MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
09.08.2017 Ne 921
Kuis

[Ipo mep>kaBHY peecTpariito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTTUHMX
ripernapariB) Ta BHECEHHS 3MiH /10
peecTpaljiiHiX MaTepia’iiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHKTIB 5, 7, 9, 10 Ilopsaky [epskaBHOI peecTpallii (mepepeecTpaiiii) JliKapCbKHUX
3acobiB, 3aTBepykeHOro moctaHoBoro Kabinety MiHicTpiB YKpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky Jep)kaBHOI peecTpaLil
(riepepeecTpaiiii) MiKapcbKUX 3aco0iB i po3MipiB 300py 3a iX JepkaBHY peecTpailito
(mepepeecTpatiito)», ab3auy TpualsToro mianyHkTy 10 nyHKTY 4 IToso)eHHs TIpO
MiHicTepcTBO OXOPOHM 3/]0POB’sl YKpaiHH, 3aTBep/KeHOoro moctaHoBor KabiHety
Minictpie Ykpainu Big 25 6epesnsi 2015 poky Ne 267, Ha mifcTaBi pe3y/bTaTiB
eKCITIepTHU3U  PeEeCTpalliiHuX  MaTepialiB  JHiKapCbKUX  3aco0iB  (MeAUUHUX
iMyHOGionoriyHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, IT0 TO/laHi Ha JeprKaBHY
peecTpaijito  (TlepepeecTpaiiito), MpoBeJeHUX  Jlep>)KaBHUM  TIiJINIPUEMCTBOM
«/lep>kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHUCHOBKIiB I[0fI0 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKOro 3aco0y
(MeguuHOrO iMyHOOiO/IOTiUYHOrO IIperapary), pPeKOMeHAarii Horo [0 aeprkKaBHOI
peecTpaliii (TlepepeecTpallii) Ta BHeCEeHHs 3MiH [0 peeCTpaL[iiHUX MaTepialiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH /0 Jlep>KaBHOTO DPeECTPY JiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOriuHi TpermapaTH) 3rifHO 3
riepesikoM (JoAaTok 1).

2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatv) 3rigHO 3
riepesikoM (JoAaTokK 2).

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).
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4. BimMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiasiB Ta Jlep>kaBHOTO DeECTPYy JIiKAapChKUX 3aco0iB YKpaiHu
MKapChbKHUX 3aCO0iB 3TiIHO 3 TIeperikoM (701aToK 4).

5. KOHTpO/1b 38 BUKOHAHHSAM LIbOT'O HaKa3y IMOKJ/IaCTH Ha 3acTyrmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIYHUX NPEMNAPATIB), SKI
BHOCATBLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Aopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
09.08.2017 Ne 921

Ne Hassa nikapcbko20 Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUK Bionycky aHHs peecmpayiliHo2o
ynakosKa) a NocBi0YeHHs1
1. | ATPOrPEN TabneTkn, BKPUTI ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa peecTpauist Ha 5 pokiB. 3a peyenmom He UA/16183/01/01
060/10HKOI0, N0 75 Mr obMexeHoto 06MeXeHoIo MepiognyHICTb NOAAHHS PerynsipHo nionsi2ae
Nel0 (10x1) y 6nicTepax | BignoBifasbHICTIO BiANoBiAa/bHI OHOBJ/IOBAHOTO 3BITY 3 6e3neku
"®apmaLeBTnyHa CTIo BiANoBiAHO A0 Mopsaaky 34iNCHEeHHS
KOMnaHis "®apmaLeBTu chapmakoHarnsgy, 3aTBepikeHoro
"3popos'a” YHa KOMMaHis Haka3zom MiHicTepcTBa OXOpPOHU
"3p0pos'a" 3040poB’A YKpaiHu Big 27 rpyaHs 2006
(BUpPOGHMLTBO poky Ne 898, 3apeecTpoBaHuii B
i3 npoAykuii in MiHicTepcTsi tocTuuil Ykpainm 19
bulk rpyaHs 2016 poky 3a Ne 1649/29779 (y
npenapary pepakuji Hakady MiHicTepcTBa OXOPOHY
TOB 3710pOB’A YKpaiHu Big 26 BepecHs 2016
"®APMEKC poky Ne 996), ansl nikapcbkoro 3acoby
reyn-, CTaHOBWTb - Bi4NOBIAHO A0
YkpaiHa) nepioguYHOCTI K AN NiKapCbKoro
3aco6y nicnsa gepxasHOT peecTpauii B
YKpaliHi, K y nepLuiii KpaiHi CBiTy.
2. | BPABAO/H® TabneTku, BKpUTI KPKA, a.4., Hoso CnoseHis BMPOGHMLTBO CnoseHis peecTpadis Ha 5 pokis. 3a He UA/16224/01/01
M1iBKOBOIO 060/IOHKOIO, MecTo "in bulk", MepioAnYHICTL NOAAHHA PErynsapHo peyenmom niosnsicae
no 5 mr Ne28 (14x2), nepBuHHE Ta OHOBJIHOBAHOTO 3BITY 3 6e3Mnekn
Ne56 (14x4), Ne84 BTOPUHHE BifNOBIgHO 0 MopsAAKY 34iNCHEHHS
(14x6) y bnictepax nakyBaHHs1, thapMakoHarnisgy, 3aTBepaXeHoro
KOHTPO/b cepil Haka3om MiHicTepcTBa OXOPOHU
Ta BUMycK 300poB’A YKpaiuu Bif 27 rpyaHa 2006
cepit: poky Ne 898, 3apeecTpoBaHuii B
KPKA, a.4., MiHicTepcTsi tocTuuil Ykpaitm 19
HoBo mecTo, rpyaHs 2016 poky 3a Ne 1649/29779 (y
CnoBeHis; peaakuii Hakaly MiHiCTepcTBa OXOPOHU
KOHTPO/b 3[10pOB’A YKpaiHu Bif, 26 BepecHs 2016
cepil: poky Ne 996), ans nikapcbkoro 3acoby
KPKA, 4.4., CTaHOBWTb: BigMNoBiAHO A0
HoBo mecTo, nepioANYHOCTI CKNagaHHs perynspHo
CnoseHis OHOBJIIOBAHOrO 3BITY 3 6e3nekn

NikapcbKoro 3aco6y, A03BOJIEHOMO A0




ITpopoB>xeHHs fojaTka 1

Ne Ha3ssa nikapcbko20 Popma sunycky 3asBHuUK Kpaina Bupo6HuUk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUK Bionycky aHHs1 peecmpayiliHo2o
ynakosKa) a Nnocsi04YeHHs1
MeZMNYHOro 3aCTOCYBaHHS, Ha
LeHTpa/IbHOMY piBHi.
3. | BPABAOVH® TabneTku, BKPUTI KPKA, a.4., Hoso CnoBeHis BUPOGHMLTBO CnoBeHis peecTpauist Ha 5 pokiB. 3a He UA/16224/01/02
MNiBKOBOIO 060/IOHKOIO, MecTo "in bulk", MepioAnYHICTL NOAAHHA PEerynsapHo peyenmom nionsieae
no 7,5 mr Ne28 (14x2), nepBuUHHE Ta OHOBJ/IHOBAHOTO 3BITYy 3 6e3nekn
Ne56 (14x4), Ne84 BTOPUHHE BiANoOBIAHO A0 MopsaKy 34iACHEHHS
(14x6) y 6nicTepax nakyBaHHs, hapmakoHarnagy, 3aTBepaxeHoro
KOHTpO/b cepii Haka3om MiHicTepcTBa OXOPOHU
Ta BUnycK 304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
cepit: poky Ne 898, 3apeecTpoBaHuii B
KPKA, a.4., MiHicTepcTBi tocTuuii Ykpainu 19
HoBo mecTo, rpyaHa 2016 poky 3a Ne 1649/29779 (y
CnoseHis; pefakuii Hakasy MiHicTepcTBa OXOpPOHU
KOHTPO/b 340p0B’A Ykpainu Bif 26 BepecHs 2016
cepit: poky Ne 996), ans nikapcbkoro 3acoby
KPKA, o.4., CTaHOBWTb: BigMNOBIAHO A0
HoBo mecTo, NepioANYHOCTI CKNafaHHsA perynspHo
CnoseHis OHOBJIHOBAHOrO 3BiTYy 3 6e3neku
nNiKapcbKoro 3acoby, [03BO/IEHOrO A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LleHTpa/IbHOMY piBHi.
4. | TPAHY®IHK® YPO kancynu TBepgi Ne 50 TOB "OMETA YkpaiHa Owmera dPapma HimeuunHa peecTpauist Ha 5 pokis 6e3 niosis2ae UA/16225/01/01
(10x5), Ne 100 (20x5), PAPMA MeHblodhekue peyerma
Ne 160 (20x8) y YKPAIHA" piHr FM6X i
6ricTepax Ko. KI
5. | AKNO®PEHAK KpUcTanivyHmii NopoLIoK ToBapucTBO 3 YKpaiHa XeHaHb Kutaiicbka peecTpauis Ha 5 pokis - He UA/16226/01/01
HATPIIO (cybeTaHuis) y obmexeHor [LyHTait Papm HapogHa nionseae
noaBiHNX BiAMOBIQa/TbHICTIO Ko., NT4. Pecny6nika
nonieTuNeHoBmX "GapmaueBTuyHa
naketax gns KOMMaHis
hapmaueBTUYHOTO "3popos's”
3aCTOCYyBaHHSA
6. | NIAOKCAH IMMOH | cnpeii gnsi poToBoi TOB "CaHp03 YkpaiHa Bunyck cepiii: CnoseHis/ peecTpauist Ha 5 pokiB. 6e3 niosiss2ae UA/16227/01/01
CNPEN NOPOXHWHWK, 2 Mr/0,5 mr Ykpaina" Nek Benebris MepiognyHicTb NOAAHHSA PErynsipHO peyenma
Ha 1l mn; no30 My dPapmaueBTny OHOBJIHOBAHOrO 3BiTYy 3 6e3neku
donakoHi, no 1 chnakoHy Ha KoMMaHis BifNOBIgHO 0 MOpsAAKY 34iNCHEHHS
B KOpOOLi a.a., hapmakoHarnsgy, 3aTBepIXeHoro
CnoBeHis; Haka3zom MiHicTepcTBa OXOpPOHU
BVMPOGHNLTBO 300poB’A YKpaiuu Big 27 rpyaHa 2006
3a MOBHUM poky Ne 898, 3apeecTpoBaHuii B
LMKIOM: MiHicTepcTBi tocTuuil Ykpainm 19
Na6opaTtopia rpyaHs 2016 poky 3a Ne 1649/29779 (y
Keanichap HB pepakuii Hakasy MiHicTepcTBa
(Ksanidpap OXOPOHU 3[10POB’A YKpaiHu Big 26
HB), Benebris BepecHs 2016 poky Ne 996), ansa

nikapcbKoro 3acoby CTaHOBUTD -
BigNOBIAHO A0 NEepioANYHOCTI K ANs
nikapcbKoro 3acoby nicnsa gepXxasHoil

peecTpadii B YkpaiHi, K y nepLuii




ITpopoB>xeHHs fojaTka 1

Ne Ha3ssa nikapcbko20 Popma sunycky 3asBHuUK Kpaina Bupo6HuUk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUK Bionycky aHHs1 peecmpayiliHo2o
ynakosKa) a Nnocsi04YeHHs1
KpaiHi CBiTY.
7. | NIAOKCAH cnpeii gns poToBoi TOB "CaHfos YkpaiHa Bunyck cepiii: CnoBeHis/ peecTpauisi Ha 5 pokiB. 6e3 nions2ae UA/16228/01/01
MEHTO/1 CMPEN NOPOXHWHK, 2 Mr/0,5 Mr YkpaiHa" Nek Benbris MepiognyHICTb NOAAHHA perynspHo peuenma
Ha 1l mn; no 30 My dPapmaueBTny OHOBJIHOBAHOrO 3BiTYy 3 6e3neku
dhnakoHi, no 1 drnakoHy Ha KoMMaHis BiANoBigHO A0 MopsAaky 34iCHEHHS
B KOpPOO6U;i o.4., hapmakoHarnagy, 3aTBepaKeHoro
CnoseHis; Haka3om MiHicTepcTBa OXOPOHU
BVPOGHMLTBO 300p0B’A Ykpaiuu Big 27 rpyaHs 2006
3a NoBHUM poky Ne 898, 3apeecTpoBaHuii B
LMK/IOM: MiHicTepcTBi tocTuuii Ykpainn 19
Na6opaTtopia rpyZaHs 2016 poky 3a Ne 1649/29779 (y
Kesanichap HB pefakuii Hakasy MiHicTepcTBa OXOPOHU
(Keanichap 340poB’A Ykpainu Bif 26 BepecHs 2016
HB), Benebris poky Ne 996), ans nikapcbkoro 3acoby
CTaHOBUTb - BiANOBIAHO A0
nepioguyYHOCTI SK AN NiKapCbKOro
3acoby nicnsa gepxaBHOT peecTpauii B
YKpaiHi, sIK y nepLuiii kpaiHi cBiTy.
8. | nsnmHonpPuny nopoLuoK (cybcTaHuis) y TOB YkpaiHa XesiHr Xyaxai Kutan peecTpauist Ha 5 pokis - He UA/16229/01/01
AVTAPAT noABiINHNX "30PABO®APM" dapmachbloTike nionseae
nonieTuIeHoBmxX nKo., tg
nakeTax, BKNafeHvx B
anoMiHiEBUIA nakeT Ta
KapTOHHWI 6apabaH ans
dhapmaLeBTUYHOro
3aCTOCYyBaHHSA
9. | MEHOBA/IEH- Kpanni opasibHi, pO34unH ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa peecTtapList Ha 5 pokiB. 6e3 peyenma He UA/16170/01/01
340POB A KOMBI no 20 mn y conakoHax 06MEXEHO0 06MEXeHOo 3060B’'s13aHHs Npu BUAadi nidnsieae
Nel BiANOBif&/IbHICTIO BignoBigasIbHI peecTpayiiiHOro nNocBig4YeHHs BiACYTHI.
"®GapmaLieBThyHa CTIO MepiognyHiCTb NOAAHHA perynspHo
KOMnaHis "dapmaLeBT OHOBJ/IIOBAHOIO 3BITY 3 6e3nekn
"3p0pos'a” YHa KOMMaHis BiANoBigHO A0 Mopsaky 34iCHEeHHS
"3p0pos'a” hapmakoHarnsgy, 3aTBepiKeHoro
YkpaiHa Haka3om MiHiCTepcTBa OXOPOHU
(dbacyBaHHs i3 304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
"in bulk" poky Ne 898, 3apeecTpoBaHuii B
npenapary MiHicTepcTBi tocTuLii Ykpainm 19
pipmu- rpyaHa 2016 poky 3a Ne 1649/29779 (y
BMPOGHUKA pefakuii Hakasy MiHicTepcTBa OXOpPOHK
TOB 370pOB’sl YKpaiHu Bif 26 BepecHs 2016
"XapkiBcbke poky Ne 996), ans nikapcbkoro 3acoby
hapmavreBTny CTaHOBUTb - BIAMOBIAHO A0
He nepioguYHOCTI SIK 4N NiKapcbKoro
nigNpPUEMCTBO 3acoby nicnsa AepxaBHOT peecTpauii B
"340poB’a YkpaliHi, K y nepLuiin kpaiHi cBiTy.
Hapoay",
YkpaiHa)
10. | NAPALETAMON NMOPOLLIOK KpUCTasTiuHWiA MpAT "/lekxim- Ykpaina Xebei LI3ixeH Kutaii peecTpauist Ha 5 pokis - He UA/16230/01/01
(cy6eTanuis) ans Xapkis" (Tpyn) nionsizae




6 [TpojoBKeHHs fofaTka 1

Ne Ha3ssa nikapcbko20 Popma sunycky 3asBHuUK Kpaina Bupo6HuUk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUK Bionycky aHHs1 peecmpayiliHo2o
ynakosKa) a Nnocsi04YeHHs1

hapmaLleBTUYHOrO dapmacbloTika
3aCTOCYBaHHA Y n Ko., Nita.
noAgiiHnx
NoNieTUNEHOBKX MiLLIKax

11. | CHYN® cnpeii HazasbHUiA, CTALA HimeuunH | (Bunyck cepiii) | HimewyunHa/ peecTpauis Ha 5 pokis 6e3s He UA/16231/01/01
po3umH 0,05 % no 15 mn ApuHaiimiTTens a CTAOA IcnaHis peyenma niosnseae
y chnakoHi Nel Al ApuHavimitten
b Al,
HimeyunHa,;
(BMpPOGHNLTBO
Hepo3dacosa
HOro
NPOAYKTY,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b
cepii)
Ypcadapm
ApuHaiimiTren
b MM6X,
HimeuunHa;
(BUpPOGHMLTBO
Hepo3dhacoBa
HOro
npoaykTy,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b
cepii)
PAMAP XEJIC
KEP
CEPBICEC
MALPUL,

C.A.Y., IcnaHis

12. | CHYN® cnpeii Ha3aslbHWUIA, CTALA HimeuunH | (Bunyck cepiii) | HimeuumHa/ peecTpauist Ha 5 pokis 6e3 niosis2ae UA/16231/01/02
po3unH 0,1 % no 15 mn ApuHaiimiTTens a CTALA IcnaHis peyenma
y chnakoHi Nel Al ApuHaiimitTen
b Al,
HimeyunHa,;
(BMPOGHULTBO
Hepo3dacoBa
HOro
NpoAykKTY,
nepBrHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTpO/ib




7 ITpopoB>xeHHs fojaTka 1

Ne Ha3ssa nikapcbko20 Popma sunycky 3asBHuUK Kpaina Bupo6HuUk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUK Bionycky aHHs1 peecmpayiliHo2o
ynakosKa) a Nnocsi04YeHHs1

cepii)
Ypcachapm
ApuHaiimitTen
b TM6X,
HimeuunHa;
(BMPOGHULTBO
Hepo3dgacoBa
HOro
NPOAYKTY,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b
cepii)
®AMAP XEJIC
KEP
CEPBICEC
MAOPWA,
C.AY., IcnaHis

13. | TATPICCO TabneTku, BKpUTI AcTtpa3eHeka Ab LLiBeuis AcTpa3eHeka LLiBeujs peecTpauisi Ha 5 pokiB. 3a He UA/16232/01/02
N/1iBKOBOK 060/10HKOI0, ABb 30608B'A3aHHA NpW BUAAY peyenmom nionseae
no 80 mr Ne30 (10x3) y peecTpaviiiHOro NocBif4YeHHS iCHYIOTb
6nictepax — HaflaHHA AeTasIbHOro OnMcy CMCTEMM
ynpaBiHHA pU3vKammn y BUrAIALI nnaHy
ynpasniHHa pu3nkamu go 30.10.2017
BiANOBIAHO A0 mignyHKTy 1.8.2 NyHKTY
1.8 popatky 5 lNopsaaky nposeneHHsA
eKcnepTn3n peecTpauinHnx matepianis
Ha nikapcbki 3acobu, Wwo nogatTbes
Ha JepXaBHy peecTpaLiiio
(nepepeecTpadiio), a Takox
eKcrnepTn3n mMatepiaslis Npo BHECEHHS
3MiH 10 peecTpauiliHix maTepianis
NpoTArom fii peectpauiiHoro
NoCBIAYEHHS, 3aTBEPA)KEHOr0 Haka3om
MOS Bif 26.08.2005 Ne 426 (y
pegakuii Hakasy MO3 Big 23.07.2015
Ne 460).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOTO 3BITYy 3 6e3nekn
BiANoBigHO A0 MopsAaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
300p0B’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainn 19
rpyZaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
3[,0pOB’s YKpaiHu Big 26 BepecHs 2016
poky Ne 996), CTaHOBUTbL: BiAMNOBIAHO




8 [TpojoBKeHHs fofaTka 1

Ne | Hassa nikapcbko20 3asssHUK

n/n 3acoby

Popma sunycky
(nikapcbka ¢hopma,

KpaiHa
3asBHUKa

Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa YmosBu Peknamys

BUPOGHUK Bionycky aHHs1

Homep
peecmpayiliHo2o
nocsioYeHHs

ynakosKa) a

[0 NepiognYHOCTI CKnagaHHsa
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
[,03BOJIEHOT0 A0 MEANYHOro
3aCTOCYBaHHS, Ha LieHTpaslbHOMY
PiBHi.

14.

TArPICCO

TabneTkn, BKPUTI
NNiBKOBOIO 060JI0HKOIO,
no 40 mr Ne30 (10x3) y
6nictepax

Actpa3eHeka Ab

Lsewjs

AcTpa3eHeka
AB

LLseuis

peecTpauis Ha 5 pokiB.
30608B's13aHHA NpY BuAAdi
peecTpayiiiHOro NocBif4YeHHs! iCHYTb
— HafaHHA AEeTa/IbHOro ONMcy CcTeMn
ynpaeniHHA pyU3viKammn y BUrAIALi naaHy
ynpasniHHA pusukamun o 30.10.2017
BiANOBIAHO A0 NignyHKTY 1.8.2 NyHKTY
1.8 popatky 5 Nopsaky npoBefeHHs
eKcnepTm3n peecTpaLinHux matepianis
Ha nikapcbki 3aco6u, Lo nogarTbes
Ha fepXaBHy peecTpadiiio
(nepepeecTpadito), a Takox
eKcnepTu3n matepianis Npo BHECEHHSA
3MiH [0 peecTpaviliHix maTtepianis
npoTsArom fii peectpauiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOTO HAKa30M
MO3 Bif 26.08.2005 Ne 426 (y
pepakuii Hakasy MO3 Big 23.07.2015
Ne 460).

MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IIOBAHOTIO 3BITY 3 6e3neku
BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAkeHoro
Haka3om MiHicTepcTBa OXOpPOHU
300poB’A Ykpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa 0XOpPOHU
3[10pOB’A YKpaiHu Bifg 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: BiANOBIAHO
[0 NepioAnYHOCTI CKNafaHHs
perynsipHo OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
[03BOSIEHOTO [JO MENYHOrO
3aCTOCYBaHHS, Ha LieHTpaslbHOMY
PiBHi.

3a
peyenmom

He
nionsizae

UA/16232/01/01

15.

TPUBANTYMEH-
340POB A POPTE

kancynm Ne20 (10x2): no
10 kancyn y 6nictepi, no
2 6nicTepu B navui

TOB "®APMEKC
reymn"

YKpaiHa

TOB
"®APMEKC
reyn:,
YKpaiHa
(BMPOGHMLTBO
3 MpoAyKuii in

YkpaiHa

peecTpauis Ha 5 poki..
3060B’'A3aHHsA Npu BUAadi
peecTpavuiiiHOro NocBigYEHHS iCHY0Tb
— HafjlaHHA AEeTas/IbHOro OMnncy CUCTeMmn
ynpas/iHHA pu3nKamu y BUrIagi nnady
ynpasniHHa pu3vkamu ao 30.10.2017

6e3 peyenma

nionseae

UA/16174/01/01




ITpopoB>xeHHs fojaTka 1

Ne Ha3ssa nikapcbko20 Popma sunycky 3asBHuUK Kpaina Bupo6HuUk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUK Bionycky aHHs1 peecmpayiliHo2o
ynakosKa) a Nnocsi04YeHHs1
bulk BiANOBIAHO A0 NianyHKTY 1.8.2 NyHKTY
BMPOGHMKaA 1.8 popatky 5 Nopsaky npoBefeHHs
TOB eKcnepTm3n peecTpaLiiHux matepianis
"hapmaueBTu Ha nikapcbki 3acobu, LWo nojarTbes
YHa KOMMaHis Ha [epXXaBHy peecTpaLiiio
"3p0pos'a", (nepepeecTpadito), a Takox
Ykpaina) eKcnepTu3n marepianis Npo BHECEHHSA
3MiH [0 peecTpaviliHix maTepianis
npoTSArom fii peectpauiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOTO HAKa30M
MO3 Bif 26.08.2005 Ne 426 (y
pepakuii Hakasy MO3 Big 23.07.2015
Ne 460).
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BiTYy 3 6e3neku
BifNOBIgHO 0 MopsAAKY 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAkeHoro
Haka3om MiHicTepcTBa OXOpPOHU
300poB’A YKpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), Ans nikapcbkoro 3acoby
CTaHOBWTb - BiAMNOBIAHO A0
nepioguYHOCTI K 4718 NiKapcbKoro
3acoby nicna fepxasBHOT peecTpauii B
YKpaiHi, K y nepLuiii KpaiHi CBITy.
16. | PEHIIE®PUHY NOPOLLIOK KpUCTaiuHmi MpAT "Nlekxim- Ykpaina Mannagi IHais peecTpadist Ha 5 pokis - He UA/16233/01/01
rigpoxnorung (cybeTaHuis) y Xapkis" [par3 EHg nionseae
noAagBiiHMX dapmactoTikan
nonieTUNEeHOoBMX MiLLKax 3 NlimiTen,
0N5 hapMaLeBTUYHOTO (FOHIT - 3)
3aCTOCYyBaHHSA
17. | ®NYAAPABIH- niodpinizaTt 4N posumHy PYN Pecny6nik PYN Pecny6nika peecTpauist Ha 5 pokiB. 3a He UA/16234/01/01
BENMEL Ans iHdysili, 50 Mry "benmeanpenapa a "Benmeanpen Binopycb 30608B's3aHHA Npy BUAAYI peyernmom nionseae
hnakoHax Ne 1 ™" Binopycb aparu” peecTpayiiiHOro NocBig4YeHHS iCHYIOTb

— HaflaHHA AeTasIbHOro OnMcy CUCTEMM
ynpaBiHHA pu3nKamu y BUrIagi nnady
ynpas/iHHA pusmkamu go 30.10.2017
Bi4NOBIAHO A0 NiANYHKTY 1.8.2 NyHKTY
1.8 goparky 5 Nopsaky npoBefeHHs
eKcnepTM3n peecTpaLiiHux maTepiasnis
Ha nikapcbki 3acobu, LWo nojarTbes
Ha fepXaBHy peecTpauito
(nepepeecTpadito), a Takox
eKCrnepTn3n MaTepiasiB Npo BHECEHHS
3MiH 40 peecTpauiiHux martepianis




ITpopoB>xeHHs fojaTka 1

pepakuii Hakasy MO3 Big 23.07.2015
Ne 460).

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsAaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3om MiHicTepcTBa OXOPOHU
300p0B’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTi tocTuuii Ykpainn 19
rpyZaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
3[10pOB’s YKpaiHu Big 26 BepecHs 2016
poky Ne 996), ans nikapcbkoro 3acoby
CTaHOBWTb: BiAMNOBIAHO A0
nepioguYHOCTI CKNafaHHs perynsapHo

OHOBJ/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, A03BOMIEHOIO A0

Mean4YHOro 3actocyBaHHA, Ha

LeHTpa/IbHOMY piBHi.

10
Ne Ha3ssa nikapcbko20 Popma sunycky 3asBHuUK Kpaina Bupo6HuUk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUK Bionycky aHHs1 peecmpayiliHo2o
ynakosKa) a Nnocsi04YeHHs1
npoTAroMm fji peecTpavjiiiHoro
NOCBIAYEHHS, 3aTBEPKEHOr0 HaKa3oMm
MO3 Bif 26.08.2005 Ne 426 (y

HauyanbHuK YnpaBniHHA dpapmaleBTUYHOI

BIANBHOCTI Ta AKOCTI (papmaueBTUYHOT NPOAYKLiT

T.M. JIackoBCbKUM




NEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOI4YHUX MNMPEMAPATIB), AKI BHOCATbLCA A0

Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
09.08.2017 Ne 921

BEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa sikapcbko20 ®Popma sunycky 3assBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo
yrnakosKa) 20
nocsioYeHHs1
1. | ABUMEL® Kancynu no 250 mr no 6 NAT Ykpaina MAT YkpaiHa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/7234/01/01
abo no 10 kancyn B "KuiBmegnpena "Kuismegn 3MiHu | TURY - 3MiHK WoAao peyenmom | nidnsi2ae
6nictepi, no 1 6nictepy pat" penapat" 6e3nekn/edhekTBHOCTI Ta hapMakoHarniaay.

B nauuii

3MiHU Y KOPOTKIili XapakTepucTuL, NikapcbKoro
3ac006y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA
reHepuyYHUX/ribpuaHNX/6ionofibHNX NikapcbKMx
3ac06iB nicnsi BHECEHHSA TiET caMoi 3MiHM Ha
pedhepeHTHUIN NpenapaT (3MiHa He NoTpebye
HafjaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) -
3MiHW1 BHECEHO A0 IHCTPYKLiT 415 MeaUYHOro
3acTocyBaHHs npenapary A0 po3giny
"lMokasaHHA", a TakoX [0 po34inis
"apmakonoriuHi BnacTnsocTi”,
"MpoTunokasaHHA", "Cnocib 3acTocyBaHHA Ta
003" (BHECEHI YTOUHEHHS), "B3aemopis 3
HLUIMMK NikapcbKMKM 3acobamMu Ta iHLWi B1uam
B3aemMogijin", "Ocob/IMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog BariTHocTi abo
rogysaHHs rpygaro”, "MepenosysaHHA",
"Mo6iyHI peakuii BignoBigHO 40 iHchopmaui,
SIKa 3a3HaveHa B IHCTPYKUiT 4N MeanyHoro
3acTocyBaHHsA pethepeHTHOro Nikapcbkoro
3acoby (Cymamep, kancynu, 250 mr).

30060B'A3aHHA Npy BUAadi peecTpayiiniHoro
NOCBIAYEHHS ICHYIOTb - HaaHHS AeTaslbHOT0
Onuncy CUCTEMM YMPaBIHHS pU3nKamn y
BUINIAAj NNaHy ynpasiHHA pu3nkaMu o
30.10.2017 BignoBigHo Ao nignyHkTy 1.13
nyHkTy 1 gogatky 15 o rNopsaky nposefeHHsA
eKcnepTn3n peecTpauiiHnx Matepianis Ha
nikapcbki 3ac06M, WO NoAaTbLCA Ha AEPXKAaBHY
peecTpauito (nepepeecTpadiito), a Takox
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsio4YeHHs1

eKkcrnepTu3n MaTepianis NPo BHECEHHS 3MiH [0
peecTpauiiiHix maTepianis npoTsrom faii
peecTpauiiHOro NoCBigYEHHS, 3aTBEPIKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pepakuii Hakasy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAaHHA PerynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 340pOB’SA YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 300pPOB’A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: BiAMNOBIAHO A0
nepioANYHOCTI CKNagaHHsA perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn NikapcbKoro
3aco0y, J03BO/IEHOrO O MEANYHOIO
3aCTOCYyBaHHS, Ha LEEHTPaslbHOMY PIBHi.

AnonypPuHonN

Tabnetku no 100 mr, no
10 TabneTok y 6nicTepi;
no 5 6nictepis y navui

My6nivuHe
akujioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHNUNIA

LieHTp
"BopLuariscbku
7 XiMiKo-
hapmaueBTUYH
nin 3aBog”

Ykpaina

My6niuHe
aKuioHepH
e
TOBapuCTB
o}
"HaykoBo-
BMPOOGHUYN
1 LUeHTp
"BopLuaris
CbKui
XiMiKO-
hapmaues
TUYHWIA
3aBsog”

Ykpaina

MepepeecTpaLis Ha HEOOMEXEHU TEPMIH.
3MiHu | TUNY - 3MiHK Woao
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi ons
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo AocimxXeHb 3
6e3nekun 3aCTocyBaHHA NiKapcbkoro 3acoby B
nicnapeecTpaviiHnii nepiog, abo Sk pesynbtat
OL|iHKM 3BITY 3 AOC/IIXEHb, MPOBEAEHUX
BIANOBIAHO A0 NnaHy negiaTpuyHnx
pocnipxeHb (PIP) (3MiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHNM OpPraHoMm) -
3MiHM BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro
3acToCyBaHHsA npenapary 40 po3ainis
"MpoTrnokasaHHsA", "B3aeMogis 3 iHLLIUMK
nikapcbknmuy 3aco6amu Ta iHLWi BUAN
B3aemMogijin", "OcobMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepio BariTHOCTi Ta
roflyBaHHs rpyaar”, "34artHicTb BN/MBaTH Ha
LIBMAKICTb peakLii npy KepyBaHHI
aBTOTPaHCMOpPTOM abo iHWMMKN MexaHismamun',
"Mepepo3yBaHHA", "M06IYHI peakuii "
BiZANOBIAHO A0 OHOBMEHOI iIHhopMaL;i 3
6e3nekun Aito4oi peHOBUHN.

30608B'13aHHA NpY BMAAYi peecTpauiinHoro

3a
peyerimom

He
nidnsieae

UA/7302/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsio4YeHHs1

MOCBIAYEHHS ICHYIOTb - HaJaHHA feTaslbHOro
Onuncy CUCTEMM YNPaBAIHHA pU3nKamn y
BUINIAL] NNaHy yNpas/iHHA pu3nkaMu Ta

[OMOBHEHHSA A0 OrNaAy KAiHIYHUX faHnX A0

30.10.2017 signosigHo Ao nianyHkty 1.13
NyHKTY 1, mignyHkTy 2.3 NyHKTY 2 gogartky 15
[0 Mopsagky NpoBefeHHs ekcnepTuan
peecTpavuiiHux MaTepiasiiB Ha Nikapcbki
3aco6u, L0 NOAAITLCA Ha fepXaBHY
peecTpavuito (nepepeecTpadito), a Takox
eKkcnepTu3n marepianis NPo BHECEHHS 3MiH O
peecTpauiiHnx MaTepianis NpPoTArom Al
peecTpauiiHoro nNocBiAYeHHs, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAaHHA PerynspHo

OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsagaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPAKEHOrO HakasoM MiHicTepcTea

OXOPOHW 340pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepcTBi
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne

1649/29779 (y pepakuii Hakady MiHicTepcTea

OXOPOHW 300pOB’A YKpaiHu Big, 26 BepecHs

2016 poky Ne 996), cTaHOBUTb: BIAMNOBIAHO A0

nepioguyHOCTI CKnagaHHs perynspHo

OHOB/IHOBAHOTO 3BITY 3 6e3Mnekn /iKapCbKoro

3aco0y, 03BOIEHOrO [0 MEANYHOrO
3aCTOCYBaHHS, Ha LIeHTpaslbHOMY PIBHiI.

AHECTES30/1®

cynoswuTopii, in bulk: no
5 cynosuTopiis y
6nictepi, no 180
6nicTepiB y ALWMKY

MpuBartHe
akuioHepHe
TOBapUCTBO

«J1ekxim-

XapkiB»

YkpaiHa

MpuBatHe
akuioHepH
e
TOBapuCTB
0 «Jlekxim-
XapkiB»

YkpaiHa

MepepeecTpavis Ha HEOOMeXeHUIi TEPMIH;

MepioAnyYHICTb NOAAaHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3oMm MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTumuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHW 30POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3
nignyHKTOM 3 NyHKTY 2 rnasu 3 posginy V.

He
nionsieae

UA/7066/01/01

AHECTE30/1®

cynosuTopii, no 5
Cyno3nTopiB y 6nicTepi,
no 1 a6o 2 6nictepu B
nauui

MpuBartHe
akujioHepHe
TOBapUCTBO

«J1ekxim-

XapkiB»

YkpaiHa

MpuBatHe
aKLioHepH
e
TOBapuUCTB
0 «J1ekxim-

YKpaiHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH;
3MiHu | TMny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3ac06y, TEKCTIi MapKyBaHHSA Ta iIHCTPYKLiT Ans

6e3
peyenma

nionsieae

UA/7065/01/01
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Ne HasBa snikapcbko20 ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsl peecmpayiliHo
ynakoska) 20
nocsio4YeHHs1
XapkiB» MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo AocnimKeHb 3
6e3nekn 3acTocyBaHHA /likapCbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OL|iHKM 3BITY 3 AOC/IIXEHb, MPOBEAEHUX
BiAMNOBIAHO A0 NnaHy neaiaTpuyHnX
pocnipkeHsb (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHNM OpPraHoMm) -
3MiHV BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro
3acTocyBaHHs npenapary Ao po3ginis
"3acTocyBaHHs y nepiog BaritTHocTi abo
rogysaHHs rpyaato”, "fepenosysaHHa",
"Mo6iuHi peakuii" BiANOBIAHO A0 iHhopmav,ii
LLoA0 6e3nekn Ailo4nx PevoByH.
MepioAnYHICTb NOAaHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainm 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHW 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rifHO 3
nignyHKTOM 3 NyHKTY 2 rnasu 3 po3sginy V.
5. | BEPMITIOH® 300 KOHUeHTpaT ans BEPNIH-XEMI HimeuyunHa | BupobHuut | HimeyunHa nepepeecTpaLisi Ha He0OO6MEXeHW TePMIH; 3a He UA/6426/01/01
oj pO3unHy ANns iHdysil, Al BO «in 3MiHu | TURY - 3MiHK Woao peyenmom | nidnsieae
300 OJ, (300 mr)/12 mn, bulk», 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
no 12 mn B amnyni, no 5 nepBuHHE 3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
abo no 10 amnyny nakyBaHHs, 3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
Kopobui KOHTPO/Tb MeJMYHOro 3aCTOCyBaHHS Ha NiacTasi
cepiii: perynsipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
EBEP nikapcbKoro 3acoby, abo gocnigpkeHs 3
dapma 6e3nekn 3acTocyBaHHA /likapCbKoro 3acoby B
Viena nicnsipeecTpauiiHnii nepiog, abo sk pesynbTart
62X, OLjiHKM 3BITY 3 AOC/IIKEHb, MPOBEAEHNX
HimeuunHa BiANOBIAHO A0 MiaHy neaiaTpuyHmnX
BTOpuHHE npocnimpxkeHsb (PIP) (3MiHy y3romkeHo 3
nakyBaHHs1, KOMMETEHTHWUM YMOBHOBaXXEHVM OpraHoMm) -
KOHTPO/b 3MiHM BHECEHO [0 IHCTPYKLiT 415 MeAnyHOro
Ta BUMNYyCK 3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
cepiii: "®apmakoorivyHi B1acTusBocTi",
BEP/IH- "MpoTunoka3aHHa", "Cnocib 3acTocyBaHHsA Ta
XEMI A, no3un", "Bzaemogis 3 iHLWMMKU NiKapCbKnuMu
HimeuunHa 3acobamu Ta iHWi BUAW B3aemogiii",
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Ne HasBa snikapcbko20 ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsl peecmpayiliHo
ynakoska) 20
nocsio4YeHHs1
BTopuHHe "Oco61MBOCTI 3acTOCyBaHHA", "3acTOCyBaHHSA
nakyBaHHs: y nepiog BariTHOCTi abo rofyBaHHs rpyaar”,
YHiTakc- "Mepepo3yBaHHs", "MobiuHi peakuyii”
dapmasori Bi4NoBIAHO 4,0 OHOBNEHOT iHChopMaLlii 3
CTiK F'M6X, 6e3nekun fjtoyoi Ta AONOMDKHUX PEYOBUH
HimeuunHa nikapcbKoro 3acoby
BTopuHHe MepiognyHICTbL NOAaHHA PerynspHo
nakyBaHHs: OHOB/OBAHOTO 3BITY 3 6e3nekn BigNOBIAHO 40
Asryct Mopsagaky 3aiicHeHHs chapmakoHarnagy,
dannep 3aTBEPAKEHOrO HakasoM MiHicTepcTea
KT, OXOPOHW 340pOB’A YKpaiHu Big 27 rpyaHa 2006
HimeuunHa poky Ne 898, 3apeecTpoBaHuii B MiHiCTepcTBi
BTopuHHe tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
nakyBaHHs 1649/29779 (y pegakuii Hakaly MiHicTepcTBa
(Tinbkn OXOPOHW 300pOB’A YKpaiHu Big, 26 BepecHs
MapKyBaHH 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3
A amnyn): nignyHKTOM 3 NyHKTY 2 rnasu 3 po3giny V.
EBEP
dapma
Mena
rm6X,
HimeuunHa
6. | BETAQUH® pO34uH Ans 3AT YropLmHa 3AT YropwumHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 6e3 nidnsieae UA/6807/03/01
30BHILLHLOrO Ta dapmaueBTUyH dapmaues 3MiHun | TMRY - 3MiHK Woao peyenma
MicL,eBOro nii 3aBog ErC TUYHWIA 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
3actocysaHHs 10%; no 3aB0O[, 3MiHa y KOpOTKili XapaKTepucTuL NikapcbKoro
1000 mn y donakoHax 3 ErIC 3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKUiT Ans

KpanensHuueto; no 30
M abo 120 mny
chakoHi 3
KpanenbHuLeto; no 1
h/1aKOHY Y KapTOHHilA
nauui

MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo AocnimKeHb 3
6e3nekn 3acTocyBaHHA /likapCbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OL|iHKM 3BITY 3 AOC/IIXEHb, MPOBEAEHUX
BiAMNOBIAHO A0 NnaHy neaiaTpuyHnX
pocnipkeHsb (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHNM OpPraHoMm) -
3MiHM BHECEHO [0 IHCTPYKLUIT ANs MeAUYHOro
3acTocyBaHHs npenapary Ao po3ginis
"MpoTunokasaHHsa", "MNo6iyHi peakuii”,
"Mepepno3yBaHHsA", "3acTocyBaHHA y nepios
BariTHocTi abo rogysaHHs rpygar”, "Aitn"
(yTOouHEHHs hopmynioBaHHs), "OcobmnBocCTi
3acTocyBaHHA", "B3aemMogis 3 iHWMMK

nikapcbknummn 3acobamu abo iHLWi BUaK
B3aEMOZji" BigNoBigHO A0 OHOB/IEHOT
iHpopmaLii 3 6e3neku AitoHoi peHOBUHMW.
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsio4YeHHs1

3060B'A3aHHA Npy BUAadi peecTpavyiitHoro
NOCBIAYEHHS ICHYIOTb — HaJaHHSA [OMNOBHEHHS
[0 ornagy KniHiyHnx gaHunx o 30.09.2017,
BIANOBIAHO A0 MiANYHKTY 2.3 NYHKTY 2 A0AATKY
15 po NMopsaaky NpoBefeHHsA ekcnepTusn
peecTpauiiHux MaTepiasiiB Ha flikapchbki
3aco6u, Lo NoAaTLCA Ha AepXaBHY
peecTpadjio (MepepeecTpadiio), a Takox
eKkcrnepTu3n MaTepianis NPo BHECEHHS 3MiH A0
peecTpauiiiHix maTepiasnis npoTsrom faii
peecTpauiiHOro NoCBigYEHHS, 3aTBEPIKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big, 23.07.2015 Ne 460).
MepiognyHICTb NOAaHHA PerynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34jicHeHHs hapmakoHarnagy,
3aTBEPAXEHOro Haka3oM MiHicTepcTea
OXOPOHW 340pOB’SA YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 300pPOB’A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBMUTb: BiAMNOBIAHO A0
nepioANYHOCTI CKNagaHHsA perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn NikapcbKoro
3aco0y, [J03BO/IEHOrO O MEANYHOIO
3aCTOCYyBaHHS, Ha LEEHTPaslbHOMY PIBHi.

BETAAVH®

Ma3b 10 % no 20ry
Ty6i; mo 1 Ty6i B
KapTOHHIlA KOpooLi

3AT
dapmaueBTUYH
nii 3aBog ErC

YropuwumHa

3AT
dapmaues
TUYHWIA
3aB0O[,
ErIC

YropwmHa

MepepeecTpauis Ha HEOOMEXEHU TEPMIH.
3MmiHu | TUNY - 3MiHK Woao
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi ons
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo AocimxXeHb 3
6e3nekun 3aCTocyBaHHA NiKapcbkoro 3acoby B
nicnapeecTpaviinnii nepiog, abo Ak pesynbtat
OL|iHKM 3BITY 3 AOC/IIXEHb, MPOBEAEHUX
BIANOBIAHO A0 NnaHy negiaTpuyHnx
pocnipxeHb (PIP) (3MiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHNM OpPraHoMm) -
3MiHM BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro
3acTocyBaHHsA npenapary 40 po3ainis
"MpoTunokasaHHsa", "MNo6iyHi peakuii”,
"Oco6nMBOCTI 3acTOCyBaHHA", "3acTOCyBaHHSA
y nepiof BariTHOCTi abo rogyBaHHs rpyaar”,

6e3
peyenma

nidnsieae

UA/6807/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsio4YeHHs1

"B3aemogis 3 iHWMMKU nikapcbknumu 3acobamm
abo iHWi BUAY B3aeMogiit" BignoBigHo [0
OHOB/IEHOI iHdhopMaLii 3 6e3nekn Aitoyoi

PevoBnHN.

3060B'A3aHHA NpY BUAadi peecTpawiiniHoro
NOCBIAYEHHS ICHYIOTb — HaaHHSA [ONOBHEHHS
00 ornagy KniHiyHnx gaHnx go 30.09.2017,
BiANOBIAHO A0 MiANYHKTY 2.3 MyHKTY 2 A0AATKY
15 po NMopsaky npoBefeHHs ekcnepTusn
peecTpauiiiHux MaTepiasiiB Ha Nikapcbki
3aco6u, L0 NOAATLCA Ha fepXaBHY
peecTpaduito (nepepeecTpadito), a Takox
eKcnepTu3n marepianis NPo BHECEHHS 3MiH O
peecTpauiiHnx MaTepianis NpPoTArom Al
peecTpauiiHoro nocBiAYeHHs, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAaHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsagaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPMAKEHOrO HakasoM MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepcTBi
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHM 300pOB’A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: BIAMNOBIAHO A0
nepioguyHOCTI CKNagaHHs perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3MeKn NiKapCbKoro
3aco0y, 03BOIEHOr0 [0 MEANYHOIO
3aCTOCYBaHHS, Ha LIeHTpaslbHOMY PIBHiI.

BETAAVH®

Cyno3unTopii BariHasibHi
no 200 mr; no 7
cynosuTopiis y 6nictepi;
no 1 a6o 2 6nictepn y
KapTOHHI navwi

3AT
dapmaueBTUYH
nin 3aBog ErC

YropmHa

3AT
dapmaues
TUYHWIA
3aB0/,
EFIC

YropumHa

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH.
3MiHu | TUnNYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,j NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MeZMYHOro 3aCTOCYBaHHA Ha nigcTasi
perynsipHoO OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo focnigpkeHs 3
6e3nekn 3acTocyBaHHs /likapCbKOro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtart
OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO [0 NMNaHy neaiatpuyHmnX
pocnigpkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXEHUM OpraHoMm) -
3MiHM BHECEHO A0 iIHCTPYKLii A1 MeAUYHOro

6e3
peyenma

nidnsieae

UA/6807/02/01
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsio4YeHHs1

3aCTOCyBaHHA nNpenapary Ao po3ginis
"MpoTunokasaHHsa", "MobidHi peakuii”,
"3acTocyBaHHs y nepiog BaritTHocTi abo
roflysaHHs rpyaar”, "Oco6mBocTi
3acTocyBaHHs", "B3aemogis 3 iHWMMu
nikapcbkummn 3acobamu abo iHWi BUan
B3aeMOpijit" BifANOBIAHO O OHOBEHOT
iHchopmaw,ii 3 6e3nekun fjtoyol pevoBUHN.

3060B'13aHHsA NpY BUAAui peecTpawiiiHoro
NOCBIJYEHHS ICHYIOTb — HaflJaHHS JOMNOBHEHHS
[0 ornsaay KiHiYHMX gasunx go 23.10.2017,
Bi4MNOBIAHO A0 NiANYHKTY 2.3 NYHKTY 2 foAaTtKy
15 po Mopsgky npoBefeHHs ekcnepTusu
peecTpavuiiHux MaTepiasiB Ha flikapcbki
3aco6u, LU0 NOAATLCA Ha AepXaBHY
peecTpavito (nepepeecTpalito), a Takox
eKCnepTu3n marepianiB Npo BHECEHHS 3MiH 40
peecTpaLuiiHux maTepianis NpoTArom Aii
peecTpaLiiHoro NocBiAYeHHs, 3aTBEPAKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegpakuii Hakazy MO3 Big, 23.07.2015 Ne 460).
MepioAnYHICTb NOAaHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEpAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainu 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHW 3,0pPOB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: BiANOBIAHO A0
NepioANYHOCTI CKNafaHHsA pPerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mekn NikapCbLKOro
3aco6y, A03BOMEHOTO A0 MEANYHOIO
3aCTOCYBaHHS, Ha LEEHTPa/IbHOMY PIBHI.

BETNON®

Cyno3nTopii peKkTasbHi,
no 5 cynosutopiis y
6nicTepi; no 2 6nictepu
B nauLii

MpuBartHe
akujioHepHe
TOBapUCTBO

"Nlekxim -

Xapkis"

YkpaiHa

MpuBatHe
aKLioHepH
e
TOBapuUCTB
0 "Jlekxim -
Xapkis"

YKpaiHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3Mekn 3acTocyBaHHS JlikapCbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX

6e3
peyenma

nionsieae

UA/7070/01/01




19

n/n

HasBa snikapcbko20

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo

20
nocBi04Y€eHHs1

BiAMNOBIAHO A0 NnaHy neaiaTpuyHmX
pocnipxeHsb (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHNM OpPraHoMm) -
3MiHM BHECEHO A0 IHCTPYKLUIT ANS MeAUYHOro
3acTocyBaHHs npenapary Ao po3ginis
"B3aemogis 3 iHWMMM slikapCbkumm 3acobamu
Ta iHWi BUAY B3aemogiii", "3acTocyBaHHA y
nepiog, BariTHoCTi abo rogyBaHHs rpyaar”,
"Cnoci6 3acTocyBaHHS Ta 4o3un",
"Mepefo3yBaHHA" BiANOBIAHO A0 iHopmauii
LLIOA0 6e3nekn Aito4nX PevoBUH.
MepiognyHICTb NOAaHHA PerynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34jicHeHHs hapmakoHarnagy,
3aTBEPAXEHOro Haka3oM MiHicTepcTea
OXOPOHW 30pPOB’SA YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 300pPOB’A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBMUTb: BiAMNOBIAHO A0
nepioANYHOCTI CKNagaHHsA perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn NikapcbKoro
3aco0y, [J03BO/IEHOrO O MELNYHOIO
3aCTOCYyBaHHS, Ha LEEHTPaslbHOMY PIBHi.

10.

BETNON®

Cyno3nTopil peKkTasbHi,
in bulk: no 5
Cynos3uTopiiB y 6nicTepi;
no 250 6nictepiB y
ALLMKY

MpuBatHe
akujioHepHe
TOBapuCTBO

"Nekxim -

Xapkis"

Ykpaina

MpusatHe
aKuioHepH
e
TOBapuCTB
0 "Jlekxim -
Xapkis"

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHU TEPMIH.
MepiognyHICTb NoAaHHA PerynspHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO L0
Mopaaky 3aiicHeHHsA thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 340pOB’S YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 300pPOB’A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: BiAMNOBIAHO A0
NepioANYHOCTI CKNafaHHsA perynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3MneKkn Nikapcbkoro
3aco0y, J03BO/IEHOrO O MEANYHOIO
3aCTOCYBaHHS, Ha LIEHTPasIbHOMY PIBHi.

He
nidnsieae

UA/7071/01/01

11.

BYAECOHIA-
IHTENI

iHranauisa nig Tuckom,
cycneHsis, 50 mMkr/go3a,
no 200 o3 (10 mn) B
IOMIHIEBOMY Gas10Hi;
no 1 6anoHy 3
nNacTVKoBUM
afanTepom Ta KpULLIKOH

3AT "IHTENI
FEHEPUKC
HOPL"

NuTtBa

NABOPAT
OPIO
ANbJO-
tOHIOH,
ch.

IcnaHis

MepepeecTpauis Ha HEOOMEXEHUA TEPMIH;
3MiHu | TUnNYy - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi ons
MeAMYHOro 3acTOCyBaHHSA
reHepuyHUX/ribpuaHMx/6ionogibHNX NiKapCbKMx

3a
peyerimom

He
nionseae

UA/12444/01/01
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n/n

3acoby

HasBa snikapcbko20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo

20
nocBi04Y€eHHs1

y Kopoo6ui

3ac06iB nicnsi BHECEHHSA TiET caMoi 3MiHM Ha
pechepeHTHWIA Npenapar (3miHa He NoTpebye
HafJaHHS XXOAHUX HOBUX JOAATKOBUX AaHUX) -
BHecTu 3MiHM [0 IHCTPYKLUIT Yy po3ainu:
"MpoTrnokasaHHsA", "B3aeMogis 3 iHWNMK
nikapcbkMun 3acobamu Ta iHLWi BUan
B3aemogiit", "Ocob/MBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHA y nepiog, BarirTHocTi abo
roflyBaHHs rpyaat”, "Cnocib 3actocyBaHHs Ta
nosn", "Aitn", "Mo6iyHI peakyii” 3rigHo 3
iHcbopMmalLlieto Woa0 MegMYHOro 3acTocyBaHHsA
pedhepeHTHOro (MynbmikopT Typ6yxanep,
MOPOLLIOK ANs iHranauiin, 100 mkr/go3a, 200
MKr/[03a) nikapcbKoro 3acoby

MepioAnYHICTL NOAaHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsagaky 3ailicHeHHs chapmakoHarnagy,
3aTBepAKeHOro Hakasom MiHicTepcTea
OXOPOHW 340pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepcTBi
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300pOB’A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3
nignyHKTom 3 NyHKTY 2 rnasu 3 po3giny V.

UA/12444/01/02

12.

BYAECOHIJ-
IHTENI

iHranAuisa nig TMckom,
cycneHsis, 200
Mkr/go3a, no 200 o3
(10 mn) B antomiHieBoMy
6anoHi; no 1 6anoHy 3
nNacTVKoBUM
aflanTepoMm Ta KpULLKOK
y KOpoo6uj

3AT "IHTENI
FEHEPUKC
HOPAO"

JlntBa

NABOPAT
OPIO
ANbIO-
tOHIOH,
chl.

Icnanis

MepepeecTpauis Ha HEOOMEXEHWUIA TEPMIH;
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
Me[MNYHOro 3aCTOCYBaHHS
reHepuYHUX/ribpuaHNX/6ionogibHNX NikapCbKMx
3ac06iB nicnsi BHECEHHSA TiET caMoi 3MiHM Ha
pedepeHTHUII NpenapaT (3MiHa He NoTpebye
HafjaHHS XXOAHUX HOBUX JOAATKOBUX AaHUX) -
BHecTu 3MiHM [0 IHCTPYKLUIT Yy po3ainu:
"MpoTrnokasaHHsA", "B3aeMogis 3 iHWnMKn
nikapcbkMun 3acobamu Ta iHLWi BUan
B3aemogiit”, "Ocob/IMBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog BarirTHocTi abo
roflyBaHHs rpyaat”, "Cnocib 3actocyBaHHs Ta
nosun”, "Oitn", "Mo6iuHi peakuii" 3rigHo 3
iHchopMmaLieto WoA0 MegMYHOro 3acToCyBaHHs
pedhepeHTHOro (MynbmikopT Typ6yxanep,
MOPOLLOK ANst iHranauiin, 100 mkr/go3a, 200
MKr/[03a) nikapcbKoro 3acoby

3a
peyenmom

He
nionsieae
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsio4YeHHs1

MepioAnYHICTb NOAaHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHM 300pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainm 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHY 3,0POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rifHO 3
nignyHKTOM 3 NyHKTY 2 rnasu 3 po3sginy V.

13.

OEPMA30/1®

Kpem, 20 mr/r in bulk
Ne504: no 15 r y Ty6i; no
504 Ty6u B ynakosLi abo
Ne320: no 30 r y Ty6i; no
320 Ty6 B ynakoBLii

KYCYM
XENTXKEP
NBT NTA

IHais

KYCYM
XENTXKE
P MBT
nTa

IHais

MepepeecTpaLisi Ha HEOOMEMEHWI TEPMIH.
MepioAnYHICTb NOAAaHHA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3oMm MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTumuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHW 30POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: BiANOBIAHO A0
NepioANYHOCTI CKNafaHHsA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mekn NikapCbKoro
3aco6by, A03BOMIEHOTO 40 MEAUNYHOTO
3aCTOCYBaHHS, Ha LEEHTPa/IbHOMY PIBHi.

He
nidnsieae

UA/12479/02/01

14.

OEPMA30/1®

Kpem, 20 mr/rno 15 r
a6o 30 ry Ty6i; no 1 Ty6i
B YNakoBLii

KYCYM
XENTXKEP
NBT NTA

IHais

KYCYM
XENTXKE
P MBT
nTa

IHais

MepepeecTpavis Ha HEOGMEMEHWIA TEPMIH.
3MiHu | TMny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepUUHMX/ribpUAHNX/6I0NOAIGHNX NiKapPCbKMX
3ac06iB nicNsi BHECEHHS TiET caMoi 3MiHW Ha
pechepeHTHWIA Npenapar (3miHa He NoTpebye
Ha/jaHHS XOAHUX HOBUX AOAATKOBUX AaHUX) -
(3MmiHM BHeCeHO A0 iHCTPYKLIT 4719 Mean4HOro
3aCTOCyBaHHA npenapary 4o po3ginis
"MokasaHHs", "dapmakonoriyHi BnacTmeocTi",
"Cnocib 3actocyBaHHs Ta fo3u", "rNo6iuHi
peakuii”, "3acTocyBaHHs y nepiog BariTHOCTi
abo rogyBaHHs rpyaar”, "OcobnmeocTi
3acTocyBaHHs" BiAMNOBIAHO A0 iHchopmav,i
pedhepeHTHOro nikapcbkoro 3acoby (Hizopan,
Kpem o
20 mr)

6e3
peyenma

nionsieae

UA/6725/02/01
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Ne HasBa snikapcbko20 ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHsl peecmpayiliHo
ynakoska) 20
nocsio4YeHHs1
MepioAnYHICTb NOAaHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHM 300pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainm 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHY 3,0POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: BiAMNOBIAHO A0
NepioANYHOCTI CKNafaHHsA pPerynsipHo
OHOBJ1HOBAHOrO 3BITY 3 6e3Mekn NikapCbLKoro
3aco6by, A03BOMIEHOTO A0 MEANYHOIO
3aCTOCYBaHHS, Ha LEEHTPa/IbHOMY PIBHI.
15. | 3APCIO® PO34MH A5 iH'eKLiin abo CaHpo3 M'M6X ABCTpis Bignosigan | HimeuunHa/ MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/12447/01/01
iHdpysiiA, 30 maH O1/0,5 bHWI 3a ABCTpist 3MiHu | TUny - 3MiHK Woao peyenmom nidnsieae
mn, no 0,5 M po3uuHy B BMPOGHMLT 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
nonepegHsL0 BO, 3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3anoBHEHOMY LUMPUL, nakyBaHHs, 3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
OCHALLEHOr0 NMopLUHeM, KOHTPO/b MeAMYHOro 3acToCyBaHHA Ha NigcTasi
iH'EKLiIHOIO rONKOtO, cepi: perynsipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
KOBMAYKOM Ta 3aXMCHUM AR Oi Ti nikapcbKoro 3acoby, abo gocnigpkeHs 3
NPUCTPOEM ANS Bionorika 6e3Mnekn 3acTocyBaHHS JlikapCbKoro 3acoby B
3anobiraHHs m6X, nicnsipeecTpauiiHnii nepiog, abo sk pesynbTart
MOLLKOZXXEHHS rOJIKOK0 HimeuunHa OLjiHKM 3BITY 3 AOC/IIKEHb, MPOBEAEHNX
nicns 3acTtocyBaHHs, y ; BiANOBIAHO A0 MiaHy neaiaTpuyHmnX
6nicTepHili ynakoBuj; no BTOPWUHHE npocnimpxkeHsb (PIP) (3MiHy y3romkeHo 3
1 a6o 5 6nicTepHux naxyBaHHs: KOMMETEHTHWUM YNOBHOBaXXEHVM OpraHom) -
YMakoBOK B KAPTOHHIl rm 3MiHVN BHECEHO A0 IHCTPYKLi 415 MeguyYHoro
Kopobui peHuax 3acToCyBaHHSA npenapaTty A0 po3zinis "MobiyHi
MpopakwH peakujii”, "3acTocyBaHHs y nepiog, BaritTHOCTI
3 M6X, abo rogyBaHHS rpyaar” (YTOUHEHHS
HimeuunHa iHdhopmawii), "OcobnuBocCTi 3acToCyBaHHA",
; "3aaTHICTb BNAMBATY Ha LWBMAKICTb peakuii npu
BTOPVIHHE KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMK
nakyBaHHs: MexaHisMamun" (YTOUHEeHHS (DopMy ItoBaHHS)
CaHpo3 BiZANOBIAHO A0 OHOBMEHOI iIHhopMaL;i 3
v6X - BN 6e3neku Aito4oi pevoBrHK “dinrpactum’.
LWadpteHay
, ABCTpIS; 30608B'A3aHHA NpY BUAAYI peecTpawiiniHoro
Bignosigan NOCBiJYEHHS ICHYIOTb — HaflaHHS JOMOBHEHHS
bHUIA 3a [0 ornagy KniHivHnx gaHnx o 30.10.2017,
BUNYCK BiANOBIAHO A0 MiANYHKTY 2.3 MyHKTY 2 A0AATKY
cepii: 15 po Mopsaaky NpoBefeHHsA ekcnepTmsn
CaHpo3 peecTpavuiiiHux MaTepiasiiB Ha flikapchbki
'mM6X, 3aco6u, L0 NoJarThCs Ha AepXaBHY




23

Ne HasBa snikapcbko20 ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHsl peecmpayiliHo
ynakoska) 20
nocsio4YeHHs1
ABCTpis peecTpavuito (nepepeecTpadito), a Takox
eKkcnepTu3n marepianis NPo BHECEHHS 3MiH [0
peecTpauiiHnx maTepianis NpoTArom Al
peecTpauiiHoro nNocBiAYeHHs, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTbL NOAaHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsagaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOrO HakasoM MiHicTepcTea
OXOPOHW 340pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepcTBi
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300pOB’A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: BIAMNOBIAHO A0
nepioguYHOCTI CKNagaHHs perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3MeKn NiKapCbKoro
3aco0y, 03BOIEHOrO [0 MEANYHOrO
3aCTOCYBaHHS, Ha LIeHTpaslbHOMY PIBHiI.

16. | 3APCIO® PO34MH A1 iH'eKLin abo CaHpo3 'm6X ABcTpis Bignosigan | HimeuyunHa/ MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/12447/01/02
iHcpysiid, 48 mnH OL/0,5 bHUIA 3a ABCTpIs 3MiHu | TUnYy - 3MiHK Woao peuyenmom | nidssieae
M1 no 0,5 M po3unHy B BMPOGHULT 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
nonepegHbLO BO, 3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
3arnoBHEHOMY LUNpuL, nakyBaHHs, 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
OCHaLLEeHOoro nopLuHem, KOHTPO/b MeJMYHOro 3aCTOCYyBaHHA Ha nigcTasi
iH'EKLHOIO rOMKOIO, cepii: perynsipHoO OHOB/TOBAHOTO 3BiTYy 3 6e3nekn
KOBMa4yKoM Ta 3aXUCHUM Al Oi Ti nikapcbKoro 3acoby, abo focnigpkeHs 3
NPUCTPOEM ANs Bionorika 6e3nekn 3acTocyBaHHs /likapCbKOro 3acoby B
3anobiraHHs M6X, nicnspeecTpauiiinii nepiog, abo sk pesynbtar
NOLLUKOKEHHS FO/IKO0 Himeyunna OLLiHKM 3BITY 3 fOC/iIKEeHb, MPOBEAEHNX
nicns 3acTocyBaHHs, y ; BiANOBIAHO [0 NMNaHy negiatpuyHmnX
6nicTepHili ynakoBuj; no BTOPUHHE pocnigpkeHb (PIP) (3MiHy y3romxeHo 3
1 a6o 5 6nicTepHux nakyBaHHS: KOMNETEHTHUM YNOBHOBAXEHUM OpPraHoMm) -

YyNaKoBOK B KAPTOHHIi rm 3MiHM BHECEHO A0 IHCTPYKLUIT ANs MeANYHOr0o
Kopobui 'peHuax 3acTocyBaHHA npenapaTy A0 po3ginis "MobiyHi
MpopakwwH peakuii”, "3acTocyBaHHS y nepiog BariTHOCTi
3 m6X, abo rogyBaHHA rpyaar0” (YTOUHEHHS
HimeuunHa iHchbopmawii), "OcobnmnBOCTi 3acTocyBaHHS",
; "3A4aTHICTb BNAMBATU Ha LWBWUAKICTb peakuii npu
BTOPWHHE KepyBaHHi aBTOTPaHCNOpPTOM abo iHLWMMHK
nakyBaHHs: MexaHisMamu" (YTOYHEHHS1 (DOpPMY IOBaHHS)
CaHpo3 Bi4NoBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
v6X - BN 6e3nekun Aito4oi pevoBuHK "dinrpactum”.
LadTeHay
, ABCTpIS; 30608B’s13aHHA NpW BUAadi peecTpadiiHoro
Bignosigan NOCBiJYEHHS ICHYIOTb — HaflJaHHS1 JONOBHEHHS
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsio4YeHHs1

bHUI 3a
BUMYyCK
cepii:
CaHpo3
m6X,
ABcTpis

[0 ornagy KniHivHnx gaHunx o 30.10.2017,
BIANOBIAHO A0 MiANYHKTY 2.3 NYHKTY 2 A0AATKY
15 po Mopsaaky NpoBefeHHsA ekcnepTusn
peecTpauiiHux MaTepiasiiB Ha flikapchbki
3aco6u, Lo NOAaTLCA Ha fepXaBHY
peecTpadiio (MepepeecTpadiio), a Takox
eKcrnepTu3n MaTepianis NPo BHECEHHS 3MiH 40
peecTpauiiiHix MaTepianis npoTsrom faii
peecTpauiiHOro NoCBigYEHHS, 3aTBEPIKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAaHHA PerynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34jicHeHHs hapmakoHarnagy,
3aTBEPAXEHOro Haka3oM MiHicTepcTea
OXOPOHW 30pPOB’SA YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 300pPOB’A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBMUTb: BiAMNOBIAHO A0
nepioANYHOCTI CKNagaHHsA perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn NikapcbKoro
3aco0y, [J03BO/IEHOrO O MELNYHOIO
3aCTOCYyBaHHS, Ha LEEHTPaslbHOMY PIBHi.

