MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
15.06.2018 Ne 1141
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 32 BUKOHaHHSAM LIbOT'O HaKa3y IOK/IaCTy Ha 3acTyrnmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



Aopatok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3[00pOB’A YKpaiHu

15.06.2018 Ne 1141

NMEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIO/TOIN4YHUX NPEMAPATIB), AKI
BHOCATBLCA A0 AEPXXABHOI'O PEECTPY JNIKAPCbKUNX 3ACOBIB YKPAIHA

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA BIiOnyckKy HHS peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
1. AMAOAN® Tabnetku no 15 mr; no BAT "leneoH YropwmHa BAT "T'efeoH YropwmHa peecTpauia Ha 5 pokiB 3a He nidnsieae | UA/16763/01/02
10 TabneTok B PixTep" Pixtep" MepiognyHiCTb NOAAHHSA PerynspHo peyenmom
6nicTepi; no 3 OHOBJTHOBAHOrO 3BITYy 3 6e3Mekn BigNoBiAHO
6nicTepa B KapTOHHiii [0 MNopsaky 3aiicHeHHs hapMakoHarsay,
ynakoBLii 3aTBEpPKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.
2. AMOOAN® Tabnetku no 10 mr; no BAT "TeneoH YropwmHa BAT "TepeoH YropwmHa peecTpauisf Ha 5 pokis 3a He nionsicae | UA/16763/01/01
10 TabneTok B PixTep" PixTep" MepiognyHICTb NOAAHHS PErynspHo peuenmom
6nicTepi; no 3 OHOB/IIOBAHOrO 3BITY 3 6e3Mekun BigNOBIAHO
6nicTepa B KapTOHHii [0 MNopsAaky 3aiicHeHHs hapMakoHarisgy,
ynakoBLii 3aTBepXeHoro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
3. | AEKCKETOMPO® | po3yvH aNns iH eKLuiid, MpuBatHe YKpaina MpuBaTHe Ykpaina peecTpaList Ha 5 pokis 3a He nidnsieae | UA/16764/01/01




Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamysa Homep
n/n JNliKapcbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo
3acoby ynakoska) 20
nocsioYeHHs
EH 25 mr/mn, amnynm no akuioHepHe akuioHepHe MepiognyHICTb NOA4AHHS PErYNSAPHO peyenmom
2 Mn, no 5 amnyn B TOBapUCTBO TOBapuCTBO OHOBJ/IIOBAHOTO 3BITY 3 6e3Mneku BiANoBiAHO
6nictepi, no 1 a6o 2 "JIekxim - "JIekxim - [0 MNopsaky 3aiicHeHHs hapMakoHarnsay,
6nictepy B nayui Xapkis" Xapkis" 3aTBEPKEHOro Haka3om MiHicTepcTea
OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.
4. | OEKCKETOMPO® | nopoLuok (cybcTaHuis) MpusatHe Ykpaina XKeitiaHr Kutai peecTpauisf Ha 5 pokis - He nidnsieae | UA/16765/01/01
EHY y NOABIAHNX akuioHepHe Viyxoy
TPOMETAMON nonieTnIeHoBmX TOBapuCTBO dapmacbloTika
naketax ans "Jlekxim - n Ko., Nita,,
hapMaLeBTUYHOIO Xapkis"
3acTocyBaHHs
5. KNCNOTA NOpPOLLOK MpusatHe Ykpaina LWaHaoHr Kutaii peecTpauist Ha 5 pokis - He nidnsieae | UA/16767/01/01
NINEMIAOBA KpUCTaniuHuii aKujioHepHe KciHbxya
TPUTIAPAT (cybeTaHuis) y TOBapuCTBO dapmacbloTika
noABIliHMX MilliKax i3 "JIekxim - n Ko., Nita.
nAiBKM Xapkis"
noslieTuneHoBoil aAns
chapmaLeBT14YHOro
3acToCyBaHHs
6. MET®OPMIH- TabneTku, BKpUTI BIOTOH C.A. Monbuwa BignoBigabHM Monbwa/ peecTpaus Ha 5 pokis 3a He nidnsieae | UA/16768/01/02
BIOTOH NNiBKOBOIO 11 3a BUNyCK IHais peyenmom
060/10HKOI0, N0 850 Mr cepii:
Ne 30(10x3), Ne60 BIOTOH C.A.
(10x6) y 6nicTepax MonbLa.
BVMPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b
AKOCTI:
Aypo6iHao
Papma
NimiTen -
FOHIT VI,

