai
naPo34in 1, Pharmaceutical Co., Ltd, China; 3anpornoHoBaHo:
B'eTHam CEP R1-CEP 2003-064-Rev 04 CEP holder:
(BUpO6HMLTBO, Zhejiang Huahai Pharmaceutical Co., Ltd Xungiao
nepBuHHE Ta China-317 024 Linhai, Zhejiang Province Site(s) of
BTOPUHHE production: Zhejiang Huahai Pharmaceutical Co.,
nakyBaHHs1) Ltd Xungiao China-317 024 Linhai, Zhejiang
Province Zhejiang Huahai Pharmaceutical Co., Ltd
Chuannan Dugiao China-317 016 Linhai, Zhejiang
Province
70. BITONPUN Tabnetku no 20 mr; no 10 CTALA HimeuuunH CTALA HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/3886/01/04
TabneTtok y 6nictepi, no 3 ApuHalimitTTens a ApuHraiimitTens Al B'eTHam 3MiHM | TUNY - NoAaHHA OHoBAeHoro CepTudikaty peyenmom
6nicTepy B KapPTOHHIi Al HimeuumnHa (Bunyck BiANoBigHOCTI EBponeiickkili hapmakonei R1-CEP
KopoobLi cepiii); CTALA 2011-002-Rev 00 (nonepepnHs sepciss RO-CEP
ApuHraiimitTens Al 2011-002-Rev 02) gnsa cybeTaHuii nisuHonpuiy
HimeuunHa avrigparty Bif, BXe 3aTBepAXeHOro BUPObHUKa
(nepBuHHe Ta Zhejiang Changming Pharmaceutical Co., Ltd,
BTOPVHHE China; 3MiHu | TUNY - NOAAHHA OHOBIEHOTO
nakyBaHHs, CepTudpikaTy BignoBigHOCTI €EBponeicbkiii
KOHTPO/1b/BUNPOGYB thapmakonei R1-CEP 2003-064-Rev 04
aHHsA cepiif); (nonepegHs Bepcis R1-CEP 2003-064-Rev 03)
CTENNNA®APM Ansa cybcTaHuiil nisuHonpuy AurigpaTy Bif, BXe
[K.B. KO., NTA. - 3aTBepKeHoro BUpo6Hvka Zhejiang Huahai
maprPo3ain 1, Pharmaceutical Co., Ltd, China; 3anponoHoBaHo:
B'eTHam CEP R1-CEP 2003-064-Rev 04 CEP holder:
(BMPOGHMLTBO, Zhejiang Huahai Pharmaceutical Co., Ltd Xungiao
nepBuUHHE Ta China-317 024 Linhai, Zhejiang Province Site(s) of
BTOPUHHE production: Zhejiang Huahai Pharmaceutical Co.,
nakyBaHHs) Ltd Xungiao China-317 024 Linhai, Zhejiang
Province Zhejiang Huahai Pharmaceutical Co., Ltd
Chuannan Dugiao China-317 016 Linhai, Zhejiang
Province
71. BOAHIO PO3YUH A5 30BHILLHBOTO TOB "dapma YkpaiHa TOB "®dapma YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 6e3 UA/15006/01/01
MEPOKCWUA, 3acTocyBaHHA 3%, no 100 Yepkac" Yepkac" 3MiHuW | TUNY - AgMiHICTpaTVBHI 3MiHW. 3MiHa peyenma
MY hiakoHax HaliMeHyBaHHs Ta/abo afpecu 3asiBHMKa
(BnacHvKa peecTpauiniHOro NoCBiAYEHHS) - 3MiHa
agpecy 3aBHUKa. 3MiHW Il TUNy - 3MiHX 3 AKOCTI.
A®l. Bupo6HMLTBO. 3MiHa BUPOGHMKA
BWXifHOro/MPOMIKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYHOTbCS Y BUPOOHUYOMY npoueci AdI,
a60 3MiHa BMPOGHUMKa (BKIOYatoun, fe HeobXigHo,
MicLe npoBefeHHs KOHTPoso skocTi) APl (3a
BifiICYTHOCTI cepTudikaTa BifnosigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoOMy
[ocbe)(BBEAEHHS HOBOro BUPOGHNKa Adl 3
HagaHHAM macTep-gaiina Ha A®l) - BBeEHHS
nofatkoBoro BupobHuka A®l BogHio nepokeumz 30
% TOB "Cnasist" 3 HagaHsim DMF.
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
72. FACTPO-TPAH | rpaHynwu, no 10 r y neHani, MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH 0 peecTpavliiiHix maTepianis: 6e3 UA/8453/01/01
no 1 neHasny B nayui 3 "HaujioHanbHa FomeonaTnyHa 3MiHuM | TUNY - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI peuyenma
KapToHy; no 10 ry [omeonaTtnyHa Cninka" Ta hapmakoHarnsgy - OHOB/IEHHS TEKCTY
hNakoHi 3 KpULKoto, no 1 Cninka" MapKyBaHHS! yMakoBKM iKapCbKoro 3acoby 3
hnakoHy B nayui 3 BHECEHHSAM iHhopMaLii LWoA0 3a3HauyeHHs
KapTOHY OAVHWLb BUMIPIOBaHHSA Y cuctemi Sl
73. FEKCAKCUM® | | cycneHsia gns iH'ekuji, no CaHodpi Mactep ®paHuis CaHodpi MacTtep, PpaHuis/ BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/13080/01/01
HEXAXIM 0,5 mn (1 posa) B ®paHLia (NoBHWiA YropwmHa 3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI peyenmom
BAKUWHA ANA | nonepefHbO 3anoBHEHMX LKA BUPOBHMLTBA, Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
APO®PINAKTUK | wnpuyax 3 1-eto (abo 2- BUMYCK cepii); y3arasibHeHVX AaHUX Npo cucTemy
n ANDTEPII, Ma) OKpeMMMU rofIkamu, CaHodpi-ABeHTiC hapMakoHarnsagy (BBeeHHs y3arasibHeHUX JaHuX
NPABLA, no 1 wnpuuy B KAPTOHHIi Mpaisit Ko. NT4,, npo cmuctemy chapmakoHarnsgy, smiHa
KALLUMKOKY ynakosui; no 0,5 mn (1 Mnardopma yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
(ALENONAPH [03a) B nonepeaHbo NOTIiCTUKM Ta 3[jiicCHEHHs1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
7 3anoBHeHuX Wwnpuuax 3 1- AncTpurbyuii y m. hapmakoHarnsgy 3asBHUKa 415 34iCHEHHSA
KOMMOHEHT), | eto (abo 2-ma) okpeMumu Bypanewr, thapmakoHarnsgy B YkpaiHi, SKLL0 BOHa BigMiHHA
FENATUTY B ronkamu, no 1 wnpuuy B YropLmHa Bif, yNOBHOB&XeHOT 0co6u, BiANOBiAabHOI 3a
PEKOMBIHAHT | ctaHgapTHO-eKCNOpPTHIN (BTOpUHHE 3[ilicHEeHHS chapMakoHarnsay (Bkaroyaroum
HA, ynakoBLj, fika MICTUTbCS Y nakyBaHHs1, BUMyCK KOHTaKTHI AaHi) Ta/abo 3MiHM Yy PO3MiLLEHHI
MNONIOMIENITY | kapTOHHIli kopobLi 3 cepir) MacTep-haiina cuctemu papMmakoHarnisay) -
IHAKTUBOBAH | iHCTpykKUjeo ans 3MiHa KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0CO6M
ATA Me[MYHOro 3acTocyBaHHs; 3asBHMKa, BiANOBiAaNbHOI 3a hapMakoHarnsg B
3AXBOPHOBAH | no 0,5 mn (1 po3a) B YkpaiHi. ponoHoBaHa pefakuis: XofakiBcbka
b, nonepeaHbO 3arnoBHEHUX TeTsAHa BsiyecnasiBHa. 3MiHa KOHTAKTHUX JaHWX
CNPUYUNHEHM | wnpuyax 3 1-eto (abo 2- KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT 0CO6M
X Ma) OKpeMUMU rofIkamu, 3asBHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsz B
HAEMOPHILUS | no 10 wnpwuis B YkpaiHi
TNy B KapTOHHI ynakoBsL; No
KOH''OrOBAH 0,5 mn (1 posa) B
A, nonepeaHbO 3arnoBHEHUX
AACOPBOBAH | wnpuyax 3 1-eto (abo 2-
A, PIAKA Ma) OKpeMUMU rofIkamu,

no 10 wnpwuuis B
CTaHAapPTHO-EKCMOPTHIN
ynakoBLi, sika MICTUTbCA Y
KapTOHHI KOpo6L;i 3
iHCTpYKLUi€o Ans
MeAMYHOr0 3aCTOCYBaHHS;
no 0,5wmn (1 gosa) y
dhnakoHax, no 10
(0N1aKOHIB Y KapTOHHiIl
ynakosui; no 0,5 mn (1
[03a) y dhnakoHax, no 10
hNakoHIB B CTaHAapTHO-
€KCMOPTHIN ynakoBLi, aka
MICTUTBLCS Y KAPTOHHIi
KopobLi.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

74.

FEMNIBPA®

PO3unH ANns i exuiri no 30
Mr/1 mn 'y donakoHi, no 1
(h/1aKOHY Y KapTOHHIl
Kopoo6Li

®.XothhmaHH-
Na Pow Jita

LLisefiuapi
P

Pow fiarHocTukc
'mM6X, HimeuunHa
(BunpobyBaHHsA
KOHTPOJO SIKOCTI);
Pow dapma AT,
HimeuunHa
(BunpobyBaHHs
KOHTPO/O SIKOCTI);
CamcyHr
Bioflogpxuke Ko, /iTg,
, Pecny6nika Kopes
(BPO6GHMLTBO
Hepo3acoBaHoi
npoaykuii, nepBuHHe
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI);
®.XothpbmarH-/15
Pow /Ta,
LBeiiLapis
(BunpobyBaHHsA
KOHTPO/HO AKOCTI,
BTOPVHHE
nakyBaHHS1, BUMYCK
cepil); Yyrain dapma
MaHydekTypuHr Ko,
Nta, AnoHis
(BunpobyBaHHs
KOHTPOSIO SKOCTI );
Yyraii dapma
MaHychekTypuHr Ko,
Nta, AnoHia
(BPO6GHMLTBO
Hepo3dacoBaHoi
npoaykuii, nepBuHHe
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPOJI0 SIKOCTI)

HimeuunHa/
Pecny6nika
Kopes/
LLiseiiuapis/
AnoHis

BHECEHHS 3MiH 0 peecTpavliiiHix maTepianis:
3MiHuM | TUNY - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy - 3MiHu BHECEHO B TEKCT
MapKyBaHHS YNakoBK/ NiKapCbKoro 3acoby.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA

3a
peyenmom

UA/16914/01/01

75.

FEMNIBPA®

PO34uH ANS iH EKLi Mo
150 mr/1 mn; no 0,4 mn
(60 mr); no 0,7 mn (105
mr); no 1 mn (150 mr) y
donakoHi, no 1 donakoHy y
KapTOHHI KopooLli

®.XothdpmaHH-
Na Pow 1A,

LLseiuapi
b

Pow fliarHocTrke
'mM6X, HimeuunHa
(BUNpobyBaHHSA
KOHTPO/O SIKOCTI);
Pow dapma AT,
HimeuyunHa
(BunpobyBaHHsA
KOHTPO/O SIKOCTI);
CamcyHr
BioNlomkuke Ko, NITa

HimeuunHa/
Pecny6nika
Kopes/
LLiBeviyapisi/
AnoHis

BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis:
3MiHM | TRy - 3MiHK Woao 6e3nekun/eddekTUBHOCTI
Ta hapmakoHarnsgy - 3MmiHW BHECEHO B TEKCT
MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS

3a
peyermom

UA/16914/01/02
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

, Pecny6nika Kopes
(BUPOBHMLTBO
Hepo3dgacoBaHOl
npoayKuii, NnepBrHHe
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPOJO SIKOCTi);
®.XohhmaHH-/1a
Pouw fltg,
LlBeiiuapis
(BunpobyBaHHs
KOHTPO/HO SIKOCTI,
BTOPWHHE
nakyBaHHS1, BUMYCK
cepii); Yyraii ®apma
MaHydchekTypuHr Ko,
Nta, AnoHis
(BunpobyBaHHsA
KOHTPOJI0 SIKOCTI );
Uyraii dapma
MaHyhekTypuHr Ko,
N1, AnoHis
(BUPOBHMLTBO
Hepo3dgacoBaHOl
npoayKuii, NnepBrHHe
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPOJIH0 SIKOCTI)

76. FEMUWBIH niocpinizaT 4N po3umHy TOB "TeBa Ykpaina AkTasic Itania ITania/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7994/01/01
ANns iHdysii no 200 wmr; 1 YkpaiHa" C.n.A, ltanis; PymyHis 3MiHM | TUNY - NpuBeAeHHss MeToAiB KOHTPOII0 peyenmom
donakoH 3 niogpinizatom y CivgaH ®apwma CP/1, AKOCTI Y BiANOBIAHICTb 4,0 rapMOHI30BaHMX
KapTOHHI KopooLli PymyHis po3zinis focbe ANna ABOX BUPOOHUKIB /13- AKTasic
ITania C.n.A., Itania; CingaH ®apma CP/1,
PymyHis. BBeAeHHS 3MiH NpOTArom 6-Tu Micsuis
nicnsa 3aTBepKEHHST; 3MiHW | TUNY - AONOBHEHHS
cneundikauii /13 Ha BUNYCK Ta Ha TepPMiH
npuaaTHOCTI HOBMM MoKa3HUKOM «CynpoBigHi
Aomiwkn: Jomiwka C» 3 NPONOHOBAHUMK MeXamun
«He 6inbLue 0,2% 3 BiANOBIAHUM METOA0M
BUNPOOYBaHHSA. BBEEHHSA 3MiH MPOTArom 6-Tu
MiCALiB Nicna 3aTBepAKEHHS; 3MiHM | TUny -
BWJTyYEHHS MOKa3HMKa «PeHreHiBcbka NopoLLKoBa
AvdppakTomeTpis» (kpuctasiorpadis) i3
cneuundikauii A®I ana supobHrka SCINOPHARM
TAIWAN, LTD.(Taiwan); 3miHu | Tvny - BUNy4YeHHs
HecyTTEBOro nokasHuka «BTpaTa B maci npu
BUCYLLYBaHHI» i3 cneumdikauii A®I remumTtabiH-
npuBELEHO Y BiANOBIAHICTb A0 MoHorpadii EP;
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2007-075-Rev 04 ans fito4oi peyoBuHn
Gemcitabine hydrochloride Big Bxe
3aTBepAXeHoro BupobHuka DR. REDDY'S
LABORATORIES LIMITED, IHgisi; 3MiHu | Tuny -
noAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 2007-075-
Rev 00 ans gitovoi peyosmHn Gemcitabine
hydrochloride Big Bxe 3aTBEpAXEHOro BUPOOHUKA
DR. REDDY'S LABORATORIES LIMITED, IHgis;
3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2007-075-Rev 01 ana fitoyoi pevoBuHu
Gemcitabine hydrochloride Big Bxe
3aTBepmxeHoro BupobHuka DR. REDDY'S
LABORATORIES LIMITED, IHgis; 3miHu | Tuny -
noAiaHHA OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkint hapmakonei Ne R1-CEP 2007-075-
Rev 02 ana pitoyoi pevoBuHN Gemcitabine
hydrochloride Bif Bxe 3aTBEpPAXEHOr0 BUPOOHUKA
DR. REDDY'S LABORATORIES LIMITED, Ingis;
3MiHKM | TUNY - NOAAHHSA OHOBMEHOTO cepTudikaTa
BiNOBIgHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 2007-075-Rev 03 an1s fito4oi pe4yoBuHN
Gemcitabine hydrochloride Big Bxe
3aTBepakeHoro BmpobHuka DR. REDDY'S
LABORATORIES LIMITED, IHgisi, ik Hacnigok
3MiHM y cneuudpikauii APl 3a NOKa3HNKOM
«CynpoBigHi fOMILKM» (BBE4EHO KOHTPOSIb
cynpoBigHoi gomiwky C 3 BignoBigHMU Mexamu-
He 6inbLue 0,2 %) —NpuBefeHO Yy BiAMNOBIAHICTb A0
BMMOr MoHorpadii EP; 3miHm | Tvny - nogaHHA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 2007-075-
Rev 04 ans gitoyoi peyosmHn Gemcitabine
hydrochloride Big Bxe 3aTBEpAXEHOr0 BUPOOHUKA
DR. REDDY'S LABORATORIES LIMITED, IHgijs;
3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2007-075-Rev 05 an1a fito4oi pevoBuHu
Gemcitabine hydrochloride Big Bxe
3aTBepmxeHoro BupobHuka DR. REDDY'S
LABORATORIES LIMITED, IHgis; 3miHu | Tuny -
noAiaHHA OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€poneiicbkint hapmakonei Ne R1-CEP 2006-272-
Rev 01 ana pitoyoi pevoBuHN Gemcitabine
hydrochloride Bif BXe 3aTBEpPAXEHOr0 BUPOOHUKA
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

SCINOPHARM TAIWAN, LTD.(Taiwan), fiK
Hacnigok 3miHW y cneumdikayii A®I 3a Noka3HUKOM
«CynpoBigHi fOMILKM» (BBE4EHO KOHTPOSIb
cynpoBigHoi gomiwky C 3 BignoBigHMU Mexamu-
He 6inbLue 0,2 %) —NpuBefeHO Yy BiANOBIAHICTb A0
BMMOr MoHorpadii EP; 3milm | Tvny - nogaHHA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2006-272-
Rev 00 ans gitovoi peyosmHn Gemcitabine
hydrochloride Big Bxe 3aTBEpAXEHOro BUPOOHUKA
SCINOPHARM TAIWAN, LTD.(Taiwan); 3miHu |
TUMY - NOAAHHA OHOBMIEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2006-272-Rev 02 o515 Aito4oi pevoBuHu
Gemcitabine hydrochloride Big Bxe
3aTBepmxeHoro BupobHuka SCINOPHARM
TAIWAN, LTD.(Taiwan); 3miHu | TUNy - nogaHHA
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€Bponeiicbkint hapmakonei Ne R1-CEP 2006-272-
Rev 03 ana pitoyoi pevoBuHN Gemcitabine
hydrochloride Bif Bxe 3aTBEpPAXEHOr0 BUPOOHUKA
SCINOPHARM TAIWAN, LTD.(Taiwan); 3miHu |
TMNYy - NOAAHHA OHOBNIEHOTO cepTudikarta
BiNOBIgHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 2006-272-Rev 04 ans fito4oi pe4yoBuHN
Gemcitabine hydrochloride Big Bxe
3aTBepakeHoro Bupo6Hnka SCINOPHARM
TAIWAN, LTD.(Taiwan), B paMKax 3asiBieHoi
npoueaypu BHeCeHHS 3MiH go MKA 13 B p.
«Cknag», 30kpemMa 3a3HayeHo Ha3By BUPOOHMKa
A®I BignosigHo ao oHoBneHoro CEP

77. FEMUWBIH niocpinizaTt 4N po3umHy TOB "TeBa Ykpaina AkTasic ITania ITania/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7994/01/02
A5 iHdysiii no 1000 wr; 1 YkpaiHa" C.n.A, ltanis; PymyHis 3MiHM | TUNY - NpuBeAeHHss MeToAiB KOHTPOI0 peyenmom
donakoH 3 niogpinizatom y CiHgaH ®apwma CP/1, AKOCTI Y BiANOBIAHICTb 4,0 rapMOHI30BaHMX
KapTOHHI KopooLli PymyHis po3zinis focbe ANna ABOX BUPOOHUKIB /13- AKTasic

ITania C.n.A., Itania; CingaH ®apma CP/1,
PymyHis. BBeAeHHS 3MiH NpOTArom 6-Tu Micsuis
nicnsa 3aTBepKEHHST; 3MiHW | TUNY - AONOBHEHHS

cneundikauii /13 Ha BUNYCK Ta Ha TepPMiH

npuaaTHOCTI HOBMM MoKa3HUKOM «CynpoBigHi
Aomiwkn: fomiwka C» 3 NPONOHOBAHUMW MeXamu
«He 6inbLue 0,2% 3 BiANOBIAHUM METOA0M
BUNPOOYBaHHA. BBEEHHA 3MiH MPOTArom 6-Tu
MiCALiB Nicna 3aTBepAKEHHS; 3MiHM | TUny -
BWJTy4YEHHS MOKa3HMKa «PeHreHiBcbka NopoLLKoBa
AvdppakTomeTpis» (Kpuctasorpadis) i3
cneundikauii A®I ana supobHrka SCINOPHARM
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

TAIWAN, LTD.(Taiwan); 3miHu | Tvny - BUNy4YeHHs
HecyTTEBOrO NnokasHuka «BTparta B maci npu
BUCYLLYBaHHI» i3 cneundikauii A®I remuyntabiH-
npuBELEHO Y BiANOBIAHICTb A0 MoHorpadii EP;
3MiHKM | TUNY - NOAAHHSA OHOBMEHOTO cepTudikaTa
BiANOBIgHOCTI €Bponelickkili hapmakonei Ne RO-
CEP 2007-075-Rev 04 ans fito4oi pe4yoBuHN
Gemcitabine hydrochloride Big Bxe
3aTBepaKeHoro BmpobHuka DR. REDDY'S
LABORATORIES LIMITED, IHgisi; 3MiHn | Tuny -
noJaHHA OHOB/IEHOro cepTudpikarta BiANoBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2007-075-
Rev 00 ans gitovoi peyoBmHM Gemcitabine
hydrochloride Big Bxe 3aTBEpAXEHOr0 BUPOGHUKA
DR. REDDY'S LABORATORIES LIMITED, IHgis;
3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikara
BiANOBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2007-075-Rev 01 ans fito4oi peyoBuHn
Gemcitabine hydrochloride Big Bxe
3aTBepAXeHoro BupobHuka DR. REDDY'S
LABORATORIES LIMITED, IHgis; 3MiHu | TUny -
NnoAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2007-075-
Rev 02 ans gitoyoi peyosmHn Gemcitabine
hydrochloride Big Bxe 3aTBEpAXEHOro BUPOOHUKA
DR. REDDY'S LABORATORIES LIMITED, IHgijs;
3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2007-075-Rev 03 o115 fito4oi pevoBuHu
Gemcitabine hydrochloride Big Bxe
3aTBepmxeHoro BupobHuka DR. REDDY'S
LABORATORIES LIMITED, IHgis, Sk Hacnigok
3MiHM Y cneumndikauii A®| 3a NokasH1KOM
«CynpoBigHi AOMILLKM» (BBELEHO KOHTPO/Tb
cynpoBigHoi Aomiwku C 3 BigNoBigHMU MeXamMu-
He 6inbLue 0,2 %) —npuBeAEeHO Y BIANOBIAHICTbL A0
BVMOr MoHorpadii EP; 3miHm | Tvny - nogaHHsA
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2007-075-
Rev 04 ans gitoyoi peyoBmHM Gemcitabine
hydrochloride Big Bxe 3aTBEpAXEHOr0 BUPOGHUKA
DR. REDDY'S LABORATORIES LIMITED, IHgis;
3MiHM | TUMY - NOAAHHA OHOBMIEHOrO cepTudikaTa
BiANoOBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2007-075-Rev 05 ans fjto4oi peyoBuHn
Gemcitabine hydrochloride Big Bxe
3aTBepAXeHoro BupobHuka DR. REDDY'S
LABORATORIES LIMITED, IHgisi; 3MiHu | Tuny -
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

NnoAaHHA OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2006-272-
Rev 01 ans gitouoi peyosmHn Gemcitabine
hydrochloride Big Bxe 3aTBEpAXEHOro BUPOOHUKA
SCINOPHARM TAIWAN, LTD.(Taiwan), fiK
Hacnifok 3MiHn y cneundikauii APl 3a nokasHUKOM
«CynpoBigHi AOMILLKM» (BBELEHO KOHTPO/Tb
cynpoBigHoi Aomiwku C 3 BigNoBigHMU MeXamMu-
He 6inbLue 0,2 %) —npuBeAEeHO Y BIANOBIAHICTL A0
BVMOr MoHorpadii EP; 3miHm | Tvny - nogaHHsA
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2006-272-
Rev 00 ans gitovoi peyoBmHM Gemcitabine
hydrochloride Big Bxe 3aTBEpAXEHOr0 BUPOGHUKA
SCINOPHARM TAIWAN, LTD.(Taiwan); 3MiHu |
TUNY - NOAAHHS OHOBJIEHOTO cepTudikaTa
BiANOBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2006-272-Rev 02 ans fjto4oi peyoBuHn
Gemcitabine hydrochloride Big Bxe
3aTBepaxeHoro BupobHuka SCINOPHARM
TAIWAN, LTD.(Taiwan); 3miuun | Tvny - nogaHHs
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2006-272-
Rev 03 ans gitouoi peyosmHn Gemcitabine
hydrochloride Big Bxe 3aTBEpAXEHOro BUPOOHUKA
SCINOPHARM TAIWAN, LTD.(Taiwan); 3miHu |
TUMY - NOAAHHA OHOBMIEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2006-272-Rev 04 ansa Aito4oi peqoBuUHU
Gemcitabine hydrochloride Big Bxe
3aTBepmxeHoro BupobHuka SCINOPHARM
TAIWAN, LTD.(Taiwan), B pamkax 3asiB/ieHol
npoueaypu BHeCEHHS 3MiH Ao MKA 13 B p.
«Cknaf», 30KpeMa 3a3HayeHo Ha3By BUPOOHMKA
A®I BignosigHo go oHosneHoro CEP

78.

FEMUVBIH

niocpinizat 4Ns posumHy
Ans iHdysiii no 2000 wr; 1
hnakoH 3 niodpinizatom y
KapTOHHI Kopo6Lii

TOB "TeBa
YkpaiHa"

Ykpaina

AkTasic ITanis
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:
3MiHK | TUNY - NpuBeAeHHA MeToAiB KOHTPO/O
AKOCTI Y Bi4NOBIAHICTb 40 rapMOHi30BaHMX
po3giniB focbe ANna ABOX BUPOOHUKIB /13- AkTasic
ITania C.n.A., Itanis; CiHgaH ®apma CP/1,
PymyHis. BBefieHHs 3MiH NPOTArom 6-Tv Micsuis
nicns 3aTBeppkKeHHs; 3MiHW | Tuny - AONOBHEHHSA
cneuudikayii 13 Ha BUNYCK Ta Ha TEPMIH
NpVAAaTHOCTI HOBMM NOKa3HUKOM «CynpoBiaHi
Aomiwkm: omiwka C» 3 MPONOHOBAHNMY MeXamu
«He 6inbLe 0,2% 3 BignNoBigHNM METOA0M
BUNPO6yBaHHSA. BBeieHHA 3MiH MPOTArom 6-Tu

3a
peyermom

UA/7994/01/03
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

MiICALIB MiCNSA 3aTBEPAKEHHS; 3MiHW | TUny -
BUJ/TyYEHHA MOKa3HMKa «PeHreHiBcbka NopoLLKoBa
andopakTomeTpis» (Kpuctanorpadis) i3
cneuudikauii A®I ans BupobHuka SCINOPHARM
TAIWAN, LTD.(Taiwan); 3miHV | TUNY - BUTYYEHHS
HecyTTEeBOro nokasHuka «BTpaTa B maci npu
BYCYLLYBaHHI» i3 cneyndikauii A®I remuyntabiH-
npuBeAeHo Y BiANOBIAHICTL A0 MOHOrpadii EP;
3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2007-075-Rev 04 ansa Aito4oi pevoBuHu
Gemcitabine hydrochloride Big Bxe
3aTBepmxeHoro BupobHuka DR. REDDY'S
LABORATORIES LIMITED, IHgis; 3miHu | Tuny -
NnoAiaHHA OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkint hapmakonei Ne R1-CEP 2007-075-
Rev 00 ana pitoyoi pevoBuH Gemcitabine
hydrochloride Big Bxe 3aTBEPAXEHOr0 BUPOOHUKA
DR. REDDY'S LABORATORIES LIMITED, Ingis;
3MiHKM | TUNY - NOAAHHSA OHOBEHOTO cepTudikaTa
BiNOBIgHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 2007-075-Rev 01 ans gito4oi pe4yoBuHM
Gemcitabine hydrochloride Big Bxe
3aTBepaKeHoro BupobHnka DR. REDDY'S
LABORATORIES LIMITED, IHgisi; 3MiHn | Tuny -
noJaHHA OHOB/IEHOro cepTudpikarta BiANoBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2007-075-
Rev 02 ans gitoyoi peyosmHM Gemcitabine
hydrochloride Big Bxe 3aTBEpAXEHOr0 BUPOGHUKA
DR. REDDY'S LABORATORIES LIMITED, IHgis;
3MiHM | TUMY - NOAAHHA OHOBMIEHOrO cepTudikaTa
BiANoOBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2007-075-Rev 03 ans fito4oi peyoBuHn
Gemcitabine hydrochloride Big Bxe
3aTBepMAXeHoro BupobHuka DR. REDDY'S
LABORATORIES LIMITED, IHgisi, 5K Hacnigok
3MiHM y cneumndikauii A®| 3a NoKasHNKOM
«CynpoBigHi AOMiLLKW» (BBEAEHO KOHTPO/Tb
cynpoBigHoi gomiwky C 3 BigNoBigHMMU Mexamu-
He 6inbLue 0,2 %) —NpvBeAEHO Y BiANOBIAHICTL A0
BUMOT MOHorpacii EP; 3miHun | Tuny - nogaHHs
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€poneiicbkint hapmakonei Ne R1-CEP 2007-075-
Rev 04 ansa pitoyoi pevoBuHN Gemcitabine
hydrochloride Big Bxe 3aTBEpPAXEHOr0 BUPOOHUKA
DR. REDDY'S LABORATORIES LIMITED, Ingis;
3MiHKM | TUNY - NOAAHHSA OHOBEHOTO cepTudikaTa
BiiNOBIAHOCTI €Bponelickkili hapmakonei Ne R1-
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

CEP 2007-075-Rev 05 ans fito4oi pe4yoBuHM
Gemcitabine hydrochloride Big Bxe
3aTBepaKeHoro Bupo6Huka DR. REDDY'S
LABORATORIES LIMITED, IHgisi; 3MiHn | Tuny -
noJaHHA OHOB/IEHOrO cepTudpikarta BiANoBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2006-272-
Rev 01 ans gitoyoi peyoBmHM Gemcitabine
hydrochloride Big Bxe 3aTBEpAXEHOr0 BUPOGHUKA
SCINOPHARM TAIWAN, LTD.(Taiwan), siK
Hacnigok 3MiHn y cneundikauii A®I 3a nokasHUKOM
«CynpoBigHi AOMiLLKW» (BBEAEHO KOHTPO/Tb
cynpoBigHoi gomiwky C 3 BigNoBigHMMU Mexamu-
He 6inbLue 0,2 %) —NpvBeAEHO Y BiANOBIAHICTL A0
BUMOT MOHorpacii EP; 3miHun | Tuny - nogaHHs
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€Bponeiicbkint hapmakonei Ne R1-CEP 2006-272-
Rev 00 ana pitoyoi pevoBuH Gemcitabine
hydrochloride Big Bxe 3aTBEPAXEHOr0 BUPOOHUKA
SCINOPHARM TAIWAN, LTD.(Taiwan); 3miHu |
TMNYy - NOAAHHS OHOBNIEHOTO cepTudikarta
BiNOBIgHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 2006-272-Rev 02 ans fito4oi pe4yoBuHN
Gemcitabine hydrochloride Big Bxe
3aTBepakeHoro Bupo6Hnka SCINOPHARM
TAIWAN, LTD.(Taiwan); 3miHu | Tuny - nogaHHs
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2006-272-
Rev 03 ans gitoyoi peyosmHM Gemcitabine
hydrochloride Big Bxe 3aTBEpAXEHOr0 BUPOGHUKA
SCINOPHARM TAIWAN, LTD.(Taiwan); 3MiHu |
TUNY - NOAAHHS OHOBJIEHOTO cepTudikarta
BiANoOBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2006-272-Rev 04 ans fjto4oi peyoBuHn
Gemcitabine hydrochloride Big Bxe
3aTBepaxeHoro BupobHuka SCINOPHARM
TAIWAN, LTD.(Taiwan), B pamkax 3asBneHol
npoueaypu BHeceHHs 3MiH Ao MKA /13 B p.
«Cknagy», 30KpeMa 3a3HayeHo Ha3By BUPOOHMKA
A®I BignosigHo o oHosneHoro CEP

79.

FEHBOA®

TabneTku, BKpUTI

NNiBKOBOK 060/10HKOI; NO

30 TabneTtok y chnakoHi;

no 1 conakoHy y KapTOHHIA

KopoobLi

lineag
CalieHcu3
Avieneng HOC

Ipnangis

AHepCOHBPEKOH,
IHK., CLLA
(BTOPUHHA

ynakoBka); lNneag,

CaiieHcus AileneHn

tOC, IpnaHgjs
(Bunyck cepii,
nepBMHHA yNakoBka,

CLA/
Ipnangis/
KaHaga

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHU | TUNY - 3MiHW BHECEHO A0 IHCTPYKLIi An1A
MEeAMYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby Ao
po3gainis "®apmakosoriyHi BNacTneocTi “,
"3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHsA
rpyaar”, "Cnocib 3actocyBaHHsA Ta fo3un”
BiANOBIAHO [0 pe3y/bTaTiB MPOCNEeKTUBHOIO
nocnimkeHHss IMPAACT P1026S nikyBaHHA 3a

3a
peyenmom

UA/16530/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BTOPMHHA yNaKoBKa,

KOHTPO/b cepil);
lnean CalieHcus,
IHK., CLLA
(BTOpPUHHA
ynakoBka); lneag,
CalieHcms, IHK.,
CLA (KoHTponb
cepii); €BpodiHc
JNaHkacTep
Nab6opaTtopis, IHK.,
CLUA (koHTposb
cepii); MinmayHT
Xenckea N1T4,,
Ipnangis (BTopuHHA
ynakoBka); MaTeoH
IHK., KaHaga
(BMpOGHMLTBO,
nepBUHHA yNakoBka,
BTOPVHHA yNnakoBKa,
KOHTPO/b cepii)

iHchikoBaHWx BI/1-1. BBeAeHHSA 3MiH NpPOTArom 6-Tn
MiCAILiB Micna 3aTBepPAKEHHS; 3MiHM Il TUNY - 3MiHK

cxemamu, Lo MICTATb KoGiuucTar i enBiTerpasip,
nif Yyac Apyroro Ta TPeTboro TPUMecTpiB

BariTHoCTi. BBefeHHs 3MiH NpoTArom 6-Tn MicsaLiB
nicns 3aTBepMKeHHs; 3MiHuW | Tuny - 3MiHN

BHECEeHO [0 iHCTPYKLIi A1s MeanyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby Ao po3ginis

"MpoTunokasaHHsa", "B3aemogis 3 iHWMMun

nikapcbkMKM 3acobamu Ta iHLWi BUAn B3aeMogiii",

HWMMKW nikapcbkMK 3acobamu, LWwo
MeTabonizytoTbes 3a yyacTio CYP3A (Hanpuknag,
nypasuaoH), BiANOBIAHO [0 pekomeHaaLin PRAC.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPMKEHHS; 3MiHW | TUMY - 3MiHX BHECEHO A0
IHCTPYKL|i 415 MeAUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3gainis "OcobnmsocTi
3acTocyBaHHs", "INo6iYHI peakuii" CTOCOBHO pU3uKy

ayTOiIMyHHOr0 renatuTy, BiAnoBigHO A0
pekomeHgauin PRAC. BBefeHHS 3MiH NpoTarom 6-
TV MiCALIB Nicns 3aTBepKEHHS; 3MiHW | Tvny -
3MiHM BHECEHO [0 iHCTPYKLIT ANna MeanyHOoro
3aCcTOCyBaHHA NikapCcbKoro 3acoby [0 po3giny
"Mo6ivHI peakui™ cTOCOBHO HebaxaHUX NOBIYHNUX
peakujil y nauieHTiB i3 HasiBHO Aenpecieto 3
HeyacTVMM MPOSBOM CYiUMAaIbHUX igei Ta cnpob
camory6cTBa, BignoBifAHO A0 pekoMeHaaLil
PRAC. BBefieHHS 3MiH NPOTArom 6-Tu Micsuis
nicns 3aTBeppkKeHHs; 3MiHu |l Tuny - 3MiHK
BHECEeHO [0 iHCTPYKLIi A1s MeanmyHoro
3acTOCyBaHHSA NikapCbKoro 3acoby A0 po3ainy
"Mo6iyHi peakwji" CTOCOBHO OLLiHKM K/TiHIYHNX
[0KasiB Ta NPUYMHHO- HACNIAKOBUX 3B'A3KIB MiX
nikapcbknMmn 3acobamu , Lo MICTATb TeHOoBIpy
anacheHamig, Ta NnobiuHMMK peakuisMm
aHrioHeBPOTUYHUIA HAOPAK Ta KPONWB'AHKA.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPMKEHHS; 3MiHM || TUMY - 3MiHW BHECEHO [0
IHCTPYKLU,T ANA MeANYHOro 3acTOCyBaHHA
nikapcbKoro 3acoby go po3giny "Mo6GiyHi peakuii”
BIANOBIAHO [0 pe3y/ibTaTiB MPOCNEKTUBHOIO
pocnimpkeHHs Study GS-US-292-1515 3a yyacTio
navujieHTiB NigNiTKiB BipyCHO- CyNpecuBHuX,

BHECEHO [0 IHCTPYKLiT 418 MenyHOro
3aCTOCYBaHHS NiKapCcbKoro 3acoby Ao po3ainis
"apmMakonoriyHi BnactusocTi *, "B3aemopis 3

ofiHoYacHW Npuiiom nikapcbkoro 3acoby MeHBos 3

iHLUIMMK NTiKapCbKMMKM 3aco6amMm Ta iHLWi BUam
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
B3aemogiit", "Ocob/MBOCTi 3aCTOCYBaHHS",
"Cnoci6 3acTtocyBaHHs Ta go3un", "MobiuHi peaxuii”
BiANOBIAHO [0 pe3y nbTartie fgocnimkeHHs GS-US-
292-1825 3a y4acTio nauieHTiB 3 BipyCO/I0riYHO
Cynpecieto i3 TepMiHa/IbHOI CTafiel0 HUPKOBOT
HepocTaTHocTi (eGFRCG < 15 mn/xB) Ha
XPOHIYHOMY remogjauisi. BBeieHHS 3MiH NpoTArom
6-Tn MicsAUiB NicNsA 3aTBEPIKEHHSA
80. FHINPAN po3unH Ans iH'ekuiin, 10 Takepna ABCTpis ABCTpis Brpo6HMLUTBO 3a AscTpis BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3a UA/2845/01/01
MKI/2 M1 10 2 M1 B M6X MOBHUM LMK/IOM: 3MmiHu | TUNY - 3MiHKM 3 SKOCTi. FOTOBUIA NiKAPCbKN peyenmom
amnyni; no 5 amnyn y Takena ABCTpis 3aci6. 3MiHU y BUPOGHULTBI. 3MiHa
KapTOHHI Kopo6Lii m6X, ABCTpIS; iMnopTepa/3MiHn, L0 CTOCYIOTLCA BUNYCKY cepii Ta
MpoBefeHHs TecTy KOHTPO/I0 SKOCTi FOTOBOrO /1iKapCbKOro 3acoby
"CTepubHICTb": (3amiHa abo fofAaBaHHS AiNbHULI, Ha AKil
EiOxXEc T'mbX, 3[iICHIOETLCA KOHTPO/Ib/BUNPOBYBaHHS cepii)
ARMEL, ABcTpis [opasaHHsa BupobHuka ERxEc Mm6X, AUMEL,
ABCTpifl, BigNoBiga/IbHOIO 3a NPOBEAEHHS TECTY
"CTepu/bHICTb" Ta 3a3HavYeHHs PyHKLin BXe
3aTBEpMAKeHOro BupobHuka Takega ABCTpis MTM6X,
ABCTpist
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
81. FIHIOPAN KOHLEHTPAT A/19 PO3UNHY Takena ABcCTpis ABCTpIs Brpo6HMLTBO 3a ABCTpist BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/2845/03/01
A3 iHdysil, 25 mMkr/5 mn M6X NMOBHVM LMK/IOM: 3MiHu | TURY - 3MiHK 3 AKOCTi. FOTOBUIA NiKAPCbKNI peyenmom
no 5 mn B amnyni; no 5 Takena ABCTpis 3aci6. 3MiHM y BUPO6HULTBI. 3MiHa
amnys y KapTOHHil 'M6X, ABCTpIst; iMnopTepa/3miHu, Lo CTOCYIOTLCS BUNYCKY cepii Ta
Kopoobui MpoBegeHHs TecTy KOHTPO/IO SIKOCTi FTOTOBOrO MiKapCbKoro 3acoby
"CTepubHICTb": (3amiHa abo foAaBaHHS AiNbHULI, Ha AKil
EixEc Tm6X, 3[iICHIOETLCSI KOHTPO/IL/BUNPOBYBaHHS cepil)
ANMEL, ABcTpis [lopasaHHsa BupobHuka ERfxEc Mm6eX, AUMEL,
ABCTpifl, BigNoBifa/IbHOIO 3a NPOBEAEHHS TECTY
"CTepw/bHICTb" Ta 3a3HaYeHHs1 PyHKLi BXe
3aTBEpAKEHOro BMpoGHMKa Takeaa ABCTpis TM6X,
ABCTpis
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHSA
82. FNIATUNIH Kancysm m'ski no 400 wmr; ITAN®PAPMAKO ITanis ITandgapmako ITanis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/2196/02/01
no 14 kancyn y énictepi; C.n.A. C.n.A,, ltania 3MiHM | TUny - 3aMiHa meToay BunpobysaHHA AdI, peyenmom

no 1 6nictepy B KOPOOLL

(BignoBiganbHuii 3a
nepBUHHE, BTOPUHHE
nakyBaHHS,
KOHTPO/Ib Ta BUMYCK
cepii); KataneHt
ITani C.N.A. , ITania
(BignoBiganbHuii 3a
BMPOGHMLITBO
Hepo3sdracoBaHol

TecT «CynpoBigHi AOMiLKN (TAiLEPUH)» MeToa
TWX 3amiHoeTbCA Ha MeTog, BEPX/ELSD; 3MiHu |
TMNYy - 3aMiHa MeToAy B1nNpobysBaHHa API, TecT
«CynpoBigHi goMiLK/ (OKpIM FiLEepPUHyY)» - METOS,
TWX 3amiHoeTbCA Ha MeTog, BEPX/ELSD; 3MiHu |
TMNYy - 3aMiHa MeToAy B1nNpobysBaHHa API, TecT
«lpeHTudpikauis» - metog TLUX 3amiHIOETbCS Ha
MeTog BEPX/ELSD; 3MiHM | TUNY - 3BY)XXEHHSA
A0NYCTUMUX MEX, BUSHAYEHUX Y crieumdikauii ans
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
npoayKLii) TecTy «CynpoBigHi LOMILLKW».; 3MiHK | TURy -
[ofaBaHHs B crieundikalito A®I HoBoro
nokasHuka «lgeHtudikauis» 3 BignoBigHUM
mMeToZoM BunpobysaHHa FT-IR/ATR; 3minnm Il Tuny
- OHOBJ/IEHHSI MalicTep-ghaiinly akTUBHOI
hapmaLeBTMYHOI cybcTaHLii (ASMF)
3apeEecTPoOBaHOro BUPOOHMKA aKTUBHOT
hapmaLeBTMYHOI cybeTaHuii Yemi C.n.A. - Bepcist
Bifl )X0BTHA 2018 p.
83. FNILEPUHOBI cynosuTopii no 0,75 r, no 5 dapmiHa J1Tg, Monbwa dapwmina /Tg, MonbLa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 6e3 UA/11954/01/01
CYMNO3UTOPII Cyno3uTopiiB y 6nictepi, 3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI peuyenma
"®APMIHA" no 1 a6o 2 6nictepu B Ta hapmakoHarnsagy - BHECEHHs 3MiH 40 po3giny
KapTOHHI KopooLi “MapkyBaHHa" MK /13: 3anponoHoBaHo:
MAPKYBAHHSA. 3rigHo 3aTBEpXEHOI0 TeKCTY
MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
YNaKoBKM iKapCbKOro 3acoby o0 3a3HaYeHHs
OAVHMLb BUMIPIOBaHHA Y cucteMi Sl. BBegeHHs
3MiH NpOTArom 6-T1 MiCALB Nicns 3aTBEPAKEHHS
84. rNILEPUHOBI cynosutopiino 1,5, no 5 PapmiHa /lTa Monbwa PapmiHa /lTg Monbuwa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 6e3 UA/11954/01/02
CYNO3UTOPIT CynosuTopiiB y 6nictepi, 3MiHKM | TURY - 3MiHK WoA0 6e3nekn/eheKTUBHOCTI peuyenma
"®APMIHA" no 1 a6o 2 6nictepu B Ta hapmakoHarnsgy - BHECeHHs 3MiH 40 po3giny
KapTOHHI KopooLli “MapkyBaHHsA" MKA J13: 3anponoHoBaHo:
MAPKYBAHHSA. 3rifgHo 3aTBEPXEHOrO TEKCTY
MapKyBaHHs. 3MiHN BHECEHI B TEKCT MapKyBaHHS
yNakoBKM iKapCbKOro 3acoby o0 3a3HaYeHHs
OAVHMLB BUMIPIOBaHHA Y cuctemi Sl. BBegeHHs
3MiH NpOTArom 6-T1 MiCALB Nicns 3aTBepPAKEHHS
85. FPAHOLUUT® niodpinizaTt 4N posymHy TOB "CaHoi- Ykpaina [aynT ®apma PpaHuia/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/5627/01/01
34 ANA iH'ekuili no 33,6 MH ABeHTiC NiBpoH , ®paHLis AnoHis 3MiHV | TURy - 3MiHK Woo 6e3nekn/eddekTMBHOCTI peyenmom
MO (263 mkr) Ne 5: no 5 YkpaiHa" (BUPOGHMLTBO Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM A0
chnakoHiB 3i ckna Tunal ¢ PO3UMHHYIKa, y3araslbHeHUX JaHuX Npo cucTemy
nioghinizaTom, ykynopeHmx nepsuHHe thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
npo6kamMun rymosumm nakyBaHHs, npo cucTemy dhapmakoHarnsgy, amiHa

6YyTVMNOBNMM Ta 0GXKaTUX
KoBMaykamm
anoMiHIEBMMU B
KomnnekTi 3 5 amnynamu
no 1 mn 3i ckna tuny | 3
pO34MHHKKOM (BOAA AN1A
iH'EKLiIN) B KAPTOHHI
Kopoo6Li

KOHTPO/Ib SKOCTI);
CaHodi BiHTpon
IHgacTpia, ®paHuis
(BTOpUHHE
nakyBaHHS,
KOHTPO/Tb AKOCTI Ta
BUMNYCK Cepiit
niodpinizaty Ta
PO34MHHMKA); LWyrai
dapma
MaHyhekTypuHr Ko.
N1, AnoHis
(BMPOGHMLTBO
niocpinisaty,
nepBuHHe

yNOBHOBaXKeHOT 0cobw, BigNoBifanbHOI 3a
3AilicHeHHA hapMakoHarnisay; KOHTaKTHOT ocoou 3
thapMakoHarnisgy 3asBHUKa 415 34iNCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobwu, BignoBifasibHOT 3a
3[iliCHEHHS chapMakoHarnsay (Bkirouatoum
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
macTep-chaiina cuctemmn chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6Y 3asBHNIKA,
BignoBigasibHOI 3a hapMakoHarnsag.
MponoHoBaHa pepakuis: Xogakiscbka TeTaHa
BsuyecnasiBHa. 3MiHa KOHTAKTHUX JaHUX
YMNOBHOBaXXEHOT 0C06M 3as1BHMKA, BignoBiganbHOT
3a thapmakoHarnag
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nakyBaHHS,
KOHTPO/b SIKOCTI)
86. rPAN-rPAH rpaHynu, no 10 r y nenani MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 6e3 UA/8300/01/01
ab60 y hnakoHi 3 KPULLKOIO; "HauioHanbHa FomeonaTtnyHa 3MiHM | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenma
no 1 neHany abo hnakoHy FomeonatnyHa Cninka Ta hapmakoHarnsgy - OHOB/IEHHSA TEKCTY
B Maulj 3 KAPTOHY Cninka" MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby 3
BHECEHHSAM iHchopMmaLii LWoAo 3a3HaYeHHs
OAVHMLb BUMIPIOBaHHA Y cuctemi Sl
87. AABEPIC Kpanni o4Hi, po3uunH 40 YOPNA Ipysis K.O. Pomchapm PymyHis BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a UA/15537/01/01
MKr/MA, no 2,5 mny MEOVUNH NTA, Komnani C.P.J1. 3MiHM | TNy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenmom
dhnakoHi-KpanesibHULi; no Ta (hapmakoHarnsay - OHOBMEHHS TEKCTY
1 donakoHy-KpanesbHULi B MapKyBaHHS1 yNakoBKM JlikapCbKOro 3acoby 3
KapTOHHI KopooLli BHECEeHHAM iHchopMaLii LWoA0 3a3HauYeHHsA
OVHMWLb BUMIpIOBaHHS y cuctemi Sl, gatu
BMPOOGHMLUTBA Ta [OAATKOBOI 3aCTEPEXHOI
iHhopMmauii. BBeieHHA 3MiH NpPOTArom 6-Tu
MicALiB nicnsa 3aTBepAKeHHs
88. AEAKYPA® Tabnetkn no 5 mr, no 50 [epmachapm Al | HimeuunH Mmi6e Mm6X HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/11339/01/01
ab6o no 100 TabneTtok y a ApuHaiimiTTens 3MiHuM | TUNY - 3MiHK 3 AKoCTi. CepTudikaT peyenma
dnakoHi, no 1 dpnakoHy y BignosigHocTi/IE-cepTudikat BignoBigHOCTI
KapTOHHIN navuj €Bponeiicbkiii hapmakonei/moHorpadii. MNogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BUNYyYEHHA cepTudikara
Bi4MOBIAHOCTI €Bponelichbkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BUKOPVCTOBYIOTbCS Y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHM (cepTudikaT Bi4NOBILHOCTI
€sponelicbkili hapmakoner) - OHOBNEHW
cepTudikaT Bif y)Xe 3aTBepAKEHOro BUPOOHUKa -
nofaHHa oHoBsieHoro Ceptudikarty BignoBigHOCTI
€Bponeiicbkili hapmakonei R1-CEP 2001-405-
Rev 03 (nonepegHs Bepcist R1-CEP 2001-405-Rev
02) Big, BXe 3aTBEpPAXEHOrO BUPOGHMKA DSM
Nutritional Products Ltd. ana A®I bioTuxy
89. AEKCKETOMNP nopoLuok (cybcTaHuis) B AT "dapmak" YkpaiHa Caypas Kewmikasnc IHAis BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: - UA/14041/01/01
O®DEHY MiLLKax nosieTnaeHoBux NimiTeq (QinbHUUS- 3MiHK | TUny - 3MiHK 3 AKocTi. A®l. CTabiNbHICTb.
TPOMETAMO/ | gns BMpo6HMLTBA 1)) 3MiHa nepiofly NOBTOPHMX BUNpoGyBaHb/nepioay

CTEPUNBHUX i
HeCTepPUIbHUX NIKaPCbKMX

thopm

36epiraHHa abo ymoB 36epiraHHa Al (3a
BiCYTHOCTI Y 3aTBepKeHOMY [0CbE cepTudikaTa
BiZiNOBIAHOCTI €Bponelicbkiit hapmakoner, Lo
BK/IHO4AE Mepiof, MOBTOPHOrO BUMPOGYBaHHS)
(nepiof NOBTOPHOro BMNPO6YBaHHA/Nepios,
36epiraHHs) - 36inblueHHs abo BBeAEHHS nepiogy
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

NMOBTOPHOro BMNpo6yBaHHsA/nepiogy 36epiraHHsA Ha
OCHOBI pe3y/bTaTiB AOCNiKeHb Yy peaslbHOMYy Yaci
— 3MiHa nepiofy peTecTyBaHHs 3 3-X pokiB 40 5
pokiB. 3MiHW | TUNY - AOMIHICTPaTUBHI 3MiHKN. 3MiHa
HalimeHyBaHHs1 Ta/abo agpecu 3asBHUKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs) — 3MiHa
chopMmu BNIACHOCTI 3aABHMKa Ta agpecu
BMPOBaMKEHHS AisANbHOCTI 3asiBHMKA. 3MiHK | TUny
- 3MiHK 3 sKocTi. APl CTabinbHICTb. 3MiHa
nepiofy NOBTOPHUX BUMPOGYBaHb/nepiogy
36epiraHHa abo yMoB 36epiraHHa Ad®l (3a
BIICYTHOCTI y 3aTBEP)KEHOMY [OCbE CepTudikara
BiANOBIAHOCTI EBponeiichbkil hapmakonei, wo
BKJ/1HOYAE Nepios, MOBTOPHOr0 BUNPOGYBAHHS)
(nepiog, NOBTOPHOro BUNPObGYBaHHA/Mepiog,
36epiraHHs) - 3miHa ymoB 36epiraHHs Ad|
— 3MiHa YMOB 36epiraHHs cyb6cTaHLii. 3MiHun | Tuny
- 3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
MeTodax BUnpobyBaHHs AD| abo BMXigHOro
mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AdI
(iHwWi 3miHM y MeTogax BUNpobyBaHHA (BK/IOYaUM
3aMiHy ab0 gonoBHeEHHs) AD| abo
BWXiHOro/MPOMKHOro NPoAyKTy) — cneyudikadiio
Ta METOAW KOHTPOJIIO AOMOBHEHO MOKA3HVKOM
«BeH30n» 3 4ONYCTUMOIO MEXEL0 He BinbLue
0,002% (2 ppm). 3MiHW | TUMy - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meToaax
BMNpo6yBaHHsA A®I abo BUXigHOro
marepiany/npomikKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHMLTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeToAax
BMNPOBYBaHHA) — 3MiHW aHaNiTUYHOT METOAVKY 3a
MOKa3HNKOM «3a/TULLIKOBI KiTbKOCTi OpraHivyHmx
PO3YMHHUKIB» (BUMPABNEHO TEXHIYHY NOMUJIKY Y

dopMy i po3paxyHky).

90.