17.

3OMNEPUNH®

MOPOLLIOK AJ151 PO3UNHY
Ansiv'ekuin no4r/0,5r,
1 dhnakoH 3 NOPOLLKOM
(4.5 1) y Kopobu,i 3
KapTOHY

Opxig ®apma
Niviteq

IHgis

AcTpan
Crepiteu
MpaiiBeT

Nimiten

IHais

MepepeecTpauis Ha HEOOMEXEHU TEPMIH.
3MmiHu | TUNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLii ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyYHUX/ribpuaHMXx/6ionogibHNX NikapCbKmx
3ac06iB Nicns BHECEHHSA TiET camoi 3MiHM Ha
pechepeHTHWIA Npenapar (3miHa He NoTpebye
HaJaHH$ XXOAHUX HOBUX AOAATKOBUX AaHUX) -
3MiHN BHECEHO A0 iIHCTPYKLi 415 MegUyYHoro
3aCTOCyBaHHA Npenaparty Ao po3ginis
"®apmakonoriyHi B1acTMBoCTi" (YTOUHEHHS
iHchopmawii), “MNokasaHHA" (YTOUHEHHS
iHdbopmawii), "MpoTunokasaHHs", "OcobnuBi
3axoau 6esnekn’, "B3aemogis 3 iHWKMK
nikapcbkMun 3acobamu Ta iHLWi BUan
B3aemogiit", "Ocob/IMBOCTi 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHs Ta f03n" (YTOYHEHHS
iHchopmawii), "MepenosysaHHs", "No6GiYHI
peaxuii”, "HecyMicHicTb" BignoBigHo g0
iHdhopmaLii pedpepeHTHOro ikapcbKoro 3acoby

3a
peyerimom

He
nidnsieae

UA/5033/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsio4YeHHs1

Tazocin 4 g / 0.5 g powder for solution for
infusion.

3060B'13aHHsA NpY BUAAui peecTpawiiiHoro
NOCBIAYEHHS ICHYIOTb - HalaHHSA AeTaslbHOro
onuncy cUcTemu ynpasniHHSA pusnkamu y
BUIMIAA] NNaHy ynpasiHHA pu3nkaMu fo
07.10.2017 Ta [OMOBHEHHSA [0 orniAdy
KNiHiYHMX gaHnx go 30.10.2017 BignosigHo Ao
nignyHkTy 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY
2 popatky 15 no Nopsagky npoBefeHHs
eKcnepTn3n peecTpauiiHnx MaTepianis Ha
nikapcbki 3ac06u, W0 NoAalnTbCA Ha AePXaBHY
peecTpavito (nepepeecTpalito), a Takox
eKCcnepTu3n matepianiB Npo BHECEHHS 3MiH 40
peecTpauiiHux maTepianis NpoTArom Aii
peecTpaLiiHoro NocBiAYeHHs, 3aTBEPAKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegpakuii Hakazy MO3 Big, 23.07.2015 Ne 460).
MepioAnYHICTb NOAaHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHM 300pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainm 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHW 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: BiANOBIAHO A0
NepioANYHOCTI CKNafaHHsA pPerynsipHo
OHOBJ1HOBAHOrO 3BITY 3 6e3Mekn NikapCbLKoro
3aco6by, A03BOMIEHOTO A0 MEANYHOIO
3aCTOCYBaHHS, Ha LEEHTPa/lbHOMY PIBHI.

18.

KONAPEKC®
MAKCreun 3si
CMAKOM
nicoBux Arig,

NOPOLLOK AnA
OpasibHOro PO34nMHy Mo 5
ab6o 10 nakeTukiB y
KapTOHHIlA KOpooLi

nakcoCmiTKn
ANH
KoHcblomep
Xenckep (FOK)
TpewngiHr
Niviteq

Benvka
BpuTtaHis

CMITKNsiidH
Biuem C.A.

IcnaHis

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3Mnekn 3acTocyBaHHS JlikapCbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTart
OLjiHKM 3BITY 3 AOC/IIKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy neaiaTpuyHmnX
npocnimpxkeHsb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHWUM YMOBHOBa&XEHVM OpraHoMm) -

6e3
peyenma

nionsieae

UA/12334/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsio4YeHHs1

3MiHM BHECEHO [0 IHCTPYKLUIT ANs MeAUYHOro
3acTocyBaHHs npenapary Ao po3ginis
"®apmakoTepaneBTUYHa rpyna” (pegaryBaHHs
TekcTy), "Cnocib 3acTocyBaHHSA Ta 4o3n"
(yTouHeHHs iHchopmaii), "MpoTrnokasaHH:A",
"Mo6iuHi peakuii”, "MNepeno3yBaHHA",
"3acTocyBaHHSA y nepiog, BariTHOCTi abo
roflyBaHHs rpyaar” (yTouHeHHs iHchopmauii),
"Oco6nMBOCTI 3aCTOCyBaHHA", "B3aemogis 3
iHLMMK NikapcbkrMKU 3aco6amMm abo iHLWi BUAn
B3aEMOZjiA" BiANOBIAHO A0 OHOBNEHOI
iHchopmawii 3 6e3nekn AiloUnx PeHoBUH.

MepioAnYHICTb NOAaHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainu 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHW 3,0pPOB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: BiANOBIAHO A0
NepioANYHOCTI CKNafaHHsA pPerynsipHo
OHOBJtOBAHOIO 3BITY 3 6e3MneKn NikapcbKoro
3aco6y, A03BOMEHOTO A0 MEAUYHOTO
3aCTOCYBaHHS, Ha LEEHTPa/IbHOMY PIBHI.

19.

KOHBYJEKC

pO34uH AN iH'ekuiid, 100
mr/Mn no 5 mn B amnyni,
no 5 amnyn y KOHTYpHIiA

YapyHKOBIli ynakoBLj

TOB
"BAJIEAHT
®APMACBIOTI
KAN3"

YkpaiHa

BUPOGHMLT
BO,
nakyBaHHS,
KOHTPO/b
AKOCTI:
r.J.
Papma
m6X,
ABCTpIS;
BUPOBHUK,
o
BiAgnoBigae
3a BUMYyCK
cepii:
r.J.
Papma
m6X,
ABcTpis

ABCTpIs

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekun
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3Mekn 3acTocyBaHHS JlikapCbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTart
OLjiHKM 3BITY 3 AOC/IIKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy neaiaTpuyHmnX
npocnimpxkeHsb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHWUM YMOBHOBaXXEHVM OpraHoMm) -
3MiHU BHECEHO A0 IHCTPYKLiT 4518 MeauyHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMK flikapCbkumm 3acobamu
Ta iHWi B1an B3aemogiit”, "OcobnBOCTi
3acTocyBaHHSA", "3acTocyBaHHs Yy nepiog,
BariTHOCTi ab0 rogyBaHHs rpyaat”,

3a
peyenmom

He
nidnsieae

UA/6595/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsio4YeHHs1

"Mepepo3yBaHHs", "Mo6IYHI peakuji”
BiZANOBIAHO A0 OHOBMEHOI iIHhopMaL;i 3
6e3neku fjtoyoi pevOBMHM JTiKapCbKoro 3acoby.
3MiHu | TUNY - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHnx npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHoi
ocob6u, BiAMNoBigabHOI 3a 3A4iICHEHHS
thapmakoHarnagy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asBHuKa 415 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO BOHA
BiIMiHHa Bif, yNOBHOBa)XeHOI 0cobu,
BiANOBIAA/IbHOT 32 3AiICHEHHS
hapmakoHarnagy (BKIovaoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-halina
cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXeHOI 0cobu. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0co6U. 3MiHa
agpecu mactep-cbaiina. 3miHa agpecu
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnagy.
3060B'A3aHHA NpY BUAadi peecTpawiiniHoro
MOCBIAYEHHS ICHYIOTb - HaJaHHA feTaslbHOro
onucy cucTemu ynpasniHHS pusukamn y
BUINIAL] NNaHy yNpas/iHHA pu3nkaMu Ta
[OMOBHEHHSA A0 OrNaAy KMiHIYHUX faHuX A0
30.10.2017 signosigHo Ao nianyHkty 1.13
nyHKTY 1, mignyHkTy 2.3 NyHKTY 2 gogartky 15
[0 Mopsagky NpoBefeHHs ekcnepTuan
peecTpavuiiiHux MaTepiasiiB Ha Nikapcbki
3aco6u, L0 NOAAITLCA Ha fepXaBHY
peecTpaduito (nepepeecTpadito), a Takox
eKcnepTu3n marepianis NPo BHECEHHS 3MiH O
peecTpauiiHnx maTepianis NpoTArom Al
peecTpauiiHoro nocBiA4YeHHs, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAaHHA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsagaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTea
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepcTBi
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakady MiHicTepcTea
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Ne HasBa snikapcbko20 ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsl peecmpayiliHo
ynakoska) 20
nocsio4YeHHs1
OXOPOHW 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: BiANOBIAHO A0
NepioANYHOCTI CKNafaHHsA pPerynsipHo
OHOBJ1HOBAHOrO 3BITY 3 6e3Mekn NikapCbLKoro
3aco6by, A03BOMEHOTO A0 MEANYHOTO
3aCTOCYBaHHS, Ha LEEHTPa/lbHOMY PIBHI.
20. | MEAO®/TIOKOH Kancynu no 150 mr no 1 Megokemi T4 Kinp Mepokemi Kinp MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 niosnsiese UA/7001/01/02
Kancyni B 6nictepi; no 1 nTA 3MiHu | TMny - 3MiHK Woao peyenma
6nicTepy B KapTOHHiIl (UeHTpanb 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
Kopobui HWiA 3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3asoga) 3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans

MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3Mnekn 3acTocyBaHHS JlikapCbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTart
OLjiHKM 3BITY 3 AOC/IIKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy neaiaTpuyHmnX
npocnimpxkeHsb (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHNM OpPraHoMm) -
3MiHVN BHECEHO A0 iIHCTPYKLi 415 MeguyYHOro
3aCTOCyBaHHA nNpenapary Ao po3ginis
"MokasaHHa" (yTOUYHEHHS hOPMY/IHOBaHHS),
"Cnoci6 3acTocyBaHHA Ta f031" (yTOYHEHHS
iHdhopmawii), "MpoTunokasaHHsa", "Mo6iyHI
peakuii”, "3acTocyBaHHs y nepiog, BaritTHOCTI
abo roflyBaHHsA rpyaato" (YTOUHEHHs
iHdbopmawii), "OcobnuBoCTi 3acTOoCyBaHHA",
"B3aemogis 3 iHWMMK flikapCbkumm 3acobamm
ab0 iHWi BMAWY B3aemogiii" BiANoBigAHO A0
OHOBJ1EHOT iHGhopMaLii 3 6e3neku Aio4vol
peyoBuHM "chaiykoHazon".
3060B'A3aHHA NpY BuAadi peecTpawiiniHoro
NOCBIAYEHHS ICHYIOTb — HaaHHSA [ONOBHEHHS
[0 ornsagy KAiHivHnx gaHnx go 30.10.2017,
BiANOBIAHO A0 MiANYHKTY 2.3 MyHKTY 2 AOAATKY
15 po Mopsaky NpoBefeHHs ekcnepTusn
peecTpavuiiH1X MaTepiasiB Ha Nikapcbki
3aco6u, L0 NOAAITLCA Ha fepXaBHY
peecTpavuito (nepepeecTpaLito), a Takox
eKcnepTu3n marepianis Npo BHECEHHS 3MiH 4O
peecTpauiiHnx maTepianis NpoTArom Al
peecTpawiiHoro nocBiA4YeHHs, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NoAaHHA PerynspHo
OHOB/IHOBAHOrO 3BITYy 3 6e3neky BiANOBIAHO A0
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Homep

n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

peecmpayiliHo
20
nocsio4YeHHs1

Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainm 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHW 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: BiANOBIAHO A0
NepioANYHOCTI CKNafaHHsA pPerynsipHo
OHOBJ1HOBAHOrO 3BITY 3 6e3Mekn NikapCbLKoro
3aco6y, A03BOMEHOTO A0 MEANYHOIO
3aCTOCYBaHHS, Ha LEEHTPa/IbHOMY PIBHI.

3a

He

UA/7001/01/01

21.

MEAO®J/TIOKOH

kancynu no 50 mr no 7
Kancyn y 6nictepi; no 1
6nicTepy B KapTOHHIl
Kopobui

Megokemi T4

Kinp

Mepokemi
nTa
(UeHTpanb
HWA
3aBog)

Kinp

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHS JlikapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTart
OLjiHKM 3BITY 3 AOC/IIXEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy neaiaTpuyHmnX
npocnimpxkeHs (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXEHNM OpPraHoMm) -
3MiHN BHECEHO A0 iIHCTPYKLi 415 MegUyYHoro
3aCTOCyBaHHA Npenaparty Ao po3ginis
"MokasaHHa" (yTOUYHEHHS hOPMY/IHOBaHHS),
"Cnoci6 3acTocyBaHHA Ta f03m1" (YTOYHEHHS
iHdhopmawii), "MpoTrnokasaHHsa", "Mo6iyHI
peakujii”, "3acTocyBaHHs y nepiog, BaritTHOCTI
abo roflyBaHHsA rpyaato" (YTOUHEHHsS
iHdhopmawii), "OcobnuBocCTi 3acToCyBaHHA",
"B3aemogis 3 iHWMMK flikapCbkumm 3acobamm
ab0 iHWi BMAW B3aemogiii" BiANoBigAHO A0
OHOBJ1EHOT iHGhopMaLii 3 6e3neku Aito4vol
peyoBuHM "chaiykoHazon".
3060B'A3aHHA NpY BuAadi peecTpawiinHoro
NOCBIAYEHHS ICHYIOTb — HaaHHSA [ONOBHEHHS
[0 ornsagy KAiHivHnx gaHnx go 30.10.2017,
BiANOBIAHO A0 MiANYHKTY 2.3 MyHKTY 2 AOAATKY
15 po Mopsaky NpoBefeHHs ekcnepTusn
peecTpavuiiHMX MaTepiasiB Ha Nikapcbki
3aco6u, L0 NOAAITLCA Ha fepXaBHY
peecTpavuito (nepepeecTpaLito), a Takox

peyenmom

eKcnepTn3n marepianis Npo BHECEHHS 3MiH 10

nidnsieae




30

n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsio4YeHHs1

peecTpaLuiiHux maTepianis NpoTArom Aii
peecTpaLiiHoro NocBiAYeHHs, 3aTBEPAKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pefakuii Hakasy MO3 Big 23.07.2015 Ne 460).
MepioAnYHICTb NOAaHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainm 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHY 3,0pOB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: BiANOBIAHO A0
NepioANYHOCTI CKNafaHHsA pPerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mekn NikapCbKoro
3aco6y, A03BOMEHOTO A0 MEANYHOIO
3aCTOCYBaHHS, Ha LEEHTPa/IbHOMY PIBHI.

22.

MIPALUETAM

Tabnetku no 200 Mr no
10 TabneTok y 6nicTepi;
no 6 6nictepis y nauui 3
KapTOHY

MAT
"Ximchapmsaso
A "YepsBoHa
3ipka"

YkpaiHa

NAT
"Ximcbapms
aBsof,
"YepBoHa
3ipka”

YKpaiHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.

MepiognyHICTb NoAaHHA PerynspHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO L0
Mopaaky 3aiicHeHHsA thapmakoHarnagy,
3aTBEPMAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 340pOB’SA YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepcTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: BiAMNOBIAHO A0
NepioANYHOCTI CKNafaHHsA perynsipHo
OHOBJ/IOBAHOTO 3BITY 3 6e3neKkn Nikapcbkoro
3aco0y, J03BO/IEHOrO [0 MEANYHOIO
3aCTOCYBaHHS, Ha LIEHTPasIbHOMY PIBHi.

3a
peyenmom

He
nidnsieae

UA/5788/01/01

23.

MIPALETAM

Tabnetku no 400 mr no
10 TabneTok y 6nicTepi;
no 6 6nicTepis y nauuyi 3
KapToHyY

MAT
"Ximthapm3aso
4 "YepsoHa
3ipka”

Ykpaina

NAT
"Ximchapm3
aBsof,
"YepBoHa
3ipKa”

Ykpaina

MepepeecTpauis Ha HEOOMEXEHUA TEPMIH.

MepioAnYHICTL NOAaHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEPKEHOro Haka3om MiHicTepcTea
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340pPO0B’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: BIAMNOBIAHO A0
nepiogNYHOCTI CKNafaHHs perysspHo

3a
peyerimom

He
nionseae

UA/5788/01/02
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsio4YeHHs1

OHOBJItOBAHOIO 3BITY 3 6e3MneKn NikapcbKoro
3aco6y, A03BOMIEHOTO A0 MEANYHOIO
3aCTOCYBaHHS, Ha LIeHTPa/IbHOMY PiBHi.

24,

NPOCTATWNEK-
LMHK

Cyno3uTopii pekTasbHi in
bulk: Ne 1000 (no 5
cynosunTopiiB y 6nictepi,
no 200 6nicTepiB y
SLLMKY)

AT "Nlekxim -
Xapkis"

YkpaiHa

AT "Nlekxim
- Xapkis"

YKpaiHa

MepepeecTpaLisi Ha HEOOMEXEHUNIA TEPMIH.

MepiognyHICTb NoAaHHA PerynspHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO L0
Mopaaky 3aiicHeHHsA thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 340pOB’SA YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: BiAMNOBIAHO A0
NepioANYHOCTI CKNafaHHsA perynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3MneKkn Nikapcbkoro
3aco0y, J03BO/IEHOrO O MEANYHOIO
3aCTOCYBaHHS, Ha LIEHTPasIbHOMY PIBHi.

He
nidnsieae

UA/13990/01/01

25.

NPOCTATWMEH-
LMHK

Cyno3nTopii peKkTasbHi
no 5 cynosuTopiis y
6nictepi; no 1 a6o 2
6nictepn y nauui 3
KapToHy

AT "Nekxim -
Xapkis"

Ykpaina

AT "Nekxim
- XapkiB"

Ykpaina

MepepeecTpauis Ha HEOOMEXEHUA TEPMIH.

MepioAnYHICTL NOAaHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om MiHicTepcTea
OXOPOHW 300POB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340pPO0B’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: BIAMNOBIAHO A0
NepiognYHOCTI CKNafaHHs peryssapHo
OHOB/IHOBAHOTO 3BITY 3 6e3MneKn NikapCbKoro
3aco6y, [03BO/IEHOTO A0 MEANYHOIO
3aCTOCYBaHHS, Ha LIeHTpasibHOMY PiBHiI.

6e3
peyenma

He
nionseae

UA/7223/01/01

26.

CANbBPOKCON

Tabnetku no 10
Tabnetok y 6nictepi; no
2 abo 4 6nictepu B
naJi 3 KapToHy

My6niyHe
akujioHepHe
TOBapuCTBO

"HaykoBo-
BUPOGHNUNIA

LieHTp
"BopLuariscbku
7 Ximiko-
hapmaueBTUUH
nii 3aBog"

YkpaiHa

My6niyHe
aKLioHepH
e
TOBapuCTB
o]
"HaykoBo-
BMPOGHUYN
7 ueHTp
"Bopuiaris
CbKUi
XiMmiKo-
hapmaues

YKpaiHa

MepepeecTpallisi Ha HeOOMEXEHN TEPMIH.
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edhekTBHOCTI Ta hapMakoHariaay.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3aco6y, TeKCTi MapKyBaHHs Ta iHCTPYKLi Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3Mekn 3aCToCyBaHHA NiKapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo Sk pesynbTart
OL|iHKW 3BITY 3 AOC/IKEHb, MPOBEAEHNX
BiMOBIAHO A0 NAaHy negiaTpuyHnX

3a
peyenmom

He
nionsieae

UA/6932/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsio4YeHHs1

TUYHWIA
3aBog”

pocnipxeHsb (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OpPraHoMm) -
3MiHN BHECEHO A0 iIHCTPYKLi 415 MegUyYHOro
3aCTOCyBaHHA nNpenapary Ao po3ginis
"MpoTunoka3saHHsa", "Mob6idHi peakuii”,
"Oco6nMBOCTI 3aCTOCYBaHHA", "B3aemogis 3
iHLIMMK NikapcbkMKU 3aco6amMm abo iHLWi BuAn
B3aEMOZiA" BiANOBIAHO A0 OHOBNEHOT

iHchopmawii 3 6e3nekn AilUnx PeHoBUH.

3060B'A3aHHA Npy BUAadi peecTpavyiiiHoro
MOCBIAYEHHS ICHYIOTb - HalaHHA [eTasIbHOro
onuncy cucTemu ynpasniHHS pusukamu y
BUINAAI NNaHy ynpasniHHA pyu3vkamun Ta
[OMOBHEHHSA A0 OrNsAy KiHIYHUX faHnX A0
30.10.2017 BignosigHo Ao nignyHkTy 1.13
NYHKTY 1, nignyHKTy 2.3 NyHKTY 2 gogarky 15
fo MopsagKy NpoBefeHHs ekcnepTuan
peecTpauiiHux MaTepiasiiB Ha flikapcbki
3aco6u, Lo NoAaTLCA Ha fepXaBHY
peecTpadjio (MepepeecTpadii), a Takox
eKkcrnepTu3n MaTepianis NPo BHECEHHS 3MiH [0
peecTpauiiiHix maTepianis npoTsrom faii
peecTpauiiHOro NoCBigYEHHS, 3aTBEPIKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAaHHA PerynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 340pO0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 300pPOB’A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: BiAMNOBIAHO A0
nepioANYHOCTI CKNagaHHsA perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn NikapcbKoro
3aco0y, [J03BO/IEHOrO [0 MEANYHOIO
3aCTOCYyBaHHS, Ha LEEHTPaslbHOMY PIBHi.

27.

CTPENCI/IC® 3
BITAMIHOM C 3I
CMAKOM
ANENbCUHA

NbOASAHWNKM Mo 12
NbOASAHUKIB Y 6icTepi;
no 2 6nictepu B
KapTOHHI Kopobui

PekkiTT
BeHkizep
Xerckep

IHTEepHeLwwHN

Niviteq

Benuka
BpuTtaHis

PekkiTT
BeHkizep
Xenckep

IHTEepHeLUH
n Nimiteq

Benvka
BputaHis

MepepeecTpauis Ha HEOOMEXEHU TEPMIH.
3MmiHu | TUNY - 3MiHK Woao
6e3nekn/edheKTVBHOCTI Ta papMakoHarnagy.
BeefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHUX JaHunx npo cucTemy
hapmakoHarnsay, 3aMiHa ynoBHOBaXKeHOI

6e3
peyenma

nidnsieae

UA/7436/01/01




33

Ne HasBa snikapcbko20 ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsl peecmpayiliHo
ynakoska) 20
nocsio4YeHHs1

oco6u, BiAnNoBifaNbHOI 3a 3AiICHEHHS
thapmakoHarnagy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asBHuKa 415 34iACHEHHSA
thapmMakoHarnagy B YkpaiHi, AKLO BOHA
BiIMiHHa Bif, yNOBHOBaXXeHOI 0cobu,
BiANOBIAA/IbHOT 32 3AiICHEHHS
thapmakoHarnagy (BKIovaoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-halina
cuctemu dhapmakoHarnisgy). 3miau |l tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpOTKili
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMU AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KTIHIYHMMKW AaHUMK Ta
AaHumu 3 chapMakoHarnsgy - 3mMiHM BHECEHO
00 IHCTPYKLUiT A9 MeAMYHOr0 3aCTOCYBaHHS
npenapary Ao po3ginis "Cnoci6 3actocyBaHHs
Ta 031" (YTOUHeHHS iHdhopmaLii), "TobiuHi
peakuii”, "Mepeno3yBaHHNA", "3acTOCyBaHHS Y
nepiog, BaritTHocTi abo rogyBaHHs rpyaat”,
"OiTn" (YTOYHEHHS (DOPMY/THOBaHHS),
"Oco6n1BOCTI 3acTocyBaHHS", "3aaTHiCTb
BM/IMBaTW Ha LWUBUAKICTb peakuil Npu kepyBaHHi
aBTOTPaHCNoOPTOM ab0 iHWMMK MexaHismamu',
"B3aemogis 3 iHWMMK flikapCbkuMm 3acobamm
a60 iHWi BMAW B3aemogiii" BiANoBiAHO A0
Marepianis peecTpauiiiHoro AoChE.

3060B'A3aHHA NpY BMuAadi peecTpawiiniHoro
NOCBiAYEHHSA NS NIKapCbKOro 3acoby
Ctpencinc® 3 BitamiHom C 3i cMakoMm
anenbCuHa, NIbOASHNKA No 12 NboAAHNKIB Y
6nicTepi; No 2 6nicTepu B KAPTOHHIN kopobLi
iCHYIOTb - Haf@HHA AEeTa/IbHOro OnMcy CUCTEMM
ynpaeniHHA pyU3viKamun y BUTIALI NaaHy
ynpasiHHA pusmkamu go 31.08.2017
BIANOBIAHO A0 NignyHKTY 1.13 nyHKTY 1
poaartky 15 o MopAagky nposefeHHA
eKcnepTn3n peecTpauiiHnx MaTepianis Ha
nikapcbki 3acobu, Lo NOAaTLCA Ha AepXaBHy
peecTpadjio (MepepeecTpadiio), a Takox
eKkcrnepTu3n MaTepianis NPo BHECEHHS 3MiH [0
peecTpauiiiHix maTepiasnis npoTsrom faii
peecTpauiiHOro NoCBigYEHHS, 3aTBEPIKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsio4YeHHs1

MepioAnYHICTL NOoAaHHA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsagaky 3ailicHeHHs chapmakoHarnagy,
3aTBepKEeHOro Hakasom MiHicTepcTea
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepcTBi
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHM 300pOB’A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: BIAMNOBIAHO A0
nepioguyHOCTI CKnagaHHs perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3MeKn NiKapCbKoro
3aco6y, [03B0O/IEHOT0 0 MEANYHOIO
3aCTOCYBaHHS, Ha LIeHTpaslbHOMY PIBHiI.

28.

TEOMEK

TabneTkn
NPOJIOHIOBaHOT Aji No
300 wmr, no 10 Tabnetok
y 6nicTepi; no 5
6nicTepiB y nauui 3
KapToHy

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHUUNIA

LeHTp
"BopLiariBcbku
7 XimiKo-
thapmaueBTUyH
nii 3aBog”

YkpaiHa

My6niyHe
akuioHepH
e
TOBapUCTB
o}
"HaykoBo-
BMPOGHUYN
1 LUeHTp
"Bopuuaris
CbKWiA
XiMiKoO-
thapmaues
TUYHWI
3asof”

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHWUIA TEPMIH.
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MeZMYHOro 3aCTOCYBaHHA Ha nigcTasi
perynsipHoO OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo focnigpkeHs 3
6e3nekn 3acTocyBaHHs /likapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtart
OLLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO [0 NMNaHy negiatpuyHmnX
pocnigpkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXEHUM OpraHoMm) -
3MiHN BHECEHO A0 IHCTPYKLIT 4518 MeanyHoro
3acToCyBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"B3aemogis 3 iHWMMKU NiKapcbknumu 3acobamm
abo iHwWi Bnav B3aemoginn”, "OcobnmsocTi
3acTocyBaHHs", "INo6iyHi peakuii” BiANOBIAHO
[,0 OHOBJEHOI iHGhopMaLii 3 6e3nekun Aito4ol
PEYOBUHM

30608B’s13aHHA NpW BUAadi peecTpadiiHoro
NOCBIAYEHHSA 415 NiKapCbKOro 3acoby iCHyTb -
Ha/laHHs AieTaslbHOro Onucy cucTemm
ynpaBiHHA pyU3viKamun y BUTIAL naaHy
yNpaBiHHA pu3nKamu Ta ONOBHEHHS A0
ornagy KniHivHux gaHnx go 30.10.2017
BignoBigHO A0 NianyHKTY 1.13 NyHKTY 1,
nignyHkTy 2.3 NyHKTY 2 gogatky 15 go Mopsgky
NpoBeAeHHs eKcnepTusn peecTpaLiiHnx
mMartepianis Ha nikapcbki 3acobu, Lo
noAalTbCs Ha AepXaBHy peecTpaLiio

3a
peyenmom

He
nionsieae

UA/7387/01/01
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Ne HasBa snikapcbko20 ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHsl peecmpayiliHo
ynakoska) 20
nocsio4YeHHs1
(nepepeecTpadito), a Takox ekcnepTusu
marepianis Npo BHECEHHS 3MiH A0
peecTpauiiHnx maTepianis NpoTArom Al
peecTpauiiHoro nNocBiAYeHHs, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTbL NOAaHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsagaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOrO HakasoM MiHicTepcTea
OXOPOHW 340pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepcTBi
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300pOB’A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: BIAMNOBIAHO A0
nepioguYHOCTI CKNagaHHs perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3MeKn NiKapCbKoro
3aco0y, 03BOIEHOrO [0 MEANYHOrO
3aCTOCYBaHHS, Ha LIeHTpaslbHOMY PIBHiI.

29. | ®AKOBIT Tabnetku ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 6e3 nionsizae UA/7664/01/01
LUSTYHKOBOPO3UNHHI + 06MEXEHO BUPOGHMLT 3MiHu | TUnYy - 3MiHK Woao peyenma
TabneTkun, BKpUTI BiANOBIAa/bHIC Ba, 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
060/10HKOI0, THO KOHTPO/Tb 3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
KMLLKOBOPO34UHHI; "®apmaueBTny AKOCTI, 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
no 10 Ha KOMMaHis BUNYCK MeJMYHOro 3aCTOCYyBaHHA Ha nigcTasi
LLTYHKOBOPO3YMHHNX "3p0pos'a" cepii: perynsipHoO OHOB/TOBAHOTO 3BiTYy 3 6e3nekn
Tabnetok y 6nictepi Ta ToBapucTs nikapcbKoro 3acoby, abo focnigpkeHs 3
no 10, BKpUTKX 03 6e3MeKkn 3aCToCyBaHHA NiKapcbKoro 3acoby B
060/10HKOI0, 06MexeHo nicnspeecTpauiiinii nepiog, abo sk pesynbtar
KNLUKOBOPO3YNHHUX 10 OLLiHKM 3BITY 3 fOC/iIKEeHb, MPOBEAEHNX
Tabnetok y 6nictepi; no Bignosigan BiANOBIAHO [0 NMNaHy negiatpuyHmnX
6 6nicTepis (Mo Tpu BHICTIO pocnigpkeHb (PIP) (3MiHy y3romxeHo 3
6nicTepy KOXHOro BUaYy "dapmave KOMNETEHTHUM YNOBHOBAXEHUM OpPraHoMm) -

TabneTok) y kopobuj; no BTUYHA 3MiHV BHECEHO A0 IHCTPYKLii 415 MeguyHoro
30 LUYHKOBOPO3UYNHHMX KomnaHis 3aCTOCyBaHHA npenapary Ao po3ginis
Tabnetok y 6nictepi Ta "3p0poB'a” "®apmakonoriyHi BnactusocTi, "OcobnmBocCTi
no 30, BKpUTKX , 3actocyBaHHs", "lNo6iyHi peakuii”" BiANOBIAHO
060/10HKOI0, YkpaiHa; [0 iHdopmauii 3 6e3nekm giloumx Ta
KNLUKOBOPO3YNHHUX BCi cTagji [OOMOMIXXHUX PEYOBUH.
Tabnetok y 6nictepi; no BMPOGHMLT
2 6nictepu (No ogHoMy Ba, MepioAnyHICTL MOAAHHS perynsipHo
6nicTepy KOXHOro Buay KOHTPO/b OHOBJ/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO L0
TabneTok) y Kopoobui AKOCTI: Mopaaky 3aiicHeHHsA thapmakoHarnagy,
TosapucTs 3aTBEPAKEHOro Haka3oM MiHicTepcTea
03 OXOPOHW 340pOB’S YKpaiHu Big 27 rpyaHs 2006
0bMexeHo poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
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Ne HasBa snikapcbko20 ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsl peecmpayiliHo
ynakoska) 20
nocsio4YeHHs1
10 tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
Bignosigan 1649/29779 (y pegakuii Hakaly MiHicTepcTBa
BHICTIO OXOPOHW 300POB’A YKpaiHu Big, 26 BepecHs
"®APMEK 2016 poky Ne 996), cTaHOBUTb: BIAMNOBIAHO A0
Creyrr, nepioguyYHOCTI CKNagaHHs perynspHo
YkpaiHa OHOB/IHOBAHOTO 3BITY 3 6e3Mekn NiKapCbKoro
3aco0y, 03BOIEHOr0 [0 MEANYHOIO
3aCTOCYBaHHS, Ha LIeHTpaslbHOMY PiBHiI.
30. | ®NYOUMNHONMOHY MOPOLLIOK (Cy6CcTaHLis) y MPAT YkpaiHa TiaHgKnH Kutaii nepepeecTpawis Ha HeobMeXeHnii TepMiH - He UA/12489/01/01
ALETOHIA nosnieTuIeHoBMX "®ITOPAPM" TiaHs0 niosnsieae
naketax gns dapmacbio
BMPOGHULITBA Tikasic Ko.,
HecTepuIbHMUX n1g.
nikapcbknx gopm
31. | ®YPAMAI® Kancynu no 25 mr, no 10 AT Natsis AT Nartsis MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/4301/01/02
Kancyn y 6nictepi, no 3 "OnaitHdpapm" "OnaiiHcha 3MiHu Il TUny - 3MiHu Woao peyenmom | nidssieae
6nicTepn y nauuj 3 pm" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

KapToHy

3MiHU Y KOPOTKili XapakTepucTuL, NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
Me[MYHOro 3aCTOCYBaHHS y 3B’AA3KY i3 HOBUMM
LAaHVMW 3 AKOCTI, [OKAIHIYHUMM, KNIHIYHUMN
AaHVMK Ta faHumy 3 dhapmakoHarnsagy - 3miHu
BHECEHO A0 IHCTPYKLiT 419 MeanyHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby Ao po3ainy
"Moka3saHHA", a TakoX [0 po3ainis "B3aemopis
3 iHWYMK iKapcbKMMK 3acob6amMu Ta iHLWi BUau
B3aemogiin”, "Ocob/MBOCTi 3aCTOCyBaHHA",
"Mo6iuHI peakyii" "3gaTHICTb BNAMBATU Ha
LIBMAKICTb peakLii mpy KepyBaHHI
aBTOTPAHCNOPTOM ab0 iHWMMK MexaHismamn'
Bi4NOBIAHO A0 iHChopMaL,ii CTOCOBHO 6e3neku,
sika 3a3HayYeHa B MaTepianax peectpauiiHoro
[OCbE.

MepioAnYHICTb MOAaHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 340pO0B’A YKpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: BiAMNOBIAHO A0
nepioguYHOCTi CKnagaHHs perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neKkn NikapcbKoro
3aco6y, A03BOMIEHOIO 10 MEANYHOIO
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Ne HasBa snikapcbko20 ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsl peecmpayiliHo
ynakoska) 20
nocsio4YeHHs1
3aCTOCYyBaHHS, Ha LEEHTPaslbHOMY PIBHi.
32. | LE®PASO/IH MOPOLLIOK KPUCTaUTIYHWIA TOB "TK Ykpaina LaHbayH Kutaii nepepeecTpawis Ha HeobMeXeHui TepMiH - He UA/12574/01/01
HATPIIO (cybcTaHuis) y "ABPOPA" NykaH nionsizae
NIOMIHIEBUX BaHKax Papmacbto
Ans BUpobHMLTBA Tukan Ko.,
CTEPUIbHUX NIKAPCbKNX n1g.
thopm
33. | ULMUTOPNABIH KOHLeHTpaT Ans TOB "HaykoBo- Pociiicbka TOB Pociiicbka nepepeecTpaLisi Ha HE0OOMEeXeHW TePMIH; 3a He UA/5449/01/01
pO34nHy A8 iHdys3iii no TexXHosorvyHa Pepnepauis "HaykoBo- Pepepauis 3MiHu 1l TUny - 3MiHn Woao peyenmom | nid/ssieae
10 mn B amnyni, no 5 hapmaLueBTUUH TEeXHOMOriY 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
amnyn y KOHTYpPHIi a hipma Ha 3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro
YapyHKOBIli ynakoBuj, 1 "MONICAH" hapmaues 3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi ons
ab0 2 KOHTYpHI TMYHa MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU
YapyHKOBI YNakoBKW Y ipma OaHVIMU 3 SKOCTi, AOK/IHIYHUMM, KAIHIYHUMUA
nauLj KapTOHHIA OaHuMn Ta gaHumn 3 papmakoHarnsagy - 3miHu

"MNONICAH

BHECEHO [0 iHCTPYKLIT 415 MeanyHOoro
3acTocyBaHHs npenapaTy A0 po3giny
"lMokasaHHA", a TakoX [0 po34inis
"apmakonoriyHi BnacTnsocTi”,
"MpoTrnokasaHHsA", "B3aeMogis 3 iHWnMKN
nikapcbkMun 3acobamu Ta iHLWi BUan
B3aemogijit", "Ocob/MBOCTi 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHs Ta f03n" (YTOYHEHHS
iHdhopmawii), "Mo6iuHi peakwii” BignoBigHO 40
OHOBNEHOT iHhopMaLii 3 6e3nekun, 3a3HayeHoi B
MaTepianax peecTpauiiHoro 4ocke, Ta
BWUCHOBKY KOHCY/IbTaTMBHO-EKCNEePTHOI rpynm
"Hesponoris. Jlikapcbki 3acobu”)

3060B'A3aHHA NpY BuAa4i peecTpawiiniHoro
NOCBIAYEHHS ICHYIOTb - HaJaHHA feTaslbHOro
Onuncy CUCTEMM YMPaBIHHA pU3nKamn y
BUIMIAL] NNaHy yNpas/iHHA pu3nkaMu Ta
[IOMNOBHEHHSA A0 OrNsAy KMiHIYHUX faHnX A0
30.10.2017 BignosigHo Ao nianyHkty 1.13
NyHKTY 1, NignyHKTy 2.3 NyHKTY 2 gogatky 15
[0 Mopsagky NpoBeAeHHs ekcnepTunan
peecTpavuiiniH1X MaTepiaiB Ha Nikapcbki
3aco6u, L0 NOAATLCA Ha fepXaBHY
peecTpavito (nepepeecTpalito), a Takox
eKcnepTu3n matepianis NPo BHECEHHS 3MiH 40
peecTpauiiHux maTepianis NpoTArom Aii
peecTpaLiiHoro nocBiAYeHHs, 3aTBEPAKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big, 23.07.2015 Ne 460).
MepioanyHICTb NOAAaHHA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsio4YeHHs1

Mopsaaky 34iMCHEHHS HarnNsay 3a nobGivyHUMK
peakuisiMu NikapcbknX 3ac06iB, LO3BONEHMX A0
MeAVYHOro 3aCTOCYBaHHS, 3aTBEPL)KEHOr0
Haka3zom MO3 Big 27 rpyaHa 2006 poky Ne898,
3apeecTpoBaHuii B MiHicTepcTsi rocTuuii
Ykpainun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big, 26 BepecHs
2016 poky
Ne 996) cTaHOBUTbL: BIAMNOBIAHO A0
nepioguyHOCTI CKnagaHHs perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3MeKn NiKapCbKoro
3aco0y, 03BOIEHOr0 [0 MEANYHOIO
3aCTOCYBaHHS, Ha LIeHTpaslbHOMY PIBHiI.

34.

LWABNIA

Tabnetkn ans
PO3CMOKTYBaHHs, no 10
Tabnetok y 6nictepi, no
2 6nictepu y Kopobui 3
KapTOHY

TOB
"BAJIEAHT
®APMACBIOTI
KAN3"

YkpaiHa

Xepkenb
B.B.

HignepnaHpg,
n

MepepeecTpauis Ha HEOOMEXEHWUIA TEPMIH.
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT
ocob6u, BiAMNoBigabHOI 3a 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
hapmakoHarnsgy 3asBHUKa 4715 34iACHEHHS
thapmMakoHarnagy B YkpaiHi, SKLO BOHA
BiIMiHHa Bif, yNOBHOB&XeHOi 0cobu,
BiANOBiAA/IbHOI 32 3AiACHEHHS
hapmakoHarnagy (BKIovaoun KOHTaKTHI AaHi)
Ta/ab0 3MiHN y po3MiLLEeHHI MacTep-thainna
cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHUX
[aHnX ynoBHOBaXEHOT 0CO6U. 3MiHa
KOHTaKTHUX AaHMX KOHTaKTHOI 0CO6U. 3MiHa
agpecu mactep-chaiina. 3miHa agpecu
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnsgy. 3minu |l Tuny - 3MiHn Wwopao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKIili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B’A3KY i3 HOBUMMU
OaHUMM 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMUN
AaHVMK Ta fJaHumy 3 dpapmakoHarnsagy - 3miHu
BHECEHO A0 IHCTPYKLiT 4719 MeaNYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"apmakonoriyHi BacTneocTi”,
"MpoTrnokasaHHsA", "B3aeMogis 3 iHLLIUMK
nikapcbknmuy 3aco6amu Ta iHLWi BUAN
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS"

6e3
peyenma

nidnsieae

UA/6984/01/01
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Ne HasBa snikapcbko20 ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHsl peecmpayiliHo
ynakoska) 20
nocsio4YeHHs1

BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[10CbE.

3060B'13aHHsA NpY BUAAui peecTpawiiiHoro
NOCBIAYEHHS ICHYIOTb - HalaHHSA AeTaslbHOro
onuncy cUcTemu ynpasniHHSA pusnkamu y
BUIMIAA] NNaHy ynpasiHHA pu3nkaMu fo
30.10.2017 signosigHo Ao nianyHkty 1.13
nyHKTYy 1 gogatky 15 o rNopsaaky nposefeHHA
eKcnepTn3n peecTpauiiHnx MaTepianis Ha
nikapcbki 3acobu, Lo NOAaTbCA Ha AepXaBHy
peecTpadjio (MepepeecTpadiio), a Takox
eKcrnepTu3n MaTepianis NPo BHECEHHS 3MiH A0
peecTpauiiiHix maTepianis npoTsrom faii
peecTpauiiHOro NoCBigYEHHS, 3aTBEPIKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAaHHA PerynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 340pOB’SA YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 300pPOB’A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBMUTb: BiAMNOBIAHO A0
nepioANYHOCTI CKNagaHHsA perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn NikapcbKoro
3aco0y, [J03BO/IEHOrO [0 MEANYHOIO
3aCTOCYyBaHHS, Ha LEEHTPaslbHOMY PIBHi.

HavyanbHuk YnpasniHHA chapmMaueBTUYHOI AisSIbHOCTI Ta

AKOCTI hapmMmaueBTUUHOI NPOAYKLT

T.M. IackoBCbKUM




MEPENIK

AopaTok 3

A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHu
09.08.2017 Ne 921

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONONYHUX NMPENAPATIB), LLLOAO AKX BY/I BHECEHI 3MIHN A0 PEECTPALINHNX MATEPIANIB, AKI
BHOCATbCA 40 AEP>XABHOI'O PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa sikapcbko20 dopma surnycky 3assHukK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2
ynakoska) 0 NOCBIOYEHHs
1. | 5-®TOPYPALUN KOHLeHTpaT Ans EBEBE ®apma ABcTpist MOBHWIA LKA AscTpisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/6058/01/01
"EBEBE" po3uuHy ans iHgysiii, 50 Fec.m.6.X. Hdr. BUPOGHMLTBA: HimeuunHa 3MiHuM | TUNY - NnogaHHA oHoBneHoro CEP NeR1- peyenmom
mr/mn no 5 mn (250 wmr), Kr. EBEBE ®apma CEP 2000-092-Rev 05 ans Aito4oi pevoBuHM
a6o no 10 mn (500 mr) B lec.m.6.X. Hoor. Fluorouracil Big 3aTBepgkeHoro BMpobHuka 3i
amnyni; no 5 amnyn y Kr., ABCTpisi; 3MiHOI0 Ha3Bu BnacHuka CEP
Kopob6ui; no 5 mn (250 KOHTPONb/BUNPOGY
mr), a6o no 10 mn (500 BaHHS cepii: MM/
mr), a6o no 20 mn (1000 Mikpobionoriwec
Mr) y donakoHi; no 1 Mptochnabop M6X,
ch1akoHy B KOPOOL ABCTpIS;
KOHTPO/b/BUNPOGY
BaHHs cepii: Jlabop
N+ CATI,
HimeuunHa
2. | ASUTPO TabneTtkn, BKPUTI CaHpos CnoBeHis nepBuHHa Ta HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/11332/01/01
CAHAO03® NAiBKOBOK 060I0HKOLO, dapmacbloTikans BTOPUHHA TypeuunHa/ 3MiHM | TUny - 3MiHK Woao 6e3neku/edpeKTNBHOCTI peyenmom
no 250 mMr no 6 TabneTok a.a. ynakoBKa, PymyHis Ta hapmakoHarnsgy. BeegeHHs abo 3MiHu 1o
y 6nicTepi, no 1 KOHTPO/b Ccepil, y3araJibHeHNX AaHnX NpPo CUcTemy
6nictepy B KOpo6Li [03BiN Ha BUMYyCK thapmakoHarnsgy (BBeAeHHS y3arasibHEHUX JaHux
cepii: Cantotac npo cuctemy papmakoHarnsgy, amiHa
dapma N'v6X, yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
HimeyuunHa; 3piicHeHHs1 hapMakoHarisay; KOHTaKTHOI 0co6u 3
BUPOGHNLTBO thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
Hepo3acoBaHoi thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
npogaykuii: CaHgo3 BiJl YNOBHOBaXeHOI 0co6Wu, BiAMNOBIAa/IbHOI 3a
Inak CaHaii Be 3[jiCHEeHHs1 hapmakoHarnaay (Bkiuarum
Tikapet A.C., KOHTaKTHI AaHi) Ta/abo 3MiHM Yy PO3MIiLLEHHI
TypeuuunHa; MacTtep-aiina cuctemy papmakoHarnisgy) -
BMPOBHMLTBO 3a 3MiHa KOHTaKTHMX JaHUX KOHTaKTHOi 0cobu B
NOBHUM LIVK/TIOM: YKpaiHi, ynOBHOBa)XeHOI 0CO6M 3asiBHUKA,
C.K. CaHpgos BiANOBiAaNbHOI 3a hapmakoHarnsg,
C.P.J1., PymyHis
3. | ABUTPO TabneTkn, BKPUTI CaHpos CnoBeHis nepBuHHa Ta HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/11332/01/02
CAHAO3® NAiBKOBOK 060I0HKOMO, PapmacbioTikan3 BTOPVHHA TypeyunHa/ 3MiHM | Tuny - 3MiHK Woao 6e3neku/edpeKTNBHOCTI peyenmom
no 500 mr no 3 a6o 6 a.a. ynakoBKa, PymyHis Ta hapmakoHarnsgy. BeegeHHs abo 3miHv oo

TabneTok y bnictepi, no

KOHTPO/Ib cepil,

y3ara/ibHeHuUX gaHux npo cucrtemy
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

ANEPIroniK

1 6nictepy B kOpobui

[03BiN Ha BUMYyCK
cepii: Cantotac
dapma NvbX,
HimeuyuunHa;
BVMPOGHMLTBO
Hepo3g)acoBaHol
npogaykuii: CaHzo3
Inak CaHaii Be
Tikapet A.C.,
TypeuunHa;
BUPOGHMLTBO 3a
NOBHWUM LMK/IOM:
C.K. CaHpgo3
C.P.J1., PymyHis

chapmakoHarnsgy (BBefleHH y3arasibHeHUX faHnX
npo cucTemy chapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0CO6MU, BigNOBiga1bHOI 3a
3[iicHeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHvKa Ans 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHa
BiJl YNOBHOBaX€EHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
3[jiCHEeHHs1 hapmakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTtep-aiina cuctemy papmakoHarniagy) -
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu B
YKpaiHi, ynOBHOBa)XeHOI 0CO6M 3asBHUKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag,

TabneTtkn, BKPUTI
060/10HKOI0, N0 5 Mr, No
10 Tabnetok y 6nictepi,
no 1 a6o no 3 6nicrepu
y nauui 3 KapToHy

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiHM [0 PeecTpauiiHnx matepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/ed)eKTUBHOCTI
Ta (papmakoHarnagy (iHwi 3miHu) (NpuBeaeHHS
TEKCTY MapKyBaHHS NepPBUHHOI Ta BTOPUHHOT
ynakoBku /13 o sumor Hakasy MO3 Ykpainu
Ne460 Big 23.07.2015 p. Ta BHECEHHS HE3HAYHUX
pefakuiiHuX NpaBoK Y TEKCT MapKyBaHHS
NepBUHHOT Ta BTOPVHHOI ynakoBok) (TepMiH
BBEEHHS 3MiH NPOTAroM 6-TW MicALiB nicns
3aTBEPKEHHS); 3MiHM | TNy - AOMiHICTpaTMBHI
3MiHW. 3miHa HaliMeHyBaHHS Ta/abo agpecu micus
NPoBaPKEeHHSA AiSNIbHOCTI BUpobHUKa/imnopTepa
roTOBOro MiKapCcbKoro 3acoby, BKIYaum
AinbHUUI BUNYyCKy cepii abo micLie NpoBeAeHHs
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnoBigae
BMPOGHUK/IMNOPTEp, BK/IKOYAKOUN BUMYCK Cepilt)
(3miHa agpecu BMpo6Huka M3, 6e3 3MiHn MicLAa
BUPO6HMLTBA) (TEepMiH BBEAEHHS 3MiH NPOTArom 6-
TV MicsiLiB nicns 3aTBepmkeHHs); 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo aapecu 3asBHUKA (BNacHUKa
peecTpauiiHoro noceig4eHHs) (3MiHa agpecu
3asBHUKa) (TepMiH BBEAEHHS 3MiH NPOTArOM 6-Tu
MiCSILiB MicNs 3aTBEPAKEHHS)

6e3
peyenma

UA/14441/02/01

ANKEPAH™

TabneTkn, BKPUTI
N/1iBKOBOK 06G0/IOHKOLO,
no 2 mr no 25 tabnetok
y donakoHi; no 1
h1aKoHy Y KapTOHHIiA
KopoobLi

AcneH ®apma
TpengiHr Nimiteq

IpnaHgjs

Exkcenna rméXx

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/edpeKTNBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHu oo
y3arasibHeHVX AaHnx Npo cuctemy
chapmakoHarnsgy (BBefleHH y3arasibHeHUX faHnx
npo cuctemy chapmakoHarnsgy, 3miHa
YNOBHOBaXXEHOI 0CO6MU, BigNoBigaNbHOI 3a
3AiiCHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapMakoHarnsay B YkpaiHi, KLU0 BOHA BigMiHHa

3a
peyerimom

UA/8593/01/01
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

BiJl YNOBHOBaXeHOI 0CO6U, BiAMOBIAa/IbHOI 3a
3[jiCHEeHHs1 hapmakoHarniaay (Bkikuarum
KOHTaKTHI aHi) Ta/abo 3MiHN Yy PO3MiLLEHHI

MacTtep-aiina cuctemy papmakoHarniagy) -

3aTBepKeHO: YNoBHOBaxKeHa 0coba 3asBHUKA,
BiANoBifgasbHa 3a hapmakoHarnsag - Tomac
MakkoHaH / Thomas Mcconnon. KoHTakTHa ocoba
B YKpaiHi ynoBHOBaXeHOT 0CO6U 3asiBHMKA ANs
3ailicHeHHA hapMakoHarnagy - MaimHoBcbka
TeTaHa lMeTpiBHa. 3anponoHoOBaHO:
YnoBHoBaxkeHa ocoba 3asBHMKa, BignosiganbHa 3a
thapmakoHarnsg - KaponiHa C3kygnapek / Karolina
Szkudlarek. KoHTakTHa ocob6a B YkpaiHi
YNOBHOBaXXeHOi 0C0OM 3asaBHMKa 418 3MiACHEHHA
hapmakoHarnsgy - HaropHa KatepuHa IsaHisHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0CO6M.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu

ANKEPAH™

MOPOLLOK A/151 PO3YNHY
Ans iH'ekuii no 50 mry
donakoHax Ne 1y
KOMM/EeKTi 3
PO3YMHHMKOM NO 10 Mn
y thnakoHax Ne 1

AcneH ®apma
Tpenginr Nimiteq

Ipnangjs

nakcoCmiTKnsiiH

MaHythakTypyHr
C.IM.A.

ITanis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/edpeKTNBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3MiHu 1o
y3arasibHeHVX AaHunx Npo cuctemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHnx
npo cucTemy chapmakoHarnsgy, 3miHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigabHOI 3a
3[iicHeHHs1 hapMakoHarisay; KOHTaKkTHOI 0cobu 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KO BOHA BigMiHHa
BiZl YyNOBHOBaXeHOI 0co6Wu, BiAMNOBIAa/IbHOI 3a
3[iiCHEeHHs1 hapmakoHarnaay (Bkiuarum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-aiina cuctemy papmakoHarnisgy) -
3aTBepKeHO: YNoBHOBaxKeHa 0coba 3asBHUKA,
BiAnoBigasbHa 3a hapmakoHarnsg - Tomac
MakkoHaH / Thomas Mcconnon. KoHTakTHa ocoba
B YKpaiHi ynoBHOBaXEHOT 0CO6U 3asiBHMKa ANs
3fjificHeHHs hapmakoHarnsgy - MaimHoBcbka
TeTsHa lMeTpiBHa. 3anponoHoOBaHO:
YnoBHOBaXxeHa ocoba 3asBHMKa, BignosiganbHa 3a
thapmakoHarnsg - KaponiHa C3kygnapek / Karolina
Szkudlarek. KoHTakTHa ocob6a B YkpaiHi
YNOBHOBaXXeHOi 0C06M 3asaBHMKa A1 3AiACHEHHA
hapmakoHarnsgy - HaropHa Katepuha IBaHisHa.
3MiHa KOHTaKTHUX AaHnX YNOBHOBaXKEHOT 0CO6M.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu

3a
peyernmom

UA/4713/02/01

ANNErPA® 120 Mr

TabneTkn, BKPUTI
060/10HKOH0, Mo 120 Mr
Ne10, Ne20 (10x2): no
10 Tabnetok y bnicTepi;

TOB "CaHodi-
ABeHTIC Ykpaina"

YkpaiHa

CAHOO®I-

CVHTENABO N1g4,,
BenukobputaHis;
CAHO®I BIHTPOI

Benukobput
aHia/
dpaHuis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa

6e3
peyenma

UA/8500/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
no 1 a6o no 2 6nictepu IHOACTPIA - roTOBOrO JliKapCbKOro 3acoby, BK/IYaum
B KapTOHHI kopobLyi TYP3, ®paHuis OinbHUL BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOIO AKOCTI. (AiANbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/iIMNOpPTEp, BK/TKOYAKOUM BUMYCK Cepili)
(3MiHa Ha3BM BMPOOHMKA rOTOBOrO J1iKapCbKOro
3aco6y 3 YTOYHEHHSIM agpecu BUPOGHULTBA, 6e3
3MiHM Micus BUpobHuUTBa) (TepMiH BBEAEHHS 3MiH
NPOTArom 6-Tv MiCAILiB NicNs 3aTBEPKEHHS)
8. | A/INIEFPA® 180 MI' | TabneTku, BKpUTI TOB "CaHodhi- YkpaiHa CAHOO®I- Bennkobput BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/8500/01/02
060/10HKOI0, NO 180 mMr ABeHTIC YkpaiHa" CWHTENAEBO N4, aHia/ 3MmiHu | TUNY - AgMIHICTpaTUBHI 3MiHK. 3MiHa peyenma
Ne10, Ne20 (10x2): no BenukobputaHis; dpaHuis HalilMeHyBaHHs Ta/abo agpecu micus
10 Tabnetok y 6nictepi; CAHO®I BIHTPOI NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
no 1 a6o no 2 6nictepu IHOACTPIA - roTOBOrO JliKapCbKOro 3acoby, BK/IYauym
B KapTOHHIi kopobLyi TYP3, ®paHuis OinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPO/IO AKOCTI. (AiANbHICTb, 3a 5Ky BifgnoBigae
BMPOGHUK/iMNOpTEp, BK/TKOYAKOUM BUMYCK Cepili)
(3MiHa Ha3BM BMPOOHMKA rOTOBOIO J1iKaPCLKOro
3acoby 3 YTOYHEHHSIM agpecn BUPOGHULTBA, 6e3
3MiHM Micus BUpobHuUTBa) (TepMiH BBEAEHHS 3MiH
NPOTSArom 6-Tu MiCAILB NicNs 3aTBEPAKEHHS)
9. | AIMIBA pO3unH opasibHUiA, 100 paHg Meavkan LLiBeiuapis AHcbapm Ennac pevis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/12947/01/01
mr/mn no 10 mny Mpynn Al C.A. 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenma
donakoHax Ne 10 HalilMeHyBaHHs Ta/abo agpecu micus
NpOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKIo4aoum
OinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOJO AKOCTI. (AisANbHICTb, 3a Ky BifgnoBigae
BMPOGHUK/iIMNOpPTEp, BK/IKOYAKUM BUMYCK Cepili)
(3miHa HanncaHHa agpecu BUPOGHMKa, 6e3 3MiHn
MicLii BUPO6HULITBA)
10. | AflonNyYPUHON Tabnetku no 300 Mr no CaHpo3 CnoBeHis Cantotac Papma HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/9524/01/02
CAHAO3® 10 Tabnetok y 6nicTepi; dapmacbloTikans M6X, HimeuunHa IHpis/ 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWiA peyenmom
no 5 6nictepis y o.a. (BUPOGHMLTBO 3a PymyHis/ 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
KapTOHHIA Kopoo6Li NOBHUM LK/IOM; CnoseHisa iMnopTepa/amiHu, Lo CTOCYHTbLCA BUMYCKY cepii Ta

nepBUHHE i
BTOPVHHE
nakyBaHHs
(anbTepHaTMBHaA
AinbHNUS));
BMPOBHULITBO in
bulk
(anbTepHaTBHA
ninbHUus): CaHgos
MpaiiBeT flimiTes,
IHAis; KOHTPONb
cepii
(anbTepHaTMBHaA
AinbHnus): C.K.

KOHTPO/I0 SIKOCTi FOTOBOrO MikapCbKoro 3acoby
(3amiHa abo gofaBaHHA BMPOGHNMKA, L0
BiANOBigae 3a BBe3€HHSA Ta/abo Bunyck cepii) - He
BK/10YAI0UM KOHTPOL/BUNPOGYBaHHSA cepii -
[ofaBaHHA BMPOOHMKA, WO BigNoBigae 3a BUNyCK
cepii N3 - Nlek ®apmayeBTUYHA KOMNaHIA 4.4.
(NNengasa), CnoseHis
BBegeHHS 3MiH NPOTArom 6-Tu MicALiB nic/s
3aTBepKEHHSA. 3MiHY | TUny - AgMiHICTPaTUBHI
3MiHW. BunyyeHHs BUPOGHMYOI finbHUL
(Bktovaroum ginbHuui gns A®l, npoMixXHOro
npoaykTy abo roToBOro MikapcbKoro 3acoby,
AiNbHULI ANA NPOBeAEeHHSA NakyBaHHS, BUPOOHMKA,
Bi4NoBiAa/IbHOIO 3a BMMNYCK Cepiii, MicLe
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
Canpos C.P./1., NpoBefEeHHS KOHTPO/TIO cepil) abo nocTayasibHrKa
PymyHist; nepBrHHe BUXIAHOrO MaTepiany, peareHTy abo A0MNOMDKHOI
i BTOPUHHE PEYOBUHM (SIKLLO 3a3HAYEHO Y [0CBE) - BUTYYEHHS
nakyBaHHs, 4,03Bif BMpo6Huka A®| Harman Finochem Limited, India
Ha BUMycK cepii (Site 1 & Site 2)
(anbTepHaTMBHaA
AinbHuuS): Nlek
dapmaueBTUYHa
KomnaHia g.4.,
CnoseHis
11. | AZionNyYPUHON Tabnetku no 100 mr no CaHpo3 CnoseHis Cantotac Papma HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/9524/01/01
CAHAO3® 10 Tabnetok y 6nictepi; dapmacbloTikans vM6X, HimeuunHa IHAis/ 3MiHn | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapCbKWii peyenmom
no 5 6nictepiB y 4.4 (BMpPOGHMLTBO 3a PymyHis/ 3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHA
KapTOHHIA KOopooLi NOBHUM LK/IOM; CnoseHisa iMnopTepa/3miHu, Lo CTOCYOTLCS BUMYCKY cepii Ta
NepBUHHE i KOHTPO/0 SIKOCTi FOTOBOrO MiKapCbKOro 3acoby
BTOPUHHE (3amiHa abo foAaBaHHS BUPOGHMKA, LU0
nakyBaHHs Bignosigae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
(anbTepHaTMBHA BK/10YAI0UM KOHTPOb/BUNPOGYBaHHSA cepii -
OinbHULS)); [ofaBaHHsA BUPOOHKKa, L0 BiAMnoBigae 3a BUMYyCK
BMPOOHULITBO in cepii N3 - Nlek PapmayeBTUYHA KOMNaHIA 4.4.
bulk (NenpaBsa), CnoseHis
(anbTepHaTMBHA BBefeHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
ninbHUUs): CaHao3 3aTBEPKEHHS. 3MiHM | TUNYy - AgMIHICTPaTUBHI
MpaiiseT NimiTes, 3MiHW. BunyyeHHsi BUPOGHMYOI AinbHUL
IHAisA; KOHTpO/b (Brtovaroum ginbHuui Ans A®l, npoMixHoro
cepil NPOAYKTY abo roToBOro /iKapcbKoro 3acoby,
(anbTepHaTMBHA AiNbHULI ANA NPOBEAEHHS NakKyBaHHS, BUPOOHMKA,
oinbHuus): C.K. BiANOBIAa/ILHOIO 3a BUNYCK Cepiit, MicLe
CaHpos C.P.J1., NpoBefileHHs KOHTPOJI0 cepil) abo nocTavyanbHUKa
PymyHis; nepBuHHe BMXi4HOrO marepiany, peareHty abo AONOMKHOT
i BTOPUHHE PEYOBUHM (SKLLLO 3a3HAYEHO Y [JOCLE) - BUNYHYEHHS
nakyBaHHs, 403BiN BUpobHuKa A®I Harman Finochem Limited, India
Ha BUMYCK cepii (Site 1 & Site 2)
(anbTepHaTMBHA
AinbHUUA): Jlek
PapmaneBTUYHa
KoMnaHis g.4.,
CnoseHis
12. | AMAHTUH TabneTkn, BKPUTI TOB "dapma YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/6991/01/01
NAiBKOBOK 060I0HKOMO, Crapt" Crapt” 3MiHM | TUNy - 3MiHa y napameTpax cneuudikadii peyenmom

no 100 mr no 10
TabneTtok y 6nictepi; no
3 abo no 6 6nictepiB y
naui 3 KapToHy

Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneumngikauisax Ha A®l, abo BUXIGHWIA/MPOMDKHU
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y
npoueci Bupo6bHuLUTBa AP (iHLWi 3MiHK) -
npuBefeHHs nokasHuka «MikpobionoriyHa
yucToTax» B cneumdikayii BXigHOro KoHTposito Ad|
amMaHTaguHy cynbaTty y BiANOBIAHICTb 4O BUMOT
EP; 3miHu | Tvny - 3miHa y napameTpax




Ne
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n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2

13.