IHgis




Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamysa Homep
n/n JNliKapcbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo
3acoby ynakoska) 20
nocsioYeHHs
7. MET®OPMIH- TabneTkn, BKPUTI BIOTOH C.A. Monbwa BignoBigasIbHN Monbwa/ peecTpaus Ha 5 pokis 3a He nidnsieae | UA/16768/01/03
BIOTOH N1iBKOBOO 11 3a BUNyCK IHAis peyenmom
060/10HKO10, M0 1000 cepit:
Mr Ne 30(10x3), Ne60 BIOTOH C.A.
(10x6) y bnictepax Monbuwa.
BUPOGHMLTBO,
nepBrHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib
AKOCTI:
Aypob6iHa0
Papma
NimiTen -
FOHIT VI,
IHgis
8. MET®OPMIH- TabneTkn, BKPUTI BIOTOH C.A. Monba BignoBigaIbHU Monbwal/ peecTpaus Ha 5 pokis 3a He nidnsieae | UA/16768/01/01
BIOTOH NNiBKOBOIO 11 3a BMNyCK IHais peyenmom
060n0HkKot0, No 500 Mr cepit:
Ne 30(10x3), Ne60 BEIOTOH C.A.
(10x6) y 6nicTepax MonbLia.
BMPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b
AKOCTI:
Aypo6iHao
Papma
Nimiteq -
FOHIT VII,
IHais
9. MAHKPEATUH NMOPOLLIOK (Cy6CTaHList) TOB "TK Ykpaina [Oesnr CiHo3im Kutaii peecTpauisf Ha 5 pokis - He nidnsieae | UA/16769/01/01
y NoABiHMX "ABPOPA" dapmacbloTika
noslieTUNEHOBMX n Ko., Nita.
Milkax ans
hapMaLeBTUYHOIO
3acTOCyBaHHSA
10. CUNOEHA®INY KpucTanivyHmi MPAT Ykpaina Amoni IHais peecTpauisft Ha 5 pokis - He nidnsieae | UA/16770/01/01
UNTPAT NMOPOLLIOK (Cy6CTaHLis) "®ITOPAPM" OpraHikc
y NoABIAHNX MpaiiBeT

nosieTuIEeHoBMX

Nimiteq




Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamysa Homep
n/n JNliKapcbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo
3acoby ynakoska) 20
nocsioYeHHs
naketax gns
chapmaLeBTU4YHOro
3acTOCyBaHHsA
11. | POCHPOME/ rpaHynv ans yYorPna Mpysis YOPN[ TypeuunHa peecTpauis Ha 5 pokis 3a He nionsieae | UA/16771/01/01
OpasibHOro Po34nHy no MEAVLUNH MEAVUNH MepioAnYHICTb NOAAHHSA PerynsapHo peyenmom
3rycauwe, no1la6o 2 nTa INAY CAH. BE OHOB/IOBAHOrO 3BITY 3 6e3neku BiANOBILHO
calle B KapTOHHIi TIOXK. A.LL. 0 MNopsAaky 3aiicHeHHs hapmakoHarnsgy,
Kopoobui 3aTBepxeHoro Haka3om MiHicTepcTea
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
Ykpainu Big 26 BepecHa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3nekn
12. | UATUKONIH MOPOLLIOK (Cy6CTaHLis) Kainin KuTaii Kainin Kutaii peecTpadist Ha 5 pokis - He nionsieae | UA/16772/01/01
HATPIIO y NOABIAHNX LDKEHBbIOIH LDKEHBIOIH
nonieTnIeHoBumx Baviokemikan Baiiokemikan
naketax gns PapmacbioTika dapmacbloTika
hapMaLeBTUYHOIO n Ko., Ni1g. n Ko., Nita.
3aCcTOCyBaHHsA