AEMAHTON®

cyno3uTopii BariHaibHi No
5 cynosuTopii y 6nictepi;
no 2 6nictepy B nayu,i 3
KapToHY

AN "CTALA-
YKPAIHA"

YKpaiHa

MNpvBatHe
akuioHepHe
TOBapUCTBO

"Nlekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHuM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BNacHvKa peecTpauiiHoro nocBigYeHHs).
3MiHI0ETLCA afpeca 3asBHKKa. BnacHukom
peecTpavuiiHOro NocBigYEeHHS 3aNLLAETLCA OgHA
1 Ta cama topugnyHa ocoba - AN "CTALA-
YKPAIHA", YkpaiHa.

6e3
peyenma

UA/12910/01/01

91.

JEPMAJZPIH

ma3b, 20 mr/r no 20 r abo
no 50 r, abo no 100 ry
Ty6i; o 1 Ty6i B KAPTOHHIA
yMaKoBLi

dapmaueyTie
dabpik
MoHTaBIiT M'M6X

ABCTpis

dapmaueyTiwe
habpik MoHTaBIT
6X

ABCTpIs

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
BUMNPAaBIEHO TEXHIYHY MOMUIIKY Y TEKCTi
MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby:
3anpornoHoBaHo: 14. KATEIOPIA BIAMNYCKY bes

6e3
peyenma

UA/8996/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

peuenTa. 3a3HayeHe BUNPaB/IEHHSA BifNOBigae
marepiasiam peecTpauiiiHoro 1ocke

92.

AEPMOBENT™

Kpem 0,05 %; no 25ry
Ty6i, Mo 1 Ty6i B KAPTOHHIA
ynakoBLj

"nakcoCwmiTKns
nH ExkcnopT
Nimiteq

Benuka
BpuTaHis

"nakcoCmiTKnsiiH
dapmacboTrKan3
C.A.

Monbwa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHM | TUMYy - OHOBNEHHSA cepTudikata
BignosigHocTi €E® R1-CEP 2011-034-Rev 02 ons
A®| Clobetasol propionate Big Bxe
3aTBepmxeHoro BupobHuka Glaxo Wellcome
Operations (trading name of Glaxo Operations UK
Limited), y 38’A3Ky 3 BUyYEHHSAM BUPOOHUYOI
OiNbHULI MPOMiXHOTO NpoaykTy Zhejiang Tiantai
Aurisco Pharmaceutical Co. Ltd, No. 22, Fengze
Road, China-317 200 Tiantai, Zhejiang Province;
BU/TyYEHHAM BUPOOHWMKA BMXigHOTO MaTtepiany, Lo
BUKOPUCTOBYETbLCSA Y BUPOOHULITBI KIHLLEBOT
PEYOBUHM; HE3HAYHNMMN 3MiHAMMN Yy MeToaML
aHanizy NpPoOMKHOTO MPOAYKTY; peAakuiiHiMu
npaskamu po3giny S.2.2. Onuc BUPO6GHMYOro
npoLecy Ta KOHTPO/1b

3a
peyermom

UA/1600/02/01

93.

DEPMOBENT™

ma3b 0,05 %, no 25ry
Ty6i, no 1 Ty6i B KAPTOHHiIl
ynakoBLj

nakcoCmiTKns
H ExcrnopT
Nimiteq

Benvka
BpuTanis

FnakcoCmiTKNnsiiiH
PapmacboTrKan3
C.A.

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TNy - OHOBNEHHA cepTudikaTa
BignosigHocTi €E® R1-CEP 2011-034-Rev 02 ans
A®| Clobetasol propionate Big Bxe
3aTBepAXeHoro Bupo6Hvka Glaxo Wellcome
Operations (trading name of Glaxo Operations UK
Limited), y 3B’A3Ky 3 BUIy4YEeHHAM BUPOBGHNYOT
OiNbHUL NPOMiXHOrO NpoaykTy Zhejiang Tiantai
Aurisco Pharmaceutical Co. Ltd, No. 22, Fengze
Road, China-317 200 Tiantai, Zhejiang Province;
BUyYEHHAM BUPOOHYMKa BMXigHOTO Martepiany, Lo
BVKOPWCTOBYETHCSA Y BUPOOHNLITBI KIHLIEBOI
PEYOBMHW; HE3HAYHUMW 3MiHaMW Y MeToauL
aHanizy NPoOMKHOrO MPOAYKTY; pefakuiiHiMu
npaskamu po3giny S.2.2. Onuc BUpo6HNYOro
npouecy Ta KOHTPO/1b

3a
peyenmom

UA/1600/01/01

94.

AETPANEKC®

TabneTkn, BKPUTI
N/1iBKOBOIO 0GO/IOHKOLO, MO
500 wmr, no 15 TabneTtok y
6nicTepi; no 2 abo 4
6nicTepy B KOpoo6Li 3
KapTOHY

ne
NABOPATYAP
CEPB'E

dpaHuis

NabopaTtopii Ceps'e
IHpacTpi

dpaHuis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
3MiHM | TUNY - 3MiHK Woao 6e3nekun/eddeKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHVX AaHuX Npo cucTemy
thapmakoHarnagy (BBeAEHHS y3araslbHeHNX JaHux
npo cuctemy thapmakoHarnsgy, smiHa
YNOBHOBaXXEHOT 0CO6MU, BignoBiganbHOI 3a
3[jificCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa /s 34iiCHEHHS

6e3
peyenma

UA/A329/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
Bif], yNOBHOB&XXeHOT 0co6u, BiANOBiJabHOI 3a
34ilicHeHHA thapMakoHarnsgy (BKoyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-aiina cuctemy papMakoHarnisay) -
3MiHa YNOBHOB&XXEHOI 0CO6U 3asBHYIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsag.
MponoHoBaHa pepakuis: Luc Feldmann / Jliok
PenbaMaHH. 3MiHa KOHTaKTHUX AaHnX
YMOBHOB&aXeHOT 0cobw, BignoBiganbHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOI 0cobu
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a papmakoHarnsg B Ykpaini. lponoHosaHa
pepakuisi: PokyHb OkcaHa HOpiiBHa. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
YMOBHOB&XeHOT 0Co6M 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnsg, B YkpaiHi. 3MiHa Homepa
mMacTep-halina cuctemu papmMakoHarnsgy

95.

AETPANEKC®
1000 MI

TabneTkn, BKpUTI
NNiBKOBOI 060J10HKOID, MO
1000 wr, no 10 TabneTok y
6nicTepi; no 3 6nictepn B
KOpo6Li 3 KapTOHY; No 9
Tabnetok y 6nictepi; no 2
6nicTepy B KOpoobLi 3
KapTOoHY

ne
NABOPATYAP
CEPB'E

®paHLis

NabopaTtopii Ceps'e
IHpacTpi

®paHuis

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUX JaHnx npo cuctemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHnx
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[ifiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iINCHEHHS
thapmakoHarnsgy B YkpaiHi, SKLL0 BOHa BigMiHHA
Bif, yNOBHOB&XEHOT 0co6u, BiANOBiAaIbHOI 3a
3fificHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-haiina cuctemu papMakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHNIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg.
MponoHoBaHa pepakuin: Luc Feldmann / Jliok
®enbaMaHH. 3MiHa KOHTaKTHUX AaHnX
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
thapMakoHarnsag. 3mMiHa KOHTaKTHOT 0co6u
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a (papmakoHarnsg B Ykpaini. NponoHosaHa
pefakuisi: PokyHb OkcaHa HOpiiBHa. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOi 0co6u
YMOBHOB&XeHOT 0cobM 3as1BHMKA, BignoBiganbHOT
3a (papmakoHarnsg B Ykpaidi. 3miHa Homepa
MacTep-haiina cuctemm hapmakoHarnsgy

6e3
peyenma

UA/4329/01/02

96.

ANKNODEHAK

renb 50 mr/r, no 40 r rento

MAT

YKpaiHa

MAT

YkpaiHa

BHECEHHS1 3MiH 10 peecTpauiiHMX maTepianis:

6e3

UA/0708/02/02




79

Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
y Ty6i astomiHieBin Ne 1; y "Ximcpapmsasos "Ximcpapmsasog BMNPaBIEHO TEXHIYHY MOMUIIKY Y TEKCTI peyenma
nauui 3 kapToHy; no 100 r "UepBoHa 3ipka" "UepBoHa 3ipka" MapKyBaHHS YNakoBKM JiKapCbKOro 3acooy,
y Ty6i namiHaTHiiA Ne 1; y noB"A3aHy 3 NepeknafioM Ha aHrnincbky MoBYy
nauui 3 kKapToHy Ha3BW Nikapcbkoro 3acoby: 3anpornoHoBaHo: 1.
HA3BA JIIKAPCbKOIO 3ACOBY JNKNOPEHAK
Diclofenac 3asHauyeHe BMnNpaBneHHs BiANOBiAaE
MaTepiasiaM peecTpaLiiHoro Aocbe
97. OANPEPENIH® nopotuok no 0,1 mr Ta INCEH ®APMA dpaHuis MopoLuok: PpaHuin BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/0695/02/01
PO3YNHHWK 4151 PO3UUHY Bnpo6HuuTBO, 3MiHM | TUNY - BHECEHHS 3MiH B NpoLec peyenmom
ONs iH'eKUin, no 7 TecTyBaHHs, BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
(h/1aKOHIB 3 MOPOLLKOM Ta nakyBaHHS1, BUMYCK 30KpeMa: BBeieHHs 104aTKOBOro hinbTpy 3
7 amnyn 3 1 mn cepii: INCEH peinTuHrom cinbTpauii - 0,2 MkM 418 AOAATKOBOroO
PO34YUHHYKKA (PO3UMH ®APMA BIOTEK, apyroro etany ctagii qoinbTpauii (cTepuiiytoya
Hatpito xnopuay 0,9 %) y PpaHuis; inbTpLis) Nepes, 3anoBHEHHAM (D/1aKOHIB
KapTOHHI KOPOOL; PO34YMHHKK:
Brpo6HMUTBO,
nepBuHHe
nakyBaHHS Ta
KOHTPO/b IKOCTI:
CEHEKCI, ®paHLuis;
BTopuHHe
nakyBaHHS1, BUMYCK
cepii: INCEH
®APMA BIOTEK,
PpaHujis
98. AOIABITEK N4, 4 | po3unH ans TOB "tOpis- Ykpaina TOB "HOpis-dapm” Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16599/01/01
1,36% nepuTOHeanbHOro gianisy; dapm” 3MiHM | TMNY - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI peyenmom

no 2000 M pO34nHY y
KOHTElHepi nonimepHomy,
o6nagHaHoOMy iH'eKLiAHNM
nopTOM, 3 iHTEerpoBaHNUM
3a [J0NOMOrot0 ABOX
marictpasiein Ta Y-
3'eiHyBa4a NOPOXHim
NAacTUKOBUM NakeToMm
015 ApeHaxy, BKNafeHnx
y Npo30pwuii N1acTUKOBUIA
nakeT; no 5 KoMNAekTiB y
KapTOHHI kopobuj; no
2500 MmN po3ymnHy y
KOHTEHepi nonimepHomy,
o6nagHaHoOMy iH'eKLiAHNM
nopTOM, 3 iHTErpoBaHNUM
3a [J0NOMOrot0 ABOX
marictpasiein Ta Y-
3'eiHyBa4a NOPOXHim
NAacTUKOBUM NakeToMm
ON15 ApeHaxy, BKNafeHnx

Ta hapmakoHarnsgy - OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHhopmalii LWoA0 3a3HauYeHHs
OAMHVLB BUMIPIOBaHHSA Y cucTemi Sl. BHeceHHs
3MiH 40 po3giny “MapkyBaHHa” MKSA /13%;
3anponoHoBaHo: MapkyBaHHs. 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micsAuiB nicns
3aTBEpPAKEHHS
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

y NpO30pwuii NN1acTUKOBUIA
nakeT; No 4 KOMNAEKTN y
KapTOHHiiA KopobLi; no
5000 M1 PO3UnHY y
KOHTElHepi nonimepHomy,
061afHaHOMY iH'€KLIHUM
MopTOM, 3 iHTErpoBaHNM
3a [0NoMOrot ABOX
Marictpaneii Ta Y-
3'eiHyBa4a NOPOXHim
NI1acTUKOBUM NakeTom
ONA ApeHaxy, BKNageHnx
y MpO30pwuii N1acTUKOBUIA
nakeT; No 2 KOMNIEKTN y
KapTOHHiiA KopobLi

99.

DIABITEK NJ, 4
2,27%

PO34MH Ans
NepuToOHeasILHOrO Aianisy;
no 2000 MmN po3unHy y
KOHTelHepi nonimepHomy,
061aaHaHOMY iH'EKLiAHUM
NnopTOM, 3 iIHTErpOBaHNM
3a [10NomMorot ABox
MaricTpaneii Ta Y-
3'eHyBaya NOPOXHIM
NAacTUKOBUM NakeToMm
ONA ApeHaxy, BKNageHnx
y Npo30pwuii NNacTUKOBUIA
nakeT; no 5 KoMnaekTiB y
KapTOHHI Kopobuj; no
2500 mn po3ynHy y
KOHTelHepi nonimepHomy,
061aaHaHOMY iH'EKLiAHUM
NnopTOM, 3 iIHTErpOBaHNM
3a [10NomMorot ABox
Marictpaneii 1a Y-
3'eHyBaya MOPOXHIM
NAacTUKOBUM NakeTom
ONA ApeHaxy, BKNageHnx
y NpO30pwuii NNacTUKOBUIA
nakeT; No 4 KOMNAEKTN y
KapTOHHI Kopobuj; no
5000 mn po3ynHy y
KOHTelHepi nonimepHomy,
061aaHaHOMY iH'EKLiAHUM
NnopTOM, 3 iIHTErpOBaHNM
3a [10NomMorot ABox
Marictpaneii Ta Y-
3'eHyBaya NOPOXHIM

TOB "tOpis-
Papm”

YKpaiHa

TOB "tOpis-®apm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsay - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
3MiH A0 po3giny “MapkyBaHHsA" MKA N13%;
3anpornoHoBaHo: MapkyBaHHS. 3rigHO
3aTBEPKEHOTO TEKCTY MapKyBaHHS. TepMiH
BBE/EHHS 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/16599/01/02
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

N1acTMKOBUM MakeTom
NS ApeHaxy, BKNaLeHUX
y NPO30pWii NNACTUKOBWUIA
nakeT; Mo 2 KOMMIEKTN y
KapTOHHI KopobLii

100. | AIABITEKNA 4 | po3uuH gns TOB "lOpis- YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3a UA/16599/01/03

3,86% nepuTOHeanbLHOro dianisy; dapm” 3MiHM | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenmom

no 2000 M1 PO34unHY Y
KOHTelHepi nonimepHomy,
06n1agHaHOMy iH'EKLiHM
nopTOM, 3 iHTErpoBaHNUM
3a 10NOMOroto ABOX
Marictpaneii Ta Y-
3'eHyBaya NOPOXHIM
NIacTUKOBUM NakeToM
ANA ApeHaxy, BKNageHnx
y Npo3opwuii NNacTUKoBUiA
naket; no 2000 mn
PO34UHY Yy KOHTelHepi
noniMmepHomy,
o6nagHaHoOMy iH'EKLiHUM
rMopTOM, 3 iHTErpoOBaHNM
3a [j0NoMOrot ABOX
marictpasiein Ta Y-
3’efHyBaya NOPOXHiM
NAacTUKOBUM NakeToMm
ONSA ApeHaxy, BKNageHnx
y NpO30pwuii NNacTUKOBUIA
naket; no 4 a6o 5
KOMM/IEKTIB Y KAPTOHHI
Kopob6ui; no 2500 mn
PO34MHY Y KOHTEliHepi
noniMepHomy,
06n1agHaHOMy iH'EKLiHM
nopTOM, 3 iHTErpoBaHNUM
3a 10MOMOroto ABOX
Marictpaneii Ta Y-
3'efHyBaya NOpPoXHIM
NI1acTUKOBUM NakeToMm
ANA ApeHaxy, BKNageHnx
y Npo3opwuii NNacTUKoBUiA
naket; no 2500 mn
PO34UHY Y KOHTelHepi
noniMmepHomy,
o6nagHaHoOMy iH'EKLiHUM
rMopTOM, 3 iHTErpoOBaHNM
3a [,0NoMOrot ABOX
marictpasiei Ta Y-

Ta hapmakoHarnsgy - OHOB/IEHHSA TEKCTY
MapKyBaHHS yMakoBKM MiKapCbKOro 3acoby 3
BHECEHHSAM iHchopMmaLii LWoA0 3a3HaYeHHs
OOVHWLB BUMIPIOBaHHSA Y cuctemi Sl. BHeceHHs
3MiH o po3giny “MapkyBaHHs" MKA N3
3anpornoHoBaHo: MapkyBaHHS. 3rigHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH
BBE/EHHS 3MiH MPOTAroM 6 Micauis nicns
3aTBEPAKEHHS
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3’efiHyBaya NOPOXHIM
NAacTUKOBUM NakeTom
ONA ApeHaxy, BKNageHnx
y MpO30pwuii NN1acTUKOBUIA
nakeT; No 4 KOMNAEKTN y
KapTOHHiiA KopobLi; no
5000 M1 PO3UnHY y
KOHTElHepi nonimepHomy,
061aiHaHOMY iH'EKLiAHMM
MopTOM, 3 iHTErpoBaHNM
3a [,0NoMOrot ABOX
Marictpaneii Ta Y-
3’efHyBaya NOPOXHIM
NI1acTUKOBUM NakeTom
ONA ApeHaxy, BKNageHux
y MpO30pwuii NNacTUKOBUIA
naket; no 5000 mn
PO34MHY Y KOHTeliHepi
nosniMepHomy,
06n1agHaHOMY iH'EKLiHUM
NnopToM, 3 iIHTErpoBaHNM
3a [10NomMorot ABox
Marictpaneii Ta Y-
3'eHyBaya NOPOXHIM
NI1acTUKOBUM NakeTom
ONA ApeHaxy, BKNageHnx
y NPO30pWii NNACTUKOBWIA
nakeT; No 2 KOMNIEeKTN y
KapTOHHI KopobLii

101.

AONYTEIPABI
P 50 MI',
NAMIBY AVH
300 MI' TA
TEHO®OBIPY
AN30MNMPOKCHU
ny ®yMAPAT
300 MI"

TabneTkn, BKPUTI
nniBkoBot 060710HKoK (50
Mr/300 mr/300 mr); no 30
a6o no 90, a6o no 100
TabneToK y N1acTMkoBoMy
KOHTEWHepi, Wo MiCTUTb
[Ba calle 3 cunikarenem,
no 1 koHTeiiHepy y
KapTOHHI ynakoBLi; No
180 Tabnetok y
n1acTUKoBOMY
KOHTEWHepi, Wo MiCTUTb
Tpu calle 3 cunikaresem,
no 1 koHTeiiHepy y
KapTOHHI ynakosLi; no 30
a6o no 90, a6o no 100
TabneTokK y N1acTMkoBoMy
KOHTEWHepi, Wo MiCTUTb
[OBa calle 3 cuaikarenem;

Makneozc
PapmacbloTuKan
¢ Nlimiteq

IHais

Makneopc

dapmacboTuKac

NimiTen

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHM | TRy - 3MiHK Woao 6e3nekun/eddekTUBHOCTI
Ta (papmakoHarfnsay - BHECEHHS 3MiH 0 po3ainy

«MapkyBaHHs» MKA N13:
3anponoHoBaHo: MAPKYBAHHSA 3rigHo
3aTBEPXEHOr0 TEKCTY MapKyBaHHS. B TekcT
MapKyBaHHS1 yNakoBOK JlikapCbkoro 3acoby B n.17

IHLWE BHeceHa iHhopmMaLisi LLoA0 NaTeHTHOro
nyny. BBeAeHHs 3MiH NpOTAromM 6-T1 MicsLiB nicns

3aTBEPMAKEHHS

3a
peyermom

UA/17323/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 180 TabneTok y
naacTUKoBOMY
KOHTeMHepi, Lo MiCTUTb
Tpu calle 3 cunikarenem
102. | AYOTPAB® Kpanni o4Hi, no 2,5 mny HoBaprTic ®apma | LUBseliyapi AnkoH-Kyspbop Benbris BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/6292/01/01
donakoHi-KpanenbHuL; no Al A 3MiHM | TMNYy - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI peyenmom
1 dhnakoHi-KpanensHuLi B Ta (hapmakoHarnsgy - 3MiHM BHECEHO [10 po34iny
NPOMiXHII ynakoBLi, 1o "3[aTHICTb BNAMBATU Ha LWBUAKICTL peakuii npu
BKNafAa€eTbCca B KOPOOKY 3 KepyBaHHi aBTOTPaHCMOPTOM ab0 iHWMMK
KapTOoHY MexaHiamMamu" iIHCTPYKLiT 4719 MeanYHOro
3acToCyBaHHS NikapcbKoro 3acoby 3rifHo 3
OHOB/IEHOO iHGhOpMALLiELD LWOA0 6e3nekn
3aCTOCYBaHHS fjlo40i pevyoBUHU BBefeHHS 3MiH
NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPKEHHS; 3MiHU
| Tuny - 3mMiHM BHeceHo A0 po3giny "Mo6iyHi
peakuii" iHCTPYKL,i 415 MeAUYHOTro 3acTOCyBaHHS
niKapcbKoro 3acoby 3riiHO 3 OHOB/IEHOID
iHdhopMmaLieto Wwoao0 6e3nekn 3acToCyBaHHS 4jito4oi
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-TW MicsILiB
nicns 3aTBepaKeHHs
103. | EHANO3NA® Tabnetku, no 10 TabneTok AT "dapmak" YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/5568/01/01
25 y 6nictepi; no 2 a6o 3 3MiHW | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom

6nictepu y nauui 3
KapTOoHY

HaliMeHyBaHHs1 Ta/abo agpecu 3asBHUKA
(BnacHWKa peecTpauiiniHOro NoCBiAYEHHS) - 3MiHA
Ha3BW Ta agpecy 3asBHVKa. BeegeHHs 3MiH
NPOTArom 6-Tu MiCALIB NiCNIA 3aTBEPAXKEHHS.
3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micua
NpoBaPKEHHSA AiSbHOCTI BUpoBOHUKa/imMnopTepa
roTOBOro MikapCbKOro 3acoby, BKAUaumn
AinbHULI BUNYCKy cepii abo Micle NpoBeAeHHs
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepili) -
3MiHa Ha3Bu i agpecu BUpo6Huka M13.
3MiHV BHECEHI B iHCTPYKLi0 4151 MegnyHOro
3actocyBaHHs /13 y p. "BMpo6HUK",
"Micue3HaxomKeHHs1 BUpo6HYMKa Ta ioro agpeca
MiCLSi NPOBaMKEHHS AiSNIbHOCTI" 3 BIANOBIAHUMMU
3MiHaMu B TEKCTi MapKyBaHHS ynakoBOK.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS. 3MiHM | TNy - 3MiHKW WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
3MiHK) - 3amiHa po3ainy "MapkyBaHHs. Bignosigae
HaZjlaHOMy TEKCTY MapKyBaHHA" Ha po3fin
«MapkyBaHHS. 3riiHO 3aTBEPL)KEHOr0 TEKCTY
MapKyBaHHA» B 3aTtBepkeHux MKHA N13.
OHOBJ/IEHHSI TEKCTY MapKyBaHHS YMakoBKK
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
niKapcbKoro 3acoby 3 BHECEHHSAM iHchopmai

cuctemi Sl. BBefeHHsi 3MiH NpoTsAroM 6-Tv MicsuiB

BMNPOGYBaHHSA roTOBOrO /likapcbKoro 3acoby (ans

napameTpoM "Mikpob6ionoriyHa yicToTa", 30KpemMa:
BUYYEHHS NMOBHOTO OMUCY NPOBEAEHHSI METOANKY;

L1010 3a3HAYEHHS] OAMHMLL BUMIPIOBaHHS Y

nicnsa 3aTBepmKeHHs. 3MiHu | Tuny - 3miHun 3
sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKapCbKOro 3acoby. 3miHa y MeTogax

npuBeLeHHs y BiANOBIAHICTbL 3 AdY abo
€Bponeiicbkoto hapMakoneero Ta BUTyYEHHS
nocunaHHs Ha 3acTapisiuii BHYTPILLHIA MeToq
BMNPOOYBaHHS i i0r0 HOMep) - BHECEHHS 3MiH Y
Cneuudikauito/MeTopgis BunpobysaHHs 13 3a

[OMNOBHEHHS Bi4NOBIAHUM NOCUNAHHAM Ha fitouy
pepakuito 4dY. 3miHu | TUnNY - 3MiHKM 3 AKOCTI.
[oTOBWI Nikapcbkumii 3aci6. KOHTpob rOTOBOro

nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonyCTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHK)- 3anNponoHOBaHO
nepioAnYHUA KOHTPO/b FOTOBOT NPOAYKLT 3a
nokasHukoM «MikpobiosioriyHa uncTota», a came
nepLuy Ta KoXHy TpuAauATy cepito, ane He pige
O[1HOTO pasy Ha pik.

3MiHn | TUny - 3MiHn 3 skocTi. A®Il. KoHTponb AdI

(iHWi 3MiHW) - BHECEHHS 3MiH 00 Cneundikauii/
MeTogis BunpobysaHHa A®| EHananpuny
Masieary, 30KpemMa: 3a napameTpoM
"Mikpob6ionoriyHa yncrtora", 30kpemMa: BUIyYeHHs
MOBHOrO OMUCY NPOBELEHHA METOLUKU;
[OOMOBHEHHS BiANOBIAHUM NOCUNAHHAM Ha o4y
pepakuito APY. 3MiHu | TUNY - 3MiHK 3 AKOCTi. ADI.

KoHTponb A®I. 3miHa y napameTpax crneuudikawiii

Ta/abo [ONyCTUMUX MEX, BUSHAUYEHUX Y
cneundgikauisix Ha Adl, abo BUXigHWA/NPOMIKHWIA
NPOAYKT/peareHT, LWo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea A®| (iHWi 3MiHN) - BHECEHHS
3MiH go Cneuudpikauii A®l EHananpuny manearty,
30Kpema: Kputepii NPUAHSTHOCTI 3a NOKa3HUKOM

"CynpoBigHi JOMILLK1" NpUBEAEHO Y BigNOBIAHICTb
00 BuMor moHorpadii EP. 3miHn | Tuny - 3MiHK 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y napameTpax

cneuudikayin Ta/abo fonycTMMmX MeX,
BM3HaYeHNX y crneundikauisx Ha A®l, abo
BUXiQHWIA/NPOMIDKHUIA NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTBLCSA Y Npoueci BUpobHuuTa Ad|
(BMNYyYEHHS1 HE3HAYHOrO NOoKa3HKKa AKOCTI

(Hanpuknaz BUIyYEHHs 3aCTapifioro nokasHuka)) -
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3MiHM Ao cneundikauii A®| eHananpuny maneary:

- BUNYYEHO po3/in «PO3UMHHICTE» Ta «Badkki
mMeTauin». 3MiHu | Tuny - 3MiHK 3 akocTi. Adl.
KoHTponb A®I. 3miHa y napameTpax cneuudikauii
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisax Ha A®l, abo BUXiZAHWUA/NPOMIXKHWUIA
NpOAYyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci Bupo6bHUUTBa A®PI (iHLWi 3MiHK) - BBEAEHHS
nepioguuHocTi gna A®| EHananpuny maneaTty 3a
nokasHukom "MikpobionoriyHa unctoTta": nepiuy
(nepLuy nocTaBky NOTOYHOTO POKY) Ta KOXHY
[ecATy HacTynHy cepii, ane He piglue o4HOro pasy
Ha pik. 3MiHuW | TMNy - 3MiHK 3 AkocTi. ADI.
KoHTponb A®I. 3miHa y MeTogax BUNPOOYBaHHS
A®I ab0 BuUxigHOro matepiasy/npomMixHoro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTBa AP (iHLWIi 3MiHK Y MeTogax
BMNpoGYyBaHHSA (BK/1HOYAOUM 3aMiHy abo
[0noBHeHHs) A®| abo BMXiAHOro/NpoOMIKHOTO
NPOAYKTY) - BHECEHHS 3MiH 10 MeTopiB
BunpobysaHHA A®| EHananpuny maneary,
30Kkpema: 3a nokasHukoM "CynpoBigHi 4OMiKu"
(mMeTop, piavHHOT XpomaTorpadii): 3MiHM B
npo6oniAroToBLji PO34KHIB, 3MIHEHO Nporpamy
rpagieHTy, AOAATKOr0 BBEAEHO iAeHTUdikaLio
nomiwok A, C, H; Buny4yeHo igeHTudikawio
OOMiWKN G (BU3HAYEHHS NPOBOAATL 38 OKPEMOIO
npoueaypoto). 3MiHn | Tuny - 3MiHn 3 akocTi. AdI.
KoHTponb A®I. 3miHa y MeTogax BUNPOGYBaHHS
A®I ab0 BuUxigHOro matepiasy/npomixHoro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP (iHLWIi 3MiHK Y MeTogax
BMNpoGyBaHHSA (BK/1HOYAOUMN 3aMiHy abo
[0MnoBHeHHs) A®| abo BUXiAHOro/NpoOMIKHOTO
NPOAYKTY) - BHECEHHS 3MiH A0 MeTopiB
BunpobysaHHA A®| EHananpuny maneary,
30KpeMa: - 3a NOKa3HUKOM "3a/IMLLKOBI KiflbKOCTi
opraHiYHnX po34mMHHUKIB" (MeTog napodasHol
rasosoi xpomartorpadii): 3MiHM B npo6onigroTosLi
PO34MHIB, 3MiHA YMOB XpoMaTtorpadlyBaHHs Ta
po3paxyHKOBii chopmysii. 3MiHW | TUny - 3MiHK 3
AKoCTi. A®I. KoHTposb AdL. 3miHa y meTogax
BMNpo6yBaHHA A®I abo BuxigHOro
mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AdI
(iHwWi 3miHM y MeTogax BUNpobyBaHHA (BK/IOYaUn
3aMiHy ab0 gonoBHeEHHs) AD| abo

BWXiHOrO/MPOMiXXHOIo NPOAYKTY) - BHECEHHS 3MiH
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

0o Metogis BunpobysaHHsA A®| EHananpuny
Manearty, 30kpemMa: 3a nokasHukom "KinbkicHe
BM3HAYEHHA": 3MiHM B NPO6ONIAroToBL,i
BUNPOOYBa/IbHOTO PO34MHY 06YMOB/IEHO
npveegeHHam ao sumor EP.

104.

EHEPIOH®

TabneTkn, BKPUTI
060/10HKoto, no 200 mr, no
10 TabneTok y 6nicTepi;
no 2 6nictepun B KopobLi 3
KapTOoHY

e NabopaTyap
Cepp'e

PpaHuis

NabopaTtopii Ceps'e

IHpacTpi

®paHuis

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:
3MiHM | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
y3araslbHeHUX JaHuX Npo cucTemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, 3amiHa
YNOBHOBaXXEHOT 0CO6MU, BignoBiganbHOI 3a
3[iicHEHHSsT hapMakoHarIs4y; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0c06u, BignoBifanbHOT 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-aiina cuctemy papMakoHarnisay) -
3MiHa YNOBHOBa)XXEHOI 0CO6U 3asBHUKA,
BigNoBiga/IbHOI 3a hapMakoHarnsga.
MponoHoBaHa pepakuis: Luc Feldmann / /Tiok
denbaMaHH. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0CO6M, BifgnoBiganNbHOI 3a
thapmakoHarnsg. 3MiHa KOHTakTHOT 0cobu
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifnoBigaibHOl
3a (hapmakoHarnsg, B YkpaiHi. lNponoHoBaHa
pepakuisi: PokyHb OkcaHa HOpiiBHa. 3MiHa
KOHTaKTHUX JaHWNX KOHTaKTHOI 0cobu
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a (papmakoHarnsg B Ykpaii. 3viHa Homepa
MacTep-haiina cuctemu dpapmakoHarnsgy

6e3
peyenma

UA/2097/01/01

105.

EHTEPOXXEPMI
HA®

kancynu Ne 12, Ne 24
(12x2): no 12 kancyn y
6nictepi; no 1 a6o 2
6nicTepy B KapPTOHHIN
Kopoo6Li

TOB "CaHoi-
ABEHTIC
YkpaiHa"

Ykpaina

CaHodpi C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MiHW | TUNY - BBEAEHHSA a/IbTEPHATUBHOIO
KOHTelHepy Ans He 6nicTepoBaHuUX Kancys, a
came MiHi-nakeT, Lo MIiCTUTbCA B KoXyci. LLap, wo
KOHTaKTy€e 3 NPOLYKTOM BUKOHAHO 3 MOMieTUIeHy,
BignoBiaHO Ao BuMor EP; 3MiHu | Tuny - 3MiHK y
npoueci BUPOOHULITBA: BBEAEHHS
a/IbTEPHATUBHOIO KOHTENHEpPY 4151 MPOMIKHOTO
NPOAYKTY, @ came KOHTeliHep 3 Hepxasitoyoi cTani,
AKUIA 3a3BMYali BUKOPUCTOBYETHCS Y BUPOOHNUOMY
npoueci

6e3
peyenma

UA/4234/02/01

106.

EHTEPO/ 250

MOPOLLIOK A1 OPSTLHOrO
3acTocyBaHHs no 250 mr,
no 10 nakeTukiB y
KapTOHHiii KopobLi

BIOKOAEKC

PpaHLis

BIOKOJEKC

PpaHuis

BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis:
3MiHK | TURy - 3MiHK WoA0 6e3nekn/eddeKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3miHu oo
y3araslbHeHUX laHKX Mpo cucTeMy

6e3
peyenma

UA/6295/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
chapmakoHarnsgy (BBefleHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, amMiHa
YNOBHOBAXEHOI 0CO6M, BignoBiganbHOI 3a
3[iiCHEHHST hapMakoHarIs4y; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHvKa Ans 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXEHOT 0Cc06W, BigNoBifabHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
MacTtep-aiina cuctemy papMakoHarnisgy) -
3MiHa YNOBHOBa)XXEHOI 0CO6U 3asBHUKA,
Bi4NoBiga/IbHOT 3a hapMakoHarnsg.
MponoHoBaHa pepakuis: Hatani XXodhdp / Joffre
Nathalie. 3mMiHa KOHTaKTHUX gaHWUX YNOBHOBaXEHOT
ocobu 3asBHUKa, BiANOBIAA/ILHOI 3a
papMakoHarnsg
107. | EHTEPON 250 kancynu no 250 mr, no 10 BIOKOJEKC dpaHuin BIOKOZEKC PpaHuin BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/6295/02/01
abo no 20, abo no 30, abo 3MiHM | TMNYy - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenma
no 50 kancyn y naswui Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
CKNAHINA; No 1 naawwi y3arasibHeHUX JaHnX Npo cucTemy
CKNSHIN Y KAPTOHHIW thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX JaHux
Kopob6ui; no 5 kancyn y npo cuctemy chapmakoHarnsgy, smMiHa
6nictepi; no 2 a6o no 4, YNOBHOB&XEHOI 0C06M, BignoBigansHOI 3a
abo no 6 6nictepis y 3[iiCHEHHS hapMakoHarsay; KOHTaKTHOI 0cobu 3
KapTOHHI kopobuj; no 6 hapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
Kancyn y 6nictepi; no 5 thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa
61icTepiB Y KAPTOHHIN Bif, yNOBHOB&XXEHOT 0CO6M, BiANOBiZa/IbHOI 3a
Kopoo6Li 3pificHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTtep-aiina cuctemy papmakoHarnsay) -
3MiHa YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
BignoBigabHOI 3a hapmakoHarnsag.
MponoHoBaHa pegakuis: Hatani XXodhdp / Joffre
Nathalie. 3MiHa KOHTAKTHUX AaHVX YNOBHOB&XEHOI
0co6u 3asBHMKA, BignoBigabHOI 3a
dhapmakoHarnsg
108. | ECKYBIT® TabneTku, BKpUTI MAT Ykpaina MAT "Tanuudhapm”, Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/3298/01/01
NNiBKOBOI 06010HKOID, MO "Tanuucapm" YkpaiHa; NAT 3MiHM | TUNY - 3MiHW BHECEHO B IHCTPYKL,it0 ANs peuyenma
40 wmr; no 10 TabneTok y "KniBmegnpenapar” MEeAMYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby Ao
6nicTepi; no 2 abo 4 po3giny "OcbnmBoCTi 3acTocyBaHHA" BiAMNOBIgHO
6nictepu y nauui [0 6e3rnekn 3acTocyBaHHsA AOMOMDKHOI peHOBUHN
(TapTpasvH). BBegeHHs 3MiH npoTsaroM 6-Tu
MiCALiB Nicna 3aTBepKeHHsA
109. | ECUMATANONP TabneTku, BKpUTI TOB "TeBa YkpaiHa TOB TeBa Monbua BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 3a UA/11732/01/01
AM-TEBA MNiBKOBOKO 060/IOHKOIO, MO Ykpaina' OnepeiiwH3 Monaxg, 3MiHVY | TMNY - 3MiHa 30BHILIHLOTO BUTNIALY peyenmom

5 Mr no 14 tabnetok y
6nicTepi; no 2 6nictepn B

TabneTok, a came 3MiHa TUCHEHb Ha TabneTkax y
3B’A13Ky 3 TEXHO/OTYHUMU HEOOXiAHOCTAMU. 3MiHK
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Kopoo6Li BHECEHIi B IHCTPYKLit0 A1 MEeANYHOro
3acTocyBaHHA J13 y p. "Nlikapcbka hopma”
(ocHOBHI hi3vKo-Ximi4Hi BNacTUBOCTI). BBeAeHHSA
3MiH MPOTAroM 6-T1 MiCALiB NiCNSA 3aTBEPAKEHHS
110. | ECUUTANONP TabneTku, BKPUTI TOB "TeBa Ykpaina TOB TeBa Monbua BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/11732/01/02
AM-TEBA NNiBKOBOI 060JI0HKOHD, MO YkpaiHa" OnepeiwHs MonaHg 3MiHKM | TUMY - 3MiHa 30BHILLUHBOrO BUINS4Y peyenmom
10 mr no 14 tabneTok y TabneTok, a came 3mMiHa TUCHEHb Ha TabneTkax y
6nictepi; no 2 6nictepu B 3B'A3KY 3 TEXHOMNOMNYHUMU HEOBXIAHOCTAMU. 3MiHN
Kopobui BHECEHI B iHCTPYKLitO A4S MeANYHOr0
3actocyBaHHs /13 y p. "Mlikapcbka hopma”
(ocHOBHI (hi3uKo-Ximi4Hi BNacTUBOCTI). BBeAeHHsA
3MiH NPOTArom 6-Tu MICALIB NiCNA 3aTBEPMXKEHHS
111. | ECUUTANONP TabneTku, BKpUTI TOB "TeBa Ykpaina TOB TeBa Monbuwa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/11732/01/03
AM-TEBA NNiBKOBOI 060I0HKOMD, MO YkpaiHa" OnepeiiwH3 Monaxg, 3MiHU | TUNY - 3MiHW BHECEHI B iHCTPYKLitO ANns peyenmom
15 mr no 14 TabneTok y MeAMnYHOro 3actocyBaHHsA f13 y p. "Jlikapcbka
6nicTepi; no 2 6nictepn B dhopma” (OCHOBHI Pi3MKO-XiMiYHI BNacTUBOCTI).
KopoobLi BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEpPAKEHHS
112. | ECUMTANONP TabneTku, BKPUTI TOB "TeBa YkpaiHa TOB TeBa MonbLwa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/11732/01/04
AM-TEBA NNiBKOBOI 060JI0HKOHD, MO YkpaiHa" OnepeiiwH3 Monaxg, 3MiHU | TUMY - 3MiHW BHECEHI B iHCTPYKLit0 ANns peyenmom
20 Mr no 14 TabneTtok y MeAMYHOro 3actocyBaHHsA f13 y p. "Jlikapcbka
6nicTepi; no 2 6nictepn B hopma” (OCHOBHI (Pi3MKO-XiMiYHI BNaCTUBOCTI).
Kopoo6Li BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
113. | ETAHON 70% po3unH no 100 mn y TOB "®dapma Ykpaina TOB "®apma Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/14597/01/01
dhnakoHax Yepkac" Yepkac" 3MiHM | TUNY - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI peyenmom
Ta dpapmakoHarnsgy - 3MiHu BHECEHi B TEKCT
MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
3a3Ha4YeHHs OAVHVLb BUMIPIOBaHHSA Y cuctemi Sl.
BHeceHHs 3MmiH fo po3giny “MapkyBaHHSA" MKA
N3: 3anponoHoBaHo: MapKyBaHHs. 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS
114. | ETONO3UA KOHLEHTPAT 4715 PO3YMHY EBEBE ®apma ABCTpIs EBEBE ®apma ABCTpIs BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/2569/01/01
"EBEBE" Ons iHgysili, 20 mr/mn; no Fec.m.6.X. lec.m.6.X. Hdpr. KT, 3MiHuM | TUNY - NOAAHHS OHOB/IEHOTO cepTudikaTy peyenmom
2,5 mn (50 wmr), abo no 5 Hdor.KI ABCTpif (NOBHWUIA BiagnosigHoCTI €Bponelickkiin thapmakonei Ne CEP

M (100 mr), a6o no 10 mn
(200 mr), a6o no 20 mn
(400 wmr) y donakoHi; no 1
bN1aKoHy B KapTOHHIl
KopoobLi

LMKN BUPOGHMLTBA);
3eiibepcaopd
Nabop Mv6X,

ABcTpist
(TectyBaHHs); MM/
Mikpob6ionoriwec
Mptochnabop Mv6X

R1-CEP 1999-144-Rev 05 o115 Ajto40i pe4yoBUHM
Etoposide Bif 3aTBepaxeHoro BupobHuka SICOR
S.R.L,, ltaly
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
ABcTpist
(TecTyBaHHs)
115. | EY®INIH PO3unH ANs iH ekuiin, 20 TOB "lOpis- Ykpaina TOB "tOpis-®Papm” Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/14278/01/01
Mr/ma no 5 mn aéo 10 mn dapm” 3MiHM | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenmom
B amnyni; no 5 amnyn y Ta (papmakoHarfnsay - BHECEHHS 3MiH 0 po3ainy
KOHTYPHIli YapyHKOBIi “MapkyBaHHs" MKA J13:
yNaKoBLyj; N0 2 KOHTYpPHI 3anponoHoBaHo: MapkyBaHHs. 3rigHO
4apyHKOBIi YNakoBKu y 3aTBEPXEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS
nauuj TEeKCTY MapKyBaHHS1 YNakoBKM /likapCbKOro 3acoby
3 BHECEHHAM iHdhopMmaLii o0 3a3Ha4YeHHs
OAIMHWLb BUMIpIOBaHHSA Y cuctemi Sl. TepmiH
BBE/EHHS 3MiH - NpOTArom 6 micsuis nicns
3aTBEPAKEHHS
116. | 3EHTEN™ cycneHsist opasibHa, 400 nakcoCmiTKns Benvka dapmaxnep PpaHuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/10241/02/01
Mr/10 ma; no 10 mny H ExcrnopT BputaHis 3MiHK | TUny - 3MiHK 3 AKocTi. CepTudiikaT peyenmom
hnakoHi; no 1 dpnakoHy B Nimiteq BignosigHocTi/I E-cepTudikar BignosigHoCTI
KapTOHHI ynakoBLi €Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MoHorpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHwoT
HauioHaNbHOI dhapmakonei gepxasn EC (3miHa y
cneuudikauisix, NoB'a3aHa 3i 3MiHamu B JdY, abo
€Bponeiicbkili hapmakonei, abo iHLwil
HaujioHasnbHIl hapmakonei gepxasu €C) - 3MiHW Y
cneuudikauii Ha filody pe4yoBuHy anbbeHaason
06YMOB/IEHO NPUBELEHHAM Y BiAMNOBIAHICTb A0
OHOB/IEHOI MOHOrpadii €Bponeiicbkoi Papmakonei
117. | 3EHTEN™ Tabnetkv no 400 mr; no 1 "nakcoCwmiTKns Benuka "nakcoCmiTKnsiiH MiBgeHHO- BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/10241/01/01
Tabnetyi y 6nictepi; no 1 H ExcnopT BpuTanis KoHcbtomep AdppUKaHCbK 3MiHV | TUMy - 3MiHK 3 AKocTi. CepTudikar peyenmom
6nicTepy B KOopobu,i 3 Nimiteq Xenckep MiBgeHHa a BignoBigHocTi/lE-cepTudikart BignoBigHocTi
KapToHYy Adopuka (MTy) N14, Pecny6nika €Bponelicbkiin hapmakonei/MmoHorpadii. 3miHu,
MNisfeHHo- noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
AdprkaHCbka BigNOBigHICTL 40 MOHorpadii 4PY abo
Pecny6nika €Bponeiicbkoi hapmakonel, abo iHwoi
HauioHanbHOI hapmakonel gepxasu EC (3miHa y
crneundikayisix, nos's3aHa 3i 3MiHamu B dY, abo
€Bponeiicbkili hapmakonei, abo iHLwil
HauioHasbHi thapmakonei gepxasu €C) - 3MiHW Y
crneundikavii Ha gitody pevyoBrHy aslbbeHaa3orn
06yMOB/IEHO MPUBEAEHHSAM Y BifMOBiAHICTb [0
OHOB/IEHOI MOHorpadii €Bponelicbkoi apmakonei
118. | IBYNPO®EH- karncynv no 200 mr no 10 ToBapucTBO 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpavliiiHiX maTepianis: 6e3 UA/11677/01/01
340POB'A Kancyn y 6nicrepi; no 1 06MeXeHo 06MeXeHo 3MiHK | TUNY - NOAAaHHSA HOBOTO cepTudikaTa peyenma
abo 2 6nictepn B kKOpooOLi BiANOBIga/bHICT BiANOBIAA/LHICTIO BiANOBIgHOCTI €Bponelickkili hapmakonei Ne R1-
10 "PapmMaueBTMyHa CEP 2000-087-Rev 03 ansa Aito4oi pe4oBUHM




90

Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
"dapmaueBTUYH KOMMaHis Ibuprofen Big HoBoro Bupo6Huka BASF SE
a KoMnaHis "3p0poB'a", YkpaiHa (BupobHMya ainbHuuA BASF Corporation, United
"3popos'sa" (Bci cragii States). B pamkax 3asB/1eHoI npoueaypu
BMPOGHMLTBA, BiAGyMCb 3MiHM B cneuudikauii Ta MeTogax
KOHTPO/b AKOCTI, KOHTposito A®I 3a nokaszHukamu CynpoBigHi
BUMNYCK cepii); OOMILLKM», «Jomiluka F», «3anmwkoBa KifbKiCTb
ToBapucTBoO 3 OpraHi4YHNX PO3YMHHUKIBY», «3aranbHuii hocdop»-
06MeXeHo npueefeHo y BignosigHicTb o CEP Ta moHorpadii
BiANOBIAA/LHICTIO ;
"®APMEKC rPyn", 3MiHM | TUMY - NOAAHHA OHOBMIEHOrO cepTudikara
YkpaiHa (Bci cTagji BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
BUPOBHMLTBA, CEP 2002-099-Rev 07(3atBepmxeHo: R1-CEP
KOHTPO/Ib SIKOCTI) 2002-099-Rev 02) ans gitouoi peyosuHu Ibuprofen
Bifl BX€e 3aTBEPAXEHOr0 BUPOOHUKA, SKUIA 3MiIHUB
Ha3By Ha HUBEI BIOCAUSE HEILEN
PHARMACEUTICAL CO., LTD. 9k Hacnigok
npuBeLieHHA MEeToAiB KOHTPOsto AdD|y
BiAnoBigHICTb A0 BUMOr CEP Ta moHorpadil
Ibuprofen EP 3a nokasHnkamu «CynpoBifHi
OOMILLKM», «3a/TULLKOBI KifIbKOCTi OpraHiyHnx
PO3UYNHHMKIB»
119. | IBYNPO®EH- kancynv no 400 mr, no 10 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 6e3 UA/11677/01/02
340POB'A Kancyn y 6nictepi; no 1 06MeXeHo 06MEXEHO 3MiHU | TUNY - NOA4AHHSA HOBOTO cepTudikaTa peuyenma
abo 2 6nictepn B kOpoo6Li BiANOBIga/IbHICT BiANOBIAA/LHICTIO BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-
10 "papmaueBTNYHa CEP 2000-087-Rev 03 o514 fito4oi pe4oBuHN
"papmMmaueBTUYH KOMNaHis Ibuprofen Big HoBoro Bupo6Huka BASF SE
a KoMnaHis "380poB'a", YkpaiHa (Bupo6HMYa ginbHuua BASF Corporation, United
"3popos'a” (Bci cTagji States). B pamkax 3asiBneHoi npoueaypv
BUPOGHMLTBA, Big6yNunch 3MiHM B creuungikaLii Ta meTogax

KOHTPO/b SIKOCTI,
BUMYCK cepii);
ToBapucTso 3

06MEXEHO

BiANOBiAA/IbHICTIO

"®APMEKC IPYn",
YkpaiHa (Bci ctagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI)

KOHTposto AP 3a nokasHukamy CynposifHi
OOMILLKM», «[omilika F», «3anmwkoBa KinbKiCTb
OpraHi4YHUX PO3YMHHUKIB», «3araibHui hocdop»-
npuBeaeHo y BignoBsigHicTb Ao CEP Ta moHorpadii
EP;
3MiHM | TUNY - NOAAHHA OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI E€Bponeiickkili hapmakonei Ne R1-
CEP 2002-099-Rev 07(3atBepmxeHo: R1-CEP
2002-099-Rev 02) ans gitouoi pevosuHu Ibuprofen
Bifl BXX€ 3aTBEPXEHOr0 BUPOOHUKA, SKNIi 3MIHUB
Ha3By Ha HUBEI BIOCAUSE HEILEN
PHARMACEUTICAL CO., LTD. 9k Hacnigok
npuBeAeHHS METOAIB KOHTpoo Ad|y
BiANoBigHicTb A0 BUMor CEP Ta moHorpadii
Ibuprofen EP 3a nokasHvkamu «CynpoBigHi
OOMILLKM», «3a/TULLIKOBI KiTbKOCTi OpraHiyHmnX
PO3YUNHHMKIB»
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
120. | IBYNPO®PEH- kancynm no 200 mr, in ToBapucTBO 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpavliiiHix maTepianis: - UA/14915/01/01
340POB'A bulk: Ne 4000 y nakerTi 06MeXeHo 06MeXeHo 3MiHK | TUNY - NOAAaHHSA HOBOTO cepTudikaTa
nonieTuneHosomy y BiANOBIga/bHICT BiANOBIAA/LHICTIO BiNOBIgHOCTI €Bponelickkili hapmakonei Ne R1-
KOHTelHepi 10 "papmaueBTNYHa CEP 2000-087-Rev 03 as15 fito4oi pe4oBuHN
naacTMacoBomy "papmMaueBTUYH KoMnaHis "3popos'a” Ibuprofen Big HoBoro Bupo6Huka BASF SE
a KoMnaHis (Bupo6HMYa ainbHuua BASF Corporation, United
"3p0pos'a” States). B pamkax 3asiBneHoi npoueaypv
Big6yNunch 3MiHM B crneunqikaLii Ta meTogax
KOHTposto AP 3a nokasHukamy CynposifHi
OOMILLKM», «[Jomiluka F», «3anmwkoBa KifbKiCTb
OpraHi4YHUX PO3YMHHUKIB», «3aranbHuii hocdop»-
npuBefeHo y BignoBsigHicTb Ao CEP Ta moHorpadii
EP;
3MiHKM | TUNY - NOAAHHSA OHOBMEHOTO cepTudikaTa
BiANOBIgHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 2002-099-Rev 07(3atBepmpxeHo: R1-CEP
2002-099-Rev 02) ans gitouoi pevosuHu Ibuprofen
Bif, BXXe 3aTBEPAKEHOr0 BUPOOHMKA, KW 3MIHVB
Ha3sy Ha HUBEI BIOCAUSE HEILEN
PHARMACEUTICAL CO., LTD. 9k Hacnigok
npuBeAeHHs MeTOAIB KOHTPoNo Ad|y
BiANoOBIAHICTb A0 BUMoOr CEP Ta moHorpadii
Ibuprofen EP 3a nokasHukamu «CynpoBigHi
LOMILLKM», «3a/TULLIKOBI KiTbKOCTi OpraHivyHmnX
PO3YMHHMKIB»
121. | IBYNMPO®EH- kancynu no 400 wmr, in ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/14915/01/02
340POB'A bulk: Ne 3000 y nakerTi 06MEXEHO0 06MEXEHOI0 3MiHK | TUNY - NOA4AHHSA HOBOTO cepTudiikaTa
nonieTuaeHoBoMy y BignoBigasbHICT BiANOBiAA/IbHICTIO BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-
KOHTElHepi 10 "PapmaueBTnYHa CEP 2000-087-Rev 03 o115 Aito4oi pevoBuHu
naacTMacoBomy "papmMaueBTUyH KomnaHisa "3gopos'a" Ibuprofen Big HoBoro Bupo6Huka BASF SE
a KoMnaHis (Bnpo6HMya ainbHuus BASF Corporation, United
"3popos'a” States). B pamkax 3asBieHol npoueaypu

BiAGYyMCb 3MiHM B cneuudikauii Ta MeTogax
KOHTposto A®| 3a nokasHukamy CynpoBifHi
[OMiLLKM», «Jomilka F», «3anuiikoBa KinbKicTb
OpraHiYHUX PO3YMHHUKIB», «3arasibHui1 hocdrop»-
npuBeaeHo y BignoBigHicTb Ao CEP Ta moHorpadii
3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2002-099-Rev 07(3atBepaxeHo: R1-CEP
2002-099-Rev 02) ans gitouoi peyosuHu Ibuprofen
Bifl BXXe 3aTBEPAXEHOr0 BUPOOHUKA, SKMiA 3MIHUB
Ha3By Ha HUBEI BIOCAUSE HEILEN
PHARMACEUTICAL CO., LTD. Ak Hacnigok
npuBeAeHHS MeTOAIB KOHTposio Ad| y
BignoBigHicTb A0 BUMor CEP Ta MoHorpadii
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Ibuprofen EP 3a nokasHnkamu «CynpoBifHi
OOMILLKM», «3a/TULLKOBI KifIbKOCTi OpraHiyHnx
PO3UYNHHMKIB»
122. | ISBOHIA3UA Tabnetkn no 100 mr, no 10 Makneogc IHais Makneoac IHais BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/15099/01/01
Tabnetok y 6nictepi, no 3, | ®apmacbloTvKan PapmacbloTUkanc 3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI peyenmom
9 abo 10 6nicTepiB y ¢ Nlimiteq, NimiTeq Ta (hapmakoHarfisgy - OHOBMIEHHS TEKCTY
KapTOHHI ynakosLi; no 28 MapKyBaHHSs1 yakoBKM NiKapCbKoro 3acoby 3
Tabnetok y 6nictepi, no 3 BHECEHHSAM iHhopMaLii LWoA0 3a3HaueHHs
abo 24 6nictepn y OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
KapTOHHI ynakoBsL; No 3MiHM A0 po3giny “MapkyBaHHa” MKA /13.
1000 Tabnetok y 3anponoHoBaHo: po3ain «MapkyBaHHs». 3rigHo
nonieTMIeHOBOMY NakeTi, 3aTBEPL)KEHOr0 TEKCTY MapKyBaHHS. TepMmiH
no 1 nakety y BBEJEHHS 3MiH - NpoTArom 6 micsuis nicns
N1acTUKOBOMY KOHTeWHepi 3aTBEPAKEHHS
123. | ISBOHIA3UA Tabnetkn no 300 mr no 10 Makneogc IHais Makneopc IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/15099/01/02
TabneTok y 6nictepi, no 3, | dapmacbloTukan PapmacbloTUKanc 3MiHM | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenmom
9 abo 10 6nictepiB y ¢ Nimiteq, NimiTen Ta (hapmakoHarnsay - OHOBMEHHS TEKCTY
KapTOHHI ynakoBLi; no 28 MapKyBaHHS1 yNakoBKM JlikapCbKOro 3acoby 3
TabneTtok y 6nictepi, no 3 BHECEeHHAM iHchopMaLlii LWoA0 3a3HauYeHHsA
abo 24 6nictepn y OAUHWLB BUMIPIOBaHHSA Y cuctemi Sl. BHeceHHs
KapTOHHI ynakoBsL,; No 3MiHM A0 po3giny “MapkyBaHHa” MKA /13.
1000 TabneTtok y 3anponoHoBaHo: po3ain «MapkyBaHHs». 3rigHo
nonieTNeHoBOMY NakeTi, 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH
no 1 naketyy BBE/EHHS 3MiH - NpoTArom 6 micsuis nicns
N1acTUKOBOMY KOHTeHepi 3aTBEPAKEHHSA
124. | IMIBASONINET | KpuCTani4yHWiA NOPOLLIOK AN "CTAOA- YkpaiHa EPPEFIEPPE C.n.A ITanisa BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: - UA/17668/01/01
AHAMIJ, (cyb6CTaHuis) y noaBinHMX YKPAIHA" 3MiHM | TUNYy - AgMIHICTPATUBHI 3MiHW. 3MiHa
MEHTAHAIOBO | nonieTnaeHoBUX MilliKax HaliMeHyBaHHs1 Ta/abo afpecy 3asiBHUKa
TKucnotu Ans apmaleBTUYHOro (BnacHuKa peecTpauiiiHoro NocBigYeHHS)
(BITAFNYTAM) 3acTocyBaHHA 3MiHIOETbCS agpeca 3asiBHMKa. BnacHukom
peecTpaLiiHoro NOCBiAYEHHSA 3a/IMWIAETLCA OAHA
i Ta cama topuganyHa ocoba - AN "CTALA-
YKPAIHA", YkpaiHa.
125. | IMO/IMKOP® TabneTku, BKPUTI ne PpaHuin Na6opaTtopii Ceps'e ®paHuis BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/15819/01/01
50Mr/sMIr NAiBKOBOK 060/1I0HKOIO, MO NABOPATYAP IHpacTpi 3MiHM | TUNY - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI peyenmom
50 mr/5 mr no 14 tabnetok CEPB'E Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o

y 6nicTtepi; no 4 a6o 8
6nicTepiB y Kopobu,i 3
KapTOHY

y3arasbHeHUX JaHuX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX JaHux
npo cucTemy dhapmakoHarnsgy, amiHa
yNOBHOB&XEHOT 0CO6M, BigNoBiganbHOI 3a
3AilicHeHHA hapMakoHarnsazy; KOHTaKTHOT ocoou 3
hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa
Bifl YNOBHOBaXXeHOT 0cobu, BignoBifabHOI 3a
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
mMacTep-chaiina cuctemmn thapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6Y 3asABHNIKA,
BignoBigabHOI 3a hapMakoHarnsag.
MponoHoBaHa pepakuis: Luc Feldmann / ok
denbgmaHH. 3MiHa KOHTAKTHUX JaHKX
yNOBHOB&XEHOT 0CO6M, BignoBiganbHOI 3a
hapmakoHarnsg. 3mMiHa KOHTaKkTHOT 0co6u
YMOBHOB&XeHOT 0C0bM 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnsg, B YkpaiHi.
MponoHoBaHa pepgakuis: PokyHb OkcaHa tOpiiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0co6bm
YMNOBHOBaXXEHOT 0CO6M 3asIBHMKA, BifnoBiganbHOT
3a papmakoHarnag B Ykpaini. 3miHa Homepa
mMacTep-aiina cuctemy papmakoHarisgy

126.