AMBPOKCO/N

cneuudikauin Ta/abo goNyCTUMKUX MEX,
BM3HauYeHuX y crneyndikauisx Ha A®l, abo
BUXIZHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPWCTOBYIOTBLCSA Y NpoLeci BUpobHnuTea Ad|
(iHWi 3mMiHW) - [ONOBHEHHS cneuuaikaLii BXigHOro
KOHTposto APl amaHTaauHy cynbdart; 3MiHu | Tuny
- 3miHu 3 sKocTi. A®l. Bupo6HMLTBO (iHLLi 3MiHW) -
NoJjaHHA OHOBJIEHOTO MacTep-haliny Ha AdI
AmaHTafunHy cynbaTy BupobHuuTBa Moehs
Cantabra S. L., IcnaHis; 3MiHu | Tuny - 3miHa y
MeToAax BUNpo6yBaHHSA rOTOBOrO /iKapCbKOoro
3aco6y (iHWi 3MiHM Yy meTodax BUNpobyBaHb
(BKNHOUAKOUN 3aMiHy @60 JOMOBHEHHS)); CYMyTHS
3MiHa: 3MiHa napameTpiB cneyudikayiin Ta/abo
[0NyCTUMUX MEX FOTOBOrO /iKapCbKOro 3acoby
(iHWi 3MmiHW) - BBEAEHHS [,04aTKOBOrO TECTY
iAeHTMdiKaLii roToBOro /ikapcbKoro 3acoby
meTofom [Y-cnekTpodhoToMeTpIl; 3MiHK | TUny -
3MiHa napameTpiB cneuudikauiii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCcbkoro 3acoby
(BUAYYEHHS HE3HAYHOrO NOKa3HVKa (Hanpuknag,
3acTapifioro NokasHWKa, Takoro sk 3anax Ta cMak,
ab0o igeHTHdikaLis 6apBHMKIB UM CMaKOBUX
[06aB0K)) - BUNy4YeHHs 3i cneumdikaLii rotoBoro
NiKapCbKoro 3acoby nokasHuka «PosnafaHHs»
3rifiHO BUMOT 3arasibHOI cTaTTi «Tabnetkm» AdY;
3MiHK | TNy - 3MiHa NapameTpiB cneuudikavii
Ta/abo [ONyCTUMUX MEX FOTOBOTO NiKapCbKOro
3aco06y (iHLWi 3MiHK); cynyTHA 3MiHa: 3MiHa Y
MeTofax BUNPO6YyBaHHS rOTOBOIO JiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBEpKEHNX METOAAX
BUNPOBYBaHHSA) - NpuBeAEeHHS cneumdikauii Ta
MeTOoZiB KOHTPOJItO FOTOBOIO JIiKapCbKOro 3acoby
3a nokasHukoMm «MikpobionoriyHa yncrora» y
BigNoBigHICTb A0 BUMOr AdY

0 NMNocBiOYEeHHs

EKCTPA

Tabnetok y 6nictepi; no
2 6nictepun B KOpooLi

Tabnetkn no 30 mr no 10

TOB
"ACTPAGAPM"

YKpaina

TOB
"ACTPA®APM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/edpeKTNBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3MiHu 1o
y3arasibHeHUX JaHuX Npo cucTemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHnx
npo cucTemy chapmakoHarnsgy, 3miHa
YNOBHOB&XXEHOT 0CO6MU, BigNoBigabHOI 3a
3[iicHeHHs1 hapMakoHarisay; KOHTaKkTHOI 0cobu 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHa
BiZl YyNOBHOBaXeHOI 0co6Wu, BiAMNOBIAa/IbHOI 3a
3[iiCHEeHHs1 hapmakoHarnaay (Bkiuarum

KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHI

6e3
peyenma

UA/8801/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
MacTtep-aiina cuctemy papmakoHarniagy) -
3aTBepmkeHo: MenbHuK IpuHa BikTopiBHaA.
3anponoHosaHo: LLloBkoBa IpuHa BaneHTuHiBHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXXEHOT 0CO6U
3asBHVKa, BigNoBiga/IbHOI 3a hapMakoHarnsg
14. | AMBPOXEM cupon, 15 mr/5 mn no "Xemodhapm" Al Cepbis BMPOGHUK rOTOBOrO Cepbis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/12899/01/01
100 mn y naswyi; no 1 nikapcbKoro 3MiHM | TuMy - 3mMiHa napameTpiB cneuudikawii peyenma
nnawui 3 MipHO 3acoby, nepBurHHe Ta/abo fonycTUMUX MEeX NePBUHHOT YNakoBKu
NAacTMKOBOIO JTOXKOH B nakyBaHHs, rOTOBOrO /1iKapCbKOro 3acoby - BU/TyYEHHS TEeCTy
KapTOHHI KopooLi BTOPUHHE «Arsenic» 3 cneuudikauii/meTogax KOHTPOO
nakyBaHHs, AKOCTi MEPBUHHOI YNaKOBKV rOTOBOTO NiKapCbKOro
KOHTPO/Ib SKOCTI: 3acoby (nnswka 3i ckna knacy |ll)
«Xemodhapm» Afl,
Bpwau, Bigain
BMPOBHUYA
OinbHnus Wabau,
Cepbist; BUPOOHUK,
BiANOBIAaIbHNI 3a
BUMYCK Cepii:
«Xemodchapm» All,
Cepbis
15. | AMITPUOTUNIH TabneTku, BKpUTI MpAT "TexHonor" YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/6700/01/01
060/10HKOH0, MO 25 Mr, 3MiHu | TUny - 3MiHK Wonao 6e3nekn/etPeKTUBHOCTI peyenmom
no 10 TabneTok y Ta hapmakoHarnsgy (iHwi 3miHn) (3amiHa
6nictepi, no 5 6nictepis rpadpiyHoro ohopMsIEHHS YNaKoBKM HA TEKCT
y nauyui 3 kapToHy, no 10 MapKyBaHHS NepBUHHOT Ta BTOPUHHOT YNakoBOK, 3
Tabnetok y 6nictepi, no BiANOBIAHOIO 3aMiHO po3ainy «IpadivHe
100 6nicTepiB y KopoobLi 0hOpPMIEHHS YNAKOBKM» Ha po3fin
3 KapTOHY «MapKyBaHHS», Ta BHECEHHSI HE3HAYHNX
pefakuiiHuX NpaBoK Y TEKCT MapKyBaHHS
BTOPWHHOI ynakoBku) (TepMmiH BBeAeHHS 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPAXKEHHS);
3MmiHu | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHUKa
(BNnacHuKa peecTpauiiiHoro nocBigyeHHs1) (3MiHa
aapecy 3anBHVKa) (TepMiH BBEAEHHS 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPIKEHHS);
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO JliKapCbKOro 3acoby, BkIoyaum
AinbHULU BUNYCKy cepii abo micle npoBefeHHs
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnosigae
BMPOGHUK/iIMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecu BUpoGHMKa 13, 6e3 3MiHM Micusa
BMPOGHMLTBA) (TEpMiIH BBELEHHS 3MiH NPOTArom 6-
TW MICALB Nic/a 3aTBEPAKEHHS)
16. | AMITPUOTUNIH TabneTkn, BKpUTI MpAT "TexHonor" YkpaiHa MpAT "TexHosor" YKpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: - UA/13222/01/01
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

060/10HKOH0, MO 25 M in
bulk: no 15000 TabneTtok
y KOHTelHepax

3MiHu | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3miHn) (3amiHa
rpaciyHoro ohoOpMIEHHS YNakoBK/ Ha TEKCT
MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT YNakoBOK, 3
BifNoBIAHOW 3aMiHO po3ainy «IpadivHe
0(hOpPMNEHHS YNaKOBKM» Ha PO3Ain
«MapKyBaHHS», Ta BHECEHHSI HE3HAYHNX
pefakLiiHiX NpaBoK Y TEKCT MapKyBaHHS
BTOPUHHOI ynakosku) (TepmiH BBELEHHS 3MiH
NpOTArom 6-Tu MiCALIB NiCNA 3aTBEPMAKEHHS);
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKA
(BnacHvKa peecTpauiiiHoro noceig4YeHHs) (3miHa
afpecu 3asaBHuKa) (TepMiH BBeeHHSA 3MiH
NpOTArom 6-Tn MiCALIB NiCNA 3aTBEPMXKEHHS);
3MmiHu | TUNY - AgMiIHICTPaTUBHI 3MiHK. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHSA AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKI04aum
OinbHUL BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOIO AKOCTI. (AiANbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/iIMNOpTEp, BK/TKOYAKOUM BUMYCK CEpilt)
(3miHa appecu BMpo6HUuKa 13, 6e3 3MiHU MicLA
BMPO6HULTBA) (TEPMIH BBELEHHS 3MiH NPOTArom 6-
TW MiCALB Nic/1a 3aTBepAKEHHS)

17.

AMJIECCA

Tabnetkn, 4 mr/10 mMr no
10 Tabnetok y 6nictepi;
no 3 abo no 6, abo no 9
6nicTepiB y KAPTOHHIi
Kopoo6ui

KPKA, a.4., Hoso
MEeCTO

CnoseHisi

KPKA, a.4., Hoso
MecCTo

CnoBeHisa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS
rOTOBOrO J1iKapCbKOro 3acoby — He3HaYHi 3MiHU B
3aTBEPAKEHOMY MeTOofi BUNpobyBaHHA 3a
nokasHMKoM «laeHTudikauis Ta KinbkicHe
BU3HAYEHHA NepuHaonNpuiy TeTp-bytnnamuHa Ta
amiogmniHy 6ecnnaty»; 3MiHu | TUny - noAaHHA
oHosrieHoro CEP Ne R1-CEP 2002-184-Rev 06
ana A®l amnogunivy 6ecunarty Bif Bxe
3aTBEPAKEHOIO BUPOGHUKA

3a
peyenmom

UA/12846/01/01

18.

AM/ECCA

Tabnetkn, 8 Mr/5 Mr no
10 TabneTok y 6nicTepi;
no 3 abo no 6, abo no 9
6nicTepiB y KAPTOHHIi
KopooLi

KPKA, 4.4., Hoso
MecTo

CnoBeHis

KPKA, a.4., Hoso
MecTo

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUNy - 3MiHa Yy MeTofax BUNpo6yBaHHA
roTOBOro NikapCbKOro 3acoby — He3HauHi 3MiHM B
3aTBEPAKEHOMY MeTOAi BUNPoGyBaHHS 3a
NOKa3HWKOM «laeHTudikauis Ta KisibkicHe
BU3HAYEHHSA NepuHAoNpuUIy TeTp-byTnnaMuHa Ta
amnogunivy 6ecunarty»; aMiHu | TUNy - NogaHHs
oHossieHoro CEP Ne R1-CEP 2002-184-Rev 06
ons A®l amnogunivy 6ecunarty Bif Bxe
3aTBEPKEHOr0 BUPOGHMKA

3a
peyerimom

UA/12846/01/02

19.

AMNIECCA

Tabnetku, 4 mr/5 Mr no
10 Tabnetok y 6nictepi;
no 3 abo no 6, abo no 9

KPKA, a.4., Hoso
MEeCTO

CnoseHis

KPKA, a.4., Hoso
MecTo

CnoBeHisa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUNYy - 3MiHa y MeTofax BUNpobyBaHHs
roTOBOrO /iKApCbKOro 3acoby — He3Ha4Hi 3MiHM B

3a
peyenmom

UA/12846/01/03
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
6nicTepiB y KAPTOHHIi 3aTBEPMKEHOMY MeTOAi BUNPoGyBaHHS 3a
Kopoobui NOKa3HWKOM «laeHTudikauis Ta KisibkicHe
BM3HAYEHHSA NepuHaonpuy TeTp-byTnnamvHa tTa
amnogunivy 6ecunarty»; 3MiHu | TUNy - NogaHHA
oHosneHoro CEP Ne R1-CEP 2002-184-Rev 06
ana A®l amnoguniny 6ecunarty Bif Bxe
3aTBEPAKEHOIO BUPOGHUKA
20. | AMJIECCA Tabnetkn, 8 mr/10 mMr no KPKA, a.4., Hoso CnoseHis KPKA, a.4., Hoso CnoseHisa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/12846/01/04
10 Tabnetok y 6nicTtepi; MecTo MecTo 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS peyenmom
no 3 abo no 6, abo no 9 rOTOBOrO J1iKapCbKOro 3acoby — He3HaYHi 3MiHU B
6nicTepiB y KAPTOHHIi 3aTBEpMHKEHOMY MeTOo/i BUNPobyBaHHA 3a
Kopoo6ui nokasH1KoM «laeHTudikauis Ta KinbkicHe
BU3HAYEHHA NepuHaonNpuiy TeTp-bytnnamuHa Ta
amiogmniHy 6ecnnaty»; 3MiHu | TUny - noAaHHA
oHosrieHoro CEP Ne R1-CEP 2002-184-Rev 06
ana A®l amnogunivy 6ecunarty Bif Bxe
3aTBEPAKEHOIO BUPOGHUKA
21. | AMOKCUKNAB® MOPOLLIOK A1 OpasIbHOI CaHpo3 CnoBeHis BMPOGHMLTBO 3a CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/7064/02/02
cycneHsii (125 mr/31,25 PapmacbioTikans NOBHUM LK/IOM, 3MiHuW | TUNY - NnogaHHA oHoBneHoro CEP NeR2- peyenmom
mr B 5 mn) no 25 r (100 a.a. BMNycCK cepil: ek CEP 1995-034-Rev 06 ans gito4oi pe4yoBrHu
MJ1) MOPOLLKY Y ¢p/1aKoHi; PapmaLeBTUYHA Amoxicillin trihydrate Big 3aTBEpAXeHoro
no 1 conakoHy pasom 3 KOMnaHia 4. 4. BMPOGHMKa
NOPLUHEBOIO NINETKO B
KapTOHHI KopoobLli
22. | AHA®EPOH Tabnetku no 20 TOB "Marepia YkpaiHa BMPOGHMLTBO 3a Pociiicbka BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/2614/01/01
Tabnetok y 6nictepi; no Meguka-YkpaiHa" NOBHUM LMK/IOM: depepauis/ 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenma
1 6nicTepy y KapTOHHil TOB "HB® NntBa HaliMeHyBaHHS Ta/abo agpecu micus
KopooLi "MATEPIA NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
MEAVKA roTOBOro fikapcbKoro 3acoby, BKIYaum
XonaunHre, OiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHS
Pocilicbka KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnosigae
Pegepaduis; BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepili)
nepBrHHa Ta (3miHa agpecu micus NPOBaKEeHHS Ais/IbHOCTI
BTOPVHHA BMpO6HUKa 13, (3MmiHa iHaeKcy B agpeci
ynakoBKa, BUpo6HMKa 3AT CaHToHiKa, J/IuTea)
BMNPOOGYBaHHS
KOHTPO/IHO AKOCTI,
[l03BiN Ha BUNYyCK
cepit:
3AT CaHToHika,
JlntBa
23. | AHA®EPOH Tabnetku no 20 TOB "Martepia YkpaiHa BMPOGHMLTBO 3a Pociiicbka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/7756/01/01
ONTSYNIA Tabnetok y 6nictepi; no Megauka-YkpaiHa" NOBHUM LK/IOM: Pepepauis/ 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuyenma
1 6nicTepy y KapTOHHiiA TOB "HB® NuTBa HalimeHyBaHHs Ta/abo agpecu micus
Kopoo6Ui "MATEPIA NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
MEAVKA roToBOro NikapcbKoro 3acoby, BKIYaumn
XOoNnguHre, AinbHULU BUNYCKY cepii abo micle npoBefeHHs
Pociiicbka KOHTPOJH0 SIKOCTI. (Ais/IbHICTb, 3a 5Ky BiANoBigae
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
depgepadis; BMPOGHUK/iIMNOpPTEp, BK/TKOYAKOUM BUMYCK CEpili)
nepBrHHa Ta (3miHa agpecu Micusa NPoBaKeHHS AiSIbHOCTI
BTOPUHHA BMpo6Huka M3, (3MiHa iHAekcy B agpeci
yrnakoBka, BMpo6HMKa 3AT CaHToHika, /InTBa)
BUNPOGYBaHHSA
KOHTPOJIH0 SKOCTI,
[103BiNT HA BUMYCK
cepit:
3AT CaHToHiKa,
JlntBa
24. | AHECTE30/® cynosuTopii in bulk: no 5 MpuBaTHe YkpaiHa MpuBatHe Ykpaina BHECEHHS 3MiH j0 peecTpaLjivliiHix maTepianis: - UA/7066/01/01
Ccyno3nTopiiB y 6aicTepi; akuioHepHe akuioHepHe 3MiHM | TUNY - AgMiHICTPATUBHI 3MiHWN. 3MiHa
no 180 6nicTepiB y TOBapUCTBO TOBapuUCTBO HaliMeHyBaHHs Ta/abo agpecu micus
ALLNKY «J1ekxiMm-XapkiB» «J1ekxiM-XapkiB» NpoBaPKeHHSA AiSNIbHOCTI BUpobHUKa/imnopTepa
roTOBOro MiKapCbKOro 3acoby, BKIYaum
AinbHUUI BUNYCKy cepii abo micLe NpoBeaeHHs
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnoBigae
BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK CEpili) -
3MiHa HaliMeHyBaHHs Ta agpecu BUpo6Huka M3,
6e3 3MiHM MicLA BUPO6HULTBA. 3MiHK | TNy -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3as1BHMKa (B/laCHUKa
peecTpaviiiHOro NocBigYEHHSs) - 3MiHa
HallMeHyBaHHS Ta afpecu 3asBHUKa (BNacHunka
peecTpaLiiiHOro NoceiAgYeHHs)
25. | AHECTE30/® cynosuTopii no 5 MpuBaTHe YkpaiHa MpuBatHe Ykpaina BHECEHHS 3MiH [j0 peecTpaLivliiHix maTepianis: 6e3 UA/7065/01/01
cynosuTopiie y 6nictepi; akujioHepHe akujioHepHe 3MmiHu | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa peyenma
no 1 abo 2 6nictepn y TOBapWCTBO TOBapuCTBO HaVimeHyBaHHs Ta/abo agpecu micus
naui 3 KapToHy «J1ekxim-XapkiB» «Jlekxim-Xapkis» NPOBaPKEHHSA AiSIbHOCTI BUpobHMKa/imnopTepa
roTOBOro fiKapCcbKoro 3acoby, BKAYaum
AinbHUUI BUNYyCKy cepii abo micLe NpoBeAeHHsS
KOHTPO/O SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnoBifae
BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK Cepiid) -
3MiHa HaliMeHyBaHHA Ta agpecu BUpo6Huka M3,
6e3 3MiHM MicLA BUPO6HMLTBA. 3MiHK | TRy -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asiBHUKa (B/1acCHUKa
peecTpauiiiHoOro NoCBigYEHHs!) - 3MiHa
HallMeHyBaHHS Ta afpecu 3asBHUKa (BNacHMka
peecTpaLiiiHOro NoceiagYeHHs)
26. | ANCUBUH TabneTku, BKPUTI [-p Peppi'c IHAis [-p Pegpi'c IHAis BHECEHHS 3MiH 10 peecTpaLjiiiH1ux maTepianis: 3a UA/15095/01/01
NNIiBKOBOK 060/I0HKOIO, NabopaTopic /Tg, Na6opaTopic /T4, 3MiHM | TUNY - AgMIHICTPATUBHI 3MiHWN. 3MiHa peyenmom
no 150 mr Ne10 (10x1) y (BupobHuunii HaliMeHyBaHHs Ta/abo aApecy 3asiBHMKa
6nictepi Bigain - 7) (BnacHuKa peecTpauiiiHoro noceigueHHs) (3miHa
agpecu 3asBHUKa) (TepMiH BEAEHHS 3MiH
NpOTArom 3-x MicsLiB NiC/1a 3aTBEPAKEHHS)
27. | ANCUBUH TabneTku, BKPUTI [-p Pepgpi'c IHAiA O-p Pegpi'c IHAis BHECEHHS 3MiH 10 peecTpavljiiiH1ux maTepianis: 3a UA/15095/01/02
NAiBKOBOK 060/I0HKOI0, JlabopaTtopic Jitg, JlabopaTopic /itg 3MiHM | TMNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

no 500 mr Ne10 (10x1) y
6nictepi

(BupobHuunii
Big4in - 7)

HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvka peecTpadiiHoro noceigyeHHs) (3miHa
aapecy 3anBHvKa) (TepMiH BE4EHHSA 3MiH
npoTArom 3-x MicsiLiB Nicnsl 3aTBEPAKEHHS)

28.

APUKCTPA®

PO34UH ONs iH'eKUilA, 2,5
mr/0,5 mn no 0,5 mny
nonepeaHL0
3anoBHEHOMY LUMpPUL,
no 10 wnpwuyis B
KapTOHHI KopooLi

AcneH dapma
Tpenginr Nimiteq

Ipnangis

AcneH Hotep Jam
Ae BoHgesinb

dpaHuis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | Tuny - 3MiHK Wwoao 6e3neku/ethekTNBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX faHyx Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHNX JaHux
npo cucTemy dhapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOT 0co6M, BiANOBIigaNbHOI 3a
3[iiCHEeHHs hapMakoHarisay; KOHTakTHOI 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iACHEHHSA
hapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
BiZl YNOBHOBaXeHOI 0CO6U, BiANOBIAa/IbHOI 3a
3[jiCHeHHs1 dhapmakoHariagy (Bkiyarum
KOHTaKTHi AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTtep-caiina cuctemy papmakoHarnagy) -
3aTBepakeHo: YNoBHOBaKeHa 0coba 3asBHUKA,
BignosiganbHa 3a hapmakoHarnsag - Ctis Xo66irep
|/ Steve Hobbiger. KoHTakTHa ocoba B YkpaiHi
YMOBHOBaXEHOT 0CO6M 3asBHMKA A5 34iACHEHHS
hapmakoHarnsagy - JlanumHcbka IHHa.
3anponoHoBaHoO: YNOBHOBaXKeHa 0coba 3asiBHMKA,
BignoBigasbHa 3a hapmakoHarnag - KaponiHa
Cskygnapek / Karolina Szkudlarek. KoHTakTHa
ocoba B YKpaiHi yNoBHOBaXEHOT 0COOM 3asiBHNKA
Ana 3pjiicHeHHs hapmakoHarnsgy - HaropHa
KatepuHa IBaHiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOI 0CO6U. 3MiHa KOHTAKTHUX JaHWX
KOHTaKTHOT 0co6U. 3MiHa Micusi 34jACHEHHsA
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
agpecu mactep-thaiina. 3MiHa Homepa macTep-
dhaiina

3a
peyenmom

UA/6804/01/01

29.

APUKCTPA®

PO3YUH AN1s1 iH'EKLLNA,
12,5 mr/mn no 0,4 mn (5
mr), a6o no 0,6 mn (7,5
mr), abo no 0,8 mn (10
Mr) y nonepegHb0
3anoBHEHEHOMY LUMPULL;
no 10 nonepenHsLo
3anoOBHEHMUX LWIMNPULB Y
Kopoo6Li

AcneH dapma

Tpenginr Nimiteq

Ipnangis

AcneH Hotep Jam
Ae BoHgesinb

dpaHuis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/ethekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHsa abo 3miHu o
y3arasibHeHUX AaHyx Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX JaHux
npo cucTemy cdhapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0CO6M, BiANOBiAaNbHOI 3a
3[iiCHEeHHs hapMakoHarnsay; KOHTakTHOi ocobu 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
thapmakoHarnsay B YkpaiHi, K0 BOHA BigMiHHa
Bifl YNOBHOBaXeHOI 0co6WU, BiAMNOBIAa/IbHOI 3a
3[jiCHEeHHs1 dhapmakoHarnaay (Bkiyarum
KOHTaKTHIi AaHi) Ta/abo 3MiHW Y PO3MILLLEHHI
MacTep-chaiina cuctemv papmakoHarisgy) -

3a
peyenmom

UA/6804/01/02




51

Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

3aTBepaKeHo: YNoBHOBaKeHa 0coba 3asBHUKA,
BignosiganbHa 3a hapmakoHarnsg - Ctis Xo66irep
|/ Steve Hobbiger. KoHTakTHa ocoba B YkpaiHi
YMOBHOB&XEHOT 0CO6M 3asBHMKA 415 34iACHEHHS
hapmakoHarnsagy - JlanumHcbka IHHa.
3anponoHoBaHo: YNOBHOBaXKeHa 0coba 3asiBHYMKA,
BiAnoBigasibHa 3a hapmakoHarnag - KaponiHa
Cskygnapek / Karolina Szkudlarek. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXKEHOT 0COOM 3asiBHNKA
[Ana 3pjicHeHHs hapmakoHarnsgy - HaropHa
KatepuHa IBaHiBHa. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOB&XeHOT 0CO6W. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6U. 3MiHa Micusi 34iCHEHHs
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
agpecu mactep-chaiina. 3MiHa Homepa MacTep-
dhaiina

30.

ACKOPBIHOBA
KACNOTA

npaxe no 50 mr no 50
Opaxe y KOHTelHepi; no
1 koHTelHepy B nauuj 3
KapToHY

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH [10 pEECTPaLiiHUX MuaTepianis:
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaPKEeHHSA AiSNIbHOCTI BUpobHUKa/imMnopTepa
roTOBOro MiKapCcbKoro 3acoby, BKIYaum
AinbHUUI BUNYyCKy cepii abo micLe NpoBeAeHHs
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnosigae
BMPOGHUK/IMNOPTEp, BK/IKOYAKOUN BUMYCK Cepilt)
(3miHa agpecu BMpo6Huka 13, 6e3 3MiHu MicLAa
BUPO6HMLTBA) (TEepMiH BBEAEHHSA 3MiH NPOTArom 6-
TV MicsiLiB nicns 3aTBepakeHHs); 3MiHn | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) (NpYBELEHHA TEKCTY
MapKyBaHHsS NePBMHHOT Ta BTOPUHHOIT ynakoBku J13
8o Bumor Hakasy MO3 YkpaiHu Ne460 Big
23.07.2015 p. Ta BHECEHHA HE3HAYHUX
pefakuiiHuX NpaBoK Y TEKCT MapKyBaHHS
NepBUHHOT Ta BTOPVHHOI ynakoBok) (TepMiH
BBEEHHS 3MiH NMPOTArOM 6-TW MicALiB nicns
3aTBEPKEHHS); 3MiHM | TUNYy - AOMiHICTpaTMBHI
3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHMKa peecTpauiiHoro nocBigYeHHs)
(3miHa agpecu 3asaBHuKa) (TepmiH BBEAEHHS 3MiH
NpOTSArom 6-Tu MicSILiB MicNsi 3aTBEPAKEHHS)

6e3
peuyenma

UA/2983/01/01

31.

ACKOPBIHOBA
KACNOTA-

OAPHULA

pO34uH ANs iH'ekuiid, 100
Mr/MA no 2 M B amnyni,
no 5 amnyn B KOHTYpHIli
YapyHKOBIli ynakoBLj; no
2 KOHTYPHi YapyHKOBi
ynakoBkM B naui

MpAT

"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

MpAT

"®bapmavueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUny - 3MiHa y MeTofax BunpobysaHHsa Ad|
abo BuxigHoro marepiany/npomikHoro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuutea AP (iHwi 3MiHM y MmeTogax
BUMPOOYBaHHA (BKOYa0UM 3aMiHy abo
[0noBHEHHs1) AP abo BMXiAHOrO/NPOMIXHOro
NpoAykKTy); CynyTHA 3MiHa: 3MiHa y napameTpax

3a
peyenmom

UA/2991/01/02
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

cneuudikauin Ta/abo goNyCTUMKUX MEX,
BM3HauYeHuX y crneyndikauisx Ha A®l, abo
BUXIZHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPWCTOBYIOTBLCSA Y NpoLeci BUpobHnuTea Ad|
(iHWi 3miHW). BBEAEHHA 3MiH NPOTArom 6-Tu
MicALIB MiCNA 3aTBEPLYKEHHS; 3MiHW | TUMy - 3MiHa
y MeTogax BunpobyBaHHA rOTOBOTO NiKapCbKOro
3acoby (iHLWi 3MiHM y MeToAax BUNpobyBaHb
(BKNHOYarOUM 3aMiHy abo [OMNOBHEHHS)); CYyMyTHA
3MiHa: 3MiHa napameTpis cneyudikauin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCcbKoro 3acoby
(iHWwi 3miHW). BBEAEHHA 3MiH NPOTArom 6-Tn
MmicAWiB nicnsa 3aTBeppKeHHs; 3MiHu | Tuny -
3MiHa nepioy NOBTOPHUX BUNPOGyBaHb/nepiony
36epiraHHs abo ymoB 36epiraHHa Adl (3a
BiICYTHOCTI y 3aTBEPKEHOMY [OCbE cepTudikara
BiANOBiAHOCTI E€Bponeiickkili hapmakonei, Lo
BK/IOYA€E Mnepiof, NOBTOPHOrO BUNPOGYBaHHS) -
npvBefeHHs TepmiHy npuaaTHocTi A®l go
mMaTepianis chipmu BUpO6HVKa. BBegeHHs 3MiH
npoTArom 6-Tu MicsALiB nicnsa 3arBepaKeHHs

32,

ACMNAPKAM

Tabnetku, no 10 abo no
50 Tabnetok y 6nictepi;
no 1 6nictepy y nauuj 3
KapToHy; no 10 a6o no

50 Tabnetok y 6nictepi

NAT
"Ximchapm3sasop
"YepBoHa 3ipka"

YkpaiHa

NAT
"Ximdhapmsasoz
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TUNy - 3MiHa y TepMiHax npuaaTHOCTi abo
ymoBax 36epiraHHs roTOBOrO /iKapCbKoro 3acoby

(iHLWi 3MiHKW) - 3MiHa B ymoOBax 36epiraHHsi roTOBOro
niKkapcbKoro 3acoby

6e3
peyenma

UA/5459/01/01

33.

AT®-/IOHI®

Tabnetku no 20 mr no 10
Tabnetok y 6nictepi; no
3 abo 4 6nictepu B
Kopoo6ui

TOB
"®apmaueBTnyHa
KOMnaHis
"®apKoC"

YkpaiHa

BUPOGHMK,
BignoBiganbHWiA 3a
BUNYyCK cepii
KIHL,EBOro NPoAyKTY
Ta BTOPVHHE
nakysaHHs: MpAT
"®bapmavueBTnyHa
hipma "®apKoC",
YKkpaiHa; BUpoOHUK
[030BaHoi chopmu,
nepBuHHe Ta
BTOPUHHE
nakysaHHsa: TOB
"ACTPA®APM",
YKpaiHa; NnoBHwiA
LKA BUPOGHMLTBA
13, nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AAKOCTI,
BMnyck cepii: TOB
"PapmaueBTNYHa

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUNy - 3MiHa y TepmiHax npugaTtHocTi abo
ymMoBax 36epiraHHsi roTOBOro fikapCcbKoro 3acoby
(3MiHa B ymMoBax 36epiraHHs roTOBOro MikapcbKoro

3aco6y abo nicns po34NHEHHS/BILHOBIEHHS)

6e3
peyenma

UA/3121/01/02




53

Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

kommnaHisa ®apKoC",
YkpaiHa

34.

ALUETUNCAMILAN
OBA KMCNOTA

TabneTku no 500 Mr no
10 TabneTtok y
6nictepax; no 10
Tabnetok y 6nictepi; no
1 6nicTepy B mauui

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/ed)eKTUBHOCTI
Ta (papmakoHarnagy (iHwi 3miHu) (NpuBeAeHHS
TEKCTY MapKyBaHHS NepPBUHHOI Ta BTOPUHHOT
ynakoBku /13 o sumor Hakasy MO3 YkpaiHu
Ne460 Big 23.07.2015 p. Ta BHECEHHS HE3HaYHUX
pefakuiiHuX NpaBoK Y TEKCT MapKyBaHHS
BTOPUWHHOI ynakoBku) (TepmiH BBEEHHS 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPAXKEHHS);
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaPKeHHSA AiSNIbHOCTI BUpobHUKa/imnopTepa
roTOBOro MiKapCbKOro 3acoby, BKIYaum
AinbHUUI BUNYCKy cepii abo micLe NpoBeaeHHs
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnoBigae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUN BUMYCK Cepilt)
(3miHa agpecu BMpo6Huka 13, 6e3 3MiHu MicLAa
BUPO6HMLTBA) (TEepMiH BBEAEHHSA 3MiH NPOTArom 6-
TV MicsiLiB nicns 3aTBepakeHHs); 3MiHn | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo aapecu 3asBHUKA (BNacHUKa
peecTpauiiHoro nocBig4eHHs) (3MiHa agpecu
3asBHUKa) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tu
MiCSILiB MicNs 3aTBEPAKEHHS)

6e3
peyenma

UA/10133/01/01

35.

AUETUNUNCTEIH-
ACTPA®APM

NOpPOLLOK AN
Opas1bHOro PO3UMHY Mo
100 mr y cawe Ne 10

TOB
"ACTPAGAPM"

YkpaiHa

TOB
"ACTPA®APM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/edpeKTNBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHu oo
y3arasibHeHVX AaHunx Npo cuctemy
hapmakoHarnagy (BBefeHHs y3arasibHeHUX faHux
npo cuctemy thapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNoOBigabHOI 3a
3AiiCHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34iACHeHHS
hapMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHa
BiJl yNOBHOBaXeHOI 0co6Wu, BiAMNOBIAa/IbHOI 3a
3[jiCHEeHHs1 hapmakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEeHHi
MacTep-haiina cuctemy papmakoHarnisgy) -
3aTBepmkeHo: MenbHuK IpuHa BikTopiBHa.
3anponoHosaHo: LLloBkoBa IpnHa
BaneHTuHiBHa.3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6U 3asiBHMKA, BifnoBiganbHOl
3a chapmakoHariag

6e3
peyenma

UA/9069/01/01

36.

ALVK®

Tabnetku no 200 Mr no 5
Tabnetok y 6nictepi; no
5 6NicTepPiB Y KAPTOHHIN

CaHpo3

dapmacbioTikans

a.a.

CnoseHis

Cantotac dapma
rM6X

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHK | TUNY - NOAAHHA OHOBMIEHOTO cepTudikaTa
BignoBigHOCTI €Bponelicbkii hapmakonei NeR1-

3a
peyenmom

UA/14584/01/01
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

Kopoo6Ui

CEP 2001-283-Rev 03 /14 Aito4oi pe4oByHN
Aciclovir Bif BXe 3aTBep)KEHOro BUPO6HMKA 3
He3HaYHUMK 3MiHamK y npoueaypi
BMMPOGOBYBaHHSA CyMNyTHiX Aomilok (BEPX, TLLX),
aMiHiCTpaTMBHUMM 3MiHaMW B afpeci
KOHTPaKTHOro BUPOOHUKA, 36i/1bLLEHHSAM Nepioay
NOBTOPHMX BUNPOBYBaHb Ail0H0T PEYOBUHN
Aciclovir 0o 4 pokis

37.

ALVIK®

Tabnetku no 400 mr no 5
Tabnetok y 6nictepi; no
7 6nicTepiB y KapTOHHIi
Kopoo6ui

CaHpos
dapmacbloTikans
a.a.

CnoBeHis

Cantotac dapma
meX

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikata
BiAnNoBigHOCTI €Bponeiickkili hapmakonei NeR1-

CEP 2001-283-Rev 03 14 Aito4oi peyoBrHN

Aciclovir Big BXe 3aTBepAXeHOro BUpPOGHMKa 3

He3Ha4YHMMM 3MiHaMK y npoLeaypi
BMMPOGOBYBaHHSA CynyTHiX Aomilok (BEPX, TLLX),
aAMiHICTpaTVBHUMY 3MiHaMV B afpeci
KOHTPaKTHOro BUPOOHUKA, 36i/bLLEHHSAM nepioay
MOBTOPHMX BUMPOGYBaHb Ail040i peyoBUHU
Aciclovir go 4 pokis

3a
peyernmom

UA/14584/01/02

38.

ALVK®

Kpem 5 % no 2 ry Ty6i;
no 1 Ty6i B KApTOHHiIl
KopooLi

CaHpo3
dapmacbioTikans
a.a.

CnoseHis

Cantotac dapma
rvM6X

Himeuunna

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHW | TMNy - NoAaHHA OHOBMIEHOTO cepTudikarta
BiANoBigHOCTI €Bponeiickkili hapmakonei NeR1-

CEP 2001-283-Rev 03 ans gito4oi pe4yosrHu

Aciclovir Big, BXe 3aTBepAXeHOro BUPO6HMKa 3

He3Ha4YHUMM 3MiHaMK y npoueaypi
BMNPO60OBYBaHHS CynyTHIX AoMiwok (BEPX,TLLX),
aAMiHICTpaTVBHUMY 3MiHaMV B aapeci
KOHTPaKTHOr0 BUPOGHUKA, 36iNbLUEHHAM nepiogy
NOBTOPHMX BUNPOGYBaHb Ait0H0T pEYOBUHN
Aciclovir ao 4 pokis

6e3
peuyenma

UA/9433/02/01

39.

ALVK®

Kpem 5 % no 2 ry Ty6i;
no 1 Ty6i B KapTOHHii
Kopoo6ui

CaHpos
dapmacbioTikans
4.4,

CnoseHis

Cantotac dapma
rM6X

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHY | TUny - 3MiHK Wwoao 6e3neku/epeKkTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHu oo
y3ara/lbHeHUX faHvx npo cucTemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux
npo cuctemy dhapmakoHarnsgy, 3mMiHa
yNOBHOBaXeHOT 0cobu, BignoBiganbHOI 3a
3AiliCHeHHA hapMakoHarnsy; KOHTaKTHOT 0coou 3
hapmakoHarnisgy 3asBHUKa AN 34iNCHEHHS
thapMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHa
Bifl YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI 3a
34iicHeHHs chapmakoHariagy (Bkvarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLLEeHH
macTep-chaiina cuctemmn hapmakoHarnsagy) -
3MiHa KOHTaKTHMX JaHUX KOHTaKTHOi 0cobu B
YKpaiHi, yNoBHOBaXXeHOI 0COOU 3asiBHUKA,
BiANOBiAaIbHOI 3a (hapmMakoHarnsg,

6e3
peyenma

UA/9433/02/01

40.

ALVK®

Tabnetkn no 200 mr no 5

CaHpos

CnoBeHisi

Cantotac ®apma

HimeuyumHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis:

3a

UA/14584/01/01
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n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2

41.

ALVK®

Tabnetok y 6nictepi; no
5 6nicTepiB y KapTOHHii
Kopoo6ui

dapmacbloTikans
a.a.

eX

3MiHM | Tuny - 3MiHK Woao 6e3neku/edheKkTNBHOCTI
Ta thapmakoHarnsgy. BeegeHHsa abo 3miHu fo
y3araslbHeHUX AaHyX Npo cucTemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX JaHnX
npo cucTemy chapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0CO6MU, BigNoOBigabHOI 3a
3[jiicHeHHs1 hapMakoHarisay; KOHTaKkTHOI 0cobu 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapMakoHarnsay B YkpaiHi, KO BOHA BigMiHHa
BiJl YNOBHOBaXeEHOI 0CO6WU, BiAMOBIAa/IbHOI 3a
3[jiCHEeHHs1 hapmakoHarnaay (Bkiyarum
KOHTaKTHI aHi) Ta/abo 3MiHM Yy PO3MiLLEHHI
MacTtep-aiina cuctemy papmakoHarnagy) -
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu B
YKpaiHi, ynOBHOBa)XeHOI 0CObM 3asBHUKA,
BiNOBiAa/IbHOI 32 hapmakoHarnsg,

peyerimom

0 NMNocBiOYEeHHs

42,

Tabnetku 400 mr no 5
Tabnetok y 6nictepi; no
7 6nicTepiB y KapTOHHii
Kopoobui

CaHpos
dapmacbioTikans
4.4

CnoseHisi

Cantotac dapma
vM6X

Himeyunna

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | Tuny - 3MiHK Wwoao 6e3neku/etpekTBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX faHyX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHNX JaHux
npo cucTemy dhapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOI 0Co6M, BiANOBIifaNbHOI 3a
3[iicCHeHHs hapMakoHarsay; KOHTakTHOI 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iACHEHHSA
hapmMakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
BiZl YNOBHOBaXeHOI 0CO6U, BiANOBIAa/IbHOI 3a
3[jiCHeHHs1 dhapmakoHariagy (Bkiyarum
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTtep-caiina cuctemy papmakoHarnagy) -
3MiHa KOHTaKTHMX JaHUX KOHTaKTHOi 0cobu B
YKpaiHi, ynoBHOBaXeHOI 0Cc0obM 3asBHUKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsg,

3a
peyenmom

UA/14584/01/02

ALUMKNOBIP-
ACTPA®APM

Tabnetkn no 200 mr Ne
10 (10x1), Ne 20 (10x2)
y 6aicTepax y kopoobui

TOB
"ACTPAGAPM"

YkpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
y3arasibHeHVX AaHunx npo cuctemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHNX faHux
npo cucteMy papmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobw, BignoBiganbHoOI 3a
3pjiicHeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnisgy 3asaBHUKa AN 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, AKLWO BOHA BigMiHHa
BiJ, yNOBHOBaXEHOI 0CO6MU, BiANOBIgaNLHOI 3a
3fjficHeHHs chapmakoHarnsagy (Bknoyarun
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHHI
MacTep-chaiina cuctemu papmakoHarnagy) -

3aTBepmkeHo: MenbHUK IpuHa BikTopiBHa.

3a
peyenmom

UA/7833/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
3anponoHoBaHo: LLloBkoBa IpuHa BaneHTuHiBHa.
3MiHa KOHTaKTHUX JaHuX YNOBHOBaXXEHOT 0cobun
3asBHMKA, BiANOBIAaIbHOI 3a hapmakoHarnsg,
43. | AUU® PO34uH opasibHUiA, Mo 20 CaHpo3 CnoBeHis BVMPOGHMLTBO HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/8272/02/01
mr/mn no 100 mn a6o no dapmacbioTikans "bulk”, nepsuHHe 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI peuyenma
200 mn y donakoHi; no 1 0.0, Ta BTOPUHHE Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
chr1akoHy y KOMMNIeKTi 3 nakyBaHHS, y3ara/lbHeHUX JaHvx npo cucTemy
MipPH/M KOBMNA4KoM TeCTyBaHHS: chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHnx
Ta/abo MipHUM Papma npo cuctemy hapmakoHarnsgy, 3MiHa
annikatopom BepHirepoge Mv6X, yMOBHOBaXeHOT 0cobw, BignoBiganbHoI 3a
(LWnpuueM) y KapTOHHIi HimeyuunHa; Bunyck 3[jificCHeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
Kopoo6ui cepii: Cantotac hapmakoHarnsagy 3asBHuka 415 34iCHEHHA
dapma N'v6X, thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
HimeuunHa BiJ, yNOBHOBaXEHOI 0CO6M, BiANOBIgaNbHOI 3a
3fjificHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHi faHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
MacTep-haiina cuctemu hapmakoHarniaay) -
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0Co6u B
YKpaiHi, yNOBHOBa)XXEHOI 0CO6GU 3asBHUKA,
BiANOBIAa/IbHOT 32 (papmakoHarnag,
44. | BEHOKCI Kpanni o4Hi, po3unH 0,4 TOB "YHIME[, CnoBaubka TOB "YHIMEL CnoBaubka BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/12824/01/01
% no 10 mny PAPMA" Pecny6nika PAPMA" Pecny6nika 3MiHK | TUNY - BHECEHHSA 3MiH A0 MaTepianis peyenmom
KOHTeliHepi- peecTpaujiiiHoro Aocke: 3MiHa Ha3BW naboparopii,
KpanesnbHuui; no 1 6e3 3MiHN MiCLA KOHTPO/II0
KOHTeliHepy-
KpanesibHULi B
KapTOHHI Kopoo6Lli
45. | BETANOQA- necapii no 200 mr no 5 TOB "®APMEKC YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/13830/01/01
DAPMEKC necapiis y énictepi, no 1 reyn" reyn" 3MiHK | TURy - 3MiHa po3mipy cepii (BkoUarum peyenma
abo 2 6nicTepun B navi 3 JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
KapToHy; no 7 necapiis y 3aco06y (iHLWi 3MiHK) - BBEAEHHSA 10AATKOBOrO
6nictepi, no 1 a6o 2 po3mipy cepii (3anponoHosaHo: 4 kr, 12 kr, 40 kr,
6nicTepn B nauuj 3 120 kr, 150 kr)
KapTOoHY
46. | BICAKOAUN TabneTku, BKPUTI AT "I'piHaekc" Nartsis AT "I'piHgekc" Nartsis BHECEHHS 3MiH 10 peecTpaljiiiHux maTepianis: 6e3 UA/3726/01/01
rPIHAEKC 060/10HKOI0, 3MiHM | TUNY - NoAaHHsA HOBOro cepTuddikaTa peyenma

KULLIKOBOPO34MHHI N0 5
Mmr no 10 TabneTok y
6nictepi, no 4 6nictepn
B KapTOHHII nauui

BiANOBigHOCTI EBponeiickbkili hapmakonei Ne R1-
CEP 2007-163-Rev 00 ans Aito4oi pevoBuHM
Bisacodyl Big HoBOro Bupo6Huka (404aTKoBUiA

BMpo6HUK) Dishman Pharmaceuticals and
Chemicals Limited, IHAis [0 BXe 3aTBEPAKEHOr0
BMPO6HUKa Aitoyoi peyoBmHM Bisacodyl- Bidachem
S.p.A. ITanis, sakuii mae CEP R1-CEP 2003-067-
Rev 00; 3miHu | Tvny - 3MiHa y napameTpax
cneuudikauin Ta/abo goNyCTUMNX MEX,
BM3HauYeHuUX y crneyndikauisx Ha A®l, abo
BUXIZHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTbCS Y Npoueci BUpobHuuTea Ad| -
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

[OMNOBHEHHS creumdikalii HOBUM NOKa3HUKOM
SKoCTi «Mikpo6ionoriyHa yncToTa» Ta BignoBigHUM
MEeTO0M BUMPOGYBaHHA A5 Ail0HOT PeYOBUHM
Bisacodyl

47.

BICOMNPONON-
ACTPA®APM

Tabnetkv no 5 mr no 10
Tabnetok y 6nictepi, no
2 abo 3 6nictepn y
KOpobLi 3 KapTOHY

TOB
"ACTPAGAPM"

YKpaiHa

TOB
"ACTPA®APM"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | Tuny - 3MiHK Wwoao 6e3neku/ethekTNBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX faHyx Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHNX JaHux
npo cucTemy dhapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOT 0co6M, BiANOBIigaNbHOI 3a
3[iiCHEeHHs hapMakoHarisay; KOHTakTHOI 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iACHEHHSA
hapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
BiZl YNOBHOBaXeHOI 0CO6U, BiANOBIAa/IbHOI 3a
3[jiCHeHHs1 dhapmakoHariagy (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTtep-caiina cuctemy papmakoHarnagy) -
3arBepmkeHo: MenbHUK IpuHa BikTopiBHa.
3anponoHoBaHo: LLloBkoBa IpvHa BaneHTuHiBHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXEHOI 0CO6U
3as1BHMKA, BignoBigabHOI 3a chapMakoHarnsg

3a
peyenmom

UA/8959/01/02

48.

BICOMNPONON-
ACTPA®APM

Tabnetku no 10 mr no 10
Tabnetok y 6nictepi, no
2 abo 3 6nictepu y
KOpo6Li 3 KapTOHY

TOB
"ACTPAGAPM"

YKpaiHa

TOB
"ACTPA®APM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUny - 3MiHK Woao 6e3neku/ethekTNBHOCTI
Ta thapmakoHarnsgy. BeegeHHsa abo 3miHn fo
y3arasibHeHVX faHunx npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX JaHux
npo cucTemy thapmakoHarnsagy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBigaNLHOI 3a
3[iiCHeHHs hapMakoHarnsay; KOHTakTHOI 0cobu 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
thapmakoHarnsay B YkpaiHi, K0 BOHA BigMiHHa
Bifl YNOBHOBaXeHOI 0co6WU, BiAMNOBIAa/IbHOI 3a
3[jiCHeHHs1 dhapmakoHarnaay (Bkiyarum
KOHTaKTHi AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTtep-caiina cuctemy papmakoHarnagy) -
3aTBepmkeHo: MenbHuK IpuHa BikTopiBHaA.
3anponoHoBaHo: LLloBkoBa IpvHa BaneHTuHiBHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXEHOI 0Co6u
3asBHMKa, BiANOBIAa/IbHOI 3a hapMakoHarnisg,

3a
peyenmom

UA/8959/01/03

49,

BPELEP

nioghinizat s posunHy
08 iH'ekyjin no 3,5 mry
donakoHi Nel

O-p Peppi'c
NabopaTopic /Tg,

IHais

[O-p Peppj'c
Na6opaTopic /T4,
(BupobHuunii
Bigain - 7)

IHais

BHECEHHS 3MiH 10 peecTpaLjiiiH1ux maTepianis:
3MiHM | TUNY - AgMIHICTPATUBHI 3MiHWN. 3MiHa
HalimeHyBaHHs1 Ta/abo agpecu 3asBHUKa
(BnacHvKa peecTpauiiiHoro NocBigYeHHs)

3a
peyenmom

UA/15186/01/01

50.

BPOHXOBAN®

cupon, 15 mr/5 mn no
100 mn 'y dpnakoHi, no 1
nakoHy 3 MipHOH
JIOKKOKO B KQPTOHHIM

CaHpos
dapmacbioTikans

A

CnoBeHisi

BTOPVHHE
nakyBaHHs, BUMyCK
cepii: Cantotac
dapma 'mbX,

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUny - 3MiHK Woao 6e3neku/edpeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
y3ara/lbHeHUX aHnX Npo cucTemy

6e3
peuyenma

UA/9256/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
Kopoo6Ui HimeuyuunHa; thapmakoHarnsgy (BBeAEHHS y3arasibHEHNX JaHux
BUPOGHMLTBO in npo cucTemy chapmakoHarnsgy, 3miHa
bulk, nakysaHHs: yMNOBHOBaXeHOT 0cobu, BigNoBifabHOI 3a
NixTenxenbar 3[iicHeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
v6X, hapmakoHarnsgy 3asBHUKa 15 34iiCHEHHSA
dapmavoiiTiwe thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHa
dabpik, HimeuunHa BiJl YNOBHOBaX€EHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
3[jiCHEeHHs1 hapmakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTtep-aiina cuctemy papmakoHarniagy) -
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu B
YKpaiHi, ynOBHOBa)XeHOI 0CO6M 3asBHUKA,
BiNOBiAa/IbHOI 32 hapmakoHarnsg,
51. | BYCTPUKC™ CYCNeH3ist A5 iH'eKLiA nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiAH Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/14955/01/01
(BOOSTRIX™) no 1 gosi (0,5 mn/gosy) Ekcnopt flimiteq, BputaHis Bionogxikans C.A. 3MiHuW | TMNy - 3MiHa Ha3BM BUPOBHMKA Ail0UnX peyenmom
KOMBIHOBAHA y nonepegHb0 peyoBuH audptepiiiHoro (D) Ta npasuesoro (T)
BAKUUHA ANA HanoBHeHOMY LINpuLi Ne KOMMOHEHTIB BaKL/HN
MPO®INTAKTUKUN 1y KomMnnekTi 3 ABOMa
ANDTEPI, rofikamm
NPABLSA,
KALUMOKY
ALIENIONAPHA
OUNLLEHA
IHAKTUBOBAHA
PIOKA
52. | BYCTPUKC™ CYCMNeH3ist ANs iH'eKL;id nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiAH Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15071/01/01
nonio no 1 gosi (0,5 mn/go3y) Ekcnopt flimiteq, BpuTtaHis Bionogxikans C.A. 3MiHuW | TUNYy - 3MiHa Ha3BM BUPOGHMKA Ail0UnX peyenmom
(BOOSTRIX™ y nonepeaHbo peyoBuH audptepiiiHoro (D) Ta npasuesoro (T)
POLIO) HanoBHeHOMY LINpuLi Ne KOMMOHEHTIB BaKL/HN
KOMBIHOBAHA 1y KoMnnekTi 3 ABOMa
BAKUVHA AN rosikammu
MNPODINAKTUKN
OUNOTEPII,
NPABLS,
KALLOKY
(ALEENIONAPHUN
KOMMNOHEHT) TA
nonioMienity
53. | BAJIEPIAHA TabneTkn, BKPUTI MEOVKA AL Bonrapis MEOVKA AL Bonrapis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/8806/01/01
060/10HKOt0, No 30 Mr Ne 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenma

30 (10x3), Ne 100 (20x5)
y 6nictepax

HalimeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI BUpO6HMKa/iMnopTepa
roTOBOrO JliKapcbKOro 3acoby, BK/IYaum
AinbHULI BUNYCKY cepii abo micle npoBefeHHs
KOHTPO/IO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiAMNOBigaE
BMPOGHUK/iMNOpTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa HanucaHHa agpecu BUPOGHMKa, 6e3 3MiHn
Micusi BAPOOHULTBA); 3MiHM | TNy -
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKa (BNacHUKa
peecTpaLiiHoro noceigyYeHHs) (3mMiHa agpecu
3as1BHMKA)
54. | BANIEPIAHU HacTolika no 25 mny MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/8139/01/01
HACTOWKA hnakoHax "®ITOPAPM" "®ITOPAPM" 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS peyenma
rOTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHW Yy
MeToAax BUNpobyBaHb (Bk/ItoYaoumn 3amiHy abo
[OMNOBHEHHS)); CYNYTHA 3MiHa: 3MiHa NapaMeTpis
cneundikauii Ta/abo AONYCTUMKX MEX rOTOBOrO
niKapcbKoro 3acoby (iHLi 3MiHKn)
55. | BA/IbCAKOP® H TabneTku, BKpUTI KPKA, 4.4., Hoso CnoBeHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/9451/01/02
320 NAiBKOBOK 060I0HKOMO, MecTO MecTo 3MiHK | TUNY - NOAAaHHA HOBOTO cepTudikaTa peyenmom
no 320 mr/12,5 mr no 10 BiAnNoBigHOCTI EBponeiickkili hapmakonei Ne RO-
TabneTtok y 6nictepi; no CEP 2012-338-Rev 02 an1s Aito4oi pevoByHN
3 abo 6 6nicTepiB y Valsartan Big HOBOro 404aTKOBOr0 BUPO6OHUKa 10
KapTOHHI Kopo6uj; no BXE 3aTBEP/KEHOro BUpo6HuKa skuii mae CEP RO-
14 Tabnetok y 6nictepi; CEP 2011-148-Rev 02
no 1, 2 abo 4 6nictepu B
KapTOHHI Kopo6uj; no
15 Tabnetok y 6nicTepi;
no 2 a6o 4 6nictepu B
KapTOHHI KOopoo6Lli
56. | BA/IbCAKOP® HD | TabneTku, BKpUTI KPKA, 4.4., HoBo CnoBeHisi KPKA, a.4., HoBo CnoBeHis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/9450/01/03
320 NiBKOBOK 06G0/OHKOLO, mMecTo MecTo 3MiHU | TUNY - NOAAHHA HOBOrO cepTudikara peyenmom
no 320 mr/25 mr no 10 BiANoBigHOCTI €Bponelickkilt hapmakonei Ne RO-
TabneTtok y 6nictepi; no CEP 2012-338-Rev 02 ans gito4oi pe4yoBrHu
3 abo 6 6nicTepiB y Valsartan Big HOBOro 40aTKOBOro BUPOGHMKA A0
KapTOHHil Kopobuj; no BXe 3aTBepAKeHoro BMpobHuka skuii mae CEP RO-
14 Tabnetok y 6nictepi; CEP 2011-148-Rev 02
no 1, 2 a6o 4 6nictepu B
KapTOHHil Kopobuj; no
15 TabneTok y 6nictepi;
no 2 a6o 4 6nictepu B
KapTOHHiiA Kopo6Lli
57. | BEHOTEMAHON renbno 40 ry Ty6i, no 1 My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 6e3 UA/7100/01/01
Ty6i B nayui akuioHepHe akuioHepHe 3MiHM | TUNYy - 3MiHa y MeToAax BUNpoGyBaHHS peuyenma
TOBapuCTBO TOBapuCTBO rOTOBOrO /1iKapCbKOro 3acoby (iHLWi 3MiHW Y
"HaykoBo- "HaykoBo- mMeToJax BUNpobyBaHb (BK/IHOHaoun 3amiHy abo

BUPOGHWNUUIA LLEHTP
"BopLyariBCbkuii
XiMiKO-
hapmavLeBTUYHWI
3asofa”

BUPOGHUUUIA LLEHTP
"BopLyariBcbkuii
Ximiko-
hapmaLeBTUYHNIA
3asof”

[LOMOBHEHHSA)); 3MiHM | TUNY - 3MiHa napameTpis
cneumdikauii Ta/abo foNyCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (iHLwi 3MiHN); 3MiHW | TUny -
3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOrO /iKapCbKoro 3acoby
(BMlyYEHHA HE3HAYHOrO NokasHuka (Hanpuknag
3acTapinioro NokasHWka, Takoro sk 3anax Ta cMak,
abo igeHTudikauis 6apBHUKIB UM CMaKOBUX
[06aBoK)); 3MiHM | TMNY - 3MiHW BMIPOGyBaHb abo
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
[OMNyCTUMKMX MEX, BCTAHOB/IEHUX y cneuudikavisx,

nig, yac BUPOGHULITBA FOTOBOTO iKApCbKOro 3acoby
(BUYYEHHS HECYTTEBOIO BUNPOBYBaHHA B NPOLEC
BMPOGHULITBA); 3MiHU | TVNY - 3MiHW, MOB'A3aHi 3
HEOob6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii IdY abo €sponelicbkoi dhapmakonei,
ab0 iHLWOI HauioHasTbHOI thapmakonei gepxasun EC
(3miHa y cneuudpikauisix, nos'sasaHa 3i 3MmiHamu B
LY, abo EBponeiicbkiii hapmakonei, abo iHLil
HaujioHasbHIli hapmakonei gepxasu EC) —
npuBeAeHHsA BUMOr cneumadikaLii ansa BXigHoro
KOHTPO/II0 AiH040T PEYOBMHY AeKCcnaHTeHOoNY, 3a
nokasHukom «MikpobionoriyHa uncrota» y
BignoBigHICTb Ao EP/A®Y; 3MiHM | TUNY - 3MiHMK,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BiAMOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi thapmakonel, abo iHwoi
HauioHasIbHOI chapmakonei gepxasun €C (3miHa y
cneuudikayisix, NnoB'A3aHa 3i 3miHamy B JdY, abo
€Bponelicbkiin hapmakonei, abo iHLLii
HauioHasbHi thapmakonei gepxasu EC) —
npuBeLeHHs BUMOr crneuyvdikaLii 4onoMiXHOT
peyoBVHM kapbomepu, 3a NMOKa3HUKOM
«MikpobionoriyHa unctoTa» y BiANOBIAHICTb A0
EP/O®Y; 3MiHM | TRy - 3MiHK, NOB'A3aHi 3
HEOo6XiHICTIO NPUBEAEHHS Y BigNOBIAHICTL A0
MoHorpadii 4PY abo EBponeiicbkoi hapmakoner,
ab0 iHLWOI HauioHasTbHOI thapmakonei gepxasun EC
(3miHa y cneuudpikauisix, nos'sasaHa 3i 3MmiHamu B
LY, abo EBponeiicbkiii hapmakonei, abo iHLLil
HaujioHasbHIli hapmakonei gepxasu €C) —
npuBeAeHHs BUMOr cneumdikadii 4onoMiKHOT
PEeyYoBMHM AMHATPIO efeTaT, 3a NoKa3HNKOM
«MikpobionoriyHa ynctoTa» y BiANOBIAHICTb A0
EP/ODY; 3MiHM | TUNY - 3MiHW, NOB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii 4PY abo EBponeiicbkoi hapmakoner,
abo iHWOI HauioHanbHOI thapmakonel gepxasn €C
(3miHa y cneuudpikauisix, nos'sa3aHa 3i 3MiHamu B
[®Y, abo €sponeiicbkili hapmakonei, abo iHLWil
HaLjioHasbHIli hapmakonei gepxasu €C) —
npuBefeHHs BUMOr cneumdikaii 4onoMixxHoT
PEYOBMHM MPONINEHINIKO/b, 38 NOKA3HUKOM
«MikpobionoriyHa ymcToTa» y BignoBigHiCTb A0
EP/A®Y; 3MiHM | TNy - 3MiHK, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0

ab0 iHWOI HauioHas1bHOI hapmakonei fgepxasn EC

MoHorpadii J®Y abo EBponeiicbkoi hapmakoner,
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

(3miHa y cneumdikauisix, nos'a3aHa 3i 3MiHaMu B
A®Y, abo €Bponeiickkili hapmakonei, abo iHLwil
HauioHasbHi thapmakonei gepxasu EC) —
npuBeAeHHS BUMOT crneuudikauii A4ito4oi pe4yoBuHN
BEHOPYTUHO/, 3a NokasHWkom «MikpobionoriyHa
ynucToTa» Yy BiANoBigHICTb [0 EP/APY; 3MiHu | TUNY
- NofaHHs HOBOTO cepTudikaTta BignosigHocTi EP
R1-CEP 2006-233-Rev 00 Big 3aTBEepKEHOT0
BMpo6HUKa APl fekcnaHTeHony dipmn «BASF
SE», HimeuyunHa, sik Hacnigok, 3miHa Ha3su ipmu-
BMPOGHUKa (3aTBEpAKEHO: «BASF», HimeuunHa),
3MiHM B cneuudikauii 4ns koHTponto Ad®L: posain
«CynpoBigHi AOMILLKM» [OMOBHEHO BMMOraMm
[aHoro BUPOBHWKa; CynyTHS 3MiHa: 3MiHa Y
napameTpax crneuudikauii Ta/abo fgonycTuMmx
MeX, BU3Ha4YeHNX y cneumdikauiax Ha A®l, abo
BUXIiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(monoBHeHHS cneuudikaLii HOBUM NOKa3HUKOM
SAKOCTIi Ta BiANOBIAHMM METOA0M BUMPOBYBaHHS)

58.

FABAMNEHTUH

Kancynu Teepgi no 300
mr o 10 kancyny
6nicTepi, no 2 6nictepu
y nayui 3 KapToHy

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/ed)eKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu) (3MiHX y TeKCTi
MapKyBaHHA BTOPUHHOT YNaKOBKN: BHECEHHS
iHchopmawii Lwoao cnocoby Ta WNsAXy BBEAEHHS,
KaTeropii Bignycky, iHhopmauii Lwoao
3aCTOCYBaHHSA Ta iHLWMX HE3HAYHUX pedaKLiiHnX
nonpasokK; 3MiHW Y TEKCTi MapKyBaHHS NepBUHHOT
yMNaKkoBKW: BHECEHHS iHthopmaLii Lwoao norotuny
BMPO6HWKa) (TepmiH BBEAEHHS 3MiH MPOTATOM 6-Tu
MicALIB MicNsA 3aTBEPIKEHHS); 3MiHM | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecyu MicLa NPoBaMKEHHS AisNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3aco0y, BK/IoYaoun AinbHUL BUNYycKy cepii abo
MiCLie NPOBEAEHHS KOHTPO/TO SKOCTI. (AiS/IbHICTb,
3a Ky BiANoBiAae BUPOGHMK/iMNIOpPTEp, BK/IKOYAOUM
BWMNYCK cepiii) (3MiHa agpecu BupobHuka M3, 6e3
3MiHM Micus BUpobHuULTBa) (TepMiH BBEAEHHS 3MiH
NpOTArom 6-Tu MiCALIB NiCNA 3aTBEPMXKEHHS);
3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvKa peecTpauiiiHoro noceigyeHHs) (3miHa
aapecu 3asaBHuKa) (TepMiH BBeEHHS 3MiH
npoTArom 6-Tn MicALiB NicNs 3aTBEPAKEHHS)

3a
peyenmom

UA/11671/01/01

59.