HauvanbHUK YnpaBniHHA (hapmaLeBTUYHOI

AIANBHOCTI Ta AKOCTiI (hapmaueBTUYHOT NPOAYKLiT

T.M. IacKOBCbKUA




BHOCATLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

NMEPENIK
NMEPEPEECTPOBAHUX NNIKAPCbKNX 3ACOBIB (MEAUNYHUX IMYHOBIONOTYHUX MPEMNAPATIB), AKI

AopaTok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3[00pOB’A YKpaiHu

15.06.2018 Ne 1141

Ne Hassa dopma sunycKy 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocBi0O4YeHHs
1. BAJTIOKOPMIA, Kpanni opasibHi, no 25 mn TOB "[OKnM YkpaiHa TOB "OKnM YkpaiHa MepepeecTpauis Ha 6e3 nionsi2ae UA/8535/01/01
y thnakoHax; no 25 mny "®apmaueBTUYH "GapmaueBTUyHa HeobMeXeHWin TepMiH. 3MiHu | peyenma
nakoHi; no 1 donakoHy B a thabpuka" thabpuka" TMny - 3MiHN LWOA0

nauuj

6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTu,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUi Ans
Me[MNYHOro 3aCTOCyBaHHsA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCyBaHHS NiKapCbKOro
3acoby B nicnspeecTpauiiHmii
nepiog, abo sk pesynbTar
OL}iHKM 3BITY 3 AOCNIAKEHD,
npoBefeHnX BignoBiAHO J0
nnaxy negjiaTpuyHnX
pocnipkeHs (PIP) (3miHy
Y3rO[)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT
A5 MeNYHOr0 3acTOCyBaHHSA
nikapcbkoro 3acoby Ao
po3zinis "B3aemogis 3 iHWMMU
niKkapcbknMmuy 3acobamm Ta iHLWi
BUAW B3aEMOSin",
"Oco61M1BOCTI 3aCTOCyBaHHA",
"Cnocib 3acTocyBaHHs Ta




n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

0031n" (yTOUHeHHs iHdopMmaui),
"Mo6iuHi peakuii"BignoBigHO A0
OHOBJIEHOT iHhopMaLii 3
6e3nekun 4ityoi pevyoBUHN.

MepiognyHiCTb NoAaHHA
perynsipHo OHOB/THOBAHOTO
3BiTYy 3 6€3neku BigNoBiAHO A0
Mopsaaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPMAKEHOT0 Hakasom
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB’A YkpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognUyUHOCTI
NoAaHHsA perynspHrX 3BiTiB 3
6e3neku.

rNoAy _
HACTOWIKA

HacToika no 25 mn abo no

50 mn a6o no 100 mny

nakoHax; no 25 mn a6o
no 50 mn a6o no 100 mn,

no 1 dpnakoHy B nauii

TOB "OKnM
"®apmaueBTNyH
a habpuka"

Ykpaina

TOB "AKnM
"®GapmaueBTnyHa
habpuka”

Ykpaina

MepepeecTpauis Ha
HeobMeXeHWi TEPMIH.
3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHA Ta IHCTPYKLi An1A
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnigpkeHs 3 6e3nekn
3aCTOCyBaHHSA NiKapCbKoro
3acoby B nicnspeecTpavyiiiHmii
nepiog, abo sk pesynbtart
OL}iHKM 3BITY 3 AOC/IAKEHD,
npoBeAeHX BifgnoBigHO A0
nnaHy negiatpuyHux
pocnigxers (PIP) (3miHy

Ges
peyenma

nionsiecae

UA/8513/01/01




n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVIM OpraHom) -
3MiHU BHECEHO A0 IHCTPYKLUT

ANA MeAUYHOro 3acToCyBaHHs
nNiKapcbKoro 3acoby o
po3ginis "OcobnvmBi 3axoan
6e3nekn”, "Oco6MBOCTI
3acTocyBaHHs" BiANOBIAHO A0
OHOBJIEHOT iHhopMaLii 3
6e3nekun 4ityoi pevyoBUHN.
MepiognyHICTb NOAAHHS
perynsipHo OHOB/TIOBAHOTO
3BiTYy 3 6e3neku BiANoBiAHO A0
Mopsigky 34iicCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa 0XOpPOHM
300pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),

CTaHOBUTb: 3riHO 3i CTPOKamu,

3a3HavyeHMu y NepiognYHOCTI

NOAAaHHA PerynspHuX 3BiTiB 3
6e3neku.

rNoay _
HACTOWKA

HacToiika in bulk: no 800
K Y KyGOBMX EMHOCTSIX

TOB "AKN
"®apmaueBTUYH
a chabpuka"

Ykpaina

TOB "OKnN
"dbapmavueBTNyYHa
thabpuka"

YkpaiHa

MepepeecTpaLis Ha
HEobMeXeHW TEPMIH.