IMIN/IMKOP®
50Mr/7,5Mr

TabneTku, BKPUTI
N/1iBKOBOIO 060/10HKOI0, MO
50 mr/7,5 mr no 14
Tabnetok y 6nictepi; no 4
abo 8 bnicTepis y KOpoobLi|
3 KapTOHY

ne
NNABOPATYAP
CEPB'E

dpaHuin

Nab6opaTopii Ceps'e
IHpacTpi

PpaHuin

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TMNYy - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX JaHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0C06M, BignoBigansHOI 3a
3[iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasbHOI 3a
3pificHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTtep-aiina cuctemy papmakoHarnsay) -
3MiHa YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
BignoBigabHOI 3a hapmakoHarnsag.
MponoHoBaHa pepakuis: Luc Feldmann / ok
denbaMaHH. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0c06M, BignoBiganbHOI 3a
thapmakoHarnsg. 3mMiHa KOHTaKkTHOT 0co6u
YMOBHOB&XeHOT 0c0bM 3as1BHMKA, BifnoBiganbHOT
3a (hapmakoHarnag B YKpaiHi.
MponoHoBaHa pegakuis: PokyHb OkcaHa tOpiiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobum
YNOBHOB&XXEHOT 0CO6U 3asiBHMKA, BifnoBigabHOl
3a (papmakoHarnag B Ykpaini. 3miHa Homepa
mMacTep-aiina cuctemy papMakoHarisgy

3a
peyenmom

UA/15820/01/01

127.

IMYHIH

NMOPOLLOK Ta PO3UNHHUK
015 PO3UMHY ANS H'EKLin
abo iHdysii, no 600 MO; 1

Bakctep Al

ABCTpIs

Bunyck cepii M3 Ta
PO3UYMHHYIKA:
Bakctep Al,

AscTpisi/
HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKAPCbKNI
3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa

3a
peyenmom

UA/17230/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
bN1aKoH 3 MOPOLUKOM Y ABCTpIS; iMnopTepa/aMiHu, L0 CTOCYIOTLCSA BUMYCKY cepii Ta
KOMMNNEKTi 3 1 dpiakoHOM 3 BUNyckK cepii MN3: KOHTPOJIO SIKOCTi rOTOBOrO NikapCbKoro 3acoby
PO34nHHKKOM (BOAa Ans Takepa (3amiHa abo fofaBaHHS BUPOGHKKA, Lo
iH'ekyin) 5 mn Ta Habopom MaHychekuypiHr BiANOBIAAaE 3a BBE3€EHHS Ta/abo Bunyck cepii) - He
015 PO3YMHEHHSA Ta ABcTpist AT, ABCTpis; BKJ/1H0YAI0UN KOHTPO/b/BUNPOBYBaHHSA cepii -
BBeAeHHs (1 ronka ans [opaBaHHA BUPOOHUKA, L0 BiANOBILAE 3@ BUMYCK
nepeHeceHHs, 1 KOHTPO/Ib SKOCTI cepii. PepakuiiiHi npaBku y po3gini 3.2.P.3.1.
aepauiiiHa rosnika, 1 rosnka- rna3: 3MiHM BHECEHO [10 PEECTPALIHOr0 NOCBiAYEHHS,
inbTP, 1 ogHOpasoBa BakcTep Arl, MKS$, B IHCTpYKLjO A4718 MEANYHOrO 3aCTOCYBaHHS
ronka, 1 ogHopasoswii ABCTPIS; OO0 HAalMeHYBaHHS Ta MiCLie3HaXOMKEeHHS
wnpuy, (5 mn), 1 cuctema BMPOBOHULITBO BMPOGHMKA 3 BiANOBIAHUMY 3MiHAMW Y TEKCTI
ANA iHdy3ii) y Kopobui Hepo3acoBaHoro MapKyBaHHS YNakoBKW NiKapcbKoro 3acooby.
NpoAyKTy, NepBUHHE TepMiH BBEZlEHHS 3MiH - NPOTArom 6 micsuiB nicns
Ta BTOPVHHE 3aTBEPAKEHHS.
nakysaHHs /13,
BTOPWHHE
nakyBaHHs
PO3YMHHNIKA,
KOHTPO/Tb AKOCTI
rn3:
BakcTtep Arl,
ABCTpiS;
BUPOBHMLTBO,
nepBuHHe
nakyBaHHSA Ta
KOHTPO/b AKOCTI
PO3YMHHYMKA:
3irdopig XamenbH
v6X, HimeuunHa
128. | IMYHIH NMOPOLLOK Ta PO3UNHHUK Bakctep Al ABCTpis BMMYycK cepii N3 Ta AscTpis/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/17230/01/02
0151 pO3UVHY ANS iH'EKLif PO3UYMHHYKA: HimeuunHa 3MmiHu | TUNY - 3MiHKW 3 SKOCTI. FOTOBUIA NiKAPCbKN peyenmom
abo iHdysiii, no 1200 MO; BakcTep Arl, 3aci6. 3MiHU y BUPOGHULTBI. 3MiHa
1 dhnakoH 3 NOPOLLKOM Y ABcCTpist; iMnopTepa/3MiHn, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOMM/IekTi 3 1 donakoHoM 3 BUNyck cepii M3: KOHTPO/I0 SIKOCTi FOTOBOrO JIiKapChKOro 3acoby
PO34MHHKKOM (BOAa ANs Takena (3amiHa abo fofaBaHHS BUPOOHUKA, Lo
iH'ekyin) 10 mn Ta MaHyhekuypiHr BiANOBIAa€ 3a BBE3EHHSA Ta/abo Bunyck cepii) - He

HabopoM [151 PO3UMHEHHS
Ta BBefAeHHs (1 ronka ans
nepeHeceHHs, 1
aepauiiiHa rosnika, 1 rosnka-
inbTP, 1 ogHopasosa
ronka, 1 ogHopas3oBuii
wnpuy (10 mn), 1 cuctema
ONs iHgy3ili) y kopobui

ABcTpis Al', ABCTpis;

KOHTPO/b AKOCTI
rn3:
BakcTtep AT,
ABCTpISi;
BMPOGHMLTBO
Hepo3acoBaHoro
NpoaykKTy, NepBUHHE
Ta BTOPVHHE
nakysaHHs /13,
BTOPUHHE

BK/IO4al0UM KOHTPO/Ib/BUNPOGYBaHHS cepii -
[ofaBaHHA BUPOOHUKA, L0 BiANOBILAE 3@ BUMYCK
cepii. PegakuiiHi npaskn y po3gini 3.2.P.3.1.
3MiHM BHECEHO [0 PEECTPALHOrO NOCBIAYEHHS,
MK$, B iHCTPYKUiO 4151 MEANYHOIO 3aCTOCYBaHHSA
LLIOA0 HallMeHyBaHHS Ta MiCLLe3HaX04KEHHS
BMPOGHMKA 3 BiAMNOBIAHUMY 3MiHAMY Y TEKCTi
MapKyBaHHS YNakoBK/ NiKapcbKoro 3acoby.
TepMmiH BBELIEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPKEHHS.
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nakyBaHHS
PO3UMHHYIKa,
KOHTPO/Ib AKOCTI
rn3:
BakcTtep AT,
ABCTpIS;
BMPOGHMLTBO,
nepBuHHe
nakyBaHHS Ta
KOHTPO/Tb AKOCTI
PO3YMHHYKA:
3irchpig XamenbH
'm6X, HimeyunHa
129. | IHOAHPUKC cycneHnsis (DTPa-HBV- nakcoCmiTKns Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16235/01/01
FEKCA™I/INFA IPV) gns in’ekuiii no 0,5 nH Exkcnopt BpuTanis Bionogxikan3 C.A. 3MiHu Il Tvny - 3MiHK 3 akocTi. A®I. BupobHuuTBO. peyenmom
NRIX HEXA™ mn (1 gosa) Ta niodinizat Nimiteq 3MmiHu B npoueci BUpo6HuuTBa Ad| (3miHa
KOMBIHOBAH (Hib); 1 nonepefHbLO CTOCYETbCH aKTUBHOI PEYOBUHU
A BAKUMHA HanoBHEeHWI 0AHOPa30BUi 6i0/10r4YHOr0/iMyHOMOrYHOTO MOXOMKEHHS abo
ansa wnpuy (Mo 0,5 mn (1 BMKOPUCTaHHSA XiMiyHuX APl y BUPOGHMLTBI
MPO®INTAKTUK | fo3a)) y KOMNAEKTi 3 nNiKkapcbkoro 3acoby 6i0N10ri4HOro/iMyHO0r4YHOro
N BUDTEPII, [BOMa rosikamu ta NOXOA)KEHHS, sIka MOXKEe MaTW 3HA4YHWI BNIMB Ha
MNPABLS, donakoH 3 niogpinizatom AKICTb, 6e3neKy Ta ed)eKTUBHICTb J1ikapCbKoro
KALLUTHOKY (Hib) ansa 1 posw, wo 3acoby, | He CTOCY€eTbCA NPOTOKOANY) - AOAABaHHSA
(ALUENONAPH 3MiLLYIOTbCA nepes HOBOro nocisHoro matepiasly Haemophilus
nn BVIKOPMCTaHHAM (LUnpuy, 3 influenzae type b (Hib) (Working Seed) cepis WS
KOMMOHEHT), rofikamu 3aKpuTi batch AHIBAWAOQO1 a1 BUpo6HULTBA
FENATUTY B, ryMOBVIMU KOBMayKkamu); OYMLLEHOrO MPOMIKHOrO NpoaykTy Hib Ha

noniomMienity
TA
3AXBOPIHOBAH
b,
3bYAHNKOM
AKNX €
HAEMOPHILUS
INFLUENZAE
TNy B

[Bi ronkn (ogHoro
po3mipy), Wwnpu, Ta
hNakoH repMeTnyHO
3anakoBaHi y N1acTuKoBuii
KOHTelHep; no 1 abo no
10 nnacTukoBumX
KOHTEWHEpIB Y KapTOHHIl
Kopobui; 1 nonepeaHbL0
HanoBHEeHWI 0AHOPa30BUi
wnpuy (Mo 0,5 mn (1
[,033)) Y KOMIMJ/IeKTi 3
[ABOMa rosikamu Ta
dhnakoH 3 niogpinizatom
(Hib) ansa 1 posw, wo
3MiLLYIOTbCA nepes
BUKOPWUCTaHHAM (LUnpuLL 3
ronkaMu 3aKpuTi
ryMOBMMMU KOBMNaykamu);
[Bi ronkn (ogHoro
po3mipy), Wwnpu, Ta
hN1aKkoH repMeTnyHO

BMPO6HUYIN AinbHuui CiHranyp
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3anakoBaHi y N1acTuKoBuii
KOHTelHep; no 1 abo no
10 nnactukoBumx
KOHTEWHEpIB Y KapTOHHIl
Kopooui
130. | IHPAHPUKC™ cycnensis (DTPa-IPV) gns nakcoCwmitKns Benuka nakcoCwmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/15832/01/01
INB XIB6 / iH’exuiii no 0,5 mn (1 gosa) nH ExkcnopT BpuTaHis Bionoaxikans C.A. 3MiHuM Il Tuny - 3miHK 3 sKocTi. A®l. Bupo6HMLTBO. peyenmom
INFANRIX™ Ta niocpinizat (Hib); Nimiteq 3MiHu B npoueci BupobHuuTBa APl (3miHa
IPV HIB cycnensis (DTPa-IPV) gna CTOCYETbLCS aKTUBHOI PEYOBUHU
KOMBIHOBAH iH'ekyinn no 0,5 mn (1 gosa) 6i0/10ri4YHOro/iMyHO/OFYHOTO MOXOKEHHS 260
A BAKUVHA y nonepeaHbLo BMKOPUCTaHHSA XiMiYHUX APl y BUPOBHULLTBI
ana HanoBHEHOMY NiKapcbKoro 3acoby 6i0N0rivHOro/iMyHOI0rN4YHOro
MNPO®PINAKTUK | ogHopasoBomy LinpuLi NMOXOKEHHS, IKa MOXe MaTu 3Ha4YHUiA BNIMB Ha
n ANDTEPII, Nel y kOMM/ekTi 3 gBomMa AKICTb, 6e3neky Ta e(PeKTUBHICTb J1iKapCbKOro
NPABLUSA, rofikamu Ta niocpinisat 3acoby, i He CTOCY€ETbCS NPOTOKONY) - AOAABaHHS
KALLUMOKY (Hib) y donakoHi Nel, wo HOBOro nociBHoro matepiasly Haemophilus
(ALENONAPH 3MiLLYI0TLCS nepeq, influenzae type b (Hib)(Working Seed) cepia WS
nin BUKOPUCTaHHAM: no 1 batch AHIBAWAOQO1 gn1a BUpO6GHMLTBA
KOMMOHEHT), nonepeaHbL0 HaNnoOBHEHOMY OUMLLEHOrO MPOMiXHOrO NpoaykTy Hib Ha
MNONIOMIENITY | oaHOpPa30BOMY LUNPULY Y BMPO6HUYIN AinbHUUi CiHranyp
TA KOMMNAEKTi 3 ABOMA
3AXBOPKOBAH | ronkamu Ta 1 doniakoHoM 3
b, niocpinizatom (Hib) y
3bYAHNKOM BaKyyMHiil CTepubHili
AKNX € ynakoBLj; No 1 BakyyMmHil
HAEMOPHILUS | cTepunbHiil ynakosLi y
INFLUENZAE KapTOHHI KOpOOL;
Tiny B
131. | KANIEHAYNN Masb; o 40ry MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/7242/02/01
MA3b KOHTeliHepax; no 20 abo PapmaueBTMYHa PapmaueBTMyHA 3MiHK | TUNy - 3MiHK WoA0 6e3nekn/eddeKkTUBHOCTI peyenma
no 30 r y Ty6ax; no 20 a6o thabpuka thabpuka "Biona" Ta (hapmakoHarnsgy - 3MiHU BHECEHI B TEKCT
no 30 ry Ty6i, no 1 Ty6i B "Biona" MapKyBaHHS YNakoBOK /ikapcbkoro 3acoby (n.17)
nauvj 3 KapToHy 040 HaHeCeHHA TOProBoi Mapku
132. | KANbLUIHO PO34unH NS iH'ekuin 100 ToBapucTBO 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/4726/01/01
FNMIOKOHAT- Mr/mn no 5 mna B amnyni; 06MeXeHOo 06MEXEHO 3MiHU | TUNY - NOA4AHHSA HOBOTO cepTudikaTa peyenmom
340POB'A no 10 amnyn y KapTOHHIl BignoBiga/IbHICT BiANOBIAA/IbHICTIO BignosigHocTi €E® R1-CEP 2012-094-Rev 01 gns
(CTABINI3OBA | kopobui; no 5 mn B 10 "papmaueBTnYHa A®| Calcium gluconate for injection Big, Bxe
HWIA) amnyni; no 5 amnyn y "papmaLeBTUyH KomnaHis "3go0pos'a" 3arBepgxeHoro BupobHnka PURAC BIOCHEM
6nictepi; 2 6nictepn y a KoMnaHis BV, Netherlands Ta, ik HacnigoK, yTOUHEHHs
KapTOHHI kopo6uj; no 10 "3popos'a” HalilMeHyBaHHs BUpobHUKa (BnacHuka) A®l Ta

MmN B amnyni; no 10 amnyn
Y KapTOHHIl KOPOOLii

3a3HayYeHHs BUPOBGHMYOT AiNbHULI BigNoBigHO A0
CEP. MNponoHoBaHa pegakuis: PURAC BIOCHEM
BV, Netherlands (BnacHuvk) Zhejiang Ruibang
Laboratories, China (Bvpo6Huya AinbHuus). 3MiHu
y cneyudpikauii Ta MeToAax KOHTPO/I SKocTi AdI
BMPOGHUWKa [/13: BUNYyYEHHSI NoKasHMKa “Badki
mMeTanu” 3rigHo Hosoro CEP; nofasaHHs
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nokasHuka “Btpata B maci npu BuCyLlyBaHHI"
3riHO NpeacTassieHoro HoBoro CEP; He3HauHi
3MiHM Y METOAAax KOHTPOJIHO SKOCTI 38 MOKa3HWKOM
“lpeHTndikauis” 3rigHo MoHorpadii €O
133. | KAHABIT PO34uH NS iH'ekuiin, 10 BB ®apwma a.c. Yecbka EiYBiEmM dapma CnoBaubka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/12630/01/01
mr/mMa no 1 mn B amnyni 3 Pecny6nik c.p.o. Pecny6nika 3MiHW | TUny - 3MiHKn 3 AkocTi. APl. CTabinbHICTb. peyenmom
KOPVYHEBOrO CKNa; Mo 5 a 3MiHa nepioly NOBTOpPHKX BMNpobyBaHb/nepiogy
amMnyn BMilLyoTb B 36epiraHHa abo ymoB 36epiraHHa AdI (3a
ynakoBky 3 nnisku PVC; no BiJCYTHOCTI Y 3aTBEpPAKEHOMY [0CLE cepTudiikaTa
1 nnacTrKoBI ynakoBL, B BiANOBIAHOCTI EBponeiickbkili hapmakonel, Wwo
KapTOHHI KopooLli BK/1H0YA€E Nepios, MOBTOPHOrO BUNPOGYBAHHS)
(nepiog, NoBTOPHOro BUNPObyBaHHA/Mepiog,
36epiraHHs) - 36inblUeHHs abo BBeAEeHHS nepiogy
NOBTOPHOro BUNpobyBaHHsA/nepioay 36epiraHHsA Ha
OCHOBI pe3ynbTaTiB AOC/IKEHb Y peasibHOMY Yaci
- BBEEHHS TepMiHy npugaTtHocTti AdI
hiTomMeHazjioHy, SKuii BiACYTHIli B OHOBIEHOMY
CEP: 3anponoHoBaHo: Shelf-life 36 months.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nmicns
3aTBEPAKEHHS
134. | KAPAIO-TPAH rpaHynv no 10 r y neHani MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 6e3 UA/8454/01/01
ab0 h/1aKoHi 3 KPULLIKOH; "HaujioHanbHa FomeonaTnyHa 3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenma
no 1 neHasny a6o cnakoHy [omeonaTnyHa Cninka" Ta (hapmakoHarnsay - OHOBMEHHS TEKCTY
B Maulj 3 KAPTOHY Cninka" MapKyBaHHS1 yNakoBKM JlikapCbKOro 3acoby 3
BHECEeHHAM iHchopMaLlii LWoA0 3a3HauYeHHsA
OAVHWLb BUMIPIOBaHHA Y cuctemi Sl
135. | KAPOIOMATHI TabneTkn, BKPUTI AciHo ®apma Al | LWeeliyapi | Takega M'm6X, micue | HimeuunHa/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: Ne 30 - 6e3 UA/10141/01/01
n N/1iBKOBOI 0GO/OHKOIO, MO P BUpPOGHMLITBA Janis BUMPaB/IEHHS TEXHIYHOT NOMWAKM Nif Yac peyenma;
75 mr; no 30 a6o no 100 OpaHieHbypr, BHeCeHHs 3MiH B MKA 13, a came: npuBefeHHA Ne 100 — 3a
TabneTtok y d1akoHi; no 1 HimeuunHa HanucaHHsA nokasHuka «MikpobionoriyHa uncToTa» | peyenmom
pN1aKoHy Y KapTOHHiiA (BMPOGHMLTBO 3a B cneuunagikauii MKA N13 y BignoBigHIicTb A0
Kopoo6Li MOBHWUM LMK/OM); 3aTBEPMKEHOI paHille pedakLii (4ONOBHEHHSA
Takega ®apma A/C, MeToZ4y NPMMITKOLO, sika 6yna nponyLieHa)
[aHisi (BUpO6GHMLTBO
Hepo3dgacoBaHOl
npoaykuii)
136. | KAPIBA/TAH® TabneTku, BKPUTI ne PpaHuin Na6opaTtopii Ceps'e PpaHuia/ BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/17641/01/01
12,5 Mr/5 MIr NNiBKOBOIO 060/I0HKOIO, JNABOPATYAP IHoacTpi, PpaHuis IpnaHgis 3MiHK | TUny - 3MiHK WoA0 6e3nekn/eddeKTUBHOCTI peyenmom
12,5 mr/5 wr; no 14 CEPB'E (BUpPOGHMLTBO, Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
Tabnetok y 6nictepi; no 4 nakyBaHHs, y3ara/ibHeHNX AaHux npo cuctemy
6nicTepu y kopobu,i 3 KOHTPO/Ib AKOCTi Ta thapmakoHarnagy (BBefeHHs y3arasibHeHUX JaHux
KapTOoHY BUMYCK cepii npo cucTemy dhapmakoHarnsgy, amMiHa

NiKapcbkoro
3aco6y); Ceps'e

yNOBHOB&XEHOT 0CO6M, BigNoBiganbHOI 3a
3AiicHeHHA hapMakoHarssy; KOHTaKTHOI ocobu 3
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(Ipnangis) IHgacTpic hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHS
Nta, IpnaHgis hapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
(BMpOGHMLTBO, Bifl yNOBHOBaXXeHOT 0cobw, BignoBifasbHOI 3a
nakyBaHHs, 3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTPO/Ib AKOCTI Ta KOHTaKTHI fAaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
BUMNYCK cepii macTep-chaiina cuctemmn thapmakoHarnsgy) -
nikapcbKoro 3acoby) 3MiHa YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBiga/IbHOI 3a hapmakoHarnsag.
MponoHoBaHa pepakuis: Luc Feldmann / ok
denbgmaHH. 3MiHa KOHTAKTHUX JaHKX
YNOBHOB&XEHOT 0CO6M, BignoBiganbHOI 3a
hapmakoHarnsg. 3mMiHa KOHTaKkTHOT 0co6u
YMOBHOB&XeHOT 0C0bM 3as1BHMKA, BifnoBigabHOT
3a (hapmakoHarnag, B YkpaiHi.
MponoHoBaHa pegakuis: PokyHb OkcaHa HOpiiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0co6m
YNOBHOB&XEHOT 0CO6M 3as1BHMKA, BifnoBigabHOI
3a papmakoHarnag B Ykpaini. 3miHa Homepa
mMacTep-aiina cuctemy papMakoHarisgy
137. | KAPIBAJIAH® TabneTku, BKPUTI ne dpaHuin Nab6opaTopii Ceps'e PpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/17641/01/02
12,5 Mr/7,5 mMr NNiBKOBOIO 060/1I0HKOI0, NNABOPATYAP IHgacTpi, PpaHuis Ipnangis 3MiHK | TURy - 3MiHK WoA0 6e3nekn/eddeKkTUBHOCTI peyenmom
12,5 mr/7,5 mr; no 14 CEPB'E (BUpOGHMLTBO, Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
TabneTok y 6nictepi; no 4 nakyBaHHs, y3arasibHeHUX JaHnX Npo cucTemy
6nictepu y kopobu,i 3 KOHTPO/Ib SKOCTi Ta thapmakoHarnsgy (BBefeHHs y3araslbHeHNX faHux
KapToHYy BUMYCK cepii npo cucTemy dhapmakoHarnsgy, amMiHa

NiKapcbkoro
3aco0y); Ceps'e
(Ipnangis) IHgacTpic
Nta, Ipnangis
(BMpOGHMLTBO,
nakyBaHHs,
KOHTPO/Tb AKOCTi Ta
BWMYCK cepil
nikapcbKoro 3acoby)

YNOBHOB&XEHOI 0c06M, BignoBiganbHOI 3a
3iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTtep-aiina cuctemu papmakoHarnsay) -
3MiHa YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BignoBigabHOI 3a hapmakoHarnsag.
MponoHoBaHa pepakuis: Luc Feldmann / ok
®enbaMaHH. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0c06M, BignoBiganbHOI 3a
hapmakoHarnsg. 3mMiHa KOHTaKkTHOT 0co6u
YMOBHOB&XeHOT 0c0bM 3as1BHMKA, BifnoBiganbHOT
3a (hapmakoHarnag, B YKpaiHi.
MponoHoBaHa pegakuis: PokyHb OkcaHa HOpiiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobum
YNOBHOB&XEHOT 0CO6U 3asIBHMKA, BifnoBiganbHOl
3a (papmakoHarnag B Ykpaini. 3miHa Homepa
mMacTep-aiina cuctemy papmMakoHarisgy
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
138. | KAPIBA/TAH® TabneTku, BKpUTI ne ®paHLis NabopaTtopii Ceps'e PpaHuis/ BHECEHHS 3MiH 0 peecTpavliiiHix maTepianis: 3a UA/17641/01/03
25 Mr/s Mr nniBKoBOK 060/10HKOID, 25 NABOPATYAP IHpacTpi, PpaHuis Ipnangis 3MiHuM | TUNY - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI peyenmom
Mr/5 Mr; no 14 TabneTok y CEPB'E€ (BMpOGHMLTBO, Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o
6nicTepi; no 4 6nictepn y nakyBaHHs, y3araJibHeHVX AaHUX Npo cucTemy
KOpo6Lii 3 KapTOHY KOHTPO/Ib AKOCTi Ta chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHux
BUMNYCK cepii npo cuctemy thapmakoHarnsgy, smiHa
nikapcbkoro YMOBHOB&aXeHOT 0cobw, BignoBiganbHOI 3a
3acoby); Ceps'e 3[iiCHEHHST hapMakoHarsay; KOHTaKTHOI 0cobu 3
(Ipnangis) IHpacTpic thapmakoHarnsay 3asBHVKa AN 34iACHEHHS
NTa, lpnaHgis thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
(BMPOGHMLTBO, Bif, yNOBHOB&XXeHOT 0co6u, BiANOBiJabHOI 3a
nakyBaHHs, 3piicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTPO/Ib SKOCTi Ta KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
BMNYyCK cepii MacTep-alina cuctemy papMakoHarnisay) -
niKapcbKoro 3acoby) 3MiHa YNOBHOBAXXEHOI 0CO6U 3asIBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
MponoHoBaHa pepakuis: Luc Feldmann / Jliok
PenbaMaHH. 3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XeHOT 0cobw, BignoBiganbHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOI 0cobu
YMNOBHOBaXeHOT 0COOM 3asiBHMKA, BifnoBigaibHOT
3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pepgakuin: PokyHb OkcaHa tOpiiBHa.
3MiHa KOHTaKTHUX [aHnX KOHTaKTHOI 0co6u
YMOBHOB&XEHOT 0C0bM 3as1BHMKA, BifnoBigabHOT
3a (papmakoHarnsg, B YkpaiHi. 3MiHa Homepa
mMacTep-halina cuctemn papmMakoHarnsgy
139. | KAPIBAJTIAH® TabneTkn, BKpUTI ne ®paHuis NabopaTtopii Ceps'e PpaHuis/ BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/17641/01/04
25 Mr/7,5 Mmr nniBKoBOK 060/10HKOID, 25 NABOPATYAP IHpacTpi, PpaHuis Ipnangis 3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI peyenmom
mr/7,5 mr; no 14 TabneTok CEPB'E€ (BMpOGHMLTBO, Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y 6nicTepi; no 4 6nictepu nakyBaHHs, y3arasibHeHVX AaHUX Npo cucTemy
y KOpobLji 3 KapTOHy KOHTPO/Tb AKOCTi Ta chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHnx
BWMYCK cepil npo cuctemy chapmakoHarnsgy, smiHa

nikapcbkoro
3acoby); Ceps'e
(Ipnangist) IHgacTpic
NTa, lpnaHgis
(BMPOGHMLTBO,
nakyBaHHS,
KOHTPO/Tb AKOCTi Ta
BMNYyCK cepii
NiKapcbKoro 3acoby)

yMOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[ifiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iINCHEHHS
thapmakoHarnsgy B YkpaiHi, SKLL0 BOHa BigMiHHA
Bif, yNOBHOB&XEHOT 0co6u, BiANOBiAaIbHOI 3a
3fiicHeHHs thapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-haiina cuctemu papMakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHNIKa,
BiANOBIAa/IbHOI 3a chapmakoHarnsag,.
MponoHoBaHa pepakuis: Luc Feldmann / Jliok
®enbaMaHH. 3MiHa KOHTaKTHUX AaHnX
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
hapMakoHarnsg. 3mMiHa KOHTakTHOI 0cobu
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
YMOBHOB&XeHOT 0C06M 3as1BHMKA, BifnoBiganbHOT
3a (hapmakoHarnag B YkpaiHi.
MponoHoBaHa pegakuis: PokyHb OkcaHa HOpiiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
YNOBHOB&XXEHOT 0CO6M 3as1BHVKA, BifnoBigaibHOI
3a papmakoHarnag B Ykpaini. 3miHa Homepa
mMacTep-aiina cuctemy papmakoHarisgy
140. | KAPIBAJIAH® TabneTku, BKPUTI ne dpaHuis Nab6opaTtopii Ceps'e PpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/17641/01/05
6,25 Mr/5 MIr NNiBKOBOIO 060/I0HKOI0, NNABOPATYAP IHgacTpi, PpaHuis Ipnangis 3MiHK | TURy - 3MiHK WoA0 6e3nekn/eddeKkTNBHOCTI peyenmom
6,25 mr/5 mr; no 14 CEPB'E (BUpOGHMLTBO, Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
TabneTok y 6nictepi; no 4 nakyBaHHS, y3arasibHeHUX JaHnX Npo cucTemy
6nicTepu y kopobu,i 3 KOHTPO/Ib SKOCTi Ta thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
KapToHY BUMYCK cepii npo cucTemy dhapmakoHarnsgy, amiHa
NiKapcbkoro YNOBHOB&XEHOI 0c06M, BignoBigansHOI 3a
3acoby); Ceps'e 3AilicCHeHHs chapMakoHarnsgy; KOHTaKTHOT 0co6u 3
(Ipnangis) IHaacTpic hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHS
Nta, Ipnangis thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
(BMpOGHMLTBO, Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOI 3a
nakyBaHHs, 3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTPO/Ib AKOCTI Ta KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
BMMYCK cepil mMacTtep-aiina cuctemy papmakoHarnsay) -
nikapcbKoro 3acoby) 3MiHa YNOBHOBaXEHOI 0CO6U 3asBHIIKA,
BignoBigabHOI 3a hapmakoHarnsag.
MponoHoBaHa pepakuis: Luc Feldmann / ok
denbaMaHH. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0c06M, BignoBiganbHOI 3a
hapmakoHarnsg. 3mMiHa KOHTaKkTHOT 0co6u
YMNOBHOB&XeHOT 0cobM 3as1BHMKA, BifnoBiganbHOT
3a (hapmakoHarnag B YKpaiHi.
MponoHoBaHa pegakuis: PokyHb OkcaHa HOpiiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobum
YNOBHOB&XXEHOT 0CO6U 3asiBHMKA, BifnoBigabHOl
3a (papmakoHarnag B Ykpaini. 3miHa Homepa
mMacTep-aiina cuctemy papMakoHarisgy
141. | KAPIBAJIAH® TabneTku, BKPUTI ne dpaHuis Nab6opaTtopii Ceps'e PpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/17641/01/06
6,25 Mr/7,5 MIr NNiBKOBOIO 060/1I0HKOI0, NNABOPATYAP IHOacTpi, PpaHuis Ipnangis 3MiHK | TURy - 3MiHK WoA0 6e3nekn/eddeKTUBHOCTI peyenmom
6,25 mr/7,5 mr; no 14 CEPB'E€ (BUpO6HMLTBO, Ta (hapmakoHarnsgy. BeegeHHs abo 3miHv oo
TabneTok y 6nictepi; no 4 nakyBaHHS, y3arasibHeHUX JaHnX Npo cucTemy
6nicTepu y kopobu,i 3 KOHTPO/Ib AKOCTi Ta thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
KapToHYy BUMYCK cepii npo cucTemy dhapmakoHarnsgy, amiHa

nNiKapcbkoro
3acoby); Ceps'e
(IpnaHgis) IHpacTpic

YNOBHOB&XEHOI 0C06M, BignNoBiganbHOI 3a
3[iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS

Nta, Ipnangis thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
(BMpOGHMLTBO, Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasbHOI 3a
nakyBaHHs, 3AiicCHEHHS1 chapMakoHarnsay (Bkaryarum
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n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3acoby

KOHTPO/Tb AKOCTi Ta
BMNYyCK cepii
nNiKapcbKoro 3acoby)

KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-halina cuctemy papMakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6W 3asBHYIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
MponoHoBaHa pepakuis: Luc Feldmann / Jliok
PenbaMaHH. 3MiHa KOHTaKTHUX AaHnX
YMOBHOB&aXeHOT 0cobw, BignoBiganbHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOI 0cobu
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a hapmakoHarnag, B Ykpaii.
MponoHoBaHa pepgakuis: PokyHb OkcaHa tOpiiBHa.
3MiHa KOHTaKTHUX aHnX KOHTaKTHOI 0co6u
YMOBHOB&XeHOT 0C0bM 3as1BHMKA, BifnoBigabHOT
3a (papmakoHarnsg, B YkpaiHi. 3MiHa Homepa
mMacTep-halina cuctemu papmMakoHarnsgy

142.

KBAHIN

PO34MH A1 OpasIbHOrO
3acTocyBaHHs, 100 mr/1
M no 30 mn a6o 100 mny
donakoHi; no 1 donakoHy
pasom 3 MipHUM
CTakaH4YMKOM B KapPTOHHIl
yrakoBLi

TOB
"T'nencapm
nTh"

YKpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHeceHHs 3MiH 0 peecTpaviliHix maTtepianis:
YTOYHEHHSA HanucaHHA peecTpauiiiHoro
HOoMepa B Hakasax MO3 YkpaiHu Ne 2854 Big
10.12.2020 Ta Ne 3072 Big 29.12.2020 B npoueci
BHECEHHSA 3MiH (3MiHu | Tuny - 3miHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
3MiHM) BHECEHHS 3MiH [0 po3Ainy “MapkyBaHHS"
MK#A N13: 3arsepoxeHo: MAPKMPOBKA
Mpunaraetcs. 3anponoHosaHo: MAPKYBAHHA
BignosigHo [0 3aTBEPKEHOTO TEKCTY
MapKyBaHHS1. OHOB/IEHHS TEKCTY MapKyBaHHS
YNaKoBKM NliKapCbKOro 3aco6y 3 BHECEHHAM
iHcbopmaw,ii LWoAo 3a3HaYEHHS OAUHULb
BMMIpIOBaHHA y cucteMi Sl. BBeeHHS 3MiH
NPOTArom 6-T1 MIiCALIB MiC/1A 3aTBEPMKEHHSA Ta
3MmiHu | TUNy - 3MiHKM Y MeTodax BUNpobyBaHb TecT
"KinbKicHe BU3HAYeHHSI LUUTUKOSTIHY" Y 3B A3KY 3
onTUMI3auieto MeETOANKN (YTOUHEHHS B
pO3paxyHKOBIi (hopMy i LLLOA0 NPUrOTyBaHHS
BUNPOBYBaHOro Po34nHy, Ta NnepepaxyHok 3
BPaxyBaHHSIM YCTVHW, & TaKOX YTOUYHEHHSI
hiNbTpIB, LLIO BUKOPUCTOBYIOTHLCSA Mg, Yac
NPUrOTYBaHHSA PO3YMHIB; 3MiHU | TUNY - 3MiHW
napameTpis cneundikauii Tect "CynpoBigHi
OOMIWKK"- 3mMiHM RRT gomiwkn 3 1,3 Ha 1,4.; 3MiHN
| TMNY - 3MiHW y MeTogax BunpobyBaHb TecT
"CynpoBigHi AOMILLKK" Y 3B A3Ky 3 ONTUMI3aLie0
MeTOAVKN A7 4OCTOBEPHOrO BU3HAYEHHSA MiKIB
KOXHOT [JOMILLKM, & came: NOKpaLLeHHs
po3aineHHs, igeHTudikalii KOXHOT AOMILLIKW; 3MiHU
| Tuny - nepeknag MK 3 pocilicbkoi MOBUM Ha
yKpaiHCcbKy). Pefakuin B Hakasi: UA/13628/01/0.

3a
peyenmom

UA/13628/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3anponoHoBaHa pegakuisi: UA/13628/01/01.

143.

KNAPUTUH®

Tabnetku no 10 mr no 7
abo 10 Tabnetok y
6nicTepi; no 1 6nictepy B
KapTOHHI KopooLli

Baiiep
KoHcblomep Kep
Al

LLiBeiiuapi
o

Baiiep Bittepcenba
6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHY | TUMY - HE3HAaYHAa 3MiHa TEXHO/OMNYHOI0
npoLecy WoA0 AOAATKOBOrO KyKypyA3sHOro
KpoXmasto, Akuii BTpayaeTbes nig, vac
BMPOGHMLITBA; 3MiHM | TUMY - NOAAHHS HOBOTO
cepTudiikaTy BiAgnoBigHOCTI EBponechbkili
hapmakonei Ne R1-CEP 2007-171-Rev 02 Big,
HOBOrO a/IbTEPHATUBHOTO BUPO6HUMKa API
NopatagnH MYLAN LABORATORIES LIMITED,
India; 3miHu | TUNY - 3amiHa MeToAy BUNPOGYBaHHS
015 BUSHAUYEHHSA PO3Mnoginy YacTUHOK 3a pO3MipoM
(3acTocoByeTbes nuwe ans A®| NlopatagmH
Bupo6HuuTBa MYLAN LABORATORIES LIMITED,
India); 3miHn | TNy - BBEAEHHA Nepiogy
BMNPO6YBaHHA 4118 MiKpOHi30BaHOi AdI
NopartaguH Brpo6HuuTBa MYLAN
LABORATORIES LIMITED, India — 60 micsuis;
3MiHW | TUMy - BBEAEHHS HOBOI AinbHuui MYLAN
LABORATORIES LIMITED, India, ik
anbTepHaTUBHOrO BMPO6HMKa AP| flopaTtagvH,
AKWIA ByAe TakoX NPOBOAWTU MiKpOHi3aUito AdI

6e3
peuyenma

UA/10060/01/01

144.

KOAKCUN®

TabneTku, BKPUTI
060/10HKO10, No 12,5 wmr;
no 30 TabneTok y
6nictepi; no 1 6nictepy B
KOpo6Li 3 KApTOHY

ne
NABOPATYAP
CEPB'E€

dpaHuis

Nab6opaTtopii Ceps'e
IHpacTpi

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TMNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy. BeegeHHst abo 3MiHu Ao
y3arasibHeHUX JaHunx npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy hapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0CO6M, BignoBiganbHOI 3a
3[iliCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMW, BignoBifa/IbHOT 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-aiina cuctemu papmakoHarnsgy) -
3MiHa YNOBHOB&)XXEHOI 0CO6U 3asBHUKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsg. NMponoHoBaHa
pepakuis: Luc Feldmann / liok ®enbamaHH. 3miHa
KOHTaKTHWUX AaHnX YyNOBHOBaXKEHOI 0cobu,
BiANOBiAabLHOI 3a hapmakoHarnsag. 3MiHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT 0CO6YU
3asBHMKa, BiANOBIAA/IbHOT 38 hapmakoHarnsaz B
YKpaiHi.

MponoHoBaHa pepgakuis: PokyHb OkcaHa tOpiiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0co6bum
YNOBHOBAXEHOI 0CO6U 3as1BHMKA, BifnoBiganbHOI

3a
peyenmom

UA/4325/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3a (papmakoHarnsg B Ykpaini. 3viHa Homepa
macTep-chaiina cuctemun dhapmakoHarnsgy
145. | KONIKIA® TabneTkn, BKPUTI TOB "KYCYM Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/10461/01/01
060/10HKOI0, No 125 mr; no PAPM" PAPM" 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI peyenma
7 Tabnetok y 6nictepi; no Ta hapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
2 6nicTepn y KapTOHHIi [0 po3ainy «MapkyBaHHs»: 3aTBEpAXEHO:
ynakoBLi; MapkupoBka MepBUYHON 1 BTOPUYHOI yNakoBKK
no 15 tabnetok y npunaraeTca 3anponoHosaHo: MapKyBaHHSA
6nicTepi; no 1, 2 abo 4 3rifHO i3 3aTBEPAXEHUM TEKCTOM MapKyBaHHS
6nicTepy y KapTOHHIl OHOB/IEHHSI TEKCTY MapKyBaHHS yMakoBKM
ynakoBLj NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii
LLI0A0 3a3HAYEHHS O4MHULb BUMIPIOBAHHS Y
cuctemi Sl. BBeeHHst 3MiH NpOTAroM 6-Tu MicsALUiB
nicnsa 3aTBepAKEHHS; 3MiHW | TUNy - 3MiHK 3
AKOCTI. [oTOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO JIiKapCbKoro 3acoby (iHLi 3miHW) -
OHOBJIEHHA BXE 3aTBEPKEHNX METOZAIB KOHTPO/IO
SKOCTi Nikapcbkoro 3acoby, a came BUKNaAEHHS
TEKCTY iep>XaBHOK MOBOIO 3riHO Cy4YacHUX BUMOT
146. | KOMBIrPUN NOPOLLIOK A/151 Opas/IbHOro OpraHocvH IHais EBepTomKeH Naiidy IHais BHeceHHs1 3MiH 10 peecTpauiliHix maTtepianis: 6e3 UA/11503/01/01
XOT CIn® PO3YMHY 3 IMMOHHUM Navid CaeHcuns CaeHcus Nimiteq, YTOUYHEHHSI HaNUCaHHA peecTpaLiiiHoT peyenma
CMakoMm o 5y cawe, no Met. N14,. npoueaypu B Hakasi MO3 YkpaiHu Ne 836 Big
10 caule y KapTOHHil 15.08.2016 B npoLieci nepepeecTpadii. Pegakuis B
Kopoo6Li Hakasi: nepepeecTpavis y 38 53Ky i3 3aKiHYEHHAM
TepMiHy Aii peecTpayjiiiHoro NocBigUYeHHs.
3anponoHoBaHa pefakLis: nepepeecTpauisi Ha
HEOGMEeXEeHU TePMiH.
147. | KOMBIrPUN NOPOLLOK A/191 OpasIbHOIo OpraHocvH IHais EBepTomxeH Navid IHais BHeceHHs1 3MiH 10 peecTpaLiliHix maTtepianis: 6e3 UA/11504/01/01
XOT CIn® PO3UYNHY 3 MAIMHOBUM Naiidy CaeHeuns CaeHcus JlimiTeq YTOUHEHHS1 HANUCaHHA peecTpaviiiHoT peyenma
cmakom no 5ry cawe, no Met. /114, npoueaypv B Hakasi MO3 YkpaiHu Ne 836 Big
10 caule y KapTOHHil 15.08.2016 B npoLieci nepepeecTtpadii. Pegakuis B
Kopoo6Li Hakasi: nepepeecTpavis y 38" 43Ky i3 3aKiHYEHHAM
TEepMiHy Aji peecTpauiiHoro nocBigyeHHs.
3anponoHoBaHa pefakLis: nepepeecTpauis Ha
HeoGMeXeHuii TepMiH.
148. | KOPAKCAH® 5 | Tabnetku, BKpUTI ne ®paHuis NabopaTtopii Ceps'e PpaHuis/ BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a UA/3905/01/01
Mr NNiBKOBOIO 060J10HKOMO, MO NABOPATYAP IHaacTpi, ®paHuis; IpnaHgis 3MiHuW | TUNY - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI peyenmom
5 wr; no 14 TabneTtok y CEPB'E€ Ceps'e (IpnaHgis) Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o

6nicTepi; no 2 abo 4
6nictepy B KOpoobLi 3
KapTOoHY

IHpacTpic 14,
IpnaHgis

y3araslbHeHUxX JaHnx npo cucTemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHux
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOB&aXeHOT 0cobw, BignoBiganbHOI 3a
3AilicHeHHA hapMakoHarnsagy; KOHTaKTHOT ocobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
Bif], yNOBHOB&XXeHOT 0co6u, BiANOBiJabHOI 3a
34iicHeHHA hapMakoHarnsay (BKYawum
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-halina cuctemy papMakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6W 3asBHYIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
MponoHoBaHa pepakuis: Luc Feldmann / Jliok
PenbaMaHH. 3MiHa KOHTaKTHUX AaHnX
YMOBHOB&aXeHOT 0cobw, BignoBiganbHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOI 0cobu
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a hapmakoHarnsg B Ykpaii.
MponoHoBaHa pepgakuis: PokyHb OkcaHa tOpiiBHa.
3MiHa KOHTaKTHUX aHnX KOHTaKTHOI 0co6u
YMOBHOB&XeHOT 0C0bM 3as1BHMKA, BifnoBigabHOT
3a (papmakoHarnsg, B YkpaiHi. 3MiHa Homepa
mMacTep-palina cuctemu papMakoHarnsgy

149. | KOPAKCAH® TabneTku, BKpUTI ne ®paHLis NabopaTtopii Ceps'e PpaHuis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/3905/01/02
7,5 MIr NNiBKOBOIO 060JI0HKOID, MO NABOPATYAP IHAacTpi, ®paHuis; IpnaHgis 3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI peyenmom
7,5 mr; no 14 tabnetok y CEPB'E€ Ceps'e (IpnaHgis) Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
6nicTepi; no 2 abo 4 IHpacTpic N14, y3arasibHeHVX AaHUX Npo cUcTemy
6nictepu B KOpo6Li 3 IpnaHgis hapMakoHarnsagy (BBeeHHs y3arasibHeHUX JaHuX
KapTOHY npo cuctemy hapmakoHarnsgy, smiHa

yMNOBHOBaXeHOT 0cobw, BignoBigansbHOI 3a
3[jifiCHEHHsT hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iINCHEHHS
thapmakoHarnsgy B YkpaiHi, SKLL0 BOHa BigMiHHA
Bif, yNOBHOB&XEHOT 0co6u, BiANOBiJabHOI 3a
3fiicHeHHs thapmakoHarnsagy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-haiina cuctemu papMmakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6U 3asBHNIKa,
BiANOBIAa/IbHOI 3a hapMakoHarnsag,.
MponoHoBaHa pepakuin: Luc Feldmann / Jliok
®enbaMaHH. 3MiHa KOHTaKTHUX AaHnX
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
thapMakoHarnsag. 3mMiHa KOHTaKTHOT 0co6u
YNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a (hapmakoHarnsg B Ykpaii.
MponoHoBaHa pefakuis: PokyHb OkcaHa tOpiiBHa.
3MiHa KOHTaKTHUX aHnX KOHTaKTHOI 0co6u
YMNOBHOB&XeHOT 0co6M 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnsg B YkpaiHi. 3miHa Homepa
MacTep-haiina cuctemm hapmakoHarnsgy

150. | KOCIPE/Ib 10 TabneTku, BKpUTI ne PpaHuin BMPOGHMLTBO, PpaHuia/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/16110/01/01
M/ 5 MIr nniBKOBOK 060I0HKOIO, MO NABOPATYAP aHani3, nepsuHHe Ta IpnaHgis 3MiHKM | TURY - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI peyenmom
10 wmr/5 mr no 30 a6o 100 CEPB'E BTOPUHHE Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
TabneToK y KOHTelHepi nakyBaHHS1, BUMYyCK y3arasibHeHUX JaHux npo cucTemy

ons Tabnetok; no 1 cepii: Jlabopartopii hapmakoHarnsay (BBeeHHs y3arasibHeHUX AaHuX
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

KOHTeliHepy A1a TabneTok
B KOpPOO6L,i 3 KApPTOHY

Ceps'e IHgacTpi,
®paHuif; nepBMHHe
Ta BTOPUHHE
nakyBaHHS1, BUMYCK
cepii: Ceps'e
(Ipnangais) IHgacTpic
NTa, lpnaHgis

npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0C06M, BignoBiganbHOI 3a
3AilicHeHHA hapMakoHarnsazy; KOHTaKTHOT ocoou 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobw, BignoBifasibHOI 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
macTep-chaiina cuctemmn thapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6Y 3asABHYIKA,
BignoBigaIbHOI 3a hapmakoHarnsg.
MponoHoBaHa pepakuis: Luc Feldmann / ok
denbgmaHH. 3MiHa KOHTAKTHUX JaHKX
YNOBHOB&XEHOT 0CO6M, BignoBiganbHOI 3a
hapMakoHarnsg. 3miHa KOHTaKkTHOT 0co6u
YMOBHOB&XeHOT 0Co6M 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnsg, B YkpaiHi.
MponoHoBaHa pegakuis: PokyHb OkcaHa HOpiiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
YNOBHOBA&XEHOT 0CO6U 3as1BHVKA, BifnoBigaibHOl
3a papmakoHarnag B Ykpaini. 3miHa Homepa
mMacTep-aiina cuctemy papmakoHarisgy

151.

KOCIPE/Ib 5
Mr/ 10 Mr

TabneTku, BKPUTI
N/1iBKOBOI 060/10HKOI0, MO
5 mr/10 mr no 30 a6o 100
Tab/1eTOK Y KOHTEHEPI
ons Tabnetok; no 1
KOHTeliHepy Ana TabneTtok
B KOPOO6Li 3 KAPTOHY

ne
NNABOPATYAP
CEPB'E

dpaHuin

BUPOBHULTBO,
aHani3, NepBrHHe Ta
BTOPVHHE
nakyBaHHS1, BUMYCK
cepii: labopartopii
Ceps'e IHgacTpi,
®paHuif; nepBrMHHe
Ta BTOpPVHHE
nakyBaHHS1, BUMYCK
cepii: CepB'e
(Ipnangis) IHgacTpic
NTa, lpnaHgis

PpaHuia/
IpnaHgis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TMNYy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0c06M, BignoBiganbHOI 3a
3[iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyaryn
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTtep-aiina cuctemy papmakoHarnsay) -
3MiHa YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
BiANOBiAa/IbHOT 3a hapmakoHarnsg. NMponoHoBaHa
pepakuis: Luc Feldmann / Nliok ®enbamanH. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0cOobMU,
BiANOBiAabLHOT 3a hapmakoHarnsag. 3MiHa
KOHTaKTHOT 0CO6U YNOBHOBaXXEHOT 0CO6YU
3asBHMKa, BiANOBiAaNbHOI 3a hapmakoHarnsg B
YkpaiHi. MNponoHoBaHa pefakuisi: PokyHb OKcaHa
HOpiiBHa. 3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT
0CO6M YNOBHOBaXEHOI 0COOM 3asBHUKA,
BiAnoBiAaIbHOI 3a hapmakoHarnsa B YkpaiHi.