FEKCACIPEN

cnpeii OpOMYKO3HWIA,
750 mr/30rno30ry
aepo30/1bHOMY (D1aKOHI;

Na6opaTopii

Bywapa Pekopaari

PpaHuis

Na6opaTtopii
BYWAPA
PEKOPJATI

PpaHuis

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHK | TNy - 3MiHa y MeTogax BunpobysBaHHA Ad|
abo BMXigHOro matepiany/npomikHoro

6e3
peyenma

UA/6180/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
no 1 cdonakoHy B NpoAYyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
KapTOHHIA Kopoo6Li npoueci BUpo6HUUTBa API - HE3HAUHI 3MiHU Y
3aTBEPKEHNX MeToAax BUNpobyBaHHA Ans
BMXigHOro marepiany (napacopmanbaeris), Wwo
BUKOPVCTOBYETLCA Y NPOLLECi BUPOBHMLITBA it0HO0T
peyoBuHu (Biknotumon) - p. 3.2.5.2.3 T. "KifbkKicHe
BM3Ha4YeHHs" (MeToA NMOTEeHLiOMETPUYHNIA) (3MiHW Y
npo6oniaroTosLi)
60. | TENIbMIHTOKC TabneTkun, BKpUTI Na6opaTtopis PpaHuis IHHOTepa LLly3i PpaHLin BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/10137/01/01
NAiBKOBOK 060I0HKOLO, IHHOTEK 3MmiHu | TUNY - AgMIHICTpaTUBHI 3MiHK. 3MiHa peyenma
no 250 mr, no 3 IHTEpHacblioHa b HalilMeHyBaHHs Ta/abo agpecu micus
Tabnetkn y 6nictepi; no NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
1 6nicTepy B KapTOHHiIl roTOBOrO JliKapCbKOro 3acoby, BK/IYauym
KopoobLi OinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPO/IO AKOCTI. (AiANbHICTb, 3a 5Ky BifgnoBigae
BMPOGHUK/iMNOpTEp, BK/TKOYAKOUM BUMYCK Cepili)
(3miHa agpecu BUpOo6HUKa M3, 6e3 3MiHK Micusa
BMpO6HMLTBA) (TEpMiH BBEAEHHS 3MiH NPOTAroM 6
MicsILiB Micnsi 3aTBEPAKEHHS)
61. | TEIbMIHTOKC TabneTtku, BKPUTI Nab6opaTtopis PpaHuis IHHOTepa LLysi dpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/10137/01/02
NNiBKOBOK 060/TI0HKOIO, IHHOTEK 3MiHM | TUNYy - AgMiHICTPATUBHI 3MiHWN. 3MiHa peyernma
no 125 wmr, no 6 IHTEepHacblioHasTb HaliMeHyBaHHs Ta/abo agpecu micus
Tabnetok y 6nictepi, no NPOBaPKEHHS AiSIbHOCTI BUpobHUKa/imnopTepa
1 6nicTepy B KAPTOHHIN roTOBOro MiKapCcbKoro 3acoby, BKAYaum
Kopoo6Li AinbHUUI BUNYCKy cepii abo micLe NpoBeAeHHsS
KOHTPO/O SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnoBifae
BMPOGHUK/iIMNOPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecu BMpo6Huka M3, 6e3 3MiHU MicLAa
BUpo6HUUTBA) (TepMmiH BBEAEHHS 3MiH NPOTSArom 6
MiCALIB MiC/1A 3aTBEPKEHHS)
62. | TMHNPOrECT M'AKi Kancynu no 200 mr Ekcentic Xencke IcnaHis BVMPOGHMLTBO IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15000/01/01
no 15 kancyn y énicrepi; C.n. roTOBOro NPOAYKTY, BUMNpPaB/IEHHSA TEXHIYHOI NOMWUIKW Y MeTofax peyenmom
no 1 a6o 2 6nictepa B nakyBaHHs1, KOHTPOJTHO SIKOCTi Y po34iNi «MapKyBaHHs»
KapTOHHIA Kopoo6Li KOHTPO/Ib SIKOCTI,
BUMYCK Cepii:

NabopaTtopioc

NeoHn ®apma, C.A.,

IcnaHis;
MiKpOGioIorivyHNiA
KOHTPO/b!
Nab6opaTtopio ae
AHanicic Op.
EyvaBsapHe, C.A.,
IcnaHis;
anbTepHaTuBHa
ninsHka ans
BTOPVHHOIO
nakysaHHs: TOB
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
"MaHaHTian
IHTerpa”, IcnaHis
63. | TMHNPOrECT M'siKi kancysim no 100 mr EkcenTic Xencke IcnaHis BUPOBHMLTBO Icnanis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/15000/01/02
no 15 kancyn y 6énictepi; C.N. roTOBOr0 NPOAYKTY, BUMPAaB/IEHHS TEXHIYHOT NOMWUNKM Y MeToAaxX peyenmom
no 1 abo 2 6nictepa B nakyBaHHs, KOHTPOJI0 AAKOCTI Y po34iNni «MapkyBaHHs»
KapTOHHI Kopoo6Li KOHTPO/Ib SKOCTI,
BUMYCK Cepii:
Nab6opaTtopioc
NleoH ®apma, C.A.,
IcnaHis;
MiKpO6iooriyHuiA
KOHTPO/b:
NabopaTtopio ge
AHanicic Op.
EuyaBapHe, C.A.,
IcnaHis;
anbTepHaTnBHa
AinsHka gns
BTOPVHHOTO
nakysaHHs: TOB
"MaHaHTian
IHTerpa”, IcnaHis
64. | NAPOKCUNCEYOB kancynu no 500 mr Ne Mepak HimeyuunHa BUPOBHMK, L0 HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/6720/01/01
NHA MEJAK 100 (10x10) y 6nictepax | [e3senbwadT drop Bignosigae 3a 3MiHM | TUny - 3MiHK Woao 6e3neku/ethekTNBHOCTI peyenmom
KniHiWwe BTOPWHHE Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
Lnevjianbnpenapa nakyBaHHs, y3arasibHeHUxX AaHyx npo cucTemy
Te M6X MapKyBaHHsA thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX JaHux
nepBUHHOT npo cucTemy cdhapmakoHarnsgy, 3miHa
yNaKkoBKu, YNOBHOB&XEHOT 0CO6MU, BiANOBigaNLHOI 3a
KOHTPONb/BMNPOGY 3[iiCHeHHs hapMakoHarnsay; KOHTakTHOI 0cobu 3
BaHHA cepii Ta 3a thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
BMNYCK cepil: thapmakoHarnsay B YkpaiHi, K0 BOHA BigMiHHa
Megak Bifl YNOBHOBaXeHOI 0co6WU, BiAMNOBIAa/IbHOI 3a
[esenbliadt drop 3[jiCHeHHs1 dhapmakoHarnaay (Bkiyarum
KniHiwe KOHTaKTHi AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
LLinevyianbnpenapa MacTep-thaiina cuctemm hapmakoHarnsgy) -
Te M6X, 3aTtBepmkeHo: KoHTakTHa ocoba B YkpaiHi
HimeuunHa; YNOBHOBaXXEHOi 0C06M 3asBHMKa A1 3MiACHEHHA

BMPOGHWK, LLIO
Bignosigae 3a
BUPOBHMLTBO
nikapcbkoro
3aco0y, nepByHHe,
BTOPVHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPONb/BUNPOBGY
BaHHg cepii: Xaynt

thapmakoHarnagy - Pesuos Cepriit
Bonoanmuposuy. 3anponoHoBaHo: KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXKeHOT 0CO6M 3asiBHNKA
Ans 3piiicHeHHs hapmakoHarnsgy - Bonbsay Hens
MwukonaiBHa. 3mMiHa KOHTaKTHUX faHnX
YNOBHOBaXEHOT 0CO6U. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0co6U. 3MiHa MicLA 3AiACHEHHSA
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
aapecu mactep-caiina
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Ne
n/n

HasBa snikapcbko20

3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

dapma Amaper
'M6X, HimeyunHa

65.

rMIOPEHOPM®

Tabnetkun no 30 mr no 10
Tabnetok y 6nictepi; no
6 6nicTepiB y KapTOHHIi
Kopoo6ui

Bepinrep
IHrenbxanmv
IHTepHeLwwHN MTM6X

HimeuunHa

Bepinrep
IHrenbxaiim Ennac
A.E.

Ipevis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUNY - 3MiHK Woa0 6e3nekn/eddekTUBHOCTI
Ta (hapmakoHarnsgy - 3MiHu A0 IHCTPYKLUiT Ans
MeLMYHOro 3aCTOCYBaHHS y po3ainu:
MpoTunokasaHHa. Cnoci6 3acTocyBaHHA Ta [A03M.
Mo6iyHi peakuii. NMepeno3yBaHHA. 3aCTOCyBaHHA y
nepiog, BaritTHocTi abo rogysaHHs rpygato. [itu.
BBefieHHA 3MiH npoTsArom 3-x micAuiB nicns
3aTBepAKEHHSA

3a
peyernmom

UA/0331/01/01

66.

LAPCIN®

TabneTkn, BKPUTI
060/10HKOH0, M0 22,5 Mr
Ne 30 (10x3), Ne 50
(10x5), Ne 100 (10x10) y
KOHTYPHUX YapyHKOBUX
ynakoBKax

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

MpAT
"®GapmaueBTnyHa
ipma "OapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUny - 3MiHa y napameTpax cneuudikadii
Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneumngikauisax Ha A®l, abo BUXIGHWIA/MPOMDKHU
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y
npoueci BUpobHuuTBa A®I (iHLWi 3MiHK); CynyTHSA
3MiHa: 3MiHa y meTofax BunpobysaHHs A®| abo
BUXIAHOIO MaTepiany/npomixKHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuutea AP (iHwi 3MiHM y MmeTogax
BUMPOOYBaHHA (BKOYa04M 3aMiHy abo
[0noBHEHHs)) AP| abo BMXiAHOTO/NPOMIXHOro
npoaykTy); 3MiHu | Tuny - nogaHHsa Hosoro CEP Ha
A®| CvnimapuH Bif 3aTBEpPKEHOr0 BUPOBHNMKA:
R1-CEP 2008-237-Rev 01, sk Hacnifok, TepMiH
NPUAATHOCTI 3aMiHEHO Ha TEPMiH NEPEKOHTPOSIIO,
3rigHo CEP (3anponoHoBaHo: 5 pokiB); 3miHu Il
TUny - 3MiHa BUPOBHMKa BMXiAHOTO/NPOMIXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npotieci A®I, abo 3miHa BUPOGHUKa
(BKtOYatouK, e Heob6XiAHO, MicLe NPOBeAEeHHS
KOHTpOt0 sikocTi) AdI (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOTO
BMpO6HUKa A®I 3 HagaHHAM MacTep-chaiina Ha
A®I) — BBEIeHHS1 [,OAATKOBOrO BUPOGHMKa AdDI.
BBeAeHHA 3MiH NpPOTArom 6-Tu micauiB nicnsa
3aTBEpPAKEHHSA

6e3
peyenma

UA/2473/01/01

67.

LNE3NOPATAAVH

TabneTku, BKpUTI
060/10HKOI0, MO 5 Mr no
10 TabneTok y 6nictepi;
no 1 a6o no 3 6nictepu
B NayLi 3 KapToHy

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiHM [0 peecTpauiiHnx maTepianis:
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy (iHwi 3miHn) (MpuBeAeHHS
TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
ynakosku /13 go sumor Hakasy MO3 Ykpainu
Ne460 Big 23.07.2015 p. Ta BHECEHHS HE3HAYHUX
pefakLiiHiX NpaBoK Y TEKCT MapKyBaHHS
NepBUHHOT Ta BTOPVMHHOI ynakoBok) (TepMiH
BBEAEHHS 3MiH MPOTArOM 6-TW MicALIB nic/s

6e3
peyenma

UA/13810/01/01
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

3aTBEepPKEHHS); 3MiHM | TUNy - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu micus
NPOBaPKEHHSA AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKIo4aum
OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOJIO AKOCTI. (AiANbHICTb, 3a 5Ky BiAnoBigae
BMPOGHUK/iIMNOpTEp, BK/TKOYAKOUM BUMYCK CEpili)
(3miHa appecu BMpoGHUKa 13, 6e3 3MiHU MicLA
BMPO6HULTBA) (TEPMIH BBELEHHS 3MiH NPOTArom 6-
TV MicsLiB nicns 3aTBepkeHHs); 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKa (BNacHUKa
peecTpauiiHoro nocBig4eHHs) (3MiHa agpecu
3asBHVKa) (TepMiH BBeEeHHS 3MiH NPOTArom 6-Tu
MiCALIB MiCN1A 3aTBEPLKEHHS)

68.

LOEHILEE®

MOPOLLOK A/ PO3UUHY
ansiHekyinnolr, 1
h1aKkoH 3 MOPOLLUKOM B
KOpOO6Lii 3 KapTOHY

MNpuBatHe
nignpueMcTBo
"Mporpecdapm"

Ykpaina

Csicc

MNepeHTepavic M.T.

nrg.

IHgis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
BUMPaB/IEHHS TEXHIYHNX MOMUIOK y METoAax
KOHTPONIO AKOCTI, a came: y Crneumndikayii MKA Ha
nikapcbknii 3aci6, 3a NOKa3HUKOM «laeHTudikauis
A», y MeToAuLi BUNPOBYBaHHS NOKa3HUKa
«lgeHTudikauis C»

3a
peyenmom

UA/15264/01/01

69.

DEPMOBENT™

Kpem 0,05 % no 25ry
Ty6i, no 1 Ty6i B
KapTOHHI ynakosLi

nakcoCmiTKnsiiH
Ekcnopt NimiTeq,

Benuka
BpuTaHis

"nakcoCmiTKnsiiH
PapmacboTuKan3
C.A.

Monbia

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHu 1l TUny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHu y TepaneBTUYHNX
nokasaHHsX (40oAaBaHHs HOBOTO TepaneBTUYHOro
nokasaHHs abo 3miHa y 3aTBepKEHOMY
nokasaHHi) (3mMiHM BHeceHi y po3gin «lMokasaHHs»,
"Cnocib 3acTtocyBaHHs Ta go3n") (TepmiH
BBEJEHHS 3MiH NPOTAroM 3-X MicsiLiB nicns
3aTBEPKEHHS)

3a
peyenmom

UA/1600/02/01

70.

LEPMOBENT™

Ma3b 0,05 % no 25ry
Ty6i, no 1 Ty6i B
KapTOHHIN ynakoBLUi

nakcoCmiTKnsiiH
Ekcnopt fimiteq,

Benuka
BputaHis

nakcoCmiTKnsiiH
PapmacboTuKan3
C.A.

MonbLua

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3Mminu [l TUny - 3MiHn Wopao 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsgy. 3MiHM y TepaneBTUHHUX
nokasaHHsIX (foAaBaHHs HOBOTO TepaneBTUYHOro
nokasaHHs abo 3miHa y 3aTBep)KeHOMY
rokasaHHi) - 3MiHM BHECEHI Y po34in «lMoka3aHHs»,
"Cnocib 3acTtocyBaHHs Ta go3un") (TepmiH
BBEAEHHSA 3MiH NMpoTAroM 3-x micsuis nicns
3aTBEPKEHHS)

3a
peyenmom

UA/1600/01/01

71.

ANKNOD®EHAK

Cyno3nTopii peKkTasbHi
no 0,1 r in bulk Ne1000
(5x200) 6nicTepiB y
ALLMKY

MNpuBatHe
akuioHepHe
TOBapuCTBO

"JlekxiM-Xapkis"

YKpaiHa

MpuBatHe
akujioHepHe
TOBapUCTBO

"JlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BNacHvKa peecTpauiiHoro NocBigYEHHS) - 3MiHa
HaliMeHyBaHHs Ta agpecy 3asBHUKa. 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLA NPOBaXEHHS Ais/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro
3acoby, BK/IKYauM AiNbHMLI BUMYCKY cepii abo

UA/13933/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
MicLie NPOBEAEHHS KOHTPO/TIO SIKOCTI. (AiS/IbHICTb,
3a Ky BiANoBiAae BUPOGHMK/iMNOPTEp, BK/IOYAKOUM
BUWMYCK cepiid) - 3MiHa afpecy Ta Ha3BU BUPOOHMKaA
/13, 6€3 3MiHN Micusl BUpobHMUTBA
72. | QUKNO®DPEHAK Cyno3nTopii pekTasbHi MpuBaTHe YkpaiHa MpuBatHe Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/7239/01/01
no 0,1 r Ne 10 (5x2) y akuioHepHe akujioHepHe 3miHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
6nictepax y nauui TOBapUCTBO TOBapUCTBO HaliMeHyBaHHs Ta/abo agpecy 3asBHMKa
"JlekxiM-Xapkis" "JlekxiM-Xapkis" (BNacHvKa peecTpauiiHoro NocBigYEHHS) - 3MiHa
HallMeHyBaHHA Ta afgpecu 3asBHUKa. 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLa NPoBaMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /likapcbKoro
3acoby, BKOYauM AiNibHNLi BUNYCKY cepii abo
MicLie NpoBefleHHS KOHTPOSII0 AKOCTI. (LisNbHICTb,
3a AKy BiAnosigae BUPOGHMK/IMNOPTEp, BKIKOYAOUM
BMNYCK Cepiit) - 3MiHa agpecu Ta Ha3Bu BUPOOHMKa
13, 6e3 3MiHK Micusl BUpo6HMLTBA
73. | ANMEALPON- Tabnetku no 50 mr no 10 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/4851/02/03
AAPHMLUA TabneToK y KOHTYPHiii "®apmaueBTnyHa "®GapmaveBTnyHa 3MiHM | TURY - 3MiHM y NpOLLeCi BUPOGHMLTBA peyenmom
YapyHKOBIli ynakoBLj; no ipma "OapHuus” ipma "OapHuus” roTOBOro MikapcbKoro 3acoby, BKIYaum
1 KOHTYpHI YapyHKOBIli MPOMiXHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NP
ynakosLi B nayui; no 10 BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
TabneToK y KOHTYPHUX (He3HauyHa 3MiHa y npoLeci BUPOGHULTBA)
YapyHKOBMX ynakoBKax
74. | AUNPOCNAH® CyCneHsist ANs iH'ekuiii LWepiHr-Mnay LLiBeiuapis Lns amnyn: PpaHuis/ BHECEHHS 3MiH 0 peecTpaLiviiHiX maTepianis: 3a UA/9168/01/01
no 1 mn B amnyni; no 5 CeHTtpan lct Al Brpo6HuK in bulk, Benbris 3MiHn | TUNY: AAMIHICTPaTMBHI 3MiHW. 3MiHa peyenmom
amnyn B KAPTOHHIN nepBuHHE HaliMeHyBaHHS Ta/abo agpecu micus
Kopo6ui; no 1 mn B nakyBaHHs: NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
nonepenHsL0 CEHEKCI HSC - roTOBOro fikapcbKoro 3acoby, BKIYaum
HaNoOBHEHOMY LUMPUL; EPYBI/Ib CEHT OiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHS
no 1 wnpuuy B KNEP, ®paHuis; KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnosigae

KomnnekTi 3 1 abo 2
CTepUNbHUMW FOfIKaMu B
NNacTUKoOBOMY
KOHTelHepi B KapTOHHIl
Kopoo6ui

Bnpo6Huk 3a
MOBHUM LK/IOM:
LWepinr-Mnay Na6o
H.B., Benebris;
Ans nonepefHbLo
HanoBHEHUX
LwnpuuyiB:
CEHEKCI HSC -
EPYBI/Ib CEHT
KNEP, ®paHuis

BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepili)
(3miHa Ha3Bu Ta agpecu BMpobHuka LUepiHr- Mnay
(&nsA nonepeAHbLO HANOBHEHUX LINPULB), 6e3
3MiHM Micus BUpo6HULTBa) (TepMiH BBEAEHHSA 3MiH
NPOTArom 3-X MicAUIB NiCNs 3aTBEPLKEHHS); 3MiHK
| TMny: AgMiHiCTpaTMBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI BUpO6GHMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIo4aoum
AinbHULI BUNYCKY cepii abo micLie npoBefeHHs
KOHTPO/IO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiAMNOBigaE
BMPOGHMK/IMNOPTEp, He BK/IOUakUM BUMYCK Cepiid)
(3miHa Ha3Bw Ta agpecy BUpo6HuKa LepiHr- Mnay
(ans amnyn: BUPOGHUK in bulk, nepBnHHe
nakyBaHHs), 6e3 3MiHM MicLst BUPOGHULITBA)
(TepmiH BBEAEHHSA 3MiH NPOTAroM 3-X Micsiuis
nicns 3aTBepAKEHHS); 3MiHu | Tuny:
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecy MicLA NPOBaXEHHS Ais/IbHOCTI
BMPOGHMKa/iMnopTepa roToBOro /ikapcbKoro
3aco06y, BKIOUaUY AiNbHNLi BUNYCKY cepii abo
MicLie NpoBefeHHSA KOHTPOSII0 AKOCTI. (LiANbHICTb,
3a AKy BiAnosigae BUPOGHMK/IMNOPTEp, BKIKOYAOUM
BMNYCK Cepiii) (3MiHa agpecn BUpo6HuKa LLepiHr-
Mnay Na6o H.B., 6e3 3miHu Micus BUpoOHNLTBA)
(TepmiH BBEAEHHSA 3MiH NPOTArOM 3-X MicsiLiB
nicnsl 3aTBepPAKEHHS)
75. | AQNDEPENIH® nopotuok no 0,1 mr Ta INCEH ®APMA PpaHuis NOPOLLIOK - dpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/0695/02/01
PO3UMHHVK AN151 PO3UUHY BVMPOGHMLTBO, 3MiHM | Tuny - 3mMiHa napameTpis cnewuudikawin peyenmom
ANs iH'eKuUiii; mo 7 TeCTyBaHHS, Ta/abo [OMyCTVMUX MEX FOTOBOrO NiKapCbKoro
hNakoHiB 3 NOPOLLKOM nakyBaHHs1, BUMYCK 3acoby - 3MiHa napamMeTpiB cneyudikauii/metoais
Ta 7 amnyn 31 mn cepii: INCEH KOHTPO/IO SKOCTi (PO3UYMHHUK) 3@ NOKA3HUKOM
PO34YUHHIMKA (PO3UUH ®APMA BIOTEK, «KinbkicHe B1U3HaueHHs. BmicT xnopugy» B
Hatpito xnopugy 0,9 %) PpaHuis; Marepianax peecTpauiiiHoro 1ocke, 3
Y KapTOHHIl kopoobui PO3UMHHUK - BIAMNOBIAHUMM 3MiHAMW B METOAAX KOHTPO/HO
BVMPOGHMLTBO, SKOCTi 3a NOKa3HMKOM «BMicT xiiopugy» MeToais
nepBuHHE KOHTPOJIO SIKOCTI JTiKapCbKOro 3acoby
naxkyBaHHs Ta
KOHTPO/Tb AKOCTI:
CEHEKCI,
®paHLis; BTOPUHHE
nakyBaHHs, BUMYCK
cepii: INCEH
®APMA BIOTEK,
PpaHuis
76. | QNDEPENIH® nopoLuok no 3,75 mr ta INCEH ®APMA PpaHuis NOPOLLIOK: dpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/0695/01/02
PO3UMHHUK AN BMPOGHMLTBO, 3MiHM | TUNY - 3MiHa y napameTpax cneuudikawii peyenmom
cycneHsii gns iH'eKuii MapKyBaHHs Ta Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
NPOSIOHrOBaHOro nakyBaHHs, cneumgikauisix Ha A®l, abo BUXigHWIA/NPOMIKHWIA
BMBI/IbHEHHS, 1 chnakoH BTOPWHHE npoayKT/peareHT, WO BUKOPUCTOBYOTHCA Y
3 NOPOLLUKOM Y KOMM/IEKTI nakyBaHHs, npoueci BupobHuuTBa A®| (40NOBHEHHS

3 PO3YMHHUKOM MO 2 M
B amnyni, Wnp1uomM ans
0fIHOPa30BOro
BMKOPVCTaHHA Ta fBOMa
ronkamu (y 6nictepHii
ynakoBLi)

KOHTPO/Tb AIKOCTi Ta
BWMYCK NiKapCbKoro
3aco6y: INCEH
®APMA BIOTEK,
®paHuis;
PO3UYNHHWIK:
BUPOGHMLTBO,
nepBuHHe
nakyBaHHs Ta
KOHTPO/b SIKOCTI:
CEHEKCI,
®paHuis; BTOPUHHE
nakyBaHHs Ta
BMMYCK Cepii:

cneumadikaLii HOBUM NOKA3HUKOM SKOCTI Ta
BiANOBIAHWM MEeTOA0M BUNPOBYBaHHS); 3MiHM |
MMy - 3MiHa Po3Mipy cepii (BK1oYatoun diana3oHun)
A®| a60 NPOMiIXKHOro NPOAYKTY, SKUiA
3aCTOCOBYETLCS y NpoLieci BUPO6HMLTBA ADI
(3MeHLLEeHHst 0bcAry BUpo6HuuTBa A0 10 pasiB);
3MiHK | TUNy - 3MiHK B Npoueci BupobHuuTea Ad®|
(He3HayHi 3miHM y npoueci BupobHuuTea Adl);
3MiHUW | TUNY - 3MiHW 0 IHCTPYKUIT 4719 MeAWYHOro
3acTOoCyBaHHSA y po3ainu: (po3ainn AONOBHEHI
iHchopMmaLieto LWoA0 NOAOBXEHHS iHTepsasty QT
3rigHo pekomeHgauin PRAC EMA) B3aemogisi 3
IHLWMMK NiKkapcbknMmy 3acobamu Ta iHLWi B1uan
B3aemogiin. OcobnBOCTi 3aCToCyBaHHS. MM06iuHi
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
INCEH ®APMA peakuii; 3MiHu |l Tuny - 3MiHW [0 IHCTPYKUiT Ans
BIOTEK, ®paHuis MeANYHOro 3acTocyBaHHA y po3ainu: (3rigHo
OHOBJ/IEHUX AaHuX 3 6e3neku) MobivHi peakuii
77. | OIA®OPMIH® Tabnetku no 500 Mr no MAT "dapmak” YkpaiHa MNAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/2508/01/01
10 Tabnetok y 6nictepi; 3MiHK | TUNy - 3MiHa po3mipy cepii (BKo4aroum peyenmom
no 3 abo 6 6nictepis y Jiana3oH po3Mipy cepii) roToBOro /likapCbKOro
nauw,i 3aco6y (36inbweHHsA Ao 10 pasiB NOpPIBHAHO i3
3aTBEPAKEHNM PO3MIPOM) - BBEAEHHS [,0ATKOBUX
po3MipiB cepiii: 3anponoHoBaHo: 155,1 kr (282 Tuc.
Tabn.) Ta gogatkoso: 310,2 kr (564 Tuc. Tabn.) Ta
465,3 kr (846 Tuc. Tabn.)
78. | DI®EHAA TabneTku, BKpUTI AnsoreH IMNKo Tokcembyp Na6opaTtopioc Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/13227/01/01
NAiBKOBOK 060I0HKOMO, C.ap.n r NleoH ®apma C.A. 3MiHK | TUNY - NOAAaHHA HOBOTO cepTudikaTa peyenmom
3 mr/0,02 mr no 28 BiAnNoBigHOCTI EBponeiickkili hapmakonei Ne RO-
Tabnetok y 6nictepi (24 CEP 2013-030-Rev 00 ans fito4oi peyoBuHu Bif,
TabneTkn poxesoro Ta 4 3aTBEPKEHOr0 BUPOGHUKA
Tabnetkun nnaue6o
6in10ro Kosbopy), no 1
6nictepy B navui 3
KapToHy
79. | LOPAMIH- KOHUEHTpaT ons MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/2996/01/01
AAPHULUA pO34uHy Ans iHgysil, 5 "GapmaueBTnyHa "GapmaueBTnyHa TeXHiYHa NomMuska B MeTofax KOHTPOJIHO AKOCTi Ha peyenmom
Mr/mMn no 5 mn B amnyni; tipma "AapHuua" dipma "dapHuus" rotoBwii Nikapcbkuii 3aci6, B MeToamL
no 10 amnyn B Kopobu; BMNPOOYBaHHS nokasHuka «bakTepiasibHi
no 5 amnyn y KOHTYpHii €HA0TOKCUHU»
YapyHKOBI ynakoBLi; no
2 KOHTYPHI YapyHKOBI
yNakoBKM B NauLli
80. | E3ONPAM TabneTku, BKPUTI AT AkTtasic 'pyn Icnangis Axrtasic NTA, Manbta/ BHECEHHS 3MiH 10 peecTpavljiiiH1ux maTepianis: 3a UA/7029/01/02
NAIBKOBOK 060I0HKOMO, ManbTa; Bonrapis 3MiHM | Tuny - 3MiHK Woao 6e3neku/edpeKkTNBHOCTI peyenmom
no 10 mr no 10 TabneTok BankaHtapma- Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y 6nicTepi; no 3 OynHunus AT, y3arasibHeHuX AaHux npo cuctemy
6nictepu B nayuj Bonrapis thapmakoHarnsgy (BBeAEHHS y3arasibHEHNX JaHux

KapTOHHIl

npo cucTemy chapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0CO6MU, BigNOBiga1bHOI 3a
3[jiicHeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapMakoHarnsay B YkpaiHi, KO BOHA BigMiHHa
BiJl YNOBHOBaXeHOI 0CO6U, BiAMOBIAa/IbHOI 3a
3[jiCHEeHHs1 hapmakoHarnaay (Bkiuarum
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLEeHHI
MacTtep-aiina cuctemy papmakoHarniagy) -
3arBeppKkeHO: YNOBHOBaXeHa 0co6a, BignosigaHa
3a hapmakoHarnag: lise Sj?holm. KoHTakTHa
ocoba: boratuyk KatepvHa MuxaiiniBHa.
3anponoHoBaHo: yNoBHOBaXxxeHa 0coba,
BiAgnosigaHa 3a dhapmakoHarnag: Dr.Hedva
Voliovitch. KoHTakTHa ocoba: buctpoBa OkcaHa
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

BiTaniiBHa. 3MiHa KOHTAKTHUX AaHNX
YNOBHOB&XEHOT 0CO6U. 3MiHA KOHTaKTHUX AaHUX
KOHTaKTHOI 0c06M. 3MiHa MicLs 34iiCHEHHS
OCHOBHOI fisi/IbHOCTI 3 thapmakoHarnagy. 3miHa
agpecu macTtep-aiina. 3miHa Homepa macTep-
thaiina

81.

E3ONPAM

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOHO,
no 20 mr no 10 TabneTok
y 6nicTepi; no 3
6nictepn B nayuj
KapTOHHIi

AT AkTtasic 'pyn

IcnaHgis

AkTaBic NTA,
ManbTa;
BankaHdapwma-
AynHnua AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
y3ara/lbHeHUX JaHvx npo cuctemy
chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBaXeHOT 0cobw, BignoBiganbHoI 3a
3[jificHeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnisgy 3asaBHUKa AN 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, SKL0 BOHa BigMiHHaA
BiJ, yNOBHOBaXEHOI 0CO6MU, BiANOBIgaNbHOI 3a
3fjificHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHi faHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
MacTtep-haiina cuctemu hapmakoHarnisay) -
3arBepaKeHO: yNOBHOBaXKEHA 0c06a, BignosigaHa
3a hapmakoHarnsag: llse Sj?holm. KoHTakTHa
ocoba: boratuyk KatepuHa MuxaiinisHa.
3anponoHoBaHo: YNOBHOBaXXeHa 0coba,
BignosigaHa 3a papmakoHarnag: Dr.Hedva
Voliovitch. KoHTakTHa ocoba: buctpoa OkcaHa
BiTaniiBHa. 3mMiHa KOHTaKTHUX JaHUX
YMNOBHOBaXXEHOT 0CO6M. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0cO6U. 3MiHa MicLsA 3AiACHEHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnagy. 3miHa
agpecu mactep-chaiina. 3MiHa Homepa mMacTep-
thaiina

3a
peyenmom

UA/7029/01/04

82.

EKCTPAHIN

po3unH Ans
NepuUToOHeasIbHoro
gianizy no 2,5 n po3unHy
y NNACTUKOBOMY MILLIKY,
o6nagHaHomy
iH'EKLiiHMM nopToM Ta
3'eAHyBavemMm,
BK/1afleHOMY Y NpOo30pwii
NAacTUKoBUiA NakeT; No
4 KOMNNeKTn y
KapTOHHI Kopo6uj; no
2,5 N1 po3UnHy y
NAacTVKOBOMY MILLIKY,
o6nagHaHomy
iH'EKLiiHMM nopToMm, 3
iHTerpoBaHum 3a

Bakctep Xenckea
C.A.

IpnaHgjs

Bakctep Xenckea
C.A.

IpnaHgis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TUNY — nogaHHA oHoBneHoro CEP Ne R1-
CEP 1999-038-Rev 01 ana A®| HaTpito nakraty

Bif BXX€ 3aTBEPXEHOro BUPOOHMKa; 3MiHu | Tuny —
nogaHHa oHossieHoro CEP Ne RO-CEP 2010-083-
Rev 02 ana A®| HaTpito xnopuay Bif BXe
3aTBEPAXEHOr0 BUPOOHUKA; 3MiHu | Trny —
nogaHHs oHossieHoro CEP Ne R1-CEP 2007-356-
Rev 00 ana A®l kanbLito xnopuay Big Bxe
3aTBEPKEHOrO0 BUPOGHMKA

3a
peyerimom

UA/3426/01/01
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

[0MOMOrOI0 [1BOX
marictpaneii i Y-
3'eiHyBava NOPOXHIM
NAaCTUKOBUM MILLKOM
ANA ApeHaxy,
BK/TafleHUX Y npo3opuii
NAacTUKOBUIA NakeT; Nno
4 KOMNNeKTN y
KapTOHHiiA Kopobuj; no
2,0 1 po3UnNHy y
NAacTUKOBOMY MiLLIKY,
obnagHaHomy
iH'EKLiiHMM nopTOM Ta
3'eAHyBayveMm,
BK/1afleHOMY Y Npo30pwii
NAacTUKOBUIA NakeT; Nno
5 KOMNNekTiB y
KapTOHHiiA Kopobuj; no
2,0 1 po3UnNHy y
NAacTUKOBOMY MiLLIKY,
obnagHaHomy
iH'EKLiiHMM nopToM, 3
iHTerpoBaHuMm 3a
[0MOMOrOH [1BOX
marictpaneii i Y-
3'eHyBa4a NOPOXHiM
NAacTUKOBUM MILLKOM
AN5 ApeHaxy,
BK/1afleHUX Y npo3opuii
NAacTUKoBUiA nakeT; No
5 komMnnexTiB y
KapTOHHI KopoobLli

83.

EHrICTON

Tabnetku no 50
TabneTok y KOHTeliHepi
noninponiieHoBoMmy, no
1 KOHTelHepy B KOPOO6Li
3 KapTOHY

Bionoriwe
XainbmiTTe b
Xeenb MmM6X

HimeuunHa

Bionoriwe
Xannbmitresb
Xeenb MmM6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUMy - 3MiHa po3mipy cepii (Bk/IYatoun
[Jiana3oH po3mipy cepii) roToBOro Nikapcbkoro
3aco0y - po3LWNpeHo giana3oH po3mipy cepii Big 30
Kkr 0o 410 kr (kinbKicTb B Kr/ po3mip cepii: 30,2 kr,
101 kr, 201 kr, 402 kr)

6e3
peyenma

UA/2053/02/01

84.

EHTEPO 250

Kancynu no 250 mr no
10 abo no 20, a6o no
30, abo no 50 kancyny
NAAWUI CKNSHIN; no 1
NAALWLI CKNSHINA Y
KapTOHHI Kopobui; no 5
Kancyn y énictepi; no 2
abo no 4, abo no 6
6nicTepiB y KAPTOHHIi
Kopo6ui; no 6 kancyny

BIOKOJEKC

®paHujis

BIOKOJEKC

PpaHuin

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUNY - 3MiHa Yy MeToAax BUNPo6yBaHHA
roTOBOrO J1iKapCbKOro 3acoby - NpuBeAeHHs
MeTOoZiB BUNPOGYBaHHS rOTOBOrO J1iKapCbKOro
3acoby T. "MikpobionoriyHa uMcTtoTta" go Bumor EP;
3MiHu Il Tuny - 3MiHa y NapameTpax cneuudikauiii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWIA/NPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea APl - OHOBAEHHS

6e3
peyenma

UA/6295/02/01
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

6nictepi; no 5 6nictepis
Y KapTOHHili kopobLi

cneuudikauii A®I 1. "MikpobionoriyHa uncrora”;
3MiHu |l TNy - 3MiHa y metogax BunpobysaHHA API
abo BMXigHOro marepiany/npomikHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa A®| (CyTTEBA 3MiHA Y
6ion10riYHOMY/iMyHO0OTYHOMY/IMYHOXIMIYHOMY
mMeToZi BUNpobyBaHHs abo MeTogi, y SKoMy
BMKOPUCTOBYETbLCA 6ionoriuHniA peareHT ans
6ionoriyHoro A®l, a6o oro 3amiHa) - OHOB/IEHHS
mMeToZiB BUNpobyBaHHs Ad| T. "MikpobionoriyHa
yucrora"

85.

EPOCUN

Tabnetkn no 50 mr Ne 1,
Ne 2 (2x1), Ne 4 (4x1) y
6nictepi

TOB "AcTpadapm”

YkpaiHa

TOB "AcTpadapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TMny - 3MiHa BUPOGHMKa
BUXiAHOro/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
BMKOPMCTOBYIOTbCA Y BUPOOHUYOMY npoveci AdI,
ab0o 3miHa BUpo6HYKa (BKOYaKoun, e HeobxiaHo,
MicLle NpoBeAEeHHS KOHTPO/IO AKocTi) ADI - 3amiHa
BMpOo6HMKa AP| cnungeHadiny uurpary

3a
peyernmom

UA/14556/01/01

86.

EPOCUN

Tabnetky no 100 mr Ne
1, Ne 2 (2x1), Ne 4 (4x1)
y 6nictepi

TOB "AcTpadapm”

YkpaiHa

TOB "AcTpadapm”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:
3MiHu || TUny - 3MiHa BUPOGHKKa
BVXiZHOro/MpoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPWCTOBYOTLCS Y BUPOBHUYOMY npoveci AdI,
ab0 3MiHa BUPOGHUKa (BK/1HOYatoun, fe HeobxigHo,
MicLie NpoBeAeHHS KOHTPOO AkocTi) AP - 3amiHa
BMpo6HUKa ADI cnngeHadiny untpary

3a
peyenmom

UA/14556/01/02

87.

ECTE3N®IH

PO3UMH HaLKipHWI 1 %
no 15 mn a6o 20 mn y
donakoHi Ne 1

MAT "dapmak”

YKpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavliiiH1ux maTepianis:
3MiHK | TNy - 3MiHa y MmeTogax BunpobyBaHHA Ad|
abo BuxigHOro marepiany/npomikHoro
NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuuTBa A®| - JONOBHEHHA [0
crneuudikavii BXigHOro koHTposo A®l HaTUdiHy
rigpoxnopugy p. «laeHtudikauis» metog BEPX;
3MiHK | TUNY - 3MiHa y napameTpax cneuumdikaui
Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®l, abo BUXiAHWUA/NPOMIXHUIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoveci BUpo6HMLTBa AD| - BUTyYEHHS NOKa3HMKa
AaKocTi TemnepaTypa nnasneHHs 3i cneyydikadlii
BXifHOro koHTposa A®| HachTudiHy rigpoxnopnay

6e3
peyenma

UA/14783/01/01

88.

ECTPAMOH 50

nnactup
TpaHcaepmasbHuii, 50
Mkr/go6a no 1 nnactupy
B MaKkeTuKy; no 6
NakeTVKIB y KapPTOHHIi
Kopoo6Ui

CaHpo3
dapmacbioTikans
4.4,

CnoseHis

lekcan Al

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHY | TUny - 3MiHK Woao 6e3neku/etpeKkTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv go
y3araibHeHUX faHvX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux
npo cuctemy dhapmakoHarnsgy, 3miHa
yMNOBHOBaXXeEHOT 0co6M, BigNoBifabHOI 3a
3AilicCHeHHA hapMakoHarnsay; KOHTaKTHOT ocoou 3
dhapMakoHarisgy 3asaBHUKa ANs 34iNCHEHHs

3a
peyenmom

UA/5035/01/01
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA

BiZl yNOBHOBaXeHOI 0co6Wu, BiAMNOBIAa/IbHOI 3a
3pjlicHeHHst hapmakoHarnagy (Bkioyarum
KOHTaKTHi faHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi

MacTep-haiina cuctemu hapmakoHarnsgy) -

3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0Co6u B
YKpaiHi, yNOBHOBa)XEHOI 0CO6GU 3asiBHUKA,

BiANOBiAa/IbHOT 3a (papmakoHarnsg,

89.

€BPOPAMINPUN H
10

Ta6netkun, 10 mr/12,5 mr
no 20 TabneTok y
6nictepi; no 1 6nictepy
y nayui 3 KapToHy

TOB "®apma
Crapt"

YkpaiHa

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUMy - 3MiHa po3mipy cepii (Bk/IYatoum
[Jiana3oH po3mipy cepii) roToBOro Nikapcbkoro
3aco6y (3mMeHLweHHsA 40 10 pasiB) — 3MEHLUEHHS
pO3Mmipy cepii roTOBOro Jlikapcbkoro 3acofy -
3anponoHoBaHo: 1) 430 000 Ta6neTtok (90,30 kr
Tabnetmacu), 2) 1 050 000 Tabnetok (220,50 kr
Tabnetmacw), 3) 1 400 000 TabneTok (294,00 kr
Tabnetmacu), 4) 2 100 000 Tabnetok (441,00 kr
Tabnetmacu), 5) 2 800 000 Tabnetok (588,00 kr
TabneTmacw); 3miHu | Tuny - 3MiHa napameTpis
cneundikauii Ta/abo AONYCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (A0NOBHEHHSA cnevmdikawii
HOBWM MOKa3HUKOM 3 BifMOBIAHUM METOAO0M
BUNPOBYBaHHSA) — 3MiHa cneumdikaLii rotoBoro
NikapcbKoro 3acoby 3a nokasHUMKoM «CynpoBigHi
OOMILLKV», a caMe JOMNOBHEHHS crieumdikawi
i1eHTUIKOBAHO AOMILLKOK paminpuiy
(paminpunar); 3miHu | TMny - NogaHHA OHOB/IEHOTO
CEP gnsa A®l paminpuny Big, BXe 3aTBEPAKEHOrO
BUPOGHMKA

3a
peyernmom

UA/13528/01/01

90.

€BPOPAMINPUN H
5

Tabnetkn, 5 mr/12,5 mr
no 20 TabneTok y
6nicTepi; no 1 6nictepy
y nayui 3 kKapToHy

TOB "®apma
Crapt"

YkpaiHa

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUMy - 3MiHa napameTpiB cneuudikawii
Ta/abo f0oNyCTUMUX MEX rOTOBOrO NiKapCbKoro
3aco6y (fonoBHeHHs cneuudikaLii HOBUM
MOKa3HWKOM 3 BiNOBIAHUM METOA0M
BMNPOBGYBaHHSA) — OMNOBHEHHS creuudikaLi
roTOBOrO MiKapCbKOro 3acoby 3a MoKasHMKOM
«CynpoBigHi fOMILLKM», a came ifeHTUikoBaHoO
[OOMILLKOI paminpuny (paminpunart); 3MiHv | Tuny -
nogaHHs oHoeneHoro CEP ana A®I paminpuny Big,
BXe 3aTBep)KEHOro BUpo6HMKa

3a
peyerimom

UA/13529/01/01

91.

3ANTPAN
(ZALTRAP)

KOHLLeHTpaT Ans
PO34MHY AN iHQY3in, 25
Mr/mn no 4 mn a6o 8 mn
y th1aKoHi

TOB "CaHodhi-
ABEHTIC YKpaiHa"

YkpaiHa

CaHodpi-ABeHTiC
[Loliunang M6 X

Himeuunna

BHECEHHS 3MiH 10 peecTpaLjiiiH1ux maTepianis:
3MiHK | TUNYy - 3MiHa BUPOOHUKA
BUXiAHOro/NPOMIXHOrO NPOAYKTYy/peareHTy, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHUYOMY npoveci API,
ab0 3MiHa BMPOOHUKa (BK/THOYatoun, ge HeobxigHo,
MicLe NpoBeEeHHA KOHTPOS0 AKOCTi) AdI -
[JopasaHnHa Building 12 komnanii Regeneron
Pharmaceuticals, Inc., 81 Columbia Turnpike,

3a
peyenmom

UA/13061/01/01




73

Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
Rensselaer, New York 12144, USA B sikoCTi
anbTepHaTUBHOT AiNbHULI AN 36epiraHHsA
onoBHoro 6aHky kNiTvH Ta/abo Po6oyoro 6aHKy
KNITUH. BuganeHHs ginbHuup ans 3éepiraHHs, ski
6inblue He BUKOpUCTOBYHOTLCA: Building 81
Regeneron Rensselaer N.Y. manufacturing site,
USA; American Type Culture Collection (ATCC),
10801 University Boulevard Manassas, Virginia
20110-2204, USA, Bioreliance, West of Scotland
Science Park Glasgow, Lanarkshire G20 OXA, UK.
HesHauHi pegakTopcbki 3MiHW y po3ginax 3.2.S.2.3
Ta3.2.A.1.
92. | 3EN1QOKC® MOPOLLIOK Ta PO3UYNHHUK Mdpaiizep IHk. CLIA MakyBaHHs, ®paHuia/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/2595/02/01
0151 pO34MHY ONs MapKyBaHHS, CLWA 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
iH'eKUin no 20 mry BMNYCK cepil, HaliMeHyBaHHS Ta/abo agpecu micus
chnakoHax Ne 1y KOHTPONb Npn NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
KOMNNekTi 3 BUMYyCKy Ta npu roTOBOrO /iKapCbKOro 3acoby, BkIo4aum
PO34MHHKKOM (BOAA ANA cTabinbHOCTI, Ta AinbHULU BUNYCKy cepii abo micue npoBegeHHs
iH'ekyjn) no BVMPOGHMLTBO, KOHTPOJIO SIKOCTI. (ZisANbHICTb, 3a 5Ky BifnoBigae
1,2 mn B amnynax Ne 1 nakyBaHHS i BMPOGHMK/IMNOPTEP, HEe BK/IOUAUM BUMYCK Cepild)
KOHTPO/1b SKOCTI (3miHa Ha3Bu BUpOo6HYWKa M3 dapmauis i AngpkoH
PO34YUHHKKA: KomnaHi /I1C, CLWA) (TepMiH BBeAEHHS 3MiH
dapesa Ambyas, NpoTArom 3-X MicsLiB NicNs 3aTBEPKEHHS)
®paHuis;
Brpo6HMLTBO
npenaparty "in
bulk", nakyBaHHs,
MapKyBaHHS,
KOHTPO/b Npun
BUMYyCKy Ta npu
CTabiNbHOCTI:
dapmauis i
AnmpkoH KomnaHi
JNIIC, CLWA
93. | 3IPTEK® Kpanni opasibHi 1 % no FOCB ®apwim C.A. | LWBeliuapis Elicika ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/1577/01/01
10 mn y dhnakoHi; no 1 dapmacbloTUKan3 3MmiHu | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa peyenma
h1aKoHy Y KapTOHHIiA C.P.N HaliMeHyBaHHs Ta/abo agpecy 3asBHMKa
Kopo6bLi (BNnacHuKa peecTpauiiiHoro nocBig4eHHs1) (3MiHa
HalilMeHyBaHHS 3as1BHUKa)
94. | 30BIPAKC® Kpem 5% no 2 ry Ty6i; nakcoCmiTKnsiiH Benvka "nakco Benvka BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/8629/01/01
no 1 Ty6i y KapTOHHIl KoHcbtomep BputaHis OnepeliwHc FOK BpuTtaHis 3MiHa 3asBHMKa (BNnacHUKa peectpauiiioro peyenma
Kopoo6ui Xenckep (FOK) Nimiteq noceigueHHst) (TepmiH BBEAEHHS 3MiH MPOTAroM 6-
TpeiigiHr JliviTen TW MicsLiB NiCNsa 3aTBEpAXEHHS)
95. | 30MEPUNH® MOPOLLIOK A1 PO3UMHY Opxig Papma IHAiA OPXI4 XENTXKEP IHAis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/5033/01/01
ons id'ekuin, 4r/0,5r, 1 NimiTeq (BipgaineHHsa Opxig 3MmiHu | TUNY - AgMiIHICTpaTUBHI 3MiHK. 3MiHa peyenmom

(h/1aKoH 3 NOPOLUKOM
(4,5T) y kopobui 3
KapToHy

Kewmikasic eHfy
dapmacbloTikasc
NimiTen)

HaliMeHyBaHHs1 Ta/abo agpecy 3asiBHMKa
(BNacHuKa peecTpauiiHoro nNocBig4eHHs1) (3MiHa
HaliMeHyBaHHS 3asiBHMKA); 3MiHu | Tuny -
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecy MicLA NPOBaXEHHS Ais/IbHOCTI
BMPOGHMKa (BK/IKOYAK0YM, 38 HEOOXIAHOCTI, MicLe

NPOBeAEHHS KOHTPOJIIO SKOCTi), a60 BriacHUKa

macTep-gaiina Ha Adl, abo nocTavanbHMKa
Adl/BuxigHoro matepiasy/peareHTy/npoMixXHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCS Yy BUPOOHNLTBI ADI
(AKLLLO 3a3HAYEHO Y A0CbE Ha JlikapCbKuii 3acib) 3a
BifICYTHOCTI cepTudikara BifnoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHMKA HOBOI LOMOMIXHOT
PEeYoBUHM (SIKLLLO 3a3HAYEHO Y A0CLE) (3MiHa Ha3BuW
BMpo6HUKa AP ninepaunnivy Hatpito Ta A®I
TazobakTamy HaTpito, 6e3 3MiHM Micus
BMPOGHULTBA); 3MiHM | TURY - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHM) (3amiHa rpacpiiHOro 306paXeHHS YMakoBKM
Ha TeKCT MapKyBaHHA A1 NEPBUHHOT Ta BTOPUHHOT
yNaKoBOK)

96.

3OMEPUVH®

MOPOLLOK A4/15 PO3UNHY
ans iH'ekuii no 4 r/0,5,
1 donakoH 3 NOPOLUKOM
(4.5 1) y kopobui 3
KapToHYy

Opxig Papma
Nimiteq

IHais

AcTtpan Crepitey
MpaiseT fNimiTeq,

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHn | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapCbKWii
3aci6. 3MiHN y BUPO6HULTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYOTLCS BUMYCKY cepii Ta
KOHTPO/10 SIKOCTi FOTOBOrO MiKapCbKOro 3acoby
(3amiHa abo foAaBaHHS BUPOOHMKA, LU0
BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepir) -
Bkntoyatoun KOHTPONb/BUNPO6YBaHHSA cepii -
3a3HavYeHHs BUPOGHMYOT AinbHuLi AcTpan
Crepiteu MNpaiiBeT JlimiTea, ska Bignosigae 3a
BWMYCK Cepil, BKNOYAKUN KOHTPO/b/BUNPOBYBaHHS
cepii. CynyTHsi 3MiHa- 3MiHW 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa
abo BBeiEHHA AOAATKOBOI AibHULL BUPOGHMLTBA
[N YacTnHM abo BCbOro BUPOBHNYOro npouecy
rOTOBOIO JIiKApCbKOro 3acoby (iHLWi 3MiHK)

3a
peyenmom

UA/5033/01/01

97.

IBYNMPO®EH

TabneTkn, BKPUTI
060/10HKO0, MO 200 Mr
no 10 TabneTtok y
6nictepax; no 10
Tabnetok y 6nictepi; no
5 6nicTepiB y nayui 3
KapToHy; no 10
Tabnetok y 6nictepi; no
90 6nicTepiB y kopobuj 3
KapToHy

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3miHn) (3amiHa
rpachiyHoro ohoOpMIEHHS YNakoBK/ Ha TeKCT
MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT YNakoBOK, 3
Bi4NOBIAHOI 3aMiHO po3ainy «[padivHe
0hOpMNIEHHS YNaKOBKM» Ha PO34in
«MapKyBaHHS», Ta BHECEHHSI HE3HAUYHNX
pefakLiiHiX NpaBoK y TEKCT MapKyBaHHS
NepBUHHOT Ta BTOPVHHOI ynakoBok) (TepMiH
BBEEHHS 3MiH MPOTAroM 6-TW MicAUiB nicns
3aTBEpPAKEHHS); 3MiHK | Tuny - AgMiHICTpaTuBHI
3MiHM. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu

6e3
peyenma

UA/7108/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
3asBHVKa (BNacHMKa peecTpauiiHoro nocBig4eHHs)
(3miHa agpecu 3aaBHNKa) (TepMiH BBEAEHHS 3MiH
NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMXKEHHS);
3MmiHu | TUNY - AgMiIHICTpaTUBHI 3MiHK. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPoBaPKEHHSA AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKI0Yaum
OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOJIO AKOCTI. (AiANbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/iIMNOpPTEp, BK/TKOYAKOUM BUMYCK CEpilt)
(3miHa appecu BMpo6HUuKa 13, 6e3 3MiHU MicLA
BMPO6HULTBA) (TEPMIH BBELEHHS 3MiH NPOTArom 6-
TV MiCALB Nic/1a 3aTBepAKEHHS)
98. | IAAPYBIUVH KOHUeHTpaT ans EBEBE ®apma ABCTpist EBEBE ®apma ABCTpis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15306/01/01
EBEBE® po3unHy Ans iHdysii, 1 lec.m.6.X. Hoor. KI lec.m.6.X. Hdor. KI 3MiHM | TUNy - 3MiHa HalimeHyBaHHs Ta/abo agpecu peyenmom
mr/ma no 5 mn (5 mr) MiCLii NPOBaPKEHHS AiSNIbHOCTI BUPO6HUKA
a6o 10 mn (10 mr) y (BKtOYatoum, 3a HeOH6XiAHOCTI, MicLe NPoBeeHHS
cnakoHi; no 1 abo no 5 KOHTPO/IO SIKOCTI), ab0o BNnacHuka mactep-aiina
chakoHiB B KOpo6Li; No Ha A®|, abo noctavanbHuka AdI/BuXigHOro
20 mn (20 Mr) y mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
chnakoHi; no 1 donakoHy 3aCTOCOBYHOTLCS Y BUPOOHULTBI AD|
y Kopobui
99. | IMATUHIB-TEBA TabneTtku, BKPUTI MNIBA XpBaTtcka Xopsaris MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/13727/01/01
NAIBKOBOK 060I0HKOLO, 4.0.0. 4.0.0. 3MiHM | Tuny - nogaHHsa Hosoro CEP Ne RO-CEP peyenmom

no 100 mr no 10
Tabnetok y 6nictepi, no
1 a6o no 6, abo no 12
6nicTepiB y kopobu,

2015-096-Rev 00 gns A®| imaTuHiby Bif,
3aTBEPKEHOr0 BUPOOHMKA; 3MiHU | Tvny -
36iNbLUEHHS Nepiody NOBTOPHOrO BUMPO6YBaHHSA
A®| imaTuHIby BUpo6HMUTBaA Pliva Croatia Ltd.
(TAPI Croatia); 3MiHuK | TUNY - NpuBEeLEHHS
cneumdikauii BXigHOro KoOHTpono Ad| imaTuHiby Ao
BMMOT MOHorpadii «Imatinib mesilate» EP T1a 3
ypaxyBaHHsIM BUMOT Bif, BUPO6HMKIB A®I; 3MiHu |
MMy - 3MiHa y MeTogax BunpobysaHHa APl abo
BUXIAHOIO MaTepiany/npomixXHOro
NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci Bupo6bHuuTBa A®I - He3HauHa 3MiHa B
MeTOZ, BXigHOro koHTposno A®l, a came 3miHa
hopMynIM po3paxyHKy B METOLi KislbKiCHOro
BM3HAYEHHS MeTaHCy/Ib(pOHOBOI KMCNOTU; 3MiHa B
MeToZi BXiIHOro KOHTposto AP, a came MeTof
BM3HAYEHHSA 3a/IMLLKOBUX PO3YMHHUKIB Bif,
BMpo6Huka APl (TAPI Croatia) 3aMiHEHO MeTOAOM
Bif, BUPOGHMKA rOTOBOrO /liKapCbKoro 3acoby; 3miHa
B MeTofi BXiAHOro KOHTponto Adl, a came meTos,
BM3HAYEHHS 3a/1ILLKOBOrO PO3YMHHYMKA Bif
BMpo6Huka A®I (TAPI Croatia) 3aMiHEHO METOAOM
Bi, BUPOGHKKA rOTOBOrO NiKapCbKoro 3acoby; 3MiHn
Il TMNY - NoA4AaHHSA OHOBIEHOrO MacTep-haiay Ha
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A®| imaTnHIGY BUpo6HUMLUTBa Natco Pharma Ltd.

100.

IMATUHIB-TEBA

TabneTku, BKPUTI
NAIBKOBOK 0B0I0HKOHO,
no 400 mr no 6 TabneTok
y 6nicTepi, no 5
6nicTepis y kopobu,

MNIBA XpBarcka

[.0.0.

Xopsaris

MNIBA XpBartcka
A.0.0.

Xopsaris

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | Tuny - nogaHHa Hosoro CEP Ne RO-CEP
2015-096-Rev 00 gnsa A®| imaTuHiby Big
3aTBEPMAKEHOrO BUPOOHMKA; 3MiHW | TRy -
36iNbLUEHHSA Nepiody NOBTOPHOrO BUMPOGYBaHHS
A®| imaTuHiby BUpo6HMUTBa Pliva Croatia Ltd.
(TAPI Croatia); 3MiHK | TUNY - NpUBELEHHSA
cneumdikayii BXigHOro koHTposito Ad®| imaTuHIBy fo
BMMOr MoHorpadii «Imatinib mesilate» EP Ta 3
ypaxyBaHHsIM BUMOT Bif, BUPO6HMKIB A®I; 3MiHu |
TMny - 3MiHa y MeTogax sunpobysaHHa APl abo
BMXifHOrO Matepiany/npoMixXHOro
NpOAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci Bupo6HuuTBa APl - He3HauHa 3MiHa B
MeTogi BXigHOro KoHTponto A®l, a came 3miHa
hopMy/IM po3paxyHKy B METOZ Ki/lbKiCHOro
BM3HAYEHHA MeTaHCy/Ib(POHOBOI KNCNOTH; 3MiHA B
MeTogi BXigHOro koHTposo Adl, a came meToq,
BU3HAYEHHS 3a/INLLIKOBUX PO3UYMHHWKIB Bif,
BMpo6Huka APl (TAPI Croatia) 3aMiHEHO MeTOAOM
Bifl BUPOGHMKa rOTOBOrO /iKapCbKOro 3acoby; 3MiHa
B MeTofi BXiAHOro KOHTponto Adl, a came meTof,
BM3HAYEHHS 3a/IMLLKOBOrO PO3YMHHVMKA Bif,
BMpo6Huka APl (TAPI Croatia) 3aMiHEHO MeTOAOM
Bi, BUPOGHKKA rOTOBOrO NiKapCbKoro 3acoby; 3MiHn
Il TMNY - NogaHHSA OHOBNEHOrO MacTep-aiiny Ha
A®| imaTnHIOY BUpo6HUMLUTBaA Natco Pharma Ltd.

3a
peyenmom

UA/13727/01/02

101.

IMYMNPET®

TabneTtku, BKPUTI
060/10HKO0, M0 25
TabneTtok y 6nictepi; no
2 6nicTepu y KapTOHHii
Kopoo6ui

BioHopuka CE

HimeuunHa

BioHopvika CE

Himeuunna

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | Tuny - po3gin «lpadiuHe odhopmaeHHs
YMakoBKW» 3aMiHEHO PO3AiI/TIOM «MapKyBaHHs».
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS; 3MiHM | TUMY - 3MiHa y MeToAax
BUMPOOYBaHHA rOTOBOrO NiKapCbKOro 3acoby 3a
NOKa3HNKOM «BMiCT. 3arasibHa KinbKicTb
nonideHoniB y nepepaxyHky Ha miporason», 3a
NOKa3HWKOM «laeHTudikauis»; 3miHv | Tuny - 3miHa
napameTpiB cneuudikauiii Ta/abo gonycTuMmx
MEX roTOBOrO JliKapCbKOro 3acoby - BUMYyYEHHS
nokasHuka «MiLHicTb» 3 cneumdikawii rotoBoro
niKkapcbKoro 3acoby

6e3
peuyenma

UA/6909/02/01

102.