MepioAnyHICTb NOAAHHSA
perynspHo OHOBJ/THOBAHOMO
3BiTy 3 6e3neku BigNOBIAHO A0
Mopsiaky 34iiCHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuUii YKpaiHu
19 rpyaHsa 2016 poky 3a Ne

He nionsicae

UA/6182/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOPOHM
340pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3Ha4YeHMU y NepiognYHOCTI
nofaHHA perynsipHunx 3BiTiB 3
6e3neku.

FMIOKODAX XR

Tabs1eTkv NPOSIOHroBaHoI
4ii no 1000 wr, no 10
TabneTtok y 6nictepi; no 3
abo no 6 6nictepiB y
KapTOHHI KopooLi

Mepk CaHTe
c.a.c.

PpaHuis

Mepk CaHTe,
dpaHuis
Mepk KraA,
HimeuunHa

PpaHuis/
HimeuunHa

MepepeecTpauis Ha
Heo0bMeXeHW TepMiH

MepioAnyHICTb NogaHHSA
perynspHo OHOB/HOBAHOMO
3BiTY 3 6€3neku BigNoBiAHO A0
Mopsaky 34iCHeHHA
thapmakoHarnagy,
3aTBEPMAKEHOT0 Hakasom
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiuu Big 27
rpygHa 2006 poky Ne 898,
3apeecTpoBaHwii B
MiHicTepcTBi tocTuLii YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB’A YkpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3Ha4YeHMMN y NepiognUyUHOCTI
noJaHHA perynspHux 3siTiB 3
6e3neku.

3a
peyenmom

He nionsicae

UA/3994/02/02

NENY®DEH®

cnpeii HaszanbHUiA no 20
Mn a6o no 30 mny
naacTMKoBOMY (oN1akoHi 3
N1acTUKOBUM
posnuntoBayem; no 1
(0N1aKOHY B KAPTOHHIl
ynakoBLj

Pixapg biTTHep
Al

ABCTpIst

Pixapg BittHep Al

ABCTpIst

MepepeecTpauis Ha
HeobMeXeHnin TepMiH. 3MiHu |
TMny - 3MiHN LWOAO
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili xapakTepucTu,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLi 4115
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigkeHb 3 6e3nekn
3aCTOCYBaHHSA NiKapCbKOro

bes
peuyenma

niosisieae

UA/8539/01/01




11

Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs1

3acoby B nicnspeecTpaviiiHmii
nepiog, abo sk pesynbtart
OLiHKM 3BITY 3 AOC/iKEHD,
npoBefeHrX BigNoBigHO A0
nnaHy negiaTpuyHnux
pocnigxeHs (PIP) (iHwi 3MiHn) -
3MiHW [0 IHCTpYKUIT Ana
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby [0 po3ainy
"OiTn" (OBMEXEHHSI ANTAYOro
Biky Byno: Yepes HegocTatHii
[0CBif, 3aCTOCYyBaHHSA
npenapar He cnig,
3aCcTOCOBYBaTU AiTAM BIKOM [0
1 poky; Ctauio: He
pekoMeHAyeTbCS
3aCcTOCOBYBaTU AiTAM BIKOM [0
3 pokiB. [iTAm Bikom Big 3 o 6
POKiB 3aCTOCOBYETHCS 3a
pekomeHAauieto nikaps) Ta
po3ginis “lNokasaHHA"
(yTouHeHHs iHdopMaLiT),
"Oco6MBOCTI 3aCTOCYyBaHHA",
"Cnoci6 3acTocyBaHHS Ta
no3n", "Mo6iyvHi peakuii”
BiANOBIAHO A0 MaTepianis
peecTpaLiiHoro Aocke Ta
eKCNepTHOro BUCHOBKY
KOHCY/NbTaTMBHO-EKCMEepTHOT
Kowmicii "HeonaTonoris.
MepiaTpis. Jlikapcbki 3aco6u”.