3a
peyenmom

UA/16111/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3MiHa HoMepa macTep-ghaiina cuctemu
chapmakoHarnsgy
152. | KCANOMTUK Kpanni o4Hi, po3unH, 50 dapmaueBTNYHU Monbwa TaexyH ®APM. Ko. Kopes/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/13410/01/01
MKr/mMA; no 2,5 Mny 1 3aBof NTa, Kopes MonbLa 3MiHY | TUny - 3MiHKM 3 [KocTi. A®l. Bupo6bHuLTBO. peyenmom
nakoHi 3 kpanesnbHuuero; | "MOJIbAAPMA" (Bupo6HULTBO 13, 3MiHa po3mipy cepii (Bktovatoun gianazoHu) Adl
no 1 conakoHy 3 C.A. nepBuHHe ab0 NPOMiXHOro NPoAYyKTY, SIKUlA 3aCTOCOBYETLCH Y
KpanesnbHULIe B nakyBaHHs, npoteci Bupo6HuuTea A®I (36inbweHHs fo 10
KapTOHHI KopooLli KOHTPO/Ib SIKOCTI); pasiB NOPIBHSHO i3 3aTBEPAKEHUM PO3MIPOM) -
dapmaueBTUYHMI 36iNbLUEHHS MaKCUMasIbHOrO PO3MIpy napTii 41
3aBop, aKTMBHOI peyoBVHY nataHonpocT Big 100 r go 300
"Monbpapma” C.A., r; 3anponoHoBaHo: Present API Latanoprost Batch
Monbwa (BTOpuHHE size 300 g
nakyBaHHs,
KOHTPO/b AKOCTI
N3 Ta BUNycK cepii)
153. | KYNPEHIN® TabneTku, BKpUTI TeBa 13painb TOB TeBa Monbuwa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/8546/01/01
NNiBKOBOI 060I0HKOHD, MO $apmaueBTikan OnepeiiwH3 3MiHM | TUNY — 3MiHKM NapameTpiB cneyndikadii Ha peyenmom
250 mr, no 100 TabneTok y IHgacTpi3 /Ta,. MonaHg, Monbwa peareHT X/I0pUCTOBOAHEBY KUCNOTy 31% y
nnsawui; no 1 nnswui B (BMPOGHMLTBO 3a 3aKpuTIil YacTuHi MacTep-ghaiina Ha APl Big
KapTOHHI KopooLli NMOBHUM LK/IOM) 3aTBepAxeHoro Bupo6Huka Laborchemie Apolda
GmbH, HimeuunHa
154. | NA30JIEKC PO34uH NS iH'ekuin, 7,5 TOB "HIKO" Ykpaina KoHTpOsb, BUMycK Ykpaina/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/12750/01/01
Mr/M/1; MO 2 M1 B amnyii; cepii: Ipevyis 3MiHK | TNy - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCcbKUii peyenmom
no 5 amnyn y nauui 3 TOB "HIKO", 3aci6. CTabinbHICTb. 3MiHa y TepMiHax
KapTOoHY YkpaiHa,; npuaaTHocCTi abo ymoBax 36epiraHHsi roToBoro
Hepo3dacoBaHuii NikapcbKoro 3acoby (36inbLIeHHs TepMiHy

NPOAYKT, NepBUHHA
ynakoBka, BTOPYHHA
yNakoBKa, KOHTPO/Ib:
JEMO CA
SAPMACBIOTIKAN
IHOACTPI, Mpewijs

NPWAATHOCTI TOTOBOIO /iKaPCbKOro 3acoby) - Ans
TOProBoi ynakoBku (NiATBEPMAKYETLCA faHUMU
peasibHOro yacy) - 36i/1bLUeHHS TEPMIHY
NPUAATHOCTI TOTOBOIO /iKAPCbKOro 3aco0y.
3arBepaKeHo: 2 poku. 3anpornoHoBaHo: 2,5 PoKu.
TaKoX 3MiH1 BHECEHI B IHCTPYKLtO A1 MeANYHOro
3acTocyBaHHsA J13 y p. "TepMiH npugatHocTi®.
BBeneHHs 3MiH NpoTarom 3-x micsAuis nicns
3aTBepKEHHS. 3MiHKM | TNy - 3MiHK Woo
6e3nekn/edeKkTBHOCTI Ta hapMakoHarisgy (iHwi
3MiHK). BHeceHHs 3MiH [0 po3giny “MapkyBaHHsA"
MKA N3. 3arsepmpxeHo: MAPKYBAHHA Tekct
MapKyBaHHs MepPBUHHOT Ta BTOPUHHOI YNaKOBKK.
3anponoHoBaHo: MAPKYBAHHA 3rigHo
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS.
TaKoX OHOBJIEHHS TEKCTY MapKyBaHHSA YMNakoBKM
nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMaLi
LLIOA0 3a3HAYEHHSA O4MHULb BUMIPIOBAHHSA Y
cuctemi Sl. BBeieHHs 3MiH NpOTArom 3-x Micsuis
nicns 3arseppkeHHs.
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
155. | NIEBOMEKO/Ib | ma3b, no 25rabono 40 r AT YkpaiHa AT "Nly6Hnchapm” YkpaiHa BHECEHHS 3MiH 0 peecTpavliiiHix maTepianis: 6e3 UA/2647/01/01
y Ty6i; no 1 Ty6i y nayui "ly6Huapm" 3MiHu Il Tuny - 3amiHa BUpo6bHUka ans Adl peuyenma
MeTtunypauun High Hope Int'l Group Jiangsu
Medicines & Health Products Imp. & Exp. Corp.
Ltd., China Ha TOB "®APMXIM", YkpaiHa
(O00uUMLLIEHHS, CYLUIHHSA, NaKyBaHHA, BUNYCK cepil),
Xaw Xoyn IHT"n Fpyn LizsHcy MegiciHec eHg Xen3s
MpopaykTc Imn. eng Ekcn. Kopn. /1tg, Kutaii
(BUroTOBNEHHHS TEXHIYHOIO NPOAYKTY)
156. | NEBO®/IOKCA | kpucTaniyHuii MOpPOLLOK TOB "TK YkpaiHa LaHtoi LI3MHCUHB Kutai BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: - UA/14923/01/01
LUNHY (cy6cTaHuis) y noagiiHmx "Aspopa” dapmacbloTukan 3MiHU | TUny - 3MiHK 3 fkocTi. A®I. CTabiNbHICTb.
FEMICIAPAT nonieTUNEHOBMX MiLLKax Ko., T4 3MiHa nepiogy NOBTOPHMX BUNPOOYBaHb/Nepiogy
ans dapmayeBTUYHOro 36epiraHHa abo ymoB 36epiraHHa Ad®l (3a
3acTOCyBaHHS BiJCYTHOCTI Y 3aTBepKEHOMY [0CbE cepTudikaTa
BiANOBIAHOCTI E€Bponeiickbkil thapmakonei, Lo
BK/IO4AE Mepiof, MOBTOPHOrO BUMPOGYBaHHS)
(nepiof NOBTOPHOro BMNPO6YyBaHHA/Nepios,
36epiraHHs) - 36iNbLUEHHA abo BBEAEHHS nepiogy
NMOBTOPHOroO BMNpo6yBaHHsA/nepiogy 36epiraHHsA Ha
OCHOBI pe3y/ibTaTiB A0C/iAXeHb Yy peasibHOMy
yaci. 36inbLlUEHHS nepiogy NOBTOPHUX
BMnNpobyBaHb Ans A®l nesodynokcaumHy
remirigpaty: 3arBeppxeHo: Nepios peTecTyBaHHsA
— 3 poku 3anponoHosaHo: lNMepiof peTecTyBaHHA —
4 poku
157. | NEH3ETTO® cnpeii TpaHcaepMasibHWiA, BAT "leneoH YropwmHa l'epeoH PixTep PyMmyHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/17185/01/01
po3uuH, 1,53 mr/gosy; no Pixtep" PymyHis A.T. 3MiHM | TUMY - 3MiHK 3 AKOCTi. FOTOBMIA NiKApCbKUiA peyenmom
8,1 mn po3uuHy (56 1o3) y 3aci6. CucteMa KoHTeliHep/3aKynoptoBasibHUI
CKNsTHOMY chn1akoHi, sikuit 3aci6. 3MiHa nocTavasibHMKa NakyBalbHUX
3abe3neyeHnii 403y0UMM matepianis abo KOMNAEKTYIOUMX (SKLLO 3a3HaYeHO
HacocoM 3 po3nuoBavyemM B [l0CbE) (3amiHa abo fofaBaHHA nocTavasibHUKA)
i akTuBaTopom; no 1 - BHECEHHS 3MiH g0 p. 3.2.P.7 Cuctema
onakoHy B ansikaTtopi 3 KOHTeliHep/3aKkynoptoBasibHWi 3aci6, a came:
KOHIYHUM KyMOJSIbHUM [0AaBaHHA a/lbTEPHATUBHOIO NocTavasibHUKa
OTBOPOM, L0 CKNsAHUX chnakoHiB — OMPI STEVANATO Group.
3aKPUBAETLCA KPULLIKOHO, FAKICHWIA, KINbKICHWUI cknag, i An3aliH CKNSHWX
AKa Ma€ 3 BHYTPILWHbLOI hNakoHIB 3a/IMLLIAI0TLCSA HE3MIHHUMU
CTOPOHM MOrVHaYy
npoknagky; no 1
annikaTtopy B KapTOHHIl
Kopobui
158. | NEH3ETTO® crpeii TpaHCcAepMaUTbHUI, BAT "leneoH YropwmHa l'epeoH PixTep PyMyHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/17185/01/01
po3uuH, 1,53 mMr/go3y; no PixTep" PymyHia A.T. 3MiHU | TUNY - 3MiHW BHECEHO A0 IHCTPYKLIi AR peyenmom

8,1 mn po3uuHy (56 fo3) y
CKISAHOMY ch/1aKOHi, SIKUIA
3abe3neyeHnii 4O3yH0UMM
HacocoM 3 po3nu/oBaYemM

MeAMYHOro 3acToCyBaHHS NikapcbKoro 3acoby Ao
po3giniB "Oco6/MBOCTI 3acTocyBaHHS" Ta “IMobiyHi
peakuii” BignosigHo ao pekomeHaauili PRAC.
BBefieHHs1 3MiH NpoTArom 3-x MicsauiB nicas
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
i akTmBaTopom; no 1 3aTBEPKEHHS;
hnakoHy B annikaropi 3 3MiHu |l TUNY - 3MiHW BHECEHO [0 IHCTPYKLUIT AnA
KOHIYHWUM KYMONbHUM MEeAMYHOro 3acToCyBaHHSA NiKapcbKoro 3acoby Ao
OTBOPOM, L0 po3ginis "®apmakoTepanesTuyHa rpyna”
3aKPUBAETHLCSA KPULLIKOHO, (oofaBaHHs piBHIB), "INpoTUNoKa3aHHA",
Aka Ma€ 3 BHYTPILWHbLOI "OcobnmBocTi 3acTocyBaHHA" Ta "Cnocio
CTOPOHW MOrVHaYy 3aCTOCyBaHHA Ta A03n" (fofaBaHHA 3acTepexeHb)
npoknazaky; no 1 BiANOBIAHO [0 MaTepiasniB peecTpauiliHoro fochbe.
annikaTtopy B KApTOHHIli BBefieHHs1 3MiH NpoTArom 3-x MicsAuiB nicns
Kopoo6Li 3aTBEPKEHHS.
159. | NIACTEH® NOPOLLOK A/1A an "EH3nM” Ykpaina an "EH3nM” Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16794/01/01
NPUroTyBaHHA PO34YMHY 3MiHK | TURy - 3MiHK WoA0 6e3nekn/eddeKkTNBHOCTI peyenmom
Ons iH ekyiin, no 0,002 ry Ta papmakoHarnsgy - OHOB/IEHHS TEKCTY
thnakoHax Ne5 MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHAM iH(hopmaLii LWOoA0 3a3HauYeHHs
O4VHWLb BMMIpIOBaHHS y cuctemi Sl
160. | NIACTEH® Tabnetku no 2 mr; no 10 an "EH3nM" Ykpaina Aan "EH31M", Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14212/01/01
Tabnetok y 6nictepi; no 1 YkpaiHa 3MiHM | TMNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenmom
abo no 2 6nictepu B (BignoBiganbHWiA 3a Ta (hapmakoHarnsgy - OHOB/IEHHSA TEKCTY
naJui; no 10 TabneTok y BUMNYCK cepiit); MpAT MapKyBaHHS YNakoBKM JikapCbKOro 3acoby 3
KOHTeliHepi; no 1 "TexHonor", Ykpaina BHECEHHSAM iHhopmalii LWoA0 3a3HauYeHHs
KOHTelHepy B nauuj; no 20 (BignoBiganbHWiA 3a OAVHWLb BUMIPIOBaHHA Y cuctemi Sl
TabneToK y KOHTEliHepi; no BUPOBHMLTBO,
1 KoHTelHepy B nauLj nepBuHHE Ta
BTOPWHHE
nakyBaHHs)
161. | NIBPA® pO34MH NS iHdysin, 42 MpuBaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/15578/01/01
mr/mn no 100 mny akuioHepHe akuioHepHe 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. BunyyeHHs peyenmom
nAawui, no 1 naswujiy TOBapucTBo TOBapuCTBO BMPOGHWYOI AinbHUL (BKIHOYAKOUN [iNbHAUL ANS
nauuj "IHcy3ia" "IHgpy3isa” AdI, NpomibKHOTO NPOAYKTY abo roToBOro
nikapcbKoro 3acoby, AibHUL AN NPOBEeAEHHS
nakyBaHHs, BUPO6HMKA, BiAMNOBifa/IbHOTO 3a
BMNYCK Cepiii, MicLie NPOBEeAEHHST KOHTPOJIO cepil)
abo noctavanbHWKa BUXiAHOTO MaTepiany,
peareHTy abo [AONOMDKHOI PEHOBUHY (SKLLIO
3a3HayeHo Y JOCbE) BUTYUYEHHS albTepHaTUBHOT
BMPOGHMWYOI Ai/IbHULL TOTOBOTO J1iKapCbKoro
3acoby.
BBegeHHs 3MiH NPOTAroM 6-Tu MicALUiB nic/s
3aTBEPAKEHHS
162. | NIBAPON necapii no 400 mr no 5 AN "CTALA- YKpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 6e3 UA/17172/01/01
necapiie y 6nictepi; no 1 YKPAIHA" reyn" 3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa peyenma

abo 2 bnictepn y
KapTOHHiiA KopooLyi

HaliMeHyBaHHs1 Ta/abo agpecy 3asiBHUKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs).
3MiHIETbCA afpeca 3asBHUKA. BnacHWkom
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
peecTpaviiHOro NoCBigYEeHHS 3a/TIAETLCSA 0AHA
1 Ta cama topugnyHa ocoba - AN "CTALA-
YKPAIHA", YkpaiHa
163. | NIHBAT Kancynv Teepgi, no 25 mr; ToBapucTBO 3 YkpaiHa Nex CnoBeHis/ BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/15586/01/01
no 10 kancyn y 6nictepi; 06MeXeHo hapmaLeBTUyHA PymyHis/ 3MiHuM | TUNY - NnogaHHA oHoBneHoro CepTudikary peyenmom
no 3 6nictepu B KOPOGLY BiANOBIga/IbHICT KomMaHia 4.4., TypeuunHa BiAnNoBigHOCTI E€Bponeiickbkili hapmakonei RO-CEP
10 "CaHgos CnoBeHis (NnepBuHHa 2015-324-Rev 02 (nonepepnHs Bepcis RO-CEP
YkpaiHa" Ta BTOpUHHa 2015-324-Rev 00) Bif BXe 3aTBEpKEHOr0
ynakoBka ); Jlek BMpo6HMka MSN Pharmachem Private Limited,
dapmaneBTUYHA IHAia ona A®Il nperabaniHy
KoMnaHisa a.4.,
CnoBeHis (NnepBuHHa
Ta BTOPUHHA
ynakoBka, j03BiN Ha
Bunyck cepii ); C.K.
CaHpgos C.P.N.,
PymyHist (KOHTpO/b
cepii); CaHgos lnak
CaHaii Be TikapeT
A.C., TypeuunHa
(BPO6GHMLTBO
Hepo3dacoBaHoi
npoaykuii)
164. | NIHBAT Kancynu Teepgi, no 50 mr; ToBapucTBO 3 YkpaiHa Nex CnoseHis/ BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a UA/15586/01/02
no 10 kancyn y 6nictepi; 06MexeHo hapmaueBTUyHa PymyHisa/ 3MiHuM | TUNY - NogaHHA oHoBneHoro CepTudikary peyenmom
no 3 6nictepun B KopobLi BignoBigabHICT KoMnaHisa A4.4., TypeuunHa BignoBigHOCTI EBponeiickkili hapmakonei RO-CEP
10 "CaHgos3 CnoBeHis (NnepBuHHa 2015-324-Rev 02 (nonepegHs Bepcis RO-CEP
YkpaiHa" Ta BTOPUHHa 2015-324-Rev 00) Bif BXe 3aTBepAKEHOr0
ynakoBka ); Jlek BMpo6Huka MSN Pharmachem Private Limited,
PapmaueBTUYHA IHais ona A®l nperabaniny
KoMnaHisa 4.4.,
CnoBeHisa (nepBrvHHa
Ta BTOpPVHHA
ynakoBka, [103Bi/1 Ha
Bunyck cepii ); C.K.
CaHpgos C.P.J.,
PymyHist (KOHTpOsb
cepii); CaHgos lnak
Canaii Be TikapeT
A.C., TypeyunHa
(BUPOBHMLTBO
Hepo3dgacoBaHOl
npoaykuin
165. | NIHBAT Kancynu Teepgi, no 75 mr; ToBapucTBO 3 YkpaiHa Nek CnoseHis/ BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 3a UA/15586/01/03
no 10 kancyn y 6nictepi; 06MEXEHO hapmMaLeBTMYHA PymyHis/ 3MiHuM | TUNY - NogaHHsA oHoBNeHoro CepTudikaty peyenmom
no 3 6nictepu B KOPO6LLi BignosigasbHICT KoMnaHisa a.4., TypeuunHa BiAnNoBigHOCTI EBponeiickkili hapmakonei RO-CEP
10 "CaHfo3 CnoBeHis (NnepsuHHa 2015-324-Rev 02 (nonepepfHs sepcia RO-CEP
YkpaiHa" Ta BTOPUHHA 2015-324-Rev 00) Bif BXe 3aTBEpAKEHOTO
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

ynakoBka ); Jlek
PapmaueBTUYHa
KomnaHia A4.4.,
CnioBeHis (NepBuHHa
Ta BTOPVHHA
ynakoBka, [103BiN1 Ha
Bunyck cepii ); C.K.
CaHpos C.P.1.,
PymyHist (KOHTponb
cepii); CaHpo3 Inak
CaHaii Be TikapeT
A.C., TypeyunHa
(BMPOGHMLTBO
Hepo3dacoBaHOl

npoayKuii)

BMpo6bHMka MSN Pharmachem Private Limited,
IHAia ona A®Il nperabaniHy

166.

NIHBAT

Kancynv Teepgi, no 100
Mr, Mo 7 Kancyn 'y énictepi,
no 2 6nictepu B KOPOGLYi

ToBapucTso 3
06MexeHoto
BiANOBIga/IbHICT
o "CaHpo3
YkpaiHa"

YKpaiHa

Nex
hapmaLeBTUyHA
KomnaHia 4.4.,
CnoBeHis (NepBuHHa
Ta BTOpPVHHA
ynakoBka ); Jlek
PapmaueBTUyHa
KoMnaHisa 4.4.,
CnoBeHis (NnepBrHHa
Ta BTOpPVHHA
ynakoBka, [103Bi/1 Ha
Bunyck cepii ); C.K.
CaHpgos3 C.P.N.,
PymyHist (KOHTpO/b
cepii); CaHgos lnak
CaHaii Be TikapeT
A.C., TypeuunHa
(BPO6GHMLTBO
Hepo3dacoBaHoi
npoaykuii)

CnoseHisa/
PymyHis/
TypeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHuM | TUNY - NogaHHA oHoBNeHoro CepTudikary
BiANoBigHOCTI E€Bponeiickkili hapmakonei RO-CEP

2015-324-Rev 02 (nonepepnHs Bepcis RO-CEP

2015-324-Rev 00) Bif BXe 3aTBEpPKEHOr0

BMpo6HMka MSN Pharmachem Private Limited,

IHAia ona A®Il nperabaniHy

3a
peyenmom

UA/15586/01/04

167.

NIHBAT

Kancynu Teepgi, 150 mr;
no 10 kancyn y 6nictepi;
no 3 6nictepun B KOpobLi

ToBapucTso 3
06MexeHo
BignoBigabHICT
o "CaHp03
Ykpaiva"

Ykpaina

Nex
hapmaueBThyHa
KoMnaHisa 4.4a.,
CnoBeHis (NnepBuHHa
Ta BTOPVHHA
ynakoBka ); Jlek
PapmaueBTUYHA
KomnaHisa 4.4.,
CnoBeHisa (nepBrvHHa
Ta BTOpPVHHA
ynakoBka, [103Bi/1 Ha
Bunyck cepii ); C.K.
CaHpos C.P.J1.,

CnoseHis/
PymyHis/
TypeyunHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHuM | TUNY - NogaHHA oHoBneHoro CepTudiikary
BignoBigHOCTI EBponeiickkili hapmakonei RO-CEP

2015-324-Rev 02 (nonepegHs Bepcis RO-CEP

2015-324-Rev 00) Bif BXe 3aTBEpAKEHOr0

BMpo6Huka MSN Pharmachem Private Limited,

IHAais ona A®l nperabaniny

3a
peyernmom

UA/15586/01/05
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

PymyHist (kOHTposb
cepii); CaHgos lnak
CaHaii Be TikapeT
A.C., TypeuunHa
(BUPOBHMLTBO
Hepo3dgacoBaHOl
npoaykuii)

168.

NIHBAT

Kancynu Teepgi, no 200
mr; no 10 kancyn y
6nicTepi; no 3 6nictepn B
KopoobLi

ToBapucTso 3
06MexeHot
BignoBigasbHICT
10 "CaHp03
YkpaiHa"

YKpaiHa

Nex
thapmavueBTUYHa
KoMnaHisa g.4.,
CnoBeHis (nepBrvHHa
Ta BTOPUHHA
ynakoBka ); Jlek
dPapmaueBTMYHa
KomnaHia 4.4.,
CnoBeHis (NnepBuHHa
Ta BTOPUHHA
ynakoBka, [j03BiN Ha
Bunyck cepii ); C.K.
CaHpos C.P.J1.,
PymyHist (kOHTposb
cepii); CaHpo3 Inak
CaHaii Be TikapeT
A.C., TypeyunHa
(BMpPOGHMLTBO
Hepo3dgacoBaHOl

npoayKuii)

CnoseHisa/
PymyHis/
TypeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TUNY - NoAaHHA oHoBAeHoro CepTudikaty
BiAnNoBigHOCTI EBponeiickkili hapmakonei RO-CEP

2015-324-Rev 02 (nonepepfHs sepciss RO-CEP

2015-324-Rev 00) Big, BXe 3aTBEPAKEHOTO

BMpo6bHMka MSN Pharmachem Private Limited,

IHais pna APl nperabaniHy

3a
peyenmom

UA/15586/01/06

169.

NIHBAT

Kancynu Teepgi, no 225
Mr, N0 7 kancyn 'y 6nictepi,
no 2 6nictepu B KOPOGLYi

ToBapucTso 3
06MeXeHoto
BiANOBIgasbHICT
o "CaHpo3
YkpaiHa"

YKpaiHa

Nex
hapmaLeBTUyHA
KomnaHia 4.4.,
CnoBeHisa (nepBrvHHa
Ta BTOpPVHHA
ynakoBka ); Jlek
dPapmaueBTUyHa
KoMnaHisa 4.4.,
CnoBeHis (nepBuHHa
Ta BTOpPVHHA
ynakoBka, [103Bi/1 Ha
Bunyck cepii ); C.K.
CaHpgos3 C.P.N.,
PymyHist (KOHTpO/b
cepii); CaHgos lnak
CaHaii Be TikapeT
A.C., TypeuunHa
(BMPOGHMLTBO
Hepo3dhacoBaHO|

npoaykuii)

CnoseHisa/
PymyHis/
TypeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHuM | TUNY - NnogaHHsA oHoBNeHoro CepTudikary
BiAnoBigHOCTI E€Bponeiickkili hapmakonei RO-CEP

2015-324-Rev 02 (nonepepnHs sepciss RO-CEP

2015-324-Rev 00) Bif BXe 3aTBEPKEHOTO

BMpo6HMka MSN Pharmachem Private Limited,

IHAia ona A®l nperabaniHy

3a
peyenmom

UA/15586/01/07

170.

NIHBAT

Kancysm TBepgi, no 300

ToBapucTBo 3

YKpaiHa

Jlek

CnoseHis/

BHECEHHS 3MiH 0 peecTpauiiHMX maTepianis:

3a

UA/15586/01/08
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Mr, No 7 kancyn y 6nictepi, 0bMexeHot thapmavLeBTUYHa PymyHis/ 3MiHM | TUNY - NoAaHHA oHoBAeHoro CepTudiikaty peyenmom
no 2 6nictepu B KOpooLyi BignosigasbHICT KoMnaHisa 4.4., TypeuunHa BiANoBigHOCTI EBponeiickkili hapmakonei RO-CEP
10 "CaHfo3 CnoBeHis (nepBrHHa 2015-324-Rev 02 (nonepepgHs sepcis RO-CEP
YkpaiHa" Ta BTOPVHHa 2015-324-Rev 00) Big, BXe 3aTBEPAKEHOTO
ynakoBka ); Jlek BMpo6HMKa MSN Pharmachem Private Limited,
PapmaneBTUYHa IHaia ona A®I nperabaniny
KoMnaHis g.4.,
CnoBeHisa (nepBrvHHa
Ta BTOpPVHHA
ynakoBka, f103Bi/1 HA
Bunyck cepii ); C.K.
CaHpgo3 C.P.J.,
PymyHist (kOHTposb
cepii); CaHgos lnak
CaHaii Be TikapeT
A.C., TypeuunHa
(BUPOBHMLTBO
Hepo3dgacoBaHOl
npoaykuii)
171. | NIHE®OP Kancynu TBepAi no 75 mr; PapmaueBTUYHU Monbwa dapmaLeBTUYHNMIA Monbua BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/18144/01/01
no 14 kancyn y énictepi;  3aBOg, 3asog, "Monbthapma” 3MiHM | TUMY - 3MiHWM BHECEHO [0 IHCTPYKUIT Ans peyenmom
no 4 6nictepy B KAPTOHHIi "Monbcapma” C.A. MeJMYHOro 3aCTOCYBaHHS MiKapCbKoro 3acoby y
KopoobLi C.A. po3ainu: "dapmakonoriyHi
BnacTmsocTi","B3aeMogis 3 iHLWIMMUY NiKapCbKUMu
3acob6amu Ta iHWi Buan B3aemogiit”, "OcobmBocCTi
3acTocyBaHHA", "Mo6ivHi peakuii” 3rigHo 3
iHhopMmaLieto WwoA0 MeguyHOro 3acTocyBaHHs
pedhepeHTHOro sikapcbkoro 3acoby (JTIPUKA,
Kancynm)
172. | NIHE®OP Kancynu Teepgdi no 150 mr; | PapmaueBTUyHU Monbwa dapmaueBTUYHMi Monbua BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/18144/01/02
no 14 kancyn y 6nictepi; 7 3aBoOf 3aBog, "MNonbhapma” 3MiHU | TUNY - 3MiHW BHECEHO A0 IHCTPYKLIi AR peyenmom
no 4 6nicTepy B KAPTOHHIi "Monbhapma” C.A. MeAMYHOro 3acTOCyBaHHSA NikapCcbKoro 3acoby y
Kopoo6Li C.A. po3ginu: "®apmakonoriyHi
BNacTMBOCTI","B3aemMogis 3 iHWNMUW NiKapCbKUMU
3aco6amu Ta iHWi B1uAmn B3aemogiii”, "Oco61mMBOCTi
3actocyBaHHs", "Mob6iyHi peakuii” 3rigHo 3
iHbopmaieto WwoA0 MeguUYHOro 3acToCcyBaHHs
pediepeHTHOro fikapcbkoro 3acoby (JTIPVKA,
Kancysnu)
173. | NIHE®OP Kancynu teepai no 300 Mr; | ®apmaueBTUYHU Monbwa dapmaneBTUYHNMIA Monbuwa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/18144/01/03
no 14 kancyn y énictepi; 1 3aBof, 3asoy, "Monbthapma” 3MiHU | TUMY - 3MiHWM BHECEHO [0 IHCTPYKUIT ANs peyenmom
no 4 6nicTepn B KAPTOHHIN "Monbcapma” C.A. MeAMYHOro 3acTOCyBaHHS NikapCbKoro 3acoby y
KOpoo6Li C.A. po3ainu: "dapmakonorivHi

BnacTmsocTi","B3aeMogis 3 iHLWIMMU NiKapCbKUMu
3acobamu Ta iHWi BuAn B3aemogiit, "OcobamBocCTi
3acTocyBaHHs", "lMo6iYHi peakui” 3rigHo 3
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
iHchopmaLieto 1L0A0 MeANYHOTO 3aCTOCYBaHHS
pediepeHTHOro fikapcbkoro 3acoby (JTIPVIKA,
Kancysnu)
174. | NINOAEMIH TabneTku, BKpUTI MPO®APMA ManbTa AxTasic /lTg Manbta BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/13501/01/02
NNiBKOBOI 060J10HKOID, MO IHTEpHELIHN 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
20 mr, no 10 TabneTok y TperiguHr HalilMeHyBaHHs Ta/abo agpecu 3asBHUKa
6nicTepi, no 3 6nictepn B Nimiteq (BnacHviKa peecTpauiiHoro noceig4eHHs1) 3miHa
KapTOHHI navui afpecu 3asBHUKa BBegeHHS 3MiH NpoTsrom 6-tu
MiCALIB MiCNSA 3aTBEPKEHHS.
175. | NINOAEMIH TabneTku, BKpUTI NMPO®APMA ManbTa AkTasic /1T ManbTa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/13501/01/01
NNiBKOBOI 060I0HKOMD, MO IHTEepHELUHN 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom
10 wmr, no 10 TabneTok y TperguHr HalilMeHyBaHHs Ta/abo agpecy 3asBHUKa
6nicTepi, no 3 6nictepn B Nimiteq (BnacHviKa peecTpauiiHoro noceigYeHHs) 3miHa
KapTOHHI navui afpecu 3asiBHUKa BBegeHHS 3MiH NpoTsrom 6-u
MicsLIB MiCNsA 3aTBEPAKEHHS.
176. | NO3AN® 100 TabneTkn, BKpUTI TOB "CaHoi- Ykpaina CaHodi-ABeHTic Cn. Monbuwa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/15308/01/01
nnroc NNiBKOBOI 060JI0HKOHD, MO ABeHTIC 30.0. 3MiHM | TURY - 3MiHK WoA0 6e3nekn/eheKTUBHOCTI peyenmom
100 mr/25 wmr; Ne 30 YkpaiHa" Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM A0
(10x3), Ne 90 (10x9), no y3ara/ibHeHNX AaHux rnpo cuctemy
10 TabneTok y 6nicTepi; hapMakoHarnsay (BBeAeHHS y3arasibHEHUX AaHUX
no 3 abo 9 6nictepis y npo cuctemy papmakoHarnsgy, amiHa
KapTOHHI kopobui; Ne 15 yNOBHOBaXKeHOT 0cobw, BigNoBifanbHOT 3a
(15x1), Ne 30 (15x2), Ne 3[iiCHEHHsT hapMakoHarsay; KOHTaKTHOI 0cobu 3
90 (15x6): no 15 Tabnetok hapMakoHarnisgy 3asBHUKa 415 34iNCHEHHS
y 6nicTtepi; no 1, 2 abo 6 hapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
6nicTepiB y KAPTOHHIi Bifl yNOBHOBaXXeHOT 0cobwu, BignoBifasibHOT 3a
Kopoo6ui 3[iliCHEHHS1 chapMakoHarnsay (Bkirvaroum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
macTep-chaiina cuctemmn thapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6Y 3asBHNIKA,
BignoBigasIbHOI 3a hapMakoHarnsag.
MponoHoBaHa pepakuis: Xogakiscbka TeTaHa
BsuyecnasiBHa. 3MiHa KOHTAKTHUX JaHUX
YMNOBHOBaXXEHOT 0C06M 3asIBHMKA, BignoBiganbHOT
3a thapmakoHarnag
177. | nonPun Tabnetku; no 10 TabneTok BocHanek g.4. BocHist i BocHanek a.4. BocHis i BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a UA/3233/01/01
BOCHANEK® H | y 6nicTepi; no 2 6nictepu epuerosu epuerosuH 3MiHuM | TUNY - NOAAHHSA OHOBIEHOTO cepTudikaTy peyenmom
10 B KapTOHHIiA KOpo6Lyi Ha a BiNOBIgHOCTI €Bponelickkoi hapmakonei ana Ad|

nisuHonpuny (y copmi gurigparty) CEP No. R1-
CEP 2003-064-Rev 04 (nonepepaHs Bepcisa CEP
No. R1-CEP 2003-064-Rev 03) Bif BXe
3aTBepaxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd, Kutai, sk Hacnigok 6yB
3MiHeHult BnacHuk CEP 3 AZELIS
DEUTSHCLAND PHARMA GMBH, HimeuunHa Ha
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Zhejiang Huahai Pharmaceutical Co., Ltd, Kutaii

178.

nonpun
BOCHAJNEK® H
20

Tabnetku no 10 TabneTok
y 6nicTepi; no 2 6nictepu
B KapTOHHI kopobuj

BocHanek a.4.

BocHis i
epuerosu
Ha

BocHanek g.4.

BocHis i
epueroBuH
a

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHV | TUMY - NOAAHHA OHOBMEHOTO cepTudikaTty
BiANOBIAHOCTI EBponeiicbkoi dhapmakonei ana Ad|
nisnHonpuny (y dopmi gurigpaty) CEP No. R1-
CEP 2003-064-Rev 04 (nonepegHs Bepcis CEP
No. R1-CEP 2003-064-Rev 03) Bif Bxe
3aTBepKeHOro BupobHvika Zhejiang Huahai
Pharmaceutical Co., Ltd, Kutaii, sik Hacnigok 6ys
3miHeHui BnacHuk CEP 3 AZELIS
DEUTSHCLAND PHARMA GMBH, HimeyunHa Ha
Zhejiang Huahai Pharmaceutical Co., Ltd, Kutaii

3a
peyenmom

UA/3233/01/02

179.

NbOHY
HACIHHA

HaciHHs no 100 r a6o no
200 r y naykax 3
BHYTPILLUHIM NakeTom; no
15 r y naketax

MpAT
"NikTpasun"

YKpaiHa

MpAT "“NlikTpasu"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis:
BUMNPAaBNEHO TEXHIYHY MOMUIIKY Y TEKCTI
MapKyBaHHS BTOPMHHOI YNakoBKW NiKkapcbKoro
3aco0y, ska 6yna fonyLieHa nig yac npoueaypuv
3MiH (3aTBEPAXEHHS fOAATKOBOIO TEKCTY
MapKyBaHHs1): 3anponoHoBaHo: 4. JIIKAPCbKA
POPMA TA KINbKICTb OAVNHNLIb B YNAKOBLI|
Nikapcbka hopma. HaciHHa. 100 r (npy BonorocTi
8 %) a60 200 r (npv BonorocTi 8 %). 3a3HaueHe
BUNPaB/IEHHS BiAnoBigae marepiasiam
peecTpaLiiHoro gocbe

6e3
peyenma

UA/5978/01/01

180.

NMIOKCHOEH®

Kpansi O4Hi, po3unH, 2
Mr/mn, no 5 mny nnswi;
no 1 NASALWLU B KAPTOHHINA
Kopoo6ui

TOB "bayL
Xenc"

YkpaiHa

TOB "CaHToHiKa"

JlutBa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
3MiHM | TNy - 3MiHK Woao 6e3nekun/eddeKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3ara/lbHeHUx JaHux npo cuctemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHux
npo cuctemy thapmakoHarnsgy, smiHa
YMOBHOBaXXEHOT 0CO6M, BignoBiganbHoI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocoou 3
hapmakoHarnsgy 3asiBHUKa /15 34iliCHEHHS
hapMakoHarnsgy B YKpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBa)XeHOT 0c06Mu, BignoBifabHOI 3a
3ailicHeHHA thapmakoHarnsgy (BKioyaoum
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MiLLLEHHI
MacTep-aiina cuctemy papMakoHarnisay) -
3MiHa YNOBHOBAaXEHOI 0CO6U 3asBHNKa,
BigNoBiAa/IbHOI 3a hapMakoHarnsg.
MponoHoBaHa pepakuin: BapmiHa MaHHa
OnekcaHApiBHa. 3MiHa KOHTaKTHUX OaHUX
YNOBHOBaXXEHOI 0CO6M, BignoBiganbHoI 3a
thapmakoHarnag. 3mMiHa Homepa macTep-chaina
cuctemu chapmaxkoHarnsgy

3a
peyenmom

UA/11660/01/01

181.

MABTEPA®

KOHLIEHTPAT A/ PO3YUHY

. XododpmaHH-

LLIBeliyapi

JKeHeHTeK IHK.,

CLUA/

BHECEHHS 3MiH 10 peecTpauiiHMXx maTepianis:

3a

UA/14231/02/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
4ns iHdysiii, 100 mr/10 Na Pow N4 A CLWA (Brpo6HMUTBO | HimeuunHa/ | 3miHu Il TURYy - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI peyenmom
M/1; no 10 Mn y chNakoHi; Hepo3dhacoBaHOl LLiBeiiuapis Ta hapmakoHarnsgy. BHeceHHs abo 3miHa(v) o
no 2 hNakoHN B KApTOHHIiiA npoayKuii, nepBrHHe 3060B'sI3aHb Ta YMOB BMAaYi peectpauiiHoro
Kopob6ui; no 50 mny nakyBaHHs); /labop nocBigYeHHs, BKoYalouy MnaH ynpaBiiHHA
hnakoHi; no 1 dpnakoHy B NC CE eHg, Ko. KT, pu3nKamu (3acTocyBaHHS 3MiH(1), Aki(a)
KapTOHHiiA Kopo6Lyi HimeuunHa BMMaraTb(€) NOJaNbLLOro 06rPyHTYBaHHS
(BvnpobyBaHHsA HOBMMM JOATKOBUM AaHUMK, L0 MatoTb
KOHTPO/O AKOCTI Ha/faBaTnca KOMMETEHTHUM OPraHoM, OCKINIbKM
npy BUNYyCKy 3a BMMAaraeTbCs CyTTEBA OLiHKA KOMNETEHTHUM
nokasHukamm OpraHoMm) - HafilaHO OHOB/IEHWI NaH YNpasiHHSA
BakTepianbHi pu3sunkamu, Bepcis 22.0. 3MiHN BHECEHI A0 YaCTUHU
€HI0TOKCUHU, IV "MicnsipeecTpaLliiiHi focnimpKeHHs
CTepusbHIcTb); Pow ecbekTmMBHOCTI ", A0 "Cneuundikauii 3 6e3nekn” Ta
[LiarHocTrke Mm6X, B32EMOMOB'A3aHNX YaCTWH, a TakoX A0 foaartky 2
HimeuunHa y 3B'SI3KYy 3 3aBepLUEeHHAM gocnimpkeHHs WA29330
(BMPOGHMLTBO (PEMPHIX)
Hepo3dacoBaHOl
npoayKujii, nepBrHHe
nakyBaHHS,
BTOPVHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI,
BUMNYCK cepii );
®.XothcpmaHH-/15
Pow NTpA,
Lseliuapis
(BTOPUHHE
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI,
BUNYyCK cepii)
182. | MENOKCUKAM | posuuH ans in'ekuiin, 15 ToBapucTBo 3 Ykpaina MpuBaTHe Ykpaina BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis: 3a UA/14486/01/01
-BEPKAHA Mr/1,5 mn no 5 amnyn y 0bMexeHoto akujioHepHe 3MiHM | TUMy - BBEAEHHS AOAATKOBOrO PO3Mipy peyenmom
6nictepi; no 1 6nictepy y BignosiganbHICT TOBapuCTBO cepil roToBOrO JliKapCbKOro 3acoby.
KapTOHHIN nayui 10 "BEPKAHA+" "Nlekxim-Xapkis" 3anponoHosaHo: 89,1 n1 (91,7 kr) a6o 59400
amnyrn; 178,2 n (183,4 «r) abo 118800 amnyn;
3MiHuM | TUNY - BHECEHHS 3MiH A0 po3ainy 3.2.P.3.
Mpouec BUpO6HMLTBA NiKapCbKoro 3acooby,
30kpema: Ha cTagii "MpuroTyBaHHsa po3ynHy"
3MiHEHO NOPSALOK 3arpy3ky KOMMNOHEHTIB
183. | MENbAOHIN PO3unH ANs iH exuii, 100 TOB "tOpis- YkpaiHa TOB "tOpis-®Papm” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3a UA/14638/01/01
mr/mn, no 5 mn B amnyni, Papm” 3MiHM | TNy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenmom

no 5 amnyn y KOHTYpHili
YapyHKOBIli ynakoBLj, no 2
KOHTYPHi YapyHKOBI
yNakoBKM B NayLi

Ta hapmakoHarnsgy - OHOB/IEHHSA TEKCTY
MapKyBaHHS yNakoBKU MiKapCbKoro 3acoby 3
BHECEeHHAM iHchopMaLii LWoA0 3a3HauyeHHsA
OAMHWLB BUMIPIOBaHHSA Y cucteMi Sl. BHeceHHs
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3MiH g0 po3ainy “MapkyBaHHs" MKA N3:
3anpornoHoBaHo: MapkyBaHHs. 3rigHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH
BBE/EHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHSA

184.

METAKAPTUH

PO34nH opasibHuii 2 /10
M, no 10 mn y dhnakoHax
Ne10 y kapTOHHi1 kopobui

YOPN],
MEOVLIVH
INIAY CAH. BE
TIDK. A.LLL

TypeyunH
a

YOPJ, MEAVLH
INIAU CAH. BE
TIDK. A.LLL

TypeuunHa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:
3MiHM | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta hapmakoHarnsgy - OHOB/IEHHSA TEKCTY
MapKyBaHHS yMakoBKM MiKapCbKOro 3acoby 3
BHECEHHSAM iHchopMmaLii LWoA0 3a3HaYeHHs
OAMHULIb BUMIpIOBaHHA y cuctemi Sl ta
3a3HavYeHHsa gaTv BUpobHuUTBa. BBEAEHHSA 3MIH
NPOTAroM 6-T! MICALIB MiC/1A 3aTBEPKEHHS

6e3
peyenma

UA/18029/01/01

185.

MWUPOCUBAH

PO34nH N8 iH exuild, 6,75
mr/0,9 mn, no 0,9 mny
hnakoHi; No 1 dpnakoHy y
KapTOHHI KopooLi

ToBapucTso 3
0bMexeHot
BignoBsiganbHicT
10 "POKET-
PAPM"

YKpaiHa

TOB "dapmigesn”

Nartsisa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TMNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy - OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHhopmalii LWoA0 3a3HauYeHHs
OAMHVLb BUMIPIOBaHHA Y cucTemi Sl. BHeceHHs
3MiH 40 po3giny «MapkyBaHHsi» MKA N13;
3anponoHoBaHo: Po3ain MKA «MapKyBaHHs».
3riHO 3aTBEpPL)KEHOr0 TEKCTY MapKyBaHHS.
TepMiH BBEAEHHS 3MiH: NPOTArom 6-Tv MicsiLiB
nicns 3aTBepkKeHHs 3MiH

3a
peyenmom

UA/16409/01/01

186.

MUPO®YPUN

kancynu no 200 mr no 5
Kancyn y 6nictepi; no 2
abo no 3 6nictepn y
KapTOHHI KopooLii

ToBapucTso 3
06MeXeHoto
BignoBiga/IbHICT
0 "POKET-
dAPM"

YKpaiHa

ABC dapmayeyTivi
C.n.A.

ITanisa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHV | TURY - 3MiHK Woo 6e3nekn/eddeKkTMBHOCTI
Ta hapmakoHarnsay - OHOB/IEHHA TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHAM iHhopmaLii LWoA0 3a3HaYeHHSA
OfIMHULIb BUMIPIOBaHHSA y cuctemi Sl. BHeceHHs
3MiH 40 po3giny «MapkyBaHHsi» MKA N13;
3anponoHosaHo: Po3ain MKA «MapkyBaHHs»
3riiHO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS.
TepMiH BBEAEHHS 3MiH: NPOTArom 6-Tv MicsiLiB
nicns 3aTBepkKeHHs 3MiH

3a
peyenmom

UA/17351/02/01

187.

MOKCW®/IOKC
ALVH

TabneTku, BKpUTI
060/10HKOt0, NO 400 Mr; no
5 a6o no 7, a6o no 10
TabneTtok y 6nictepi; no 1
6nicTepy B nauui 3
KapToHy; no 10 TabneTok y
6nicTepi; no 1 6nictepy B
nauui 3 KApToHY

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis:
3MiHW | TUNY - BBEAEHHS HOBOrO BUPOOHMKA ANS
Ait040T pevoBUHN MOKCUdoKcauyHy
rigpoxnopngy CHROMO LABORATORIES INDIA
PRIVATE LIMITED B sikoro HasiBHWi1 CepTudikaT
BifnoBigHocTi €Bponelicbkol Papmakonei RO-CEP
2016-327-Rev 01 B JONOBHEHHS [0 BXe
3aTBepAXeHoro Bupo6Huka Al MSN

3a
peyenmom

UA/17766/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
PHRAMACHEM PRIVATE LIMITED, IHgis
188. | MOKCU®DNOKC | po3uunH ans iHdysiid, 400 [JouipHe Ykpaina [JouipHe Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/18530/01/01
AUMH Mr/250 mn no 250 mny nignpueMcTBo nigNpPMEMCTBO 3MiHM | TNy - AAMiHICTpaTMBHI 3MiHU. 3MiHa Ha3BK peyenmom
KOHTeliHepi 3 "®apmatpeiig" "®apmaTtpeiig” nNiKapcbKoro 3acoby - 3MiHW BHECEHI LL0A0 Ha3BU
noninponinexy; no 1 N3. 3atBepaxeHo: MAKCUN®JTOKC
KOHTEiHepy B KapTOHHIl 3anponoHoBaHo: MOKCU®JTOKCALMH
ynakoBLyj
189. | MOKCUDJ/IOKC | Tabnetku, BKpUTI TOB Ykpaina TOB "®APMEKC Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16662/01/01
AUNH- 060710HKOI0, No 400 Mr; no "®APMEKC reyn 3MiHM | TUMY - 3MiHK 3 AKOCTi. FOTOBMIA NiKApCbKUiA peyenmom
DAPMEKC 5 Tabnetok y 6nictepi, no reyn" 3aci6. 3mMiHM y BUpo6HULTBI. 3MiHa po3mipy cepii
1 abo no 2 6nictepu B (BKKOUAOUM Ajana3oH po3Mipy cepil) roToBoro
KapTOHHI kopo6uj; no 10 nikapcbkoro 3acoby (36inbweHHs go 10 pasis
TabneTtok y 6nictepi, no 1 NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) -
6nicTepy B KAPTOHHIi BBE[EHHS 10AATKOBOro po3mipy M3;
Kopoo6Li 3anponoHoBaHo: 2 kr; 6 kr; 49 kr (70 000
TabneTok)
190. | MOHA®OKC Kpanni o4Hi, po34ynH no 5 AT "Apawmep, MonbLa damap A.B.E. Ipevyis BHECEHHSA 3MiH [0 peecTpaljiiiHux maTepianis: 3a UA/16906/01/01
Mr/mn no 5 M 'y donakoHi, dapma" Animoc MnaHT, BUNPAB/IEHHST TEXHIYHMX NOMWJIOK, 3rigHO nn.5 peyenmom
no 1 chnakoHy y KapTOHHiA IpeLis (BUPOGHUK n.2.4. posginy VI Hakazy MO3 Ykpainu Big
Kopoo6Li "in bulk", nakyBaHHs 26.08.2005p. Ne 426 (y pefakuii Hakasy MO3
i KOHTpOsb cepii); Ykpainm Big 23.07.2015 p Ne 460) — BUNpaB/eHHs
dapmateH C.A., TexHiYHOT nomunkn y MKA y cneumdikauii, Ta
Ipeuis (BTOpUHHE BignosigHoMy po3gini MKA 3a nokasHukom
nakyBaHHs1, «CepefHili 06em Kpani»: 3aTBepaKeHa pegakuis
KOHTPO/Ib | BUMYCK "3,8 MKk 10 % (34,2-41,8 mK1), 3anpornoHoBaHa
cepii) pegakuis: "38 mMkn £10 % (34,2-41,8 mkn).
3anponoHoBaHa pefakLisi TEXHIYHOI NOMUIIKN
BiANOBIfA€e MaTepiasiaMm peecTpaLiiiHoro Aochbe
191. | MOP®IHY Tabnetkn no 0,010 r no 10 ToBapucTBo 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3a UA/12735/01/02
CYNb®AT TabneTtok y 6nictepi; no 1 [0[aTKOBOK [04aTKOBOK 3MiHY | TUMY - 3MiHW BHECEHO [0 IHCTPYKUIT Ans peyenmom
abo no 5 6nicTepiB y nayui | BignoBigaibHIiCT BiANOBIAA/ILHICTIO MeAMYHOro 3acTocyBaHHS NikapcbKoro 3acoby o
3 kapToHy; no 10 TabneTok 10 "IHTEPXIM" "IHTEPXIM" po3ginis "B3aemogis 3 iHWMMU NiKapCbKUMu
y 6nictepi; no 14 3acobamu Ta iHWi BUAmn B3aemogiii”, "OcobmBoCTi
6nicTepiB y rpynosiii Tapi 3acToCyBaHHA " LWOA0 6e3neku 3acToCyBaHHSA
AiloY0i peyoBuHM, BiANOBIAHO [0 pekoMeHAaaLii
PRAC. BBegeHHs 3MiH NpoTAarom 3-X MicAuiB nicns
3aTBEPAKEHHSA
192. | MOP®IHY Tabnetkn no 0,005 r no 10 ToBapucTso 3 YKpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/12735/01/01
CYNb®AT TabneTtok y 6nictepi; no 5 [0[aTKOBOK [04aTKOBOK 3MiHY | TUMy - 3MiHWM BHECEHO [0 IHCTPYKUIT Ans peyenmom
6nicTepiB y nauui 3 BignosiganbHICT BiANOBIAANILHICTIO MeAMYHOro 3acToCcyBaHHA NiKapcbKoro 3acoby o
KapToHY 10 "IHTEPXIM" "IHTEPXIM" po3ginis "B3aemogis 3 iHWMMK NikapCbKUMu

3acob6amu Ta iHWi Buan B3aemogiit”, "OcobmBocCTi
3aCTOCyBaHHS " LLOA0 Ge3nekn 3acTocyBaHHS
Ait04O0T peYoBMHM, BIANOBIAHO A0 pekoMeHaaLli

PRAC. BBegeHHs1 3MiH NpoTsirom 3-X MicALiB nic/s
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3aTBEepAKEHHSI

193.

HA/TOKCOHY
rAPOXIOPU,
JVIMAPAT

NMOpPOLLOK KpuCTaliuHuii
(cybeTaHuin) y
nonieTUNeHoOBUX NakeTax
ANs hapmaleBTUYHOro
3aCTOCyBaHHSA

TOB
"XapkiBCcbke
thapmaueBTUYHe
nigNpPUEMCTBO
"3p0poB's
Hapoay”

YKpaiHa

MAK®AP/IAH CMIT

NIMITEL,

Benwuka
BpuTtaHis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | Tuny - 3miHK 3 sakocTi. CepTuddikat
BignoBigHocTi/E-cepTudikat BigNoBiAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikara
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
matepiany/peareHTy/npomMiKHOro MPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APl; Ana
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAKeHOro BUPoOHUKa -
nogaHHs oHoeneHoro CepTtudikaTy BifnoBigHOCTI
€poneiicbkili hapmakonei R1-CEP 2006-261-
Rev 04 (nonepepaHs Bepcia R1-CEP 2006-261-Rev
02) Big, BXe 3aTBEPA)KEHOr0 BUPOOHMKa ans Adl
Ha/10KCOHy rigpoxsiopuay Ta, sk Hacnigok, 3miHa
TepMiHy NepekoHTPOsI0 cy6cTaHui i3 2-X 0o 4-x
POKiB Ta BMK/IaA4EHHS Ha3BW Ta agpecu BUPOGHMKa
i3 Macfarlan Smith Limited, 10 Wheatfield Road,
Edinburgh, EH 11 2QA, United Kingdom /
MakdpapnaH CwmiT Jlimiteq, 10 Yitoing Poyg,
Egin6ypr, EH 11 2 QA, Benvika 6putaHis Ha
MACFARLAN SMITH LIMITED, 10 Wheatfield
Road United Kingdom-EH11 2QA Edinburgh,
Scotland, United Kingdom / MAK®APJTIAH CMIT
NIMITEL, 10 Yitding Poyzn Benvika bputaHisi-
EH11 2QA EpgiHbypr, WWoTnaHgis, Benvka
BpuTanis BignosigHo fo aktyansHoro CEP (6e3
3MiHM MiCLA po3TallyBaHHS)

UA/11168/01/01

194.

HAMPO®®

TabneTkn, BKPUTI
N/1iBKOBOI 06O/IOHKOIO, MO
275 mr no 10 TabneTok y
6nictepi; no 1 a6o 2
6nicTepy B KapPTOHHIlA
KopoobLi

POTA®APM
NIMITEL

Benuka
BpuTtaHis

Biochapma lnay CaH.

Be Tigx. A.LL.,

TypeuuuHa; YOP/[,

MEOVUWH IN1AY
CAH. BE TIXK.
A.U., TypeuumHa

TypeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta hapmakoHarnsay - OHOB/IEHHSA TEKCTY
MapKyBaHHS yNakoBKM MiKapCbKoro 3acoby 3
BHECEeHHAM iHchopMaLii LWoA0 3a3HauyeHHsA
OMHULIb BUMIPIOBaHHS y cucteMi Sl Ta BHECEHHSA
AaTv BUPOGHMLTBA.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS

3a
peyernmom

UA/12506/01/01

195.

HAMPO®®

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOI, N0
550 mr no 10 TabneTok y
6nictepi; no 1 a6o 2
6nicTepy B KapPTOHHIlA
Kopoo6Li

POTA®APM
NIMITEL

Benuka
BpuTtaHis

Biochapma lnay CaH.