IMYPAH

TabneTkn, BKPUTI
N/iBKOBOK 0GO/IOHKOLO,
no 50 mr no 25 TabneTok
y 6nicTepi; no 4
6nicTepn B KAPTOHHIA
Kopoo6Li

AcneH ®apma
TpeigiHr Nimiteq

Ipnangis

Ekcenna rm6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/edpeKTUBHOCTI
Ta thapmakoHarnsigy. BeegeHHsa abo 3miHu 1o
y3arasibHeHVX AaHnX Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHNX JaHnx
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBAXEHOI 0CO6MU, BignoBiganbHOI 3a

3a
peyenmom

UA/0116/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
3[jiicHeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
BiJl YNOBHOBaXeHOI 0CO6U, BiAMOBIAa/IbHOI 3a
3[jiCHEeHHs1 hapmakoHarniaay (BkiKyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTtep-aiina cuctemy papmakoHarniagy) -
3aTBepKeHO: YNoBHOBakeHa 0coba 3asBHUKA,
BiANoOBifgasbHa 3a hapmakoHarnsag - Tomac
MakkoHaH / Thomas Mcconnon. 3anponoHOBaHoO:
YnoBHoBaxkeHa ocoba 3asBHMKa, BignosiganbHa 3a
thapmakoHarnsg - KaponiHa C3kygnapek / Karolina
Szkudlarek. 3miHa KOHTaKTHMX AaHWX
YNOBHOB&XEHOT 0CO6U. 3MiHA KOHTaKTHUX AaHnX
KOHTaKTHOI 0cobm
103. | IHBAH3® niodpinisat Ans po3unHy Mepk Wapn i Joym | LUBeliuapisa Hepo3dacoBaHa ®paHuia/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/9179/01/01
ons iH'ekuiino 1 r, 1 loea, IHK. npoAyKLis, Higepnavan | 3miHu | TUNYy - 3mMiHa y MeTogax BunpobysaHHs AdI peyenmom
a60 5 cknsaHux hnakoHis nepBuHHE abo BMXigHOro marepiany/npomikHoro
Y KapTOHHIl1 kopobLi nakyBaHHs, npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
BTOPWHHE npoueci Bupo6HuLTBa A®I (BKIOHAKOUM 3aMiHYy
nakyBaHHs, a60 [0onoBHEHHS)) APl abo BMXiAHOrO/MPOMIXXHOIO
KOHTPO/Tb Ta NPOAYKTY) — BBEAEHHS a/IbTEPHATVBHOT METOANKN
BMNYCK cepil: ICP-OES ans Bu3HayeHHsi nanagio y A®l fo xe
Na6opaTtopii Mepk 3aTBEPKEHOI METOAVKM; 3MiHW | TURY - 3MiHA Y
LWapn i foym napameTpax crneuudikauii Ta/abo JonycTUMmX
LLinépe, PpaHuis; MeX, BU3HaYeHux y cneumaikauisx Ha A®l, abo
BTOPVHHE BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
nakyBaHHS BUKOPWCTOBYIOTbCSA Y NpoLeci BUpobHMUTBa AD| —
(anbTepHaTuBHUIA 3BY)EHHSA [0MYCTUMUX MEX 38 NOKa3HWKOM
BMPOGHUK): Mepk «MNanagjn» y cneumndikavii AdI
LWapn i foym B.B.,
Higepnanau
104. | IHAOKONNIP® Kpanni o4Hi, 1 mr/mMa no TOB "BAJIEAHT YkpaiHa JlabopaTopis dpaHuis/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/3260/01/01
0,1% 5 Mn 'y dpnakoHi- PAPMACBHIOTIKA LLloBeH, ®paHLis; HimeuyunHa 3MiHuM | TUNY - NOAAHHA OHOB/IEHOTO cCepTudlikaTa peyenmom
KpanesibHuui, no 1 na" [p. F'epxaps MaHH, BiAnoBigHOCTI EBponeiickbkili hapmakonei Ne R1-
dhnakoHy-KpanenbHuui y Xem.- chapm. CEP 2009-256-Rev 00 ans gito4oi pe4yoBmHu
KapTOHHI KopooLi dabpuk M'M6X, Indometacin Big Bxe 3aTBepAXeHOro BUpoOHMKa
HimeuunHa
105. | IHPAHPUKC™ IMNB | cycneHsis gns iH'ekuji nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/13939/01/01
KOMBIHOBAHA no 0,5 mn y nonepegHb0 Ekcnopt NimiTeq, BpuTaHis Bionogxikans C.A. 3MiHK | TUny - 3MiHa HalimeHyBaHHS Ta/abo agpecu peyenmom

BAKUVHA ANnsi
MPO®INAKTUKN
LOUNDTEPII,
MPABLS,
KALL/THOKA
(ALETFONAPHNIA
KOMMOHEHT) TA
nonioMienITy

3anoBHEHNX
OfIHOPa30BUX LUMPULAX
Y KOMMNEKTi 3 rofikamu,
Ne 1 a6o Ne 10 y
nnacTKoBoMy
KOHTEWHepi y KapTOHHIl
Kopoo6Li

MiCLii NPOBaPKEHHA AiSNbHOCTI BUPOOHUKA
(BKOUAOUM, 32 HEOOXIAHOCTI, MicLe NPOBEeAEHHS
KOHTPO/O SKOCTi), abo BriacHuka mactep-caiina
Ha A®I, abo nocTayasibHuka Adl/BuxigHoro
mMaTtepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
3aCTOCOBYHTLCS Y BUPOOHULTBI AD| - 3mMiHa Ha3BYK
BMPOGHYKa Aitounx pevoBuH andptepilitoro (D) Ta
npasLeBoro (T) KOMMOHEHTIB BaKUMHW, Y 3B'A3KY i3
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
npugbaHHsam komnaHieto GSK Vaccines GmbH
nignpuemctea Novartis Vaccines and Diagnostics
GmbH & Co. KG
106. | IHGAHPUKC™ CyCneHsis ANs iH'ekujiit nakcoCmiTKnsiiH Benuka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15120/01/01
KOMBIHOBAHA no 1 nosi (0,5 mn) y Ekcnopt NimiTeq, BpuTaHis Bionoaxikans C.A. 3MiHuM | TUNY - 3MiHa Ha3BM BUPOBHMKA AitoumnX peyenmom
BAKUUHA ANA nornepenHL0 pevoBuH andptepiiHoro (D) Ta npasuesoro (T)
MPO®PINAKTUKN 3anoBHeHoMy Wwnpuui Ne KOMMOHEHTIB BaKLWHN
LNOTEPII, 1y KOMNNEKTi 3 OAHiElD
NPABLA, abo ABoma rosikamu
KALLTHOKY
ALIENIONAPHA
OUMLLEHA
IHAKTUBOBAHA
PIOKA
107. | ITIPEC CNAT. Kpanni opasbHi no 30 MEKAHA HimeuunHa MEKAHA HimeuyunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/14839/01/01
NMeKA M1, no 50 My dpriakoHi HATYPXAUIbMIT HATYPXAWTIbMIT 3MiHu | TUNy - AgMiHiCTpaTUBHI 3MiHW. 3MiHa Ha3BU peyenma
Nel TE/Ib I'm6X TENb M'm6X nikapcbKoro 3acoby (3MiHa Ha3BU rOTOBOro
nikapcbkoro 3acoby (6ysno - IMPEPAN "CMNAM
NEKAHA)
108. | KAMIO noang, Kpanni o4Hi, 20 mr/mn, ToBapucTso 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHx maTepianis: 3a UA/5107/01/01
no 5 mn aéo no 10 mny 06MeXeHOo BUPOOHMLTBA, 3MiHun Il TUny - 3MiHK Wopao 6e3nekn/eddeKTUBHOCTI peyenmom
donakoHi; no 1 dpnakoHy BiANOBIAA/TLHICTIO KOHTPO/1b SIKOCTI, Ta cpapmakoHarnsgy. BHeceHnHst abo 3miHa(u) oo
pasom 3 KPULLIKOO- "[locnigHwnii 3aBog, BUMYCK Cepii: 3060B'sI3aHb Ta YMOB BMAaui peectpauiliioro
KpanesibHMLE B nauui 3 "rTHUAC" ToBapucTtso 3 NocCBigYeHHs, BKAoUatoumn MaaH ynpaeniHHS
KapToHy 06MexeHo pr3nKamu (3acTocyBaHHS 3MiH(1), Aki(a)
BiANOBiAA/IbHICTIO BMMaratoTb(€) NofanbLIOro 06rpyHTyBaHHS
"flocnifHuii 3aBog, HOBUMW [OLATKOBMM AaHUMMU, LLIO MatoTb
"THUC", YkpaiHa; HaaBaTUCA KOMMNETEHTHUM OpPraHoM, OCKi/IbKN
BCi cTagii BMMAraeTbCs CyTTEBA OLiHKA KOMNETEHTHUM
BUPOOHMLTBA, opraHom) (BuKoHaHHs1 3060B'si3aHb BignoBigHO A0
KOHTPO/1b SIKOCTI, nignyHkTy 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY 2
BUMYCK Cepii: pogpatky 15 no MNMopsaky npoBefeHHs ekcnepTnsun
ToBapucTBO 3 peecTpauiiiHMx MaTepianie Ha fikapcbki 3acoou,
06MeXeHOI0 LLI0 NOAAI0THCS Ha flepXaBHy peecTpaLiiio
BiANOBiAA/IbHICTIO (nepepeecTpadiio), a TakoX ekcnepTnsn
"®APMEKC IPyn", marepianis NPO BHECEHHS 3MiH 40 peecTpaLiiHnX
YkpaiHa marepianis NpoTArom Aii peecTpadiiHoro
NnocBigYeHHs, 3aTBepapKeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big
23.07.2015 Ne 460)
109. | KAMIO Noang, Kpanni o4Hi, 20 mr/mn no ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaljiiiH1ux maTepianis: 3a UA/5107/01/01
5 mn abo no 10 mny 0bMexeHo BMPOGHMLTBA, 3MiHM | TUMy - 3mMiHa napameTpiB cneuudikawii peyenmom
donakoHi; no 1 dpnakoHy BiANOBIAA/ILHICTIO KOHTPO/Ib SIKOCTI, Ta/abo fonyCTUMUX MEX NS AONOMDKHOT
pasom 3 KPULLKOO- "[locnifHwnii 3aBof, BUMYCK Cepii: peyoBMHY (IHLLI 3MiHK); 3MiHW | TURY - 3MiHW,
KpanenbHuueto B "rHunc ToBapucTBO 3 NoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y
KopobLi 3 KapTOHY 06MeXeHo BigNoBigHICTb A0 MoHorpadii 4PY a6o

BiANOBIAA/LHICTIO
"[locnigHuii 3aBog

€sponeiicbkoi thapmakonel, abo iHLWoi
HauioHa/IbHOI chapmakonei gepxasu EC (3miHa y
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"THUNC", YkpaiHa;
BCi cTagii
BVMPOGHMLTBA,
KOHTPO/Tb AKOCTI,
BUNYCK cepil:
ToBapucTBo 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"®APMEKC IrPyn",
YkpaiHa

cneuudikayisix, NnoB'A3aHa 3i 3miHamy B JdY, abo
€Bponelicbkiin hapmakonei, abo iHLLii
HauioHasbHi chapmakonei gepxasu €C); cynyTHs
3MiHa: 3MiHa y MeToAax BUNpo6yBaHHS JOMOMDKHOI
pPeYOBUHM (HE3HAYHI 3MiHW Y 3aTBEpPKEHNX
meTofax BUNPOoO6yBaHb); 3MiHW | TUMY - 3MiHK,
NoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y
BigNoBigHICTL A0 MOHorpadii 4PY a6o
€Bponeiicbkoi thapmakonel, abo iHLWoi
HaujioHanbHOI hapmakonei gepxasu €C (3miHa y
cneuudikayisix, NnoB'a3aHa 3i 3MiHamu B JdY, abo
€Bponelicbkiil hapmakonei, abo iHLuii
HaujioHasbHIli hapmakonei gepxasu €C); cynyTHsS
3MiHa: 3MiHa y meTogax BunpobysaHHA APl abo
BMXifHOro Martepiany/npoMixXHOro
NpoAYyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTBa AP (iHWIi 3MiHK Y MeToAax
BMNpoGyBaHHSA (BK/IHOYaoun 3amiHy abo
[0MnoBHEHHs) A®| abo BMXiAHOro/npoMiKHOTO
NpoAyKTY); 3MiHK | TNy - 3MiHW, NOB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTbL A0
MoHorpadii 4PY abo EBponeiicbkoi hapmakoner,
abo iHWOI HauioHanbHOI thapmakonel gepxasn €C
(3MiHa y cneuundikauisx, nos'a3aHa 3i 3amiHO
BMMOr MoHorpadii JdY abo iHLWOoi HalioHanbHOT
hapmakonei gepxasu €C Ha BUMOrM MoHorpadit
€BponeiicbKkoi thapmakonel); cynyTHS 3MiHa: 3MiHa
y MeTogax BMnpobyBaHHA [OMNOMKHOI PeHOBNHM
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeToaax
BMNPOBYBaHb)

110.

KAMIKO OPOTAT

Tabnetky no 500 mr no

10 Tabnetok y 6nictepi

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOGHNUNIA LIEHTP
"Bopuuariscbkuii
XiMiKO-
hapmaLeBTUYHWI
3asopa”

YkpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BMPOBHWYMIA LIEHTP
"BopLuariBCbkuii
Ximiko-
hapmaLeBTUYHNIA
3aBof", YKpaiHa;
ToBapucTBO 3
obmexeHoo
BiANOBIAA/LHICTIO
"Arpochapm",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHK | TUNY - 3MiHa NocTavasibHMKa NakyBabHUX
mMartepianis abo KOMMIEKTYUMX (KO0 3a3Ha4YeHo
B [OCbE) (BU/TyYEHHS MOCTavyasibHUKa) - BUTYYEHHS

HaliMeHyBaHHS NocTava/1bHUKIB NaKyBaslbHUX
MaTepianis 3 MaTepianis peecTpauiiiHoro gocee (3
nigpo3giny 3.2.P.7. Cucrema ynakoska/ykynopka);

3MiHK | Tuny - 3MiHa napameTpiB cneyudikawii

Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCbKoro

3ac006y (iHWi 3MiHK); 3MiHK | TUMy - 3MiHa Y

MeToAax BUNPoGYBaHHSA rOTOBOTO JliKapCbKOro

3ac06y (He3HauyHa 3MiHa y 3aTBEPA)KEHNX METOAAX
BMNPOGYBaHHS); 3MiHW | TUMY - 3MiHM, NOB'A3aHi 3

HEOB6XiAHICTIO NPUBEAEHHSA Y BiANOBIAHICTL A0
MoHorpadii dY abo €Bponeiicbkoi hapmakoner,
abo iHLWOI HauioHasTbHOI thapmakonei gepxasun EC

(3miHa y cneuudpikauisix, nos'sasaHa 3i 3MmiHamu B

[Py, abo €sponeiicbkili hapmakonei, abo iHLwil

6e3
peyenma

UA/7308/01/01
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HaujioHasbHIl hapmakonei gepxasu €C) -y
cneumdikauii fs18 KOHTPOJ/IH aKTUBHOT Cy6CTaHLil
«Kanito opoTtat» 3MiHV 3a po3gaisiom
«MikpobionoriyHa ynctota» 3rigHo Bumor EP/dY;
3MiHK | Tuny - 3MiHa napameTpiB cneyudikawii
Ta/abo foMyCTUMUX MeX A1 [OMNOMIKHOI
peyoBMHY (iHLLI 3MiHK); 3MiHK | TURY - 3MiHW,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi dhapmakonel, abo iHwoi
HauioHasbHOT hapmakonei gepxasu €C (3MiHa y
cneuudikavisix, nos'asaHa 3i 3MiHamu B dY, abo
€Bponelicbkin hapmakonei, abo iHLLii
HaLjioHasnbHIli hapmakonei gepxasu €C) -y
cneumdikaLii N8 KOHTPO/IKO SOMOMDKHOI PEHOBUHMN
«Cop6iT» 3MiHM B po3dinax «Onmc»,
«lpeHTudpikauis» Ta «MikpobiosoriyHa umctoTa»
3rigHo Bumor EP/A®Y. B posginax «CynposigHi
LOMILKM», «CBUHeLb», «Hikenb» - BBEEHO HOBUIA
CTUNICTUYHWIA BUKNAA,; PO34iNn «PO3UNMHHICTb»
BW/IyYEHO | NEpeHeceHo y p. «BnactnsocTi»;
po3ainu «Mpo3opicTb po3unHy» Ta «Ko/bopoBiCTb
PO34MHY» 06€HaHO Y PO3ian «30BHILUHIN BUTNAS,
pO3uKHy»; 3MiHK | TUNY - 3MiHa NapameTpiB
cneuudikauii Ta/abo AoNyCTUMUX MEX A5
[OONOMDKHOT PeYOoBUHU (BU/TYHYEHHS 3i cneuudikauit
HEe3Ha4YHOro nokasHuka (Hanpukiag, 3actapinoro
nokasHuka)) - 3i cneumdikavii g1 KOHTPOO
[0MOMDKHOT peyoBMHU «MarHito cteapar»
BUTYYEHO PO34in «HacunHa ryctuHa»; 3amiiu | Tuny
- 3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BifgNoBigHICTL A0 MOHorpadii 4PY a6o
€sponeiicbkoi thapmakonel, abo iHLWoi
HaujioHanbHOI hapmakonei gepxasu €C (3miHa y
cneuudikayisix, NnoB'a3aHa 3i 3MiHamy B JdY, abo
€Bponelicbkiin hapmakonei, abo iHLuii
HaujioHasnbHIl hapmakonei gepxasu €C) -y
cneumgikauili Ans KOHTPOJIKO AOMOMDKHOT
PeyYoBUHMN «/1aKTO3M MOHOTIgpaT» 3MiHM B po3ginax
«laeHTudikauis» (CTUAICTUYHWIA BUKIaA), po3ain
«Baxki MeTanin» BUYYEHO; 3MiHW | TUNY - 3MiHK
BMNpPo6yBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig vac
BMPOOHULITBA rOTOBOrO NiKapCbKoro 3acoby
(BUYYEHHS HECYTTEBOIO BUNPOGYBaHHSA B NPOLEC
BMPOGHMLTBA) - Y cneuudikauil A8 KOHTPo
NPOMDXHOI NPOAYKUIT «TabneTkn B 6nictepax»
BUIYYEHHS MoKasHuKa «Mikpob6ionoriyHa ymctoTar;
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3MiHM | TUMY - 3MiHK, NOB'A3aHi 3 HEOBXiAHICTO
npuBefeHHs y BIANOBIAHICTb A0 MoHorpadii APY
abo €sponelicbkoi hapmakonei, abo iHLWol
HaujioHanbHOI hapmakonei gepxasu €C (3miHa y
cneuudikayisix, NnoB'a3aHa 3i 3MiHamu B JdY, abo
€Bponelicbkiil hapmakonei, abo iHLuii
HaujioHasnbHIl hapmakonei gepxasu €C) -y
cneumadikalii N8 KOHTPOIIO [OMOMDKHOI peHOBUHN
«MarHito cTeapaT» 3MiHM B po3ginax «Onuc» ta
«Mikpob6ionoriyHa ymcToTa» 3rigHo Bumor EP/AdY

111.

KAHTAB MnoC

Tabnetku, 32 mr/12,5 mr
no 14 TabneTtok y
6nicTepi; no 2 abo 6
6nicTepiB y KAPTOHHIi
ynakoBLi

HOBE/ I1AY
CAHAI BE
TIOKAPET A.LL.

TypeyunHa

HOBEJ INAY
CAHAI BE
TIOXAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TNy - noaaHHsA oHosreHoro CEP Ne R1-
CEP 2000-091-Rev 03 ans Aito4oi pevoBrHN
Hydrochlorothiazide Big, 3aTBepmXeHoro
BMPOGHWKA; 3MiHM | TUMy - nogaHHa Hosoro CEP
R1-CEP 2008-021-Rev 02 ons Ajto4oi pe4yoBuHM
Hydrochlorothiazide Big, HOBOro BUpo6HuKa; 3MiHK |
Tnny - nogaHHA Hosoro CEP Ne RO-CEP 2013-256-
Rev 00 ans gitovoi peyoBmHy Candesartan cilexetil
Bij HOBOrO BUPO6GHYMKA; 3MiHW | TUMY - NOAaHHSA
HoBoro CEP Ne RO-CEP 2011-309-Rev 03 ans
aitoyoi pevoBnHn Candesartan cilexetil Big HoBoro
BUPOGHMKA

3a
peyenmom

UA/14434/01/01

112.

KAHTAB NnoC

Ta6neTkn, 16 mr/12,5 mr
no 14 tabnetok y
6nicTepi; no 2 a6o 6
6nicTepiB y KapTOHHIi
ynakoBLi

HOBE/T INAY
CAHAI BE
TIOKAPET A.LL.

TypeuunHa

HOBEN INAY
CAHAI BE
TIOXAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHK | TUNY - nogaHHs oHoBneHoro CEP Ne R1-
CEP 2000-091-Rev 03 ans gito4oi pe4yoBrHu
Hydrochlorothiazide Big 3aTBepgxeHoro
BMPOGHUWKA; 3MiHM | TUMy - nogaHHsa HoBoro CEP
R1-CEP 2008-021-Rev 02 ans gjto4oi pe4yoBuHn
Hydrochlorothiazide Big, HOBOro BUpoGHuKa; 3MiHK |
TUny - nogaHHA Hooro CEP Ne RO-CEP 2013-256-
Rev 00 ansa gitoyoi pevoBuHn Candesartan cilexetil
Bifl HOBOTO BMPOGHWKA; 3MiHM | TUMY - NoAaHHA
HoBoro CEP Ne RO-CEP 2011-309-Rev 03 ans
nitoyoi pevoBuHy Candesartan cilexetil Big HoBoro
BMPOGHMKa

3a
peyerimom

UA/14433/01/01

113.

KAPBAMASENIH-
LAPHULA

Tabnetky no 200 mr Ne
20 (10x2), Ne 50 (10x5)
Y KOHTYPHUX YapyHKOBUX
ynakoBkax y nauui

MpAT
"®apmMaleBTnYHa
ipma "fapHuus”

YkpaiHa

MpAT
"dhapmaLeBTnYHa
ipma "fapHuus”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUny - 3MiHa y MeTofax BunpobysaHHA AdI
a60 BUXigHOro marepiasy/npoMixXHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoveci Bupo6HuuTea AP (iHWwi 3MiHM Y MeTodax
BMNPOGYBaHHS (BK/IOUaKUM 3aMiHy abo
[0MNoBHEHHs) A®| abo BUXiAHOro/NpoMiDKHOTO
npoaykTy). BBeieHHA 3MiH NPOTATom 6-Tu
MicsiLiB MicnsA 3aTBepPAKEHHST; CYMyTHS 3MiHa:
3MiHa y napameTpax cneumdikauiii Ta/abo
[ONYCTUMMX MEX, BU3HaUeHUX y cneuudikaLisx Ha
Adl, a60 BMXiAHMA/NPOMIXXHWIA NPOAYKT/peareHT,

3a
peyenmom

UA/2579/01/01
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L0 BUKOPMUCTOBYHOTBLCSA Y NpoOLeci BUPOOHMLTBA
A®I (iHWi 3MiHK); 3MiHK |l TUNY - 3MiHA BUPOGHMKA
BVXiZHOro/MpOMKHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTBLCS Y BUPOOHUYOMY npoueci AP,
ab60o 3miHa BUpo6HYMKa (BKIOUaun, ae HeobxiaHo,
MicLie NpoBeAEHHS KOHTPOIO SKocTi) AdI (3a
BiICYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHS HOBOro BUPO6GHUKa AdI 3
HagaHHAM macTep-ghaiina Ha A®Il) — 3amiHa
BUpo6HUKa A®| kapbamaseniHy. BBegeHHs 3MiH
npoTArom 6-Tu MicsALWiB nicnsa 3arBepAKeHHs

114.

KAPBALMA,
NMEYAEBCbLKUI

TabneTku XxyBasbHi, N0
10 Tabnetok y 6nictepi,
no 2 6nictepun y nauui 3
KapToHy, no 10
TabneToK y KOHTelHepi,
no 2 KOHTeWHepn y nayuj
3 KapTOHY

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHu | TUnYy - 3MiHK Wonao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHun) (3amiHa
rpacpiyHoro oyoOpM/IEHHS YNakoBK/ Ha TeKCT
MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT YNakoBOK, 3
Bi4MNOBIAHOI 3aMiHOW po3ainy «[padivHe
0hOpPM/IEHHS YMAaKOBKM» Ha PO34iN
«MapKyBaHHS», Ta BHECEHHSI HE3HAYHNX
pefakuiiHuX NpaBoK Y TEKCT MapKyBaHHS
NepBUHHOT Ta BTOPVHHOI ynakoBok) (TepMiH
BBEEHHS 3MiH NPOTAroM 6-TW MicALiB nicns
3aTBEPKEHHS); 3MiHM | TNy - AOMiHICTpaTMBHI
3MiHW. 3miHa HaliMeHyBaHHS Ta/abo agpecu micus
NPoBaPKEeHHSA AiSNIbHOCTI BUpobHUKa/imnopTepa
roTOBOro MiKapCcbKoro 3acoby, BKIYaum
AinbHUUI BUNYyCKy cepii abo micLie NpoBeAeHHs
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnoBigae
BMPOGHUK/IMNOPTEp, BK/IKOYAKOUN BUMYCK Cepilt)
(3miHa agpecu BMpo6Huka M3, 6e3 3MiHn MicLAa
BUPO6HMLTBA) (TEepMiH BBEAEHHS 3MiH NPOTArom 6-
TV MicsiLiB nicns 3aTBepmkeHHs); 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo aapecu 3asBHUKA (BNacHUKa
peecTpauiiHoro noceig4eHHs) (3MiHa agpecu
3asBHUKa) (TepMiH BBEAEHHS 3MiH NPOTArOM 6-Tu
MiCSILiB MicNs 3aTBEPAKEHHS)

6e3
peuyenma

UA/13520/01/01

115.

KBETUPOH 100

TabneTkn, BKPUTI
N/1iBKOBOK 06G0/IOHKOLO,
no 100 mr no 10
TabneTtok y 6nictepi; no
1, 3 abo 6 bnicTepiB y
naui 3 KapToHy

TOB "®apma
Crapt"

YkpaiHa

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TUny - nogaHHsA Hosoro CEP RO-CEP 2014-
108-Rev 00 gnsa APl kseTianiHy doymapaTy Bif
3aTBEPMAKEHOro BUPOOHWMKA; 3MiHK | TUNY - 3MiHa Y
napameTpax cneuudikauii Ta/abo gonycTUMmx
MeX, BU3HaYeHux y cneumaikauisx Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea AdI
(iHWi 3miHW) — NpuBeAeHHA cneyndikauii BXigHoro
KoHTposto A®I kBeTianiHy chymapary 3a

3a
peyerimom

UA/8372/01/02
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nokasHukom «MikpobionoriyHa uncrota» y
BiANOBIAHICTb A0 BUMOT EP; 3MiHM | TNy - 3miHa y
napameTpax crneuudikauii Ta/abo gonycTuMmx
MeX, BU3Ha4YeHNX y cneumdikauiax Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(iHLWi 3MiHW) — JONOBHEHHSA cnevudikayii BXigHOro
KOHTponto A®| kBeTianiHy coymaparty; 3miHu | Tuny -
3MiHa nepiogy NOBTOPHUX BUNPOGYBaHb/nepiogy
36epiraHHsa abo yMoB 36epiraHHs Ad®l (3a
BIJCYTHOCTI Y 3aTBEpPIKEHOMY [0ChE cepTudikara
BiANOBIAHOCTI €Bponelicbkilt thapmakoner, Lo
BK/1HOYAE Mepiof, NOBTOPHOTO BMMPOGYBaHHS)
(nepiof NOBTOPHOro BMNPO6YBaHHA/Nepios
36epiraHHs) - 36iNbLIEeHHsA abo BBeAEHHA nepioay
NMOBTOPHOro BMNpobyBaHHsA/nepiogy 36epiraHHsA Ha
OCHOBI pe3y/nbTaTiB AOCNiLKeHb Yy peasibHOMYy yaci
— 36inbLUEeHHA nepiofy NOBTOPHOIO BUNPOBYBaHHSA
A®I; 3miHm | TMNY - nogaHHA HoBoro CEP Ne RO-
CEP 2015-099-Rev 00 gna A®| kseTianiHy
doymapaTy Bif HOBOrO BUPOGHMKA

116.

KBETWPOH 100

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOHO,
no 100 wmr in bulk no 6 kr

Yy nonieTnIeHoBMX

nakeTax y KoHTeliHepax

TOB "®apma
Crapt”

YkpaiHa

TOB "dapma
Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TUNy - nogaHHsA Hosoro CEP RO-CEP 2014-
108-Rev 00 ansa A®I kseTianiHy chymapary Big,
3aTBEPAKEHOro BUPOOHWMKa; 3MiHM | TNy - 3MiHa Y
napameTpax crneuudikauii Ta/abo gonycTuMmx
MeX, BU3Ha4YeHnX y cneumdikauiax Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPUCTOBYIOTLCA Y Npoueci BUpobHuuTBa AdI
(iHwWi 3miHW) — NpuBeAeHHs cnevmdikauii BXigHOro
KoHTposto A®I kBeTianiHy chymapary 3a
nokasHNKoMm «Mikpo6ionoriyHa yictToTa» y
BiANOBIAHICTb A0 BMMOr EP; 3MiHn | TURYy - 3miHa y
napameTpax crneuudikauii Ta/abo JonycTUMmX
MeX, BU3HaYeHux y cneumaikauisx Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPVCTOBYIOTHCSA Y npoueci BupobHuutea Ad|
(iHWi 3mMiHW) — [ONOBHEHHSA crneyndikaLii BXigHoro
KoHTponto A®I kBeTianiHy oymaparty; 3miHu | Tuny -
3MiHa nepiogy NOBTOPHUX BUMPOGYBaHb/nepiogy
36epiraHHs abo ymoB 36epiraHHa Adl (3a
BiACYTHOCTI Y 3aTBEpAKEHOMY [0ChE cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei, Lo
BK/1HOYAE Nepios, MOBTOPHOrO BUNPOBYBAHHS)
(nepiog NoBTOPHOro BUNPObyBaHHA/Nepios
36epiraHHs) - 36ibLIeHHs abo BBeAEHHS nepioay
NOBTOPHOro BUNpobyBaHHsA/nepioay 36epiraHHA Ha
OCHOBI pe3y/ibTartiB JOCAIMKEHb Y peaslbHOMY Yaci

UA/8373/01/02
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— 36iNbLUEeHHA Nepiofy NOBTOPHOIO BUNPOOYBaHHSA
A®I; 3miHM | TUNY - nogaHHA HoBoro CEP Ne RO-
CEP 2015-099-Rev 00 ana A®I kseTianiHy
dymapaTy Bif HOBOTO BUPOGHMKA

117.

KBETUPOH 200

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 200 mr no 10
Tabnetok y 6nictepi; no
1, 3 abo 6 6nicTepiB y
nauuj 3 KapToHy

TOB "®apma
Crapt”

YKpaiHa

TOB "dapma
Crapt"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHu | Tuny - nogaHHsa Hosoro CEP RO-CEP 2014-
108-Rev 00 ansa A®I keTianiHy chymapary Big,
3aTBEPKEHOr0 BUPOGHYMKA; 3MiHU | TUny - 3MiHa Y
napameTpax crneundikayii Ta/abo 4onycTuMmx
MeX, BU3Ha4YeHNX Yy cneumdikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuuytea AdI
(iHwWi 3miHW) — NpuBeAeHHsA cnevudikauii BXigHOro
KOHTposito Ad| kBeTianiHy pymaparty 3a
nokasHukom «MikpobionoriyHa uncrora» y
BiANOBIAHICTb A0 BUMOr EP; 3MiHu | TUny - 3miHa y
napameTpax crneuudikauii Ta/abo gonycTuMmx
MeX, BU3Ha4YeHnX y cneumdikauisx Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPUCTOBYIOTLCA Y Npoueci BUpobHuuTBa AdI
(iHLWi 3MiHW) — BONOBHEHHSA cnevudikavii BXigHOro
KoHTponto A®I kBeTianiHy oymaparty; 3MiHu | Tuny -
3MiHa nepioy NOBTOPHUX BUNPO6yBaHb/nepioay
36epiraHHs ab6o ymoB 36epiraHHa Adl (3a
BiICYTHOCTI y 3aTBEpKEHOMY [OCbE cepTudikara
BiANoBiAHOCTI E€Bponeiickkili hapmakonei, Lo
BK/1HOYA€E Nepios MOBTOPHOrO BUNPOGYBaHHS)
(nepiog NoBTOPHOro BUNPObyBaHHA/nepios
36epiraHHs) - 36iNbLLEHHST 260 BBEAEHHS nepioay
NOBTOPHOro BUNpobyBaHHsA/nepiogy 36epiraHHa Ha
OCHOBI pe3y/ibTarTiB JOCNiMKEHb Y peaslbHOMY Yaci
— 36iNbLUEHHS Nepiogy NOBTOPHOIO BUMNPOGYBaHHSA
A®I; 3miHn | TMny - nogaHHA Hosoro CEP Ne RO-
CEP 2015-099-Rev 00 ansa A®I kseTianiHy
doymapaTy Bif, HOBOrO BUPO6GHMKA

3a
peyenmom

UA/8372/01/03

118.

KBETUPOH 200

TabneTkn, BKPUTI
NNIBKOBOK 060/TI0HKOIO,
no 200 mr in bulk no 7 kr
y NONIeTUIEHOBUX
nakeTax y KOHTeliHepax

TOB "®apma
Crapt"

YkpaiHa

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TUNy - nogaHHsA Hosoro CEP RO-CEP 2014-
108-Rev 00 gnsa Adl kseTianiHy oymapaTy Bif
3aTBEPIAKEHOro BUPOOHWMKaA; 3MiHK | TUNY - 3MiHa Y
napameTpax cneuudikauii Ta/abo gonycTUMmx
MeX, BU3HaYeHux y cneumaikauisx Ha A®l, abo
BUXIAHWA/MPOMDKHMI NpoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea AdI
(iHWi 3miHW) — NpuBeAeHHA cneyndikauii BXigHoro
KoHTposto A®I kBeTianiHy chymaparty 3a
nokasHukom «MikpobionoriyHa uncrota» y
BiANOBIAHICTb A0 BUMOT EP; 3miHM | TNy - 3miHa y
napameTpax cneundikauii Ta/abo AoNyCTUMUX

UA/8373/01/03
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MeX, BU3Ha4YeHNX y cneumdikauiax Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCSA Y npoueci BUpobHuutea AdI
(iHLWi 3MiHW) — JONOBHEHHSA cnevudikayii BXigHOro
KOHTponto A®| kBeTianiHy coymapaTty; 3miHu | Tuny -
3MiHa nepiogy NOBTOPHUX BUNPOGYBaHb/nepiogy
36epiraHHsa abo ymMoB 36epiraHHs Ad®l (3a
BIJCYTHOCTI Y 3aTBEpPIKEHOMY [0ChE cepTudikara
BiANOBIAHOCTI €Bponelickkilt thapmakoner, Lo
BK/1HOUAE Mepiof, NOBTOPHOTO BMNPOGYBaHHS)
(nepiof NoBTOPHOro BMNPO6YBaHHA/Nepios
36epiraHHs) - 36ibLIeHHsA abo BBeAEHHA nepioay
NMOBTOPHOro BMNpobyBaHHsA/nepiogy 36epiraHHsA Ha
OCHOBI pe3y/bTaTiB AOCNiHKeHb Yy peaslbHOMY Yaci
— 36inbLUEeHHA nepiofy NOBTOPHOIO BUNPOBYBaHHSA
A®I; 3miHun | TMNY - nogaHHA HoBoro CEP Ne RO-
CEP 2015-099-Rev 00 gna A®| kseTianiHy
doymapaTy Bif HOBOTO BUPOGHMKA

119.

KBETUPOH 25

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOHO,
no 25 mr no 30 TabneTok
y 6nicTepi; no 1
6nictepy B nauui 3
KapToHYy

TOB "®apma
Crapt”

YkpaiHa

TOB "dapma
Crapt"”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TUNy - nogaHHsA Hosoro CEP RO-CEP 2014-
108-Rev 00 ansa A®I kseTianiHy chymapary Big,
3aTBEPIKEHOro BUPOOHWMKa; 3MiHM | TNy - 3MiHa Y
napameTpax crneuudikauii Ta/abo gonycTuMmx
MeX, BU3Ha4YeHnX y cneumdikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPUCTOBYIOTLCA Y Npoueci BUpobHuuTBa AdI
(iHwWi 3miHW) — npuBeAeHHs cnevmdikauii BXigHOro
KoHTposto A®I kBeTianiHy chymapary 3a
nokasHNKom «Mikpo6ionoriyHa ynctToTa» y
BiANOBIAHICTb A0 BUMOr EP; 3MiHn | TURYy - 3miHa y
napameTpax cneuudikauii Ta/abo JonycTUMmX
MeX, BU3HaYeHux y cneumaikauisx Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NPOAyKT/peareHT, Wwo
BMKOPVCTOBYIOTBCSA Y npoueci BupobHuutea Ad|
(iHWi 3mMiHW) — [ONOBHEHHSA crneyndikaLii BXigHOro
KoHTponto A®I kBeTianiHy hymaparty; 3mMiHu | Tuny -
3MiHa nepiogy NOBTOPHUX BUMPOGYBaHb/nepiogy
36epiraHHs abo ymoB 36epiraHHa APl (3a
BiCYTHOCTI Y 3aTBEpAKEHOMY [0ChE cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei, Lo
BK/1IOYAE Nepios, MOBTOPHOrO BUNPOBYBaHHS)
(nepiog NoBTOPHOro BUNPObyBaHHA/nepios
36epiraHHs) - 36ibLIeHHs abo BBeAEHHS nepioay
NOBTOPHOro BUNpobyBaHHsA/nepioay 36epiraHHA Ha
OCHOBI pe3sy/ibTartis JOCMIMKEHb Y peaslbHOMY Yaci
— 36iNbLUEeHHA nepiofy NOBTOPHOrO BUNPOOYBaHHSA
A®I; 3miHM | TUNY - nogaHHA HoBoro CEP Ne RO-
CEP 2015-099-Rev 00 ana A®I kseTianiHy

3a
peyenmom

UA/8372/01/01
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dymapaTy Bif HOBOrO BUPOGHMKA

120.

KBETWUPOH 25

TabneTku, BKPUTI
NAIBKOBOK 0B0I0HKOHO,
no 25 wr in bulk no 5 kr
y nonieTnneHoBux
nakeTax y KOHTeliHepax

TOB "®apma
Crapt”

YKpaiHa

TOB "dapma
Crapt"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHu | Tuny - nogaHHsa Hosoro CEP RO-CEP 2014-
108-Rev 00 ansa A®I keTianiHy hymapary Big,
3aTBEPKEHOr0 BUPOGHYMKA; 3MiHU | TUny - 3MiHa Y
napameTpax cneundikayii Ta/abo 4onycTuMmx
MeX, BU3Ha4YeHNX Yy cneumdikauiax Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuytea AdI
(iHwWi 3miHW) — NpuBeAeHHA cnevudikauii BXigHOro
KOHTposito Ad| kBeTianiHy pymaparty 3a
nokasHukom «MikpobionoriyHa uncrora» y
BiANOBIAHICTb A0 BUMOr EP; 3MiHu | TUny - 3miHa y
napameTpax crneuudikauii Ta/abo gonycTuMmx
MeX, BU3Ha4YeHnX y cneumdikauiax Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPUCTOBYIOTLCA Y Npoueci BUpobHuuTBa AdI
(iHLWi 3MiHW) — BONOBHEHHSA cnevudikavii BXigHOro
KoHTponto A®I kBeTianiHy doymaparty; 3MiHu | Tuny -
3MiHa nepioly NOBTOPHUX BUNPO6yBaHb/nepiogy
36epiraHHs ab6o ymoB 36epiraHHa Adl (3a
BiICYTHOCTI y 3aTBEp)KEHOMY [OCbE cepTudikaTa
BiANoBiAHOCTI EBponeiickkili hapmakonei, Lo
BK/1HOYA€E Nepios MOBTOPHOrO BUNPOGYBaHHS)
(nepiog NoBTOPHOro BUNPobyBaHHA/nepios
36epiraHHs) - 36i/bLLEHHS 260 BBeAEHHS nepioay
NOBTOPHOro BUNpobyBaHHsA/nepiogy 36epiraHHa Ha
OCHOBI pe3ynbTaTiB AOC/iDKEHb Y peaslbHOMY vaci
— 36iNbLUEHHS Nepiogy NOBTOPHOIO BUNPO6YBaHHSA
A®I; 3miHun | TMNy - nogaHHA Hosoro CEP Ne RO-
CEP 2015-099-Rev 00 ana A®I kseTianiHy
doymapaTy Bif, HOBOrO BUPO6HMKA

UA/8373/01/01

121.

KBETIAMIHY
DYMAPAT

NOPOLLIOK (Cy6CcTaHuis) y
NoABINHMX
nonieTMNeHoBux
nakeTax gns
BMPOGHULITBA
HecTepubHNX
nNikapcbknx chopm

[bxy6inaHTt
[bkeHepikc NimiTeq

IHais

[oxy6inaHt
[bkeHepikc JNlimiTeq,

IHgis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TUNYy - 3MiHK 3 aKocTi. CepTudikaT
BignosigHOCTI/ITE-cepTudikat BignoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BUIyYeHHS cepTudikaTa
BiANoBigHOCTI E€Bponeiickbkili hapmakonei: gns
A®I; ansa suxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BVIKOPMCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[0MOMDKHOT peyoBUHU (CepTudikaT BiANOBILHOCTI
€Bponelicbkiit hapmakonei) - Houii cepTudpikat
Bif BXe 3aTBEpAKEHOro BUPO6HUKa (MogaHHs
HoBoro CEP (Ne RO-CEP 2014-108-Rev 00) gnis
Al kBeTianiHy chymapary Big, 4ito40ro BUpobHUKa
[bxy6inanT MxeHepike NlimiTeq, IHAiA Ta, SK

UA/7309/01/01
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Hacnifok, 3 BiANOBIAHUMYM 3MiHaMKM y crieumdpikavii
Ta MeTofax KOHTPO/); 3MiHu | Tuny - 3MiHK 3
AKocTi. A®I. CTabinbHicTb. 3miHa nepiogy
NMOBTOPHMX BMNPOGyBaHb/nepiogy 36epiraHHA abo
ymoB 36epiraHHss A®I (3a BigCcyTHOCTI Y
3aTBEPAKEHOMY [OCbE cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei, LWo BK/IoYaE nepiog,
NOBTOPHOro BUNPo6yBaHHS) (nepios NOBTOPHOro
BMNpoOGyBaHHsA/nepios 36epiraHHs) - 36ibLIEHHSA
abo BBefEHHA nepiody NOBTOPHOIO
BMNpobyBaHHsA/nepioay 36epiraHHa Ha OCHOBI
pe3ynbTaTiB AOCNIMHKEHb Y peasibHOMY Yaci
(36inbLUeHHs nepiogy nepekoHTponto Adl 3 12
MicALiB Ha 18 MicALiB Ha OCHOBI OHOBIEHUX OAHUX
3i cTabinbHOCTI); 3MiHW | TMNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikaLin Ta/abo goNyCTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea AdI
(iHwWi 3miHW) (BUNYyYeHHs nokasHuka MBY 3 meTogis
KOHTPO/IO Ta NpuBefeHHA hopMy IoBaHHS
HOpPMYBaHHs nokasHuka Monimopqiam y
cneuudikaLii BignoBigHO A0 OpUriHaIbHUX
marepianis Bif BUPO6HMKA. 3MiHM B ONMC MEeToay
KOHTPO/IO 3a Noka3HWKoM "Tonimopdpiam” He
BHOCUINCK)

122,

KONAPEKC®
MAKCIPUM 31
CMAKOM
NICOBUX ArIA

NOPOLUOK 47151

opasIbHOTo Po3uKHy no 5

a6o 10 nakeTukiB y
KapTOHHI KOpoo6Li

nakcoCmiTKnsiiH

KoHcbomep
Xenckep (FOK)
Tpenginr Nimiteq

Benuka
BpuTaHis

CwmiTKnsiiH Bivem
C.A.

Icnanis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TUNY - AQMiHICTPaTUBHI 3MiHW. 3MiHa Ha3BMU
nikapcekoro 3acoby (6yno - KONAPEKC®
MAKCIPUIM NICOBI Arogn) (TepmiH BBeAeHHS
3MiH NPOTAroM 6-TW MICALB NiCNA 3aTBEPAXKEHHS);
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. BunyuyeHHs
BMPOGHWYOT AinbHNL (BKIHOYAKYM AiMbHAL ANS
A®I, NpomiXHOro nNpoaykTy abo rotoBoro
nNikapcbKoro 3acoby, AinbHNUL AN NPOBEAEHHS
nakyBaHHs, BUPOGHWMKa, BigNoBigasibHOrMo 3a
BUMYCK Cepiid, MicLie NPOBEAEHHSI KOHTPOSO cepii)
ab0 nocTavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo AOMOMDKHOI PEHOBMHY (SIKLLO
3a3HayveHo y 0Cbe) (BUYYEHHS BUPOoGHMKa AdDI
napauetamony Rhodia Operations, France); 3miHn
| TNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
Onuc Ta cknag,. 3miHa y cknagi (4onoMiXHUX
peyoBMHaX) rOTOBOrO NiKapCbKoro 3acoby (CMakoBi
[o6aBku abo 6apBHKKM) - [loAaBaHHS, BUYYEHHS
a60 3amiHa (3miHa [0 cknagy 4OMOMDKHUX peHOBUH
Y 3B 513Ky 3 NpUBEAEHHSAM [0 IOKYMEHTIB

6e3
peuyenma

UA/12334/01/01
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123.

KOHBY/EKC

BMPOGHWKa) (TepMiH BBEAEHHS 3MiH MPOTAroM 6-Tu
MicsILiB Micns 3aTBepKEHHS); 3MiHW | Tuny - 3MiHW
3 AIKOCTi. TOTOBMIA Nnikapcbkuii 3aci6. CTabinbHiCTb.
3MiHa y TepmiHax npugaTtHocTi abo ymoBax
36epiraHHs roToBOrO J1ikapcbKoro 3acoby (3miHa B
ymoBax 36epiraHHs roToBOro /liKapCbKoro 3acoby
abo nicns po3unMHeHHs/BIAHOBNEHHS) (3MiHA B
ymoBax 36epiraHHsi roTOBOro NikapcbKoro 3acoby
3a pesysibTataMun JOCNIMKEHHS CTabiNbHOCTI)
(TepmiH BBeZ,EHHSI 3MiH MPOTAroM 6-Tv MicsALIB
nicnsa 3aTBepkeHHs); 3MiHu | Tuny -
AAMIHICTPATVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMpOo6HUKa/iMnopTepa roToBoro Nikapcbkoro
3aco0y, BK/IYaoun AiNbHULI BUNYCKy cepii abo
MicLie NPOBEAEHHS KOHTPO/TIO SKOCTI. (AiS/IbHICTb,
3a Ky BiANoBiAae BUPOGHMK/iMNOPTEp, BK/IOYAKOUM
BUMYyCK cepili) (3MiHa agpecy BUPOBHMKa
BiANOBIAHO [0 BUCHOBKY LLIOAO NiATBEPAKEHHS
yMOB BMpO6HULTBA BUMOoram GMP) (TepMiH
BBEJIEHHS 3MiH NPOTArom 6-T1 MicALUIB nicnsa
3aTBEPMKEHHS); 3MiHa 3asBHMKa (BlacHuka
peecTpaLiiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Bif 23.07.2015 Ne 460) (TepMiH BBEAEHHS 3MiH
NpOTSArom 6-Tv MicsILiB MicAsi 3aTBEPAKEHHS)

124.

KOPIMPEH 10

pO34uH ANs iH'ekuiid, 100
mr/mMn no 5 mn B
amnynax Ne 5

TOB "BAJIEAHT
®APMACBIOTIKA
ns3"

YKpaiHa

BUPOGHMLTBO,
nakyBaHHs,
KOHTPO/Tb AKOCTI:
I.J1. dapma 'm6X,
ABCTpIS;
BMPOGHWK, LLIO
Bignosigae 3a
BUMYCK Cepii:
I.J1. dapma 'm6X,
ABCTpis

ABCTpis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapCbKWii
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa ab0o BBEAEHHS

[04aTKOBOT AiNbHAL BUPOBHULITBA A/19 YACTUHU
a60 BCbOro BUPOOGHMYOro npoLiecy rotoBoro
nikapcbKoro 3acoby (iHWwi 3MiHK) (3a3HaYeHHs

oYHKLU/i BUPOGHUKIB rOTOBOrO MikapcbKoro 3acoby

y MeTofax KOHTPO/IHO SAKOCTi /likapCbKoro 3acoby y

BiANOBIAHOCTI O MaTepiasiB peecTpaviliHoro

[ocbe 6e3 3MiHU BUPOOHNKIB Ta TX (OyHKLIl 3
MeToH0 YHicbikawii iHchopmaLii Wwog0 BUPOBHWKIB Y

peeCTpaLiinHMX 4OKYMEeHTax)

3a
peyenmom

UA/6595/01/01

MI/10 Mr

TabneTtku, BKPUTI
NNiBKOBOK 060/10HKOI0,
10 mr/10 mr no 14
Tabnetok y 6nictepi; no
1, 2 abo 4 6nictepu y
KapTOHHI Kopoo6Li

Pekoppati Ainexng
nTg

Ipnangis

Pekoppaarti
IHpacTpia Ximika e
PapmaceBTika
C.n.A.

ITanis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUNY - BUYYEHHSA BUPOBHNYOT AifIbHUL
(Bkntovatoum ginbHuui gns A®l, NpoMiXXHOro
NPOAYKTY abo roToBOro /iKapcbKoro 3acoby,
AINbHULI ANS NPOBeAEeHHS NakyBaHHS, BUPOOHMKa,
BiANOBI4a/ILHOIO 3a BUNYCK Cepiii, MicLe
NpoBeAileHHA KOHTPOJI0 cepil) abo noctavyanbHUKa
BMXi4HOrO marepiany, peareHTy abo A0NOMiKHOT
PEYOBWHW - BUSTyHEHHS BUPOOHNYOT AiNbHAL
BUpo6HUKa A®I EHananpuiy maneary

3a
peyenmom

UA/11927/01/01

125.

KOPIMPEH 20

TabneTkn, BKpUTI

PekopgaTi AineHg

Ipnangis

Pekopgarti

ITanis

BHECEHHS 3MiH 10 peecTpauiiHux maTepianis:

3a

UA/11927/01/02
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
MI/10 M NAIBKOBOK 060I0HKOHO, nTp, IHpacTpia Ximika e 3MiHM | TUNY - BUYYEHHS BUPOBHNYOT AiflbHUL peyenmom
20 mr/10 mr no 14 dapmaceBTika (Bkntovatoum ginbHuUi ons A®l, NpoMiXXHOro
Tabnetok y 6nictepi, no C.n.A. NPOAYKTY abo roTOBOrO /iKapcbKoro 3acoby,
1, 2 abo 4 6nictepn 'y OINbHULI ANS NPOBeAEHHS NakKyBaHHS, BUPOOHMKa,
KapTOHHIA KopooLi BiANOBIAa/IbHOrO 3a BUNYCK Cepiit, MicLe
NpoBefieHHs1 KOHTPO/TIO cepii) abo nocTayasibHyKa
BMXi4HOro Marepiany, peareHTy abo AONOMiKHOT
PEYOBUHM - BUTYYEHHS BUPOOHUYOT Ai/TbHULL
BUpo6HUKa A®I EHananpuiy maneary
126. | KYBIUV/H MOPOLLIOK A1 PO3YMHY HoaprTic ®apma LLiBeiuapis Brpo6HMUTBO Ta CLUA/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/9886/01/01
Ans iHdy3iii no 350 mry Al nepBuHHE ITania/ 3MmiHu | TUNY - FoTOBWIA Nikapcbkuii 3aci6. peuyenmom
thnakoHax Nel nakyBaHHs: Benukobput Brpo6HMUTBO. 3MiHW, WO CTOCYOTLCS BUMYCKY
OCO aHia/ cepii Ta KOHTPOJIIO SIKOCTi FOTOBOTO J1iKapCbKOro
BiochapmacbioTuka HimeuunHa 3aco6y (3amiHa abo AofaBaHHA AifbHULL, Ha SKil

nc MaHyekTypiHr
NNC, CWA;
MateoH ITania
C.IM.A,, lTanis;
KoHTponb sikocTi:
Xonopxuk fMimites,
BenvkobpuTtaHis;
KoHTposb sikocTi 3a
BUHATKOM TECTY
"BakTepianbHi
EHOO0TOKCUHN"
MateoH ITania
C.IM.A,, lTanis;
BTopuHHe
nakyBaHHs:
KaTtaneHt HOK
MexkemknHr
Nimites,
BenvkobpuTtaHis;
Bunyck cepii:
HosaprTic ®apma
'm6X, HimeuunHa

3[iICHIOETbCA KOHTPO/Ib/BUNPOBYBaHHSA cepil)
(BBEAEHHA [OAATKOBOI AiNbHULI MaTeoH Itanis
C.MN.A, ITanis, BignosiganbHOI 3a KOHTPOb AKOCTI
3a BMHATKOM TecTy «bakTepiasibHi €HA0TOKCUHU»,
Ons 060x fo3yBaHb) (TepMiH BBEAEHHS 3MiH
NpoTArom 3-X MicALUiB NicNs 3aTBEPLKEHHS); 3MiHU
| Tuny - FoTOBWMIA Nikapcbknii 3aci6. BUpo6bHMLTBO.
3MiHK, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPO/IO
SAKOCTi FOTOBOrO NikapcbKoro 3acoby (3amiHa abo
O0faBaHHA AiNbHULI, Ha SKIA 34iACHI0ETbCA
KOHTpO/b/BMNPOGYBaHHSA cepii) (BBeAEHHS
[04aTKOBOT AiNbHUL Xonomkuk Jlimites,
BenukobpuTanis, BiANOBIAA/IbHOI 3@ KOHTPO/b
akocTi N3, ans 060x go3yBaHb) (TepMmiH
BBEJEHHS 3MiH NPOTAroM 3-X MicsiLiB nicns
3aTBEpMKEHHS); 3MiHM | Tuny - FoTOoBWMIA
nikapcbkuii 3aci6. BupobHuyteo. 3amiHa abo
BBEJEHHS 4,04AaTKOBOI Ai/IbHULi BUPOOHULTBA ANs
4yacTuHM abo BCbOro BUPOBHNYOro npotiecy
roTOBOrO JIiKapCbKoro 3acoby (AinbHUUSA, Ha Kl
npoBoaATbCA Byab-AKi BUPOGHMUI cTajil, 3a
BMHATKOM BUMYCKY Cepil, KOHTPO/I0 AKOCTi Ta
BTOPWHHOTO MakKyBaHHA /15 CTEPUNbHUX
niKkapcbkunx 3acobis, L0 BUPOBIEHi 3
BMKOPVCTaHHSAM acenTu4yHOro Metogy, 3a
BMHATKOM NliKapCbK1X 3aco6iB
6i0N10rivYHOro/iMyHOMOMNYHOTO NOXOKEHHS)
(BBEOEHHA f0AATKOBOrO BUpPO6HMKa lMateoH Itanisa
C.M.A., ITanis, BiANOBIAa/ILHOTO 3a BUPOBGHNLTBO
Ta NepBMHHE NakyBaHHS, A/18 060X [03yBaHb)
(TepmiH BBEAEHHSA 3MiH MPOTAroM 3-X MicsiLiB
nicns 3aTBepmkeHHs); 3MiHn | Tuny - FoToBwMiA
nikapcbkuii 3aci6. BUpo6HNLTBO. 3MiHN Y NpoLECi
BMPOGHULITBA FOTOBOIO MiKapCbKoro 3acoby (iHLwi
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3MiHM) (3MiHM Y BUPO6HUYOMY NpoLeci Ha eTanax
PO3MOPOXYBaHHS, 06'€4HaHHSA | 3MiLLyBaHHS,
inbTpauii, niocinizavii) (TepmiH BBEAEHHSA 3MiH
NPOTArom 3-x MIiCALIB MIiC/1A 3aTBEPKEHHS); 3MiHN
| TNy - FOTOBWIA NikapcbKuii 3aci6. KoHTposb
roTOBOrO JliKkapCcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMKX MEX rOTOBOro
nikapcbKoro 3aco6y (iHwWi 3MiHK) (3MiHU B
cneumdikauii 13 y po3gini "Onuc") (TepmiH
BBEAEHHSA 3MiH MPOTAroM 3-X MicsyiB nicns
3aTBepKeHHs); 3MiHu | Tuny - BunyyeHHs
BMPOGHWYOI AinbHUL (BKIHOYAKUN GiNbHALI ANS
A®| abo Aitouoi peyoBMHW, MPOMIKHOTO MPOAYKTY
a60 roToBOro Nikapcbkoro 3acoby, AinbHULI AN
NpoBeAeHHs NakKyBaHHs1, BUPOGHUKA,
BiANOBIAA/IbHOIO 3a BUNYCK Cepiii, MicLe
nNpoBefileHHA KOHTPOJI0 cepil) abo noctavyanbHUKa
BMXi4HOro marepiasny, peareHty abo A0NOMiKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Yy peecTpaviiHoMy
[0Cbe) (BUNYyYeHHs AiNbHULI, BiANOBigaNbHOI 3a
BTOpPMHHe nakyBaHHA KataneHT tOK MekekunHr
Nimitea, Cepx Knoys, Xeageid, Ipeiik Oykni, Kop6i
HoptxemnToHwup NN 128 8HS, BenmkobpuTtaHis)
(TepmiH BBEAEHHSA 3MiH MPOTATOM 3-X MicsiLiB
nicns 3aTBepmkeHHs); 3MiHu | Tuny - 3MiHn 3
sKocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa y meTogax
BMMPOGYBaHHS roTOBOrO JliKapcbKoro 3acoby (iHuwi
3MiHM Y MeToAax BUNpobyBaHb (BKIHOYAOUN 3aMiHy
ab0 f0NOBHEHHST) (peaakuiliiHi 3MiHKM y Ha3Bax Ta
onuci MeTogiB BUNpobyBaHHsa 13, goaaHHSA
iHbopMmaLii WoA0 BHYTPILLHIX KOAyBaHb KOMMaHIT ,
6e3 3MiHK X 3MICTY; 3MiHW Y po3aini «OfHOPIAHICTb
[030BaHVX OAMHNLb» (PO3PaxyHKOBO-BaroBuii
meToa) (TepMiH BBeAEHHS 3MiH MPOTAroM 3-X
MicALIB Micnsa 3aTBepKeHHs); 3MiHW | Tuny - 3MiHK
Loao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnsgy
(iHWi 3miHW) (3mMiHa Ha3BW Nikapcbkoi hopmu)
(TepMmiH BBEAEHHS 3MiH NPOTAromM 3-X MicALiB 3
AaTv 3aTBepapKeHHs); 3miHu Il Tuny - Jlikapcbki
3aco6u. 3MiHK, WO NOB’A3aHi 3i 3HAYHUMU 3MiHaMU
Y KOPOTKi/i XapakTepucTuLji nikapcbkoro 3acoby,
IHCTPYKLii 4715 MeQMYHOro 3acToCyBaHHS 3rigHo 3
HOBUMW JaHVMU 3 AKOCTI, JOK/IHIYHUMU,
KNIHIYHUMU AaHVMK Ta JaHumy hapMakoHarnsgy
(3MiHM [0 IHCTPYKLT y po3ainu: "dapmakoorivHi
BnacTuBocCTi", "Oco6anBOCTI 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHA Ta gosun”, "Aitn") (TepmiH
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
BBEAEHHSA 3MiH MPOTAroM 3-X MicsliB nicns
3aTBepKeHHs); 3MiHu Il Trny - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy. 3miHu
y TepaneBTUYHUX NOKa3aHHAX (4oAaBaHHSA HOBOrO
TepaneBTWYHOTO NokazaHHs abo 3MiHa y
3aTBEPKEHOMY NMOKa3aHHI) (3MiHW A0 IHCTPYKUii y
po3gin "MokasaHHA") (TepMiH BBEAEHHS 3MiH
npoTarom 3-x MicsiLiB nicns 3aTBepKeHHS)
127. | KYBIUU/H MOPOLLIOK A1 PO3UMHY HosapTic ®apma LLiseiuapis Brpo6HMUTBO Ta CLuA/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/9886/01/02
Ans iHdoy3iii no 500 mr y Al nepBuHHE ITanis/ 3miHu | TUNY - FoTOBWIA Nikapcbkuii 3aci6. peyenmom
donakoHax Nel nakyBaHHs: Benvkobput Bypo6HMLTBO. 3MiHW, L0 CTOCYOTLCS BUMYCKY
OCO aHisi/ cepii Ta KOHTPOJIt0 AKOCTi FOTOBOTO NiKapCbKOro
BiochapmacbtoTuka HimeuunHa 3acoby (3amiHa abo AofaBaHHA AiNbHULI, Ha SKil

nc MaHyheKTypiHr
NNC, CWA;
Xocnipa IHk., CLUA;
MateoH ITania
C.IM.A,, lTanis;
KoHTponb sikoCTi:
Xonopxuk fMimites,
BenvkobpuTtaHis;
KoHTposb skocTi 3a
BUHATKOM TECTy
"BakTepianbHi
EHOO0TOKCUHN"
MateoH ITania
C.IM.A,, lTanis;
BTopuHHe
naKyBaHHs:
KaraneHT FOK
MexkemknHr
Nimites,
BenvkobpuTtaHis;
Bunyck cepii:
HosaprTic ®apma
'm6X, HimeuunHa

3[iICHIETLCA KOHTPO/IL/BUNPOGYBaHHS cepil)
(BBEAEHHA [0AATKOBOI AiNbHUL MaTeoH Itania
C.M.A, ITanis, BignoBifanbHOI 3a KOHTPO/Ib SAKOCTI
3a BUHATKOM TecTy «bakTepiasibHi €HA0TOKCUHUY,
0151 060X Ao3yBaHb) (TepMiH BBEAEHHS 3MiH
NpOTArom 3-x MiCALIB MIiC/1A 3aTBEPAKEHHS); 3MiHN
| Tuny - FOTOBWIA Nikapcbkuii 3aci6. BUpo6GHMLTBO.
3MiHu, L0 CTOCYIOTBCA BUNYCKY Cepii Ta KOHTPO/I0
SKOCTi FOTOBOTO NiKapCbKoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHULI, Ha SKI 34iCHI0ETbCS
KOHTPONb/BMNPOGYBaHHSA cepii) (BBeAEHHS
[04aTKOBOT AiNbHULI Xonomkuk flimites,
BenvkobpuTtaHisi, BignosiganbHOI 3a KOHTPOb
akocTi N3, ans 060x fo3ysaHb) (TepmiH
BBEAEHHS 3MiH MPOTAroM 3-X MicsuiB nicns
3aTBEpAXEHHST); 3MiHM | TUNy - FoTOBWA
nikapcbkuii 3aci6. BupobHnyteo. 3amiHa abo
BBE/leHHS A0AAaTKOBOT AiNbHULI BUPOGHMLTBA A5
4yacTVHM abo BCbOro BUPOBHMYOro npouecy
roTOBOrO /IiKapCbKOro 3acoby (AinbHUUSA, Ha Kl
npoBoAATbLCA 6yab-AKi BUPOOHMYI cTagil, 3a
BUHATKOM BUMYCKY Cepii, KOHTPO/IIO AKOCTi Ta
BTOPWHHOTO MakKyBaHHS 4151 CTEPUNBHUX
nikapcbKunx 3acobiB, L0 BUPOGEHI 3
BUKOPVCTaHHAM acenTn4yHOro meToAy, 3a
BMHATKOM NliKapCbK1X 3aco6iB
6i0/10ri4YHOro/iMyHO/TONYHOTO MOXOKEHHS)
(BBEAEHHA AOAATKOBOrO BUpo6bHMKa MaTeoH ITanis
C.M.A., ITanis, BiANOBIAA/ILHOIO 3a BUPOBGHULTBO
Ta NepBMHHE NakyBaHHS, /19 000X [03yBaHb)
(TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsILiB
nicns 3aTBepmxeHHs); 3MiHn | Tuny - FoToBwMit
nikapcbkuii 3aci6. BUpo6bHNLTBO. 3MiHM Y NpoLeci
BMPOOHULITBA FOTOBOIO NiKapCbKoro 3acoby (iHLwi
3MiHM) (3MiHM Y BUPO6GHUYOMY NpoLeci Ha eTanax
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

PO3MOPOXYBaHHS, 06'€JHAHHS | 3MiLLyBaHHS,
inbTpavii, nioginisauii) (TepmiH BBeAeHHA 3MiH
NPOTArom 3-x MIiCALIB NIiC/A 3aTBEPLKEHHS); 3MiHN
| TNy - FoTOBWMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo foNyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHN) (3MiHU B
cneumadikauii 13 y posgini "Onuc") (TepMmiH
BBEAEHHSA 3MiH NMPOTAroM 3-X micsyis nicns
3aTBep/MKeHHs); 3MiHu | Tuny - Bunyuerns
BUPOBHMYOT AiNbHULI (BKNHOYAOUN AiNbHULI A1A
A®| abo fitouoi peyoBMHW, MPOMDKHOTO NPOAYKTY
abo roToBOro nikapcbkoro 3acoby, AiNbHUL ANns
npoBefAeHHs NakyBaHHS, BUPOOHUKA,
BiANOBIAa/ILHOIO 3a BUNYCK Cepiid, MicLe
NpoBefEeHHS KOHTPO/TIO cepil) abo nocTayasibHrKa
BUXIAHOrO MaTepiany, peareHTy abo A0MNOMDKHOI
PEYOBMHM (SKLLO 3a3HAYEHO Y peecTpaLiiiHoMy
[ocbke) (BUYYeHHS AibHUL, BiANOBIAAIBHOT 3a
BTOPUHHE nakyBaHHA KataneHT tOK lMekekunHr
Nimiten, Cepx Knoys, Xeagelt, Mpeiik Oykni, Kop6i
HoptxemntoHwmp NN 128 8HS, BenukobpuTaHis)
(TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsILiB
nicns saTBepipkeHHs); 3MiHu | Tuny - 3MiHn 3
AKocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa y metogax
BMNPOBYBaHHSA rOTOBOrO J1iKapCbKOro 3acoby (iHLwi
3MiHM Yy MeToax BUNpobyBaHb (BK/IHOHAKUM 3aMiHy
ab0 oonoBHEHHS) (pefakuiliiHi 3MiHM y Ha3Bax Ta
onuci meTogis BUNpobysaHHA 13, goaaHHA
iHchopmawii LWoA0 BHYTPILLHIX KOAyBaHb KOMMaHii
6e3 3MiHM iX 3MICTY; 3MiHW Y po3aini «O4HOPIAHICTb
[1030BaHVX OAMHNLb>» (PO3PaxyHKOBO-BaroBuii
meToa) (TepMiH BBEAEHHS 3MiH NpOTArom 3-x
MicsILiB nicns 3aTBepKEHHS); 3MiHW | Tuny - 3MiHW
oo 6e3snekn/epekTBHOCTI Ta thapmakoHarnsgy
(iHWi 3miHW) (3MiHa Ha3BM Jlikapcbkoi dhopmu)
(TepMiH BBEAEHHSA 3MiH NPOTArom 3-X MicALiB 3
AaTv 3aTBepapKeHHs); 3miHu Il Tuny - Jlikapcbki
3ac06u. 3MiHW, WO NOB’sA3aHi 3i 3HAYHMMM 3MiHAMU
Y KOPOTKiiA XapakTepucTuLi slikapcbkoro 3acoby,
IHCTPYKLT 418 MeAUYHOro 3acTocyBaHHS 3rifHo 3
HOBUMMW JaHVMMM 3 SIKOCTi, AOK/iHIYHUMMU,
KNIHIYHMW faHuMKU Ta faHuMuy hapMakoHarnsagy
(3MiHV [0 IHCTPYKLT y po3ainu: "dapmakonorivHi
BnacTmBocTi", "Oco6/IMBOCTI 3acTOCyBaHHA",
"Cnoci6 3actocyBaHHs Ta gosu", "Aitn") (TepmiH
BBEAEHHSA 3MiH NMpoTsAroM 3-X micsyis nicns




Ne | Ha3sa nikapcbko20

dopma sunycky

3assHuUK

93

n/n

3acoby

(nikapcbka chopma,
ynakosKa)

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2

128.

NAMIKTAIT™

TabneTtku, Wo

FnakcoCmiTKnsiiH

Benwvka

nakcoCmiTKNnsiAH

3aTBepKeHHR); 3miHu Il Tuny - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsagy. 3miHm
y TepaneBTUYHUX NOKa3aHHAX (fofaBaHHA HOBOroO
TepaneBTWYHOTO NMoKa3aHHs abo 3MiHa y
3aTBEpKEHOMY MokasaHHI) (3MiHW [0 IHCTPYKLIT Y
po3gin "MokasaHHA") (TepMiH BBEAEHHS 3MiH
npoTsrom 3-x MicsLiB Nicns 3aTBEPAKEHHS)

0 NMNocBiOYEeHHs

129.

NAMIKTAO™

aucnepryoTbes, no 5 mr
no 14 tabnetok y
6nicTepi; no 2 6nictepu
B KApPTOHHIli KopobL,i

TabneTtku, Wwo

Ekcnopt flimiteq,

nakcoCmiTKnsiiH

BputaHis

Benvka

PapmacboTrKan3
C.A.

nakcoCmiTKNnsiiH

MonbLa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHW | TUny - 3MiHa BUPOBHKKa
BVIXiZHOro/MpOMKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOGHMYOMY npoueci AdI,
ab60 3miHa BUpOo6HYKa (BKOYaroun, e HeobxigHo,
MicLie NpoBeAEeHHS KOHTPOIO SKoCTi) Ad (3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkii hapmakonei y 3aTBepakeHomy
[0CbE - BefleHHs1 a/lbTePHATUBHOTO BUPOGHUKA;
3MiHK | TUNY - 36iNbLUEHHS PO3MIpY cepil
MPOMDKHOrO NPOAYKTY; 3MiHM | TUny - 3MiHa Ha3BY
LTaTy B afpeci BUPOGHMKa MPOMIXXHOIO NPOAyKTY
6e3 3MiHN MicusA BUPOGHMLTBA — 3MiHa IHAEKCY B
agpeci BupobHunka APl namoTpuaxmHy, 3
He3HaYHVMW JOMNOBHEHHAMM 3rigHO GMP
ceptudikaty

3a
peyenmom

UA/0452/01/01

130.