MepiognyHiCTb NoAaHHA
perynsipHo OHOB/THOBAHOTO
3BiTYy 3 6€3neku BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPMAKEHOTO Haka3om
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pegakuji Hakasy
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Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs1
MiHicTepcTBa OXOpPOHU
300pOB’A YkpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognUyUHOCTI
NoAaHHsA perynspHrX 3BiTiB 3
6e3neku.
6. | EPUTPOMILUVH TabneTku, BKpUTI MAT YkpaiHa MAT "BITAMIHWN" YkpaiHa MepepeecTpauis Ha 3a He nionsieae UA/8709/01/01
060/10HKOH, "BITAMIHL" HeobMeXeHnin TepMiH. 3MiHu | peyenmom

KULLKOBOPO34MHHI o 100
Mmr no 10 TabneTok y
6nicTepi; no 1 abo 2
6nictepu y nauui 3
KapTOoHY

TMny - 3MiHKU Woa0
6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
NikapcbKoro 3acoby, TeKCTi

MapKyBaHHA Ta IHCTPYKLi An1A
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnigpkeHs 3 6e3nekn
3aCTOCyBaHHSA NiKapCbKOro
3acoby B nicnspeecTpaviiiHmii
nepiog, abo sk pesynbtart
OL}iHKM 3BITY 3 AOC/IAKEHD,
npoBeAeHX BifgnoBigHO A0
nnaHy negiaTpuyHux
pocnigpkeHb (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVIM OpraHom) -
3MiHu g0 IHCTpyKLii ans
MeJUYHOr0o 3aCTOCYBaHHs
nNiKapcbKoro 3acoby A0 posainy
"Moka3aHHs" (BUYyYEHO
"iHdhekuii y ctomaronorii Ta
odpTanbMonorii'), a Takox Ao
po3ainis: "B3aemogis 3 iHWUMU
nikapcbknMmuy 3acobamm Ta iHLWi

BVAW B3aemogiin",

"Oco6MBOCTI 3aCTOCYBaHHSA",
"3paTHICTb BNAMBATU Ha
LWBMAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOpPTOM
ab0 iHWKYMK MexaHi3mamm®”,
"Mepeno3yBaHHs", "M06IYHI
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

peaxuii”, BignosigHo Ao

OHOB/IEHOT iHdhopMaLiii 3
6e3rnekun 4ityoi Ta AoNOMKHMX
PEYOBUH NiKapCbKOro 3acoby.

MepiognyHiCTb NoAaHHA
perynsipHo OHOB/THOBAHOTO
3BiTYy 3 6€3neku BigNoBiAHO A0
Mopsaaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPMAKEHOT0 Hakasom
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB’A YkpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognUyUHOCTI
NoAaHHsA perynspHrX 3BiTiB 3
6e3neku.

30BIPAKC™

Ma3b ouHa 3 %; no4,5ry
Ty6i; Mo 1 Ty6i B KAPTOHHIA

KopoobLi

nakcoCmiTKns
H Ekcnopt
Nimiten

Benuka
BpuTaHis

[bxy6inent
XonnictepCriep
xeHepan
MapTHepLuin

KaHaga

MepepeecTpauis Ha
HeobMexeHuin TepMiH. 3MiHu I
TMny - 3MiHKU Woa0
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuL,i
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHA Ta IHCTPYKLi An1A
MeAMYHOrO 3aCTOCYBaHHS y
3B'AA3KY i3 HOBUMW JaHUMU 3
SAKOCTI, AOKNIHIYHUMN,
KNIHIYHUMW faHUMKW Ta faHuMKn
3 thapmakoHarnsgy - 3miHu
BHECEHO [0 iHCTPYKUiT ANns
MeJUYHOro 3aCTOCYBaHHs
nNikapcbKoro 3acoby o
po3giniB "3acTtocyBaHHA Y
nepiog BariTHOCTI Ta rogyBaHHs
rpyaao”, "TMobiuHi peakwyii
BifNoBiAHO A0 MaTepianis

3a
peyenmom

He nionsieae

UA/8281/02/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

peecTpaujiiHoro fochbe.

MepiognyHiCTb NoAaHHA
perynsipHo OHOB/IHOBAHOTO
3BiTYy 3 6€3neku BigNoBiAHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPMAKEHOTO Hakasom
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A Ykpainu Bifg, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognUyuHOCTI
NoAaHHsA perynspHrX 3BiTiB 3
6e3neku.