Be Timx. A.LL.,

TypeuuuHa; YOPN],

MEANLUWH INAY
CAH. BE TIXK.
A.LL., TypeuunHa

TypeuunHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
3MiHM | TNy - 3MiHK Woao 6e3nekun/eddeKTUBHOCTI
Ta hapmakoHarnsgy - OHOBIEHHSA TEKCTY
MapKyBaHHS YNakOBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHchopMaLii LWoA0 3a3HauyeHHs
OAMHULb BUMIpIOBAHHSA Y cuctemi S| Ta BHECEHHS

3a
peyenmom

UA/12506/01/02
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
[atn BupobHuuTBa.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA
196. | HEOLEBPOH PO34uH NS iH'ekuiin, 500 EBPO-PAPMA ITanis ECCETI ITanis BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/13539/01/01
Mr/4 mn no 4 mn B amnyni; CPN SGAPMAYEYTIMI 3MiHu |l TUNy - 3MiHK 3 AKOCTi. A®l. BUPOGHMLTBO. peyenmom
no 5 amnyn y KOHTYpHii CPN. 3MiHa BUPOGHVKa BUXiAHOTO/MPOMIXHOIO
YapyHKOBIl ynakosLi; no 1 npoAayKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
YNaKoBLi B KAPTOHHIlA BUpo6HMYOMY npoueci A®I, abo 3miHa BUPO6HMKA
Kopoo6Li (BK/IHOYatOUM, fe HEOOXIAHO, MiCLe NPOBEAEHHS
KOHTponito sikocTi) Al (3a BigcyTHOCTI
cepTudikaTa BiANOBIAHOCTI EBpONECHKIit
thapmakonei y 3aTBepXeHOMY [0CbE)(BBEAEHHS
HOBOro BMpO6HMKa A®| 3 HafaHHAM MacTep-
(paiina Ha AdI) - BBeileHHS1 4,0AAaTKOBOIO
BMpo6HMKa API(unTukonivy Hatpito) Kyowa Hakko
Bio Co., Ltd., Japan
197. | HEOLUEBPOH PO34unH ANs iH'ekuiii, 1000 EBPO-®PAPMA ITania ECCETI ITanis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13539/01/02
Mr/4 mna no 4 mn B amnyni; CPN PAPMAYEYTIMI 3MiHu I TMny - 3MiHK 3 AkocTi. A®I. BupobHuuTBO. peyenmom
no 3 ammny/nn B KOHTYpHIiA CPN. 3MiHa BUpPOGHYVKa BUXIiAHOTO/MPOMIXHOrO
YapyHKOBIll ynakosLi; no 1 NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
yNaKoBLji B KAPTOHHIl BMPOGHMYOMY npouieci A®I, abo 3miHa BUPOGHUKa
Kopoo6Li (BKIHOYaOuM, Ae HeobXigHO, MicLe NPOBEAEHHS
KOHTPONIO sIKOCTi) ADI (3a BiACYTHOCTI
cepTugikaTa BifgnoBigHOCTI €Bponeiichbkiii
thapmakonei y 3aTBepyKeHOMYy [L0CbE)(BBELEHHSA
HOBOro BMpo6HUKa A®I 3 HagaHHAM MacTep-
haiina Ha A®l) - BBeieHHS 404aTKOBOrO
BMpo6GHMKa A®I(unTukoniHy Hatpito) Kyowa Hakko
Bio Co., Ltd., Japan
198. | HEDA/IbXUK PO34MH NS iH'ekuin, 20 BIOKOAEKC dpaHuis BIOKOEKC, dpaHuin BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/6564/01/01
Mr/2 M1, NO 2 M B amny/ii; PpaHuis 3MiHM | TNy - 3MiHK Woao 6e3nekun/eddeKTUBHOCTI peyernmom

no 5 amnyn Ha nigaoHi B
KapTOHHIN ynakoBLi

(BignoBiganbHuin 3a
BMNyCK cepii);
OENBOAPM TYP,
®paHuisa
(BMPOGHNLTBO)

Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3araslbHeHUxX JaHux npo cuctemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHux
npo cuctemy thapmakoHarnsgy, smiHa
YNOBHOBaXXEHOI 0CO6M, BignoBiganbHOI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocoou 3
hapmakoHarnsgy 3asiBHUKa 415 34iiCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0c06Mu, BigNoBifanbHOI 3a
3ailicHeHHA thapmakoHarnsgy (BKioyaoum
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MiLLLEHHI
MacTep-aiina cuctemy papMakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6U 3asBHNKa,
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BiANOBIAa/IbHOI 32 hapmakoHarnsag,.
MponoHoBaHa pepakuis: Hatani XXoddp / Joffre
Nathalie. 3MiHa KOHTAKTHUX AaHWX YNOBHOB&XEHOI
0Co6M 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnsag,
199. | HE®PPOTEKT pO3unH ANs iHdysiii no ®peseHiyc Kabi HimeuymnH ®peseHiyc Kabi AscTpis BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3a UA/10733/01/01
250 mn a6o no 500 mny Honunang MmeX a AscTpif FTM6X 3MiHM | TUny - 3MiHa Ha3BW BUPOBHUKA r'yMOBOI peyenmom
hnakoHi, no 10 dnakoHis 6pombyTrNoBoi Npobku 3 Stelmi Ha Aptar Stelmi
Y KapTOHHIli Kopoobui SAS, BignoBiAHO AoAAETbCA iHopMaLis B
peecTpaujiiiHi MaTepianu focke (cama npobka He
3a3Hasia 3MiH, agpeca BUpPobHMLTBA He
3MiHWAACH); 3MiHK | TUMY - 3MiHa Ha3BW BUPOGHMKA
rymoBoi 6pom6yTr1oBoi Nnpobku 3 Helvoet Ha
Datwyler Pharma Packaging, BignoBigHo
[ofaeTbes iHhopMauis B ocke (cama npobka He
3a3Has1a 3MiH, agpeca BUpPobHMLTBA He
3MiHMNach)
200. | HIKOTUHOBA PO3unH ANs iH'ekuiin, 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/3224/01/01
KNCNOTA- Mr/mn no 1 mn B amnyni; "papmMaueBTUYH "papmaueBTNYHa 3MiHM | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenmom
OAPHULUSA no 5 amnyn y KOHTYpHiiA a thipma ipma "JapHuus” Ta (hapmakoHarnsay - OHOBMEHHS TEKCTY
YapyHKOBIli ynakoBLyj; no 2 "NapHuus" MapKyBaHHS yNakoBKM MiKkapCbKoro 3acoby 3
KOHTYPHi YapyHKOBI BHECEeHHAM iHchopMaLii LWoA0 3a3HauYeHHsA
ynakoBkW B nayLj OZMHULLb BUMIpIOBaHHA y cucteMi Sl. BHeceHHs
3MiH go po3giny “MapkyBaHHs" MKA N13.
3anponoHosaHo: MAPKYBAHHA BignosigHo ao
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH
BBEAEHHS 3MiH: NPOTAroM 6-TW MicsLiB nicns
3aTBEPAKEHHS
201. | HOBIFAH® TabneTku, BKpUTI [O-p Peppi'c IHAiA A-p. Pepgpi'c IHAi BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 6e3 UA/5127/01/01
NNiBKOBOI 060JI0HKOHD, MO JlabopaTtopic NabopaTtopic 3MiHW | TNy - 3MiHW BHECEHI 40 IHCTPYKLUii Ans peuyenma
10 TabneTok y 6nicTepi; nrh NimiTen MeZMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao
no 1 6nicTepy B KAPTOHHIl po3sginy "Ocob6anBoCTi 3aCTOCYBaHHA" LWOA0
Kopoo6ui 6e3nekn 3acTocyBaHHs iGynpodheHy BiAMOBIAHO 40
pekomeHaauiii PRAC. BBefieHHS 3MiH NpoTsrom 6-
TV MicsiliB nicns 3aTBepAKeHHSA
202. | HO-LUNA® Tabnetkv no 80 mr, Ne 10: TOB "CaHodpi- YkpaiHa XIHOIH 3aBog YropmHa/ BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 6e3 UA/8879/01/01
POPTE no 10 TabneTtok y ABeHTIC dapmaueBTUYHUX Ta MonbLua 3MiHN | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NikapCbKuii peyenma
6nicTepi; no 1 6nictepy y YkpaiHa" XimiyHux MpoaykTis 3aci6. Cuctema KoHTenHep/3akynopoBasibHWiA

KapTOHHI kopobui; Ne 24:
no 24 TabneTkny
6nictepi; no 1 6nictepy y
KapTOHHI Kopo6Li

Mpatiisit Ko. N1T4,.
MignpuemcTso 2
(nignpnemcTeo
Bepeleabxas),
YropwuHa;
CaHodpi-ABeHTic Cn.

3aci6. 3MiHa po3mipy ynakoBKu roToBOro
nNiKapcbKoro 3acoby (3MiHa KiIbKOCTi 0ANHULb
(Hanpuknag TabneTok, amnyn TOLW0) B yNakoBL) -
3miHa no3a fiana3oHoM 3aTBEpPAXEHVX PO3MIpiB
ynaKkoBKW. 3MiHV/ BHECEHO B IHCTPYKLiO ANs
MeAMYHOro 3aCToCcyBaHHA y p. "Ynakoska'" 3
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Hassa

®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
30.0., Monbwa BIANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS
ynaKkoBKM NikapcbKoro 3acoby. BeeaeHHs 3MiH
NpPOTArom 6-T1 MiCALIB NiC/A 3aTBEPKEHHS.
203. | OA-TAM Karcysim nposiIOHroBaHoi AypobiHgo IHAisa Aypob6iHgo ®apma IHAis BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/17510/01/01
aii, 0,4 mr, no 10 kancyn y dapma /114 Nimiten - FOHIT VII 3MiHK | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenmom
6nicTepi; no 3 6nictepn y Ta thapmakoHarnsagy (iHwi 3miHn) - OHOBNEHHSA
KapTOHHI KopooLli TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
3 BHECEHHSIM iHhOopMaUiT LLoA0 3a3HAYEHHS
OfVHWLb BMMIPIOBaHHS y cuctemi Sl
204. | O3ENAP pO3uunH ANns iHdysiii Ta TOB "tOpis- Ykpaina TOB "lOpis-Papm” Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/17983/01/01
OpasibHOro 3acTocyBaHHs, Papm” TeXHi4yHa nomuska (3rigHo Hakasy MO3 Big peyenmom
20 mr/mn; no 1 mn B 23.07.2015 Ne 460) TexHi4Hy NOMUIIKY
amnynax, no 5 amnyny BUNPaB/IEHO B TEKCTi MapKyBaHHS Ha BTOPUHHIl
KOHTYPHIli YapyHKOBIi ynakosLi /13. 3atBepaxeHo: 9. YMOBU
YMaKkoBLi, N0 2 KOHTYPHI 3BEPITAHHA
YapyHKOBI YraKkoBKu y 36epiratu npu Temnepatypi He BuLe 25 °C.
nauui 3 KapToHy 36epirati y HeloCTyNnHOMY Ans Aiteid micyi. He
3amopoxysatit. 11. HAMMEHYBAHHSA |
MICUE3HAXOXEHHA BUPOBHUKA TA/ABO
3AABHUKA
Afpeca BUPOBGHMUMX NOTY)XXHOCTEN YKpaiHa,
18030,Yepkacbka 061., M. Yepkacu, By/1.
Ko63apcbka, 108
Ten. (044) 281-01-01 www.uf.ua 3anponoHOBaHO:
9. YMOBW 3BEPITAHHSA 36epiratv npu
Temnepartypi He Bule 25 °C. 36epiratn y
HegoCTynHOMY ANns giTei micui. He
3amopoxyBaTu. Jlikapcbkuii 3aci6 cnig BBOgUTU
HeraliHo nicns BigkpuTTs amnynum. 11.
HAMMEHYBAHHS | MICLLEBHAXOI)KEHHSA
B/IPOBHUKA TA/ABO 3AABHUKA TOB «tOpis-
dapwm» Afpeca BUPOOGHNUNX NOTYXXHOCTEN
Ykpaina, 18030,Yepkacbka 06:1., M. Yepkacu, Byn.
Ko63apcbka, 108 Ten. (044) 281-01-01
www.uf.ua 3azHayeHe BUNpaB/eHHs BiANoBiaae
mMaTepiasiaM peecTpaLiiHoro 4ocke
205. | O3YPAEKC® iMnnaHTar ans AnnepraH IpnaHgais AnnepraH IpnaHgis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/12292/01/01
iHTpaBiTpeasnibHOro dapmacboTikan dapmacboTikan3 3MiHK | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenmom
BBefeHHs, 700 mkr; no 1 3 Ipnaungis Ipnangis Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM A0

annikaTopy, Lo MiCTUTb
iMnnaHTaT, pasom 3
nakeToM-noriMHayYem
BOJIOMY, Y NakeTi i3
donbru; no 1 nakeTy i3
©0IbIv B KAPTOHHIN
KOpoo6Li

y3araslbHeHUX JaHuX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
yNOBHOBaXKeHOT 0cobw, BigNoBifanbHOI 3a
3AilicHeHHA hapMakoHarnisy; KOHTaKTHOT ocoou 3
hapMakoHarnsgy 3asBHUKa 415 34iNCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobwu, BignoBifasibHOT 3a
3AiiCHEHHS1 dhapMakoHarnsay (Bkaryaroum
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-halina cuctemy papMakoHarnisay) -
3MiHa YNOBHOBaXXeHOI 0Cc0bM 3asBHUKA,
BiANOBIAabHOI 3a thapmakoHarnsag. [iroya
pegakuis: 1n3e Coxonbm / lise Sjoholm.
MponoHoBaHa pepakuis: CiHa Wagep / Sina
Schader. 3MiHa KOHTAKTHUX AaHVX YNOBHOBAXEHOI
ocobw, BignoBigasbHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXXEHOT 0CO6YU
3asBHMKa, BiANOBiAaNbHOI 3a thapMakoHarnsag B
YkpaiHi. [itoya pegakuis: Koanb KatepuHa
CepriiBHa. [MponoHoBaHa pefakuisa: Yymak Aptem
BonognmmnpoBuy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6M YNOBHOBaXEHOT 0Co6U
3a8BHVKa, BiANoOBiAaNbHOI 3a thapmakoHarnsg, s
YkpaiHi.
3MiHa MicLe3HaxomKeHHs MacTep-taiina
cucTemun chapmakoHarnsgy

206.

OKTAHAT

MOPOLLOK A1 PO34NHY
Ons iH'ekuii no 100
MO/mn; KapToHHa
Kopo6ka Nel: no 1
th/1aKoHy 3 NOPOLLKOM AN
PO3UnHY ANS iH'EKLA.
KapToHHa kopo6ka Ne2: no
1 chnakoHy 3 PO34YMHHMKOM
(Boga ans iH'ekuin) 10 mn
(1000 MO /chnakoH) pazom
3 KOMMIEKTOM AN1A
PO3YMHEHHS Ta
BHYTPILUHbOBEHHOTO
BBeAeHHs (1 wnpuy,
ofHopasoBwuii, 1
[ABOCTOPOHHS ronka, 1
rofika 3 inbTpomM, 1 ronka
ON8 iH'eKUii, 2 NpocoyeHi
CNVMPTOM TammnoHu) y
naketi abo 6nictepi.
Kopo6ka Ne 1 Ta kopobka
Ne 2 06’eHYIOTLCSA MiX
c060t0 NNacTUKOBOO
NAiBKOM.

OkTachapma
dapmaueBTuKa
MpopaykTioHcrec

M.6.X.

ABCTpIs

BMPOGHULITBO 3a
NOBHVM LMK/IOM 32
BUK/TIIOYEHHAM

BTOPUHHOI YMNakoBKW:

OkTtadhapma AB,
LWsewjs;
BMPOGHULITBO 3a
MOBHUM LIIK/TOM,
BK/lOYa0UM
BisyaslbHy
iHCneku;to:
OkTadhapma
dapmaueBTuKa
MpopykTioHcrec
M.6.X., ABCTpis;
BMPOGHULITBO 3a
NOBHUM LMK/IOM 3@
BUK/TIIOYEHHAM

BTOPUHHOI YMNakoBKW:

Oxktadhapma,
PpaHLjs;
BTOPVHHE

nakyBaHHs,

Bi3yasibHa iHCneKuis:
Okradhapma [Jeccay
'M6X, HimeuuunHa;

BMPOGHMLITBO

Kpionpevjinitata:

Oktadapma

MpogaykuioHcrecenn

LLBeuisi/

AscTpisi/

PpaHuis/
Himeuunna

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta hapmakoHarnagy (iHwi 3miHn).
PeecTpauisi 4oAaTKOBOI ynakoBkuM (3MiHM A0
KOpo6kuM Ne2, 1o MiCTUTb (p/1IakoH 3 PO3UYUHHUKOM
Ta KOMMIEKT 4151 PO3YMHEHHSA Ta
BHYTPILUHbOBEHHOTO BBELEHHS): KOMMNEKT ANs
PO3YMHEHHS Ta BHYTPILLHLOBEHHOTO BBEAEHHS
MOXe nakyBaTucs y nakeTt abo 6nictep.
3MiHM BHECEHO B iHCTPYKLUilO AN MEAUYHOT0
3acToCcyBaHHS nikapcbkoro 3acoby, MKA Ta
peecTpaLiiHe NocBiAYeHHs y p."YnakoBka".
TepMmiH BBeAeHHS 3MiH - 6 MicAUiB micaA
3aTBEPKEHHS.

3a
peyenmom

UA/15468/01/02
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
wadT JoiiunaHg,
M.6.X., HimeuynHa
207. | OKTAHAT NOPOLLIOK 4151 PO3UNHY OkTachapma ABCTpis BMPOGHULITBO 3a LWsewis/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/15468/01/01
ONns iH'ekyini no 50 MO/mn; dapmaueBTMKa NOBHMM LMK/IOM 3a ABcTpisi/ 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI peyenmom
KapToHHa kopobka Nel: MpopaykTioHcrec BUK/HOYEHHAM PpaHuia/ Ta thapmakoHarnagy (iHwi 3miHum).
MicTuTb 1 chnakoH 3 M.6.X. BTOPWHHOI YNakoBKU: HimeyunHa PeecTtpauis £04aTKOBOI yNakoBKu (3MiHM 40
MOPOLLUKOM A/ PO3YNHY Oktacbapma AB, KOpo6KM Ne2, Lo MICTUTb hNakoH 3 PO3YNHHUKOM
ONA iH'eKUjid. KapToHHa LBewjs; Ta KOMNAEKT ANS PO3YMHEHHA Ta
Kopo6ka Ne2: MicTutb 1 BMPOGHULITBO 3a BHYTPILUHbOBEHHOIO BBELEHHS): KOMMIEKT ANA
(h/1aKOH 3 PO3UMHHUKOM MOBHUM LIK/TOM, PO3YMHEHHS Ta BHYTPILLHLOBEHHOTO BBEEHHS
(Bofa Ans iH'ekuii no 5 mn BKJ/IHOYa0UU MOXKe nakyBaTucsl y naket abo 6nictep.
(250 MO/dhnakoH) abo 10 Bi3yasilbHy 3MiHV BHECEHO B iHCTPYKLitO 4719 MeANYHOro
mn (500 MO/chnakoH)) Ta iHCMeKL;to: 3acTocyBaHHsA nikapcbkoro 3acoby, MKA ta
KOMMNEKT A/19 PO3YMHEHHA Oktadapma peecTpaLiiiiHe NOCBiAYEHHN Y p."YNakoBka".
Ta BHYTPILUHbOBEHHOTO PapmaLeBTnka TepmiH BBEAEHHS 3MiH - 6 MicAUIB nicnA
BBefAeHHs (1 wnpuy MpopaykTioHcrec 3aTBEPKEHHS.
ofHopasosuid, 1 M.6.X., ABCTpis;
[BOCTOPOHHSA ronika, 1 BMPOGHULITBO 3a
ronka 3 dinbTpom, 1 roska NOBHUM LVIK/IOM 3a
ONs iH'eKUiiA, 2 NpocoYeHi BUK/IHOYEHHAM
CMMPTOM TaMmnoHW) y BTOPUHHOI YNakoBKU:
naketi abo 6nicTepi. OxTadapma,
Kopob6ka Ne 1 Ta kopobka PpaHuis;
Ne 2 06’efHYOTbCA MiX BTOPVHHE
€060t0 NNacTUKOBOIO nakyBaHHS,
NNiBKOO. Bi3yasibHa iHCneKLuis:
Oktadhapma [eccay
m6X, HimeuunHa,;
BMPOBHULITBO
Kpionpevjinitata:
OkTadapma
MpoaykuioHcrecenn
wadt JoiiunaHg,
M.6.X., HimeyunHa
208. | ONIIMENb N4E emy”nbCia Ans iHgya3ii; no Bakctep C.A. Benbris BXigHWIA KOHTPOSIb, Benbris BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/17379/01/01
1000 mn y TpukamepHomy KOHTPO/b 3MiHM Il TURY - 3MiHW BHECeHo A0 IHCTpyKLii Ans peyenmom
n1acTKoBOMY nakeTi B MPOMDKHOI0 MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
3aXUCHin 060/10HLj, Lo NpOAYKTY, po3ainis "MNpoTunokasaHHs", "B3aemogis 3 iHWnumu
MICTUTb MOF/IMHAY KWCHIO; BMPOGHMLTBO, nikapcbkMmn 3acobamu Ta iHWi BUAn B3aeMogiii",
no 6 nakeTiB Y KAPTOHHIl nakyBaHHs, "Oco6MBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHS Yy
Kopo6ui; no 1500 mny KOHTPO/Ib SKOCTi Ta nepiog, saritTHoCTi abo roayBaHHs rpyaar”,
TpUKamepHomy BWMNYCK Cepil: "34aTHiCTb BNAMBATY Ha LWBMAKICTb peakuii npu
naacTKoBOMY nakeTi B Bakctep C.A. KepyBaHHi aBTOTPaHCNOPTOM abo0 iHWMU

3aXUCHin 060/10HLj, Lo
MICTUTb MOF/IMHAY KWCHIO;
no 4 nakeTn y KapTOHHii
Kopo6bui; no 2000 mn y
TpYKamepHoMy

MexaHismamu", "Cnoci6b 3acTocyBaHHsA Ta 4o3un",
"Mo6iuHi peakuii”, "HecyMmicHicTb". BBeAEHHS 3MiH
NPOTAroM 6-Tu MICALB NiCNA 3aTBePAKEHHSA
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
N1acTUKOBOMY MakeTi B
3aXUCHin 060/10HLj, Lo
MICTUTb NOT/IMHAY KWUCHIO;
no 4 nakeTu y KapTOHHIA
Kopooui
209. | ONNPEH® -75 PO34nH NS iH'eKLii, no 2 TOB "TeBa Ykpaina Mepkne 'm6X, Himeuunna BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3a UA/5122/01/01
M B amnyni; no 5 amnyn y YkpaiHa" HimeuunHa 3MiHM | TUMY - OHOBNEHHSA cepTudikaTa peyenmom
KopoobLi (BUPOGHUK, AKUI BiANoBigHOCTI EBponeiickkili hapmakonei R1-CEP
Bignosigae 3a 1996-020-Rev 07 gnsa A®l Lidocaine hydrochloride
BMPOGHMLTBO BiJ BXXe 3aTBepmxeHoro BupobHuka Moehs Iberica
npoaykty in bulk, S.L., Kk Hacnigok gofanack BUpoOHUYA AiNbHALSA
nepBuHHe MOEHS BCN, S.L. (Spain); HagaHHs 3BiTy 3
nakyBaHHs, OL{iHKM PU3MKIB CTOCOBHO €/1EMEHTHMX AOMILLOK
BTOPUHHE BignosigHo CEP. 3anponoHoBaHo: MOEHS
nakyBaHHs, BUMYCK Catalana S.L. (Spain), MOEHS BCN, S.L. (Spain)
cepii; BUPO6HUK,
AIKWiA BigNoBigae 3a
KOHTPO/b cepii)
210. | OMHITPON® PO34uH ANS iH'eKUii, 5 CaHpo3 'mbX ABCTpIs CaHpo3 M'm6X- Bl ABCTpif BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/12754/01/01
mr/1,5 mn, no 1,5 mny LadpTeHay, ABCTpis 3MiHKM | TURY - 3MiHK WoA0 6e3nekn/eheKTUBHOCTI peyenmom
KapTpuaxi; mo 1, 5 a6o 10 (BUPOGHMLTBO in Ta chapmakoHarnsgy - 3amiHa posginy «IpadiuHe
KapTPUIXIB Y KAPTOHHIl bulk, nakyBaHHs, 0(hOpMNIEHHSA YNaKoBKM» Ha «MapKyBaHHS» B
KopoobLi BUMYCK cepii) 3aTBepmxeHnx MKA J13; 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo 3aTBEpAKEHOro TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
YNaKoBKM NiKapCbKOro 3aco6y 3 BHECEHHAM
iHchopmaw,ii LWoA0 3a3HaYEHHS OAUHULIb
BMMIpIOBaHHA y cuctemi Sl
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHSA
211. | OMHITPON® PO34uH NS iH'ekuiin, 10 CaHpo3 'mbX ABCTpIs CaHpo3 M'm6X- Bl ABCTpis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/12754/01/02
mr/1,5 mnno 1,5 mny LadpTeHay, ABCTpis 3MiHKM | TURY - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI peyenmom
KapTpugxi; no 1, 5 a6o 10 (BMPOGHMLTBO in Ta hapmakoHarnsgy - 3amiHa posginy «padivHe
KapTPUIKIB Y KAPTOHHIl bulk, nakyBaHHs, 0(hOpMNIEHHS YNaKoBKMN» Ha «MapKyBaHHs» B
Kopoo6Li BUMNYCK cepil) 3aTBepmxeHnx MKA J13; 3anponoHoBaHo:
MAPKYBAHH$A 3rigHo 3aTBEpAXEHOro TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
YMakoBKM MiKAPCbKOro 3acoby 3 BHECEHHAM
iHhopmauii WwoA0 3a3HaYeHHs OAUHNLb
BMMIpIOBaHHA y cuctemi Sl
BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
212. | OMHOIMNOH-3H PO34uH NS iH'eKUiid; no 1 TOB Ykpaina TOB "Xapkicbke Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/5179/01/01
M B amnyni; no 5 amnyn y "XapkiBCcbke hapmaueBTuyHe 3MiHM | TMNY - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI peyenmom
6nicTepi; no 1 a6o 2, abo thapmaueBTUYHe niANpMEMCTBO Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
20 6nicTepiB y kopobui nigNpPUEMCTBO "3p0poB's Hapoay" y3ara/ibHeHNX AaHux npo cuctemy
"3a0poB's thapmakoHarnagy (BBefeHHs y3araslbHeHUX JaHux

Hapozy”

npo cuctemy hapmMakoHarnisigy, 3MiHa
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

YMOBHOB&XeHOT 0cobw, BignoBiganbHOI 3a
3AiicHeHHA hapMakoHarnsagy; KOHTaKTHoOT ocobu 3
hapmakoHarnsgy 3asiBHUKa /15 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
Bif], yNOBHOB&XeHOT 0co6u, BiANOBiJabHOI 3a
3ailicHeHHA thapMakoHarnsgy (BKioyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
mMacTep-goaiina cuctemy hapmMakoHarnisay - 3miHa
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a (hapmakoHarnag,.

[MponoHoBaHa pepakuis: 3umuLbka MaprHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX SaHUX
YMOBHOB&XeHOT 0C0bM 3as1BHMKA, BifnoBigabHOT
3a hapmakoHarnsg

213.

OPTO®EH

TabneTkn, BKPUTI
060/10HKOIO,
KULLKOBOPO34MHHI Mo 25
mr, no 10 TabneTok y
6nicTepi, no 3 6nictepn y
nadui 3 kapToHy; no 10
TabneTok y 6nictepi, no
100 6nicTepiB y KopobLi 3
KapToHy; no 10 TabneTok y
6nictepi

MpAT
"TexHonor"

Ykpaina

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis:
3MiHM | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta hapmakoHarnsgy - OHOB/MIEHHSA TEKCTY
MapKyBaHHS yNakoBKM MiKapCbKoro 3acoby 3
BHECEHHSAM iHchopMalLii LWoA0 3a3HaYeHHs
OOMHVLB BUMIpIOBaHHA y cucteMi Sl. OHOBNEHHSA
BXE 3aTBEP)KEHOr0 TEKCTY MapKyBaHHS;
BHECEHHS 3MiH 40 po3ainy “MapkyBaHHsA" MKA N13:
3anponoHoBaHo: [1519 roToBOro NikapcbKoro
3acoby. Po3gin «MapkyBaHHs». 3rifHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micsAuiB nicns
3aTBEPAKEHHSA

3a
peyermom

UA/5047/01/01

214.

OPTO®EH

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO3UMHHI Nno 25
Mr in bulk: no 9000 a6o no
16000 TabneTok y
KOHTeliHepax

MpAT
"TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHKM | TURY - 3MiHK WoA0 6e3nekn/eheKTUBHOCTI
Ta papmakoHarnsgy - OHOBIEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BUMIpOBaHHS Y cuctemi Sl. OHOBMEHHSA
B)XE 3aTBEP)KEHOro TeKCTYy MapKyBaHHA /15
ynakoBku in bulk: no 9000 a6o no 16000 Ta6neTok
Y KOHTeHepax (BHECEHHSI MO3HA4YeHb OAUHNLL
BMMIPIOBaHHS, 3 BUKOPUCTaHHAM fliTep
NaTUHCLKOro andyasiTy); BHECEHHS 3MiH A0
po3giny “MapkyBaHHs” MKA J13: 3anponoHOoBaHo:
Po3pin «MapkyBaHHS». 3rifHO 3aTBEPKEHOIO
TEKCTY MapKyBaHHs, L0 A0AAETbCA. TepMiH
BBEAEHHS 3MiH MPOTAroM 6 MicAuis nicns
3aTBepAKeHHs

UA/5048/01/01

215.

OTUMAKC®

Kpanni ByLWHi; no 16 ry
dhnakoHi; no 1 dpnakoHy
pas3oM 3 NNacTUKOBOK
KpanesibHULe y

BIOKOAEKC

PpaHLis

BIOKOJEKC

PpaHuis

BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis:
3MiHK | TURy - 3MiHK WoA0 6e3nekn/eddeKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3miHu oo
y3araslbHeHUX laHKX Mpo cucTeMy

6e3
peyenma

UA/5205/01/01




n/n

Hassa

dopma sunycky

3asiBHUK

KpaiHa

126

JliKapcbKO20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KapTOHHI KOpo6Lli

Bupo6HuK

3asiBHUKa

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

216.

ODEB®

Kancynu m siki no 100 mr;

BepiHrep

HimeyuuH

MepBuHHe

HimeuunHa

chapmakoHarnsgy (BBefleHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, amMiHa
YNOBHOBAXEHOI 0CO6M, BignoBiganbHOI 3a
3[iiCHEHHST hapMakoHarIs4y; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHvKa Ans 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXEHOT 0Cc06W, BigNoBifabHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
MacTtep-aiina cuctemy papMakoHarnisgy) -
3MiHa YNOBHOBa)XXEHOI 0CO6U 3asBHUKA,
Bi4NoBiga/IbHOT 3a hapMakoHarnsg.
MponoHoBaHa pepakuis: Hatani XXodhdp / Joffre
Nathalie. 3mMiHa KOHTaKTHUX gaHWUX YNOBHOBaXEHOT
ocobu 3asBHUKa, BiANOBIAA/ILHOI 3a
thapmakoHarnag

nocsio4YeHHs

no 10 kancyn y 6nictepi;
no 6 6nicTepiB y KAPTOHHIl

yrakoBLi

IHrenbxanm
IHTepHeLwHN
vmeX

a

(6nictepn) Ta
BTOPWHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
KOHTPO/Tb AKOCTi 3a
NOKa3HUKOM
MikpobiosnoriyHa
yucToTa Ta BUNycK
cepiin nikapcbkoro
3acoby:
BepiHrep
IHrenbxanm ®apma
v6X i Ko.KI,
HimeuuunHa;
Brpo6HMLTBO,
ynakoska Ta
KOHTPO/Ib AKOCTI (32
BUK/TIIOYEHHAM
Mikpo6ionoriyHoi
4nCTOTH) Kancyn
bulk (e
po3chacoBaHoi
npoaykuii):
KataneHt
HimeuunHa E6epbax
Mv6X, HimeyunHa,;
AnbTepHaTUBHI
OinbHUUI ons

BTOPUHHOIoO

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3miHu |l TUny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI
Ta hapmakoHarnsgy. 3MiHM y TepaneBTUHHUX
rokasaHHsAX (fofJaBaHHsA HOBOrO TepaneBTUYHOro
nokasaHHs abo 3miHa y 3aTBepAKEHOMY
nokasaHHi) 3mMiHM BHeceHo [0 IHCTpykuii gns
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "MokasaHHS", a TakoX A0 Po3AiniB
"®apmakonoriyHi BacTuBocTi"
("®apmakognHamika", "®apmakokiHeTmka"),
"Cnoci6 3acTocyBaHHS Ta f03K" (BHECEHI
YTOYHEHHS), "OCO6MBOCTI 3aCTOCYBaHHS",
"Mo6iyHi peakuii” Ta Ao po3ainis 4.1 MNMokasaHHA 40
3acTocyBaHHs, 4.2 [103u Ta cnoci6 3acTOCyBaHHS,
4.4 Ocob/1Bi 3aCTEPEXEHHS Ta 0COGMNBOCTI

3acTocyBaHHs, 4.8 Mo6iuHi peaxuii, 5.1
dapmakoguHamika, 5.2 dapmakokiHeTMKa KOPOTKOT
XapaKTepuCTUKN NiKapCbKoro 3acoby BiAnoBiAHO
[0 MaTepianiB peecTpauiiHoro gocke. BeefeHHs
3MiH NPOTAroM 6-TW MiICALIB NiC/1A 3aTBEPAKEHHS

3a
peyernmom

UA/16115/01/01




n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa

127

Bupo6HuK

KpaiHa

3acoby

ynakoska)

3asiBHUKa

nakyBaHHA Ta

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

217.

ODEB®

Kancynm m siki no 150 mr;
no 10 kancyn y 6nictepi;

Bepinrep
IHrenbxanm

HimeuumnH
a

MapKyBaHHS:
LLiteremaHH
JTboHdbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeyumnHa;
dapm/lor dapma
NopxicTik TM6X,
HimeyumnHa;
AnbTepHaTUBHI
nab6oparopii ans
npoBefeHHs
KOHTPO/O SIKOCTI (3a
BUK/TIOYEHHAM
MikpobionoriuHoi
YACTOTW):
A eHp Em WTabTect
Mm6X, HimevunHa;
HysicaH TM6X,
HimeuumnHa;
AnbTepHaTuBHa
nab6oparopis ons
npoBefeHHs
KOHTPO/O AKOCTI
Mikpo6ionoriyHoi
4yncToTu:
CIrC IHcTutyT
®peseHiyc MvbX,
HimeuunHa
Na6op N+C AT,
HimeuyunHa

MepBuHHE

HimeuunHa

nocsio4YeHHs

no 6 6nicTepiB y KAPTOHHIN
ynakoBLi

IHTepHeLwHN
M6X

(6nictepn) Ta
BTOPUHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
KOHTPO/Tb AKOCTI 3a
NOKa3HUKOM
MikpobionoriyHa
yuctoTa Ta BUNycK
cepiii nikapcbkoro
3acoby:
BepiHrep
IHrenbxaiim ®apma

'm6X i Ko.KT,

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3minu |l TUny - 3MiHK WoAao 6e3nekn/edpeKTUBHOCTI
Ta hapmakoHarnsgy. 3MiHM y TepaneBTUdHUX
nokasaHHsX (4ofaBaHHA HOBOro TepaneBTUYHOro
rokasaHHs abo 3miHa y 3aTBeppKeHoMy

nokasaHHi) 3mMiH1M BHeceHo [0 IHCTpykuii ans
MEeAMYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby Ao
po3sginy "MokasaHHa", a Takox [0 po3ainis
"®apmakonoriyHi BnactusocTi”
("PapmakogmHamika”, "®apmakokiHeTuka"),
"Cnoci6 3acTocyBaHHs Ta A031" (BHECEHI
YTOYHEHHS), "OCOo6/IMBOCTI 3aCTOCYBaHHSA",

"Mo6iyHi peakuii" Ta A0 po3ginis 4.1 MokasaHHs [0

3a
peyenmom

UA/16115/01/02




n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

128

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

HimeuumnHa;
Brpo6HMUTBO,

Ymosu
Bionycky

Homep
peecmpayiliHo2o

KOHTPO/IO AKOCTI (3a
Mikpo6ionoriyHoi

A eHg Em LUTa6TecT
'm6X, HimeuunHa;
HysicaH 'mM6X,

AnbTepHaTuBHa
nab6oparopia ans

KOHTPO/O AKOCTI
Mikpob6ionoriuHoi

CI'C IHCTUTYT
PpeseHiyc MM6X,
Himeyunna
Na6op N+C AT,

ynakoeka Ta
KOHTPO/Ib SKOCTI (3a
BUK/IOYEHHAM
Mikpob6ionoriyHoi
4nCTOTH) Kancyn
bulk (He
po3dhacoBaHoi
npoaykuii):
KaTtaneHt
HimeuunHa E6epbax
vM6X, HimeuunHa;
AnbTepHaTUBHI
AiNbHULI Ans
BTOPVHHOIO
nakyBaHHA Ta
MapKyBaHHS:
LUTeremaHH
JNboHepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuuunHa;
Papm/lor dapma
NopyxicTik TM6X,
HimeuuunHa;
AnbTepHaTUBHI
na6opartopii gns
npoBefeHHs

BUK/TIHOYEHHSM
4YNCTOTH):
HimeuunHa;
npoBeAeHHs

HYNCTOTU:

HimeyunHa

3acTocyBaHHs, 4.2 [lo3n Ta cnocié 3acTocyBaHHs,
4.4 Ocob/1Bi 3aCTEPEXEHHS Ta 0COGMNBOCTI
3acTocyBaHHs, 4.8 MNob6ivHi peakwi, 5.1
dapmakoguHamika, 5.2 dapmakokiHeTMKa KOPOTKOT
XapaKTepuUCTUKM NikapcbKoro 3acoby BifnoBigHO
[0 MaTepianiB peecTpauiiHoro gocke. BeefeHHs
3MiH NPOTAroM 6-Tu MICALIB NiCNA 3aTBEPIXXEHHS

nocsio4YeHHs
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
218. | OD®EB® Kancynm m siki no 100 mr; BepiHrep HimeuuunH MepBUHHE HimeyuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16115/01/01
no 10 kancyn y 6nictepi; IHrenbxainm a (6nicTepu) Ta 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no 6 6nicTepiB y KAPTOHHIl IHTepHeLwwH BTOPUHHE HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa
ynakoBLj v6X nakyBaHHs, (BNacHvKa peecTpauiiHoro NocBigYeHHs)
MapKyBaHHS,

KOHTPO/b SIKOCTI,
KOHTPO/Tb AKOCTi 3a
NOKa3HUKOM
MikpobiosnoriyHa
yucToTa Ta BUNycK
cepiin nikapcbkoro
3acoby:
BepiHrep
IHrenbxanm ®apma
m6X i Ko.KT,
HimeuumnHa,;
Brpo6HMLTBO,
ynakoska Ta
KOHTPO/Ib AKOCTI (3a
BUK/TIIOYEHHAM
Mikpo6ionoriyHoi
4nCTOTH) Kancyn
bulk (e
po3cacoBaHoi
npoaykuii):
KataneHt
HimeuunHa E6epbax
M6X, HimeuuunHa,;
AnbTepHaTUBHI
OinbHUUI ons
BTOPVHHOIO
nakyBaHHS Ta
MapKyBaHHS:
LLiteremaHH
JNboHbepnakyHreH
yHZ JloricTiwep
Cepsic e. K.,
HimeuumnHa;
dapm/lor dapma
NopxicTik TM6X,
HimeuumnHa;
AnbTepHaTuBHI
nab6oparopii ans
npoBefeHHs
KOHTPO/O SKOCTi (3a
BUK/IOYEHHAM
Mikpob6ionoriyxHoi
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
YNCTOTH):

A eHp Em LWTabTect
'm6X, HimeuunHa;
HysicaH 'vM6X,
HimeuumnHa,;
AnbTepHaTVBHa
nab6oparopis gns
npoBefeHHs
KOHTPO/O SIKOCTI
MikpobionoriuHoi
4yncToTY:
CIrC IHctutyt
dpeseHiyc Mm6X,

HimeuyunHa
Na6op N+C AT,
Himeyunna
219. | OPEB® Kancysm m°ski no 150 wr; BepiHrep HimeuumnH MepBuHHE HimeyunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/16115/01/02
no 10 kancyn y 6nictepi; IHrenbxanm a (6nicTepu) Ta 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no 6 6nicTepiB y KAPTOHHIlA IHTEpHELIHN BTOPVHHE HaliMeHyBaHHs Ta/abo afpecu 3asiBHUKa
ynakoBLi M6X nakyBaHHs, (BNacHviKa peecTpauiiHoro NocBig4eHHs)
MapKyBaHHS,

KOHTPO/b SIKOCTI,
KOHTPO/Ib SKOCTI 3@
NOKa3HUKOM
Mikpo6ionoriyHa
yncToTa Ta BUMYCK
cepiii nikapcbkoro
3acoby:
BepiHrep
IHrenbxaiv ®apma
M6X i Ko.KT,
HimeuumnHa;
Brpo6HMUTBO,
ynakoBka Ta
KOHTPO/Ib SKOCTI (3a
BUK/IOYEHHAM
MiKpOGionoriyHoi
4YMUCTOTW) Kancyn
bulk (He
po3dacoBaHoi
npoaykKuii):
KataneHt
HimeyunHa E6epbax
'm6X, HimeuunHa;
AnbTepHaTuBHI
OinbHULI aNns
BTOPUHHOTIO




Hassa
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n/n

JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

220.

NAKCENAAVH

nakyBaHHSA Ta
MapKyBaHHS:
LLiteremaHH
JTboHdbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeyumnHa;
dapm/lor dapma
NopxicTik TM6X,
HimeyumnHa;
AnbTepHaTUBHI
nab6oparopii ans
npoBefeHHs
KOHTPO/O SIKOCTI (3a
BUK/TIOYEHHAM
MikpobionoriuHoi
YACTOTW):

A eHp Em WTabTect
Mm6X, HimevunHa;
HysicaH TM6X,
HimeuumnHa;
AnbTepHaTuBHa
nab6oparopis ons
npoBefeHHs
KOHTPO/O AKOCTI
Mikpo6ionoriyHoi
4yncToTu:

CIrC IHcTutyT
®peseHiyc MvbX,
HimeuunHa
Na6op N+C AT,
HimeuyunHa

®

cupon, 10 mr/5 mn; no 125
M1y p1akoHi; no 1
hnakoHy 3 MipHOLO
JIOXKOIO Y KapTOHHIl
KopoobLi

INCEH
KOHCBbIOMEP
XEJICKEA,
akuioHepHe
TOBapuCTBO
CMPOLLEHOro
™viny

®paHuis

BO®YP INCEH
IHAYCTPI, ®paHuis
(KOHTpONb AKOCTI,
BUMYCK cepii);
CodhapTrekc,
®paHuia
(BUpOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1)

®paHuis

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHM | TUNY - 3MiHK 3 AAKOCTi. FOTOBUIA NiKapCbKuii
3aci6. CtabinbHICTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby (3MiHa B ymoBax 36epiraHHs
roTOBOro NikapCcbKoro 3acoby abo nmicns
PO3YMHEHHS/BIAHOBMIEHHS) - BHECEHHS 3MiH A0
po3gainy «YMoBU 36epiraHHs»; 3anponoHoBaHo:
YMOBW 3BEPIFTAHHA He notpebye ocobamsux
YMOB 36epiraHHs.
3MiHV BHECEHO B IHCTPYKLiIO A1 MeAUYHOro
3acTOCyBaHHA y p. "YMOBM 36epiraHHs" 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS
yNakoBKU NiKapcbKoro 3acoby. BeBeAeHHs 3MiH

NpoTArom 12 MicAUiB Micisa 3aTBEPKEHHS; 3MiHM |

6e3
peyenma

UA/2437/02/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Slikapcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHM y npoLeci
BMPOGHULITBA rOTOBOrO J1iKapCbKOro 3acoby,
BK/TO4AI0UY MPOMIXKHUI MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOGHULTBI FOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3miHa y npoueci
BMPOGHMLITBA) - BHECEHHS 3MiH 0 MOC/iA0BHOCTI
Ta yacy nepemillyBaHHs iHrpesieHTiB (Kanito
copb6arty Ta BOAu) B NpoLeci BUPO6HMLTBA Y
po3gini 3.2.P.3.3. Onnc BMpo6HMYOro npotecy Ta
KOHTPO/I0 Npouecy
221. | NAMI®OC KOHLEHTpAT A1 PO34YNHY Megpak HimeuymnH IAT Bionorika M6X, Himeuunna BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3a UA/3341/01/01
Ons iHdysiii, 3 mr/mn, no 5 lesenbwadT a HimeuunHa 3MiHM | TRy - 3MiHK Woao 6e3nekun/eddekTUBHOCTI peyenmom
mA, abo 10 mn, a6o 20 mn, chrop KAiHiWwe (BMPOGHMLTBO "in Ta (hapmakoHarnagy. BeegeHHst abo 3MiHU A0
ab6o 30 mn y conakoHi; no 1 | Lneujanbnpena bulk", nepsuHHe y3arasibHeHVX AaHnx Npo cuctemy
hN1akoHy B KOpo6Lyi pate M6X naKkyBaHHS Ta thapmakoHarnsgy (BBeAEHHS y3araslbHeHNX JaHux
KOHTPO/b cepild); npo cuctemy papmakoHarnsgy, amiHa
Mepak esenbacpt YNOBHOBaXEHOI 0CO6MU, BignoBiganbHOI 3a
chrop KniHiwe 3[iicCHEHHS hapMakoHarIs4y; KOHTaKTHOI 0cobu 3
Lneujansnpenapat chapmakoHarnsgy 3asBHuKa Ans 34jACHEHHS
e M6X, HimeuunHa thapmakoHarnagy B YKpaiHi, SKLL0 BOHA BigMiHHA
(BTOPUHHE Bifl yNOBHOBa)XeHOT 0c06W, BignoBifanbHOT 3a
nakyBaHHs, 34ilicHeHHA thapmakoHarnsgy (BKovaoum
MapKyBaHHS, KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
KOHTPO/b Ta BUMYCK MacTep-aiina cuctemy papMakoHarnisay) -
cepir) 3MiHa KOHTaKTHOI 0C06Y YNOBHOBaXXEHOI 0CO6U
3asBHVKa, BiANOBiAaNbHOI 3a thapmakoHarnsag s
YkpaiHi. MNponoHoBaHa pefakuis: bakyH AHHa
OnekcaHApiBHa. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U YNOBHOBaXXEHOT 0CO6YU
3asBHMKa, BiANOBiAaNbHOI 3a hapMakoHarnsg B
YkpaiHi
222. | NANA30/- Tabnetkn, no 10 TabneTok MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/6207/01/01
AAPHMLA Y KOHTYPHIll YapyHKOBIlA "®apmaueBTUYH "®apmaueBTnyHa BUNPAaB/IEHO TEXHiYHI NOMUIIKA Y TEKCTI peyenma
yNaKoBLj; N0 1 KOHTYpPHii a thipma ipma "JapHuus” MapKyBaHHS YNakoBKM JiKapCbKOro 3acoby:
YapyHKOBIli ynakoBL,i B "fNapHuus" 3anpornoHoBaHo: nepenHHa ynakoska 1. HA3BA
navui NIKAPCBKOI'O 3ACOBY Manason-AapHuus
Mana3on-AapHuua BTOPNHHA ynakoBska 2.
KINBbKICTb AIF0YOI PEHYOBWHI 1 Tabnetka
MicTUTb: 6eHgazony rigpoxnopugy 30 Mr (mg),
nanasepuHy rigpoxnopuay 30 mr (mg). 1 Tabnetka
coaepxuT: 6eHgasona rugpoxnopuga 30 mr (mg),
nanasepuHa rugpoxsaopuga 30 Mr (mg).
3a3HayeHe BUMNpaB/IEHHS BiANOBifaE MaTepianam
PEECTPALLNHOIO A0ChE
223. | MIAPOH cycneHsist opasibHa, 120 TOB "KYCYM Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/9270/02/01
Mr/5 ma no 100 mn y PAPM" PAPM" 3MiHU | TUMY - OHOBJ/IEHHS BXE 3aTBEPKEHUX peyenma
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

dhnakoHi: no 1 donakoHy 3
MipHOI CK/SIHOYKOH Y
KapTOHHIlA ynakoBL,i

MeTOZIB KOHTPOJIK0 AKOCTi NiKapCbKOro 3acoby, a
came BUKNafeHHA TEKCTY fepXaBHO MOBO
3rifHO CyYacHUX BUMOT; 3MiHW | TUMY - OHOBNEHHS
TEKCTYy MapKyBaHHA yNakoBKW /liKapCbKoro 3acoby
3 BHECEHHAM iHhopMaLii LWoA0 3a3HauYeHHs
OVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
3MiH A0 po3giny «MapKyBaHHS»: 3anponoHOBaHO:
MapkyBaHHsA
3rigHo i3 3aTBEPAKEHNM TEKCTOM MapKyBaHHS.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHSA

224,

MIPOKCUKAM
CO®DAPMA

Kancynu Teepgi no 10 mr
no 10 kancyn y 6nictepi;
no 2 6nicTepy B KAPTOHHIi
nauui

AT "Codpapma”

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHWKa peecTpauiiiHOro NocBig4YeHHs) 3mMiHa
HaliMeHyBaHHs Ta afjpecu 3asBHUKA aHIMiNCbKOO
MOBOI. 3MiHU | TUNY - AOMIHICTPATUBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu micua
NPOBa)KEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BkIoyaum
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHSN
KOHTPOJI0 SIKOCTI. (ZiANbHICTb, 3a Ky BignoBigae
BMPOGHMWK/IMNOPTEp, BK/IOYaOUM BUMYCK Cepild)
3MiHa HanMcaHHA HaliMeHyBaHHSA Ta agpecy Micua
NPOBaXEHHS AiS/IbHOCTI BUPO6HUMKa /13
aHrNincLKo MoBOK, 6e3 3MiHW Micus
BMPOGHULITBA

3a
peyermom

UA/2936/01/01

225.

MNIPOKCUKAM
CODAPMA

Kancynu Teepgi no 20 mr
no 10 kancyn y 6nictepi;
no 2 6nicTepy B KAPTOHHIi
navui

AT "Codpapma”

Bonrapis

AT "Cothapma”

Bonrapis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHUKa
(BnacHviKka peecTpauiiHoro NocBig4YeHHs) 3miHa
HaliMeHyBaHHs Ta afpecu 3asiBHUKA aHTMiNCbKOO
MOBOI. 3MiHU | TUNY - AAMIHICTPATUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBaPKEHHS AiSbHOCTI BUpoBOHUKa/imMnopTepa
roTOBOro MikapCcbKoro 3acoby, BKAUaun
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky Bignosigae
BMPOGHMK/IMNOpPTEp, BKIOYaOUM BUMYCK Cepiid)
3MiHa HanMcaHHA HaliMeHyBaHHS Ta afpecu Micus
NPOBaPKEHHSA AiS/IbHOCTI BUpoBOHUKa M3
aHrNincoLKo MoBO, 6e3 3MiHW Micus
BMPOGHULITBA

3a
peyenmom

UA/2936/01/02

226.

MNNALEHTA
KOMMO3NTYM

PO34MH ANA iH'eKLiiA, No
2,2 M1 B amnyni; no 5
amnyn y KOHTYPHii
YapyHKOBIll ynakosLi; no 1

Bionoriwe
XannoMmittenb
Xeenb M'm6X

HimeyuuH
a

Bionoriwe
XanbmiTTe b
Xeenb Mm6X

HimeuunHa

BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis:
3MiHK | TUny - 3MiHK 3 AKocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar BignosigHocCTi
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,

3a
peuyenmom

UA/2465/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

abo no 2, abo no 20
KOHTYPHWX YapyHKOBMX
yNakoBOK B KOpobLi 3
KapTOHY

NoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y
BigNoBigHICTb A0 MoHorpadii 4PY a6o
€Bponeiicbkoi thapmakonei, abo iHLWoi
HaujoHanbHoi chapmakonei gepxasu €C (3miHa y
cneumdikauii HechapmakoneiiHoro A®| ans
npuBeLeHHs y BifNoBiAHICTb A0 BUMOr AdY abo
€Bponelicbkoi hapmakonel, abo iHwoi
HauioHasbHOT hapmakonel gepxasu €C) -
JlonomixHa pevyoBvHa/BUXigHWIA MaTepian ons
BMPOGHMLUTBA ADI- 3miHa y cneuudikauii 4ns
BUXigHoro matepiany Vipera berus, 3okpema:
3amiHa MoHorpadii komnanii Ha moHorpadito HAB.
3anponoHoBaHo: Specification according to HAB
monograph «Vipera berus»; 3miHu | Tuny - 3MiHu 3
akocTi. CepTucpikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MmoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXiAHICTIO NPpUBEAEHHS Y BIANOBIAHICTbL A0
MoHorpadii Py abo €sponeiicbkoi hapmakoner,
ab0 iHLWOT HauioHaIbHOI hapmakonei Aepxasun EC
(3miHa y cneumddikaLii HedphapmakoneliHoro A®|
[ON15 NPVBEAEHHS Y BigMNoBigHICTb f0 BUMor JdY
abo €sponelicbkoi hapmakonei, abo iHLol
HaujioHasbHOI thapmakonei aepxasu €C) -
JonomixHa peyoBrHa/BUXigHWIA MaTepian ans
BUpO6HMLTBA ADI - 3MiHa Y crieundikavii ans
Vipera berus D2, 30kpema: 3aMiHa MOHorpadii
KoMMaHii Ha moHorpadpito HAB. 3anponoHoBaHo:
Specification according to HAB monograph
«Vipera berus»

227.