NAMIKTAI™

Tabnetku, LWo

aucnepryrotecs, no 25
Mr o 14 TabneTok y
6nicTepi; no 2 6nictepn
B KapPTOHHI kopobui

Ekcnopt JlimiTe,

nakcoCmiTKnsiiH

BpuTaHis

Benvka

dapmacboTuKan3
C.A.

nakcoCmiTKnsiiH

Monbla

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUMy - 3MiHa BUPOOHKKa
BUXiAHOro/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHUYOMY npoveci AdI,
ab0o 3miHa BUpoO6HYKa (BKIOUaKun, e HeobxiaHo,
MicLie NpoBeAeHHs KOHTPoA AkocTi) AdI (3a
BiICYTHOCTI cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[OCbE - BE[IEHHA a/lbTEPHATUBHOIO BUPOOHNIKA,;
3MiHW | TUnNYy - 36inbLIEeHHsA po3mipy cepil
NPOMIXXHOro NPOAYKTY; 3MiHU | TUNY - 3MiHa Ha3BY
wTaTy B afpeci BUpoOHUKa NPOMIDKHOT0 NpoAayKTy
6e3 3MiHN MicLa BUPOGHMLTBA — 3MiHa iHAEKCY B
agpeci BUpobHunka A®| namoTpuaxmuHy, 3
He3HaYHVMKW JOMOBHEHHAMU 3rigHo GMP
ceptudiikaty

3a
peyerimom

UA/0452/01/02

oucneprytoTtbes, no 50
Mr o 14 TabneTok y
6nictepi; no 2 6nictepn
B KapPTOHHIiA KOpO6Li

Ekcnopt fimiteq,

BputaHis

PapmacboTuKan3
C.A.

MonbLua

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHY | TUny - 3MiHa BUPOBHKKa
BWXiAHOro/NPOMiXXHOrO NPOAYKTY/peareHTy, Lo
BMKOPWCTOBYHOTLCS Y BUPOBHUYOMY npoveci AdI,
ab0o 3miHa BUpO6HYKa (BKNOYaroun, ge HeobxiaHo,
MicLie NpoBeAEHHS KOHTPO/ AkocTi) AdI (3a
BifiCYTHOCTI cepTudikaTa BignosigHoCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHoMy

3a
peyenmom

A0CbE - BeJeHHA a/lbTepPHaTUBHOIO BI/IpO6HVIKa;

UA/0452/01/03




Ne | Ha3sa nikapcbko20

dopma sunycky

3assHuUK

94

n/n

3acoby

(nikapcbka chopma,
ynakosKa)

KpaiHa

3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2

131.

NAMIKTAIT™

TabneTtku, Wo

FnakcoCmiTKnsiiH

Benwvka

nakcoCmiTKNnsiAH

3MiHM | Tuny - 36inbLIEeHHsA po3mipy cepil

NPOMIXXHOro NPOAYKTY; 3MiHM | TUNY - 3MiHa Ha3BYy

LwTaTty B afgpeci BUPO6HMKA MPOMIXKHOIO NPOAYyKTY

6e3 3MiHN MicLA BUPOGHMLTBA — 3MiHa iHAEKCY B

aapeci BUpo6Huka A®| namoTpuaxuHy, 3

He3HauyHUMW JOMOBHEHHAMM 3rigHO GMP
ceptudpikaty

0 NMNocBiOYEeHHs

132.

NAMIKTAO™

avcneprytoTecs, no 100
Mr no 14 TabneTtok y
6nicTepi; no 2 6nictepu
B KApPTOHHIli KopobL,i

Tabnetku no 25 mr no 10

Ekcnopt flimiteq,

nakcoCmiTKnsiiH

BputaHis

Benvka

PapmacboTrKan3
C.A.

nakcoCmiTKNnsiiH

MonbLa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHW | TUny - 3MiHa BUPOBHKKa
BVIXiZHOro/MpOMKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOGHMYOMY npoueci AdI,
ab60 3miHa BUpOo6HYKa (BKOYaroun, e HeobxigHo,
MicLie NpoBeAEeHHS KOHTPOIO SKoCTi) Ad (3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkii hapmakonei y 3aTBepakeHomy
[0CbE - BefleHHs1 a/lbTePHATUBHOTO BUPOGHUKA;
3MiHK | TUNY - 36iNbLUEHHS PO3MIpY cepil
MPOMDKHOrO NPOAYKTY; 3MiHM | TUny - 3MiHa Ha3BY
LTaTy B afpeci BUPOGHMKa MPOMIXXHOIO NPOAyKTY
6e3 3MiHN MicusA BUPOGHMLTBA — 3MiHa IHAEKCY B
agpeci BupobHunka APl namoTpuaxmHy, 3
He3HaYHVMW JOMNOBHEHHAMM 3rigHO GMP
ceptudikaty

3a
peyenmom

UA/0452/01/04

Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIl
Kopoo6ui

Ekcnopt JlimiTe,

BpuTaHis

dapmacboTuKan3
C.A.

Monbla

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUMy - 3MiHa BUPOOHKKa
BUXiAHOro/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHUYOMY npoveci AdI,
ab0o 3miHa BUpoO6HYKa (BKIOUaKun, e HeobxiaHo,
MicLie NpoBeAEeHHSA KOHTPOO AKocTi) AdI -
Be/JEHHS aNlbTepPHATMBHOIO BUPOG6HMKa Divi's
Laboratories Ltd., Chippada Village npomixHoro
npoaykty (Z)-2-(2,3-dichlorophenyl)-2-
(guanidinimino)acetonitrile (Lamotrigine Stage 2);
3MiHK | TUNYy - 3MiHa po3mipy cepii (BKIoYarum
nianazoHn) A®l a6o NPoMiXKHOro NPoAyKTY, SAKMiA
3aCTOCOBYETLCA Y NpoLieci BUPO6HMLTBA AD| -
36iNbLUEHHS PO3MIpY Cepii MPOMiIXXHOro NPoAyKTY
(2)-2-(2,3-dichlorophenyl)-2-
(guanidinimino)acetonitrile (Lamotrigine Stage 2);
3MiHM | TUMy - 3MiHa HalimeHyBaHHS Ta/abo agpecu
MiCLLA MPOBaMKEHHA AisANIbHOCTI BUPOOHMKA
(BKtovaroun, 3a HeobXiAHOCTI, MicLie NPOBeAEeHHS
KOHTPO/O AKOCTi), abo BracHuka mactep-caiina

Ha A®I, abo noctayasibHuka Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYOTbCS Y BUPOOHULTBI AD| - 3MiHA Ha3By
wTaTy B agpeci BUpoOHUKa NPOMIDKHOT0 NpoAayKTy

(2)-2-(2,3-dichlorophenyl)-2-

3a
peyerimom

UA/0452/02/01




Ne

HasBa snikapcbko20

dopma sunycky

3assHuUK
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n/n

3acoby

(nikapcbka chopma,
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KpaiHa

3asiBHUKa
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Kpaina
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Bionycky
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peecmpayjiliHo2

133.

NAMIKTAI™

Tabnetkn no 50 mr no 10

nakcoCmiTKnsiiH

Benwvka

(guanidinimino)acetonitrile (Lamotrigine Stage 2),
6e3 3MiHN MicLs BUpOOHMLTBA
— 3MiHa iHfekcy B agpeci BUpobHuka Ad|
NamoTPUAKNHY, 3 HE3HAYHUMMN [OMNOBHEHHSAMMU
3rigHo GMP cepTudpikaty

0 NMNocBiOYEeHHs

134.

NAMIKTAO™

TabneTtok y 6nictepi; no
3 6nicTepu B KAPTOHHIl
Kopoo6ui

Tabnetkn no 100 mr no

Ekcnopt flimiteq,

nakcoCmiTKnsiiH

BputaHis

Benwvka

"nakcoCmiTKnsaiiH
dapmacboTuKan3
C.A.

nakcoCmiTKNnsiiH

Monbwa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHK | TuMy - 3MiHa BUPOGHMKa
BUXiAHOro/NPOMIXHOIO NPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHUYOMY npoveci AdI,
abo 3miHa BUpo6HWKa (BKOYaKoun, e HeobxiaHo,
MicLile NpoBeAEHHSA KOHTPOSO AKoCTi) AdI -
BE/JEHHS aNlbTepPHATMBHOIO BUPO6HMKa Divi's
Laboratories Ltd., Chippada Village npomixHoro
npoaykty (Z)-2-(2,3-dichlorophenyl)-2-
(guanidinimino)acetonitrile (Lamotrigine Stage 2);
3MiHM | TUMy - 3MiHa po3mipy cepii (Bk/IYatoun
nianazoHn) A®l a6o NPoMiXKHOro NPoAyKTY, SAKUiA
3aCTOCOBYETLCS Y NPOLIECi BUPOGHMLTBA AD] -
36i/bLUEHHS PO3MIpY Cepii MPOMiIXXHOro NPoAyKTY
(2)-2-(2,3-dichlorophenyl)-2-
(guanidinimino)acetonitrile (Lamotrigine Stage 2);
3MiHM | TUMy - 3MiHa HalimeHyBaHHS Ta/abo agpecu
MiCLLA MPOBaMXEHHA AisANIbHOCTI BUPOGHMKA
(BrrOvaroun, 3a HeobXiAHOCTI, MicLe NPoBeAeHHS
KOHTPO/0 SKOCTi), abo BriacHuka mactep-caiina
Ha A®I, abo noctavasibHuka Ad®l/BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
3aCTOCOBYIOTbCS Y BUPO6HULTBI AP| - 3MiHA Ha3By
wTaTy B afpeci BUpOOHUKA NPOMDKHOI0 NpoAayKTy
(2)-2-(2,3-dichlorophenyl)-2-
(guanidinimino)acetonitrile (Lamotrigine Stage 2),
6e3 3MiHK MicuA BUPO6HMLTBA
— 3MiHa iHAekcy B agpeci BupobHuka Adl
NamoTPUAKMHY, 3 HE3HAYHUMMN [OMNOBHEHHAMMU
3rigHo GMP cepTudpikaty

3a
peyernmom

UA/0452/02/02

10 TabneTok y 6nicTepi;
no 3 6nictepu B
KapTOHHI Kopoo6Li

Ekcnopt JlimiTe,

BpuTaHis

dapmacboTUKan3
C.A.

Monblwa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUMy - 3MiHa BUPOOHKKa
BUXiAHOro/NPOMIXXHOrO NPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHUYOMY npoveci AdI,
ab0o 3miHa BUpo6HYKa (BKIOYaKun, e HeobxiaHo,
MicLe NpoBeAEeHHSA KOHTPOO AKocCTi) AdI -
Be/JEHHS aNlbTepPHATMBHOIO BUPOG6HMKa Divi's
Laboratories Ltd., Chippada Village npomixHoro
npoaykty (Z)-2-(2,3-dichlorophenyl)-2-
(guanidinimino)acetonitrile (Lamotrigine Stage 2);
3MiHK | TUNYy - 3MiHa po3mipy cepii (BKIoYarum
nianazoHn) A®l a6o NPoMiXKHOTro NPoAYyKTY, AKMiA

3aCTOCOBYETbCA Y NpoLieci BUpo6HMLUTBa ADI -

3a
peyerimom

UA/0452/02/03




96

Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

36iNbLUEHHS PO3MIpY Cepii MPOMiIXXHOro NPoAyKTY
(2)-2-(2,3-dichlorophenyl)-2-
(guanidinimino)acetonitrile (Lamotrigine Stage 2);
3MiHM | TUNy - 3MiHa HalimeHyBaHHS Ta/abo agpecu
MiCLLA MPOBaMXEHHA AiSANIbHOCTI BUPOOHMKA
(BKtOvaroun, 3a HeobXiAHOCTI, MicLe NPoBeAeHHs
KOHTPO/0 SIKOCTi), ab0 Br1acHuka mactep-caiina
Ha A®I, abo noctayasibHuka Ad®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
3aCTOCOBYIOTbCS Y BUPO6HULTBI AP| - 3MiHA Ha3By
wTaTy B agpeci BUpOOHUKA NPOMDKHOT0 NpoAayKTy
(2)-2-(2,3-dichlorophenyl)-2-
(guanidinimino)acetonitrile (Lamotrigine Stage 2),
6e3 3MiHN MicLs BUpOOHMLTBA
— 3MiHa iHfekcy B agpeci BUpobHuka Ad|
NamoTPUAKNHY, 3 HE3HAYHUMMN [OMNOBHEHHSAMMU
3rigHo GMP cepTudpikaty

135.

NAHBIC™

Tabnetkun no 40 mr no 25
TabneTok y ¢hsiakoHi; no
1 donakoHy B KapTOHHii
Kopoo6ui

AcneH ®apma
Tpenginr Nimiteq

Ipnangjs

Excenna rméx

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/edpeKTNBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3MiHu 1o
y3arasibHeHVX AaHunx Npo cuctemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHnx
npo cucTemy chapmakoHarnsgy, 3miHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigabHOI 3a
3[iicHeHHs1 hapMakoHarisay; KOHTaKkTHOI 0cobu 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KO BOHA BigMiHHa
BiZl YyNOBHOBaXeHOI 0co6Wu, BiAMNOBIAa/IbHOI 3a
3[iiCHEeHHs1 hapmakoHarnaay (Bkiuarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy PO3MILLEHHI
MacTep-aiina cuctemy papmakoHarnisgy) -
3aTBepKeHO: YNoBHOBaxKeHa 0coba 3asBHUKA,
BiAnoBiganbHa 3a hapmakoHarnag - fivoua
pefakLisi: YNoBHOBaXKeHa ocoba 3asBHNKa,
BignosiganbHa 3a chapmakoHarnsag - Tomac
MakkoHaH / Thomas Mcconnon. KoHTakTHa ocoba
B YKpaiHi ynoBHOBa)XKeHOT 0cobu 3asiBHMKaA A71s
3ailicHeHHa hapMakoHarnsagy - MaimHoBcbka
TeTsHa lMeTpiBHa. 3anponoHOBaHO:
YnoBHOBaXeHa ocoba 3asBHUKa, BignosiganbHa 3a
thapmakoHarnsag - KaponiHa C3kyanapek / Karolina
Szkudlarek. KoHTakTHa ocoba B YkpaiHi
YMOBHOB&XEHOT 0CO6M 3asBHMKA A5 34iACHEHHS
thapmakoHarnagy - HaropHa KatepuHa IsaHiBHa.
3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOT 0Co6MU.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0co6bu

3a
peyernmom

UA/9128/01/01

136.

NEBOMNPO

po34unH ans iHgysiii 500
Mr/100 mn, no 100 may

ToBapucTso 3
06MeXeHo

YKpaiHa

MpuBatHe
akujioHepHe

YkpaiHa

BHECEHHHS 3MiH [0 peecTpauiiHnx MaTepianis:
3MiHu | TMNYy - AgMIHICTpaTUBHI 3MiHW. 3MiHa

3a
peyenmom

UA/14730/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
naawui, no 1 naswuiy BiANOBIAA/IbHICTIO TOBapUCTBO HalilMeHyBaHHs Ta/abo agpecu micus
nauui «EC ®PAPMA» "IHPY3IA" NpoBaPKEHHA Ais/IbHOCTI BUPOGHMKa/iMnopTepa
roTOBOro MikapcbKoro 3acoby, BKIYaum
AinbHUU BUNYyCcKy cepii abo micLie NpoBeAeHHs
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SKy BiAnosigae
BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepili)
(3miHa agpecu Ta Ha3BM BUPOOHUKA)
137. | NEBO®/IOKCALN po3uunH ans iHgysiii 0,5 MpuBaTHe YkpaiHa MpuBatHe Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/12726/01/01
H % no 100 mn a6o no 150 akuioHepHe akuioHepHe 3MiHK | TUNY - BUNYYEHHS BUPOOHMYOT Ai/TbHUL peyenmom
My NASWLj; no 1 TOBapUCTBO TOBapuUCTBO (Brrovaroum ginbHuui Ans A®l, npoMixHoro
NAAWL Y nayui "IHdpy3isn” "IHdpy3ia" NPOAYKTY abo roToBOro /iKapcbKoro 3acoby,

AiNbHULI ANA NPOBEAEHHS NakKyBaHHS, BUPOOHMKA,
BiANOBIAa/IbHOIO 3a BUNYCK Cepiii, MicLe
nNpoBefileHHs KOHTPOJI0 cepil) abo noctavyanbHUKa
BMXi4HOro marepiany, peareHty abo AONOMIKHOT
PEYOBUHM (SKLLLO 3a3HAYEHO Y [JOCLE) - BUNYHYEHHS
BMpOoOHUKa AD| neBodioKcaLmH remirigpart; 3mMiHu
| TMNY - 3MiHa y NapameTpax cneundikawiii Ta/abo
[ONYCTUMMX MEX, BU3HaUYeHuX y cneyudikauisx Ha
A®I, ab0 BUXigHWIA/NPOMIXHUIA NPOAYKT/peareHT,
LLIO BUKOPWUCTOBYIOTBLCS Y NpoLeci BUPobHULTBA
A®I (iHWi 3MiHW); CynyTHS 3MiHa: 3MiHa y MeTogax
BMNpo6yBaHHA APl abo BuxigHoro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Wwo
BVIKOPVCTOBYETbLCS Y NpOLieCi BUPo6HMLTBa AD|
(iHWi 3miHK y MeTofax BUNPOBYBaHHA (BK/IOYa0UN
3amiHy abo f0onoBHeHHs) AdP| abo
BWXi4HOro/MPOMIKHOro NpoAyKTy); 3MiHu | Tuny -
KOHTPO/1b FOTOBOTrO MiKapCbKoro 3acoby (iHLwi
3MiHWM) - 3MiHa cneuumdikauii roToBOro likapCbKoro
3aco6y 3a po3ziioMm «CynpoBifgHi AOMILLKM»
Bi4NoBiAHO A0 3MiHM BUPOGHMKIB ADI | BUMOr USP;
3MiHM | Tuny - 3mMiHa napameTpis cneyudikawin
Ta/abo foNyCTUMUX MEX NEPBUHHOT YNaKoBKM
rOTOBOrO JIiKAPCbKOro 3acoby (iHLi 3MiHN) -
npuBefeHHs cneuudikauii Ta MeToAis KOHTPOIO
SAKOCTI Ha NakKyBasIbHUIA MaTepian (CKIsHI
KOHTEeWHepu i Npo6ku rymoBi) go Bumor 4dY;
CYNyTHSA 3MiHa: 3MiHa y MeTogax BUNpobyBaHHsA
NepBMHHOT YNakoBKM FOTOBOTO NIKAPCLKOro 3acoby
(iHWi 3MiHM Yy MeTofax BUNpobyBaHb (BK/IOYaoun
3aMiHy abo fofaBaHHs)); 3MiHW | TUny - 3MiHK
BMNpPo6yBaHb abo JOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevumdikayisx, nig yac
BMPOGHULITBA FOTOBOTO MiKapCbKoro 3acoby (iHLwi
3MiHW); 3MiHK | TUNY - 3MiHa NapameTpiB
cneuudikauii Ta/abo AONYCTUMUX MEX ON15
O0MNOMDKHOT peqoBMHYM (HLLi 3MiHW); CYMYyTHA 3MiHa:
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

3MiHa y MeTogax BUNpobyBaHHsA AOMNOMIKHOT
peyoBUHM (iHLWi 3MiHM Y MeTofax BUNPOOyBaHHS
(BK/IHOYAOUM 3aMiHy a60 [0ofaBaHHS)); 3MiHM | Ty
- 3MiHa napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCcbKoro 3acoby
(BUAYYEHHS HE3HAYHOrO NOKa3HVKa (Hanpuknag,
3acTapisioro NokasHWKa, Takoro sk 3anax Ta cMak,
abo igeHTHdikaLis 6apBHMKIB UM CMaKOBUX
[06aB0oK)) - BUNYyYEHHS NokasHuka "AHoMaslbHa
TOKCUYHICTB" 3i cneuudikauii i MeToAiB KOHTPOSIIO;
CYNyTHSA 3MiHa: 3MiHa y MeTofax BUNPo6yBaHHSA
roToBOro MiKapCcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeTogax BUNpobyBaHHs); 3MiHu ||
TUNy - 3MiHa BUPOBHUKA BMXiAHOrO/NPOMIXHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®l, abo 3miHa BUPO6HUKa
(BKTtOYatouK, e HeobXiaHO, Micue NpPoBeAeHHs
KOHTpO/t0 siKocTi) AP (3a BifcyTHOCTI cepTuddikata
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOTO
BUPOGHMKa AD| 3 HafaHHAM MacTep-haiina Ha
AQI) - BBEIEHHA HOBOro BMPOGHMKa AdI

138.

NIENKEPAH™

TabneTku, BKPUTI
NAIBKOBOK 0B0I0HKOHO,
no 2 mr no 25 TabneTok
y thnakoHi; no 1
h1akoHy Y KapTOHHIi
Kopoo6Li

AcneH dapma
Tpenginr Nimiteq

Ipnangis

Exkcenna rmex

Himeyunna

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | Tuny - 3MiHK Wwoao 6e3neku/ethekTNBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX faHyx Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX JaHux
npo cucTemy dhapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0Co6M, BiANOBigaNbHOI 3a
3[iiCHeHHs hapMakoHarsay; KOHTakTHOI 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iACHEHHSA
hapmMakoHarnsay B YkpaiHi, KO BOHA BigMiHHa
BiZl YNOBHOBaXeHOI 0CO6U, BiANOBIAa/IbHOI 3a
3[jiCHeHHs1 dhapmakoHariagy (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTtep-caiina cuctemy papmakoHarnagy) -
3aTBepakeHo: YNoBHOBaKeHa 0coba 3asBHUKa,
BignosiganbHa 3a chapmakoHarnsag - Tomac
MakkoHaH / Thomas Mcconnon. 3anponoHOBaHoO:
YnoBHOBaXeHa ocoba 3asBHUKa, BignosiganbHa 3a
thapmakoHarnsag - KaponiHa C3kyanapek / Karolina
Szkudlarek. 3MiHa KOHTAKTHUX AaHWX
YMNOBHOBaXXEHOT 0COOM. 3MiHa KOHTaKTHVX AaHnX
KOHTaKTHOI ocobu

3a
peyenmom

UA/3396/01/01

139.

NIBOMIH ®OPTE

Kancynu, no 10 kancyny
6nictepi, no 3 6nictepn
B iHAMBIAyaIbHOMY
nakeTi B KAPTOHHIl

Mera
NaiidpcaiieHci3
Ma6nik Komnani
Nimiteq

TainaHg

Mera
NaiidpcaiieHcis
Mabnik Komnani
Niviten

TainaHg

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/edpeKTNBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHu g0
y3araJibHeHVX AaHnx Npo cuctemy

6e3
peyenma

UA/5581/01/01
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

Kopoo6Ui

chapmakoHarnsgy (BBefleHH y3arasibHeHUX faHnX
npo cucTemy chapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0CO6MU, BigNOBiga1bHOI 3a
3[iicHeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHvKa Ans 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHa
BiJl YNOBHOBaX€EHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
3[jiCHEeHHs1 hapmakoHarnaay (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
MacTtep-aiina cuctemy papmakoHarniagy) -
Litova pefakuis: YnoBHoBaxeHa ocoba 3asBHUKA,
BifnoBigaHa 3a chapmakoHarnsg, - Yavika HOpii
leHapgjnoBny. MponoHoBaHa pegakuis:
YnoBHOBaxeHa 0coba 3asBHWKa, BifnosigaHa 3a
thapmakoHarnag - NMpamog Maxve/Pramod Mane.
KoHTakTHa ocoba B YkpaiHi yNnoBHOBaXXeHOI 0cobm
3asBHUKA A4N19 34iiCHeHHA dhapMakoHarnagy -
BiTkoBCbka TeTsiHa BiTaniiBHa. 3MiHa KOHTaKTHUX
[AaHNX YNOBHOBaXXEHOT 0COOU. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu

140.

nokoia®

Kpem, 1 mr/r,no 30 r B
Ty6i; no 1 Ty6i B
KapTOHHIM nayi

JNNIEO dapma A/IC

NaHis

Temmnep Itania
C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/ed)eKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3miHn) (3amiHa
rpaciyHoro ohoOpMIEHHS NEPBUHHOT Ta BTOPUHHOI
YyNakoBKN Ha TEKCT MapKyBaHHSA Ha ynakoBLji 3
BiANOBIAHOIO 3MIHOK Y MeToAax KOHTPOSIO AKOCTI
(po3gin «FPAGNYECKOE OPOPMNEHUE
YNAKOBKW>» 3aMiHeHO po3ginom
«MAPK/NPOBKA») (TepMiH BBEAEHHS 3MiH
NPOTArom 6-T1 MiCALIB NiCNA 3aTBEPIXKEHHS);
3MiHu | TUNYy - 3MiHK Wopao 6e3nekn/ed)eKTUBHOCTI
Ta papmakoHarnsgy. BeegeHHs abo 3miHu 1o
y3arasibHeHVX AaHunx Npo cuctemy
dhapmakoHarnsgy (BefileHHs y3araslbHEHNX AaHnX
npo cucTemy chapmakoHarnsgy, 3miHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBiga1bHOI 3a
3piicHeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHa
BiJl YNOBHOBaXeHOI 0co6WU, BiAMNOBIAa/IbHOI 3a
3[iiCHEeHHs1 hapmakoHarnaay (Bkiuarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy PO3MiLLEHHI
macTep-aiina cuctemu papmakoHarnsgy) (firova
pefakuis: KoHTakTHa ocoba B YKpaiHi
YNOBHOB&XEHOT 0CO6U 3asBHMKA A1 34iACHEHHS
thapmakoHarnagy - Bipcta Onbra BacunisHa.
MponoHoBaHa pegakLis: YnoBHoBaxeHa ocoba
3asBHVKa, BignosifanbHa 3a hapmakoHarniag :

3a
peyermom

UA/4471/04/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
XKaHi BinnagceH / Janie Willadsen. KoHTakTHa
ocoba B YkpaiHi ynoBHOBaXKEHOI 0CO6U 3asiBHMKA
ANA 3ailicHeHHs chapmakoHarnsgy - Kyuma
Bonogumunp OnekcaHApoBMYy. 3MiHa KOHTaKTHUX
[aHnX YNOBHOB&XEHOT 0CO6U. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0c06M. 3MiHa MiCLS 34iACHEHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnagy. 3miHa
agpecu macTtep-aiina. 3miHa Homepa macTep-
dhaiina) (TepMiH BBeAEHHSI 3MiH NPOTArom 6
MicALIB Micns 3aTBEpPAKEHHS); 3MiHa 3asBHUKA
(BnacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460) (TepMiH
BBEJEHHS 3MiH NPOTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHS)
141. | TIOMYCTUH kancynu no 40 mr no 20 Mepak HimeuunHa BUPOBHMK, L0 HimeuyunHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/6988/01/01
MEOAK Kancyn y koHTeliHepi; no | [e3enbwadT diop BiAnoBigae 3a 3MiHM | Tuny - 3MiHK Woao 6e3neku/edpeKTNBHOCTI peyenmom
1 KOHTelHepy B nauu,i KNiHiWwe MapKyBaHHS Ta hapmakoHarnsgy. BeegeHHs abo 3miHu 1o
LWneujansbnpenapa NnepBUHHOI y3arasibHeHuX AaHux nNpo cuctemy
Te M6X yNaKkoBKM, chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHnX
BTOPVHHE npo cucTemy chapmakoHarnsgy, amiHa
nakyBaHHs, yNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
KOHTPO/b/BMNPOGY 3piicHeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
BaHHA cepii Ta 3a thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
BUMYCK Cepii: thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
Megak BiJl YyNOBHOBaXeHOI 0co6Wu, BiAMNOBIAa/IbHOI 3a
lesenbladt drop 3[iiCHEeHHs1 hapmakoHarnaay (Bkiuarum
KiHiwe KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MIiLLEHHI
LLneujanbnpenapa MacTep-haiina cuctemy papmakoHarnisgy) -
Te M6X, 3aTBepakeHo: KoHTakTHa ocoba B YKpaiHi
HimeuyumnHa; YNOBHOB&XXEHOT 0CO6Y 3asBHMKa A1 34iACHEHHS
BMPOGHWK, LLIO hapmakoHarnsgy - Pesuos Cepriii
BignoBigae 3a Bonogumunposuy. 3anponoHoBaHo: KoHTakTHa
BVMPOGHMLTBO ocoba B YKpaiHi ynoBHOBaXXeHOI 0C06M 3asBHMKa
nikapcbKoro Ana 3piiicHeHHs hapMakoHarnsgy - BonsBay Hens
3acoby, nepBurHHe MuikonaiBHa. 3MiHa KOHTaKTHUX AaHWX
nakyBaHHs, YNOBHOB&XEHOI 0CO6U. 3MiHa KOHTAKTHUX JaHnX
KOHTPO/b/BMNPOGY KOHTaKTHOT 0co6U. 3MiHa MicLA 3AiACHEHHS
BaHHA cepii: Xaynt OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
dapma Amaper agpecu mactep-taiina
rm6X, HimeuyunHa
142. | NIOPAHO Tabnetku no 10 mr, no 7 CaHpo3 CnoseHis BMPOOHULITBO in HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/6985/02/01
Tabnetok y 6nictepi, no dapmacbloTikans bulk, nakyBaHHs, MonbLwa 3MiHM | TURY - 3MiHW y NpOLLeCi BUPOGHMLTBA peyenma
1 6nicTepy B KapTOHHii a.a. BUNYCK cepii: roTOBOrO /iKapCbKOro 3acoby, BKIo4aoum

Kopobui; no 10 TabneTok
y 6aicTepi, no 2
6nicTepn B KApTOHHIA
Kopo6bLi

Cantotac dapma

'm6X, HimeuunHa;

nakyBaHHs, BUMYCK
cepii: ek C.
A., Nonbwa

NPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETLCA NPU
BMPOGHULITBI FOTOBOTO NiKapCbKOro 3acoby -
He3HauHi 3MiHM y npoueci BupobHuuTBa «Cknag Ha
cepito» Woao Kinbkocti AP| 3 ypaxyBaHHAM
hakTMYHOro BMICTY Ta BifNOBiAHNM KOPeryBaHHAM
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
BMICTY J1aKTO31 MOHorigapat
143. | NIONPANL LENO niodpinizat ana CaH IHais CaH IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/8256/01/01
cycnensii 4ns iH'ekuiin no PapmacboTnKaul dPapmacboTuKan 3miHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
3,75 wr, 1 dpriakoH 3 IHpacTpi3 NimiTeq, IHpacTpi3 /1Tg, HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
nopoLukom Ta 1 amnyna (BNnacHuKa peecTpauiiiHoro nocBig4eHHs1) (3MiHa
3 PO3UYMHHMKOM (HaTpito afipecy Ta HaliMeHyBaHHS 3asBHUKa)
Kap6OoKCMMETULENHO
3a, MaHiT (E 421),
nonicop6ar 80, knucnota
ouToBa boAAHa, Boja
Ans iH'ekuUiid) no 2 mn y
KapTOHHI ynakosL,
BMiLLiEHi B M/ICTUKOBY
yNaKkoBKy B KApPTOHHIl
Kopoo6ui
144. | MAKPO3UA 500 Tabnetku no 500 wmr, in Makneogc IHAjA Makneopc IHAjsA BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: - UA/6536/01/01
bulk: no 500 TabneTok y dapmacbloTukanc $apmacboTukanc NpUBELEHHS Y BiANOBIAHICTL A0 peecTpaLiitHnx
nnacTuKoBili 6aHLi Nimiteq Nimiten mMarepianis HanncaHHsA ynakoBku Ta
peecTpauiiHoro Homepy B Hakasi MO3 YkpaiHu Ne
798 Big, 14.07.2017 B npoueci nepepeecTpavii
(6yno - no 10 TabneTok y 6aictepi; no 10 6nicTepis
Y KapTOHHiIli ynakoBuji, UA/6535/01/01)
145. | MEANXPOHAN®- rpaHynu, y naketi Ne 1 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavLjiiiHux maTepianis: 6e3 UA/6504/01/01
AAPHUUA Ta Ne 2 y nauuj; no 7 "®apmaueBTnyHa "®apmaueBTnyHa 3MiHM || TRy - 3MiHa BUPOGHMKa peyenma
naketis Ne 1 ta 7 thipma "JapHuus” chipma "OapHuus” BUXiAHOro/NPOMIXHOrO NPOAYKTYy/peareHTy, Lo
naketis Ne 2 B nauui; no BMKOPUCTOBYIOTbCA Y BUPOOHUYOMY npoveci API,
21 nakety Ne 1 Ta 21 ab0 3MiHa BMPOOHMKa (BK/THOYatoun, ge HeobxigHo,
nakety Ne 2 B nayui MicLie NpoBefeHHSA KOHTPO AkocTi) AdI (3a
BifICYTHOCTi cepTudikara BifnoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHomy
[0Cbe)(BBEAEHHS HOBOTO BUPOo6HUKa AdI 3
HafaHHAM MacTep-thaiina Ha A®l) — BBeieHHS
HOBOro BMpO6HUka A®I IaiunHy
146. | MEAOKAPAUN Tabnetku no 6,25 Mr no Mepokemi NTA Kinp Mepokemi NT/A, Kinp BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3a UA/9479/01/01
10 Tabnetok y 6nicTepi; (LleHTpanbHwuii 3MiHM | TUny - 3MiHK Woao 6e3neku/etpekTUBHOCTI peyenmom
no 3 a6o 10 6nictepis y 3aBog), Kinp; Ta thapmakoHarnsgy. BeegeHHs abo 3miHv go

KapTOHHIA Kopoo6Li

Mepokemi NT/A,
(3aBog AZ), Kinp

y3araibHeHUX AaHvX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux
npo cuctemy dhapmakoHarnsgy, 3mMiHa
YMNOBHOBaXeHOT 0cobu, BigNoBifabHOI 3a
3AilicCHeHHA hapMakoHarnsy; KOHTaKTHOT 0coou 3
hapmakoHarnsgy 3asBHUKa 4715 34iCHEHHSA
hapMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHa
Bifl yNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI 3a
3[jiCHeHHs1 dhapmakoHariaay (Bkiyarum
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-haiina cuctemmn hapMmakoHarnsagy) -
3arBepaKeHo: Kapacbos AMuTpo Bonoanmmnposuy
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n/n

HasBa snikapcbko20

3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
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Bupo6HuK
3asBHUKa

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

147.

MEAOKAPANN

Tabnetku no 25 mr no 10
Tabnetok y 6nictepi; no

Mepokemi 1T

Kinp

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

3 a6o 10 6nictepiB y

Megokemi T/,
(UeHTpanbHuii

Kinp

3anponoHoBaHo: lMenex /llogMmuna OnekcaHapisHa

148.

MEAO®/TIOKOH

KapTOHHI Kopoo6Li

kancynu no 50 mr Ne 7
(7x1) y 6nictepax

Megokemi NTA

3aBop), Kinp;
Megokemi T/,
(3aBog AZ), Kinp

Kinp Mepokemi NTA
(UenTpanbHuii

Kinp

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/edpeKTNBHOCTI
Ta papmakoHarnsgy. BeegeHHs abo 3miHu 1o

y3arasibHeHVX AaHunx Npo cuctemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHnx
npo cucTemy chapmakoHarnsgy, 3miHa

YNOBHOBaXXEHOT 0CO6MU, BigNOBigabHOI 3a

3piicHeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3

thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHa
BiJl YNOBHOBaXeHOI 0co6WU, BiAMNOBIAa/IbHOI 3a
3[iiCHEeHHs1 hapmakoHarnaay (Bkiuarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy PO3MiLLEHHI
MacTep-aiina cuctemy papmakoHarnisgy) -
3arBepaxeHo: Kapacbos AMuTpo Bonoanmmnposuy

3anponoHoBaHo: Menex Sliogmuna OnekcaHapiBHa

3a
peyernmom

UA/9479/01/02

149.

MEAO®/TIOKOH

kancynu no 150 mr Ne 1
y 6nictepax

Mepokemi NTA

3aBog)

Kinp Mepokemi NTA
(LleHTpanbHwuii

Kinp

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHu | TUNY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHS AiSIbHOCTI BUpobHUKa/imnopTepa
roTOBOro MiKapCcbKoro 3acoby, BKAYaum
AinbHUUI BUNYCKy cepii abo micLe NpoBeAeHHsS
KOHTPO/O SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnoBifae
BMPOGHUK/iIMNOPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa HalimeHyBaHHS Ta afpecu BUPOOHUKA)
(TepMiH BBEAEHHS 3MiH NPOTArOM 3-X MicsILiB
nicns 3aTBepAKEHHS)

3a
peyenmom

UA/7001/01/01

150.

MEAO®IOKOH

Kancynu no 50 mr Ne 7
(7x1) y 6nicTepax

Megokemi NTA

3aBog)

Kinp Megokemi NT/,
(UeHTpanbHuii

Kinp

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO JliKapCbKOro 3acoby, BKYaum
OiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnosigae
BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepilf)
(3miHa HaliMeHyBaHHSA Ta aApecu BUPOOHMKA)
(TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsILiB
nicns 3aTBepAXeHHs)

peyenma

6e3

UA/7001/01/02

3aBop)

3MiHM | Tuny - 3MiHK Woao 6e3neku/edheKkTNBHOCTI
Ta thapmakoHarnsgy. BeeieHHst a6o 3MiHu [0
y3araslbHeHUX JaHyX Npo cucTemy
chapmakoHarnagy (BBeAEHHA y3arasibHeHUX JaHnX
npo cuctemy chapMakoHarnsgy, amiHa

YNOBHOBaXEHOI 0CO6MU, BigNOBigaNbHOI 3a
3AiiCHEHHS1 (papMaKoHarns4y; KOHTaKTHOI 0cobu 3

Ba peyerimom

UA/7001/01/01
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

hapmakoHarnsgy 3asBHUKa 4715 34iCHEHHSA
hapmakoHarnsgy B YkpaiHi, KO BOHA BigMiHHa

Bifl yNOBHOBaXeHOI 0co6MU, BiANOBIAa/IbHOI 3a
3[jiCHeHHs1 dhapmakoHariagy (Bkiyarum
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLEHHI

mMacTep-haiina cuctemmn hapMmakoHarnsagy) -

3arBepakeHo: Kapacbos AMnTpo
Bonogumuposuny. 3anponoHosaHo: MNenex
Mogmuna OnekcaHgpisHa

151.

MEAO®/TFOKOH

Kancynu no 150 mr Ne 1
y 6nicTepax

Megokemi NTA

Kinp

Megokemi NT/,
(UeHTpanbHuii
3aBog)

Kinp

3MiHM | Tuny - 3MiHK Woao 6e3neku/edpeKTNBHOCTI
Ta papmakoHarnsgy. BeegeHHs abo 3miHu 1o
y3arasibHeHVX AaHunx Npo cuctemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHnx
npo cuctemy chapmakoHarnsgy, 3miHa
YNOBHOB&XXEHOT 0CO6MU, BigNoBigabHOI 3a
3[iicHeHHs1 hapMakoHarsay; KOHTaKkTHOI 0co6u 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHa
BiJl YyNOBHOBaXeHOI 0co6Wu, BiAMNOBIAa/IbHOI 3a
3[iiCHEeHHs1 hapmakoHarnaay (Bkiuarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy PO3MiLLEHHI
MacTep-aiina cuctemy papmakoHarnisgy) -
3arBepaxeHo: KapacboB MUTPO
Bonogumuposuy. 3anponoHosaHo: MNenex
Nlrogmuna OnekcaHapisHa

be3 peyenma

UA/7001/01/02

152.

ME3AKAP®

cycneHsist opasibHa, 100
Mmr/5 mn no 100 mny
donakoHi; no 1 dpnakony
3 MiPHUM CTaKaH41KoM Y
KapTOHHI Kopoo6Li

TOB "TIEA®APM
nTa

YKpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | Tuny - 3MiHa napameTpis cneuudikawii
Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro
3acoby - npuBefeHHs crneundikaLii 3a NokasHUKOM
"Mikpob6ionoriyHa yncTota" 4o 4it4oro BUAaHHS
EP 5.1.4,2.6.12, 2.6.13.

3a
peyenmom

UA/9832/03/01

153.

ME/TOKCUKAM-
ACTPA®APM

Tabnetku no 7,5 mr Ne
20 (10x2) y 6nictepax y
KopooLi

TOB
"ACTPAGAPM"

YkpaiHa

TOB
"ACTPA®APM"

Ykpaina

BHECEHHS 3MiH 10 peecTpavLjiiiHux maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTBHOCTI
Ta thapmakoHarnsigy. BeegeHHs abo 3miHv go
y3arasibHeHVX AaHnx npo cuctemy
thapmakoHarnsgy (BBeAEHHS y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy, aMiHa
YNOBHOB&XEHOI 0CO6MU, BiANOBiAaNbHOI 3a
3[iiCHEHHS (hapMakoHarns4y; KOHTaKTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa s 34iiCHEHHS
hapMakoHarnsay B YkpaiHi, K0 BOHA BigMiHHa
Bi[] yNMOBHOBaXXEHOI 0CO6MU, BignoBiganbHOI 3a
3[jiCHEeHHs1 hapmakoHarnaay (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLEeHHi
MacTep-chaiina cuctemm hapmakoHarnsgy) -
3aTBepmkeHo: MenbHuK IpuHa BikTopiBHa.
3anponoHosaHo: LLloskosa IpuHa BaneHTuHiBHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBAXEHOI 0CO6U

3a
peyenmom

UA/8397/01/01




104

Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
3as1BHMKA, BignoBiga/ibHOI 3a chapMakoHarnsg
154. | ME/IOKCUKAM- Tabnetku no 15 mr Ne 20 TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/8397/01/02
ACTPA®APM (10x2) y 6nictepax y "ACTPAGAPM" "ACTPA®APM" 3MiHM | Tuny - 3MiHK Wwoao 6e3neku/etpekTBHOCTI peyenmom
Kopoo6Li Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX faHyX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux
npo cucTemy dhapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0co6M, BiANOBIigaNbHOI 3a
3[iiCHeHHs hapmMakoHarisay; KOHTakTHOI 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHSA
hapmMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHa
BiJl YNOBHOBaXeHOI 0cO6WU, BiAMNOBIAa/IbHOI 3a
3[jiCHeHHs1 dhapmakoHariagy (Bkiyarum
KOHTaKTHi AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTtep-caiina cuctemy papmakoHarnagy) -
3arBepmkeHo: MenbHUK IpuHa BikTopiBHa.
3anponoHoBaHo: LLloBkoBa IpvHa BaneHTuHiBHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXEHOI 0CO6U
3as1BHMKA, BignoBigaibHOI 3a chapMakoHarnsg
155. | MEMAHTUH TabneTtku, BKPUTI CaHpo3 CnoseHis CaHpo3 lnak TypeyuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/14820/01/01
CAHAO3® NAIBKOBOK 060I0HKOLO, dapmacbloTikans CaHaii Be TikapeT 3MiHuW I TMny - 3MiHK 3 AkocTi. APl BupobHuLTBO peyenmom
no 10 mr Ne 30 (10x3), a.a. A.C. (iHWWi 3MiHW) — OHOBNEHHS MacTep-doaliny Ha fitouy
Ne 60 (10x6) y peyoBUHY Big BUPOOHUKA
6nictepax Uquifa
156. | MEHOBA3VH pPO34MH Ans TOB "TepHodapm™ YkpaiHa BMPOGHMLTBO 3a Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/8480/01/01
30BHILUHLOTO NMOBHUM LK/TIOM 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii peyenma
3acTOCyBaHHS, (BKOUarOumM 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
cnmpToBwWiA No 40 mny nepBuHHe Ta iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
hnakoHax abo BTOPWHHE KOHTPO/0 SIKOCTi FOTOBOrO MikapCbKoro 3acoby
dhnakoHax 3 nakyBaHHs); (3amiHa abo gofaBaHHA BMPOGHNMKA, L0

posnuosayem; no 40
My chnakoHi abo
onakoHi 3
posnuntoBayem; no 1
dhnakoHy B nauuj

BiANoBigabHUIA 3a
KOHTPO/b Ta
BMNYCK Cepil:

TOB
"TepHochapm"”,
YkpaiHa;
BMPOGHMLTBO 3a
NOBHUM
LUMKIom( BKIOYaKY
1 NEpPBUHHE Ta
BTOPVHHE
nakyBaHHs);

BiANoBigabHUIA 3a
KOHTPO/b Ta
BMNYCK Cepil:

TOB "Mikpodpapm",

YkpaiHa

BiANOBIAaEe 3a BBE3EHHS Ta/abo BuNyck cepi) -
Bkntoyaroun KOHTPONb/BUNPO6YyBaHHSA cepii
(OogaBaHHsa BMpo6GHUKa TOB "Mikpochapm®”,

YkpaiHa onsa 4o4aTkoBOro goiakoHy 3
posnuaoBayem); 3MiHu | Tvny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbknit 3aci6. 3MiHW y BUPOBHULITBI.
3MiHa po3mipy cepii (BkNtoYatoun fianasoH po3mMipy
cepil) roToBOro NikapcbKoro 3acoby (3MeHLUEeHHs
0o 10 pasiB) (3aTBepgxeHo: 900,0 kr(23244-26640
dhnakoHiB), 3anpornoHoBaHo: 900,0 kr (23244-
26640 cnakoHiB), 750,0 kr (19372-20534
hnakoHiB); 3MiHK | TMNy - 3MiHK 3 AKOCTI. [0TOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa
abo BBeleHHA AOAATKOBOI [iIbHULL BUPOGHMLTBA

[N YacTUHM abo BCbOro BUPOBHNYOro npouecy

rOTOBOrO JliKapcbKoro 3acoby (AinbHUUSA, Ha SKil
npoBoAATLCA 6yAb-AKi BUPOOHWYI cTagil, 3a
BMHSATKOM BUMYCKY CEepiii, KOHTPOIH SIKOCTI,
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

NEepPBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, AN1s
HecTepubHUX Nikapcbkux 3aco6iB) (BBeAEHHS
[04aTKOBOI AinbHULI BUpo6HMLTBa TOB
"Mikpodpapm", YkpaiHa 15 A04aTKOBOro hyiakoHy
3 posnunaoBayemM) CynyTHs 3MiHa - 3MiHM 3 SKOCTI.
[0TOBWIA NiKapcbkuii 3aci6. 3MiHU Y BUPOGHULITBI.
3amiHa ab0 BBeAEHHSI 404ATKOBOI AibHUL
BUPOGHMLITBA A1 YACTMHN abo BCbOro
BMPOGHMYOro NpoLecy roToBOro NikapcbKoro
3aco6y (AinbHMLA AN BTOPUHHOTO NakyBaHHS) -
3MiHM 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
OiNbHWLI BUPOBHMLTBA /18 YacTHK abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro
3aco6y (4ibHULUA 418 NePBUHHONO NakyBaHHS)
(BBEAEHHA [OAATKOBOI Ai/TbHMLi BUPO6HULTBA
TOB "Mikpodpapm”, YkpaiHa ans noaaTtkoBoro
hnakoHy 3 posnustosadyem); 3MiHu | Tuny - 3miHu 3
AKocTi. [0ToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3miHa y
NepBUHHIli yNakoBLji rOTOBOr0 Nikapcbkoro 3acoby
(Tun koHTeliHepa abo JofaBaHHA HOBOrO
KOHTeliHepa) - TBepAj, M'Ki Ta HECTepPUIIbHI piaki
nikapcbki hopmn (fo4aHHS HOBOTO (h/1akoHy
CK/ISIHOTO 3 TBUHTOBOIO FOP/IOBMHOIO 3 MEXaHIYHVM
posnunioBayveM, K HacnigokK, 3MiHM B p.
«YnakoBka»)

157.

METOBITAH

Kancynu Teepgi, no 10
Kancyn y énictepi, no 2
6nictepn y nauui 3
KapToHY

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu) (
npuBEeLEHHS TEKCTY MapKyBaHHS Y BiAMOBIAHICTb
[0 BUMOT, BUKageHux y Hakasi MO3 Ykpainu
Ne460 Big 23.07.15p.; 3MiHN Y TEKCTI MapKyBaHHSA
BTOPUHHOI YNaKoBKW: BHECEHHS iHGhopmaLii Wwoao
N10roTUNY BUPOGHUKA Ta iHLLNX HE3HAYHNX
pefakuinHux nonpasok) (TepmiH BBELEHHS 3MiH
NpOTArom 6-Tu MiCALIB NiCNA 3aTBEPMKEHHS);
3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BkIovaoum
AinbHULU BUNYCKy cepii abo micue npoBegeHHs
KOHTPOJIO AIKOCTI. (ZisNbHICTb, 3a 5Ky BifnoBigae
BMPOGHUK/iIMNOPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecu BUpoGHMKa 13, 6e3 3MiHM Micusa
BMPOGHMLTBA) (TepMiH BBEEHHS 3MiH NPOTArom 6-
TV MiCALIB Nicnsa 3aTBepMXeHHs); 3MiHW | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS

6e3
peuyenma

UA/15531/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
Ta/abo agpecu 3asBHMKa (B/1aCHUKa
peecTpaujiiiHoro noceig4eHHs) (3MiHa agpecu
3aaBHVKa) (TepMiH BBEEHHS 3MiH NPOTArom 6-Tu
MiCsILiB Mic/si 3aTBEPAKEHHS)
158. | METOHAT PO34UH A5 iH ek, TOB YkpaiHa MpAT "Nekxim - Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/11449/01/01
100 mr/mnno 5 mn B "®apmMaueBTnYHa Xapkis" 3MiHM | TUny - 3MiHa po3mipy cepii (Bk/IYaoun peyenmom
amnynax; no 5 amnyn B KOMMaHis JianasoH po3Mipy cepii) roToBOro JlikapCbKoro
6nictepi "Cantotapic"” 3aco06y (36inbLieHHa o 10 pasiB NOPIBHAHO i3
OfHOCTOPOHbLOMY, NO 2 3aTBEPAKEHMM PO3MIPOM) - 3anpONOHOBaHO: 65
6nictepu y nauui 000 wTtyk amnyn; 131 000 wTyk amnyn
KapTOHHIi
159. | MITAHAA TabneTku, BKpUTI AnsoreH IMNKo Tokcembyp Na6opaTtopioc Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/13152/01/01
NAiBKOBOK 060I0HKOMO, C.ap.n r NleoH ®apma C.A. 3MiHK | TUNY - NOAAaHHA HOBOTO cepTudikaTa peyenmom
3 mr/0,03 mr no 21 BiAnNoBigHOCTI EBponeiickkili hapmakonei Ne RO-
Tabnetui y 6nictepi; no CEP 2013-030-Rev 00 ans fito4oi peyoBuHu Bif,
1 6nicTepy y KapTOHHii 3aTBEPIXEHOr0 BUPOOHMKA
ynakoBLii
160. | MIJIEPAH™ TabneTtkn, BKPUTI AcneH dapma Ipnangis Ekcenna rm6X HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/4737/01/01
NNiBKOBOK 060JI0HKOMO, TpeigiHr Nimiteq 3MiHK | Tuny - 3MiHK Woao 6e3neku/edpeKTUBHOCTI peyenmom
no 2 mr no 100 TabneTok Ta hapmakoHarnsgy. BeegeHHs abo 3miHu oo
y donakoHi; no 1 y3ara/lbHeHUx faHvx npo cucremy
chriakoHy B KapTOHHiiA chapmakoHarnsgy (BBefleHHs y3arasibHeHUX faHnX
Kopoo6Li npo cuctemy thapmakoHarnsgy, amiHa
YMOBHOBaXXEHOT 0CO6M, BignoBiganbHoI 3a
3AiicCHeHHA hapMakoHarnsgy; KOHTakTHOT ocobu 3
(hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
hapMakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
BiZl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga/IbHOI 3a
3pjiicHeHHs hapmakoHarnagy (Bkioyarum
KOHTaKTHi AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-haiina cuctemy hapmakoHarnsgy) -
3aTBepKeHo: YNoBHOBaXXeHa ocoba 3asiBHUKA,
BiAnoBigasibHa 3a hapmakoHarnsag - [irova
pefakLisi: YNoBHOBaXeHa ocoba 3asBHNKa,
BiAnoBigasbHa 3a hapmakoHarnsag - Tomac
MakkoHaH / Thomas Mcconnon. KoHTakTHa ocoba
B YKpaiHi ynoBHOBaXKeHOT 0cobu 3asiBHMKa ANs
3ailicHeHHa hapMakoHarnagy - MaimHoBcbka
TeTsAHa lMeTpiBHa. 3anNpoNOHOBAHO:
YnoBHOBaxeHa 0coba 3asBHWKa, BifnoBigasibHa 3a
thapmakoHarnsg - KaponiHa C3kygnapek / Karolina
Szkudlarek. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOi 0C0OM 3asaBHMKa 419 3MiACHEHHA
hapmakoHarnsgy - HaropHa KatepuHa IsaHisHa.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6M.
3MiHa KOHTaKTHMX AaHMX KOHTaKTHOI 0co6u
161. | MOAEN/Ib AHTU TabneTku, BKPUTI TeBa I3painb BVMPOGHNLTBO HimeuunHa/ BHECEHHS 3MiH 10 peecTpavljiiiH1ux maTepianis: 3a UA/13449/01/01
NAiBKOBOK 060/I0HKOI0, dapmaueBTikan Hepo3dglacoBaHol XopBaris 3MiHu |l TNy - nogaHHs oHoBneHoro DMF Ha gitody | peyenmom
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
no 21 tabnetui y IHgacTpi3 /174, noAayKuji, nepBMHHA PeYOBMHY X/TOPMaAVHOHY aueTar Bif BUPOOHMKa
6nictepi; no 1, abo no 3, Ta BTOPUHHA SICOR DE MEXICO S.A de C.V, Mekcuka
abo no 6 6nictepiB y ynakoBKa,
Kopoo6Ui KOHTPO/Ib cepii:
Xaynt ®apma
MtoHcTep T'mbX,
HimeuunHa; gossin
Ha BUMYCK cepii:
MNIBA XpBaTcka
0.0.0., XopBaris
162. | MYKANTTUH® Tabnetku no 50 mr Ne MAT "Tanuudapm” YkpaiHa MNAT "Tanuuchapm” Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/1982/02/01
10, Ne 30 (10x3) y 3MiHK | TUNy - 3MiHa nepiogy NOBTOPHUX peyernma
ctpunax, Ne 30 (30x1) y BMNpo6yBaHb/nepioay 36epiraHHs abo ymoB
KOHTeliHepax, Ne 10, Neo 36epiraHHa A®I (3a BIACYTHOCTI y 3aTBEPIKEHOMY
30 (10x3) y 6nicTepax [0Cbe cepTudiikaTa BignoBigHOCTI EBPONECHKIi
chapmakonei, Wwo BKIoYa€E nepiog NOBTOPHOIO
BMNPOGYBaHHSA) (Nepios NOBTOPHOTO
BMNpoGyBaHHsA/nepios 36epiraHHs) - 3MiHa yMOB
36epiraHHs AdI
163. | HASAJ/IOHI® cnpei HasanbHWiA, TOB "BAJIAPTIH YkpaiHa TOB "Mikpochapm” Ykpaiva BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/10620/01/01
Ao3osaHuit 0,05 % no PAPMA" 3MiHM | TUNY - 3MiHa y MeToAax BUNpo6yBaHHS peyenma
10 r y donakoHi; no 1 rOTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHW Yy
donakoHy y nauii MeToAax BUNpobyBaHb (Bk/ItoYaoumn 3amiHy abo
[OMOBHEHHS))
164. | HA3UBIH® Kpanni HasasbHi 0,01 % Mepk HimeyunHa [03BiN Ha BUNYCK ABcTpisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/11620/01/01
CEHCUTVB y thnakoHax no 5 msn Ne 3en6ecTmeankaTtioH cepii: Mepk KlraA i HimeuuunHa/ 3MiHK | TRy - 3MiHK Woao 6e3nekn/edekTUBHOCTI peyenma
1 6X Ko. Bepk LWniTTasib, Icnanis Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
ABCTPiS; y3ara/lbHeHUX faHvx npo cucTemy
BVMPOGHNLTBO thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux
Hepo3dacosaHoi npo cuctemy hapmakoHarnsgy, 3miHa
npoaykuii, YMNOBHOBaXeHOT 0cobu, BignoBifanbHOI 3a
nepBuHHe Ta 3pjiicHeHHs1 hapMakoHarsay; KOHTaKTHOI 0co6u 3
BTOPVHHE thapmakoHarnsgy 3asBHVKa 415 34iACHEHHS
nakyBaHHs: thapMakoHarnsgy B YKpaiHi, KO BOHA BigMiHHa
Ypcachapm Bifl YNOBHOBaXeHOI 0CO6MU, BiANOBIAa/IbHOI 3a
ApuHeimiTTeb 3ilicHeHHs chapmakoHarniagy (BkIvarum
M6X, HimeuunHa; KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLLEeHH
damap Xesnc Keap macTep-haiina cuctemmn hapmakoHarnsagy) -
Cepsiciz Magpug, 3arsepkeHo: Copokonetosa Anna bopucisHa.
C.AY., IcnaHia 3anponoHoBaHo: Marttoxa CaiTnaHa HkiBHa. 3MiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u B YKpaiHi
YNOBHOB&XEHOT 0COOU 3asBHUKA 4151 34INCHEHHSA
chapmakoHarnsgy
165. | HAS/BIH® cnpeii HazanbHWiA 0,025 Mepk HimeuunHa BUPOBHMLTBO HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/11682/01/01
CEHCUTUB % y chnakoHax no 15 3enbcTmeamkaTioH Hepo3dacoBaHoi PpaHLis 3MiHM | Tuny - 3MiHK Woao 6e3neku/etheKkTNBHOCTI peyenma
M, 10 M1 Ne 1 M6X npoaykuii, /lcnaHis/ Ta chapmakoHarnsigy. BeegeHHs abo 3miHu o
nepBrHHE Ta AscTpis y3arasibHeHVX AaHunx npo cucremy

BTOpPUHHE

hapmakoHarnagy (BBeeHHs y3arasibHeHUX AaHnX
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
nakyBaHHS: npo cuctemy dhapmakoHarnsgy, 3miHa
Ypcadapm yMNOBHOBaXeHOT 0cobu, BigNoBifabHOI 3a
ApLHeimiTTenb 3pjicHeHHs1 hapMakoHarsay; KOHTaKTHOI 0co6u 3
M6X, HimeyunHa; hapmakoHarnsgy 3asBHUKa 4715 34iCHEHHSA
dapwmacTep, hapmMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHa
®paHuin; Pamap Bifl yNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI 3a
Xenc Keap 3[jiCHeHHs1 dhapmakoHariaay (Bkiyarum
Cepsiciz Magpwvg, KOHTaKTHi AaHi) Ta/abo 3MiHW Y PO3MILLLEHHI
C.AY., IcnaHis; mMacTep-haiina cuctemmn hapMmakoHarnsagy) -
[103BiNT HA BUMYCK 3arsepmkeHo: Copokonetosa Anna bopucisHa.
cepii: Mepk KlraA i 3anponoHoBaHo: Marttoxa CaiTnaHa fkiBHa. 3MiHa
Ko. Bepk LWniTTasib, KOHTaKTHUX AaHWNX KOHTaKTHOI 0co6u B YKpaiHi
ABcTpis YMOBHOB&XEHOT 0CO6M 3asBHMKA A1 34iACHEHHS
dhapmakoHarnsgy
166. | HAS/BIH® cnpeli HazanbHuiA 0,05 Mepk HimeuunHa BUPOBHMLTBO HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/11682/01/02
CEHCUTUB % y cpnakoHax no 15 3enbcTmeamkaTioH Hepo3dacoBaHoi dpaHLis 3MiHM | Tuny - 3MiHK Woao 6e3neku/edpeKTNBHOCTI peyenma
M1, 10 M1 Ne 1 6X npoaykuii, /lcnaHis/ Ta hapmakoHarnsgy. BeegeHHs abo 3miHu 1o
nepBuHHe Ta ABCTpiA y3arasibHeHVX AaHunx Npo cuctemy
BTOPVHHE chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHnX
nakyBaHHS: npo cucTemy chapmakoHarnsgy, amiHa
Ypcachapm yNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
ApuHeimiTTenb 3piicHeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
'M6X, HimeuyunHa,; hapmakoHarnsgy 3asBHUKa 15 30iCHEHHS
PapmacTtep, thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
®paHuisn; Pamap BiJl YyNOBHOBaXeHOI 0co6Wu, BiAMNOBIAa/IbHOI 3a
Xenc Keap 3[iiCHEeHHs1 hapmakoHarnaay (Bkiuarum
Cepsici3 Magpwug, KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MIiLLEHHI
C.AY., IcnaHis; MacTep-haiina cuctemy papmakoHarnisgy) -
[03BiN Ha BUMNYCK 3arBepmkeHo: CopokoneToBa Anna bopucisHa.
cepii: Mepk KlraA i 3anponoHoBaHo: Marttoxa CaiTnaHa fkiBHa. 3MiHa
Ko. Bepk LUniTTasb, KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u B YKpaiHi
ABCTpIA YNOBHOBaXXeHOi 0C06M 3asaBHMKa A1 3AiACHEHHA
hapmakoHarnagy
167. | HA3IK® cnpeii Ha3asTbHUIA, Kaccenna-mep HimeyunHa Knoctepdpay HimeuyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 6e3 UA/9132/01/01
po3unH no 10 mny 'M6X eHp Ko. KI Bepnin Mv6X 3MiHKM | TUNY - NOAAHHA OHOBEHOTO cepTudikaTa peuyenma
chnakoHi, no 1 donakoHy BiANOBIAHOCTI EBponeiickkil thapmakonei Ne R1-
pas3om 3 HacafKow A/A CEP 2008-255-Rev 01 ans gito4oi pe4yoBrHN
PO3MUIEHHS Y KAPTOHHIN Xylometazoline hydrochloride Big Bxe
Kopo6ui; no 10 may 3aTBEPIKEHOr0 BUPOOHMKA
donakoHi, no 1 dpnakoHy
3 (hikcoBaHO HacaaKo
AN PO3NUIEHHS B
KapPTOHHI KOpoOLyi
168. | HAPOMMIH PO3UMH ANA iH'EKLiA, 2 AcTtpa3eHeka Ab Lsewis AcTpa3eHeka MTi AscTpanis BHECEHHS 3MiH 10 peecTpavLjiiiH1ux maTepianis: 3a UA/9384/01/01
NTp, 3MiHK | TUNY - 3MiHa HaliMeHyBaHHS BUPOGHMKa peyenmom

mr/mn no 100 mny
KOHTeliHepi; no 1
KOHTeHepy B KOHTYpHIli
YapyHKOBIli ynakoBLj; No

NepBUHHOTO NakKyBas/lbHOrO Matepiasy 6e3 3MiHu
MicLs BUPOGHMLTBA
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
5 KOHTYpPHMUX
4apyHKOBUX YNakoBOK Y
KapTOHHIiA nayi
169. | HIKOTUHOBOI MacnsHucTa piavHa abo MpAT YkpaiHa NYAH BONIABECT KnTaii BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: - UA/0806/01/01
Kncnotun KpucTaniyHa maca "®apMaueBTUYHA PAPMAC'IOTUKAN 3MiHu | TUNYy - 3MiHK 3 AkocTi. APl CTabiNbHICTb.
AIETUNAMIA (cybeTaHuis) y 6igoHax ipma "AapHuug" C KO., NTA. 3MiHa nepiofly NOBTOPHMX BMNpoGyBaHb/nepioay
(HIKETAMIA) anioMiHiEBMX AN 36epiraHHa abo yMoB 36epiraHHs Ad®I (3a
BMpOBOHULTBA BIICYTHOCTI Y 3aTBEpPIKEHOMY [0ChE cepTudikata
CTEPUIBHUX NIKAPCHKNX BIANOBIAHOCTI E€BpoNeiickbkil hapmakonei, Lo
dopm BK/1HOYAE Mepiof, NOBTOPHOTO BMNPOGYBaHHS)
(nepiof NoBTOPHOro BUNPO6YBaHHA/Nepios
36epiraHHs) - 36iNbLUEHHA abo BBEAEHHS nepiogy
NOBTOPHOro BMNpobyBaHHsA/nepiogy 36epiraHHsA Ha
OCHOBI pe3ynbTartiB AOCMIMKEHb Y peanibHOMY Yaci
(36inbLueHHs TepMiHy 36epiraHHs AdI (3 3-x fo 4-x
POKiB)
170. | HOBOKC®-500 TabneTtku, BKPUTI OpraHocvH flaiid IHais EBepTomKeH Navich IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/12673/01/01
NNiBKOBOK 060/TI0HKOIO, CaeHcus IMeT. NiTA. CaeHcus flimiteq 3MiHK | TRy - 3MiHa po3mipy cepii (Bkouaroum peyenmom
no 500 mr no 5 Tabnetok Jiana3oH po3mipy cepii) roToBOro Nikapcbkoro
y 6nicTepi; no 1 3aco0by - BBEIEHHS [,0AATKOBOro po3Mmipy cepii -
6nicTepy B KapTOHHIi 3arBepxeHo: 150 000 Tabn.; 3anponoHOBaHO:
yNakoBLij 150 000 Tabn. Ta gogatkoso 200 000 Tab.
171. | HOBOKC®-500 TabneTku, BKPUTI OpraHocwH Nalicp IHAis EBepTompKeH Maiid IHAis BHECEHHS 3MiH 10 peecTpavLjiiiHux maTepianis: - UA/12674/01/01
NNiBKOBOK 060/TI0HKOIO, CaeHcms MMeT. /T4, CaeHcus Jlimitesq 3MiHK | TNy - 3MiHa po3mipy cepii (BkoUaroum
no 500 mr in bulk: no Jiana3oH po3mipy cepii) roToBOro Nikapcbkoro
1000 TabneTok y 3aco6y - BBeleHHA A0AATKOBOro po3Mipy cepii -
noAginHoMy nakeTi; no 1 3aTBepmAkeHo: 150 000 Tabn.; 3anponoHOBaHoO:
nakeTy B KAPTOHHIi 150 000 Tabn. Ta gogaTkoso 200 000 Ta6n.
ynakoBLi
172. | HOBOPAMNIA® PO34uH A5 iH ek, A/T HoBo Hopgaick [aHia BMPOGHMK [Lanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/4863/01/01
®JIEKCMNEH® 100 O4/mn no 3 mny Hepo3dghacoBaHOro PpaHuis/ 3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peyenmom
KapTpuaxi; no 1 NPOAYKTY, Nanis/ Ta thapmakoHarnagy (iHwi 3mMiHn) (BUNyYEHHN
KapTpuaxy y HanoBHEHHA B Bpasunis TEKCTY MapKyBaHHA 3 NePBUHHOT Ta BTOPUHHOT
6araTo/1030Biii MeHhin®, YMakoBKM Ha PyMYHCbkili MOBI) (TepMiH BBeAEHHS
0[IHOPA30Biit LWNpuL- nepBuHHa 3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS)
pyuui; no 1 a6o 5 yrnakoBka,