IBY®EH®
DOPTE

CyCMeHsisi opasibHa 3
NOMTYHWYHUM apoMaToM,
no 200 mr/5 mn, no 40 mn
a60 no 100 mn 'y dhnakoHi;
no 1 dpnakory 3i
LLINPULLOM-[,03aTOPOM Y
KapTOHHI KOpoOL;j

PapmaLleBTUYHN
1A 3aBof,
"MONIb®APMA"
C.A.

Monbwa

MegaHa Papma
AKLjiOHepHe
ToBapucTeo

Monbwa

MepepeecTpauis Ha
HeobMeXeHunin TepMiH. 3MiHu |
My - 3MiHK Woao
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuL,i
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHA Ta IHCTPYKLIi A11A
MeJUYHOr0o 3aCTOCYBaHHs
reHepuyHnX/ribpuaHnx/Gionogi
6GHMX NiKapcbKUx 3acobiB nicns
BHECEHHS Ti€l camoi 3MiHM Ha
pedhepeHTHW1 NpenapaT (3MiHa
He noTpebye HafaHHA XOLHUX
HOBUX AOAATKOBUX AaHMX) -
3MiHN BHECEHO [0 IHCTPYKUIT Y
po3ain "Moka3aHHA". A Takox y
po3ainu: "dapmakonoriyHi
BfacTueocTi",
"MpoTunokasaHHA", "B3aemogis
3 iHLWMMK NiKapCbKMun
3aco6amu Ta iHLWi BUAm

B3aemogii”, "OcobamBoCTi

Ges
peyenma

He nionsieae

UA/12829/02/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

3acTocyBaHHsA", "Cnoci6

3acTocyBaHHs Ta gosu", "Aitn".

"MepepnosyBaHHs", "MobGiuHI
peaxuii” 3rigHo 3 iHthopmalieto
{010 MENYHOro
3aCTOCYBaHHA ped)epeHTHOro
niKapcbKoro 3acoby
(HYPO®EH® ANSA AITEN
®OPTE).

MepiognyHICTb NOAAHHS
perynsipHo OHOB/TIOBAHOTO
3BiTYy 3 6e3neku BiANoBiAHO A0
Mopsigky 34iicCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa 0XOpPOHM
300pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKamu,
3a3HavyeHMu y NepiognYHOCTI
NOAAaHHA PerynspHuX 3BiTiB 3
6e3neku.

IBY®EH®
DOPTE

CyCneH3isi opasibHa 3
MasIMHOBMM apoMaToMm, no
200 mr/5 mn, no 40 mn
a60 no 100 mn 'y dhnakoHi;
no 1 chnakoHy 3i
LUNPWLOM-403aTOPOM Y
KapTOHHI KopooLli

PapmaueBTUYHN
11 3aBog
"MONb®APMA"
C.A.

MonbLa

MepaHa Papma
AKuioHepHe
ToBapucteo

MonbLa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU Woao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTu,i
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLU|i Ans
MeANYHOr0o 3acTOCYBaHHS
reHepuyHnX/ribpnaHux/6ionoai
BOHMX NikapcbkMx 3acobiB nicns
BHECEHHS Ti€i camoTi 3MiHU Ha
pethepeHTHW1 npenapaT (3MiHa
He noTpebye HafaHHS XO4HUX
HOBUX AOAATKOBKX AaHMX) -

bes
peyernma

He nionsicae

UA/14437/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

3MiHM BHECEHO [0 IHCTPYKLUIT Y
po3ain "MokasaHHa". A Takox y
po3ainu: "®apmakosioriyHi
B/1acTMBOCTI",
"MpoTunokasaHHs", "B3aemogis
3 iHWYMK NiKapcbKnMn
3acobamu Ta iHLWi Buan
B3aemogiin", "OcobnmBocCTi
3actocyBaHHs", "Cnocio
3acTocyBaHHA Ta gosun”, "ditn".
"Mepeno3yBaHHA", "T06IYHI
peakuii” 3rigHo 3 iHhopmaujieto
00 MEANYHOrOo
3acTocyBaHHsA pethepeHTHOro
nikapcbKoro 3acoby
(HYPO®EH® ANSA AITEN
®OPTE).