NONAuMBI

MOpOLLOK A5
KOHL,EHTpaTy A9 PO34nHy
A5 iHdysili no 140 mr, no
1 dhnakoHy y KapTOHHil
KopoobLi

®.XothdhmaHH-
Na Pow fita

LLiseiiuapi
A

BCM
dapmacbloTikan3
C.n.A,, lTania
(BMpPOGHMLTBO
Hepo3dgacoBaHOl
npoayKuii, NnepBrHHe
nakyBaHHS,
BMNPO6YBaHHsA
KOHTPOJO SIKOCTI
(TibKM Ha
CTepPUbHICTb Ta
6akTepianbHi
€HIOTOKCUHW));
JNloHsa 114,
Llseiiuapis
(BunpobyBaHHs
KOHTPO/O AKOCTI

ITania/
LLiBeiiuapis

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy - 3MiHu BHECEHO B TEKCT
MapKyBaHHS YNakoBK/ NiKapCbKoro 3acoby.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/18465/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
OKpiM aKTMBHOCTI,
CTepWIbLHOCTI Ta
6akTepianibHNX
€HJ0TOKCUHIB);
®.XohhmaHH-/1a
Pouw Jltg,
LlBeiiuapis
(BunpobyBaHHs
KOHTPO/O SIKOCTI
(TinbKM
aKTUBHOCTITb),
BTOPVHHE
nakyBaHHS1, BUMYCK
cepii)
228. | MONDKUHAKC Karncynu sariHasibHi, no 6 Na6opaTtopis PpaHuis IHHOTepa LLlys3i, PpaHuis/ BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis: 3a UA/10193/01/01
Kancyn y 6nictepi, no 1 IHHOTEK ®paHuia (BUPO6HUK LLiBefiuapis 3MiHM | TUMY - 3MiHK 3 AKOCTi. FOTOBMIA NiKapCbKUiA peyenmom
abo 2 6nictepu B IHTepHacbiioHan BiANOBigaIbHMI 3a 3aci6. KOHTpO/1b rOTOBOr0 NiKapcbKoro 3acooy.
KapTOHHI KOPOOL; b nakyBaHHs, 3MiHa napameTpiB cneungikauii Ta/abo
KOHTPO/b | BUNYCK [OMYyCTUMMX MEX roTOBOrO NiKapcbkoro 3acoby
cepii); KataneHt (BUNYyYEHHA HE3HAYHOro NokasHuWka (Hanpuknag
®paHy, BeitHxelim 3acTapisioro NokasHuMka, Takoro sk 3anax Ta cMak,
CA, ®paHujis abo igeHTudikauis 6apBHMKIB Y CMaKOBUX
(BUPOGHWMK no6aBok)) - Buny4veHHs 3i Cneuudikauii / Metogis
BiANOBIAa/IbHUI 3a BMNpo6yBaHHA /13 npu BUNycky Ta TEPMiHY
BUPOGHMLTBO in NPUAATHOCTI KOHTPO/Ib 38 NOKa3HKOM
bulk); CBICC KEINC "Mikpob6ionoriyHa uncroTa". BBegeHHs 3MiH
Ar, LLiseliuapisa npoTArom 6 micAuiB nicns 3aTBepKeHHS
(BMPOGHYMK
BiANOBigaIbHUI 3a
BMPOGHULTBO in
bulk)
229. | MPECTAPIYM® | TabneTku, BKpUTI ne dpaHuis Nab6opaTtopii Ceps'e PpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/1901/02/01
10 MIr NAiBKOBOK 000I0HKOHO, MO NNABOPATYAP IHpacTpi, PpaHuis; IpnaHgis 3MiHM | TMNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenmom
10 wmr, no 14 a6o no 30 CEPB'E€ Ceps'e (IpnaHgis) Ta (hapmakoHarnsgy. BeegeHHs abo 3miHv oo

Tab/1eToK Y KOHTEHEePI
ons Tabnetok; no 1
KOHTeliHepy Ana TabneTtok
Y KOpo6L,i 3 KapTOHY

IHpacTpic Nita,
IpnaHgjs

y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0CO6M, BignoBiganbHOI 3a
3[ilicCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMW, BignoBifa/IbHOT 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-aiina cuctemu papmakoHarnsgy) -
3MiHa YNOBHOB&)XXEHOI 0CO6U 3asBHUKA,
BiAnoBiga/IbHOI 3a hapmakoHarnsg.
[MponoHoBaHa pegakuis: Luc Feldmann / Jliok
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

denbgmaHH. 3MiHa KOHTAKTHUX JaHKX
YNOBHOB&XEHOT 0C06M, BignoBiganbHOI 3a
hapMakoHarnsg. 3mMiHa KOHTaKkTHOT 0co6u
YMOBHOB&XeHOT 0C06M 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnsg, B YkpaiHi. lNponoHoBaHa
pefakuisi: PokyHb OkcaHa HOpiiBHa. 3miHa
KOHTaKTHUX JaHWNX KOHTaKTHOI 0cobu
YNOBHOB&XEHOT 0CO6U 3as1BHVKA, BifnoBigabHOI
3a papmakoHarnag B Ykpaini. 3miHa Homepa
mMacTep-aiina cuctemy papmakoHarisgy

230.

NPECTAPIYM®
2,5 M

TabneTku, BKPUTI
N/1iBKOBOIO 060/10HKOI0, MO
2,5 mr, no 14 a6o no 30
Tab/1eTOK Y KOHTEHEPI
ons Tabnetok; no 1
KOHTeliHepy Ana TabneTtok
Y KOpo6L,i 3 KapTOHY

ne
NNABOPATYAP
CEPB'E

dpaHuis

Nab6opaTopii Ceps'e
IHpacTpi, PpaHuis;
Cepg'e (IpnaHpgis)

IHpacTpic NTa,
IpnaHgjs

PpaHuia/
IpnaHgis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TMNYy - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasbHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0CO6M, BignoBigansHOI 3a
3iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
macTtep-aiina cuctemy papmakoHarnsay) -
3MiHa YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BignoBigabHOI 3a hapmakoHarnsag.
MponoHoBaHa pepakuis: Luc Feldmann / ok
®enbaMaHH. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0c06M, BignoBiganbHOI 3a
thapmakoHarnsg. 3mMiHa KOHTaKkTHOT 0co6u
YMOBHOB&XeHOT 0c0bM 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnsg, B YkpaiHi. MponoHoBaHa
pegakuisi: PokyHb OkcaHa HOpiiBHa. 3miHa
KOHTaKTHUX JaHWNX KOHTaKTHOI 0cobu
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifnoBigaibHOl
3a papmakoHarnag B Ykpaini. 3miHa Homepa
mMacTep-aiina cuctemy papmMakoHarisgy

3a
peyenmom

UA/1901/02/02

231.

MPECTAPIYM®
5Mr

TabneTku, BKPUTI
N/1iBKOBOI 060/10HKOI0, MO
5 mr, no 14 a6o no 30
Tab/1eToK Y KOHTEHEePI
ons Tabnetok; no 1
KOHTeliHepy Ana Tabnetok
Y KOpo6L,i 3 KapTOHY

ne
NABOPATYAP
CEPB'E€

dpaHuis

Nab6opaTopii Ceps'e
IHpacTpi, PpaHuis;
Ceps'e (IpnaHgis)

IHpacTpic NiTa,
IpnaHgjs

DdpaHuia/
IpnaHgis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TMNYy - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnagy. BeegeHHst abo 3miHu Ao
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0C06M, BigNoBiganbHOI 3a
3[ilicCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
chapmakoHarnsgy 3asaBHUKa 4151 34iCHEHHS

3a
peyenmom

UA/1901/02/03
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
Bif], yNOBHOB&XXeHOT 0co6u, BiANOBiJabHOI 3a
34ilicHeHHA thapMakoHarnsgy (BKoyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-aiina cuctemy papMakoHarnisay) -
3MiHa YNOBHOB&XXEHOI 0CO6U 3asBHYIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
MponoHoBaHa pepakuis: Luc Feldmann / Jliok
PenbaMaHH. 3MiHa KOHTaKTHUX AaHnX
YMOBHOB&aXeHOT 0cobw, BignoBiganbHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOI 0cobu
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a papmakoHarnsg B Ykpaini. lponoHosaHa
pepakuisi: PokyHb OkcaHa HOpiiBHa. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
YMOBHOB&XeHOT 0Co6M 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnsg, B YkpaiHi. 3MiHa Homepa
mMacTep-halina cuctemu papmMakoHarnsgy

232.

MNPECTAPIYM®
APT'HIH KOMBI

TabneTkn, BKpUTI
NNiBKOBOIO 060J1I0HKOID; MO
14 a60o no 30 TabneTok y
KOHTeliHepi; no 1
KOHTelHepy y kopobui 3
KapTOoHY

ne
NABOPATYAP
CEPB'E

®paHLis

NabopaTtopii Ceps'e
IHAacTpi, ®paHuis;
Ceps'e (IpnaHgis)

IHpacTpic N4,
IpnaHgis

PpaHuis/
IpnaHgis

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUX JaHnx npo cuctemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHnx
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[ifiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iINCHEHHS
thapmakoHarnsgy B YkpaiHi, SKLL0 BOHa BigMiHHA
Bif, yNOBHOB&XEHOT 0co6u, BiANOBiAaIbHOI 3a
3fificHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-haiina cuctemu papMakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHNIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg.
MponoHoBaHa pepakuin: Luc Feldmann / Jliok
®enbaMaHH. 3MiHa KOHTaKTHUX AaHnX
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
thapMakoHarnsag. 3mMiHa KOHTaKTHOT 0co6u
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a (papmakoHarnsg B Ykpaini. NponoHosaHa
pefakuisi: PokyHb OkcaHa HOpiiBHa. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOi 0co6u
YMOBHOB&XeHOT 0cobM 3as1BHMKA, BignoBiganbHOT
3a (papmakoHarnsg B Ykpaidi. 3miHa Homepa
MacTep-haiina cuctemm hapmakoHarnsgy

3a
peyenmom

UA/5654/01/01

233.

NPECTUNON®

TabNeTKn, BKPUTI

ne

DpaHuis

BUPOBHMUTBO,

DdpaHuis/

BHECEHHS1 3MiH 10 peecTpauiiHMX maTepianis:

3a

UA/15828/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
10 M/ 5 MIr NAiBKOBOK 060I0HKOIO, MO NABOPATYAP aHani3, NnepBuHHe Ta Ipnangis 3MiHW | TMNy - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI peyenmom
10 mr/5 mr, no 30 a6o 100 CEPB'E€ BTOPVHHE Ta (hapmakoHarnsgy. BeegeHHst abo 3MiHu A0
TabNeToK Yy KOHTElHepI nakyBaHHS1, BUMYCK y3araslbHeHUX JaHnX Npo cucTemy
ons tabnetok; no 1 cepii: Jlabopartopii thapmakoHarnsgy (BBeAEHHS y3ara/ibHeHNX JaHux
KOHTelHepy Ans TabneTok Ceps'e IHAACTPI, npo cucTemy dhapmakoHarnsgy, 3amiHa
y KopobLj 3 KapTOHY ®paHLia; nepBuHHe YMNOBHOBaXeHOT 0cobw, BiANoBifabHOI 3a
nakyBa/IbHOro Ta BTOPVIHHE 3AiicHeHHA hapMakoHarnsgy; KOHTakTHOT ocobu 3
nakyBaHHS1, BUMYCK chapmakoHarnsgy 3asaBHuKa Ans 34iACHEHHS
cepii: Ceps'e thapmakoHarnagy B YKpaiHi, SKLLO0 BOHA BigMiHHA
(Ipnangis) IHgacTpic Bifl yNOBHOB&a)XeHOT 0Cc06W, BigNoBifabHOI 3a
Nta, IpnaHgis 3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
MacTtep-aiina cuctemy papMakoHarnisay) -
3MiHa YNOBHOBa)XXEHOI 0CO6U 3asBHUKA,
Bi4NoBiga/IbHOT 3a hapMakoHarnsg.
MponoHoBaHa pepakuis: Luc Feldmann / JTiok
®enbamaHH. 3MiHa KOHTaKTHUX JaHWX
YNOBHOBAXEHOI 0CO6M, BignoBiganbHOI 3a
thapmakoHarnsg. 3MiHa KOHTakTHOT 0cobu
YNOBHOBA&XEHOT 0CO6U 3as1BHVKA, BifnoBigaibHOl
3a hapmakoHarnsag B Ykpaii.
MponoHoBaHa pepakuis: PokyHb OkcaHa tOpiiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0co6u
YMNOBHOBaXeHOT 0COOM 3asiBHMKA, BifnoBigaibHOT
3a (papmakoHarnsg B Ykpaiti. 3viHa Homepa
macTep-chaiina cuctemun dhapmakoHarnsgy
234. | NPECTUNON® TabneTkn, BKPUTI ne dpaHuis BUPOBHMLTBO, DdpaHuia/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/15827/01/02
10 Mr/10 Mr NAiBKOBOK 000JI0HKOIO, MO NABOPATYAP aHanis, nepBuHHe Ta IpnaHgis 3MiHM | TRy - 3MiHK Woao 6e3nekun/eddekTUBHOCTI peyenmom
10 mr/10 wmr, no 30 a6o CEPB'E€ BTOPVHHE Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0

100 Tabnetok y
KOHTelWHepi ans TabneTok;
no 1 KoHTeliHepy ans
TabneTok y kopobu,i 3
KapTOHY NakyBa/lbHOro

nakyBaHHS1, BUMYCK
cepii: Jlabopartopii
Ceps'e IHpacTpi,
®paHLis; nepBuHHE
Ta BTOPVHHE
nakyBaHHS1, BUMYCK
cepii: CepB'e
(Ipnangis) IHgacTpic
Nta, Ipnangis

y3arasibHeHUX JaHnX Npo cucTemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0CO6MU, BifgnoBiganbHOI 3a
3[jiicHEeHHSs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHVKa ANs 34jACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0c06u, BignoBifanbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-aiina cuctemy papMakoHarnisay) -
3MiHa YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
BigNoBiga/IbHOI 3a hapMakoHarnsga.
MponoHoBaHa pepakuis: Luc Feldmann / /Tok
®enbaMaHH. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXXEHOT 0CO6MU, BignoBiganbHOI 3a
thapmakoHarnsg. 3MiHa KOHTakTHOT 0co6u
YNOBHOB&XEHOI 0CO6M 3as1BHMKA, BifnoBiganbHOI
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3a papmakoHarnsg B Ykpaini. NponoHosaHa
pepakuisi: PokyHb OkcaHa HOpiiBHa. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
YMOBHOB&XeHOT 0C06M 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnsg, B YkpaiHi. 3MiHa Homepa
mMacTep-halina cuctemu papmMakoHarnsgy
235. | MPECTUNON® | Tabnetku, BKpUTI ne ®paHuis BMPOGHMLTBO, PpaHuis/ BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/15829/01/01
5 Mr/10 Mr nniBKOBOK 060J10HKOIO, MO NABOPATYAP aHani3, nepBuHHe Ta IpnaHgis 3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI peyenmom
5 mr/10 wr, no 30 a6o 100 CEPB'E BTOPUHHE Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
TabneToK y KOHTelHepi nakyBaHHS1, BUMYCK y3araslbHeHUX JaHnx npo cucTemy
ons Tabnetok; no 1 cepii: labopartopii hapMakoHarnsagy (BBeeHHs y3arasibHeHUX JaHuX
KOHTeliHepy Ana TabneTok Ceps'e IHgacTpi, npo cmuctemy chapmakoHarnsgy, smiHa
y KOpobL,ji 3 KapTOHY ®paHLis; nepBUHHE yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
nakyBasibHOro Ta BTOPVHHE 3AilicHeHHA hapMakoHarnsy; KOHTaKTHOT ocoou 3
nakyBaHHs, BUMYCK hapmakoHarnsgy 3asBHUKa 415 34iCHEHHSA
cepii: CepB'e thapmakoHarnsgy B YkpaiHi, SKLL0 BOHa BigMiHHA
(IpnaHgist) IHpacTpic Bif, yNOBHOB&XeHOT 0co6u, BiANOBiAabHOI 3a
Nta, Ipnangis 3[ilicHEeHHS chapMakoHarnsay (Bkaroyaroum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy PO3MiLLEHHI
MacTep-haiina cuctemu papMmakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6U 3asBHNIKa,
BiANOBIAa/IbHOI 32 hapmakoHarnsg.
MponoHoBaHa pepakuis: Luc Feldmann / ok
®enbaMaHH. 3MiHa KOHTaKTHUX JaHnX
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
thapMakoHarnsag. 3mMiHa KOHTaKTHOT 0co6u
YNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a (papmakoHarnsg B Ykpaini. NMponoHoBaHa
pefakuisi: PokyHb OkcaHa HOpiiBHa. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
YMOBHOB&XeHOT 0c0bM 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnsg B YkpaiHi. 3miHa Homepa
MacTep-haiina cuctemm hapmakoHarnsgy
236. | NPECTUNON® TabneTku, BKpUTI ne PpaHuin BMPOGHMLTBO, PpaHuia/ BHECEHHS 3MiH 10 peecTpaviiiHiX MmaTepianis: 3a UA/15827/01/01
5Mr/5Mr nniBKOBOK 060I0HKOIO, MO NABOPATYAP aHani3, nepsuHHe Ta IpnaHgis 3MiHM | TURY - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI peyenmom
5 wmr /5 wmr, no 10, 30 a6o CEPB'E BTOPUHHE Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o

100 TabneTok y
KOHTEeWHepi ansi TabneTok;
no 1 KoHTelHepy Ans
TabneTok y kopobui 3
KapTOHY NakyBaslbHOro

nakyBaHHS1, BUMYyCK
cepii: labopartopii
Ceps'e IHpacTpi,
®paHuia; neprMHHe
Ta BTOPVHHE
nakyBaHHs, BUNYyCK
cepii: CepB'e
(IpnaHgist) IHpacTpic
Nta, Ipnangis

y3ara/ibHeHMX AaHunx npo cuctemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[ifiCHEHHs1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bif, yNOBHOB&XEHOT 0co6u, BiANOBiAabHOI 3a
3fiicHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM Y PO3MiLLLEHHI
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MacTep-aiina cuctemy papMakoHarnisay) -
3MiHa YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
BigNoBiga/IbHOI 3a hapMakoHarnsg.
lMponoHoBaHa pepakuis: Luc Feldmann / /Tiok
denbamaHH. 3MiHa KOHTAKTHUX JaHUX
YNOBHOBAaXEHOI 0CO6MU, BignoBiganbHOI 3a
thapmakoHarnsg. 3MiHa KOHTakTHOT 0co6u
YNOBHOB&XEHOT 0CO6U 3as1BHVKA, BifnoBigabHOI
3a (hapmakoHarnsg, B YkpaiHi. lponoHoBaHa
pepakuisi: PokyHb OkcaHa HOpiiBHa. 3MiHa
KOHTaKTHUX JaHWNX KOHTaKTHOI 0cobu
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a (papmakoHarnsg B Ykpaini. 3viHa Homepa
macTep-haiina cuctemun dhapmakoHarnsgy
237. | OPIOPUKC™ | niocpinizat 4Ns posumHy nakcoCwmitTKns Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/13694/01/01
PRIORIX™ Ons iH'ekuin, 1 nH ExkcnopT BpuTaHis Bionoaxikans C.A. 3MiHM | TUMY - 3MiHK 3 AKOCTi. FOTOBMIA NiKapCbKUiA peyenmom
KOMBIHOBAH MOHO/Z1030BUi1 chnakoH (1 Nimiteq 3aci6. KOHTpO/1b rOTOBOr0 NiKapcbKoro 3acooy.
A BAKUMHA [03a) 3 nioghinizatom y 3MiHa y meTogax BMNpo6yBaHHS roTOBOrO
ansa KOMMJ/IEKTi 3 PO3YMHHVKOM nNikapcbKoro 3acoby (iHWi 3MiHM y MeToAax
NPO®PINAKTUK | (Boga pons iH'ekuiin) y BUNPO6YBaHb (BK/OUAOUM 3aMiHy abo
N KOPY, nonepeaHbO HarnoBHEHOMY [OMNOBHEHHS)) - MPMBEAEHHA Temnepartypu
ENIAEMIYHOI Linpuui Ta ABOMa rosikamu 36epiraHHs 3paskiB BakLWHM, WO
O NAPOTUTY B KapTOHHI kopobuij; 100 BMKOPUCTOBYIOTLCSA Nif, Yac KOHTPOSIIO AKOCTI A5
TA KPACHYXUN MOHOA030BMX (1 f03a) BM3HAYEHHS TEPMOCTabiNIbHOCTi KOPOBOro
dhnakoHiB 3 niodpinizaTom KOMMOHEHTY Ta MapOTUTHOTO KOMMOHEHTY
Y KOMMNEKTi 3 MeTOA0M TUTPYBaHHA Y Ky/bTypi KNiTUH Npn
PO34MHHKKOM (BOAA ANs BUMYCKY, [0 BUPOOHNYOI NPaKTUKK:
iH'ekyin) B amnynax Ne 100 3anponoHoBaHo: unexposed test samples stored
B OKpeMili ynakosLi; 1 for 7 days at -20°C.
MybTUA030BUIA h1akoH
(2 po3n) 3 niodpinizaTtom y
KOMMNEKTi 3 PO34YNHHNKOM
(Bofa Ans iH'exuiii) B
amnyri; no 100 wTyk
hnakoHiB Ta amnyn B
OKpeEMMX Kopobkax
238. | MPOKTO3AH® cyno3uTopii pekTanbHi, no | “"Xemodpapm" AL, | Pecny6nik KOHTPO/b cepil, Pecny6nika BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/4645/02/01
HEO 5 cynosuTopiiB y 6nictepi; a Cepbis [03BiN Ha BMNYCK Cepbis 3MiHuM | TUNY - AAMIHICTpaTVBHI 3MiHW. 3MiHa peuyenma

no 2 6nictepa y KapTOHHI
Kopoo6Li

cepii:

"Xemodhapm" AL,
Pecny6nika Cep6is;

BMPOGHMLTBO
Hepo3dhacoBaHOl

npoaykuii, nepBuHHa

Ta BTOPUHHA

ynakoBKa, KOHTPO/1b

cepil:

HalilMeHyBaHHs Ta/abo agpecy 3asBHUKa
(BnacHvika peecTpauiiHoro NOCBiAYEHHS) - 3MiHa
Ha3BW KpaiHu 3asaBHuKa [/13. BBegeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS.
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaf)KEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoyaoun
[iNbHULI BUNYCKy cepii abo Micle NpoBeAeHHs
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

"Xemodpapm" A,
Bpuwau, Bigain
BMPOGHMYA
AinbHuus Wabau,
Pecny6nika Cepbis

KOHTPOJI0 SIKOCTI. (ZiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/iIMNOpTEpP, BK/OUAOUM BUMYCK Cepild) -
3MiHa Ha3BW KpaiHu BUpo6Huka '3,
BiANOBIAA/ILHOrO 3a KOHTPO/Ib Cepii, A03BIN Ha
BWMNYCK cepii, 63 3MiHM MicLiA BUPOGHMLTBA.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu micus
NpoBafKEHHNA AiSNIbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIo4aoun
AinbHULI BUNYyCKy cepii abo MicLe NpoBeAeHHs
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
BVMPOGHMK/IMNOPTEpP, HEe BK/IOYaKUM BUMYCK Cepiid)
- 3MiHa Ha3Bu KpaiHu BupobHuka M3,
BiANOBIA&/IbHOrO 3a BUPOGHMLTBO
Hepo3dacoBaHOT MPOAYKLi, NepBMHHA Ta
BTOPWHHA yNakoBKa, KOHTPO/b cepii, 6e3 3MiHK
Micus BUPO6HULTBA. BBEAEHHSA 3MiH NPOTArOM 6-
TV MiCALIB Nic/1A 3aTBEPAKEHHS.

239.

MPOKTOCEAN
ne

Masb; Ne 1: no 10 ry Ty6i;
no 1 Ty6i pasom 3
ansikaTopoM y KapTOHHIi
KopoobLi

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

EHK't06 ETikan3
Mpaisit Mimiteq

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amMiHa
YNOBHOB&XEHOI 0c06M, BignoBigansLHOI 3a
3[iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTtep-aiina cuctemu papmakoHarnsay) -
3MiHa ynoBHOBaXKEHOT 0CO6U 3aABHUKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. Aivova
pegakuis: KniwmH AHTOH MykonaiioBuy.
MponoHoBaHa pepakuis: XopakiBcbka TeTsaHa
BauecnasiBHa. 3MiHa KOHTaKTHWUX AaHUX
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a thapmakoHarnag

3a
peyenmom

UA/4442/01/01

240.

NMPOHOPAH®

TabneTku, BKPUTI
060/10HKOIO,
NposIoHroBaHoi Aii, no 50
mr, no 15 TabneTok y
6nictepi, no 2 6nictepn y
KapTOHHI KopooLli

ne
NABOPATYAP
CEPB'E€

dpaHuis

Nab6opaTtopii Ceps'e
IHpacTpi

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TMNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy. BeegeHHst abo 3MiHu Ao
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0CO6M, BignoBiganbHOI 3a
3fiiCHEHHS ddapMaKoHarns4y; KOHTaKTHOT 0cobu 3

3a
peyenmom

UA/4995/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobw, BignoBifasbHOI 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI fAaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
macTep-chaiina cuctemmn thapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6Y 3asABHYIKA,
BignoBigasbHOI 3a hapMakoHarnsag.
MponoHoBaHa pepakuis: Luc Feldmann / ok
denbgmaHH. 3MiHa KOHTAKTHUX JaHKX
YNOBHOB&XEHOT 0CO6M, BignoBiganbHOI 3a
hapmakoHarnsg. MNponoHosaHa pefakuis: POKyHb
OkcaHa tOpiiBHa.3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6M YNOBHOBaXEHOT 0Co6U
3a8BHVKa, BiANoOBiAaNbHOI 3a thapmakoHarnsg, s
YkpaiHi. 3MiHa HoOMepa macTep-ghaiina cuctemm
chapmakoHarnsgy
241. | NPOTAMIHY nopoLuok (cybcTaHuis) y AT "®apmak” Ykpaina Oki o3ei Koriio Ko., AnoHis BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: - UA/11757/01/01
CYNb®AT naketax nogBinHMx nTa 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
nonieTNeHoBUX Ans HalimeHyBaHHs Ta/abo agpecu 3asBHUKa
BUPOBHMLTBA CTEPUSIBHUX (BnacHvKa peecTpauiinHoro NoceigYeHHs) 3miHa
nikapcbkux hopm HalilMeHyBaHHS Ta afpecu 3asiBHUKa (BMacHUKa
peecTpaLiiiHoro nNocBigYeHHs1)
242. | PENBAP™ NOPOLLOK A/15 IHraNswii, nakcoCwmitTKns Benvka "nakco OnepeWnwHe Benvka BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/14565/01/01
ENNINTA [,030BaHuii Mo 92 MKr/22 nH EkcnopT BpuTtaHis IOK NimiTen BpuTaHis 3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenmom
MKr/no3y; no 14 a6o 30 Nimiteq Ta (papmakoHarnsay - OHOBMEHHS TEKCTY
[,03 Y NOPOLLUKOBOMY MapKyBaHHS YNakoBKM JiKapCbKOro 3acoby.
iHranaTopi; no 1 TepMiH BBEEHHS 3MiH - NPOTAToM 6 MicALiB nicns
iHranaTopy y KapTOHHIiA 3aTBEPAKEHHS
Kopoo6Li
243. | PECUTAP TabneTkn, BKPUTI AT "Agamesq Monbwa AT "Apavefg Monbwa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/18471/01/01
NAiBKOBOK 000J1I0HKOMO, MO Papma" Papma” 3MiHM | TNy - 3MiHK Woao 6e3nekun/eddeKTUBHOCTI peyenma
1,5 mr, no 50 TabneTok B Ta (hapmakoHarnsay - 3MiHM BHECEHO Y TEKCT
6nictepi, no 2 6ictepa B MapKyBaHHS1, a came A04aBaHHs B MEPBUHHY
KapTOHHi KopobLyi ynakoBKy Nikapcbkoro 3acoby cxemu ans
KOPEKTHOro npuitiomMy TabneTok BiAnoBigHO A0
crnocoby 3acTocyBaHHS
244. | PECTACIC® eMy/ibCist o4Ha, 0,5 mr/mn; AnnepraH, IHK. CLWA AnnepraH Celiinc CWA BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/10983/01/01
no 0,4 Mn 'y donakoHi; no nnc 3MiHK | TURy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenmom

30 donakoHIiB B ynakoBLi

Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasbHeHUX JaHuX Npo cucTemy
thapmakoHarnsgy (BBeAEeHHs y3araslbHeHUX AaHuX
npo cucTemy dhapmakoHarnsgy, amMiHa
yNOBHOB&XEHOT 0CO6M, BigNoBiganbHOI 3a
3AilicHeHHA hapMakoHarnsazy; KOHTaKTHOT ocoou 3
hapMakoHarnsay 3asaBHUKa AN1si 34iNCHEHHS
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
Bif], yNOBHOB&XXeHOT 0co6u, BiANOBiJabHOI 3a
34ilicHeHHA thapMakoHarnsgy (BKoyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-aiina cuctemy papMakoHarnisay) -
3MiHa YNOBHOB&XXEHOI 0CO6U 3asBHYIKa,
BiANOBIAabHOI 3a thapmakoHarnsag. [irova
pegakuis: 1n3e Coxornbm / lise Sjoholm.
MponoHoBaHa pepakuisn: CiHa Wagep / Sina
Schader. 3MiHa KOHTAKTHUX AaHVX YNOBHOBAXEHOI
ocobw, BignoBigasbHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXXEHOT 0CO6YU
3a8BHMKa, BiANOBiAaNbHOI 3a hapMakoHarnsg B
YkpaiHi. [itoya pegakuis: Koanb KatepuHa
CepriiBHa. [MponoHoBaHa pefakuis: Yymak Aptem
BonognmmnpoBuy. 3MiHa KOHTaKTHUX AaHux
KOHTaKTHOT 0CO6M YNOBHOBaXEHOT 0Co6U
3asBHVKa, BiANOBifaNbHOI 3a thapmakoHarnsg, s
YkpaiHi.
3MiHa MicLe3HaxomKeHHs MacTep-taiina
cucTeMun dpapmakoHarnagy.
245. | PU3OCTUH TabneTku, BKpUTI dapmacaiiHc Kanaga dapmacaiiHc IHk. Kanaga BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/13396/01/01
060/10HKO10, 1Mo 35 Mr, Mo IHK. 3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI peyenmom
4 TabneTkn y 6nictepi, no Ta hapmakoHarnsgy - OHOBIEHHS TEKCTY
1 6nicTepy y KapTOHHii MapKyBaHHSs1 yakoBKM NiKapCbKoro 3acoby 3
KopoobLi BHECEHHSAM iHhopMaLii LWoA0 3a3HaueHHs
OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
3MiH go po3giny MKA. Mpadmnyeckoe ocpopmneHne
ynakoBoK. 3anponoHosaHo: Mapkuposka. B
COOTBETCTBUU C YTBEPXKAEHHBIM TEKCTOM
MapKVIpoOBKU.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBEPMAKEHHS
246. | PUDPAMMOILUVH TabneTkn AucneproBaHi, Makneogc IHAjA Makneopc IHAjA BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/17008/01/01
75 no 75 mr/50 mr/150 mr, no $apmacbloTukan dapmacboTukanc 3MiHM | TURY - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI peyenmom
Mr/I30OHIA3N, 10 TabneTok y cTpuni, No ¢ Nliviteq, Nimiteq Ta thapmakoHarisigy - OHOB/MIEHHS! TEKCTY
50 10 cTpuniB y KapTOHHIiA MapKyBaHHs1 yakoBKM MiKkapcbKoro 3acoby 3
Mr/NIPA3SNHA ynakosLi; no 100 BHECEHHSM iHhopMaLii LWoA0 3a3HauYeHHs
Mia 150 Mr Tabnetok y OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
nonieTuneHoBOMY NakeTi 3MiH 40 po3giny «MapkyBaHHs» MKA N13:
Ta y namiHoBaHoMy calue, 3anponoHoBaHo: MAPKYBAHHA 3rigHo
no 1 namiHoBaHomy catle 3aTBEPLKEHOr0 TEKCTY MapKyBaHHSA. TepMiH
Y N1acTUKOBOMY BBEJEHHS 3MiH NPOTAroM 6 micAuisB nicns
KOHTelHepi 3aTBEPAKEHHS
247. | CAKOP/[, TabneTkn, BKPUTI NMPO®APMA ManbTa BankaHdapma - Bonrapis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/13497/01/02
NNiBKOBOK 060J1I0HKOH, MO IHTepHeLHN AOynHunus AL 3MiHK | TMNY - AQMIHICTPaTMBHI 3MiHX. 3MiHa peyernmom
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
160 mr, no 10 TabneTok y TpeiguHr HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa
6nicTepi, no 3 6nictepn B NimiTeq (BnacHvika peecTpauiiHoro noceigyeHHs) 3miHa
KapTOHHiiA KopooLyi afpecy 3asBHVKa: BBefeHHs 3MiH npoTarom 6-1u
MicAILB Mic/1a 3aTBepAKEHHS
248. | CAKOP[ TabneTku, BKPUTI NMPO®APMA ManbTa BankaHdapma - Bonrapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13497/01/01
nAiBKOBOK 060/1I0HKOHO, MO IHTEepHeLwHN OynHnus AL 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
80 wmr, no 10 TabneTtok y TpeiguHr HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa
6nictepi, no 3 6nictepu B Nimiteq (BnacHvika peecTpauiiiHoro noceigyeHHs) 3miHa
KapTOHHI Kopo6Lii afpecy 3asBHvKa: BeegeHHs 3MiH npoTsarom 6-Tu
MicALiB Mic/1a 3aTBepAKEHHS
249. | CAKOPA H TabneTku, BKPUTI NMPO®APMA ManbTa BankaHdapma - Bonrapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13499/01/01
NAiBKOBOI 060I0HKOH, IHTEepHeLwHN OynHnus AL 3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
160 mr/12,5 mr no 10 TpeiguHr HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa
Tabnetok y 6nictepi, no 3 Nimiteq (BnacHvika peecTpauiiiHoro noceigyeHHs) 3miHa
6nicTepy B KapTOHHIi afpecy 3asBHvKa: BBegeHHs 3MiH npoTsarom 6-Tu
navui MicsLIB MicNs 3aTBEPAKEHHS
250. | CAKOPA H TabneTku, BKPUTI NMPO®APMA ManbTa BankaHdapma - Bonrapis BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/13498/01/01
NNiBKOBOIO 060/10HKO0, 80 IHTEpHELWHN OynHuus AL 3MiHM | TUNYy - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
Mr/12,5 mr no 10 Tabnetok TpeguHr HaliMeHyBaHHs1 Ta/abo agpecy 3asiBHUKa
y 6nictepi, no 3 6nictepu Nimiteq (BnacHvKa peecTpauiiiHoro noceigyeHHs) 3mMiHa
B KAPTOHHIl navui agpecy 3asBHMKA: BBeAEHHS 3MiH MPOTAroM 6-Tu
MicsILIB MicNs 3aTBEPAKEHHS
251. | CAHIBA® PO34unH 4151 POTOBOT MpAT YkpaiHa, MpAT YkpaiHa BHECEHHSA 3MiH 10 peecTpavljiiiHux maTepianis: 6e3 UA/16981/01/01
NOPOXHWHM No 100 MmNy "papmaueBTUYH "papmaueBTnYHa 3MiHM | TURY - 3MiHK B crieumdikavlii Ta meTogax peyenma
hnakoHi; no 1 dpakoHy 3 a thipma hipma "JapHuus” BuNpobyBaHHA A®I (xoniHy caniynnary)-
MipHUM CTakaH4YMKOM B "fapHnus” BUNYYEHHS po3giny «Baxkki meTann» BiANoBigHO

nauuj

[0 aHaJsli3y pu3KKiB Bif BUpobHMKa Ta BumMor ICH
Q3D Guideline Elemental impurities. BBeeHHsA
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPMAKEHHS;
3MiHM | Tuny - 3miHK 3 sikocTi. ADI. KoHTponb AdI.
3miHa y MeToaax BUnpobyBaHHs A®| abo
BVXifHOro Martepiany/npoMiXHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BUpo6HMLUTBa AD| (HE3HAYHI 3MiHK Y
3aTBEPLKEHNX MeToAax BUNPOBYBaHHS); CynyTHA
3MiHa - 3MiHu 3 akocTi. A®l. KoHTponb AdL. 3miHa
y napameTpax cneuudikauin Ta/abo gonyctummx
MeX, BU3HaUYeHNX y cneumdikauiax Ha A®l, abo
BVXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BVMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl -
BHECEHHS HE3HAYHMX 3MiH Ta pefakLUiliHux
BMMNpaBsfeHb y cneuudikauii Ta meTogax
BUNPo6yBaHHA A®I (XoniHy caniumnaty) go
nokasHukiB: «lgeHTudikauis», «CynposigHi
LOMILLKM», Ta «KiflbKiCHE BU3HAUYEHHSI», SIKi
ochopMeHi BIANOBIAHO 10 pekoMeHaliin Ta
ctunictukn APY. NpuBeaeHHs NoKasHUKy
«Mikpo6iosioriyHa yncToTa» o BuMor €0.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nmicns
3aTBEPAKEHHSA

252,

CAHrIBA®

cnpei ans poTosoi
MOPOXHWHW; No 50 Mn'y
hnakoHi; no 1 dpakoHy 3
HacafAKoK-po3nuoBaYemM
B nauuj

MpAT
"@apmaueBTUYH
a thipma
"fapHnus”

Ykpaina

MpAT
"PapmaueBTnyHa
ipma "OapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHM | TURY - 3MiHK B crieumdikalii Ta meTogax
BUNpo6yBaHHsA APl (xoniHy caniunnaty)-
BWNYYEHHS po34iny «Baxki meTann» BiAnoBigHO
[0 aHaJli3y pu3KKiB Bif BUpobHMKa Ta BumMor ICH
Q3D Guideline Elemental impurities. BBeeHHs
3MiH NPOTArOM 6-TW MiCALB NicNs 3aTBEPMAKEHHS;
3MiHK | Tuny - 3miHK 3 skocTi. ADI. KoHTponb AdI.
3MiHa y MeTofax BunpobyBaHHsa APl abo
BVXifHOro Martepiany/npoMixXHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTBa AP| (HE3HAYHI 3MiHK Y
3aTBEPLKEHNX MEeTOoAAax BUNPOBYBaHHS); CynyTHA
3MiHa - 3MiHu 3 akocTi. A®I. KoHTponb AdL. 3miHa
y napameTpax cneuudikauin Ta/abo gonyctummx
MeX, BU3Ha4YeHuX y cneumdikauiax Ha Ad®l, abo
BVXIigHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y Npoueci BUpobHuutea APl
(iHLWi 3MiHW) BHECEHHS HE3HAYHMX 3MiH Ta
pefakuifiHuX BUNpaB/ieHb Yy cneumdikaii Ta
MeTofax BunpobysaHHa AdI (xoniHy caniumnary)
[0 nokasHukiB: «laeHTudikauis», «CynposigHi
LOMILLKM», Ta «KiflbKiCHe BU3HAUYEHHSI», SIKi
ochopM/eHi BIANOBIAHO 10O pekoMeHaLiin Ta
ctunictukn APY. MNpuBeaeHH NoKasHUKy
«MikpobionoriyHa uncToTa» o BMMor €®.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS

6e3
peyenma

UA/16981/02/01

253.

CAHAIMYH
HEOPAN®

pO34unH opasnbHuii, 100
mr/mn, no 50 mn y
donakoHi, no 1 chnakoHy
pasoMm 3 [03yBasIbHUM
KOMMMEKTOM Y KOpOO6Lii 3
KapTOHY NakyBasIbHOro

HosapTic ®apma
Al

LLiBeiiuapi
A

Jendbapm XioHiHT
C.A.C.

®paHuin

BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis:
3MiHK | TUNy - 3MiHa TUNy (3 XN10p06YTUI0BOT Ha
6poMOyTMNIOBY) Ta KONLOPY (3 YHOPHOrO Ha Cipuii)

pe3nHOBOT NPO6KM h1akoHy rOTOBOTO NiKapCbKOro
3acoby. BBefieHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepmkKeHHs; 3MiHu | Tuny - 3MiHa po3mipy
pe3nHOBOT NPO6KM h1akoHy rOTOBOTO NiKapCbKOro
3acoby. BBefieHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepkKeHHs; 3MiHKM | TNy - BHECEHHS
3MiH go Cneuudpikauii nepBuHHOI ynakosku /13, a
came: BHacNifoK 3MiHM Npo6kM 3 X10pobyTnIoBOT

Ha 6pombyTunoBy, 6ynn nepernsHyTi KpuTepii
NPUAHATHOCTI cneuudikaLii 30BHILLUHLOTO BUINAAY
Npo6KK 3 ypaxyBaHHAM 3MiHW KO/TIbOPY 3 YOPHOrO
Ha cipuii. BBeeHHs 3MiH MPOTAroM 6-Tu MicsLiB

nicns 3aTBepayKeHHs

3a
peyenmom

UA/3165/03/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
254. | CAHOPVH Kpanni HazasbHi, PO34uH, "KcaHTic ®apma Kinp Tesa Yex IHpgacTpi3 Yecbka BHECEHHS 3MiH 0 peecTpavliiiHix maTepianis: 6e3 UA/2455/03/01
1 mr/mn; no 10 My NimiTen" c.p.o., Yecbka Pecny6nika/ | 3MiHu | TUNy - 3MiHK 3 AKOCTi. [OTOBWIA NiKapcbKuMii peuyenma
dnakoHi; no 1 chnakoHy Pecny6nika,; CnoBaubka 3aci6. 3MiHM Y BUPOOHULITBI. 3amiHa abo
pasoM i3 KpMLLIKO- CaHeka Pecny6nika BBE/EHHSA A0AAaTKOBOI AiNbHULI BUPOGHULTBA ANS

KpanesibHULEe B KOPO6L

dapmacbloTikan3
AT, CnoBaLbka
Pecny6nika

4acTVHM abo BCbOro BUPOBHNYOro npoLecy
rOTOBOrO NiKApPCbKOro 3acoby (AinbHULA, Ha SAKIKA
npoBOAATLCA Oyab-sKi BUPOGHMYI cTagii, 3a
BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTI,
NepPBMHHOTO Ta BTOPVMHHOTO NakyBaHHSA, 415
HeCTepWIbHUX JlikapCbkux 3aco6iB). CynyTHs
3MiHa - 3MiHM 3 IKOCTi. [0TOBWMIA Nikapcbkuii 3aci6.
3MiHn y BUpO6HMLTBI. 3amiHa abo BBEeAEHHS
[04aTKOBOT AiNIbHULL BUPOGHMLTBA A1 YaCTUHN
ab0 BCbOro BMPOGHUYOro MpoLiecy roToBoro
NiKapcbKoro 3acoby (AinbHULA 418 BTOPUHHOIO
nakyBaHHs); - 3MiHM 3 AKOCTi. [0TOBWIA NiKapCbKuii
3aci6. 3MiHM y BUpo6HULTBI. 3amiHa abo
BBE/EHHSA 40AaTKOBOI AiNIbHULI BUPOBHULTBA 415
4acTVHM abo BCbOro BUPOBHNYOro npoLecy
roTOBOro Nikapcbkoro 3acoby (AinbHUUSA Ans
NepPBMHHOTO NaKkyBaHHS) - BBEAEHHA 40AATKOBOI
AinbHuui CaHeka ®apmacbtoTikan3 AT, CroBaubka
Pecny6nika, Ha sikili NpOBOAUTLCS BUPOOHULITBO,
nepBuHHE Ta BTOPWHHE NakyBaHHs J13. BBefeHHs
3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEPAKEHHS;
3MiHN | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NikapcbKnii
3aci6. Cuctema KoHTeinHep/3akynopoBasibHWiA
3aci6. 3miHa nocTavasibHMKa nakyBasbHMX
martepianis abo KOMMIEKTYUMX (SKLWO 3a3Ha4YeHo
B [10CbE€) (3amiHa abo AoAaBaHHA NOCTaYasIbHMKA)
- f0faBaHHsA nocTavyasibHMKa KpanesbHuL:
3aTBepxeHo: (Vinamet); 3anponoHoBaHoO:
(Vinamet; Plastimat; Okula); 3miHu | TUny - 3MiHN 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynoproBasibHWiA 3aci6 (iHLi 3MiHW) -
y nigpo3sgin 3.2.P.7. Cuctema
KOHTeliHep/3aKyrnopoBa/ibHWI 3aci6 JONOBHEHHS
ONs KOHTposto donakoHy (Saneca in-house
specification and control methods part of PNO
27734/09-02) Ta kpanenbHuUi (Saneca in-house
specification and methods part of PNO 47018/11-
04); 3MmiHK | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHuiA 3aci6. 3MiHa
nocTavasnbHvKa nakyBasbHVUX martepianis abo
KOMMNIEKTYHUNX (AKLWO 3a3Ha4YeHO B [JOCbE)
(3amiHa abo fofaBaHHSA NocTavasibHUKa) -
JlonasaHHsA nocTavasibHKKa KpanesabHUL:
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n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3acoby

3aTBepaxeHo: (Vinamet); 3anponoHOBaHoO:
(Vinamet; Plastimat; Okula); 3miHu | TUNy - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IHoYatoun
JianasoH po3mipy cepii) roToBOro Nikapcbkoro
3aco6y (36inbLieHHs Ao 10 pasiB NOpiBHAHO i3
3aTBEPKEHVIM PO3MIPOM) - BBEAEHHS
[04aTKOBOro, 36inbLUEHOro po3Mipy cepii M13:
3arsepaxeHo: 1000 n; 3anponoHosaHo: 1000 n
(1005,0 kr); 2000 n (2010,0 «r); 3miHu | TMNY -
3MiHK 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHW Y NpoLeci BUpobHULTBA
roTOBOrO /liKapCbKOro 3acoby, BKIoYaoumn
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOGHWLTBI FOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3miHa y mpoueci BUpobHNLTBA) -
y[0CKOHa/IeHHs npoLiecy BupobHuuTea 13,
30Kpema 3MiHa CTOCYETbCS PO3UMHEHHS
[OMOMDKHMX PEYOBWH Ha 1-1i cTagil, foBeAeHHS A0
HeobxiaHOro 3HavyeHHs pH Ha 2-ii cTagji, Ta cTagil
KiHL,eBOI roMoreHisauii i dhinbTpavii; 3MiHu | Tuny -
3MiHu 3 SKOCTi. F0TOBMIA NikapCbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHUKa, LLO BiAnoBigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) - Bktoyatoun
KOHTPO/b/BMNPOGYBaHHS cepii - BBEAEHHS
[04aTKOBOro BUPO6HYMKa, BifnosigansHOro 3a
KOHTPO/b Ta BUNyck cepii /13 - CaHeka
dapmacsbtoTikans AT, Cnosaubka Pecny6nika
3MiHV BHECeHi B iHCTPYKLio 4151 MegnyHoro
3actocyBaHHs /13 y p. "BUMpOGHUK",
"Micue3HaxomkeHHs1 BUpo6HYMKa Ta ioro agpeca
MicUs NpoBaMKEHHS AiSNbHOCTI" AK HacNifoK
nosiBa [0AaTKOBOro NakyBaHHS [/151 iHLIOrO
BMPO6HMKA. BBEAEHHSA 3MiH NPOTAromM 6-TW MicsuiB
nicnsa 3aTBepKEHHS.

UA/6054/01/01

255.

CEHALE®

Tabnetkv no 13,5 mr Ne
500: no 20 TabneTok y
6nictepi, no 25 6nicTepis
Y KapTOHHIli KOopoobLi

Uunna NnTa

IHais

Megite6
Cnewwmanitis
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis:
3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu Micus
NpPoBaf)KEHHS AiSNIbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIovaoumn
AOinbHULI BUNYCKY cepii abo micLe npoBefeHHs
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK Cepiid) -
3MiHa Ha3BW BUPOGHWKa 13, 6e3 3MiHV Micus

BMPO6HMLTBA (BBEAEHHS 3MiH NPOTArOM 6-Tn

6e3
peyenma
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

MiCsILiB MicNsi 3aTBEPAKEHHS)

256.

CKOMPUN®

Tabnetku no 10 mr, no 10
Tabnetok y 6nictepi; no 2
6nictepu abo no 3
6nicTepy y KapTOHHiIl
Kopoo6Li

ANKANOIL AL
Ckon'e

Pecny6nik
a MiBHivyHa
MakefoHis

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiYHa
MakefoHis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa
(BNacHvika peecTpauiiiHoro nNocBig4eHHs1) 3miHa
Ha3BuW Ta agpecy 3asasHuka MN3. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLa NpoBaMKeHHs AisNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro MikapcbKoro
3acoby, BK/IHOYaum AibHULL BUNYCKy cepii abo
MicLle NpoOBeAEHHS KOHTPOSIO AKOCTI. (LiANbHICTb,
3a AKy Bignosigae BMpo6HuK/iMnopTep,
BK/IO4Al0UM BUMYCK Cepiid) 3MiHa Ha3Bu Ta agpecu
BUpo6HUKa /13, 6e3 3MiHn Micus BUpo6HMLUTBA

3a
peyenmom

UA/4283/01/01

257.

CKonPun®

Tabnetkv no 20 wmr, no 10
TabneTtok y 6nictepi; no 2
6nictepu abo no 3
6icTepn Y KapTOHHIN
Kopoo6Li

ANKANOIL AL
Ckon'e

Pecny6nik
a MiBHiuHa
MakefioHist

ANKANOIQ AL
Ckon'e

Pecny6nika
MiBHiYHa
MakefoHist

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asBHUKaA
(BnacHMKa peecTpauiitHOro NocBig4YeHHs) 3mMiHa
Ha3Bu Ta agpecu 3asasHuka MN3. 3MiHu | Tuny -
AZMiHICTpaTWBHI 3MiHU. 3MiHA HaliMeHyBaHHSI
Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro Mikapcbkoro
3aco06y, BK/IKYaKUM AinbHAULL BUNYCKy cepii abo
MicLie NpoBeAEeHHS KOHTPO/TO AKOCTI. (AISIbHICTb,
3a AKy BiAgnosigae BUPOGHMK/iMNopTep,
BK/IO4AK0UM BUMYCK Cepiid) 3MiHa Ha3Bu Ta agpecu
BMpo6HMKa /13, 6€3 3MiHK Micus BUpobHMUTBA

3a
peyernmom

UA/4283/01/02

258.

CKOMPUn®

Tabnetku no 10 mr no 10
Tabnetok y 6nictepi; no 2
6nictepu abo no 3
6nicTepy y KapTOHHiIl
Kopoo6Li

ANKANOIL AL
Ckon'e

Pecny6nik
a MiBHiuHa
MakefoHis

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiYHa
MakefoHis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHV | TURy - 3MiHK Woo 6e3nekn/eddekTMBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM A0
y3araslbHeHUX JaHuX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
yNOBHOBaXKeHOT 0cobw, BigNoBifanbHOI 3a
3AilicHeHHA hapMakoHarnisay; KOHTaKTHOT ocoou 3
thapMakoHarnisgy 3asBHUKa 415 34iNCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobwu, BignoBifasibHOT 3a
3[iliCHEHHS chapMakoHarnsay (Bkirouatoum
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
macTep-chaiina cuctemmn chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6Y 3asBHNIKA,
BignoBigasibHOI 3a hapMakoHarnsag.
MponoHoBaHa pepakuis: Aue KyamaHoscki. 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXKEHOI 0CO6M
3asBHVKa, BigNoBigasIbHOI 3a hapMakoHarnsg

3a
peyenmom

UA/4283/01/01

259.

CKONnPUI®

Tabnetkn no 20 mr no 10

AIKANOIL ALL

Pecny6nik

AKANOIL AL

Pecny6nika

BHECEHHS 3MiH 10 peecTpaliiiHux maTepianis:

3a

UA/4283/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

TabneTtok y 6nictepi; no 2
6nictepu abo no 3
6nicTepn y KapTOHHiIl
Kopoo6Li

Ckon'e

a NiBHi4YHa
MakefioHist

Ckon'e

MiBHiuHa
MakefioHist

3MiHW | TMNy - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHst abo 3MiHu A0
y3araslbHeHUX JaHnX Npo cucTemy
chapmakoHarnsgy (BBefleHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, 3amiHa
YNOBHOBAaXEHOI 0CO6MU, BignoBiganbHOI 3a
3[iicCHEHHsT hapMakoHarIsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asaBHuKa Ans 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOB&a)XeHOT 0Cc06W, BigNoBifabHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
MacTtep-aiina cuctemy papMakoHarnisay) -
3MiHa YNOBHOBa)XXEHOI 0CO6U 3asBHUKA,
Bi4NoBiga/IbHOT 3a hapMakoHarnsg.
MponoHoBaHa pepakuis: Aue KyamaHoBcki. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu
3a8BHMKa, BIANOBIAA/ILHOI 3a thapmakoHarnsag,

peyernmom

260.