LUNPUL-PYYOK Y
KapTOHHiiA Kopo6Li

KOHTPO/Tb AKOCTi Ta
BiANOBigabHWIA 32
BUMYCK Cepiii
KiHLLeBOro
npoaykty: A/IT
Hoso Hopagaick,
[aHis; BUPO6HWK
npoaykuii 3a
MOBHUM LIK/IOM:
Hoso Hopgick
MpogatokcboH CAC,
PpaHujsi; BUPOGHMK
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
ANA 36MpaHHs,
MapKyBaHHs Ta
yMakoBKM
dnekcleH®,
BTOPWHHOTO
nakyBaHHs: A/IT
Hoso Hopagaick,
[aHis; A/T Hoso
Hopgaick, Aanis;
BMPOGHMK
Hepo3dacoBaHoi
NPOAYKUIT,
nepBuHHa Ta
BTOPVHHA
ynakoBka: HoBo
Hopgick MNpoaykao
PapmaceyTika fo
Bpasineb NITga.,
Bpasunis
173. | HOBOCTE3VH pO34uH A5 iH ekuiin, 5 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15457/01/01
mMr/Mano5mny 06MexeHo obmexeHoro 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS peyenmom
chnakoHax; no 5 BiANOBIAA/LHICTIO BiANOBIAA/ILHICTIO rOTOBOrO J1iKaPCbKOro 3aco6y - He3HauHi 3MiHN Y
(h/1aKOHIB Y KOHTYpHIlA hipma hipma MeToAMLi BUNPOGYBaHHS 3a NOKa3HUKOM
YapyHKOBIli ynakoBLii, no "Hosochapm- "Hosothapm- laeHTudpikauis HaTpito 06yMOBEHI yCYHEHHAM
2 YapyHKOBI yNakoBKM B BiocuHTes" BiocuHTes" 3aBaXXaK4oro YMHHKKA NpU BU3HAYEHHI HaTpiii-
nau; ioHy, a came: YyTBOPEHHS HEPO3YMHHOI CNONYKY,
no 10 mn a6o 20 mny BHACNIAOK peakuii 6ynisakaiHy rigpoxnopuay
chnakoHax; no 5 (mitoyoi peyoBMHYM) 3 kasliem kapboHaToM
(h/1aKOHIB Y KOHTYpHIlA
YapyHKOBIli ynakoBLij; no
1 KOHTYpHIiA YapyHKOBIli
ynakoBLi B nayLi
174. | HOBOCTE3WH PO34nH NS iH ek, 2,5 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15457/01/02
mr/mn no 200 mny 0bMexeHo o6MexeHo 3MiHM | TUNY - 3MiHa y MeToAax BUNpoGyBaHHS peyenmom
nasLwKax BiANOBIAANILHICTIO BiANOBiAANLHICTIO roTOBOrO NiKapCbKOro 3acoby - He3HauHi 3MiHN Y
ipma ipma MeTOoAMLji BUNPOOYBaHHS 3a NMOKa3HUKOM
"HoBohapm- "HoBodhapm- laeHTudikauis HaTpito 06YMOBEHI yCYHEHHSIM
BiocuHTes" BiocuHres" 3aBaXXaK4oro YMHHKKA NPU BU3HAYEHHI HaTPIii-
iOHy, a came: yTBOPEHHS HEPO3UMHHOI CMOJTYKM,
BHaC/NiAOK peakuii 6yniBakaiHy rigpoxnopuay
(gjro40i pevyoBumHN) 3 Kasliem KapboHaToM
175. | OKCANMINNATIH- NOPOLLOK ANst MicTtpan Kenitan Benvka AKTaBic ITanis ITanis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/13987/01/02
BICTA NPUroTYBaHHS PO3YnHY MeHeXMeHT BpuTaHis C.n.A. 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
Ans iHdpysii (5 mr/mn) Nimiteq HalimeHyBaHHs Ta/abo agpecy 3asBHMKa
no 100 mr, 1 chnakoH 3 (BnacHvKa peecTpauiiiHOro NocBiAYEHHS) - 3MiHa
MOPOLLKOM Y KapTOHHiiA HaliMeHyBaHHs Ta afjpecu 3asBHUKa
Kopoo6ui
176. | OKCANMINNATIH- NOPOLIOK ANst MicTpan Kenitan Benvka AKTaBic ITanis ITanis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3a UA/13987/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
BICTA NPUrOTYBaHHS PO34NHY MeHempKMeHT BputaHis C.n.A. 3MmiHu | TUNY - AgMiIHICTPaTUBHI 3MiHK. 3MiHa peyenmom
Ans iHdoy3ili (5 mr/mn) NimiTen HalilMeHyBaHHs Ta/abo aApecy 3asiBHMKa
no 50 mr 1 conakoH 3 (BnacHuKa peecTpauiiHoro NocBifYEHHS) - 3MiHa
MOPOLLKOM Y KapTOHHiiA HaliMeHyBaHHs Ta afipecu 3asBHUKa
Kopobui
177. | OKTPAUNA PO3unH A4 iH'ekui, 50 CaH IHAis CaH IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/6395/01/01
MKr/mn, no 1 mn B dapmacboTKas dapmacboTrKas 3MmiHu | TUNY - AgMiIHICTpaTUBHI 3MiHK. 3MiHa peyenmom
amnyni; no 1 amnyni B IHoacTpi3 Nlimiteq, IHoacTpi3 /ITg, HalilMeHyBaHHs Ta/abo aApecy 3asiBHMKa
KOHTYPHIli MNaCcTUKOBIM (BNacHvka peecTpauiiHoro noceigyeHHs) (3MiHa
yMaKoBLji B KAPTOHHIl afpecy Ta HalilMeHyBaHHS 3asBHUKa)
ynakoBLii
178. | OKTPAUA pO3unH AN4 iH'ekuid, 100 CaH IHAiA CaH IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/6395/01/02
MKr/MA, no 1 mn B PapmacboTuKas dapmacbioTukan 3MiHY | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
amnyni; no 1 amnyni B IHpacTpi3 Nlimiteq, IHoacTpi3 ITg, HaliMeHyBaHHs Ta/abo afpecy 3asiBHMKA
KOHTYPHIli MNacTUKOBIM (BnacHvKa peecTpauiiiHoro noceigyeHHs) (3miHa
yNaKoBLi B KAPTOHHii afipecu Ta HaliMeHyBaHHs 3asiBHVKa)
ynakoBLii
179. | OMENPA30/- kancynm no 20 mr Ne 10 TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/9067/01/01
ACTPA®APM (10x1) y 6nicTepi B "ACTPA®APM" "ACTPA®APM" 3MiHK | Tuny - 3MiHK Woao 6e3neku/edpeKTUBHOCTI peyenmom
Kopoo6Li Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3ara/lbHeHUx faHvx npo cucremy
chapmakoHarnsgy (BBefleHHs y3arasibHeHUX faHnX
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBaXXEHOT 0CO6M, BignoBiganbHoI 3a
3AiicCHeHHA hapMakoHarnsgy; KOHTakTHOT ocobu 3
(hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
hapMakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
BiZl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga/IbHOI 3a
3pjiicHeHHs hapmakoHarnagy (Bkioyarum
KOHTaKTHi AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-haiina cuctemy hapmakoHarnsgy) -
3areBepakeHo: MenbHUK IpuHa BikTopiBHa.
3anponoHoBaHo: LLloBkoBa IpvHa BaneHTuHiBHa.
3MiHa KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0Co6U
3asBHMKA, BiANOBIAaIbHOI 3a thapMakoHarnsg,
180. | ODPTANEK pO3unH A48 iH ekuin 10 MpuBaTtHe YkpaiHa MpvBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/15028/01/01
Mr/mn no 1 mn B amnyni akuioHepHe akuioHepHe 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHWU. 3MiHa peyenmom
no 10 a6o 100 amnyn B TOBapuCTBO TOBapuCTBO HaliMeHyBaHHs1 Ta/abo agpecy 3asBHMKa

nauuyj, abo no 5 amnyn B
6nictepi, no 2 6nictepu
y nauui

"Mlekxim-Xapkis"

"Nlekxim-Xapkis"

(BnacHvKa peecTpauiiiHoro noceig4YeHHs) (3miHa
HaliMeHyBaHHs Ta afpecu 3asaBHUKa); 3MiHu | Tuny
- AOMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHS
Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMpOo6HUKa/iMnopTepa roToBoro ikapcbkoro
3aco0y, BK/IKYaoun AiNbHULI BUNYCKy cepii abo
MicLie NPOBEAEHHS KOHTPOTIO SKOCTI. (QiS/IbHICTb,
3a Ky BiANoBifAae BUPOGHMK/iMNOPTEp, BK/IOYAKOUM
BUMYyCK cepili) (3MiHa agpecy Ta Ha3BU BUPOOHMKa
13, 6e3 3MiHN Micusi BUPpOGHMLITBA)
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
181. | MAHIPO/I® 10000 Kancysv Teepai 3 MeHapiHi Tokcembyp Brpo6HMUTBO "in ITanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/6763/01/01
KALLKOBOPO3YMHHUMM IHTepHeLloHan r bulk", KOHTpO/b HimeuunHa 3MiHu | TUny: 3miHK 3 AkocTi. APl. KoHTponb AdI. peuyenma
MiHi-Tabnetkamy Ne 20, OnepeiiwoHc cepiii: 3MiHa y napameTpax cneuudgikauii Ta/abo
Ne 50 y 6aHkax Ne 1y Mokcembypr C.A. Anep [ONyCTUMMX MEX, BU3HaUYeHuX y cneyudikauisx Ha
KapTOHHIA KopooLi PapmacbHoTIKIC A®I, ab0 BUXigHWIA/NPOMIXHUIA NPOAYKT/peareHT,
CP/, ITanis; LLIO BUKOPUCTOBYIOTBLCS Y NpoLieci BUPObHULTBA
KiHueBe A®| (3BY)XEHHSI fONYCTUMMUX MEX, BUSHAUEHUX Y
nakyBaHHs: crneundikau,ii) - 3BYXXEHHS flONYCTUMUX MEX,

ApsaHc ®apma
M6X, HimeyunHa;
ApTtesaH dapma
Mv6X & Ko. KT,
HimeyuunHa;
KoHTposnb Ta
BUMYCK cepili:
BEPNIH-XEMI AT,
HimeuunHa

npuBefeHHs akTuBHOCTI AD| BifNOBIAHO [0 BUMOT
FN3. 3mitm | TMNY: 3miHK 3 skocTi. A®L. Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3aci6. 3miHa y
6e3nocepeHili ynakosui A®I (iHLi 3MiHK) -
OHOB/IEHHSA p. 3.2.S.6. foAaHHA aflbTEPHATUBHUX
mMartepianis (nonieTuneHTepedTanary,
nonieTuneHy) 415 BUrOTOB/IEHHS BTOPWHHOTO
nakyBaHHsa A®l. 3miHn | Tuny: 3miHK 3 AkocTi. AdI.
KoHTposnb A®L. 3miHa y MeToAax BUNpobyBaHHSA
A®| abo BMXigHOrO MaTepiany/npoMiKHOro
NpoAYyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHULUTBa AP (BUNYUYEHHS METOAY
BunNpobyBaHHA An1a Adl/peareHTy/MpoMixXHOro
NPOAYKTY, SKLLO a/lbTEPHATUBHUIA METOZ, BXe
3aTBEPAKEHWIA) -

BUYYEHHA T. igeHTUdikauisa APl meTogom
cnekTpockonii B 6/vkHin o6nacTti 4. 3miHu | Trny:
3MiHuM 3 aKocTi. A®I. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUNPOGYBaHb/Nepiogy 36epiraHHsA abo

ymoB 36epiraHHs A®| (3a BigcyTHOCTI y
3aTBEpXEHOMY [0Cbe cepTuddikarta BiAnoBiAHOCTI
€Bponeiicbkiii hapmakonei, Lo BKIoYae nepiog

NMOBTOPHOrO BUNPOGYBaHHS) (iHLUi 3MiHN) -

OHOBNEHHS p. 3.2.S.7.1 Stability Summary and
Conclusions. 3MiHu | TURNY: 3MiHK 3 AkocTi. ADI.
CuncTeMa KoHTelHep/3aKynoproBasibHUiA 3aci6.
3miHa y 6e3nocepeHiin ynakosui A®I (iHWi 3MiHW) -
OHOB/IEHHSA CUCTEMU KOMTEHEPIB, BUAANEHHS
3acTapinoro KoHTeliHepa, CKIsHUX onakoHiB
3arBepmxeHo: Container closure system.
Packaging material: polyethylene bags, glasses
with twist — off caps,
3anponoHoBaHo: Container closure system.
Primary Packaging: polyethylene
bags(Zewathener), Secondary packaging:
polyethylene bags with desiccant, Transport
packaging: compound foil made polyethylene,
aluminium, paper (inside to outside).
3MiHu | TUNy: 3MiHK 3 SKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTposib JONOMIDKHUX PEYOBUH. 3MiHa
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
napameTpiB cneuudikauiii Ta/abo JonycTUMmX
MeX AN151 [OMOMDKHOI PeHOBUHM (IHLLI 3MiHK) -

npusefeHHs cneuudikalii 6apBHUKIB BiANOBIAHO
0o Bumor PernamenTy Komicii (EC) Ne 231/2012.
3MiHu | TUNY: 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkumii
3aci6. 3MiHV y BUPOOHULTBI. 3MiHV BUNPOGYBaHb
abo [oNyCTUMUX MEX, BCTAHOBNEHNX Y
crneundikayisx, nig yac BUPO6HULTBA FOTOBOTO
NiKapcbKoro 3acoby (iHLi 3MiHW) - OHOBNEHHS
p.3.2.P.3.4 i3 3a3Ha4YeHHAM AianasoHiB
thepMeHTaTUBHOI aKTUBHOCTI 3 ypaxyBaHHAM
Macu BMICTy kancyn Ta cneuudikauii Ha BUMYCK
cepii y 38’A3Ky 3 BUPOOHNYMMU NoTpebamu. 3MiHu
| TMny: 3miHK 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonel, abo iHwoi
HauioHasbHOT chapmakonel gepxasun €C (3MiHa y
cneuudikauii HechapmakoneiiHoro A®| ans
npuBELEHHS Y BiANOBIAHICTb A0 BUMOr AdY abo
€Bponelicbkoi thapmakonel, abo iHwoi
HaujioHasbHOT thapmakonei gepxasu €C) -
[JonomixHa peyoBrHa/BUXigHWI MaTepian ans
BUpo6HUUTBa AP - NpuBeeHHA onii pULMHOBOI Y
BignosigHicTb go EP
- f0faBaHHs BOAWN OUMLLEHOT, iKY BUKOPUCTOBYIOTb
AK 406aBKy Npy BUPOGHULTBI (BOAa OuMLLieHa He
BXOAMTb A0 CK/ady roTOBOro NPoAyKTy),
OHOB/IEHHS p. 3.2.P.1, 3.2.P.3, 3.2.P.4 (editorial).
3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkumii
3aci6. KOHTposib AONOMDKHUX PEYOBUH. 3MiHa Y
MeTogax BUNpobyBaHHSA [OMNOMDKHOI PEeHOBWHM
(BnnyyeHHs meToAdy BUMPOOYBaHHSA, AKLLO
anbTepHaTMBHUIA MeTOZ BUNPOOYBaHHS BXe
3aTBEPAKEHO) - BUAAIEHHS METOAVIKMN
BUNPOBYBaHHSA: iAeHTUAIKaLiA ONOMDKHUX
peyoBuH MeTogom BIY - cnekTpockonii. 3MiHu |
TMNy: 3MiHW 3 AKOCTIi. [OTOBWIA NiKapcbKuii 3acio.
KOHTPO/Ib AONOMDKHUX PEYOBUH (iHLUI 3MiHN) -
[10,aHO OMNCOM METOZIB KOHTPO/IO A5 TBEPANX
xenaTtnHoBux kancyn (capsule shell), Bkovatoum
AaHi Banifauil, fofaHo SKiCHUIA cknaf
ceMuTIKOHy emynbeii 30% USP. 3mibm | Tuny:
3MiHM 3 sKoCTi. [0TOBWIA NikapcbKuii 3aci6.

KOHTpO/1b TOTOBOTO iKapchbkoro 3acoby. 3miHa

napameTpiB cneundikauii Ta/abo gonycTUMmx
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs

MEX rOTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW) -
npvBefeHHs T. «MikpobionoriyHa unctoTa» Ao
Bumor EP. 3MiHu | Tvny: 3miHn 3 AKocTi. FoToBwiA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneuudikayii Ta/abo
[0NyCTUMUX MEX FOTOBOIO /iKapCbKOro 3acoby
(iHwWi 3miHW) - MpuBeaeHHs T. «Po3unHeHHs» N3
BignoBigHO o0 BuMor EP, BBeAeHHs
nepiofnNYHOCTI BUNPOBYBaHHA Ha KOXHIi 10-i4
cepil, He pigLwe HX 0AWH pa3 Ha pik Ans
anbTepHaTUBHUX BUMPOBYBaHb LLI0A0
racTpoOpPe3nNCTEHTHOCTI Ta po3nafaHHio
3aTBEPMKEHO: PO3UMHEHHS - HA BUNYCK/ HA TEPMIH
NpUAATHOCTI: He MeHLUe HiX 75% Big 3asBneHoT
akTuBHocTi ninasun, (USP, MaHkpeninasa, kancynu
MPOJIOHrOBaHOI Aji), 3aNponoHOBaHO: PO3UMHEHHS -
Ha BUMyck/ Ha TepMiH npugartHocTi: yepes 30 XB,
6ygoep pH 6,8 (EP,2.9.3) He meHLwe 70 % (Q)
NINOAITUYHOI aKTUBHOCTI) - 3MiHa (DOpPMYIOBaHHS
ponyctuMmx Mex cneyudikauii T. «OAHOPIAHICTb
OnHWLUE A03yBaHHS» (EP.2.9.40). 3miHn | Tuny:
3MiHM 3 sKoCTi. [0TOBWMIA NikapcbKnii 3aci6.
KOHTpPO/Ib rOTOBOrO /iKapCbKoro 3acoby. 3mMiHa y
MeTofax BUNPO6YyBaHHS rOTOBOIO JiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBEepKEHNX METOAAX
BMNPOBYBaHHS) - He3HayHa 3MiHa y 3aTBEepPIKEHNX
MeTofax BUNpobyBaHHs T. «Po3unHeHHs« (EP.
2.9.3) — 3miHa npo6oniaroToBku. 3miHu | TuMny:
3MiHu 3 siKoCTi. [OTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO /likapCbKoro 3acoby. 3mMiHa y
MeToAax BUNpobyBaHHSA rOTOBOTO JliKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepKEeHUX MeTofax
BMNPOBYBaHHSA) - HE3HaYHA 3MiHa Y 3aTBEPKEHNX
MeToAax BUNpoGyBaHHS T. AMisiazHa aKTUBHICTb -
3MiHa npo6onigroToBku. 3MiHu | TUNY: 3MiHK 3
AKoCTi. FoTOBUIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /liKapCbkoro 3acoby. 3miHa y meTogax
BMNPO6YBaHHS roOTOBOrO J1iKapCbKoro 3acoby
(He3HauyHa 3MiHa y 3aTBEepMKEHNX MeToAax
BMNPOOYBaHHS) - HE3HaYHAa 3MiHa Y 3aTBEPAKEHNX
MeTogax BUNpobyBaHHA T. MpoTeasHa akTUBHICTD -
3MiHa npo6onigrotokn. 3MiHu | TUny: 3MiHn 3
AKocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
roToOBOro Nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOGYBaHHSA roTOBOrO /iKaPCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAKEHNX METoAaX
BUNPOOYBaHHSA) - He3Ha4yHa 3MiHa 3aTBepAKEHUX

MeTofax BMNpo6yBaHHA T. JIunasHa akTUBHICTb -
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3MiHa npo6onigrotoBku. 3MiHu | TUNy: 3MiHK 3
siKocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA roTOBOrO /IiKaPCbKOro 3acoby
(oHOBNEHHSA NpoLeaypy BUNPOGYBaHHA ANst
npuBeeHHs Yy BIANOBIAHICTb 3i 3MiHOKO 3arasibHO
ctarTeto AdY abo €sponeiicbkoi hapmakoner) -
He3HayHa 3MiHa 3aTBepyKeHUX MeTofax
BUNpobyBaHHA 13 3a T. «CTilikicTb Ao Aii
LLSTYHKOBOTO CiKy» 3MiHa Mpo6onigroToBku. 3MiHu Il
TMNy: 3MiHW 3 AKOCTi. FOTOBWIA NikapcbKuii 3acio.
KOHTpPO/Ib FOTOBOrO /iKapCbKoro 3acoby. 3mMiHa
napameTpiB cneuudikauiii Ta/abo JonycTUMmX
MEX roTOBOrO JliKapcbKoro 3acoby (3MiHa
3HaX0AMTbCA No3a 3aTBEPAKEHUMU [ONYCTUMUMM
Mexawmy cneuudikauiii) - 3miHa napameTpisB
cneungikauii T. «Po3nagaHHA enemMeHTIB
060710HKM» (EP.2.9.1) 3aTBEpXEHO: Ha BUMNYCK/HA
TEepPMiH MpPVMAATHOCTI: Ha NpoTAa3i 15 xB y BoA,
3anponoHOBaHO: Ha BUMYCK Ha NpoTA3i 30 XBUAWH
y BOfj , HA TEPMiH NpUAATHOCTI — Ha NpoTA3i 30
XBW/IMH Y BOA;)
3MiHu | TUNY: 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkumii
3aci6. Onuc Ta cknag, (iHwWi 3MiHK) - BBEAEHO -
cknag M3 3 gianaszoHoM, cknag 060/10HKM
HaBefeHO B Mr/kancyna, BkasaHa 3arasibHa maca
Karcynv, OHOB/IEHO CTaHAapTW AKOCTI Ans
6apBHVIKIB Ta Oii PULMHOBOI:
[ONOBHEHO iHGIOpMALii0 NPO cKNas CUMETUKOHY
emynbeii 30% BifgNoBIAHO 4O OHOBEHOIO P.
3.2.P.4. BBeggeHHs 3MiH MPOTAroM 3-X Micsiuis
nicnsa 3aTBepKeHHs. 3MiHW | TUny: 3MiHK 3 AKOCTI.
CeptudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns
BUXifHOro Martepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTLCS Y BUPOOHWLTBI
ADI; oA AONOMIKHOT peqyoBuHN (cepTudpikat
BifNOBigHOCTI E€Bponelickkili hapmakonei) -
OHOB/eHWI cepTuddikaT Bif y)xe 3aTBEpPAXEHOr0
BUPOGHMKA - OHOB/IEHHS cepTudikaTa Bif, yxxe
3aTBepxeHoro Bupo6bHuka CEP for pancreas
powder: Nordmark Arzneimittel GmbH & Co., KG
Germany R1 —CEP 2001 -280 Rev 02. 3MiHu |
TMny: 3MiHK 3 sikocTi. CepTudiikar
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs

BignosigHocTi/l E-cepTudikat BignoBigHOCTI
€Bponeiickkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBMEHOro cepTucpikata
BiANOBIAHOCTI abo BUyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULUTBI API; Ans
[0noMiXHOT pevoBuHy (CE-cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei gns
Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
npoAaykTy abo fOoNOMIKHOI peqoBuHU) - HoBuii
cepTuddikaT A5 BUXiZHOro
mMatepiany/peareHTy/npoMKHOIo NPOAYKTY abo
[0NOMDKHOT pe4yoBMHN Bif HOBOro abo Bxe
3aTBEPKEHOr0 BUPOOHUKA - HOBUIA cepTudikar
AN AONOMIKHOT PEYOBWHY Big, 3aTBEPAKEHOTO
Bnpo6Huka TSE CoS for Gelatin Rousselot, The
Netherland R1-CEP 2001-332-Rev 02, Gelita
Group, Germany R1-CEP 2001-424Rev 03, PB
Gelitins, Belgium R1-CEP 2000-045Rev 03. 3miHn
| Tuny: 3minHm 3 AkocTi. CepTudikar
BignosigHOCTI/ITE-cepTudpikat BignoBigHOCTI
€Bponeiicbkiit hapmakonei/MmoHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOTO cepTudiikata
BiANoBiAHOCTI ab0 BUIyYEHHS cepTudikaTa
BifnoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; ons BUXigHOTO
mMartepiany/peareHTy/NpoMibKHOIo NPOAYKTY, WO
BVIKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[onomixHoi pevosuHu (CE-cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMixHOro
npoaykTy abo AONOMIKXHOT pe4oBUHN) - OHOBEHWA
cepTuduikar Bif BXe 3aTBEPL)KEHOIO BUPOOHMKA -
OHOBeHUIA cepTUdikar Bif, BXe 3aTBepKeHoro
BMpo6Huka TSE CoS for Gelatin Rousselot, The
Nitherlands R1-CEP 2001-027-Rev 02, R1-CEP
2001-029-Rev 05,

Gelita Group, Germany R1-CEP 2003-172 Rev
01, Sterling Biotech Limited, India R1-CEP 2001-
211-Rev 01, Nitta Gelatin India LTD., India R1-
CEP 2000-344Rev 02. 3MiHu | Tuny: 3miHu 3
saKocTi. CepTudikar signosigHocTi/lE-cepTudcpikar
BiZiNOBIAHOCTI €Bponelickkili
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BignosigHOCTi abo
BW/YYEHHS cepTudikarta BifgnoBigHOCTI
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ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

€Bponelicbkin hapmakonei: ana A®l; ons
BUXiAHOro Matepiasny/peareHTy/npoMixHoro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOOGHULTBI
A®I; ansa gonomixHoi pevoBunHu (IFE-cepTuddikar
BiANoBigHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
npoaykTy abo [OMNOMIXHOI pevyoBuHN) - BunyueHHs
cepTuapikaTiB (y BUNaLKy HasBHOCTI
My/IbTUNIETHOrO cepTuddikata Ha matepian) -
BUNy4YeHHs cepTtudikaty TSE CoS for Gelatin  PB
Leiner Argentina R1-CEP 2004-022 Rev 00.
3MiHuW | TMNY: 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKWii
3aci6. Cuctema KoHTeliHep/3aKynopoBabHWi
3aci6 (iHWi 3mMiHW) - oHOB/eHHA p. 3.2.P.7cuctema
ynakoBku (3anponoHosaHo: Packaging for the
market: the plastics meet the Regulation (EU) No.
10/2011 on plastic materials and articles intended
to come into contact with food). 3miHun | Tuny:
3miHu 3 axkocTi. A®Il. KoHTponb A®l. 3miHa y
MeTofax BunpobyBaHHs A®Il abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y Npoueci BupobHuuTea Adl
(iHWi 3MiHKM y MeToAax BUNPOBYBaHHS (BK/OUYAOUn
3amiHy abo gonoBHeHHs) AD| abo
BWXIiAHOr0/MPOMIXXHOrO NPOAYKTY) - 3MiHW y
MeTofax BunpobyBaHHsA APl foaaHHA
aHaniTu4Hoi npouedypu 2- Propanol - GC
Identification and Assay. 3miHu | Tuny:
AMIHICTpaTVBHI 3MiHW. BuiyyeHHs1 BUPOGHMYOT
AiNbHULI (BKAOYaoUM AinbHULI ans Adl,
MPOMiXXHOro NPoAyKTy abo roToBOro JlikapcbKoro
3acoby, AiNbHUL ANA NpoBefeHHs NakyBaHHS,
BMPOGHWMKa, BiANOBIAA/IbHOTO 3a BUMYCK CEPild,
MicLie NpoBeAeHHsI KOHTPO/IHO cepil) abo
noctayanbHUKa BUXIAHOTO MaTepiany, peareHty
a60 [0NOMIKHOI PeYOBUHM (SKLO 3a3HAYEHO Y
[0CbE) - BUTyYEeHHS! BUPOGHKKa, BignoBiganbHOro
3a nakyBaHHs1, Nordmark Arzneimittel GmbH & Co.,
KG , Germany 3atBepmxkeHo: Nordmark
Arzneimittel GmbH & Co., KG, Germany, Advancer
Pharma Germany GmbH Germany, Artesan
Pharma GmbH & Co., KG, Germany
Artesan Pharma GmbH & Co., KG, Germany
3anponoHoBaHo: Advancer Pharma Germany
GmbH Germany, Artesan Pharma GmbH & Co.,
KG, Germany

182.

MAHIPON® 25 000

Kancynu Teepai 3
KULLKOBOPO3UYMHHKMM

MeHapiHi
IHTepHeLLoHanN

Nokcembyp
r

Brvpo6HMUTBO "in
bulk", KOHTpO/Ib

ITania/
HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHn | TMny: 3miHK 3 akocTi. A®I. KoHTponb AdI.

6e3
peyenma

UA/6763/01/02
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
MiHi-Ta6netkamn Ne 20, OnepeiiwoHc cepiii: 3MiHa y napameTpax cneuudikauii Ta/abo
Ne 50 y 6aHKax Ne 1y Niokcembypr C.A. Anep [ONyCTUMUX MeX, BU3HAYEHUX Y crneungikalisax Ha
KapTOHHiiA Kopo6Li dapmachbloTikIc A®l, ab0 BUXiZHWA/NPOMIKXHUI NPOAYKT/peareHT,
CPN, ITanis; L0 BUKOPMUCTOBYIOTBLCSA Y NpoLeci BUPOOHMLTBA
KiHuese A®D| (3BY)XKEHHSA JOMYCTUMMUX MEX, BUSHAUYEHUX Y
nakyBaHHs: cneuudikauii) - 3ByXXEHHS JOMYCTUMUX MEX,

ApsaHc ®apma
'M6X, HimeuyunHa,;
ApTesaH dapma
M6X & Ko. K,
HimeuuunHa;
KoHTposnb Ta
BUWMYCK Cepiii:
BEP/IH-XEMI AT,
HimeuunHa

npuBeLeHHs akTMBHOCTI AD| BigNOBIAHO [0 BUMOT
N3; 3miHm | Tuny: 3miHK 3 sKocTi. A®l. KoHTpob
A®l. 3viHa y meTodax BunpobysaHHA Adl abo
BMXifHOTO Matepiany/npoMixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea APl (BUy4eHHa meTtoay
BMNpobyBaHHA A58 Adl/peareHTy/MpoMixXHOro
NPOAYKTY, SKLLIO aflbTEPHATUBHUIA METOA, BXe
3aTBEPMXKEHNI) - BUTYYEHHSA T. ifeHTudikauisa Adl
MEeTOAO0M CMeKTPOCKoMii B 6vkHili o6nacTi 1Y;

3MiHa nepiofly NOBTOPHMX BMNpoGyBaHb/nepiogy
36epiraHHa abo ymMoB 36epiraHHs Ad®l (3a
BIJCYTHOCTI Y 3aTBEpPIKEHOMY [0ChE cepTudikara
BiANOBIAHOCTI €Bponelicbkilt thapmakoner, Lo
BK/IOYAE Mepiof MOBTOPHOTO BUMPOOYBaHHS) (iHLi
3MiHW) - OHOBNEHHSA p. 3.2.S.7.1 Stability Summary
and Conclusions; 3miHu | Tuny: 3MiHX 3 SKOCTI.
A®|. Cuctema KoHTeliHep/3aKynoptoBasibHWI 3aci6.
3miHa y 6e3nocepeHiin ynakosui A®I (iHWi 3MiHW) -
OHOB/IEHHSA CUCTEMU KOMTEHEPIB, BUAANEHHS
3acTapifioro KoOHTeliHepa, CKISHNX (h/1aKoHIB;
3MiHu | TUNy: 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkumii
3aci6. 3MiHV Y BUPOOHULTBI. 3MiHV BUNPOGYBaHb
abo [oNyCTUMUX MEX, BCTAHOBNEHNX Y
crneundikayisx, nig yac BUPO6HULTBA FOTOBOTO
nikapcbKoro 3acoby - p.3.2.P.3.4 3a3HaueHHs
Aiana3oHiB hepMeHTaTUBHOT aKTMBHOCTI 3
ypaxyBaHHsIM Macu BMICTY Kancysn Ta crneuudikawii
Ha BUMYCK cepii y 3B°A3Ky 3 BUPOOHNYMMM
notpe6amu; 3miHu | TUMy: 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudcikart
BifiNOBIAHOCTI EBPONENCHKIit
thapmakonei/MoHorpadii. 3mMiHu, NoB'sA3aHi 3
HEOob6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii IdY abo €sponelicbkoi dhapmakonei,
ab0 iHLWOI HauioHasTbHOI thapmakonei gepxasun EC
(3miHa y cneumdikavii HechapmakoneiiHoro A®|
009 NPUBEAEHHA Y BiANOBIAHICTL [0 BUMOr AdY
abo €sponelicbkoi hapmakonei, abo iHLol
HauioHasbHOT hapmakonel gepxasu €C) -

JlonomixHa pevyoBrHa/BUXigHWIA MaTepian ans
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AKY BUKOPUCTOBYIOTb SIK [l06aBKy Npy BUPOOHULTBI
(BoAa oumnLleHa He BXOAUTb 40 CKafdy roToBOro
NpoAayKTy), OHOBMEHHSA p. 3.2.P.1, 3.2.P.3, 3.2.P.4
(editorial). 3miHu | TUNY: 3MiHK 3 AKOCTI. FOTOBWIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX PEYOBUH.
3MiHa y MeToZax BUNPO6YyBaHHA [OMOMDKHOI
PevYoBUHM (BUNYYEHHS METOAY BUNPOOYBaHHS,
AKLLO a/IbTEPHATUBHUI METOZ, BUNPOOYBaHHA BXe
3aTBEPAKEHO) - BUAAIEHHS METOAVIKMN
BUNPOBYBaHHSA: iAeHTUIKaLis 4ONOMIKHUX
peyoBuH meTogom bIY - cnekTpockonii. 3miHu |
TMNy: 3MiHW 3 AKOCTi. FOTOBWIA NikapcbKuii 3acio.
KOHTPO/Ib AONOMDKHMX PEYOBUH. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonycTUMnX
MeX A/151 [OMOMDKHOI PeHOBUHM (iHLWi 3MiHK) -
npusefeHHs cneuudikaLii 6apBHUKIB BiANOBIAHO
8o Bumor PernameHty Komicii (€C) Ne 231/2012.
3MiHu | TUNy: 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkumii
3aci6. KOHTPO/1b AONOMDKHUX PEYOBUH (iHLUi 3MiHW)
[0[aHO BHYTPILLHIO MOHOrpadito 4518 TBepanx
xenaTtuHosux kancyn (capsule shell) 3 onucom
MeTOoZiB, BK/oUakum gaHi Banigauii,
[0faHO sKiCHUIA cknag, ceMUTIKOoHY eMynbcii 30%
USP. 3MiHu | Trny: 3miHu 3 sikocTi. FoToBUiA
nikapcbkuii 3aci6. KOHTpob roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneuudikayii Ta/abo
L0NyCTUMUX MEX FOTOBOIO /iKapCbKoro 3acoby
(iHwWi 3miHW) - NpuBeAeHHsA T. «MikpobionoriyHa
yuctota» Ao sumor EP. 3MiHu | Tuny: 3miHu 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCcbkoro 3acoby. 3miHa y meTogax
BMNPO6YBaHHS roTOBOrO JiKapCbKoro 3acoby
(He3HauyHa 3MiHa y 3aTBEepAKEHNX MeToAax
BMMNPOGYBaHHS) - He3HaYHA 3MiHa 3aTBEPAKEHNX
MeTogax BUNpobyBaHHA T. JlunasHa akTUBHICTb -
3MiHa npobonigrotokn. 3MiHu | TUny: 3MiHn 3
AKocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
roToOBOro Nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA roTOBOrO /iKaPCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAKEHNX MEeToAaxX
BUNPOBYBaHHS) - HE3HaUHa 3MiHa Y 3aTBepoKEeHUX
MeTofax BUNpobyBaHHA T. «Po3unHeHHs« (EP.
2.9.3) 3miHa npoboniarotoBkW. 3MiHuW | TURy: 3MiHK
3 AKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb

roTOBOrO JikapcbKoro 3acoby. 3miHa y MeTogax

Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
BMPOG6HUMLTBA ADI - MPYBEAEHHS Ol PULMHOBOI Y
BignoBigHICTb A0 EP, AoaaBaHHA BOAW OYULLEHOI,
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
0 MoCBIOYEHHS

ynakosKa)

BMNPOGYBaHHSA roTOBOrO /TiKaPCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX METoAaxX
BMNPOOYBaHHSA) - HE3HaYHA 3MiHa 3aTBEPAYKEHNX
mMeTogax BunpobyBaHHA T. [poTea3Ha akTUBHICTb -
3MiHa npo6onigroToBkn. 3MiHu | TUNy: 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCcbkoro 3acoby. 3miHa y meTogax
BMNPO6YBaHHS roTOBOrO JiKapCbKoro 3acoby
(He3HauyHa 3MiHa y 3aTBEepMKEHNX MeToAax
BMNPOOYBaHHS) - HE3Ha4YHa 3MiHa Y 3aTBEPAKEHNX
mMeToAax BUNpobyBaHHA T. AMUNAa3Ha aKTUBHICTb -
3MiHa npobonigrotokn. 3MiHu | TUny: 3MiHn 3
AKocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa y metogax
BMNPOGYBaHHSA roTOBOrO /iKaPCbKOro 3acoby
(oHOBNEHHSA NpoLeAypy BUNPOGYBaHHA ANt
npuBefeHHs y BiANOBIAHICTb 3i 3MIHOK 3arasibHO
ctatTeto AdY abo €Bponeiicbkoi hapmakoner) -
He3HauHa 3MiHa 3aTBepyKeHUX MeTofax
BMNpo6yBaHHSA /13 3a T. «CTilikicTb Ao ail
LLSTYHKOBOTO CiKy»

3MiHa Npo6oniAroToBKU.
aKocTi. CepTudikar BignosigHocTi/lE-cepTudikat
BifiNOBIAHOCTI EBPONENCHKIit
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BignoBigHOCTI a0
BU/yYEHHS cepTudikarta BifnoBigHOCTI
€sponelicbkinn hapmakonei: ana Ad®l; gns
BUXIQHOro MaTepiasny/peareHTy/NpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBHULTBI
A®I; oA 4ONOMIKHOT peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBEeHWIA cepTudikar Bif, yXXe 3aTBepaKeHoro
BMPOGHMKA - OHOBJIEHHS cepTudikaTa Bif yxe
3aTBepmkeHoro BupobHuka CEP for pancreas
powder: Nordmark Arzneimittel GmbH & Co., KG
Germany R1 —CEP 2001 -280 Rev 02. 3miHu |
TMny: 3MiHK 3 skocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudikaTa
BiANOBIAHOCTI ab0 BUIyYEHHS cepTudikaTa
BiANOBIgHOCTI E€Bponeiickbkili hapmakonei: gns
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAyKTY, Lo
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; ans
[ornomikHoi peyoBuHu (ME-cepTudpikat
BiiNOBIAHOCTI E€Bponelickkili hapmakonei ans
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

A®l/BuxigHoro matepiasy/peareHTy/mpoMiXXHOro
npoaykTy abo [ONOMiXHOT peyoBuHK) - HoBuii
cepTtudikaT Ans BUXigHOro
marepiany/peareHTy/npoMikKHOro NpoaykTy abo
[OMOMIXHOI pe4OBMHM Bif, HOBOroO abo Bxe
3aTBEPAKEHOrO BUPOGHUKA - HOBUIA cepTudpikaT
AN AONOMIKHOT PEYOBWHY Big, 3aTBEPAKEHOTO
BUpo6HuKa TSE CoS for Gelatin Rousselot, The
Netherland R1-CEP 2001-332-Rev 02, Gelita
Group, Germany R1-CEP 2001-424Rev 03, PB
Gelitins, Belgium R1-CEP 2000-045Rev 03. 3MiHn
| TMny: 3miHn 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikat BignoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBMEHOro cepTucpikata
BiANOBIAHOCTI abo BUyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: gns
A®I; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTLCA Y BUPOOHULUTBI API; Ans
[0NoMiXHOT pevoBuHy (CE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei gns
Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
NpoAyKTy abo AONOMIKHOT peyoBuHK) - OHOBNEHUIA
cepTudikaT Bif, BXe 3aTBepAKEHOro BUPOGHMKa -
OHoB/eHMIA cepTUdikaT Bif BXXe 3aTBEPIKEHOr0
Bnpo6Huka TSE CoS for Gelatin Rousselot, The
Nitherlands R1-CEP 2001-027-Rev 02, R1-CEP
2001-029-Rev 05,

Gelita Group, Germany R1-CEP 2003-172 Rev
01, Sterling Biotech Limited, India R1-CEP 2001-
211-Rev 01, Nitta Gelatin India LTD., India R1-
CEP 2000-344Rev 02. 3MiHu | Tuny: 3miHu 3
akocTi. CepTtudpikat BignosigHocTi/lE-cepTuddikat
BiANOBIAHOCTI EBpoNechkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOrO cepTudikaTa BignosigHOCTi abo
BWU/TyYEHHS cepTudikaTa BiAnoBigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BVXifHOro Matepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ans gonoMixHoi pevosnHu (ME-cepTuddikar
BiANoOBiAHOCTI EBponeiickbkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npomMixHoro
npoaykTy abo AONOMIXHOI pevoBuHN) - BunyueHHs
cepTudikaTis (y BUNaaKy HasBHOCTI
My/IbTUNIETHOIO cepTuddikata Ha matepian) -
BUNy4YeHHs cepTudikaty TSE CoS for Gelatin  PB
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs

Leiner Argentina R1-CEP 2004-022 Rev 00.
3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUIA
3aci6 (iHWi 3MiHK) - OHOBNeHHA p. 3.2.P.7cuctema
ynakoBku (3anponoHoBaHo: Packaging for the
market: the plastics meet the Regulation (EU) No.
10/2011 on plastic materials and articles intended
to come into contact with food) oHOBNEHHS
[OKyMeHTaUi ANs nakyBasibHUX Matepianis. 3MiHu
| Tuny: 3miHK 3 AKOCTi. FOTOBWIA NikapCbkuii 3acib.
Onuc Ta cknag, (iHwi 3miHW) - BBeAeHo - cknag M3
3 Aliana3oHoM, ckiaj, 060/10HKN HaBeAeHo B
mr/kancyna, BkasaHa 3arasibHa maca karcysnu,
OHOB/IEHO CTaHAAPTU SKOCTI ANs 6apBHUKIB Ta
0nii pULIMHOBOI: [ONOBHEHO iHGIOPMaLilo Npo
cKnag, cuMeTrKoHy emynbcii 30% BignoBigHo Ao
OHOBNEHOro p. 3.2.P.4. BBeeHHs 3MiH NpOTArom
3-x micsuis nicnsa 3aTBepaKeHHs. 3MiHn Il Tuny:
3MiHM 3 sKoCTi. [0TOBWIA NikapcbKuii 3aci6.
KOHTposb roToBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo gonycTuMmx
MEX roTOBOrO JIiKapcbKoro 3acoby (3MiHa
3HaxXoAMTbCS N03a 3aTBepAKEHNMM A0MYCTUMUMU
Mexamu cneuudikadiit) - 3miHa napameTpis
cneumdikauii T. «Po3nagaHHA enemeHTiB
o060noHKkn» (EP.2.9.1)
3aTBEPLKEHO: HAa BUMYCK/HA TEPMIH NPUAATHOCTI:
Ha npoT#A3i 15 xB y BOA), 3anpoOnNoHOBaHO: Ha
BUNYCK Ha npoTA3i 30 XBWINH Y BOAi , HA TEPMIH
npuaaTHoCTi — Ha NpoTAa3i 30 XBUIUH Y BOA]).
3miHu | Trny: 3MiHm 3 skocTi. A®l. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3miHa y
6e3nocepeHili ynakosui A®I (iHLi 3MiHK) -
OHOB/IEHHSA p. 3.2.S.6. foAaHHA aflbTEPHATUBHUX
mMartepianis (nonietTuneHTepedTanaty,
nonieTuneHy) 415 BUrOTOB/IEHHS BTOPWHHOTO
nakyBaHHa A®l. 3MiHu | TUNy: AOMiHICTpaTUBHI
3MiHW. BunyyeHHsi BUPOGHMYOI AinbHNL
(Brntovatoun ginbHnui ans A®l, npoMixXHOro
npoAykTy abo rotToBOro ikapcbkoro 3acooy,
AiNbHULI ANA NPOBEAEHHA NakyBaHHS, BUPOOHUKA,
BiANOBIAa/ILHOIO 3a BUNYCK Cepiid, MicLe
NpoBefEeHHS KOHTPO/TIO cepil) abo nocTayasibHrKa
BUXIAHOrO MaTepiany, peareHTy abo f0MNOMDKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y [0CBE) - BUTYYEHHS
BMPOGHWKA, BiAMNOBifaIbHOTO 3a NaKyBaHHS ,
Nordmark Arzneimittel GmbH & Co., KG, Germany

3aTBepaxeHo: Nordmark Arzneimittel GmbH & Co.,
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

KG, Germany Advancer Pharma Germany GmbH
Germany, Artesan Pharma GmbH & Co., KG,
Germany; 3anponoHoBaHo: Advancer Pharma

Germany GmbH Germany, Artesan Pharma GmbH
& Co., KG, Germany; 3MiHu | Tuny: 3mMiHu 3 SKOCTI.
A®l. KoHTponb A®I. 3miHa y MeToaax
BMNpo6yBaHHA A®I| abo BuxigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BVKOPUCTOBYETLCA Y NpoOLieCi BUPO6HULTBA ADI
(BNyYeHHs1 MeToAy BUNPOOYBaHHSA AN1A
Adl/peareHTy/NPOMIKHOro NpoAyKTy, SKLLO
anbTepPHATUBHUI METOZ, BXE 3aTBePIKEHWIA) -
3MiHM y MeTofax BunpobysaHHs APl: foaaHHs
aHaniTuyHoi npouenypwu 2- Propanol - GC
Identification and Assay. 3MiHu | TUny: 3miHun 3
AKocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo foNyCTUMUX MEX FOTOBOrO
nikapcbKkoro 3acoby (iHwi 3MiHN) - MNprBeaeHHA
T.Po3unHeHHsa M3 BignosigHo Ao sumor EP,
BBE/IEHHSI NePiOANYHOCTI BUNPOBYBAHHS Ha KOXHiiA
10-14 cepii, He pigLLe HX OAVH pas Ha pik oNns
anbTepHaTUBHUX BUMPOBYBaHb LLI0A0
racTpoOpPe3nNCTEHTHOCTI Ta po3nafaHHio
3aTBEPAKEHO: «PO3UYNMHEHHS» - Ha BUNYCK/ Ha
TepMiH NpUAaTHOCTI: He MeHLe HiX 75% Big,
3asB/1IeHOI aKkTMBHOCTI ninasun, (USP,
MaHkpeninasa, kancyny NposIOHroBaHoi Aji),
3anpornoHoBaHo: «PO34YNHEHHNA» - Ha BUNYCK/ Ha

TepMiH npuaaTHocTi: yepes 30 xB, 6ydep pH 6,8
(EP,2.9.3) He meHwe 70 % (Q) ninoniTU4HoI

aKTMBHOCTI) - 3MiHa (DOPMY/IOBaHHS A0NYCTUMUX
Mex cneundikauii T. «Of4HOPIAHICTb OANHNLb

[03yBaHHs» (EP.2.9.40)

183.

NMAHKPEA3M

TabneTku
KMLLKOBOPO34MHHI, no 10
Tabnetok y 6nictepi, no
2 abo no 5 6nictepis y
nauuj 3 KapToHy

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BNnacHuKa peecTpauiiHoro nocBig4eHHs1) (3MiHa
agpecy 3anBHvKa) (TepmiH BBEAEHHS 3MiH
NpOTArom 6-Tu MiCALIB NiCNA 3aTBEPMXKEHHS);
3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BkIovaoum
AinbHULU BUNYCKy cepii abo micue npoBefeHHs
KOHTPOJIO SIKOCTI. (ZisANbHICTb, 3a 5Ky BifnoBigae
BMPOGHUK/iIMNOPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecu BMpOo6HMKa 13, 6e3 3MiHM Micus

6e3
peuyenma

UA/8550/01/01
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

BMPOG6HMLTBA) (TepMiH BBEAEHHS 3MiH NPOTArom 6-
TV MiCALIB Nicnsa 3aTBepMKeHHs); 3MiHW | Tuny -
3MiHn Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHn) (3amiHa rpadpivyHoro
0hOPMNEHHS YNAaKOBKW Ha TEKCT MapKyBaHHS
NepBUHHOT Ta BTOPVMHHOI YNakoBOK, 3 BiAMNOBIAHOM
3amMiHo0 po3ainy «I'padiiuHe odhopmIeHHS
yNakoBKM» Ha po3ain «MapkyBaHHs») (TepMiH
BBE/EHHS 3MiH NPOTArom 6-T1 MicAUIB nicns
3aTBEPKEHHS)

184.

NMAHKPEA3M

Tabnetkn
KMLLKOBOPO34MHHI, in
bulk: no 4000 TabneTok
Y KOHTelHepax
naacTMacoBmX

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BNnacHuKa peecTpauiiHoro nocBig4eHHs1) (3MiHa
agpecy 3anBHvKa) (TepmiH BBEAEHHS 3MiH
NpoTArom 6-Tu MiCALIB NiCNs 3aTBEPMKEHHS);
3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /iKapCbKOro 3acoby, BkIo4aoum
AinbHULU BUNYCKy cepii abo micue npoBefeHHs
KOHTPOJIO AIKOCTI. (ZisNbHICTb, 3a 5Ky BifnoBigae
BMPOGHUK/iIMNOpPTEp, BK/IKOYAKUM BUMYCK Cepili)
(3miHa agpecu BUpoGHuKa M3, 6e3 3MiHM Micus
BMPOGHMLTBA) (TepMiH BBEEHHS 3MiH NPOTArom 6-
TV MiCALIB Nicnsa 3aTBepMKeHHs); 3MiHW | Tuny -
3MiHu Wwopao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) (3amiHa rpadpivyHoro
0hOPMNEHHS YNaKOBKM Ha TEKCT MapKyBaHHs
NepBVHHOT Ta BTOPMHHOI YNakoBOK, 3 BiAMOBIAHOM
3amiHoto po3giny «IpadivyHe ochopmneHHs
yNakoBKM» Ha po3ain «MapkyBaHHs») (TepMiH
BBEEHHS 3MiH NPOTArom 6-T1 MicAUIB nicns
3aTBEepPAKEHHS)

UA/12620/01/01

185.

NMAHTACAH

TabneTtku, BKPUTI
060/10HKOIO,
KMLLKOBOPO34MHHI no 40
Mmr o 10 TabneTok y
cTpuni; no 1 aéo no 3
CTpUNV B KAPTOHHIl
ynakoBLii

CaH
PapmacbioTnKasl
IHoacTpi3 Jlimiteq,

IHais

CaH
PapmacboTuKan
IHpacTpi3 114,

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MmiHu | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKa
(BNnacHuKa peecTpauiiiHoro nocBig4eHHs1) (3MiHa
afipecy Ta HalilMeHyBaHHS 3asBHUKa)

3a
peyenmom

UA/3400/02/01

186.

MIACKNEAVNH® 300

kancynu no 15 kancyny
6nictepi; no 1 6nictepy
B KOPOO6LIi 3 KapTOHY

Jlabopatyap
ExcnaHcbeHC

dpaHuin

BignoBigasibHMI 3a
BVMPOGHMLTBO
Hepo3gacoBaHoi
npogaykuii: Tinnotc
dapma AT,
Lseliuapis;
BignoBigasibHWI 3a

LLseliyapisi/
PpaHuis

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHM | TUMY - NOAaHHA HOBOro abo OHOB/IEHONO
cepTudikaTa BignNoBIiAHOCTI 260 BUIYYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: gns A®l; ans BUXiAHOrO
MaTepiany/peareHTy/MpomiXKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans

6e3
peyenma

UA/13173/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
NOBHWIA LKA [onomixHoi pevosuHu (CE-cepTudikat
BUPOGHMLTBA: BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Na6opatyap Adl/BuxigHoro matepiasy/peareHTy/npoMixHOro
EkcnaHcbeHc, npoayKTy abo AONOMDKHOT PEHOBUHM) - BUTYHEHHS
PpaHuin cepTudikartis (y BUNaaKy HasBHOCTI
My/IbTUNIETHOIO cepTudiikata Ha martepian) -
BMAaUIeHHS 6 cepTudikaTiB BiANOBIAHOCTI
€Bponelicbkiin Papmakonei ans cyocTaHwji
GELATIN
187. | PEBMAJ/TTUH Tabnetku no 7,5 mr no TOB "®APMEKC YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/11608/03/01
10 Tabnetok y 6nictepi, reyn" reyn 3MiHu | TUNy - 3MiHa po3mipy cepii (BKo4arum peuyenmom
no 2 6nictepu B nauLi Aiana3oH po3Mipy cepii) roToBOro /likapCbKOro
KapTOHHIi 3aco6y (3meHLweHHs go 10 pasis) -
3anponoHosaHo: 5 Kr, 10 kr, 70 kr
188. | PEBMA/TTUNH Tabnetku no 15 mr no 10 TOB "®APMEKC YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/11608/03/02
TabneTtok y 6nictepi, no reyn reyn 3MiHK | TUNY - 3MiHa po3mipy cepii (BKIoYarum peyenmom
1 a6o 2 6nictepu y JianasoH po3mipy cepii) roToBOro Nikapcbkoro
nauuj, no 20 TabneTok y 3aco6y (3meHLweHHs go 10 pasis) -
6nictepi, no 1 6nictepy 3anponoHoBaHo: 3,5 kr, 7 kr, 70 Kr
B nauuj
189. | PE3ICTON® Kpanni opanbHi no 20 ma | MAT "Tanmudgapm” YkpaiHa MNAT "Tanuudpapm” Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/13789/01/01
a6o no 50 mn y donakoHi 3MiHK | TUNY - 3MiHa NocTavasibHMKa NaKyBabHUX peyenma
3 Npo6Koto- mMaTtepianis abo KOMMIeKTyumx (3amiHa abo
KpanenbHuLeto, no 1 [ofaBaHHA noctavasibHuKa) - BBEAEHHS
chnakoHy y nauuj aIbTPHATMBHOTO BYPOBHUKA NakKyBaslbHOTO
mMartpiany
190. | PE3ICTON® Kpanni opasbHi in bulk: MNAT "Tannucapm” YkpaiHa MAT "Fanuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: - UA/14765/01/01
no 20 mn y donakoHi; no 3MiHM | TUNY - 3MiHa NocTavasibHMKa nakyBaslbHUX
88 hiakoHiB y KOpobi mMartepianis abo KOMMIEKTyumMX (3amiHa abo
KapToHHOMy; in bulk: no [0[aBaHHsA NocTavasibHUKA) - BBEAEHHS
50 mn y chnakoHi; no 80 aNbTPHATVBHOIO BUPO6HMKA NaKyBasIbHOIO
hnakoHiB y kKopobi marpiany
KapTOHHOMY
191. | PE3OJICTA® TabneTku, BKPUTI TOB "[>XOHCOH & Pocilicbka BUPOBHMLTBO cuwA/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15459/01/01
NAIBKOBOK 0B0I0HKOHO, [bxoHcoH" depepauis Hepo3acoBaHOro ITanisa 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no 800 mr/150 mr no 30 NpoAyKTY: HaliMeHyBaHHs Ta/abo agpecu micus
TabneTok y gonakoHi; no AHcceH OpTo J11C, NpoBaPKEeHHSA AiSNIbHOCTI BUpobHUKa/imnopTepa
1 chnakoHy y KapTOHHIl CLA; roTOBOro MiKapCcbKoro 3acoby, BKIYaum
nauw,i nepBuHHA Ta AinbHUUI BUNYyCKy cepii abo micLie NpoBeAeHHs
BTOPVHHA KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SKy BiAnoBigae
ynakoBka, BUMyCcK BMPOGHMK/IMNOPTEP, HEe BK/OYAUM BUMYCK Cepiif)
cepii: (3miHa agpecu BMpo6Huka AHcceH OpTo JI/1C,
Anccen-Cinar CLUA, 6e3 3MiHM MicLa BUPOGHULTBA); 3MiHM | TUNY
C.n.A, ltania - AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS

Ta/abo agpecyt MicLA NPOBaKEHHS Ais/IbHOCTI
BMpO6HMKa (BK/TKOYAKOUM, 38 HEOOXIAHOCTI, MicLe
NpPOBeAEHHS KOHTPO/IO SKOCTI), ab0 BlacHuka
MacTep-ghaiina Ha A®Il, abo nocTavyasibHMKa
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

A®l/BuxigHoro matepiasy/peareHTy/mpoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y BUPOOGHULTBI ADI
(AKLWO 3a3HaYEeHO Yy A0CbE Ha Nikapcbkuii 3acib) 3a

BiICYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOI LLOMOMIXHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y A0CbE) (3MiHA
HaliMeHyBaHHs1 BUPOBGHMKa AiH0HO0T pevyoBUHY,
[apyHaBipy eTaHonar, 6e3 3mMiHu micus
BMPO6GHMLUTBA)

192.

PUBOKCWUH

TabneTku, BKPUTI
060/10HKO0, Nno 200 mr;
no 10 TabneTok y
6nictepax; no 10
Tabnetok y 6nictepi, no
5 6nicTepis y nauui 3
KapToHy; no 10
Tabnetok y 6nictepi, no
90 6nicTepiB y kopobui 3
KapToHy

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaPKeHHSA AiSNIbHOCTI BUpobHUKa/imnopTepa
roTOBOro MiKapCbKOro 3acoby, BKIYaum
AinbHUUI BUNYCKy cepii abo micLe NpoBeaeHHs
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnoBigae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUN BUMYCK Cepilt)
(3miHa agpecu BMpo6Huka 13, 6e3 3MiHu MicLAa
BUPO6HMLTBA) (TEepMiH BBEAEHHSA 3MiH NPOTArom 6-
TV MicsiLiB nicns 3aTBepakeHHs); 3MiHn | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo aapecu 3asBHUKA (BNacHUKa
peecTpauiiHoro nocBig4eHHs) (3MiHa agpecu
3asBHUKa) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tu
MicsILiB nicns 3aTBepKEHHS); 3MiHW | Tuny - 3MiHK
woao 6esnekn/epekTBHOCTI Ta chapmakoHarnsgy
(iHwWi 3miHKW) (3amiHa rpadiiuHOro 0dopMIIEHHS
YNakoBKM Ha TEKCT MapKyBaHHS NepBUHHOT Ta
BTOPUHHOI YNakoBOK, 3 BiANOBIAHOK 3aMiHOO
po3giny «IpadiyHe 0pOpPMAEHHS YNAaKOBKM» Ha
po3gin «MapKyBaHHs», Ta BHECEHHS HE3HAYHUX
pefakuiiHuX NpaBoK Y TEKCT MapKyBaHHS
BTOPUWHHOI ynakoBku) (TepMiH BBEEHHS 3MiH
NPOTArom 6-Tv MiCAILB NicNs 3aTBEPAKEHHS)

3a
peyenmom

UA/6774/01/01

193.

PUBOKCUH

TabneTkn, BKPUTI
060/10HKOH0, Mo 200 Mr
in bulk: no 3500 a6o no
6000 TabneTok y
KOHTeliHepax

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NpOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKIo4aum
OinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPO/O AKOCTI. (AiANbHICTb, 3a Ky BignoBigae
BMPOGHUK/iIMNOpPTEp, BK/IKOYAKUM BUMYCK Cepili)
(3miHa agpecu BUpo6HuKa 13, 6e3 3MiHM Micusa
BMPO6HMLTBA) (TEpPMIH BBEAEHHS 3MiH NPOTArom 6-
TV MiCALIB NicNa 3aTBepKeHHs); 3MiHW | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA (B1aCHUKA

UA/6773/01/01
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Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2

n/n

Ne | Ha3sa nikapcbko20

3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

peecTpauiiHoro noceig4eHHs) (3MiHa agpecu

0 NMNocBiOYEeHHs

3asBHVKa) (TepMiH BBeEeHHS 3MiH NPOTArom 6-Tu
MicALIB Micnsa 3aTBepKeHHs); 3MiHW | Tuny - 3miHn
woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnsgy
(iHWi 3miHW) (3amiHa rpadiyHOro ochopMIEHHS
yrNaKoBKWN Ha TEKCT MapKyBaHHS NepBUHHOI Ta
BTOPUHHOI YNakoBOK, 3 BiANOBIAHOK 3aMiHOO
po3giny «padivyHe ohopMNEHHS YNakoBKN» Ha
po3gin «MapKyBaHHs», Ta BHECEHHS HE3HAYHUX
pefakLiiHvX NPaBoK y TEKCT MapKyBaHHS

BTOPWHHOI ynakoBku) (TepMmiH BBeAeHHS 3MiH
nNpoTArom 6-Tn MicALiB NicNs 3aTBEPAKEHHS)
BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:

3a UA/1152/01/01
peyenmom

194. | PIHTEPA NAKTAT
PO34MH

pO34uH NS iHdysili no
200 mn, 250 mn, 400 mn,
500 mn y nnswkax

MNpuBatHe
akuioHepHe
TOBapUCTBO

"Indpysia”

YkpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"lHdpy3ia”

Puodpapm CA

3MiHK | Tuny - 3MiHa napameTpiB cneyudikawii
Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCbKoro
3aco0y (BMlyYEeHHA HE3HAYHOIO MOKA3HUKA;
cynyTHs 3MiHa: 3MiHU 3 siKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpob roTOBOro Mikapcbkoro
3aco06y (iHWi 3MiHK) - BUYYEHHS N. "AHOMabHa
TOKCUYHICTB" 3i cnevumdikadii, metoais
BMNPOOGYBaHHS rOTOBOTO J1iKApCbKOro 3acoby;
3MiHM 3 SKOCTi. F0TOBWIA NiKapCbkuii 3aci6. 3MiHW y
BMPOGHULTBI. 3MiHK BUNpobyBaHb abo
[OMNyCTUMUX MEX, BCTAaHOBIEHMX y cneuudikavisx,
nig yac BUpPO6HULITBA FOTOBOTO NiKapCbKOro 3acoby
(BMNYyYEHHS1 HECYTTEBOTO BUNPOGYBAHHA B NPOLIECI
BVMPOGHMLTBA) - BUTYYEHHS M. " AHOMasTbHa
TOKCUYHICTB" 3i cneuudikauii, MeToais
BUNPOBYBaHHA Nif, Yac BUPOOHUYOro npouecy
roTOBOrO /iKapCcbKoro 3acoby
BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:

peyenmom

3a UA/12887/01/01

195.