MepioAnyHICTb NOAAHHSA
perynspHo OHOBJ/THOBAHOMO
3BiTYy 3 6e3neku BigNOBIAHO A0
Mopsiaky 34iicHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
300pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuUii YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOPOHHM
340pOB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3Ha4YeHMU y NepiognyHOCTI
nofaHHA perynsipHux 3BiTiB 3
6e3neku.

10.

IMYCTAT

TabneTku, BKpUTI
060/10HKOI0, NO 50 Mr, Mo
10 TabneToK y KOHTYpHiIl
YapyHKOBIli ynakoBLj; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLj y naui

MpAT
"®apmaueBTUYH
a chipma
"fapHuua”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "OapHuus"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWin TepMiH. 3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTu,i
NiKapCbKoro 3acoby, TeKCTi

6e3
peyenma

nionsieae

UA/9052/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

MapKyBaHHA Ta IHCTPYKLUIi Ans
Me[MNYHOro 3aCTOCyBaHHsA Ha
nigcTasi perynspHo
OHOBJ1HOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
[ocnipkeHb 3 6e3nekn
3aCTOCyBaHHS NiKapCbKoro
3acoby B nicnspeecTpauiiHni
nepiog, abo sk pesynbTart
OL}iHKM 3BITY 3 AOCNIAKEHD,
npoBefeHnX BigNoBiAHO J0
nnaxy negjiaTpuyHnX
pocnipkeHs (PIP) (3miHy
Y3rO[)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT
A5 MeANYHOT0 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ginu:
"Oco611BOCTI 3aCTOCYyBaHHA",
"Mepeno3yBaHHs" BiANOBIAHO
0,0 OHOBJIEHOI iHChopMaL,i 3
6e3nekun 4ityoi pevyoBUHN.

MepiognyHiCTb NoAaHHA
perynsipHo OHOB/TIOBAHOTO
3BiTYy 3 6€3neku BigNoBiAHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPMAKEHOTO Haka3om
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB’A YkpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognUyUHOCTI
NoAaHHsA perynspHrX 3BiTiB 3
6e3neku.

11.

IMYCTAT

TabneTkn, BKPUTI

060/10HKO10, No 100 mr, no

MpAT
"dapmaueBTnYH

Ykpaina

MpAT
"PapmaueBTnyHa

Ykpaina

MepepeecTpauis Ha
HeobMeXeHu i TepMiH. 3MiHu |

6e3
peyenma

nionsiecae

UA/9052/01/02
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Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs1
10 TabneToK y KOHTYpHiIl a hipma ipma "OapHuus” My - 3MiHKU WoA0
YapyHKOBIli ynakosLj; no 1 "AapHnus” 6e3nekn/edeKTMBHOCTI Ta

KOHTYPHIli YapyHKOBIl
ynakoBLi y nayui

thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MeAMYHOro 3acTOCYBaHHSA Ha
nigcrasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnigkeHs 3 6e3nekn
3aCTOCYBaHHSA NiKapCbKOro
3acoby B nicnspeecTpaviiiHmii
nepiog, abo sk pesynbtar
OLiHKM 3BITY 3 AOC/iKEHD,
npoBefeHrX BignoBigHO A0
nnaHy negiatpuyHnx
pocnipxeHs (PIP) (3miHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVIM OpraHom) -
3MiHU BHECEHO A0 IHCTPYKLUT
AN MeANYHOro 3acToCyBaHHs
nikapcbkoro 3acoby y po3ginu:
"Oco6MBOCTI 3aCTOCYBaHHSA",
"Mepefo3yBaHHA" BiANOBIAHO
[,0 OHOBMEHOI iHthopMmaLi 3
6e3neku fjtoyoi pevoBUHN.

MepioAnyHICTb NOAAHHS
perynsipHo OHOB/TIOBAHOTO
3BiTYy 3 6e3neku BiANoBiAHO A0
Mopsigky 34iiCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa 0XOPOHM
300pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpynHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpOKamM,
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

3a3HavyeHMu y NepiognyHOCTI
NOAAaHHA PerynspHuX 3BiTiB 3
6e3neku.

12.