CYBETTA

Tabnetku no 20 Tabnetok
y 6nicTepi; no 1 a6o 2
6icTepn y KapTOHHIN
KopooLi

TOB "Martepia
Mepguika-
YkpaiHa"

YKpaiHa

3AT CaHToHika

NuTtBa

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHu Il TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. BHeceHHs abo 3miHa(n) oo
3060B'A3aHb Ta YMOB Buadi peectpauiiHoro
NOCBiAYEHHS, BKOYatouy MNnaH ynpasniHHS
pv3vKkamu (3acTocyBaHHS 3MiH(M), ski(a)
BMMaratTb(€) NOAaNbLLOr0 06rPYHTYBaHHS
HOBMMM [OAATKOBUM AaHUMK, L0 MatoTb
Ha/aBaTnCs KOMMETEHTHUM OPraHoM, OCKI/IbKM
BUMaraeTbCs CyTTEBA OL|iHKa KOMNETEHTHUM
opraHom) - 3asiBHUKOM HaaHO OHOB/IEHUIA NnaH
ynpasiHHA pu3nkamu Bepcist 3. 3MiH1 BHECEHO A0
yacTuH |l «Cneuudpikauis 3 6esneku» (mogyni Cl,
Clll, CIV, CV, CVII), VI"MnaH nicnsipeecTpaviintHux
pocnipxeHb”, V «3axogn 3 MiHimisauii pusukis», VI
«Pesome nnaHy ynpasniHHA pusmkamu», VII
«JofaTtkn» y 3B’A3KYy 3 OHOB/IEHHSM iHGhOpMaLLT
LLOA0 MicnsipeecTpavyiiHnX 4oCimKeHb

6e3
peyenma

UA/18297/01/01

261.

cynbniPng

Kancynu Teepgi no 50 mr,
no 12 kancyny énicrepi;
no 2 6nictepun y Kopooui

TOB "TeBa
YkpaiHa"

YKpaiHa

TOB TeBa

OnepeiiwH3 Monaxg,

Monba

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHK | TUNy - nogaHHsA oHoBneHoro ME-
CepTucpikaTy BignoBigHOCTI €Bponeiicbkiii
hapmakonei Ne R1-CEP 2005-217-Rev 02 ans
[onomiHOT peyoBunHn Gelatin Big Bxe
3aTBEpAXeHoro Bupo6Huka Nitta Gelatin; 3MiHm |
TMny - BunyYeHHa ME-Ceptudikatis BignoBigHOCTI
€poneiicbkoi ®apmakonei R1-CEP 2004-247-
Rev 00 Ta R1-CEP 2004-320-Rev 00 gns
[OMOMiXXHOT PEeYOBWHW XeNaTuH Bif BUPO6HMKa

3a
peyenmom

UA/4832/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Nitta Gelatin
262. | cynbniPng Kancynu Teepgi no 100 wr, TOB "TeBa Ykpaina TOB TeBa Monbua BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/4832/01/02
no 12 kancyn y énicrepi; YkpaiHa" OnepeiwH3 MNonaxg, 3MiHuW | TMNy - nogaHHsA oHosnexoro ME- peyenmom
no 2 6nictepu y kopobui CepTudpikaTy BignoBigHOCTI €EBponeiicbkiii
thapmakonei Ne R1-CEP 2005-217-Rev 02 ans
[onomikHOT pedoBunHn Gelatin Big BXxe
3aTBepxeHoro Bupo6Huka Nitta Gelatin; 3mMiHu |
TMny - BUNy4YeHHsa ME-Ceptudikatis BianoBIAHOCTI
€poneiicbkoi Papmakonei R1-CEP 2004-247-
Rev 00 Ta R1-CEP 2004-320-Rev 00 gns
[LOMOMDKHOT PEYOBWMHM XeNnaTuH Big, BUPOGHMKa
Nitta Gelatin
263. | cynbniPupg, - PO34uH NS iH'ekuiid, 50 ToBapucTBO 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis: 3a UA/11476/02/01
3H Mmr/mn, no 2 ma B amnyni; 06MeXeHo 06MEXEHO 3MiHM | TUNY - 3MiHK 3 SKOCTi. FOTOBUIA NiKapCbKUii peyenmom
no 10 amnyn y Kopob6ui; no | BignosiganbHICT BiANOBIAA/LHICTIO 3aci6. 3mMiHM y BUpOOHULTBI. 3MiHa po3mipy cepii
2 mn B amnyni; no 5 amnyn 10 "XapkiBCcbke "papmaueBTNYHa (BKNKOYAtOUM Ajiana3oH po3Mipy cepir) rotoBoro
y 6nicTepi; no 2 6nictepu hapmaueBTUyHE KOMNaHis nikapcbKoro 3acoby (36inbeHHs Ao 10 pasis
y kopobuj; no 2 mn B nignpueMcTBo "3p0poB'a", YkpaiHa MOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM) -
amnyni; no 10 amnyn y "3p0poB's (Bci cTagji BBE/JIEHHS1 40AAaTKOBMX PO3MipiB cepiii N3 gns
6nictepi; no 1 6nictepy y Hapoay" BUPOGHMLTBA, BUpPO6HMKa TOBapnCTBO 3 0OMEXEHOID
Kopoo6Li KOHTPO/Ib SIKOCTI); BiANOBIAAbHICTIO "®apmaLeBTnyHa KoMnaHis
ToBapucTBO 3 "3p0poB'a": 3anponoHoBaHo: 55 11 (27 500 amnyn);
06MEXEHO 100 n (41 200 amnyn); 200 n (84 000 amnyn); 380
BiANOBIAA/ILHICTIO n (161 370 amnyn)
"XapkiBcbke
hapmaLeBTuyHE
nigNpMEMCTBO
"340poB'a Hapoay"”,
YkpaiHa (Bci cTagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BUNYyCK cepii)
264. | TAKHI kancysu Teepai no 0,5 wmr; TeBa I13painb NabopaTopie3 IcnaHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/14248/01/01
no 10 kancyn y 6nictepi, $apmaueBTikan Linndpa C.A., IcnaHis 3MiHuW | TUNY - HaZaHHA HOBOTO cepTudikaTa peyenmom
no 5 6nictepis y IHpacTpi3 N14. (BPO6HMLTBO BiANOBIgHOCTI €Bponelickkili hapmakonei Ne RO-
3anasiHoMy nakeTi B Hepo3dacoBaHOi CEP 2018-233-Rev 01 gna Adl Takponimycy Big
Kopo6Li NPOAYKLi, NepBUHHA BXe 3aTBep/yKeHoro BnpobHuka Teva Czech
Ta BTOpPVHHA Industries s.r.o., Yecbka Pecnybnika
ynakoBka; nepBuHHa
Ta BTOPVHHA
ynakoBka, [103Bi/1 Ha
BUMYCK cepii)
265. | TAKHI Kancynu Teepai no 1 mr; TeBa 13painb Nab6opaTtopie3 IcnaHis BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/14248/01/02
no 10 kancyn y 6nictepi, dapmauesTika LinHdpa C.A., Icnanis 3MiHM | TUNY - HaAAHHA HOBOTO cepTudikata peyenmom
no 5 6nictepiB y IHpacTpis N1Tg (BMPOGHMLTBO BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne RO-
3anasHoMy nakeTi B Hepo3dhacoBaHOl CEP 2018-233-Rev 01 ana A®| Takponimycy Bif

Kopoo6Li

npoayKujii, nepBrHHa
Ta BTOPVHHA

BXeE 3aTBepAxeHoro BupobHuka Teva Czech
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
yMakoBKa; NepBUHHA Industries s.r.o., Yecbka Pecny6bnika
Ta BTOPUHHA
ynakoBka, [103BiN1 Ha
BUMYCK cepii)
266. | TAKHI Kancynu TBepai no 5 mr; TeBa I13painb Nab6opaTtopie3 IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14248/01/03
no 10 kancyn y 6nictepi, dapmaueBTika LinHda C.A., Icnanis 3MiHM | TUNY - HaAAHHA HOBOTO cepTudikata peyenmom
no 5 6nictepiB y IHpacTpis N1Ta (BMpPOGHMLTBO BiANOBIAHOCTI EBponeiickkili hapmakonei Ne RO-
3anasHoOMy nakeTi B Hepo3dgacoBaHOl CEP 2018-233-Rev 01 ana A®| Takponimycy Bif
Kopoo6Li npoayKujii, nepBrHHa BXE 3aTBepAXeHOoro BupobHuka Teva Czech
Ta BTOpPMHHA Industries s.r.o., Yecbka Pecny6bnika
ynakoBka; NepBuHHa
Ta BTOpPVHHA
ynakoBka, f103Bi/1 HA
BUNYyCK cepii)
267. | TACUTHA Karncynu Teepgi no 200 mr; | HosapTic ®apma | LUseliuapi HosapTic ®apma LLiBeiuapis BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3a UA/8979/01/01
no 14 kancyn y 6nictepi; Al A LWTeiH Al 3MiHun 1l Tuny - 3miHK Woao 6e3neku/echekTUBHOCTI peyenmom
no 2 6nictepun y kopobui 3 Ta hapmakoHarnsgy. BHeceHHs abo 3miHa(v) oo
KapTOHY; Mo 4 kancynuy 3060B'A3aHb Ta YMOB Buaui peectpauiiHoro
6nicTepi; no 7 6nictepiB y NnocBig4eHHs, BKIYatoum MnaH ynpasniHHA
KOpo6Li 3 KapTOHY pu3nkKamu (3acTocyBaHHS 3MiH(1), aki(a)
BMMaralTb(€) NoJaNbLLOro 06rpyHTYBaHHS
HOBMMM JOLATKOBUM AaHUMK, L0 MatoTb
Ha/faBaTnCca KOMMETEHTHUM OPraHoM, OCKIfIbKM
BMMAaraeTbCs CyTTEBA OLiHKA KOMNETEHTHUM
opraHom) - 3asiBHMKOM HajaHO OHOBJ/IEHWIA NnaH
ynpaBniHHA pu3ukamu Bepcis 22,1.
3MiHV BHECeHOo A0 YacTuH Il «Cneumndikauis 3
6e3nekn», Il «MnaH 3 hapmakoHarnagy», V
«3axoam 3 MiHiMi3auji pusukie», VI «Pesome
nnaHy ynpasniHHA pusnkammus», VIl «[logatku» y
3B’'A3KY 3 BK/IIOYEHHAM B MYP HOBOro BaXX/1MBOro
iLeHTNIKOBAHOrO PU3NKY Ta OHOB/IEHHSIM
iHchopmawii Wwoao nicnapeecTpauiiHnx
pocnimxeHs 3 6e3nekn. CTpykTypy MYPa 6yno
OHOBJIEHO BIANOBIAHO 0 pekoMeHgauii Guideline
on good pharmacovigilance practices (GVP)
Module V — Risk management systems (Rev 2)
268. | TACUTHA Kancynwv TBepai no 150 mr; | HoapTic ®apma | LUseiiuapi HosapTic ®apma LBeliuapis BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 3a UA/8979/01/02
no 4 kancynu 'y énicrepi; Al A LWTenH Al 3MiHu |l TUnNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI peyenmom

no 7 6nicTtepiB y kopobLi 3
KapTOHY

Ta chapmakoHarnsgy. BHeceHHst abo 3miHa(n) oo
3060B'A3aHb Ta YMOB BUAaui peecTpauiiiHoro
NOCBiAYEHHS, BKOYatoun MNnaH ynpasniHHS
pu3nkKamu (3acTocyBaHHS 3MiH(1), ski(a)
BMMaratTb(€) NOJabLLOrO 06rPYHTYBaHHS
HOBMMM [OLATKOBUM AaHUMK, L0 MatoTb
Ha/faBaTnca KOMMETEHTHUM OpPraHoM, OCKIIbKY
BMMAaraeTbCs CyTTEBA OLiHKA KOMNETEHTHUM
opraHom) - 3asiBHWKOM HaflaHO OHOBJIEHWIA NiaH
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

ynpaBniHHA pu3nkamu Bepcis 22,1.
3MiHu BHeceHo A0 YacTuH Il «Creumndikavis 3
6e3nekn», Il «MnaH 3 hapmakoHarnagy», V
«3axoay 3 MiHimisauii pusukie», VI «Pestome
nnaHy ynpasniHHA pusmkamm», VIl «ogatku» y
3B’A3KY 3 BK/1HOYEHHAM B [YP HOBOro Bax/imBoro
iAEeHTNCIKOBAHOrO PU3MKY Ta OHOB/IEHHAM
iHchopmawii Wwoao nicnapeecTpauiiHmnx
pocnipxeHs 3 6e3nekun. CTpyktypy MNYPa 6yno
OHOBJIEHO BIAMNOBIAHO f0 pekoMeHgaui Guideline
on good pharmacovigilance practices (GVP)
Module V — Risk management systems (Rev 2)

269.

TBIHPUKC™
BAKLMHA AN1A
NPO®INAKTUK
N TEMATUTIB
A
(IHAKTVUBOBA
HA) 1B
(AlCOPBOBA
HA)

CycneHsist ANs iH'ekuji no
1 posi (1 mn/po3sy) y
nonepeaHbLO HaNnoOBHEHOMY
wnpuui Ne 1y KOMNIeKTi 3
roKo

"nakcoCwmiTKns
H ExkcnopT
Nimiten

Benuka
BputaHis

nakcoCmiTKnsiiH
Bionopxikans C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHK |l TUNY - AofaBaHHA HOBOro cepTudikaty
BiANOBIAHOCTI €Bponeiicbkili ®apmakonei Wwoao

rybuaroi eHuedanonarii 15 detanbHoOi 6uyayoi
cupoBartku (Foetal Bovin Serum), Lo
BMKOPWCTOBYETLCA y NpoLieci BUpobHuuTea Ad|
Bipyc renatuty A (Hepatitis A Virus (HAV)) TSE
R1-CEP 2005-087 Rev 03 Big HOBOro BUpO6GHMKA
SAFC BIOSCIENCES, 13804 W 107th Street,
66215 Lenexa, Kansas, United States. BHeceHHs
pejakuiiHux npaBok Ao po3ginis 3.2.S.2.3,
3.2.5.2.6,3.2A21a3.2.R.4.

3a
peyenmom

UA/13056/01/01

270.

TEHAKCYM®

Tabnetku no 1 mr; no 15
Tabnetok y 6nictepi; no 2
6nicTepy B KOpoo6Li 3
KapToHY

ne
NABOPATYAP
CEPB'E

PpaHuin

Na6opaTtopii Ceps'e
IHpacTpi

PpaHuin

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHM | TURY - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3ara/ibHeHMX AaHunx npo cuctemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[ifiCHEHHs1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bif, yNOBHOB&XeHOT 0cO6u, BiANOBiAaIbHOI 3a
3fificHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy PO3MiLLEHHI
MacTep-haiina cuctemu papMmakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6U 3asBHNIKa,
BiAnoBigasIbHOT 3a hapmakoHarnsg.
MponoHoBaHa pepakuis: Luc Feldmann / ok
®enbaMaHH. 3MiHa KOHTaKTHUX AaHWX
yMNOBHOBaXeHOT 0cobw, BigNoBiganbHOI 3a
hapMakoHarnsag. 3mMiHa KOHTaKkTHOT 0co6u
YMNOBHOB&XEHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a (hapmakoHarniag B YKpaiHi.
MponoHoBaHa pefakuis: PokyHb OkcaHa KOpiiBHa.

3a
peyenmom

UA/6615/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
YNOBHOBA&XEHOT 0CO6U 3as1BHVKA, BifnoBigaibHOl
3a papmakoHarnag B Ykpaini. 3miHa Homepa
MacTep-chaiisia cucteMm dpapmakoHarnsay
271. | TUPOrEH® 0,9 | nopowok ans [xeHzalim HigepnaH BTOPVHHA yNakoBkKa, Benvka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/9743/01/01
Mmr NPUroTYBaHHA PO3UNHY tOpon B.B. an [03BIiNT Ha BUMYCK BpuTtaHis/ 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. BunyuerHs peyenmom
(0,9 mr/mn) Ans i ekuii cepii: Ipnangis/ BMPOGHWYOT AinbHUL (BKIHOYAKUN AibHUL ANS
no 1,1 mr; 2 donakoHm 3 [xeHzaiim NimiTes, CWA A®I, NpomiXHOro nNpoaykTy abo rotoBoro
NMOPOLLKOM Y KapTOHHIl Benwvka BputaHis; nNikapcbKoro 3acoby, AibHNL AN NPOBEeAEHHS
Kopoo6Li BMPOGHMLTBO nakyBaHHs, BUPOOHWKa, BifMoBigasibHOTO 3a
KIHLLeBOro NPOAYKTY BUWMYCK Cepiid, MicLle NPOBEAEHHSI KOHTPOSHO cepii)
(fill/finish), koHTpONB abo noctavasibHMKa BUXIAHOrO MaTepiasy,
cepii, NepBnHHa Ta peareHTy abo AONOMDKHOT PEHOBUHY (SIKLLO
BTOPVHHA yNakoBKa, 3a3HayeHo y f0cbe) BunyyeHHs 3 peecTpaliiiHoro
[03BIiNT Ha BUMYCK [0Cbe BUPOGHMYOT AinbHuui Xocnipa IHk., CLUA
cepii: (Hospira Inc., USA) ik BUpo6HKa, HanoBHEHHS
[bxeH3aiim lpnaHg (fill-finish) Ta TecTyBaHHs y npoueci BUPOGHULITBA
Nimitea, lpnangis; (in process testing) ansa sBupo6HuuTBa J13.
BMPOGHMLTBO
Hepo3dhacoBaHOl
npoaykKujii:
[bkeH3aiim
KopnopeiiwH, CLUA
272. | TIAMPOCAH® Tabnetkn no 100 mr, no 10 NMPO.MEA.LIC Yecbka MNPO.MEZA.LIC Yecbka BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/12821/01/01
TabneTtok y 6nictepi; no 3 Mpara a.c. Pecny6nik Mpara a.c. Pecny6nika | 3MiHu | TURY - 3MiHK WoOA0 6e3nekn/edieKTUBHOCTI peyenmom
abo 6, abo 9 6nicTepiB y a Ta chapmakoHarnsgy. 3mMiHu y KopoTkili

KapTOHHI KOpo6Lii

XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHA Ta iHCTPYKUiT 415 MeAn4HOro
3acToCyBaHHA reHepuYHNX/ribpuaHux/6ionoaibHNX
NiKapcbKnx 3acobiB Nic/1 BHECEHHSA TiET camol
3MiHM Ha pecthepeHTHWI npenaparT (3MiHa He
noTpebye HafaHHS XOLHNX HOBUX AOLATKOBUX
AaHux) - 3MiHM BHECEHO A0 iHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby y
po3ainu "MNokasaHHA", a TakoX y po3ainu:
"dapMakooriyHi BnactTueocTi”,
"MpoTunokasaHHs", "B3aemogis 3 iHWMMKN
nikapcbkMKM 3acobamu Ta iHLWi BUAN B3aeMogiii",
"Oco6nMBOCTI 3aCcTOCyBaHHA", "3acTocyBaHHS Y
nepiog, BaritTHocTi abo rogyBaHHs rpyaar”,
"3[aTHICTb BNAMBATU Ha LWBUAKICTL peakuii npy
KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWNMK
mMexaHismamu", "Cnoci6 3acTocyBaHHS Ta 4o3u",
"AOitn", "Mepeno3ysaHHs”, "Mo6ivHi peakuii” 3rigHO
3 iHthopmavieto WoA0 MeanyYHOro 3acToCcyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (Tiapridal 100
mg, TabneTkn, He 3apeecTpoBaHuii B YkpaiHi).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3aTBEPKEHHS.
273. | TIBOMAKC® A pO34unH opasibHMiA, 200 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/16994/01/01
mr/mn no 100 mn abo no "PapmaueBTUYH "PapmaueBTnyHa 3MiHK | TUNY - BHECEHHA 3MiH A0 Cneumdikayii / peyenma
200 mn y dprakoHi; no 1 a hipma hipma "AapHuus" MeTogis BunpobyBaHHA A®I L-apriHiHy L-
hnakoHy 3 MipHOLO "fNapHuus” acnapTar, 30Kpema: BUlyYeHHs KOHTPO/O 3a
NIOXKOK ab0 MipHUM nokasHukoMm "Baxkki meTann"; 3minm | Tuny -
CTakaH4yMKOM y naui BHeCeHHs 3MiH fo Creuudikayii/MeTtoais
BMNpo6yBaHHa A®I L-apriHiHy L-acnaprar,
30Kpema: 3a nokasHukom "MikpobionoriyHa
yucrora”
274. | TIEHAM® NOPOLLIOK A9 PO3UYUHY Mepk LWapn i LLiBeiiuapi Nab6opaTtopii Mepk PpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/0524/01/01
ANs iHdysili; 10 donakoHiB Joywm IOEA A LWapn i floym HigepnaHngm 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS 3a peyenmom
3 NOPOLLKOM Y M6X LLn6pe, ®paHuisa / CWWA NOKa3HNKOM «KiflbkicHe BU3HAUYEHHs», «CTOPOHHI
na1acTMKOBOMY NiAA0HI (BTOpUHHE [OMILLKM», «OAHOPIAHICTD BMICTY», «AKTUBHICTb»,
nakyBaHHs, [O3BiN «lgeHTudikalis» y 38" A3Ky 3 YA0CKOHA/IEHHAM
Ha BUNycK cepii); meToay BunpobyBaHHAM (BEPX). JoaaBaHHs
Mepk Wapn i Joym TecTy «[poaykTv po3nagy» A0 cneumdikauii
B.B., Higepnangu rOTOBOrO /liKapCbkoro 3acoby. BeefeHHs 3MiH
(BTOpUHHE NPOTAroM 6-TW MICALB NiCNA 3aTBePAKEHHSA
nakyBaHHs1, 403BiN
Ha BUMycK cepii);
Mepk Wapn i Joym
Kopn., CLLA
(BUPOGHYK
Hepo3dhacoBaHOl
npoaykuii, nepBuHHe
nakyBaHHs)
275. | TOBPOCONT® | kpan/i O4YHi, PO34uH, 3 BapLuaBcbkuii Monbwa BapLuaBcbkuii Monbuwa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/13493/01/01
Mr/M/1 N0 5 M1 PO3UnHY Y hapmaLeBTUYHN dhapmaLeBTUYHNI 3MiHY | TUMy - 3MiHK 3 AKocTi. CepTudikar peyenmom
6e36apBHOMY 1 3aBO, 3aBog Monbdha AT BignoBigHocTi/lE-cepTudikart BignoBigHoCTi
nonieTuneHoBoMy Monbcha AT €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs

dnakoHi-kpanenbHUL,
3aKpUTWIA KPULLIKOKO 6inoro
KOMbOPY 3 rapaHTiiH1M
KiflbLIeM (3 KOHTpO/IEM
NepLUoro BigkpuTTa); No 1
pN1aKoHY B KapTOHHIl
Kopoo6Li

HOBOro abo OHOBMIEHOro cepTudikata
BiANOBIAHOCTI ab0 BU/TyYEHHS1 cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; anqa suxigHoro
mMartepiany/peareHTy/NPoMKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPObHULTBI ADI; ans
[OMNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiii hapmakoner) - OHOBIEHWI
cepTudikaT Bif yXe 3aTBepXEeHOro BUPOOHNMKa -
OHoBreHHs cepTudikaty BignosigHocTi E® ans
Ljito4oi pevoBrHN TobpamiuyH Bif BXe
3aTBEpXEHOro BUpobHunka: TEVA
PHARMACEUTICAL INDUSTRIES LTD., I3painb,
3 MicL,eM BMPOGHULITBA itoU0i peyoBuHM: Teva
Pharmaceutical Works Private Limited Company,
YropuivHa. MNMponoHosaHa pegakuis: R1-CEP
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs
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276.

TOXXEO
CO/NNOCTAP

PO34uH ANs iH'ekuiin, 300
Oga./mn; Ne 1, Ne 3, Ne5:
no 1,5 mny kaptpuzaxi,
BMOHTOBaHOMY B
0iHOPa30BY LUNPULL-PYUKY;
no 1, 3 a6o 5 wnpuu-
PYYOK B KApPTOHHIli KOPOOL

CaHochi-ABeHTiC
[onunang MmoX

HimeyuuH
a

CaHodpi-ABeHTiC
[onunang Tm6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHV | TUMY - 3MiHK 3 AKOCTi. FOTOBMIA NiKapCbKUiA
3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax 36epiraHHsi roTOBOro
nikapcbKkoro 3acoby (3miHa B ymoBax 36epiraHHs
roTOBOrO Jlikapcbkoro 3acoby abo nicns
PO3YMHEHHS/BIAHOBNEHHS) - 36iNbLUEHHA TEPMIHY
npuaaTHOCTI FOTOBOrO JlikapcbKoro 3acoby nicns
MepLLOro PO3KPUTTA: 3anpornoHoOBaHo: 42 AHi Npu
KiMHaTHIn Temnepartypi (8o + 30°C). Takox 3MiHU
BHECEHO B iHCTPYKLitO 418 MEANYHOTO
3aCTOCyBaHHA Y p. «TepMiH NPMAATHOCTI», K
Hacnigok y p. «Cnocié 3acTocyBaHHs Ta [03u» 3
BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPAKEHHS; 3MiHU
Il Tvny - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbkuin 3aci6.
KoHTposib rotoBoro slikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo fonycTUMmx
MEX rOTOBOr0 NikapcbKoro 3acoby (3MiHa
3HaxXo0ANTLCA N03a 3aTBEPMKEHNMU [ONYCTUMUMM
Mexamu cneuucpikauiid) - po3LLUMPEHHST MEXi B
cneumdikaLii Ha TepMiH NpuaaTHocCTi 3a
noKasHUKOM «CropiAHEeHi JOMILLKX / NpoAyKTW
po3noay» i3 < 2,0 fo < 2,5: 3anpornoHoBaHo:
MokasHuku skocTi JonycTumi HopMmu MeToam
KOHTposto Mpu BNycky B KiHLi TepMiHy
npuaaTHocTi 6. CnopigHeHi fOMILLKK / NPOAYKTW
po3noay: CymapHa KiflbKiCTb CMOpigHEHNX
[OMILLOK / mpopykTiB po3nagy, % <1,1<2,5 6. M-
nom BEPX, €sp.®apm. (2.2.29; 2.2.46), USP
<621>. BBeAEHHS 3MiH NPOTAroM 6-Tn MicsLiB
nicns 3aTBepayKeHHs

3a
peyenmom

UA/14720/01/01

2717.

TOTEMA

PO34MH opasibHMiA No 10
MAn B amnyni; no 10 amnyn
B YapyHKOBIli ynakoBLj; no
2 YapyHKOBi ynakoBku1 B
KapTOHHI Kopo6Lii

Nab6opaTtopis
IHHOTEK
IHTepHacbiioHan
b

dpaHuis

IHHOTepa LLys3i

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TMny - 3MiHK 3 sKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MoHorpadii APY abo
€Bponeiicbkoi dhapmakonei, abo iHwoTi
HauioHanbHOI dpapmakonei gepxasn EC (3miHa y
cneundikauii HedhapmakoneiiHoro A®| ans
npuBeAEHHS Yy BiANOBIAHICTL A0 BUMor AdY a6o
€Bponeiicbkoi hapmakonei, abo iHwoi
HauioHas1bHOT dhapmakonel gepxasmn €C) - AdI -
npueefeHHs cneundikauii APl MapraHuto

6e3
peuyenma

UA/7854/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TIIOKOHAT Y BiAMoBigHICTb A0 MoHorpadii EP;
3MiHu |l TNy - 3miHK 3 sKkocTi. APl BUpOBHULTBO.
3MiHa BUPOGHYVKa BUXIiAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®I, abo 3MiHa BUPOGHUKa
(BK/IIOYAKOUM, e HEOBXIAHO, MiCLe NPOBEAEHHS
KOHTponito sikocTi) APl (3a BigcyTHOCTI
cepTudikaTa BiANoBiAHOCTI EBpONEiCHKii
thapmakonei y 3aTBepkeHOMY [OCbE)(BBEAEHHS
HOBOro BMPOOHKKa A®| 3 HaaHHAM MacTep-
(paiina Ha A®I) - BBeZileHHSI 40AAaTKOBOrO
BMPOG6HUKa Ana A®l MapraHuo rntokoHat DR
PAUL LOHMANN GMBH KG, GERMANY 3
HafaHHAM MalicTep-haiiny; 3anponoHoBaHo:
Givaudan-Lavirotte, France; DR PAUL LOHMANN
GMBH KG, GERMANY
278. | TPAHEKCAM PO34uH NS iH'ekUiin, 50 an "CTALOA- Ykpaina MpuBaTHe Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7884/02/01
Mr/mMa no 5 mn B amnyni; YKPAIHA" akujioHepHe 3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa peyenmom
no 5 amnyn B KOHTYpHii TOBapUCTBO HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa
YapyHKOBIli ynakoBLj; no 1 "JlekxiMm-Xapkis" (BNnacHvKa peecTpauiiiHoro nNocBigYeHHs).
ab0 no 2 KOHTYpHI 3MIiHI0ETbCA agpeca 3asBHVKa. BnacHukom
YapyHKOBi YNakoBKv B peecTpaLiiHoro NOCBiAYEHHA 3aUTMLIAETLCA OfHA
nauui 1 Ta cama topugnyHa ocoba - AN "CTALA-
YKPAIHA", YkpaiHa.
279. | TPAHEKCAMO KpucTanivyHmin NopoLIoK AN "CTALOA- Ykpaina KalioBa ®apma AnoHis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: - UA/16426/01/01
BA KUCNOTA (cy6cTaHuis) y noagiiHmx YKPAIHA" Kewmikan Ko. 14, 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
nonieTuIeHoBKX NakeTax HalilMeHyBaHHs Ta/abo agpecy 3asBHUKa
Onsa hapmaueBTUYHOTo (BNacHvKa peecTpauiiHoro NocBigYEHHs)
3aCTOCyBaHHSA 3MiHI0ETLCA afpeca 3asBHMKa. BnacHukom
peecTpaviiiHOro NoCBigYEeHHS 3aULLAETLCA OgHA
1 Ta cama topugnyHa ocoba - AN "CTALA-
YKPAIHA", YkpaiHa.
280. | TPUBEPAM® TabneTkn, BKPUTI ne dpaHuis BUPOBHMLTBO, DdpaHuia/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/15517/01/01
10 Mr/5 Mr/5 N/1iBKOBOI 0GO/OHKOIO, MO NABOPATYAP KOHTPO/b AKOCTI, IpnaHgis 3MiHM | TNy - 3MiHK Woao 6e3nekun/eddeKTUBHOCTI peyenmom
Mmr 10 mr/5 mr/5 wr; no 30 CEPB'E€ nakyBaHHs1, BUMYCK Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0

TabNeToK y KOHTelHepi
nns tabnetok; no 1 a6o
no 3 KoHTeliHepun Ans
TabneTok y kopobu,i 3
KapTOHY

cepii: Jlabopartopii
Ceps'e IHpacTpi,
PpaHLjs;
nakyBaHHS1, BUMYCK
cepii: Ceps'e
(Ipnangis) IHpacTpic
Nta, Ipnangis

y3arasibHeHVX AaHUX Npo cucTemy
thapmakoHarnagy (BBeAEHHS y3araslbHeHNX JaHux
npo cuctemy dhapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6M, BignoBiganbHoI 3a
3[jificCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa /15 34iliCHEHHS
hapmakoHarnsgy B YKpaiHi, SKL0 BOHA BigMiHHa
Bifl yNOBHOBa)XeHOT 0c06Mu, BignoBifabHOI 3a
3ailicHeHHA thapmakoHarnsgy (BKioyaoum
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MiLLLEHHI
MacTep-aiina cuctemy papMakoHarnisay) -
3MiHa YNOBHOBAaXEHOI 0CO6U 3asBHNKa,
BiANoBiAa/IbHOI 3a hapMakoHarnsga.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

MponoHoBaHa pepakuis: Luc Feldmann / /Tiok
®enbamaHH. 3MiHa KOHTAKTHUX JaHUX
YNOBHOBAXEHOI 0CO6M, BignoBiganbHOI 3a
thapmakoHarnsg,. MNponoHoBaHa pedakLisi: PokyHb
OkcaHa HOpiiBHa. 3MiHa KOHTaKTHUX AaHKX
KOHTaKTHOT 0CO6U YNOBHOBaXXEHOT 0CO6YU
3asBHMKa, BiANOBiAaNbHOI 3a (hapMakoHarnsag B
YkpaiHi. 3MiHa HOMepa MacTep-chaiina cuctemm
thapmakoHarnsgy

281.

TPUBEPAM®
20 Mr/1omri/10
Mmr

TabneTkn, BKpUTI
NniBKOBOK 060J1I0HKOIO, MO
20 mr/10 mr/10 wr, no 30
Tabs1eToK y KOHTElHepI
ons Tabnetok; no 1 a6o
no 3 KoHTelHepu Ana
TabneTok y kopobu,i 3
KapTOoHY

ne
NABOPATYAP
CEPB'E

®paHuis

BMPOGHMLTBO,
KOHTPO/b SIKOCTI,
nakyBaHHs1, BUMYCK
cepii: Jlabopartopii
Ceps'e IHpacTpi,
PpaHLjs;
nakyBaHHS1, BUMYCK
cepii: CepB'e
(Ipnangist) IHgacTpic
NTa, lpnaHgis

PpaHuis/
IpnaHgis

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUxX JaHnx npo cucTemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHnx
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[jiicCHEHHs1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iINCHEHHS
thapmakoHarnsgy B YkpaiHi, SKLL0 BOHa BigMiHHA
Bif, yNOBHOB&XEHOT 0co6u, BiANOBiAaIbHOI 3a
3fificHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-haiina cuctemu papMakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6W 3asBHNIKa,
BiANOBIAa/IbHOI 3a chapmakoHarnsag,.
MponoHoBaHa pepakuis: Luc Feldmann / ok
®enbaMaHH. 3MiHa KOHTaKTHUX AaHnX
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
thapmakoHarnsg,. MponoHoBaHa pedakuisi: PokyHb
OkcaHa HOpiiBHa. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT 0CO6M
3asBHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsz B
YkpaiHi. 3MiHa HoMepa macTep-ghaiina cuctemm
chapmakoHarnsgy

3a
peuyenmom

UA/15517/01/02

282.

TPUMEK

NMOPOLLOK A/151 PO34NHY
A3 iH'ekuii no 1000 mr no
1, no 25 a6o no 50
hN1aKoHIB 3 MOPOLLKOM Y
KapTOHHI KOpoOL;j

TOB "ABAHT"

YKpaiHa

TOB "ABAHT"
(nakyBaHHs i3
dhopmum in bulk
ipMU-BUpPOBGHMKA
HCIC Xe6eli
XyaMiH
dapmacbioTikan
Komnasi flimites,
Kutai)

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micua
NpoBaPKEHHS AiSIbHOCTI BUpoBHUKa/imMnopTepa
roTOBOro MikapCbKoro 3acoby, BKAUaun
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHS
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepili) -
3MiHa agpecu BupobHuka 13 TOB "ABAHT",
YkpaiHa (nakyBaHHs i3 dpopmu in bulk dpipmm -
BUpo6HMKa HCIC Xebeli XyamiH ®apmacbioTika
Komnani flimiTea, Kutaii), 63 3MiHn micust

3a
peyenmom

UA/15392/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)
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KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BMPOGHMLTBA. 3MiHW BHECEHI Y po3ainn
"MicLe3HaxomKeHHs! BUpO6HMKa Ta ioro agpeca
MiCLii NPOBaPKEHHS AiSNIbHOCTI" B IHCTPYKLito ANns
MeAMYHOro 3aCTOCYBaHHSA Ta SIK HaC/ifoK -
BifNOBIAHI 3MiHW Y TEKCTi MapKyBaHHS ynakoBKW
nNikapcbKoro 3acoby. 3miHu | Tuny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM). 3MiHW BHECEHI B TEKCT MapKyBaHHs
yMakoBKM NiKapCbKOro 3acoby LoA0 3a3HaYeHHS
MDKHapPOAHUX NO3HAYeHb O4MHULb BUMIPIOBaHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI. TOTOBUIA NiKapCbKUi
3aci6. Cuctema KoHTenHep/3akynopoBasibHWiA
3aci6. 3MiHa po3mipy ynakoBKu roToBOro
nNiKapcbKoro 3acoby (3MiHa KiIbKOCTi 0ANHULb
(ranpuknag TabneTok, amnyn TOLLO) B YNakoBsL,:) -
3miHa no3a fiana3oHoM 3aTBEpPAXEHVX PO3MIpIB
ynaxkoBku. BBefieHHs rpynoBoi rocnita/ibHoOT
ynakoBku Ne 25 Ta Ne 50 y dhiakoHax 3 MOPOLLKOM
Y KapTOHHiIin kopobuji ans MNN3 Tpumek NOpoLLIoK
AN po34nHy ANs iH'ekyin no 1000 mMr, 6e3 3MiHK
NepBNHHOTO NakyBaslbHOro Martepiasny, 3
BiANOBIAHUMYK 3MiHamK Y p. «YnakoBka» MKA N13.
3MiHV BHeceHi B po3Ain "YnakoBka" B iHCTPYKL,it0
0151 MeANYHOrO 3acTOCyBaHHSA MikapCbKOoro 3acoby
y 3B"A3KY 3 BBEJeHHSIM JOAAaTKOBUX YNaKOBOK, K
HacnifokK - 3aTBEPAKEHHSA TEKCTY MapKyBaHHSA
[04AaTKOBMX YMaKoOBOK /iKapCbKOro 3acoby.

283.

TPUNNIKCAM®
10 Mr/2,5
Mr/10 Mr

TabneTkn, BKpUTI
NniBKOBOK 060J10HKOIO, MO
10 mr/2,5 mr/10 wmr; no 30
Tabs1eToK y KOHTElHepI
ons Tabnetok; no 1 a6o
no 3 KoHTelHepu Ana
TabneTok y kopobu,i 3
KapTOoHY

ne
NABOPATYAP
CEPB'E

®paHuis

BiAnoBiAabHWIA 3a
BUPOBHULTBO,
aHanis, nakyBaHHs
Ta BUNyCK cepii:
Nab6opaTtopii Ceps'e
IHpacTpi, PpaHuis;
BiAnoBiAabHWIA 3a
BUPOBHULTBO,
aHanis, nakyBaHHs
Ta BUNyCK cepii:
Ceps'e (IpnaHgis)
IHgacTpic /T4,
IpnaHgjs

PpaHuis/
IpnaHgis

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUxX JaHnx npo cucTemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHnx
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[jiiCHEHHs1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
Bif, yNOBHOB&XEHOT 0co6u, BiANOBiAaIbHOI 3a
3fiicHeHHs thapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-haiina cuctemu papMakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHNIKa,
BiANOBIAa/IbHOI 3a chapmakoHarnsag,.
MponoHoBaHa pepakuis: Luc Feldmann / Jliok
®enbaMaHH. 3MiHa KOHTaKTHUX JaHnX
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
thapMakoHarnsag. 3mMiHa KOHTaKTHOT 0co6u
YNOBHOB&XEHOT 0CO6M 3as1BHMKA, BifnoBiganbHOT

3a
peyenmom

UA/13929/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3a hapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuis: PokyHb OkcaHa tOpiiBHa.
3MiHa KOHTaKTHUX [aHNX KOHTaKTHOI 0co6u
YMOBHOB&XeHOT 0C06M 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnsg, B YkpaiHi. 3MiHa Homepa
mMacTep-halina cuctemu papMakoHarnisgy
284. | TPUNNIKCAM® | Tabnetku, BKpUTI ne ®paHuis BiANOBIAa/IbHMI 3a PpaHuis/ BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/13930/01/01
10 Mr/2,5 Mris nniBKOBOK 060J1I0HKOIO, MO NABOPATYAP BMPOGHULITBO, Ipnangis 3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI peyenmom
Mmr 10 mr/2,5 mr/5 mr, no 30 CEPB'E€ aHaui3, NakyBaHHs Ta thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
TabneToK y KOHTelHepi Ta BUMYyCK cepii: y3araslbHeHUX JaHnx npo cucTemy
ons Tabnetok; no 1 a6o Nab6opaTopii Ceps'e hapMakoHarnsagy (BBeeHHs y3arasibHeHUX JaHuX
no 3 KoHTelHepu Ana IHpacTpi, PpaHuis; npo cmuctemy chapmakoHarnsgy, smiHa
TabneTok y kopobu,i 3 BiAnoBiAa/IbHWIA 3a yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
KapTOoHY BUPOGHMLITBO, 3AilicHeHHA hapMakoHarnsy; KOHTaKTHOT ocoou 3
aHanis, nakyBaHHs hapmakoHarnsgy 3asBHUKa 415 34iCHEHHSA
Ta BUNyCK cepii: thapmakoHarnsgy B YkpaiHi, SKLL0 BOHa BigMiHHA
Ceps'e (IpnaHgis) Bif, yNOBHOB&XeHOT 0co6u, BiANOBiJaIbHOI 3a
IHgacTpic /T4, 3[ilicHEeHHS1 chapMakoHarnsay (Bkarovaroum
IpnaHgjs KOHTaKTHI AaHi) Ta/abo 3MiHM Yy PO3MiLLEHHI
MacTep-haiina cuctemu papMakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6U 3asBHNIKa,
BiANOBIAa/IbHOI 3a chapmakoHarnsg,.
MponoHoBaHa pepakuin: Luc Feldmann / Jliok
®enbaMaHH. 3MiHa KOHTaKTHUX JaHnX
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
thapMakoHarnsag. 3mMiHa KOHTakTHOT 0co6u
YNOBHOB&XeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a (hapmakoHarnsg B Ykpaii.
MponoHoBaHa pefakuis: PokyHb OkcaHa tOpiiBHa.
3MiHa KOHTaKTHUX [aHNX KOHTaKTHOI 0co6u
YMNOBHOB&XeHOT 0co6M 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnsg B YkpaiHi. 3miHa Homepa
MacTep-haiina cuctemm hapmakoHarnsgy
285. | TPUNNIIKCAM® | Tabnetku, BKpUTI ne PpaHuin BiANOBIAaIbHMI 3a PpaHuia/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/13931/01/02
5 Mr/1,25 nniBKOBOK 060I0HKOIO, MO NABOPATYAP BMPOGHWLITBO, Ipnangis 3MiHM | TURY - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI peyenmom
MI/10 MIr 5 mr/1,25 mr/10 mr; no 30 CEPB'E€ aHanis, nakyBaHHs Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o

Tabs1eToK Y KOHTEHEPI
ons Tabnetok; no 1 a6o
no 3 KoHTelHepu Ans
TabneTok y kopobui 3
KapTOoHY

Ta BMNYyCK cepil:
Nab6opaTopii Ceps'e
IHpacTpi, PpaHuis;
BiAnoBigabHWiA 3a
BUPOBHMLTBO,
aHanis, nakyBaHHs
Ta BMNYyCK cepil:
Ceps'e (IpnaHgis)
IHgacTpic iTa,
IpnaHgis

y3ara/ibHeHMX AaHunx npo cuctemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[ifiCHEHHs1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bif, yNOBHOB&XXEHOT 0co6M, BiANOBiAabHOI 3a
3fiicHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy PO3MiLLEHHI
MacTtep-chalina cuctemu gpapMakoHarasay) -
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3MiHa YNOBHOBaXXEHOT 0CO6W 3asABHYIKA,
BignoBigabHOI 3a hapmakoHarnsg.
MponoHoBaHa pepakuis: Luc Feldmann / ok
denbgmaHH. 3MiHa KOHTAKTHUX JaHKX
YNOBHOB&XEHOT 0CO6M, BignoBiganbHOI 3a
hapMakoHarnsg. 3mMiHa KOHTaKkTHOT 0co6u
YMOBHOB&XEHOT 0C0bM 3as1BHMKA, BifnoBigabHOT
3a (hapmakoHarnag, B YKpaiHi.
MponoHoBaHa pepgakuis: PokyHb OkcaHa tOpiiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0co6bm
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifnoBigabHOl
3a papmakoHarnag B Ykpaini. 3miHa Homepa
mMacTep-aiina cuctemy papmakoHarisgy

286.

TPUMNNIKCAM®
5 MI/1,25 Mr/5
Mmr

TabneTku, BKPUTI
N/1iBKOBOIO 060/10HKOI0, MO
5 mr/1,25 mr/5 mr; no 30
Tab/1eTOK Y KOHTEHEPI
Ans tabnetok; no 1 a6o
no 3 KoHTeliHepun Ans
TabneTtok y Kopobui 3
KapTOoHY

ne
NNABOPATYAP
CEPB'E

dpaHuis

BiANOBigaIbHMI 3a
BMPOGHMLTBO,
aHanis, nakyBaHHs
Ta BMNyCK cepil:
NabopaTtopii Ceps'e
IHpacTpi, PpaHuis;
BiANOBigaIbHUI 3a
BMPOGHMLTBO,
aHanis, nakyBaHHs
Ta BMNyCK cepil:
Ceps'e (IpnaHgis)
IHpacTpic N14,
IpnaHgis

PpaHuia/
IpnaHgis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TMNYy - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0c06M, BignoBigansLHOI 3a
3[iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyaryn
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTtep-aiina cuctemy papmakoHarnsay) -
3MiHa YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
BignoBiganbHOI 3a hapmakoHarnsag.
MponoHoBaHa pepakuis: Luc Feldmann / ok
denbaMaHH. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0C06M, BignoBigansHOI 3a
thapmakoHarnsg. 3miHa KOHTaKkTHOT 0co6u
YMOBHOB&XeHOT 0cobM 3as1BHMKA, BignoBiganbHOT
3a (hapmakoHarnag, B YKpaiHi.
MponoHoBaHa pegakuis: PokyHb OkcaHa HOpiiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobum
YNOBHOB&XEHOT 0CO6U 3asiBHMKA, BifnoBigabHOl
3a (papmakoHarnag B Ykpaini. 3miHa Homepa
MacTep-haiiia cucteMu dpapmakoHarnsay

3a
peyenmom

UA/13929/01/02

287.

TPIBECTAH

TabneTku, BKPUTI
060/10HKO0, M0 250 Mr no
10 TabneTok y 6nictepi,

no 6 6nicTepiB y KAPTOHHIlA
nauui

AT "Codpapma”

Bonrapis

Bupo6bHmuTBO
Hepo3dgacoBaHOl
npoaykuii, nepBuHHa
ynakoBka abo
BMPOGHULITBO 3a
MOBHUM LK/IOM:
AT "Codpapma”,

Bonrapisi/
Ykpaina

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3as1BHMKa (B/1aCHMKA pPeecTpaLiliHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460); 3miHu | TNy - 3MiHK WOA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeegeHHs1 ab0 3MiHW A0 y3arasibHeHUX JaHux Npo
cuctemy chapmakoHarnaay (BBegeHHs

6e3
peuyenma

UA/4050/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Bonrapis;
BTOpMHHA ynakoBka,
[03BIiN Ha BUMYCK
cepii:

AT "BITAMIHN",
YkpaiHa

y3araslbHeHUx JaHnx npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHNA hapmakoHarnsay;
KOHTaKTHOI 0CcO6M 3 thapMakoHarnsay 3asBHUKa
[ANs 3aiiCHeHHs dhapMakoHarnsay B YKpaiHi, AKLLo
BOHa BifJMiHHa Bif, yNOBHOBaXKEHOI 0cOo6Y,
BiANOBIAA/IbHOI 32 34iiCHEHH:A dhapmakoHarnsagy
(BK/TIOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-thaiina cucremm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOi 0cobu
3asBHVIKa, BigNoBigabHOI 3a hapmakoHarnsg.
[Jitoua pepakuisn: biniHceka Jinia KOp'iBHa.
MponoHoBaHa pepakuis: CeetnaHa Cnacosa /
Svetlana Spasova. 3MiHa KOHTaKTHUX JaHuX
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a hapmakoHarnsg. BeegeHHs KOHTakTHOI ocobu
YNOBHOB&XEHOT 0CO6M 3as1BHMKA, BifnoBigabHOI
3a 34iliCHEHHA hapmakoHarnagy B YkpaiHi.
MponoHoBaHa pepakuis: JoporiHa KatepuHa
lOpiiBHa. BBEAEHHS KOHTAKTHUX OAHUX KOHTaKTHOT
0Cco6y YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarifg B YkpaiHi.
3MiHa MicLA 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarniagy. 3miHa MicLLe3HaxooKeHs
macTep-haiina cuctemn hapmakoHarnsgy Ta mnoro
HOMepa; 3MiHu | Tuny - AOMIHICTpaTUBHI 3MiHW.
3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO /liKapCbKoro 3acoby, BkIovaum
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHN
KOHTPOJI0 SIKOCTI. (ZiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/iIMNOpTEpP, BK/IOUAOUM BUMYCK Cepild) -
3MiHa HanMcaHHA HaliMeHyBaHHS Ta afpecu Micus
NPOBaPKEHHS AiSNbHOCTI BUpobHuka 13,
BiAnoBigaIbHOro 3a BUPOGHULITBO
Hepo3chacoBaHoT NPOAYKLi, NEPBUHHY YNakoBKY
a60 BUPOGHMLTBO 3@ MOBHMM LMK/IOM

288.

TPIBECTAH

TabneTku, BKPUTI
060/10HKO0, 10 250 Mr in
bulk Ne 1590: no 10
Tabnetok y 6nictepi; no
159 6nicTtepiB y
noninponisieHoBii kopobu,;
in bulk Ne 1620: no 10
TabneTok y 6nictepi; no
162 6nictepn y
noninponisieHoBil kopobL;
in bulk Ne 1650: no 10

AT "Codrapma”

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3as1BHMKa (B/1acHMKa peecTpaLiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460); 3miHu | TUNY - 3MiHK WOA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeefeHHs1 ab0 3MiHW A0 y3arasibHeHUX JaHux Npo
cuctemy chapmakoHarnagy (BBegeHHs
y3araslbHeHUX JaHnX Npo cucTemy
hapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsgy 3asBHuKa

UA/13251/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

TabneTok y 6nictepi; no
165 6nicTepiB y
noninponineHosili kopobu,i

[ONA 34jiCHeHHs dhapMakoHarnsgy B YKpaiHi, Ko
BOHa BiZIMiHHa BiJ, yNOBHOBaXKEHOI 0CO6Y,
BiZiNOBIAANbHOI 3a 34jiICHEHHS hapmakoHarnsay
(BKIHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3miHn y
pO3MiLLLeHHi MacTep-chaiina cuctemm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOI 0cobu
3aABHVKa, BiANOBiAaNbHOI 3a hapmakoHarnsg,.
[litova pepakuin: biniHcbka inia FOp'iBHA.
MponoHoBaHa pepakuis: CeetnaHa Cnacosa /
Svetlana Spasova. 3mMiHa KOHTaKTHVX AaHnX
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifnoBigabHOl
3a hapmakoHarnsg. BeegeHHs KOHTakTHOI ocobu
YMOBHOB&XeHOT 0C0bM 3as1BHMKA, BifnoBigabHOT
3a 3pjlficHeHHs hapMakoHarnagy B YKpaiHi.
MponoHoBaHa pefakuis: foporiHa KatepuHa
lOpiiBHa. BBeAEHHSA KOHTaKTHNX AAHNX KOHTaKTHOT
0C06M YNOBHOBaXEHOI 0COOM 3asBHUKA,
BiANOBIAabHOI 3a thapmakoHarnsg B YkpaiHi.
3MiHa Micus 34iliCHEHHA OCHOBHOI Aisi/IbHOCTI 3
thapmMakoHarnagy. 3miHa MicLe3HaxooKeHs
macTep-gaiina cuctemn chapmakoHarnsgy Ta ioro
HoMepa; 3MiHW | Tuny - AOMIHICTPaTUBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBafKEHHA AiSNIbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKI0Yaumn
AinbHULI BUNYycKy cepii abo MicLe NpoBeAeHHS
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOpPTEpP, BK/OYAOYM BUMYCK CEpiid) -
3MiHa HanMcaHHA HaliMeHyBaHHS Ta afpecu Micus
NPOBaKEHHA AiSNbHOCTI BUPOOHUKa 13,
BiANOBIA&/IbHOrO 3a BUPOGHMLTBO
Hepo3dhacoBaHOT NPOAYKLi, NEPBUHHY YNakoBKy
a60 BMPOBHULITBO 38 MOBHUM LIMK/IOM

289.

TPYRICITI

PO3YUH ANS iH EKLA Mo
0,75 mr/0,5 mn no 0,5 mn
PO34UMHY B CKNSTHOMY
LNpuLi, BKNageHomy B
O1HOPA30BY LUNPULL-PYYKY;
no 4 nonepefHLO
3aMOBHEHWX LUNPUL-PYYKA
B ynakosLi

Eni Ninni
HepepneHp B.B.

HigepnaH
an

BeTTep ®apma-
®epTiryHr MTm6X i Ko.
KI', HimeuunHa
(BMpPOGHMLTBO
[,030BaHoi chopmu,
KOHTpONb); Eni Ninni
eHg KomnaHi , CLLA
(BUPOBHMLTBO 3a
MOBHWM LMK/IOM:
BMPOGHMLTBO
[030BaHol hopmu B
Lnpuuax,
nakyBaHHs Ta
MapKyBaHHs, 36ip
LUNPUL-PYYKHA,

HimeuumnHa/
CLUA/
ITanis/

IpnaHgis

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHU | TUNY - He3HaYHI 3MiHX B NpoLLeci
BMPO6HMLUTBA ADI, L0 NONAraloTb y BUNpPaBeHi
He3HayHVX NOMWIOK y po3gaini 3.2.5.2.3.2.4
«[poTOKON BUPOBHMLTBA 6AHKY PO6OUNX KNITUH
HOBOro BMPOGHUKax», y nigpo3aini 3.2.5.2.3
«KOHTponb MaTepiasniB», a TakoX peAakLiliHi
3MiHM go po3sginy 3.2.5.2.3.2 «Cuctema 6aHky
KITUH, XapakTepucTmKa Ta TECTyBaHHS»; 3MiHu |
TUNY - HE3HAYHI 3MiHN [0 3aTBEPKEHOT
aHasliTMYHOT METOANKN BU3HAYEHHS aKTUBHOCTI
GLP-Fc (B10494), 110 BUKOPUCTOBYETLCA 415
KoHTponto APl Ta I3

3a
peyenmom

UA/15601/01/01
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Ymosu
Bionycky

3asBHUK PeecmpayjitiHa npoyedypa Homep
peecmpayiliHo2o

nocsio4YeHHs

Ne Hassa Bupo6HuK
n/n JliKapcbKo20

3acoby

KpaiHa
BUPOGHUKa

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

KOHTPO/b, BANYCK
cepii rotoBoro
NiKapcbkoro
3acoby); Eni Ninni
ITania C.MN.A., ITanis
(BTOPUHHA
yNaKoBKa, KOHTPO/b,
[103BiN Ha BUNYCK
cepii); Eni NMinni
KiHceinn Niviteq,
IpnaHgis
(koHTponb); Yapnb3
PiBep /labopatopi3
AiipneHg, Niviten,
IpnaHgis (KOHTPOsb)

HimeuumnHa/ UA/15601/01/02
CLUA/
ITania/

IpnaHgis

290. | TPYAICITI BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a
3MiHU | TUNY - He3HaYHi 3MiHX B NpoLeci peyenmom
BMPO6HMLUTBA ADI, L0 NONAraloTb y BUNpPaBeHi
He3HayHVX NOMWIOK y po3gini 3.2.5.2.3.2.4
«[poTOKON BUPOBHMLTBA GAHKY PO6OUNX KNITUH
HOBOro BMPOGHUKax», y nigpo3aini 3.2.5.2.3
«KOHTponb MaTepiasniB», a TakoX peAakLiliHi
3MiHM go po3sginy 3.2.5.2.3.2 «Cuctema 6aHky
KITUH, XapakTepucTmKa Ta TECTyBaHH:»; 3MiHu |
TUNY - HE3HAYHI 3MiHN [0 3aTBEPKEHOT

Eni Ninni HigepnaH
HepepneHnp B.B. o

BeTTep ®apma-
®epTiryHr MTm6X i Ko.
KI', HimeuunHa
(BMpPOGHMLTBO
[,030BaHoi chopmu,
KOHTpONb); Eni Ninni
eHg KomnaHi , CLLA
(BUPOBHMLTBO 3a
MOBHWM LMK/IOM:
BMPOGHMLTBO

PO34uH ANs iH exuiii mo 1,5
mr/0,5 mn no 0,5 mn
PO34UMHY B CKNSTHOMY
LNpuLi, BKNageHomy B
O1HOPA30BY LUNPULL-PYYKY;
no 4 nonepefHLO
3aMOBHEHMX LUNPULL-PYYKA
B ynakosLi

[030BaHol hopmu B
Lwnpuruax,
nakyBaHHSA Ta
MapKyBaHHs, 36ip
LUNPUL-PYYKM,
KOHTPO/b, BANYCK
cepii rotoBoro
NiKapcbkoro
3aco6y); Eni Ninni
ITania C.MN.A., Itanis
(BTOPMHHA
ynaKkoBKa, KOHTPO/b,
[03BiN Ha BUNYCK
cepii); Eni Ninni
KiHceinn Niviteq,
IpnaHgis
(koHTponb); Yapnb3
PiBep /labopatopi3
AiipneHg, Niviten,
Ipnangis (KOHTPOsb)

aHasliTMYHOT METOANKN BU3HAYEHHS aKTUBHOCTI
GLP-Fc (B10494), 110 BUKOPUCTOBYETLCA 415
KoHTponto APl Ta I3

291.