POTAPUTMIN

Tabnetky no 200 mr Ne
30 (10x3) y 6nictepax

"Potachapm
NimiTen"

Benuka
BpuTaHis

3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
y3arasibHeHVX AaHunx npo cuctemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHNX faHux
npo cucteMy papmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3pjiicHeHHs1 hapMakoHarsay; KOHTaKTHOI 0co6u 3
hapMakoHarnisgy 3asBHUKa 415 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, KO BOHA BigMiHHa
BiJ, yNOBHOBaXEHOI 0CO6MU, BiANOBIgaNbHOI 3a
3fjificHeHHs chapmakoHarnsagy (Bknoyarun
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MILLLEeHHI
MacTtep-haiina cuctemu papmakoHarnagy) -
[itoua pepgakuin: KoHTakTHa ocoba B YKpaiHi
YNOBHOBaXXEHOi 0C0OM 3asaBHMKa 419 3MiACHEHHA
thapmakoHarnsgy - FropaieHko Cepriii

Mwuxaiinosuy. NMponoHoBaHa pegakLis:
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
YnoBHOBaXeHa ocoba 3asBHUKa, BignosiganbHa 3a
thapmakoHarnsag, - Casiwtesa Jlapuca /
Savishcheva Larisa; KoHTakTHa ocoba B YKpaiHi
YMOBHOB&XEHOT 0CO6M 3asBHMKA 415 34iACHEHHS
thapmakoHarnagy - Pemizos Cepriii AHaToninosuy.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0Co6MU.
3MiHa KOHTaKTHMX AAaHUX KOHTaKTHOI 0cobu. 3miHa
MicLS 34iACHEHHA OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy. 3MiHa agpecy mactep-alina
196. | CUH®/TIOPUKC™ CyCneHsis gNns iH'ekujn nakcoCmiTKnsiiH Benuka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/15363/01/01
BAKUVHA And no 1 nosi (0,5 mn) y Ekcnopt NimiTeq, BpuTaHis Bionoaxikans C.A. -3MiHKM | TUNY - 3MiHK 3 AKOCTi. [OTOBWIA NiKapCbKuMii peuyenmom
MPO®INNTAKTUKN nonepegHL0 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
MHEBMOKOKOBOI | HanoBHeHux npugaTHocTi abo ymoBax 36epiraHHs roToBOro
IHOEKLLIT 0lHOPa30BUX LUNpULLaX nikapcbKoro 3acoby (36iNbLUEHHS TePMiHY
(MONICAXAPUAHU | Nely komniekTi 3 npuaaTHOCTI TOTOBOTO JliKapCbKOro 3acoby) -
N AHTUTEH) TA ofHieto abo ABoma 36i/bLUEeHHS TEPMIHY NPUAATHOCTI NiKapCbKoro
HETUMOBAHOI ronkamu Ta 6e3 ronok Ta 3acoby 6i0/10r4YHOro/iMyHO10TIYHOTO NOXOAKEHHS
FEMO®INbHOI Nel0 y komnnekTi 3 10 Ha OCHOBI pe3ynbTarTiB AoCNifpKeHb cTabinbHOCTI,
IHOEKL, rofikamu Ta 6e3 rosiok npoBefeHVX BiANOBIAHO 40 3aTBEPAXEHOr0
KOH’IOTOBAHA, ab0 y MOHO030BUX NpPOTOKONY - 36i/IbLUEHHS TEPMiIHY NPUAATHOCTI
ALCOPBOBAHA onakoHax Nel, 10 Ta rOTOBO| BaKLMHW, LLIO BUNYCKAETLCSA Y (h/1akoHax.
100; no 2 po3m (1 mn) y 3aTBepmKeHo: y donakoHax (MOHOA030BMX Ta
MybTU,030BUX MyNbTUA030BMX) - 3 POKU. 3anpornoHOBaHoO: y
chnakoHax Ne100 chnakoHax (MOHOL030BUX Ta My/bTUA030BMX) - 4
poku. TepMiH BBeAEHHS 3MiHM - 6 MicALiB nicns
3aTBEPMKEHHS.
197. | CISBOA40H 2 TabneTkn, BKPUTI CaH IHais CaH IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/9790/01/02
060/10HKOI0, MO 2 Mr, N0 PapmacboTuKas dapmacbioTukan 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
10 Tabnetok y cTpuni; IHoacTpi3 Nlimiteq, IHpacTpi3 N4, HalilMeHyBaHHs Ta/abo afpecy 3asiBHMKa
no 3 CTpUNM Y KapTOHHIN (BnacHuKa peecTpauiiniHOro NoceigYeHHs) (3MiHa
KOpoo6Li afipecy Ta HaliMeHyBaHHs 3asiBH/Ka)
198. | CI3OA40OH 4 TabneTku, BKPUTI CaH IHais CaH IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/9790/01/04
060/10HKOH, MO 4 Mr, Mo dapmacboTrKas dapmacboTuKas 3MiHM | TUNY - AgMIHICTPATUBHI 3MiHWN. 3MiHa peyenmom
10 TabneTok y cTpuni; IHpacTpi3 Nlimiteq, IHpacTpi3 114, HaliMeHyBaHHs Ta/abo aApecy 3asiBHMKa
no 3 CTpUNU y KapTOHHii (BnacHvKa peecTpauiiiHoro noceigYeHHs) (3miHa
Kopobui agpecy Ta HalMeHyBaHHs1 3asiBHUKA)
199. | CNA3ro Tabnetku, no 10 $namiHro IHais driamiHro IHais BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 6e3 UA/4544/01/01
Tabnetok y 6nictepi; no dapmacboTrKac dapmacbloTrKanc BUNPaBAIEHHA TEXHIYHOT NOMUKN Y cneuudikauii peyenma —
1 a6o 10 6nicTepiB y nra. nrp. 3a p. "KinbkicHe BU3Ha4yeHHs" Ne 10; 3a
Kopobui peyenmom —
Ne 100
200. | CNIBE®® MOPOLLIOK A1 PO3YMHY Opxig ®apma IHAjis Opxig Xentxkep IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/0312/01/01
Ans iH'ekuii no 750 Mry NimiTen (BipLineHHa Opxig, 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa peyenmom

nakoHax Nel

Kemikanc eHg,
dapmacbloTikanc
Nimiten), (Actpan
PapmacbloTikan
IHOacTpi3)

HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvKa peecTpauiiiHoro noceigyYeHHs) (3miHa
HaliMeHyBaHHS 3asBHMKa); 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micua NPoBaMKEHHS AiANbHOCTI
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

BMPOGHMKa (BK/TOYakoUM, 3a HEOOXIAHOCTI, MicLe
NpoBeAEeHHS KOHTPO/IIO AKOCTI), abo BlacHuka
macTep-haiina Ha A®l, abo noctayasibHUKa
Adl/BuxigHoro matepiasy/peareHTy/mpoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCA Y BUPOOGHULTBI ADI
(AKLWO 3a3HaYEeHO Y AOCbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOI fLOMOMIXHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y A0CbE) (3MiHa Ha3BMW
BMpOGHUKa API, 6e3 3MiHN MicLiA BUPOBGHMLTBA)

201.

CNIBED®

MOPOLLOK A/151 PO3YNHY
08 iH'ekuin no 1500 mr
y thnakoHax Nel

Opxig ®apma
NimiTen

IHais

Opxig Xentxkep
(BipgaineHHsa Opxig
Kewmikasic eHfy
dapmacbloTikasic
Nimiten), (Actpan
dapmacbloTikan
IHoacTpi3)

IHgis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MmiHu | TUNY - AgMiIHICTpaTUBHI 3MiHK. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKa
(BnacHvKa peecTpaLiiHoro noceigyeHHs) (3MiHa
HalilMeHyBaHHs 3aBHUKa); 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecyn Micua NPoBaKEHHS AiNbHOCTI
BMPOGHMKa (BK/TOUaouM, 3a HEOOXIAHOCTI, MicLe
NpPoBeAEeHHS KOHTPO/IIO SKOCTI), abo BlacHuka
macTep-haiina Ha A®l, abo noctayanbHVKa
Adl/BuxigHoro matepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y BUPOOGHULTBI ADI
(AKLLLO 3a3HAYeHO Yy A0ChE Ha fiKapCbKuii 3acib) 3a
BiICYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOI fOMOMIXHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0CbE) (3MiHa Ha3BMW
BUpo6HUKa ADI, 6e3 3MiHN Micus BUPpOBHULITBA)

3a
peyernmom

UA/0312/01/02

202.

CNIBED®

MOPOLLOK A4/151 PO3UNHY
Ans iH'ekuii no 750 Mry
onakoHax Nel

Opxig ®apma
Nimiteq

IHais

AcTtpan Ctepiteu
MpaiiBeT flimiTeq,

IHgis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHn | TUNYy - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPO/I0 SKOCTi FOTOBOrO /1iKapCbKoro 3acoby
(3amiHa abo fofaBaHHS BUPOOHUKA, LLO
BiANOBigae 3a BBE3€HHS Ta/abo Bunyck cepil) -
Bktovatoun KOHTPOb/BUNPOGYyBaHHS cepii
(3a3HayveHHs BMPOBHNYOI AinbHUL ACTpan
Crepiteu MNpaiiseT JlimiTea, Ska signosigac 3a
BUMYCK Cepii, BK1OYa0UN KOHTPO/b/BUNPOBYBaHHA
cepii) CynyTHs 3MiHa - 3MiHU 3 siKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3aMiHa
abo BBeAieHHs A0AATKOBOI AiNbHULI BUPOBHMLTBA
[ANA YaCTUHU abo BCLOrO BUPOGHMYOrO npoLecy
rOTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHK)
(3a3HaveHHs1 BUPOGHMYOI AinbHULi AcTpan
Crepiteu MpaiiseT JliMiTea, ska Bignosigae 3a
NOBHWIA LKA BUPO6HMLTBA. MicLe BUpo6GHMLTBA

3a
peyerimom

UA/0312/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
3a/IMWAETLCS HE 3MiIHHUM)
203. | CMISBE®P® NOPOLLOK A1 PO3UNHY Opxig Papma IHais AcTtpan Crepitey IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/0312/01/02
Ans iH'ekuii no 1500 mr Nimiteq MpaiseT fNimiTeq, 3MiHn | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapCbKWii peyenmom
y donakoHax Nel 3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYTbCS BUMYCKY cepii Ta
KOHTPO/10 SIKOCTi FOTOBOrO MiKapCbKOro 3acoby
(3amiHa abo foAaBaHHS BUPOOHMKA, LU0
BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepir) -
Bkntoyaroun KOHTPONb/BUNPO6YyBaHHSA cepii
(3a3HaveHHs1 BUPOGHMYOI AinbHuLi AcTpan
Crepiteu MNpaiiseT JlimiTea, ska Bignosigae 3a
BWMYCK Cepil, BKNOYAKUN KOHTPO/b/BUNPOBYBaHHS
cepii) CynyTHs 3MiHa - 3MiHK 3 SKOCTi. [0TOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa
abo BBeiEHHA AOAATKOBOI AibHULL BUPOGHMLTBA
[N YacTnHM abo BCbOro BUPOBHNYOro npouecy
roTOBOrO JIiKapCbKOro 3acoby (iHLUi 3MiHK)
(3a3HaveHHss BUPOGHWYOI AinbHUL AcTpan
Crepiteu MNpaiiBeT JlimiTea, Ska Bignosigae 3a
NoBHUIA LKA BUPOGHMLTBA. MicLe BUpOGHULTBA
3/IMLLAETLCA HE 3MIHHUM)
204. | CYNb®AONMETOK | Tabnetkn no 0,5r no 10 MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/6031/01/01
CVH Tabnetok y 6nictepi, no "Ximchapm3asopg "Ximdhapmsasoz 3MiHu | TUNy - 3MiHa y TepmiHax npuaaTHOCTi abo peyenmom
2 6nictepu y navui 3 "YepBoHa 3ipka" "YepBoHa 3ipka" ymoBax 36epiraHHs roTOBOrO /iKapCbKoro 3acoby
KapToHy; no 10 (iHLWi 3MiHKW) - 3MiHa B ymMOBax 36epiraHHsi roTOBOro
Tabnetok y baictepax niKkapcbKoro 3acoby
205. | TAY®OH Kpanni ouHi, 40 mr/mMn no ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/5345/01/01
5 mn y pnakoHax Ne 3y 06MexeHo 06MexeHo 3MiHM | TUny - 3MiHa napameTpiB cneyudikawii peyenmom

KOMMAEKTI 3 KPULLIKOHO-
KpanesibHULEo y naui,
no 10 mn y donakoHax Ne
1y KOMNAekTi 3
KPWLLIKOHO-
KpanenbHULE y nauui

BiANOBIAA/LHICTIO
"[ocnigHnii 3aBog
"rHuact

BiANOBIAA/ILHICTIO
"[locnigHuii 3aBog
"THUC", YkpaiHa
(sci cTagji
BUPOOHMLTBA,
KOHTPO/Tb AKOCTI,
BUMNYCK cepil);
ToBapucTtso 3
06MeXeHOI0
BiANOBIAA/ILHICTIO
"®APMEKC IPymn"
YkpaiHa (Bci cTagii
BMPOGHMLTBA,
KOHTPO/Tb SKOCTI,
BMNYCK cepil)

Ta/abo [OMyCTUMUX MEX roTOBOro NikapCbKoro
3aco6y (iHLWi 3MiHN) - 3MiHK Y cneumdikaw,i
roTOBOrO NiKapCbKOro 3acoby; CynyTHs 3MiHa:
3MiHa y MeTogax BunpobyBaHHsA roToBOro
NiKapcbKoro 3acoby (OHOBEHHS NpoLeaypy
BMNPO6YBaHHA AN NPUBEAEHHS Y BiANOBIAHICTD 3i
3MiHEeHOI0 3arasibHoto ctatTeto APY abo
€Bponelicbkoi hapmakonel); 3amiHu | TUny - 3MiHK,
noB's3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii APY abo
€Bponelicbkoi hapmakonel, abo iHWOi
HauioHasIbHOT hapmakonei gepxasu €C (3miHa y
cneumdikaLlisix, Nos'A3aHa 3i 3aMiHo0 BUMOT
MoHorpadii AdY a6o iHLWOoT HauioHaIbHOT
thapmakonei gepxasn €C Ha BUMOrM MoHorpadii
€BponeiicbKoi thapmakonel); cynyTHS 3MiHa: 3MiHa
y MeTogax BunpobyBaHHsA [OMNOMDKHOI PeHOBUHM
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeTofax
BUNPOOGYBaHb); 3MiHW | TUMY - 3MiHW, NOB'A3aHi 3
HEeOOXiJHICTIO NPUBEAEHHS Y BigNOBIAHICTL A0
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
MoHorpadii 4PY abo EBponeiicbkoi hapmakoner,
abo iHWOI HauioHanbHOI thapmakonel gepxasn €C
(3miHa y cneuudpikauisix, nos'sa3aHa 3i 3MiHaMu B
[®Y, abo €sponeiicbkili hapmakonei, abo iHLwil
HaLjioHasnbHili hapmakonei gepxasu €C); cynyTHs
3MiHa: 3MiHa y MeTofax BUNpobyBaHHSA JOMNOMDKHOI
PEYOBUHMN (HE3HAYHI 3MiHW Y 3aTBEPOKEHMX
MeToAax BUNPO6YBaHb); 3MiHK | TUMY - 3MiHa
napameTpiB cneuudikauii Ta/abo gonycTuMmx
MEeX A/151 AOMOMIXKHOI pe4OBUHM
206. | TEHOTEH Tabnetku no 20 TOB "Marepia YkpaiHa BUPOBHULTBO 3a Pociiicbka BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/4206/01/01
Tabnetok y 6nictepi; no Mepuka-YkpaiHa" MOBHVM LVK/IOM: depepauis/ 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
1 a6o 2 6nictepu y TOB "HB® NntBa HaliMeHyBaHHs Ta/abo agpecu micus
KapTOHHIA KOopooLi "MATEPIA NpoBaPKeHHSA AiSNIbHOCTI BUpobHUKa/imnopTepa
MEAVKA roTOBOro MiKapCbKOro 3acoby, BKIYaum
XONgunHre, AinbHUUI BUNYCKy cepii abo micLe NpoBeaeHHs
Pocilicbka KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnoBigae
depepauis, BMPOGHUK/IMNOPTEP, BK/IKOYAKOUN BUMYCK Cepilt)
nepBuHHA Ta (3miHa agpecu micusi NPOBaKEHHS AiSNbHOCTI
BTOPVHHA BMpo6Huka M3, (3MiHa iHaekcy B agpeci
ynaKoBKa, BMpo6HUKa 3AT CaHToHiKa, /InTea); 3MiHn | Tuny -
BMNPO6YBaHHSA 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
KOHTPOJIH0 SAKOCTI, thapmakoHarnagy. 3MiHa y KOpoTkili
[03BiN Ha BUNYyCK XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
cepii: MapKyBaHHS Ta IHCTPYKUiT AN Mean4HOro
3AT CaHTOHiKa, 3acTocyBaHHA Ha niacTasi perynsipHo
NntBa OHOBJIIOBAHOrO 3BiTY 3 6e3neKn NiKapcbkoro
3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpaviliHnii nepios,
ab0 AK pesynbTar OLiHKM 3BITY 3 fOCNIAKEHD,
npoBefeHVX BiANOBIAHO A0 NnaHy negiaTpuyHmX
pocnipkeHb (PIP) (iHWi 3miHW) (3MiHW [0 IHCTPYKLUIT
ANS Me[MYHOro 3acTocyBaHHs (NpuBeAeHHS
pegakuii po3giny IHCTpyKuil "MNepenosyBaHHa" fo
iHCTPYKLi BUpOBHUKA)
207. | TEHOTEH Tabnetkn, no 20 TOB "Martepia YkpaiHa BUPOBHMLTBO 3a Pociiicbka BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/8588/01/01
ONTAYNIA Tabnetok y 6nictepi; no Meguka-YkpaiHa" NOBHUM LK/IOM: Pepepaunis/ 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenma
2 6nicTepu y KapTOHHii TOB "HB® NntBa HalilMeHyBaHHs Ta/abo agpecu micus
Kopoo6ui "MATEPIA NpOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
MEAVKA roTOBOrO JliKapcbKoro 3acoby, BK/IYaum
XONnguHr, OinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
Pocilicbka KOHTPO/O AKOCTI. (AiANbHICTb, 3a Ky BignoBigae
Penepauis; BMPOGHUK/iIMNOpPTEp, BK/IKOYAKUM BUMYCK Cepili)
nepBrHHa Ta (3miHa agpecu micus NPoBaKeHHS AiSIbHOCTI
BTOPUHHA BMpo6HuKa M3, (3MiHa iHAeKcy B agpeci
ynakoBKa, BMpo6HMKa 3AT CaHToHika, /InTBa)
BUNPOGYBaHHSA

KOHTPOJIH0 SIKOCTI,
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
[103BiNT HA BUMYCK
cepit:
3AT CaHToHiKa,
JlntBa
208. | TUMONoOnNy nopoLUokK (cybeTaHuis) y dapmaxem CA LLiBeiiuapis LleHTayp IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/7439/01/01
MANEAT NoABINHMX M&M dapmaceyTikan3 3MiHK | TUNY - NOAAaHHSA HOBOTO cepTudiikaTa
nonieTuIeHoBMX MpiBart JlimiTepq, BiAgNoBigHOCTI EBponeiickkili hapmakonei R1-CEP
nakeTtax ansa 2010-084-Rev 01 Ha fitoyy peyoBUHY TUMOONY
BMPOGHULTBA MasieaT Bif 3aTBEPAKEHOTO BUPOOHMKA 3
HeCcTepWIbHUX npuBeAeHHAM cneundikalii Ta MeTogiB KOHTPO/IO
nikapcbkuix hopm y BiANOBIAHICTb A0 BMMOT MOHorpadii «Timolol
maleate» EP
209. | TUHIAA3O0N TabneTku, BKpUTI BankaHndapma- Bonrapis BankaHtapma- Bonrapis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/6782/01/01
NNiBKOBOK 060/I0HKOHO, OynHuus AT OynHuus AT, 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 500 mr no 4 TabneTkn Bonrapis; HalilMeHyBaHHs Ta/abo agpecu micus
y 6nicTepi; no 1 BankaHtapma- NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
6nicTepy y KapTOHHIlA Pasrpag AT, roToOBOro NikapcbKoro 3acoby, BKIYaum
Kopoo6ui Bonrapis AinbHULU BUNYCKy cepii abo micue npoBegeHHs
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnosigae
BMPOGHUK/iIMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(NpvBeAeHHA MicLe3HaxomKeHHs BUpo6HuKa N3
Bankandapma-AynHuua AT y BignoBigHicTb A0
Marepianis peecTpaujiiiHoro Aocbe, 6e3 3MiHU
Micus BupobHuuTea) (TepmiH BBEAEHHS 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPIKEHHS);
3MiHu | TUny - 3MiHK Wonao 6e3nekn/eteKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHn) (3amiHa
rpadpiyHOro 306padkeHHs YNakoBKM Ha TeKCT
MapKyBaHHA 19 NepBUHHOT Ta BTOPUHHOT
yMakoBKW y 3B'AA3Ky 3 NPUBEAEHHAM Y BigNOBigHICTb
0o Hakaszy MO3 YkpaiHu Ne 426 Big 26.08.05 (y
pepaxuii Hakazy MO3 YkpaiHn Ne460 Big,
23.07.2015 p.) Ta npuBeAEHHS TEKCTY MapKyBaHHs
Ha ynakoBL,i Y BifnoBigHICTb 40 KOpnopaTUBHUX
cTaHfapTiB) (TepmiH BBeAEHHS 3MiH NPOTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS)
210. | TPEHAKCA 250 TabneTku, BKPUTI Makneoac IHais Makneopc IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/10181/01/01
060/10HKOI0, N0 250 Mr PapmacbloTukanc dapmacbloThKanc 3MiHW | TUMY - BHECEHHSA HE3HAYHUX PeAaKLiiHNX peyenmom
no 6 TabneTok y cTpumi; NimiTeq Nimiteq NpaBOoK Yy TEKCT MapKyBaHHsS BTOPVMHHOT YNakoBKW
no 2 CTPUMW B KAPTOHHIA nikapcbKkoro 3acoby
Kopoo6ui
211. | TPEHAKCA 500 TabneTku, BKpUTI Makneoac IHais Makneoac IHgis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/10181/01/02
060/10HKO0, MO 250 mr dapmMacbloTUKasIC dapmacbloTukanc 3MiHW | TUMY - BHECEHHSA HE3HAYHUX PeAaKLiiHNX peyenmom
no 6 TabneTok y cTpuni; Nimiteq Nimiten NpaBoK Y TEKCT MapKyBaHHA BTOPUHHOT yNakoBKu
no 2 CTPUMU B KAPTOHHIN nikapcbKoro 3acoby
Kopobui
212. | TPUMETA3NOUNH- TabneTtkn, BKPUTI TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/7855/01/01
ACTPA®APM 060/10HKOH, M0 20 Mr Ne "ACTPA®APM" "ACTPA®APM" 3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI peuyenmom
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

30 (30x1), Ne 60 (30x2)
y 6nictepax y kopobui

Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX faHvX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux
npo cucTemy dhapmakoHarnsgy, 3miHa
YMNOBHOBaXeHOT 0cobM, BigNoBifabHOI 3a
3AilicCHeHHA hapMakoHarnsy; KOHTaKTHOT 0coou 3
hapmakoHarnsgy 3asBHUKa 4715 34iCHEHHSA
hapmMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHa
Bifl YNOBHOBaXeHOI 0co6WU, BiANOBIAa/IbHOI 3a
3[jiCHEeHHs1 dhapmakoHariagy (Bkiyarum
KOHTaKTHi AaHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTep-haiina cuctemmn hapMmakoHarnsagy) -
3arBepmkeHo: MenbHUK IpuHa BikTopiBHa.
3anponoHoBaHo: LLloBkoBa IpvHa BaneHTuHiBHa.
3MiHa KOHTaKTHMUX AaHnX YNOBHOBAXEHOI 0CO6U
3as1BHMKA, BignoBiga/ibHOI 3a chapMakoHarnsg

213.

YHAEBIT

npaxe, no 50 apaxe y
KOHTeliHepax

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiHM [0 peecTpaLiiHux maTepianis:
3MiHn | TUNYy - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy (iHwi 3miHn) (NpuBeaeHHs
TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
ynakosku /13 o sumor Hakasy MO3 YkpaiHu
Ne460 Big 23.07.2015 p. Ta BHECEHHS HE3HAYHYIX
pefakLiiHiX NpaBoK Y TEKCT MapKyBaHHS
NepBUHHOT Ta BTOPVMHHOI ynakoBok) (TepMiH
BBEEHHS 3MiH NPOTArom 6-T1 MicAuUiB nicns
3aTBEpPKEHHS); 3MiHK | Tuny - AAMiHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /iKapCbKOro 3acoby, BkIo4aoum
AinbHULU BUNYCKy cepii abo micue npoBefeHHs
KOHTPOJIO AIKOCTI. (ZisNbHICTb, 3a 5Ky BifnoBigae
BMPOGHUK/iIMNOpPTEp, BK/IKOYAKUM BUMYCK Cepili)
(3miHa agpecu BMpoGHuKa 13, 6e3 3MiHM Micusa
BMPOGHMLTBA) (TepMiH BBEEHHS 3MiH NPOTArom 6-
TV MiCALIB Nicnsa 3aTBepMKeHHs); 3MiHW | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asiBHMKa (B/lacCHUKa
peecTpauiiiHoro noceig4eHHs1) (3MiHa agpecu
3aaBHVKa) (TepMiH BBEAEHHS 3MiH NPOTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHST)

6e3
peuyenma

UA/2985/01/01

214.

YHAOEBIT

apaxe, in bulk: no 1000
Apaxe y KOHTelHepax

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiHM [0 PeecTpaLiiHux maTepianis:
3MiHn | TUNY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI
Ta papmakoHarnagy (iHwi 3miHu) (npuBefeHHSA
TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
ynakosku /13 o sumor Hakasy MO3 Ykpainu
Ne460 Big 23.07.2015 p. Ta BHECEHHA HE3HaYHUX
pefakLiiHiX NpaBoK y TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPVHHOI ynakoBok) (TepMiH

UA/2986/01/01
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

BBEJEHHS 3MiH NPOTArom 6-T1 MicAUIB micns
3aTBEPMKEHHSA); 3MiHM | TUNY - AOMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo afpecy micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKIovaum
AinbHUU BUNYCKY cepii abo micle npoBefeHHs
KOHTPOJIO AIKOCTI. (ZisNbHICTb, 3a 5Ky BignoBigae
BMPOGHUK/iMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecu BUpo6HMKa M3, 6e3 3MiHM Micusa
BMPOG6HMLTBA) (TepMiH BBEEHHS 3MiH NPOTArom 6-
TV MiCALiB Nicnsa 3aTBepMKeHHs); 3MiHW | Tuny -
AAMIHICTPATVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asiBHMKa (B/1acCHUKa
peecTpaujiiiHoro noceig4eHHs) (3MiHa agpecu
3aaBHVKa) (TepMiH BBEEHHS 3MiH NPOTArom 6-Tu
MiCSILiB Mic/si 3aTBEPAKEHHS)

215.

YHAEBIT

npaxe Ne 50 B
KoHTeliHepi Ne 1 B nauu;
Ne 50 y koHTeliHepi

MAT "BiTamiHn"

YKpaiHa

MAT "BitamiHn"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUny - 3mMiHa y MeTofax BunpobysaHHsa Ad|
abo BuxigHOro marepiany/npomikHoro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuutea AP (iHwi 3MiHM y meTogax
BMNpoGyBaHHSA (BK/THOYatoun 3amiHy abo
[0noBHEHHS) AP abo BMXIAHOTO/NPOMIXHOro
NPOAYKTY); 3MiHW | TUMY - 3MiHK, NOB'A3aHI 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY abo EBponeiicbkoi hapmakoner,
abo iHWWOI HauioHas1bHOI thapmakonei gepxasn EC
(3miHa y cneumdikauisx, nos'a3aHa 3i 3MiHaMu B
A®Y, abo €Bponelickkili hapmakonei, abo iHLUil
HaujioHasnbHIli hapmakonei gepxasu €C); 3MiHu |
TUMy - NoAgaHo ceptudiikaTy BignosigHocTi E® ans
aitounx pevosuH pubodnasiHy (BiTamiHy B2) Big
3aTBEPAKEHOr0 BUPOGHMKA Ta KUCNOTK honieBol
BiJl 3aTBEpPAKEHOro BUPOGHMKa Ta
LiaHoko6anamiHy (BiTamiHy B12) Bif
3aTBEPKEHOr0 BUPOGHYMKA 3i 3MiHOK Ha3BU
3aTBEPAKEHOIO BUPOGHUKA

6e3
peuyenma

UA/5605/01/01

216.

DEHEDPPUH 10%

Kpanni o4Hi, po3unH 10
% no 5 mn a6o no 10 mn
y thnakoHi-kpanenbHuL,
Ne 1

TOB "YHIME[
PAPMA"

Cnosaubka
Pecny6nika

TOB "YHIME[L
PAPMA"

CnoBaLbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHK | TUNy - 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
Micus NPOBaKEHHS AiANIbHOCTI
BMpO6HUKa/iMnopTepa roToBoro /ikapcbkoro
3aco0y, BK/IKYaoun AiNbHULI BUMYCKy cepii abo
MicLle NpOBefEeHHS KOHTPOJIHO AKOCTI (4iSANbHICTD,
3a SKy BignoBsigae BUpo6HUK/iMnopTep, He
BK/IOYA0UM BUMYCK CEPIiA) - BHECEHHS 3MiH A0
marepianiB peecTpauiiHoro JOCbE: 3MiHa Ha3BM
nab6oparopii, 6e3 3MiHW MiCLA KOHTPO/IKO

3a
peyenmom

UA/7546/01/01

217.

PNEMOKCUH

TabneTku, Wwo

Actennac ®apma

HigepnaHg,

Actennac ®apma

Higepnangu/

BHECEHHS 3MiH 10 peecTpauiiHux maTepianis:

3a

UA/4379/01/01
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

CONMOTAB®

aucnepryotbes no 125
Mr Ne 20 y 6nictepax

tOpon B.B.

Opon b.B.,
HigepnaHam (Bci
cragii
BMPOGHMLTBA,
nakyBaHHs,
KOHTPO/b CepiiA);
CaHpo3 'mM6X-PHP
KaHnan, AscTpist
(noparkoBwii
BMPOGHWK cTagji
rpaHyntoBaHHsA)

ABcTpis

3MiHM | TNy - nogaHHHS oHoBneHoro CEP No. R2-
CEP 1995-034-Rev 06 ans gito4oi pe4yoBrHU
Amoxicillin trihydrate Big 3aTBEpAXEHOrO
BMPOGHMKa

peyerimom

218.

®/IEMOKCUH
CONMOTAB®

TabneTtku, Wwo
aucneprytotbes no 250
Mr Ne 20 y 6nicTepax

Actennac ®apma
tOpon B.B.

HigepnaHp,
n

Actennac ®apma
tOpon b.B.,
HigepnaHam (Bci
cTagii
BMPOGHMLTBA,
nakyBaHHs,
KOHTPO/b cepiii);
CaHpo3 'M6X-PHP
KaHnan, AscTpist
(nopatkoBuiA
BMPOGHWK cTagji
rpaHyntoBaHHs)

Higepnangn/
ABcTpis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUNy - nogaHHHS oHoBneHoro CEP No. R2-
CEP 1995-034-Rev 06 ans gito4oi pe4yoBrHN
Amoxicillin trihydrate Big 3aTBEpAXEHOrO
BVPOGHMKa

3a
peyernmom

UA/4379/01/02

219.

®IEMOKCUH
CONOTAB®

TabneTtku, Wwo
aucneprytoTbes no 500
Mmr Ne 20 y 6nicTepax

Actennac ®apma
tOpon B.B.

HigepnaHp,
n

Actennac ®apma
tOpon B.B.,
HigepnaHam (Bci
cTagii
BMPOGHMLTBA,
nakyBaHHs,
KOHTPO/b cepiii);
CaHpo3 'M6X-PHP
KaHngn, AcTpist
(nopaTkoBuiA
BMPOGHUK cTagji
rpaHytoBaHHs)

Higepnangn/
ABCTpIs

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TUny - nogaHHHA oHoBrieHoro CEP No. R2-
CEP 1995-034-Rev 06 ans gito4oi pe4yoBrHu
Amoxicillin trihydrate Big 3aTBEpAXeEHOro
BVPOGHMKa

3a
peyerimom

UA/4379/01/03

220.

®IEMOKCUH
COJMIOTAB®

TabneTtku, Wwo
aucneprytotbes no 1000
Mr Ne 20 y 6nictepax

Actennac ®apma
tOpon B.B.

HigepnaHp,
n

Actennac ®apma
tOpon B.B.,
Higepnanau (sci
cTagji
BMPOGHMLTBA,
nakyBaHHs,
KOHTPO/b Cepiit);
CaHpo3 'M6X-PHP
Kanpgn, Asctpis
(@opatkoBuin
BMPOGHUK cTagji
rpaHytoBaHHs)

Higepnangu/
ABCTpis

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHu | TUny - nogaHHHA oHoBrieHoro CEP No. R2-
CEP 1995-034-Rev 06 ans gito4oi pe4yoBrHu
Amoxicillin trinydrate Big 3aTBEpAKeHoOro
BMPOGHMKa

3a
peyenmom

UA/A379/01/04

221.

PNYKOHA3O0N

kancynu no 50 mr Ne 7

TOB

YKpaiHa

TOB

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis:

3a

UA/9065/01/01
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

(7x1), Ne 10 (10x1) y
6nicTepi y kopobuji

"ACTPAGAPM"

"ACTPA®APM"

3MiHM | Tuny - 3MiHK Woao 6e3neku/edheKkTNBHOCTI
Ta thapmakoHarnsgy. BeegeHHsa abo 3miHu fo
y3arasibHeHVX AaHunx npo cuctemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX JaHnX
npo cucTemy chapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0CO6MU, BigNoOBigabHOI 3a
3[jiicHeHHs1 hapMakoHarisay; KOHTaKkTHOI 0cobu 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapMakoHarnsay B YkpaiHi, KO BOHA BigMiHHa
BiJl YNOBHOBaXeEHOI 0CO6WU, BiAMOBIAa/IbHOI 3a
3[jiCHEeHHs1 hapmakoHarnaay (Bkiyarum
KOHTaKTHI aHi) Ta/abo 3MiHM Y PO3MiLLEHHI
MacTtep-aiina cuctemy papmakoHarnagy) -
3aTBepmkeHo: MenbHuUK IpuHa BikTopiBHaA.
3anponoHosaHo: LLloBkosa IpuHa BaneHTuHiBHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXXEHOT 0CO6U
3asBHVKa, BigNoBigasIbHOI 3a hapMakoHarnsg

peyerimom

222.

®/TYKOHA3O0N

kancynu no 100 mr Ne
10 (10x1) y 6nictepi y
Kopoobui

TOB
"ACTPAGAPM"

YkpaiHa

TOB
"ACTPA®APM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/edpeKTNBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3MiHu 1o
y3arasibHeHVX AaHunx Npo cuctemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHnx
npo cucTemy chapmakoHarnsgy, 3miHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigabHOI 3a
3[iicHeHHs1 hapMakoHarisay; KOHTaKkTHOI 0cobu 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KO BOHA BigMiHHa
BiZl YyNOBHOBaXeHOI 0co6Wu, BiAMNOBIAa/IbHOI 3a
3[iiCHEeHHs1 hapmakoHarnaay (Bkiuarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy PO3MILLEHHI
MacTep-aiina cuctemy papmakoHarnisgy) -
3aTBepmkeHo: MenbHuK IpuHa BikTopiBHaA.
3anponoHoBaHo: LLloBkoBa IpuHa BaneHTuHiBHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXXEHOT 0CO6U
3asBHVKa, BigNoBiga/IbHOI 3a chapMakoHarnsg

3a
peyernmom

UA/9065/01/02

223.

®/TYKOHA3O0N

Kancynu no 150 mr Ne 1
(1x1) y 6nicTepi y
Kopo6bLi

TOB
"ACTPAGAPM"

YkpaiHa

TOB
"ACTPA®APM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/edpeKTNBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHu g0
y3arasibHeHVX AaHunx Npo cuctemy
chapmakoHarnsgy (BBefleHH y3arasibHeHUX faHnX
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNoOBigabHOI 3a
3AiiCHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHa
BiJl yNOBHOBaXeHOI 0co6Wu, BiAMNOBIAa/IbHOI 3a
3[jiCHEeHHs1 hapmakoHarnaay (Bkiyarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy pO3MiLLEeHHi

6e3
peyenma

UA/9065/01/03
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n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

224,

MacTtep-aiina cuctemy papmakoHarniagy) -
3aTBepmkeHo: MenbHuK IpuHa BikTopiBHaA.
3anponoHosaHo: LLloBkoBa IpuHa BaneHTuHiBHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXXEHOT 0CO6U
3asBHVKa, BigNoBiga/IbHOI 3a hapMakoHarnsg

225,

DNYTADPAPM®

Tabnetku no 0,25 r no
10 Tabnetok y 6nicTepi;
no 5 6nictepis y nauui 3
KapToHy

MAT "®apmak”

YkpaiHa

MAT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MmiHu | TUNY - AgMiIHICTpaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKo4aoum
OinbHUL BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPO/IO AKOCTI. (AiANbHICTb, 3a 5Ky BifnoBigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecu BUPO6HKKa, 6€3 3MiHK Micus
BMPOGHMLTBA, (3MiHa IOPUANYHOT agpecy Ha
hakTnuHy agpecy) (TepMiH BBeAEHHS 3MiH
NpoTArom 3-X MicALB NicNs 3aTBEPLKEHHS); 3MiHU
| TMny - 3MiHK 3 AKOCTi. FOTOBMI NikapCbknii 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHSA rOTOBOTO JliKapCbKoro
3ac00y (He3HayHa 3MiHa y 3aTBEpPA)KEHNX METOAAX
BMNPOGYBaHHS) (MPUBEAEHHS HANMMCAHHSA KpUTepIiB
NPUAHATHOCTI Ta NOCUIaHHA Ha MeToan
BMNPOGYBaHb Yy BiAMOBIAHOCTI 40 BUMOT Ai04nX
thapmakoneii 3a nokasHukom «MikpobionoriyHa
4yncToTa» Ta BBEAEHHA NEPIOANYHOCTI KOHTPOSIO
nepLuoi Ta KOXHOI MATOT HACTYNHOI cepii); 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) (3MiHa rpadivHoro
0CDOPM/IEHHS YNAKOBKM Ha TEKCT MapKyBaHHS Ha
NEepPBUHHIN Ta BTOPUHHI yNakoBLii; B TEKCTI
MapKyBaHHS BTOPVMHHOT YNakoBKN BHOCATLCA 3MiHN
00 iHchopmau,i woao supobHuka MN3) (TepMiH
BBEAEHHS 3MiH MPOTAroM 3-X MicsuiB nicns
3aTBEPAKEHHS)

3a
peyernmom

UA/7358/01/01

226.

®NYLUMHAP®

OYHIT®

Masb, 0,25 mr/rmo 15y
Ty6i; no 1 Ty6i B
KapTOHHI Kopoo6Li

TOB "BAJIEAHT

®APMACBIOTIKA

na"

YkpaiHa

dapmsasog Enbha
A.T.

Monblwa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHK | TUNY - nogaHHs oHoBneHoro CEP Ne R1-
CEP 2004-103-Rev 01 ans gito4oi pe4yoBrHu
Fluocinolone acetonide Big 3aTBepaKeHOr0
BMPOGHMKA 3 OHOB/IEHHAM po3giny 3.2.S.4.1.
Cneundpikauisi, 3.2.5.4.2. AHaNiTUYHI METOANKN

3a
peyerimom

UA/1720/01/01

kancynu no 100 wmr, no 4
Kancysnum B 6nictepi, no 1
6nicTepy B KAPTOHHIi
ynakosLii; no 5 kancyny
6nictepi, no 3 abo 6
6nicTepiB y KAPTOHHIiA

ynakoBLi; o 15 kancyn

HOBEJT INAY
CAHAI BE

TIIKAPET A.LL.

TypeuunHa

HOBEN INAY
CAHAI BE
TIOXAPET A.LL.

TypeuunHa

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3miHu |l TUny - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(v) oo
3000B'AA3aHb Ta YMOB BuJadi peecTpauiiiHoro
nocBigueHHs, BKoYakouy MnaH ynpaBniHHA
pv3viKkaMu (3acTocyBaHHs 3MiH(M), AKi(a)

BMMaratTb(€) NogabLIOro 06rpyHTYBaHHS

3a
peyenmom

UA/5014/01/01
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

y 6nicTepi, no 1 a6o 2
6nicTepun y KapTOHHiIl
ynakoBLi

HOBUMW [OLATKOBMM AaHUMMU, LLIO MatoTb
HafaBaTncs KOMNETEHTHUM OpraHoOM, OCKifIbKM
BMMAra€eTbCs CyTTEBA OLLiHKA KOMMNETEHTHUM
opraHom) (BrkoHaHHs 3060B'A3aHb BiAMOBIAHO A0
nignyHKTy 2.3 NyHKTY 2 gogatky 15 go Mopsaky
NpOBeAEHHS eKCnepTu3n peecTpaLiiHix
Marepianis Ha nikapcbki 3aco6u, Lo NoJalTbCA Ha
OepxaBHy peecTpaLito (nepepeecTpaL,iio), a Takox
eKkcnepTn3n martepianis NPo BHECEHHS 3MiH A0
peecTpauiiHnx matepianis NpoTarom Aii
peecTpauiiHoro nocBiAYeHHs, 3aTBEPAKEHOr0
Haka3om MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakaszy MO3 Big 23.07.2015 Ne 460).

227.

XABPUKC™
1440/XABPUKC™
720 HAVRIX™
1440/HAVRIX™ 720
BAKLVHA AN1S
NPODINAKTUKM
FENATUTY A

CYCNeH3ist aNs iH'eKwjiin
no 0,5 mn (1 go3a gns
aitein) abo 1 mn (1 gosa
0151 [opocnnxX) y
nakoHax Ne 1 a6o
nonepeaHL0
HamnoBHEHMX LUNPULAX
Ne 1y koMnnekTi 3
rOSIKOLO

FnakcoCmiTKnsiiH
Ekcnopt flimiteq,

Benvkobpu
TaHis

nakcoCmiTKNnsiiH

Bionogxikans C.A.

Benbris

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUNYy - 3MiHa ByAb-AKOT YacTuHW MaTtepiany
NePBUHHOT YNaKoBKW, L0 He KOHTaKTYE 3 FOTOBUM
nikapcbknM 3aco60M (Hanpukiag, Konip KpULLeyok
3 KOHTPOJIEM MEPLLOTO BiAKPUTTS, KONIP KOAOBUX
Kineupb Ha amnynax, KoHTeliHepa A5 rofok (pisHi

BMAM niacTMacw) (3miHa, sika He BMN/MBae Ha

KOPOTKY XapaKTepuCTUKy NikapCbKoro 3acoby);

3MiHM | TUMy - 3mMiHa napameTpiB cneuudikawii

Ta/abo foNyCTVMUX MEX NEPBUHHOT YNaKoBKM

roTOBOrO /liKapCbKoro 3acoby (40NOBHEHHS
cneuudikauii HOBUM NMOKA3HUKOM 3 BifMoBigHUM
MeTOA0M BUNPOGYBaAHHS) - [ONOBHEHHS
cneumdikauii nokasHukom ldentity by Total Ash
Test 3 BiANOBIAHUM METOLAOM BUNPOGYBaHHS A/15
yLiNbHIOBaYIB NOPLUHIB Wwnpuuis 3 CCT; 3MiHK |

TMny - 3MiHa napameTpis cneuudikauiin Ta/abo
[OMYCTUMUX MEX NEePBUHHOT YNakoBKMN rOTOBOrO

NiKapcbKoro 3acoby (4ONOBHEHHA cnevundikayii
HOBMM MOKA3HVKOM 3 BiANOBIAHUM METOA40M
BMNPOOYBaHHS) - AONOBHEHHS crneuudikauii

nokasHukom Visual control 3 BiZNoBiAHNM METOA0M

BMNpobyBaHHA Ana umniHapis wnpuyis 3 CCT;

3MiHM | TuMy - 3mMiHa NapameTpiB cneuudikawii

Ta/abo foNyCTUMUX MEX NEPBUHHOT YNakoBKM

roTOBOrO /liKapCbKoro 3acoby (40NOBHEHHS
cneuudikauii HOBUM NMOKA3HUKOM 3 BifMoBigHUM
MEeTOA0M BUNPOOYBaHHS) -
[OnoBHeHH: cneumdikayii Tectom A (noBepxHeBUiA
TecT) 3 BiANOBIAHUM MeTOAO0M BUNPOGYBaHHSA AN1S
nokasHuka Hydrolytic resistance Test gns
unningpis wnpuyis 3 CCT

3a
peyenmom

99/12-300200000

228.

XNOPTPUAHISEH

NOpOLLIOK (Cy6CcTaHUis) y
noagiliHMx
nosieTnneHosux abo

ToBapucTso 3
06MexeHo
BiANOBIAA/ILHICTIO

YkpaiHa

YoHrKBIHT Beiikam
dapmacbloTikan
KO., T4

Kutaii

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecyu 3asBHMKa

UA/5609/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
NaMiHOBaHVX nakeTax "®apmavueBTUYHa (BnacHvKa peecTpauiiiHoro noceig4YeHHs) (3miHa
4ns hapmaueBTUYHOro KOMnaHis agpecu 3asaBHUKa); 3MiHK | TUNY - AAMIHICTpaTVBHI
3aCcTOCyBaHHA "3p0pos'a” 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo afpecy micus
NPOBapKEHHN AiSNbHOCTI BUPOOHUKA (BK/THOHatouN,
3a HeobXigHOCTI, MicLle NPOBeAEHHS KOHTPO/IHO
SIKOCTi), @60 BnacHMKa macTtep-thaiina Ha A®l, abo
noctayanbHuka A®I/BnxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLLO
3a3HavYeHo y [0CbE Ha NiKkapcbkuii 3acib) 3a
BifiCYTHOCTI cepTudikaTa BignosigHoCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHOMy
[ocbe, abo BUPOOHMKaA HOBOT AOMOMDKHOT
pPEeYOBUHM (AKLLO 3a3HAYEHO Y OCbE) (3MiHA Ha3BK
Ta YTOYHEHHS agpecu BUPOo6HMKa AP 3rigHO
NiyeHsii Ha BUPOBHMLTBO)
229. | LE®ONEKTAM NOPOLLOK A1 PO3UNHY My6niyHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/13412/01/02
ons id'ekuin, 1r/lrno 1 akuioHepHe akuioHepHe 3MiHK | TNy - 3MiHa po3mipy cepii (Bkouaroum peyenmom
h1akoHy 3 MOPOLLKOM; TOBapUCTBO TOBapuUCTBO Jiana3oH po3Mipy cepii) roToBOro JlikapCbKoro
no 1 cpnakony 3 "HaykoBo- "HaykoBo- 3aco6y (3MeHLWeHH:A 0 10 pasiB) - 3MEHLUEHHS
MOPOLLKOM B MauLj 3 BMPOGHNYNIA LEHTP BVMPOGHWYNIA LEHTP pO3Mmipy cepii roToBOro JlikapcbKoro 3acoby
KapToHy; no 5 chnakoHis "BopuyariBcbKuii "BopLuariBcbkuii (3anponoHoBaHo: 60 kr/60 kr, 10 kr/10 kr)
3 MOPOLLUKOM Y KaceTi; no XiMiKo- XiMiKo-
1 kaceTi y neHani 3 thapmaLeBTUYHWI hapmaLeBTUYHNI
KapTOHY 3asof" 3asofa”
230. | LE®OMNEKTAM MOPOLLOK A1 PO3UNHY My6niuHe YkpaiHa My6niyHe Ykpaiva BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/13412/01/01
408 iH'exuin, 500 mr/500 akuioHepHe akuioHepHe 3MiHK | TRy - 3MiHa po3mipy cepii (BkoUaroum peyenmom
Mr o 1 dpnakoHy 3 TOBapuCTBO TOBapuCTBO Jiana3oH po3mipy cepii) roToBOro Nikapcbkoro
nopoLukom; no 1 "HaykoBo- "HaykoBo- 3aco6y (3mMeHLweHH:A o 10 pasiB) - 3MEHLUEHHS
hNakoHy 3 MOPOLLKOM B BUPOBHNYMNIA LLEHTP BUPOBHNUMI LLEHTP PO3Mipy cepii rOTOBOrO /ikapCbKOro 3acoby
nadui 3 KapToHy; no 5 "BopLyariBcbKuii "BopLuariBcbkuii (3anponoHoBaHo: 60 kr/60 kr, 10 kr/10 Kr)
hNakoHiB 3 MOPOLLKOM Y XiMmiKo- XiMiKo-
KaceTi; no 1 kaceTiy hapMaLeBTUUHWIA hapMaueBTUYHWI
neHasli 3 KApPTOHY 3asof" 3asofa”
231. | LE®PTPUAKCOH MOPOLLIOK A1 PO3UMHY MpuBaTtHe YkpaiHa Csicc IHAis BHECEHHS 3MiH 10 peecTpavliiiH1ux maTepianis: 3a UA/15265/01/01
onsidekyiinolr; 1 nignpueMcTBo MepeHTepanc MeT. TexHiyHa nomuska y Cneyudpikauii metogis peyenmom
hNakoH 3 NOPOLLUKOM B "Mporpeccapm” nra. KOHTPO/H0 SIKOCTi Ha NiKkapcbKuii 3acio
KOpo6Li 3 KApTOHY
232. | UWMAKNOCEPWH Kancynu Teepgi no 250 MpAT "TexHonor" YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15150/01/01
mr Ne 30 (10x3) y 3MiHM | TUNY - 3MiHa Y NEPBUWHHI yNakoBLi peyenmom

6nictepax, Ne 60 y
KOHTeliHepi

rOTOBOrO /liKapCbKOro 3acoby (siKicHUiA Ta
KinbKicHWIA cknaa) - Teepai nikapcbki hopmm -
BBE[lEHHA A04ATKOBOI NEPBUHHOI YNaKOBKMN:
6nictepa 3 Mmarepiasly NnakyBasibHOTO Ha OCHOBI
honbrv antoMiHIEBOT | NaKkyBasIbHOrO MaTepiasty
KOMGIHOBaHOro Ha OCHOBI (PONbIN asltoOMiHIEBOT
«aJsTo-ato», 3 BigNOBIgHMMN 3MiHAMK Y P.
«YnakoBka»




140

Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2
ynakoska) 0 NOCBIOYEHHs
233. | UACTOH® Tabnetkn Ne 100 y Ximanas Opar IHais Ximanas fpar IHgis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/2451/01/01
donakoHax Ne 1 KomnaHi Komnawi 3MiHM | TUNy - 3MiHa y MeToAax BUNpoGyBaHHS peuyenma
roTOBOrO J1iKapCbKOro 3acoby - NpuBeAeHHs
po3giny "KinbkicHe BU3Ha4YeHHs" y BignoBigHICTb [0
marepianis BUpo6HUKa (pedakLiliHi npaBku 6e3
3MiHV MeToAuMK BUNPoOyBaHHS, 3MiHa Ha3BuW
KOMnNaHii noctaYasibH1ka Habopy A58 BU3HAYEHHS
KaUibLiito)
234. | UNTODNABIH TabneTkun, BKpUTI TOB "Haykoso- Pocilicbka TOB "HaykoBo- Pociiicbka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/5449/02/01
060/10HKOHD, TexHosoriyHa depepauis TEeXHO/OorivyHa depepauis 3MiHU | TUMy - BBeAEHHS abo 3MiHu [0 peyenmom
KMLIKOBOPO34MHHI no 10 chapmaLeBTUYHA thapmaLeBTNYHA y3arasibHeHUX JaHyX Npo cucTemy
Tabnetok y 6nictepi; no ipma "MONICAH" dhipma "TTONICAH" thapmakoHarnsgy (BKouaroum KOHTaKTHi AaHi)
5 6nicTepis y nauui 3 Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
KapToHy cucteMu dhapmakoHarnsgy
235. | UUTODNABIH KOHLeHTpaT Ans TOB "HaykoBo- Pocilicbka TOB "HaykoBo- Pociiicbka BHECEHHA 3MiH 10 peecTpaLjiiiHux marepianis 3a UA/5449/01/01
pO34uHy A8 iHQysili no TexHosoriyHa Pepepauis TeXHosor4yHa Pepnepauis (noBTOpHMIA po3rnsap): 3viHa y MeToAax peyenmom

10 mn B amnynax Ne 5,
Ne 10

hapmaLeBTUyHA
ipma "MONICAH"

hapmaueBTMyHa
dhipma "TMONICAH"

BMNpo6yBaHHs APl abo BuxigHoro
marepiany/npomMiKHOr0 MPoAYKTy/peareHTy, Wwo
BVKOPVCTOBYETbLCA Y NPOLIECi BUPOGHMLTBA ADI

(iHWi 3miHM y MeTofax BUNPOByBaHHA (BK/IOUaOUN
3amMiHy abo fonoBHeHHs) Ad| abo
BUXiQHOro/NPOMIXHOro NPoAyKTy) (cneumdikawi
LitoUMX PevyoBUH: «AHTapHas KucioTa,
«HuKoTMHaMng», «Pn6okcuH (MHO3UH)»,
«PunbochnasuHa ocat HaTpus» NpUBEAEHO y
BignoBigHicTb Ao EP); 3MiHun | Tuny - 3miHn 3
AKOCTi. [OTOBWIA Nikapcbkumii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
cneuudgikauii Ta/abo AONYCTUMUX MEX FOTOBOrO
nikapcbkoro 3acoby (iHLwi 3MiHW) (3MiHa Ha3Bu
po3ainis “MocTopoHHME NpuMecH” 3MiHEHO
"ConyTcTBytoLme npumecn” , " HOMUHa/TbHBI
06beM" 3MiHeHO Ha "V13BneBaemblii 06beM".
MpuBegeHHA nocunaHb Ha EP); 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3Bu APl abo
[0NOMKHOT peUYOBMHM (3a3HaYeHHS Ha3Bu Ad|
BignosigHo EP, BP) (TepMiH BBEAEHHS 3MiH
NpOTArom 3-X MicsLUB NicNs 3aTBEPLKEHHS); 3MiHU
| Tuny - 3MiHK 3 AKOCTi. FOTOBMIA NikapCcbkunin 3aci6.
KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOIO JiKapCbKOro
3aco6y (iHWi 3MiHN y meTogax BUNpobyBaHb
(BKtova0uM 3aMiHy abo JONOBHEHHS)) (BHECEHO
3MiHM 40 MeTogiB BUNpobyBaHHsa M13: - no po3ainy
"CynyTHi fomiluku. JllomidonasiH" B METOANKY
BM3HAYEHHS; - Ha3Ba po3ziny "CTOPOHHI AOMILLKN.
[NoKCaHTWH, ryaHo3uH, kucnoTta HikoTuHosa"
3aMiHeHO Ha "CynyTHi AOMiLLKKW. [NOKCaHTUH,
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

ryaHo3uH, KucsoTa HIKOTUHOBA, HeigeHTUdikoBaHi
OOMILLKK"; - BUK/THOYEHO iHdhopMaLito Wwoa0
HEBMKOPUCTOBYBAHWNX CTAHAAPTHUX 3paskis; - Y
MeToAax BUNpobyBaHHA NpUBEAEHI NOCUIaHHA [0
EP); 3MiHu | Tuny - 3miHu 3 sikocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTPOb AONOMiIXXHNUX PEYOBWH.
3MiHa y MeToAax BUNpoGyBaHHS [OMOMDKHOI
pPeYOBUHM (HE3HAYHI 3MiHW Y 3aTBEpPKEHNX
MeToax BMNpobyBaHb) (NMpuBeAEHHS METOAIB
BMNPOBYBaHHA AONOMDKHOT peyoBuHU N-
MeTunraokaMuHy 3a NokasHUKOM
"Mikpo6ionoriyHa uictota" go sumor EP); 3MmiHu |
UMy - 3MiHM 3 AKOCTi. OTOBWIA NikapCbkuii 3aci6.
KOHTpPO/1b rOTOBOrO /iKapCbKOro 3acoby. 3mMiHa y
MeTofax BUNPO6YyBaHHS rOTOBOIO JiKapCbKOro
3aco6y (iHWi 3MiHN y MeTodax BUNpobyBaHb
(BKKOYAOUM 3aMiHy ab0 [ONOBHEHHS)) (3MiHa
HOPMYBaHHS BMICTY 6aKTepiasibHUX eHL0TOKCUHIB
y npenaparTi); CynyTHs 3MiHa - 3MiHUN 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbkoro 3acoby. 3MiHa napameTpis
cneundikauii Ta/abo AONYCTUMKX MEX rOTOBOrO
NiKapcbKoro 3acoby (3BY)XXEHHS JOMYCTUMMUX MEX)
(3miHa HOpMYyBaHHS BMICTY 6akTepiasibHNX
€HJOTOKCUWHIB y npenapari); 3MiHu | Tuny - 3MiHn
oo 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsay
(iHwWi 3miHK) (3miHa po3ainy MKA «[MpadiuHe
306paKeHHs yNnakoBku» Ha «MapkKyBaHHS
NepBUHHOT Ta BTOPUHHOI YNakoBKu») (TepMiH
BBEAEHHSA 3MiH NMPOTAroM 3-X micsuis nicns
3aTBEPKEHHS)

HavyanbHuK YnpaBniHHA cpapmMmaleBTUYHOI

OIANBHOCTI Ta AKOCTI (hapmaveBTUYHOT NpoAYKLUil

T.M. IACKOBCbKUiA
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MEPENIK

AopaTtok 4

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

09.08.2017 Ne 921

NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIO/TIOMYHNX NPEMAPATIB), AKUM BIAMOB/EHO Y AEPXXABHIN PEECTPALLIl, NEPEPEECTPALIII TA

BHECEHHI 3MIH 1O PEECTPALIAHNX MATEPIANIB
TA AEPXXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa Popma surnycky 3asasHUK Kpaina Bupo6Huk Kpaina liocmasa Mpoyedypa
n/n JNliKapcbKo20
3acoby

EMOMNPOKC Kpanni O4Hi, po3unH YOPNLA Ipysis K.O. Pomcbapm PymyHis 3acigaHHsa HEP Ne BigmoBuTtu y peectpauii - peectpauis Ha 5 pokis
10 mr/mn no 5 mny | MEOVLUWH NTg, Komnani C.P.J1. 07 Big 13.04.2017 BigMOBa Ha eTani creujiani3oBaHol €eKCnepTu3n 3rigHo 3
doNnakoHi- BWCHOBKOM [lenapTameHTy apMaueBTUYHOT AisNbHOCTI
KpanesibHmuj Ne 1 (MaTepiasin  peecTpauiiHOro [AOCbe, WO AofalTbCcsA 40
3adBW, He BignosigaoTb BUMoram Hakazy MO3 YkpaiHu Big,
28.06.2005 p. Ne426 (y pepaxuii Hakasy MO3 YkpaiHu Big

04.01.2013 Ne3), p.Ill n.3.8.)
3A®IPOH Kancynu, wo mictate | TOB "Apamep"” Monbwa 3aknag PapLeBTUYHWIA MonbLua/ 3acigaHHa HTP Ne BigMoBUTY y 3aTBEPKEHHI - 3MiHU | TUNY - 3MiHK 3
NOpPOLLOK AN Apamep ®apma C.A., Icnanis 24 Bip 06.07.2017 AKOCTI. loToBwiA nikapcbkuii 3aci6. Cucrema
iHranayin, no 12 mxr Monbuwa (BMPOGHNK KOHTeliHep/3akynoptoBanbHuiA  3aci6  (B.IL.I.  (x) 1A) -
no 10 kancyn y NepBUHHOIO Ta BBE/leHHs [0JaTKOBOi ynakoBkn 6e3 iHranatopa, 3
6nicTepi; no 6 abo BTOPUHHOIO NakyBaHHs); BiANOBIAHMMMN 3MiHAMU Y P. «YNaKOBKa», OCKifIbKM LS 3MiHa
no 12 6nictepis JTabopatopioc JlikoHca, He 3aTBepA)XeHa y KpaiHy BUPOOHMKa/3asiBHMKA ab0 iHLLOT
pasom 3 C.A., IcnaHisi (BUPOGHMK KpaiHu, Ha pPUHKY SIKOT PO3MILLEHUIA Lieli Nikapcbkuii 3acib Ta
iHransATopom y "in bulk"); Ma6'AHiLbkui MOXe BM/IMHYTU Ha [AOCTaBKy, 3acToCyBaHHS Ta 6esneky
KapTOHHI KOpoOLj hapMaueBTNYHWI 3aBOg, roToBOro Nikapcbkoro 3acoby (BigCyTHi BiAMOBiAHI AaHi
Monbtha A.T., MonbLua peecTpauiiiHoro Aocbe, SKi NiATBEPAXYHTb MOX/IUBICTb
(BMPOGHUK, TPVBaIOro BUKOPUCTaHHSA iHrasiaTopa 3 ynakoBKu, sika Mae

Bi4NoBiAa/IbHWIA 32 iHransaTop)
BUNYCK cepil)

MOKCU®DIOKC | TabneTtku, BKPUTI "/lok-beTta IHAjs "K. OyHKaH IHAjisA 3acigaHHa HEP Ne BiamoBuTM y peecTtpauii - peectpauis Ha 5 pokis
AUNH NNiBKOBOIO dapmachboTikan Xenckep MBT. /1IT4." 08 Big 27.04.2017 pekomeHAyBaTM [0 BiAMOBU BIAMNOBIAHO [0 BUCHOBKY
o6onoHkoto, no 400 | c () NBT. NT4" YnpaBniHHS eKkcnepTusn martepianis 3 6i0eKBiBaSIEHTHOCTI,
Mr Ne 10 (10x1), Ne OCKiNbkM 3a pe3ynbTaTamy  €eKCnepTusu peecTpavuitHnx
30 (10x3), Ne 100 Marepianis BCTaHOB/IEHO, WO MPeACcTaB/eHi pesynbTatu
(10x10) y 6nicTepax [OCNiIKEHHS GIOEKBIBASIEHTHOCTI HE MOXYTb OYTW NPUAHATI
0N pokaly 6i0ekBiBa/IEHTHOCTI 3asiBfieHMX npenaparis,
OCKI/IbKM  BiACYTHSA  iHhopMauisi  BignoBigHO [0 BUMOT
EMEA/CHMP/EWP/192217/2009 « Guideline on
bioanalytical method validation» i Guideline on the
Investigation on Bioequivalence (CPMP/EWP/QWP/1401/98
Rev.1), nopyweHuii 3axucT npaB Cy6'exTiB, MOpPYLUEHI
sumorn CPMP/EWP/QWP/1401/98 Rev.1 Guideline on the
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Investigation on Bioequivalence
ONTIMAPK PO3YUH ONS iH'EKLLNA, Manninkponr HimeuunHa Niben-®napcxeinm CWA YacTHa m'aTHaguATa BigmoBuTn y nepepeectpauii - nepepeecrtpauis y
500 MKMO/b/MA NO [Loiiunang M6X Komnari 1NC cTarTi 9 3akoHy 3B'A3KY i3 3aKkiHYEHHAM TepMiHy Aii  peecTpaLjiiiHoro
10 mn, 15 mn, Ykpainum «[po nocBiAYeHHs; 3MiHa napameTpiB cneuudikalin  Ta/abo
20 mn y donakoHax nikapcbki 3aco6m» [ONyCTUMMUX MEX rOTOBOro Nikapcbkoro 3acoby; 3MmiHa B
Ne 10; no 10 mn, 15 (BiACYTHICTb ymoBax 36epiraHHsi roToBOro JikapcbKoro 3acoby; 3miHa
M, 20 Mo, 3acBigyeHoi konii HalilMeHyBaHHS BMPOOHMKA FOTOBOrO JliKapcbKoro 3acoby,
30 mn B nonepeaHLo [OKYMeHTa, Lo BK/IOYAKOUYM  MiCLe  NPOBEAEHHS  KOHTPOMO  SIKOCTI
HanoBHEHUX nigTBEPAXYE (BpoGHMYa  AinbHULA  BUNYCKY cepiil) 'y 3B'A3Ky 3
wnpuuax Ne 10 BiANOBIAHICTb YMOB peopraHizaujieto B kKoMnaHii Bigbynacb nepeycrynka npas Ha
BMPOGHMLITBA BMPOBHULTBO, MicLe BUPOOHULTBA, 061aHAaHHS, TEXHONOTIT
NiKapcbKoro 3acoby, | 3a/MWWANCA HE3MIHHUMKW; 3MiHW [0 ICHYHYOI cuctemu
noJaHoro Ha hapmakoHarnifgy, SK 3a3HayeHo B OMWCI  cucTemu
peecTtpadito, thapmakoHarnagy (3miHa YNOBHOB&XeEHOT ocobwu,
B/MOram 1o BiNOBiga/IbHOI 3a hapmakoHarnsag); 3MiHW [0 iCHyHuOl
BUPOGHMLTBA cuctemMun hapmakoHarnsgy, Sk 3a3HauyeHo B ONUCi cuctemn
nikapcbKnx 3acobis thapmakoHarnagy (3miHa B KOHTaKTHUX JaHnx
B YKpaiHi), nuct YNOBHOBaXXEHOI 0C06MU, BiANOBIAaIbHOI 3a papMakoHarnag)
3as1BHMKA Big,
19.04.2017 Ne
19.04.2017
TPUCE®P® MOPOLLIOK ons | AAP dapwma /iTg, Benwuka NioninH NimiTeq IHAjsA 3acigaHHa HEP Ne BigmoBuTu y peecTpauii - peecTpauis Ha 5 pokiB -
iH'ekuiid, no 1 r Ne 1 BpuTaHis 07 Bifg 13.04.2017 BigMOBa Ha eTani cneujanisoBaHOl eKcnepTu3n 3rigHo 3
y donakoHax BMCHOBKOM fenaptameHTy dapMaueBTUYHOI [AisafIbHOCTI
(maTepianin peecTpauiiiHOrO [0Cbe, WO AOAATbCA A0
3asBW, He BignosigaTb BUMoram Hakasy MO3 Ykpainu Bif
28.06.2005 p. Ned426 (y pegakuii Hakasy MO3 YkpaiHu Bif
04.01.2013 Ne3), p.lll n.3.8.)

HavyanbHuK YnpaBniHHA dpapmMmaleBTUYHOI

LIANBHOCTI Ta AKOCTiI (papmaueBTUYHOT NPOAYKLiT
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