YNCENAH

niodpinizaTt 4N posumHy
ONs iH ey, no 40 mr 1
d01aKOH Y KOHTYpHIl

YOPN[,
MEAMLVH
INIAY CAH. BE

TypeyuunH
a

Medap lnay CaH.
ALl

TypeyunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHKM | TURY - 3MiHK WoA0 6e3nekn/eheKTUBHOCTI
Ta papmakoHarnsgy - OHOB/IEHHS TEKCTY

3a
peyenmom

UA/16671/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
YapyHKOBIli ynakoBLj, o 1 TIOXK. A.LL. MapKyBaHHS! yMakoBKM iKapCbKoro 3acoby 3
KOHTYPHIli YapyHKOBIl BHECEHHSAM iHchopMaLii LWoA0 3a3HauYeHHs
YyNaKoBLji B KAPTOHHIlA OAMHMLb BUMIpIOBaHHSA y cuctemi Sl Ta
Kopoo6Li 3a3HayeHHs JaTv BUpobHuUTBa. BBEAEHHS 3MiH
NPOTAroM 6-TW MICALB NiCNA 3aTBepAKEHHS
292. | YHAOEBIT npaxe, no 50 gpaxe y MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/2985/01/01
KOHTeliHepax "TexHonor" 3MiHM | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenma
Ta hapmakoHarnsgy - OHOB/IEHHSA TEKCTY
MapKyBaHHS yMakoBKM MiKapCbKOro 3acoby 3
BHECEHHSAM iHchopMmaLii LWoA0 3a3HaYeHHs
OOVHWLB BUMIPIOBaHHSA Y cuctemi Sl. BHeceHHs
3MiH go po3giny “MapkyBaHHs" MKA N13:
3anponoHoBaHo: Po3gin «MapkyBaHHs». 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH
BBE/EHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPAKEHHSA
293. | YHOEBIT Apaxe, in bulk: no 1000 MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/2986/01/01
Apaxe y KOHTeHepax "TexHonor" 3MiHM | TMNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
n1acTMacoBmx Ta hapmakoHarnsay - OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHhopmalii LWoA0 3a3HauYeHHs
OAVHVLB BUMIPIOBaHHA Y cucTemi Sl. BHeceHHs
3MiH 0 po3gainy “MapkyBaHHA" MKA /13:
3anponoHoBaHo: Po3gin «MapkyBaHHS». 3rigHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHS, Lo
fopaetbes. TepmiH BBEEHHS 3MiH - NPOTAroM 6
MicsLiB MicNsA 3aTBEpAYKEHHS
294. | YPO-TPAH rpaHynv no 10 r y nexaui; MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 6e3 UA/8455/01/01
no 1 neHasny B nauui 3 "HaujioHanbHa FomeonaTnyHa 3MiHK | TURy - 3MiHK WoA0 6e3nekn/eddeKkTUBHOCTI peuyenma
KapToHy, no 10 ry FomeonaTtnyHa Cninka" Ta (hapmakoHarnsgy - OHOBMIEHHS TEKCTY
hNaKoHi 3 KpULLIKOKO; Nno 1 Cninka" MapKyBaHHS yNakoBKU MiKapCbKoro 3acoby 3
hnakoHy B mauu,i 3 BHECEHHSM iHhopMaLii LWoA0 3a3HauYeHHs
KapTOoHY OMHULLb BUMIPIOBaHHA y cuctemi Sl
295. | ®EKCODEH - TabneTku, BKPUTI CaHoBenb Insy TypeuunH CaHoBenb 1nsy TypeuunHa BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 6e3 UA/10632/01/01
CAHOBE/b NAiBKOBOK 060JI0HKOIO, MO CaHai Be a CaHai Be Tugpxapet 3MiHW | TMNy - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenma

120 wmr; no 10 Tabnetok y
6nictepi; no 1 a6o 2
6nicTepn y KapTOHHIl
KopoobLi

Tupxapet A.LL.

A.LL.

Ta (hapmakoHarnsgy. BeegeHHst abo 3MiHu A0
y3arasibHeHVX AaHnx Npo cuctemy
chapmakoHarnsgy (BBefleHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, 3amiHa
YNOBHOBAXEHOI 0CO6M, BignoBiganbHOI 3a
3[iicCHEHHSsT hapMakoHarIsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHuKa Ans 34jiACHEHHS
dhapmakoHarnsay B YkpaiHi, KLU0 BOHA BigMiHHa
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Bifl yNOBHOBaXXeHOT 0Cc06W, BigNoBifabHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI

MacTep-aiina cuctemy papMakoHarnisgy) -

3MiHa YNOBHOBa)XXEHOI 0CO6U 3asBHUKA,
BiNOBiAabHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
MponoHoBaHa pegakuis — M. Sc. Pharm. Sela
Anah. 3miHa KOHTaKTHUX JaHuX YNOBHOBaXEHOT
0C06M 3as1BHMKA, BifNOBIAAbHOI 33 34jiCHEHHS
chapmakoHarnsgy

296.

DEKCO®EH -
CAHOBE/b

TabneTku, BKPUTI
N/1iBKOBOIO 060/10HKOI0, MO
180 wmr; no 10 TabneTtok y
6nictepi; no 1 a6o 2
61icTepn Y KapTOHHIN
KOpoo6Li

CaHoBersib 1nay
CaHai Be
Tupxapet A.LL.

TypeyyuH
a

CaHoBersib Inay
CaHai Be Tugxapet
A.L

TypeyuunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TMNYy - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasbHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amMiHa
YNOBHOB&XEHOI 0CO6M, BignoBigansHOI 3a
3iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
macTtep-aiina cuctemy papmakoHarnsay) -
3MiHa YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
MponoHoBaHa pegakuis — M. Sc. Pharm. Sela
Anah. 3MiHa KOHTaKTH/X AaHUX YNOBHOBaXXEHOT
0Cco6U 3asiBHUKA, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy

6e3
peyenma

UA/10632/01/02

297.

®OEHTABEPA
100 MKF/ropa,

nnacTtup
TpaHcaepManbHuii no 100
Mkr/rog no 1 nnactupy
TpaHcAepMasibHOMY Y
cawle 3 (pyHKuielo 3axucTy
Bif BiAKpPVBaHHA AiTbMU;
no 5 calle y KapTOHHiIi
KOpO6Li 3 KOHTPOsIEM
nepLuoro BigKpPUTTA

AciHo Al

HimeyuuH
a

AciHo AT,
HimeuuunHa (Bunyck
cepii); Nyiie dapma

Al', HimeuunHa
(BUPOBHMLTBO
Hepo3dgacoBaHOl
npoaykuii, nepBuHHa
Ta BTOPUHHA
ynakoBKa, KOHTPO/Ib
AKOCTI Ta BUMYCK
cepii)

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis:
BMNPaBfieHHs1 TeXHIYHOT noMunkm y MKA, sika 6yna
gonyuieHa npu peectpauii N3 (Haka3 Ne 203 Big,
02.03.2017 p.), npy nepeHeceHHi iHdhopmadli 3
peecTpaujiiHoro gocbe (p.3.2.P.5.1) y MKA B
po3gini "Cneymndukauyms Bbinycka" HeBipHO
3a3HayYeHo KpuTepii NPUAHATHOCTI 3a NOKa3HUKOM
"KonnuectBeHHoe onpeaenexne geHtaHmuna".
Pe3ynbTatbl 6epyT 13 NPOMEXYTOYHOrO KOHTPOA
(namunHar). 3a3HaveHe BUNpaBNEHHS Bignosigae
mMartepiasiaM peecTpauiiHoro ocke

3a
peyenmom

UA/15831/01/05

298.

®EHTABEPA
12 MKr/ropg,

nnacTtvp
TpaHcaepMasibHuiA Mo 12
MKr/rog no 1 nnactupy
TpaHcaepMasibHOMY Y
cawle 3 (pyHKuieo 3axucTy
Bif BiAKPVMBaHHA LiTbMU;
no 5 calle y KapToHHil

AciHo Al

HimeuumnH
a

AciHo AT,
HimeuuunHa (Bunyck
cepii); Nyilie ®apma

Arl, HimeyunHa
(BMPOGHMLTBO
Hepo3dgacoBaHOl
npoaykuii, nepBMHHa

HimeuunHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
BUMNpaB/IEHHS TEXHIYHOI nomuikn y MKSA, sika 6yna
ponyuieHa npu peectpauii N3 (Haka3 Ne 203 Big,
02.03.2017 p.), npy nepeHeceHHi iHdopmadlii 3
peecTpaujiiHoro gocbe (p.3.2.P.5.1) y MKA B
po3gini "Cneyudukauyms sbinycka" HeBipHO
3a3HayYeHo KpUTepii NPUAHATHOCTI 3a NOKa3HUKOM

3a
peyenmom

UA/15831/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOpOO6Lii 3 KOHTPONEM Ta BTOpPUHHA "KonnuectBeHHoe onpeaesneHne eHTaHmna". !
nepLUoro BiAKPUTTA ynakoBka, KOHTPO/b PesynbTatbl 6epyT 13 NPOMEXYTOYHOTO KOHTPO/IA
AKOCTI Ta BUNYCK (namuHar). 3a3HaueHe BUMpPaB/IEHHS BiANOBIAaE
cepii) MaTepiasiaM peecTpauiiHoro Aocbe
299. | ®EHTABEPA nnactmp AciHo Al HimeuuunH AciHo AT, HimeyuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15831/01/02
25 MKriropg, TpaHcaepmabHuii no 25 a HimeuumnHa (Bmnyck BUMNpPaBMIeHHs TEXHIYHOI nomunkn y MKA, ska 6yna | peyenmom
MKr/rog no 1 nnactupy cepii); Nlyiie dapma ponyuieHa npu peectpauii N3 (Hakas Ne 203 Big,
TpaHcAepMasibHOMY Y Al', HimeuunHa 02.03.2017 p.), npy nepeHeceHHi iHdopmMauii 3
calue 3 pyHKLi€0 3axmcTy (BPO6GHMLTBO peecTpaujinHoro gocbe (p.3.2.P.5.1) y MKA B
Bif BiAKpPVBaHHA AiTbMU; Hepo3dacoBaHoi po3gini "Cnevuudukaums Bbinycka" HEBIpHO
no 5 calle y KapTOHHil NpoAyKLii, NepBuUHHA 3a3HayYeHo KpUTepii NPUAHATHOCTI 3a NOKa3HUKOM
KOpOO6Li 3 KOHTPOsIEM Ta BTOPVHHA "KonnuectBeHHoe onpeaeneHne eHtaHmuna".
nepLUoro BiAKPUTTA ynakoBka, KOHTPO/b PesynbTatbl 6epyT 13 NPOMEXYTOYHOTrO KOHTPO/IA
AKOCTi Ta BUMYCK (namuHar). 3a3HaveHe BUNpaBAeHHS Bignosigae
cepii) mMaTepiasiaM peecTpaLiiHoro 4ocke
300. | ®EHTABEPA nnactmp AciHo Al HimeuuunH AciHo AT, HimeyunHa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/15831/01/03
50MKriroa, TpaHcaepMasnbHuii no 50 a HimeuumHa (BMnyck BMNPaBfieHHs TEXHIYHOT noMunkn y MKA, sika 6yna | peuernmom
MKr/rog no 1 nnactupy cepii); Nlyine dapma ponyuieHa npu peectpauii N3 (Haka3 Ne 203 Big,
TpaHcAepMasibHOMY Y Al', HimeuunHa 02.03.2017 p.), npy nepeHeceHHi iHdhopmadlii 3
cawle 3 (pyHKuielo 3axucTy (BUPOBHMLTBO peecTpavujiiHoro gocbe (p.3.2.P.5.1) y MKA B
Bif, BiAKpPVBaHHSA 4iTbMU; Hepo3dgacoBaHOl po3gini "Cneundukauns Boinycka" HEBIPHO
no 5 calle y KapTOHHiIi NPOAYKLIi, NepBuUHHA 3a3HayYeHo KpuTepii NPUAHATHOCTI 3a NOKa3HUKOM
KOpo6Li 3 KOHTPOsIEM Ta BTOpPUHHA "KonnuectBeHHoe onpeaeneHne geHtaHuna".
nepLuoro BigKpPUTTA ynakoBKa, KOHTPO/Ib Pe3ynbTatbl 6epyT 13 NPOMEXYTOYHOrO KOHTPOA
AKOCTi Ta BUMYCK (namunHar). 3a3HaveHe BUNpaBNEHHS Bignosigae
cepii) mMartepiasiaM peecTpauiiHoro ocke
301. | ®EHTABEPA nnactmp AciHo Al HimeuumnH AciHo AT, HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/15831/01/04
75 MKrirog TpaHcaepMasbHWiA no 75 a HimeuumnHa (Bunyck BUMNpaB/IEHHS TEXHIYHOI nomuikn y MKSA, sika 6yna | peyenmom
MKr/rog no 1 nnactupy cepii); Nyiie dapma ponyuieHa npu peectpauii N3 (Haka3 Ne 203 Big,
TpaHcAepMasibHOMY Y Al, HimeuunHa 02.03.2017 p.), npy nepeHeceHHi iHdopmaulii 3
cawle 3 (pyHKuieo 3axucTy (BMPOGHMLTBO peecTpaujiiHoro gocbe (p.3.2.P.5.1) y MKA B
Bif, BiAKpPVBaHHSA AiTbMU; Hepo3dgacoBaHOl po3zini "Cneundukauns Bbinycka" HEBIPHO
no 5 caule y KapTOHHil npoaykuii, nepBMHHa 3a3HayeHo KpuUTepii NPUIAHATHOCTI 32 MOKA3HUKOM
KOpOO6Lii 3 KOHTPONEM Ta BTOpUHHA "KonnuectBeHHoe onpeaeneHne eHTaHuna". !
nepLuoro BiAKpPUTTA ynakoBka, KOHTPO/1b PesynbTatbl 6epyT 13 NPOMEXYTOYHOrO KOHTPOSIA
SIKOCTi Ta BUMYCK (nammuHar). 3a3HaveHe BUNpPaB/IEHHS BignoBigae
cepil) mMaTtepiasiaM peecTpaLiiHoro Aocbe
302. | ®EPCIHON PO34MH ANna iH'eku;id, 100 YOPNA Benuka ®apmaBixH CaH. Be TypeuunHa BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 3a UA/14652/01/01
Mr/2 Mi1, N0 2 M1 PO3YMHY MEOWNLNH BpuTaHis Timk. A.LL. 3MiHW | TMNy - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenmom
B amnyni; no 5 amnyn y NIMITEL Ta (hapmakoHarnsgy - OHOBMEHHSA TEKCTY
YapyHKOBOMY JIOTKY Ta MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby 3
KapTOHHI Kopo6Li BHECEHHSAM iHchopmalLii LWoA0 3a3HaYeHHs
OAMHULIb BUMIpIOBaHHA y cuctemi Sl ta
3a3HayeHHs fatu BUpobHMLTBA.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS
303. | ®ECTA/NI® HEO | TabneTku, BKpUTI TOB "CaHodi- YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [10 peecTpaviiHiX maTepianis: 6e3 UA/14533/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

10 000

060/10HKOIO,
KMLIKOBOPO34MHHI; Ne 20
(20 x 1): no 20 TabneTok y
6nicTepi, no 1 6nictepy B
KapTOHHI KopooLii

ABEHTIC
Ykpaiva"

reyn"

3MiHW | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI
Ta (hapmakoHarnsgy. BeegeHHst abo 3MiHu A0
y3araslbHeHUX JaHnX Npo cucTemy
chapmakoHarnsgy (BBefleHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, 3amiHa
YNOBHOBAaXEHOI 0CO6MU, BignoBiganbHOI 3a
3[iicCHEHHsT hapMakoHarIsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asaBHuKa Ans 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOB&a)XeHOT 0Cc06W, BigNoBifabHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
MacTtep-aiina cuctemy papMakoHarnisay) -
3MiHa yNnoBHOBaXXeHOI 0cobu 3asBHUKA,
BiANOBiAabHOI 3a thapmakoHarnsag. firoya
pepakuis: KniwmH AHTOH MukonaiioBuy.
MponoHoBaHa pefakuis: XogakiBcbka TeTsaHa
BsiyecnasiBHa. 3MiHa KOHTAKTHUX JaHUX
YMOBHOB&XeHOT 0C06M 3as1BHMKA, BifnoBiganbHOT
3a hapmakoHarnsg

peyernma

304.

®/TABOBIP®

cvpon no 30 mn, abo no
50 mn, abo no 60 mny
hnakoHax 3 ckiia abo
nnacTuky; no 1 dpnakony
pasom 3 [03YH4O00
EMHICTIO Y navui 3
KapTOHHY

TOB "HBK
"Ekocpapm”

Ykpaina

TOB "HBK
"Ekochapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHM | TUNY - AgMIHICTPaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu Micus
NpPoBaf)KEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIovaoumn
AOinbHULI BUNYCKyY cepii abo micLe npoBefeHHs
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK Cepiid) -
3MiHa afpecy Micusi NPOBaKEHHS AiS/IbHOCTI
BMpo6HuKa M13 TOB "HBK "Ekochapm", YkpaiHa,
6e3 3MiHN MicLa BUPOGHMLTBA. 3MiHVM BHECEHO B
HCTPYKLi0 415 MeANYHOrO 3aCTOCyBaHHS LLOA0
MiCLie3HaXOMKEHHS BUPOOHMKA 3 BIANOBIAHUMY
3MiHaMK y TEKCTi MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby. BeBeeHHs 3MiH NPoTAromM 6-
TN MIiCALB NiCNA 3aTBEPMKEHHS. 3MiHM | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLa NPoBaMKEHHS AisNbHOCTI
BMPOGHMKa (BK/IKOYAKYM, 38 HEOOXIAHOCTI, MicLe
NpoBefeHHS KOHTPOJTI0 AKOCTI), abo BnacHuka
macTep-gaiina Ha Adl, abo noctavanbHMKa
Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
NpPOAYKTY, L0 3aCTOCOBYIOTbLCA Y BUPO6HULTBI AD|
(sIKLLO 3a3HAYEHO Y AOChE Ha NiKapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikara BignoBsigHOCTI
€Bponelicbkii hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHUKA HOBOI LOMOMIXHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y AOCLE) - 3MiHA

6e3
peyenma

UA/5510/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
afpecy MicLs NPOBaKEHHS AiS/TIbHOCTI
BMpoGHUKa A®I MNpoTedhnasia, piaknii ekcTpakt
(cybeTaHuis ) TOB "HBK "Ekodhapm”, YkpaiHa, 6e3
3MiHM Micus BUpobHUUTBA. BBEAEHHS 3MiH
NPOTArom 6-Tv MicALIB NiC/IA 3aTBEPAKEHHS.
305. | ®/IIKCOHA3E cnpei HasasibHU, nakcoCwmiTKns Benwvka "nakco Bennkom Icnanis/ BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 6e3 UA/8702/01/01
BOAHWIA, f030BaHuiA, 50 H KoHcblomep BpuTaHis C.A., IcnaHis ITanis/ 3MiHM | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenma
MKr/fo3y; no 60 0o3y Xenckep (HOK) (BMPOGHMLTBO, Benvka Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
nakoHi; no 1 donakoHy 3 Tpenginr KOHTPO/b AKOCTI, BpuTtaHis y3ara/ibHeHNx AaHux npo cucrtemy
[,03yl0UMM MPUCTPOEM B Nimiteq BMNYCK CepiiA, thapmakoHarnsgy (BBeAEHHS y3arasibHeHNX JaHux
KapTOHHI KopooLli nepBuHHE Ta npo cuctemy papmakoHarnsgy, amiHa
BTOPVHHE YMNOBHOB&XeHOT 0cobw, BiANoBifabHOI 3a
nakyBaHHs); CIT 3[iicHEHHSsT hapMakoHarIs4y; KOHTaKTHOI 0co6u 3
C.P.N., Itanis hapmakoHarnsgy 3asiBHUKa s 34iliCHEHHS
(BTOPUHHE thapmakoHarnagy B YKpaiHi, SKLL0 BOHA BigMiHHA
nakyBaHHs); Bifl yNOBHOBaXXeHOT 0c06u, BignoBifanbHOT 3a
CnpiHrgbto flimites, 3pificHeHHs chapmakoHarnsgy (Bkioyarun
Benuka BpuTaHis KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
(BTOPUHHE MacTep-aiina cuctemy papMakoHarnisay) -
nakyBaHHs) 3MiHa YNOBHOB&XEHOT 0COBU 3asBHUKA,
BiAnoBiganbHOI 3a thapmakoHarnsg: NponoHosaHa
pefakuis — [p. Menc-Ynbpix LLUTermanH / Dr. Jens-
Ulrich Stegmann, MD. 3MiHa KOHTaKkTHUX SaHUX
YNOBHOBaXEHOI 0CO6M, BifgnoBiganNbHOI 3a
hapmakoHarnsg. 3mviHa Homepy Ta
MiCLLe3HaXOKEHHS MacTep-thaiina
306. | ®PJIOKCAN® Kpanni o4Hi, po3unH 0,3 %,; TOB «BAYLU Ykpaina [p. F'epxapa MaHH HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/8528/01/01
no 5 mny dpnakoHi 3 XEJIC» XewMm.-chapm. Pabpuk 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
KpanesibHuuero; no 1 6X HaliMeHyBaHHs1 Ta/abo agpecu Micus
hNakoHy 3 kpanenbHULUEe NpoBaf)KEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
B KapPTOHHIiA KOopooLyi roTOBOrO /liKapCbKOro 3acoby, BKIoyaoum
AOinbHULI BUNYCKy cepii abo micLe npoBefeHHs
KOHTPOIO SKOCTi (AiANbHICTb, 3a AKy Bignosifae
BMPOGHMK/IMNOpTEpP, BK/OYAUM BUMYCK Cepiid) -
He3HauyHa 3MiHa B HaliMeHyBaHHi Ta afpeci
BMPO6HUKa /13 BHOCUTBCA 3 METOI NPUBEAEHHS Y
BiANOBIAHICTb A0 NiLeH3iT Ha BUPOBHNLTBO
3asBneHoi /1P y KpaiHi BUpo6HVKa. BBeAeHHS 3MiH
NpoTArom 6-T1 MiCALIB MiC/1A 3aTBEPMAKEHHS.
307. | ®N1OTTO Kpanni ByLwHi no 15 mn OenvTta Mepiken | Lseiiuapi K.O. Pomdhapm PyMyHis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/15844/01/01
PO34MHY Y h1akoHi- INpomoyLH3 Al ] KomnaHi C.P.J1. 3MiHKM | TURY - 3MiHK 3 aKocTi. CepTudiikaT peyenma

KpanenbHuui; no 1
hnakoHy-KpanesibHULi y
KapTOHHiiA Kopo6Ly

BignoBigHocTi/IE-cepTudikart BignoBigHocCTi
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBNIEHOro cepTudikata
BiANOBIAHOCTI ab0 BU/TyYEHHS1 cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®l; nnsa sBuxigHoro
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
matepiany/peareHTy/npomMiKHOro MPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; Ana
[0MNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkinn hapmakonei) - Houid cepTudikart
Bifi HOBOrO BMPOGHMKA (3aMiHa ab0 AOMOBHEHHS) -
BBE/IEHHS HOBOTO BMPOOHMKA [1i040i PEYOBUHMN
Lidocaine hydrochloride monohydrate SWATI
SPENTOSE PVT. LTD., B iIKOr0 HasiBHWIA
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei Ne R1-CEP 2013-103-Rev 00.
3anponoHoBaHo: 1. Moehs Catalana S.L., IcnaHis,
MOEHS BCN, S.L., IcnaHis. 2. S.LM.S. S.R.L,,
ITania 3. SWATI SPENTOSE PVT. LTD., Ingis
308. | ®OPJ/IAKC NOPOLLOK A/1A INCEH dpaHuis BO®YP INCEH PpaHuin BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/6852/01/01
NPUIroTYBaHHA PO3UNHY KOHCBbIOMEP IHAYCTPI 3MiHY | TUMY - 3MiHK 3 AKOCTi. FOTOBMIA NiKApCbKUiA peyenma
015 nepopasibHoro XEJICKEA, 3aci6. 3miHM y BUpo6HULTBI. 3MiHa po3mipy cepii
3acTocyBaHHs no 10 r; no akuioHepHe (BKKOYALOUM Ajana3oH po3Mipy cepil) roToBoro
10,167 r NOPOLLKY B TOBapUCTBO nikapcbkoro 3acoby (36inbweHHs go 10 pasis
nakeTuky; no 10 a6o no 20 CnpoLLeHoro MOPIBHSAHO i3 3aTBEPXEHUM PO3MIPOM) -
NakeTuKiB Y KapTOHHIl Tmny 36iNbLUEHHST po3Mipy cepii MN3.
Kopobui 3anponoHoBaHo: 1362,38 kg which corresponds to
a fill rate of 77% of the container
309. | ®YPATIH Tabnetku no 50 mr; no 10 AT Nartsis AT "OnaiiHcbapm" Nartsis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/4300/01/01
TabneTtok y 6nictepi; no 3 "Onaiinchapm” 3MiHM | TUMY - BHECEHHS 3MiH Y npouec peyenmom
6nictepy B navw,i BMPOGHMLTBA /13, 30kpema: 36i/IbLLEHHS TEPMiHY
KapTOHHIi 36epiraHHsa NpoAykTy in bulk. (3anponoHoBaHo: He
Ginblue 6 micsuis)
310. | XABPUKC™ cycneHsist ANs iH'ekwjin "nakcoCwmiTKns Benuka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/16497/01/02
1440 BAKUWHA | 1440 O[ ELISA; no 1 mn H ExcnopT BpuTanis Bionogxikans C.A. 3MiHY Il Tuny - 3miHK 3 akocTi. CepTuddikat peyenmom
Aana (1 po3sa gnis gopocnux) y Nimiteq BignoBigHocTi/lE-cepTudikart BignoBigHocTi
MPO®INAKTUK | donakoHi; no 1 chnakoHy B €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs

N TENATUTY A

KapTOHHI Kopobuj; no 1
M (1 gosa gns
[opocnux)) B nonepeaHso
HanoBHEHOMY LUMPULL Y
KOMM/IEKTI 3 rosikoto; no 1
LLINPpULLY B KAPTOHHIN
Kopo6ui; no 1 mn (1 go3a
L1151 [opoC/InX) y GoNaKoHi;
no 1 chnakoHy B KapTOHHii
Kopo6ui; no 1 mn (1 gosa
L1151 [OPOC/InX) B
nonepeaHbL0 HaNnoOBHEHOMY
LUNPULL Y KOMMNAEKTi 3
rosikoto; no 1 wnpuuy B
KapPTOHHI Kopobuj

HOBOro abo OHOBMIEHOro cepTudikata
BiANOBIAHOCTI ab0 BU/TyYEHHS1 cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; anqa suxigHoro
mMartepiany/peareHTy/NPoMKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPObHULTBI ADI; ans
AonomikHoT peyosuHu (FE-cepTudikar
BiANOBIAHOCTI €BpoNelichbkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npomixKHOro
npoaykTy abo AONOMDKHOT PEYOBUHN) -
HoBwii/oHOBNEHWIA cepTudikaT Big BXe
3aTBEPAKEHOr0/HOBOrO BUPOBHUKA, LU0
BMKOPUCTOBYE MaTtepiann /oAcbKoro abo
TBAPUHHOTO NOXOMPKEHHS, AN AKNX BUMAraeTbCs
OLIiHKa pU3MKY NOTEHLIAHOTO 3a6pyHEHHS
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
CTOPOHHIMM areHTamu - [lofasaHHs HOBOIO
cepTudpikaTy BiAnNoBigHOCTI EBponechkili
dapmakonei woao ryéyatoi eHuedanonatii ana
heTanbHOI 6ryayoi cmposaTtku (Foetal Bovin
Serum), L0 BUKOPUCTOBYETLCA Y MPOLIEC
BMpo6HMUTBa A®I Bipyc renatuty A (Hepatitis A
Virus (HAV)) TSE R1-CEP 2005-087 Rev 03 Big,
HoBoro Bupo6Huka SAFC BIOSCIENCES, 13804
W 107th Street, 66215 Lenexa, Kansas, United
States. BHeceHHA pefakuiliHuX NpaBok Ao
po3ginis 3.2.5.2.3, 3.2.5.2.6, 3.2.A.2 Ta 3.2.R 4.

311. | XABPUKC™ cycneHsis gns iH'exuii 720 nakcoCwmitTKns Benuka nakcoCwmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/16497/01/01
720 BAKLUVHA Of ELISA; no 0,5 mn (1 nH ExkcnopT BpuTaHis Bionoaxikans C.A. 3MiHun Il Tuny - 3miHK 3 sikocTi. CepTudikat peyenmom
ana nosa ans pitei) y Nimiteq BignosigHocTi/IE-cepTudikat BignosigHoCTi
MPO®ITAKTUK | dhnakoHi; no 1 chnakoHy B €Bponelicbkili hapmakonei/moHorpadii. MogaHHA
W TENATUTY A | kapToHHili kopobui; no 0,5 HOBOro abo OHOB/IEHOro cepTudikaTa

Mn (1 posa ans giteid) B BiANOBIAHOCTI ab0 BUYyUYEHHS cepTudikaTa
nonepegHL0 HarNoBHEHOMY BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: gns
LINPULL Y KOMMIEKTi 3 A®I; ons BUXiAHOTO
rofikoto; no 1 wnpuuy B mMartepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO
KapTOHHI kopobuj; no 0,5 BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
mn (1 gosa ans giteid) y AonomixHoi peyoBuHu (CE-cepTudikat
chnakoHi; no 1 dpnakoHy B BiANOBIAHOCTI EBponeiickkili hapmakonei ans
KapTOHHI kopobuj; no 0,5 Adl/BuxigHoro matepiasy/peareHTy/npoMixxHOro
mn (1 gosa ans giteid) B npoaykTy abo AONOMIXHOT peHOBUHN) -
nonepegHbL0 HanoBHEHOMY HoBwii/oHoBNEHNIA cepTUdiKaT Bif Bxe
LINPULi Y KOMMEKTI 3 3aTBEPAKEHOro/HOBOro BUPOBHMKA, LLLO
ronkoto; no 1 wnpuuy B BMKOPVCTOBYE MaTepianin MoACbKOro abo
KapTOHHiiA Kopo6Lyi TBAPUHHOTO NOXOMKEHHS, AN AKNX BUMAraeTbCs
OLjiHKa pU3KKy NOTEHLNHOro 3abpyAHEHHS
CTOPOHHIMM areHTamu - [logasaHHs HOBOIO
cepTudikaTy BiAnoBigHOCTI EBponechkili
dapmakonei wopao ryéuyatoi eHuyecpanonartii gns
heTanbHOI 6nyavoi cmposaTtku (Foetal Bovin
Serum), L0 BUKOPUCTOBYETLCA Y MPOLIEC
BMpo6bHuUTBa A®I Bipyc renatuty A (Hepatitis A
Virus (HAV)) TSE R1-CEP 2005-087 Rev 03 Big,
HoBoro Bupo6Huka SAFC BIOSCIENCES, 13804
W 107th Street, 66215 Lenexa, Kansas, United
States. BHeCeHHs pefakuiliHuX NpaBok Ao
po3ginis 3.2.5.2.3, 3.2.5.2.6, 3.2.A.2 Ta 3.2.R.4.

312. | XIBEPUKC™ | niocpinizat AN posunHy nakcoCwmitTKns Benuka "nakcoCwmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/13048/01/01
HIBERIX™ ONs iH'ekuUi; no 1 gosiy nH EkcnopT BpuTtaHis Bionogxikans C.A. 3MiHuY Il Tuny - 3MiHW 3 AkocTi. ADI. BupobHuuTBO. peyenmom
BAKUWHA ANA | dnakoHi Nel B koMnnekTi 3 Nimiteq 3MiHu B npoueci BupobHuutea APl (3miHa
APO®PINAKTUK | po3unHHUKOM(CTEPUIbHUI CTOCYETbCA aKTUBHOT PEYOBUHN
n Pi3i0I0riYHMIA PO3UmnH) No 6i0/10r4YHOro/iMyHO/OrYHOTO MOXOKEHHS 260
3AXBOPHOBAH | 0,5 mny nonepefHbo BMKOPUCTaHHSA XiMiYHUX APl y BUPOBHULLTBI
b, HanoBHeHOMY Lwnpuui Nel NiKapcbKoro 3acoby 6ioN0ri4YHOro/iMyHos10r4Horo
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
36YAHNKOM 3 ABOMA rosikamuvi B NOXOAKEHHS, sIka MOXXe MaTy 3HAYHWI BN/IMB Ha
AKUX € Kopobui; no 1 fosiy AKICTb, 6e3neKy Ta ed)eKTUBHICTb J1ikapCbKoro
HAEMOPHILUS | dhnakoHax Ne 100 y 3acoby, i He CTOCyeTbCSA NPOTOKOANY) - JlogaBaHHs
INFLUENZAE KOMMJ/IEKTI 3 PO3YMHHVKOM HOBOro nociBHOro matepiasly Haemophilus
TANY B (cTepunbHuia influenzae type b (Hib)(Working Seed) cepia WS
hizioNoriyHnii po3umH) no batch AHIBAWAQOO1 ans Bupo6bHuyTBa
0,5 mn y amnynax Ne 100 OUMLLEHOrO MPOMiXHOrO NpoaykTy Hib Ha
B OKPEMUX KOpOoOKax BMPO6HUYIN AinbHUUi CiHranyp
313. | XITEH Tabnetkv no 4 mr; no 10 AypobiHgo IHAaiA AypobiHgo ®apma IHAis BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3a UA/11822/01/01
TabneTtok y 6nictepi; no 3 dapma It Nimiten - OHIT 1 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
6nictepu pasom 3 1 caule HalilMeHyBaHHs1 Ta/abo agpecu Micus
cunikareno B NpoBaKEHHS AiS/IbHOCTI BUpOBOHUKa/imnopTepa
TPULLAPOBOMY roTOBOrO /liKapCbKOro 3acoby, BKIo4aumn
astomiHieBoMy nakeri; no 1 AOinbHULI BUNYCKY cepii abo micLe npoBefeHHs
nakeTy y nauj 3 KapToHy KOHTPO/IO SKOCTI. (AiANbHICTb, 3a Ky BiAnoBifae
BMPOGHMK/IMNOpTep, BK/IOYaUM BUMYCK Cepiid)
3MiHa HaliMeHyBaHHS Ta afipecu Micus
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKA, 6€3 3MiHK
MicLA BUPOGHMLTBA. 3MiHW BHECEHI B IHCTPYKLitO
ANA MeAUYHOro 3actocyBaHHs 13y p.
"Bnpo6HuK", "MicLe3HaxomKeHHs BUPOGHMKa Ta
oro agpeca Micus NpoBaXeHHS Ois/IbHOCTI" 3
Bi4NOBiAHVMMN 3MiHAMMW B TEKCTI MapKyBaHHs
ynakoBoK. 3MiHN | TURY - AGMIHICTPATVBHI 3MiHW.
3miHa HaliMeHyBaHHS Ta/abo agpecu 3asBHUKa
(BnacHvika peecTpauiiiHoro noceigyeHHs) 3miHa
agpecy 3aaBHvKa: 3miHu | Tvny - 3miHn WwWoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnagy (iHwi
3MiH1) OHOBNEHHS TEKCTY MapKyBaHHS yNakoBKu
nNikapcbKoro 3acoby 3 BHECEHHAM iHchopmavi
LLO0A0 3a3HaYeHHS OAVHMLL BUMIPIOBAHHA Y
cuctemi Sl. BHeCEHHs 3MiH A0 po3gainy
“MapkyBaHHA" MKA J13. 3aTBEepaXeHo:
MAPKYBAHHA YMNAKOBK FOTOBOIO
NIKAPCBKOI'O 3ACORBY. Y BignosigHocTi i3
3aTBEPMKEHUM 3pa3koM. 3anpornoHOBaHO:
MAPKYBAHHSA 3rifHO 3aTBEpAKEHOrO TEKCTY
MapKyBaHHS.
314. | XITEH Tabnetkv no 8 mr; no 10 AypobiHgo IHAisA Aypob6iHgo ®apma IHAis BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3a UA/11822/01/02
TabneTtok y 6nictepi; no 3 dapma /114 Nimiteq, - FOHIT 111 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom

6nictepu pasom 3 1 cawle
cunikarento B
TPULLAPOBOMY
astomiHieBoMy nakeTi; no 1
nakeTy y nauj 3 KapToHy

HaliMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaf)KEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoyaoun
AOinbHULI BUNYCKY cepii abo micLe npoBefeHHs
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOpTEep, BK/OYaUM BUMYCK Cepiid)
3MiHa HaliMeHyBaHHs Ta afpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA, 6€3 3MiHK
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MicL BAPOOGHMLTBA. 3MiHW BHECEHI B IHCTPYKLitO
ANA MeAuyHOro 3actocyBaHHs 13y p.
"Bnpo6HuK", "MicLe3HaxomKeHHs BUPOGHVKa Ta
oro agpeca Micus NpoBaKEHHSA Ais/IbHOCTI" 3
BiNOBiAHVMMN 3MiHAMMW B TEKCTI MapKyBaHHs
ynakoBoK. 3MiHW | TUNY - AQMIHICTPATVBHI 3MiHW.
3miHa HaliMeHyBaHHS Ta/abo agpecu 3asBHUKaA
(BnacHvika peecTpauiiHoro noceigYeHHs) 3miHa
afpecy 3aaBHuKa: 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiH1) OHOBNEHHSA TEKCTY MapKyBaHHS YNakoBKu
nNikapcbKoro 3acoby 3 BHECEHHAM iHchopmavii
00 3a3HaYeHHS OAVHMLL BUMIPIOBAHHA Y
cuctemi Sl. BHeCEHHs 3MiH A0 po3gainy
“MapkyBaHHsA" MKA J13. 3aTBepaXeHo:
MAPKYBAHHA YMNAKOBKW FOTOBOIO
NIKAPCBKOI'O 3ACOBY. Y BignosigHocTi i3
3aTBEPMKEHUM 3pa3koM. 3anpornoHOBaHo:
MAPKYBAHHSA 3rigHO 3aTBEpPAKEHOrO TEKCTY
MapKyBaHHS.
315. | XONE-rPAH rpaHynu no 10 r y neHani MpAT Ykpaina MpAT "HauioHansHa Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/8456/01/01
ab0 h/1aKoHi 3 KPULLIKOHO; "HauioHanbHa FomeonaTtnyHa 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI peyenma
no 1 neHasny a6o hnakoHy [omeonaTtnyHa Cninka" Ta (papmakoHarnsgy - OHOBMIEHHS TEKCTY
B Maulj 3 KAPTOHY Cninka" MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby 3
BHECEHHSAM iHchopMmaLii LWoAo 3a3HaYeHHs
OAVHMLb BUMIPIOBaHHA Y cuctemi Sl
316. | UETPUH cvpon 2,5 mr/5 mn no 30 €Bpo lavichkep IHAisA ®AC Nimiten IHAis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 6e3 UA/9079/02/01
M1 abo no 50 mna a6o no MpaiiBeT 3MiHu | TUny - AOMIHICTpaTMBHI 3MiHW. 3MiHa Ha3BU peyenma
100 mn cupony y dhnakoHi; Nimiteq nikapcbKoro 3acoby - 3miHa LWoa0 Ha3Bu
no 1 chnakoHy 3 MipHUM nikapcbkoro 3acoby 3aTsepgeHo: LIETPUIEB
KOBMAYKOM Y KapTOHHIlA CWPOIN. 3anpornoHoBaHo: LLETPUH. BBeaeHHs
Kopobui 3MiH NPOTArom 3-X MicsLIB NicNs 3aTBEPKEHHS
317. | UE®PTPUAKCO NOPOLLIOK A/151 PO3UYUHY MpuBaTHe YkpaiHa MpuBaTHe Ykpaina BHeCeHHs 3MiH [0 peecTpauiiHux maTepianis: 3a UA/13240/01/01
H ans iH'ekuii no 1,0r; 1, akujoHepHe akLioHepHe YTOUYHEHHSI HanMCaHHA BMPOGHUKa (BUPOGHUKa | peyernmom
abo 5, abo 50 chnakoHis 3 TOBapUCTBO TOBapUCTBO in bulk) B Haka3i MO3 YkpaiHu Ne 592 Big
NOPOLLKOM Y naui 3 "JlekxiMm-XapkiB" "Jlekxim-XapkiB" 29.03.2021, peecTpauiiiHiii Homep -
KapToHy; 1 chnakoH 3 YkpaiHa UA/13240/01/01, B npoueci BHECEHHS 3MiH
nopolukom Ta 1 amnyna 3 (nakyBaHHSA i3 nikapcbKoro 3acoby (3MiHu | Tuny - 3MiHKU LWOA0
PO34MHHMKOM (JligoKaiH, c¢hopmu in bulk 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
pO3uunH ANs iH ey, 10 cthipMn-BMpoGHUKa 3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
mr/mn, no 3,5 mn) y Qilu 3ac06y, TeKCTi MapKyBaHHs Ta IHCTPYKLi Ans

6nictepi; no 1 6nictepy y
naJui 3 kapToHy; 1 chiakoH
3 nopoLukom Ta 1 amnyna
3 po3unHHMKOM (Bopa ans
iH'ekyii, no 10 mn B
amnyni) y 6nictepi; no 1

Pharmaceutical
Co., Ltd, KuTaii)

MeMYHOro 3acTOCYBaHHA Ha NifCTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3MneKn NiKapCcbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
NiKapcbKoro 3acoby B nicspeecTpauiinnii nepiog,
ab0 K pe3ynbTar OLiHKM 3BITY 3 JOCNIAKEHD,
npoBefieHnX BiANOBIAHO [0 NaaHy negiaTpuyHmnx
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

6nicTepy y navuj 3
KapTOHY

pocnigpxeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXEHVIM OpraHom);
CYNyTHS 3MiHa - 3MiHW Woa0
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BHeceHHs abo 3miHa(v) 4o 3060B'A3aHb Ta yMOB
BUJaYi peecTpauiiHoro NocBigYEHHS, BKIHOUA0UM
MnaH ynpasniHHSA pu3nkamu (3acToCyBaHHSA
TEKCTY, AKUIA NOrOAKeHUIA 3 KOMNETEHTHUM
opraHom) (B.l.11. (a) IAHM). 3MiHW BHeceHi [0
IHCTPYKUT 4719 MEANYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3giiu: "OcobnmnsocTi
3actocyBaHHs", "Mob6iyHI peakuii" BignoBsigHO A0
OHOBJ/IEHOT iHdhopMaLii 3 6e3neku aityol
peyoBMHW. 3MiHM BHECEHO [0 YacTuH V «3axoau 3
MiHimi3auii pusmkie», VI «Pe3tome nnaHy
yNpaBAiHHA pU3NKamn», y 38’A3KY i3 OHOBIEHHUMU
pekomeHpauismm PRAC). Pepakuis B Hakasi:
MpuBaTHe akuioHepHe ToBapuCTBO "“/lekxiM-
XapkiB", YkpaiHa (nakysaHHs 3 in bulk dipmu-
BMpobHMKa Reyoung Pharmaceutical Co., Ltd.,
KuTaiicbka HapogHa Pecny6nika).
3anponoHoBaHa pegakuisa: MpusarHe
akuioHepHe ToBapucTBo "JlekxiM-XapkiB",
YkpaiHa (nakyBaHHsA i3 coopmu in bulk cipmn-
BuMpo6HuKa Qilu Pharmaceutical Co., Ltd,
Kutan).

318.

LANITUH

PO34nH ANS iH'ekuiin, 250

Mr/Mi; Mo 4 M B amnyii,

no 5 amnyn y 6nictepi, no
1 a6o 2 6nicTepu y nauuj;
no 4 mn B amnyni, no 100
amnyn y nadui

MpusatHe
akuioHepHe
TOBap1CTBO

"Nekxim -
XapkiB"

Ykpaina

MpuBaTHe
akujioHepHe
TOBapuCTBO "J1eKXiM
- Xapkis"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA (BK/THOYa0YM,
3a HeobXiAHOCTI, MicLe NPOBEAEHHS KOHTPOJIHO
SIKOCTi), ab0 BNacHvKa macTtep-chaiina Ha A®l, abo
noctavasibHuka A®l/BuxigHoro
matepiany/peareHTy/npomMiKHOro MPOAYKTY, WO
3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (SKLLO
3a3HayYeHo y JOCbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepaXeHoOMy
nocbe, abo BMPOOHMKA HOBOI AOMOMIXKHOT
PEUYOBMHM (SIKLLLO 3a3HAYEHO Y AO0CbE) 3MiHA
HaliMeHyBaHHs BUpo6HUka A®I (LutukoniHy
HaTpIilo) Ta Ha3BW KpaiHu, 6e3 3mMiHn micus
BMpO6HULTBA: 3aTBepaKeHo: Suzhou Tianma
Specialty Chemicals Co., Ltd , KuTtaii
3anponoHoBaHo: Zenji Pharmaceuticals (Suzhou)
Ltd., The People’s Republic of China 3minn | Tuny
- AOMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro
3aco6y - 3MiHM BHeceHi Wwoao Ha3su /13.

3a
peyermom

UA/17490/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3arBepmkeHo: UMTUKO/IH (CITICOLINE)
3anponoHoBaHo:
LINMITUH (CILITYN) BeeeHHs 3MiH NpoTarom 3-x
MicsILiB Mic/1s 3aTBepAKEHHS.

319.

UnnTnH

PO34uH ANs iH'ekuinn, 125
Mmr/mn; no 4 ma B amnyni,
no 5 amnyn y 6nictepi, no
1 abo 2 6nicTepu y naui;
no 4 mn B amnyni, no 100
amnyn y nauui

MpuBatHe
akujioHepHe
TOBapuUCTBO

"Nlekxim -
Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapUCTBO "“JlekxiM
- Xapki"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu Micud
NPOBaPKEHHS AiS/IbHOCTI BUPOBHUKA (BK/THOYaoUN,
3a HeobXigHOCTI, MicLie NPOBeAEHHS KOHTPOSTHO
SKOCTi), @60 BnacHvKa macTtep-chaiina Ha A®l, abo
nocravanbHuka AP1/BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYHOTbCH Y BUPOO6HULTBI ADI (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikara BignoBsigHOCTI
€Bponelicbkii hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHUKA HOBOI LOMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CHLE) 3MiHA
HalimeHyBaHHs BUpobHuka A®I (LutukoniHy
HaTPilo) Ta Ha3BW KpaiHW, 6e3 3MiHK MicuA
BMPOGOHULTBA: 3aTBEepaKeHo: Suzhou Tianma
Specialty Chemicals Co., Ltd , Kutaii
3anponoHoBaHo: Zenji Pharmaceuticals (Suzhou)
Ltd., The People’s Republic of China 3miHn | Tvny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro
3acoby - 3MiHWM BHeceHi LWoao Ha3su J13.
3arsepmkeHo: UMTUKO/IH (CITICOLINE)
3anponoHoBaHo:

LUNNITUH (CILITYN) BBefeHHs 3MiH NpOTArom 3-X
MiCALIB MiCNSA 3aTBEPKEHHS.

3a
peyenmom

UA/17490/01/01

320.

LUPAM3A

KOHLEHTpaT 415 pO3UnHy
Ons iHgysili, 10 mr/mn; no
10 mnTtas50 Mny
chnakoHax, no 1 chnakoHy
B KQpPTOHHI1 ynakoBLi

Eni Ninni

HepepneHp B.B.

HigepnaH
an

BMPOGHMLTBO
niKapcbKoro 3acooby,
nepBrHHA yNakoBka,

KOHTpO/b Ta
TecTyBaHHS
cTabinbHoCTI
NikapcbKoro 3acoby:
Eni Ninni eng
Komnasi, CLUA,
BTOPWHHA yNakoBKa,
MapKyBaHHS,
KOHTPO/b, BUMYCK
cepii nikapcbkoro
3aco6y: /linni C.A.,
IcnaHisi; KOHTpONb
AKOCTI Ta
TecTyBaHHS
cTabinbHOCTI

CLA/
Icnanis/
IpnaHgis/Be
nmka
BputaHis/
ITanisa

BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis:
3MiHu | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta chapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,ii 415 MeAnYHOro
3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMMW AaHVMU 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHUMKU JaHUMK Ta
[aHuMu 3 hapMakoHarnsgy - 3MiH1 BHECEHO [0
TEKCTY IHCTPYKL,i A/19 Me4MYHOro 3acTocyBaHs
nikapcbKoro 3acoby Ao po3gainis "OcobnusocTi
3acTocyBaHHs", "Mo6ivHi peakuii". BBegeHHs 3MiH
MPOTAroM 6-T! MICALIB MiCNSA 3aTBEPAKEHHS

3a
peyenmom

UA/16889/01/01
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n/n

JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

321.

LUATPOMAK® -

Tabnetku, no 6 abo no 10

nikapcbKoro 3acoby:
IMKnoH Cucrtems
NNC, CWA;
KOHTPO/Tb AKOCTI
niKkapcbKoro 3acoby:
Eni Ninni Kikceiin
Nimitea, lpnangis;
KOHTPO/b AKOCTI
nikapcbKoro 3acoby:
KosaHc JlabopaTtopi3
NimiTen, Benvika
BpuTtaHis; KOHTpoOb
AKOCTI NiKapCbKOro
3acoby: Yapnb3
Pisep NlabopaTopi3
AiipneHg, Niviten,
IpnaHgjis; KOHTponb
SIKOCTi NiKapCbKOro
3acoby: Eni Nlinni
ITania C.MN.A., ITanis

nocsio4YeHHs

JAPHULA

Tab/1eTOK Y KOHTYPHIi
YapyHKOBIli ynakoBLj; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLji B nauyj; no 6 abo
no 10 Tabnetok y
KOHTYPHUX YapyHKOBMX
ynakoBkax

MpAT
"@apmaueBTUYH
a thipma
"fapHnus”

Ykpaina

MpAT
"@apmaueBTnyHa
ipma "OapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHM | TUMY - aAMIHICTPaTVBHI 3MiHU. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA (BK/IHOYa0UM,
3a HeobXiAHOCTI, MicLe NPOBEAEHHS KOHTPOJTHO
SIKOCTi), ab0 BNacHuKa macTtep-chaiina Ha A®l, a6o
noctavasibHuka A®l/BuxigHoro
matepiany/peareHTy/npomMiKHOro MPOAYKTY, WO
3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (SKLLO
3a3HayYeHo y JOCbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepaXeHoOMy
nocbe, abo BMPOOHMKA HOBOI AOMOMIXXHOT
PEUYOBUHM (SIKLLLO 3a3HAYEHO Y AOCLE) - 3MiHA
HalilMeHyBaHHs1 BUpo6Huka A®I MapaueTtamon,
6e3 3mMiHn micua BUpobHMLTBA
3anponoHoBaHo: Farmson Pharmaceutical Gujarat
Pvt. Ltd. (Unit-1l), India

6e3
peyenma

UA/3002/01/01

FeHepanbHUii gUpPEeKTop

AunpekTopaTy chapMaueBTUUHOIO 3a6e3neyeHHs

OnekcaHpgp KOMAPIOA
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MEPENIK

AopaTtok 4

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

Big 23 kBiTHA 2021 poky Ne 817

NIKAPCbKX 3ACOBIB (MEANYHMX IMYHOBIO/TOTNYHNX NPEMAPATIB), AKUM BIAMOB/IEHO ¥ AEP)XABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH O PEECTPALUIMHNX MATEPIANIB
TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa dopma sunycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa rMiocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
MOHCETWVH Kancynu no 10 wmr, dapmacaiiHc KaHnapa MeHpodapm nigposain KaHapa 3acigaHHa HTP BigmoBuTK y 3aTBepKeHHi - 3MiHU | Tuny - 3MiHW LWoAao
18 wr, 25 wmr, 40 wmr, IHK. dapmacaiiHc IHk., KaHaga Ne 11 Big, 6e3nekn/edhekTUBHOCTI Ta apmakoHarnsagy (iHwWi  3miHun)
60 mr, no 15 kancyn (nepBuHe Ta BTOPUHHE 01.04.2021 OHOBJIEHHSI TEKCTY MapKyBaHHS1 YNakoBKU NiKapcbKoro 3acoby
y 6nictepi, no 2 nakyBaHHs); dapmacaiiHc 3 BHECeHHAM iHdopmaLii  LWoA0 3a3HaYeHHs  OAWHWLb
6nicTepun y kopobui IHk., KaHaga (BMpo6HMLTBO BMMIpIOBaHHS y cucTeMi Sl, oCcKinbku AaHWii nikapcbkuii 3acio
Hepo3dhacoBaHOro 6yB 3apeecTpoBaHuii 3a Hakazom MO3 YkpaiHu Ne 1245 Big,
NPoAYyKTY, NepBUHHE Ta 17.11.2016 p.
BTOPWHHE MaKyBaHHS,
KOHTPO/b SIKOCTi, BUNYCK
cepii)
POHOUUT PO34MH ANS iH'EKL yopPna TypeyunHa PapmaBixH CaH. Be Tigx. TypeuunHa | 3acigaHHs HTP BiaMoOBUTM Yy 3aTBepm)XeHHi - BUNPaBMEHHS TEXHIYHOT
500 mr/4 mn a6o MEAVLUWVH A.LLl. Ne 11 Big, NOMU/IKM Y PEeECTpaLiiHUX maTepianax, OCKi/bkA 3a3HayeHe
1000 mr/4 mn; no 4 INAY CAH. BE 01.04.2021 BMNPAaB/IEHHS1 He Bignosigae n.2.4. nignyHkTy 5 posginy VI
M/1 B amnyni; no 5 TIOK. A.LL. Hakazy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y pepakuii

amnyn B KOHTYPHIl
YapyHKOBIl
ynakosLi; rno 1
KOHTYPHIlA
YapyHKOBIli ynakoBL,ji
Y KapTOHHiIli Kopoo6Li

Haka3y MO3 Ykpainu Bif 23.07.2015 p Ne 460)

FeHepanbHUiA gUpPEKTop

AvpekTopaTy chapMaueBTUUHOIO 3a6e3neyeHHs
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OnekcaHpp KOMAPIOA
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