KANEHAYNN
KBITKA

KBiTKM No 25 r a6o no 50 r
y naykax 3 BHYTPiLLHIM
naketom; no 1,5ry
inbTp-nakeTi, no 20
inbTp-NakeTiB y navwj 3
KapToHYy

MNAT
"Nly6Hndpapm”

YkpaiHa

MAT "Nly6Hudpapm”

YkpaiHa

MepepeecTpaLis Ha
HeobMeXeHWn TepMiH

MepioAnyHICTb NOAAHHSA
perynspHo OHOBJ/THOBAHOMO
3BiTYy 3 6e3neku BiANOBIAHO A0
Mopsiaky 34iiCHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU
300pOB’A Ykpaiu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuUii YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHHM
3[10pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3HayvyeHMu y NepiognyYHOCTI
nofaHHA perynsipHuxX 3BiTiB 3
6e3neku.

6e3
peuyenma

nionsieae

UA/8282/01/01

13.

KANEHAYNN
MA3b

Masb no 25 r B Ty6i; no 1
Ty6i B nayLi

TOB "AKN
"®apmaLeBTUyH
a thabpuka"

YkpaiHa

TOB "AKr
"dbapmaLeBTnyYHa
pabpuka”

YkpaiHa

MepepeecTpauis Ha
HeobMexeHuli TepMiH. 3MiHu |
TMny - 3MiHK WoA0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIl XapaKTepucTuLi
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUi Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynsapHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnigpkeHb 3 6e3neku
3aCTOCYBaHHSA NikapCbKoro
3acoby B nicnsipeecTpauinHnii
nepiog, abo Ak pe3ynbTar
OLiHKM 3BITY 3 JOC/IKEHD,
npoBeAeHNX BignoBigHO 40
nnaHy negjiaTpudHnx

6e3
peyenma

nionsizae

UA/3042/02/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

pocnipkeHs (PIP) (3miHy
Y3rO[XXEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHV BHEeCeHO A0 [HCTpyKu,i
[ANA MeAUYHOIo 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainy
"Cnoci6 3acTocyBaHHs Ta
[03n" (YTOUHeHHs iHdopmauii
Loao 6e3neku), BigNoBigHO A0
OHOBNEHOT iHthopMaLi 3
6e3nekun A4ito4oi pevoBrHN
nikapcbKoro 3acoby.

MepiognyHICTb NOAAHHS
perynsipHo OHOB/TIOBAHOTO
3BiTYy 3 6e3neku BiANoBiAHO A0
Mopsigky 34iiCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa 0XOPOHM
340pOB’A YKpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HavyeHMu y NepiognyHOCTI
NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.

14.

NEBO®J/IOKCAL,
NH-340POB'A

TabneTku, BKPUTI
060/10HKO0, M0 250 Mr no
10 TabneTok y 6nictepi,
no 1 6nicTepy B KApTOHHiIl
Kopoo6Li

ToBapucTBO 3
obmexeHo
BignoBsiganbHicT
10
"®apmaueBTUYH
a KoMnaHis
"3popos'a”

Ykpaina

BCi cTagii
BMPOGHMLTBA,
KOHTPO/Ib AKOCTI,
BMNYCK cepil:
ToBapucTBO 3
06MeXeHoI0
BiANOBiAANIbHICTIO
"®bapmaueBTNyYHa
KoMnaHis "3popos'a”
YkpaiHa,

BCi cTagii

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWin TepMiH. 3MiHu |
TMny - 3MiHKU Woao
6e3nekn/ed)ekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTu,i
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeANYHOr0 3aCTOCYBaHHS
reHepuyHnX/ribpnaHux/6ionoai
BOHMX NikapcbkKx 3acobiB nicns

3a
peyenmom

He nionsicae

UA/9075/01/01
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Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs1
BUPOGHMLTBA, BHECEeHHS Tiel caMol 3MiHM Ha

KOHTPO/Ib SIKOCTI:
ToBapucTBO 3
obmexeHoto
BiANOBIAA/LHICTIO
"®APMEKC rpyr"
YkpaiHa

pedhepeHTHWn npenapaT (3MiHa
He noTpebye HafaHHA XOLHUX
HOBUX A0AATKOBUX AAHKX) -
3MiHN BHECEHO [0 IHCTPYKUIT Y
po3gain "MokasaHHs", a TakoX y
po3ainu: "dapmakonorivHi
BfacTvueocTi",
"MpoTunnoka3aHHs", "B3aemogis
3 iHLWMMK NiKapCbKMun
3aco6amu Ta iHLWi BUAm
B3aemogii", "OcobnmBoCTi
3acTocyBaHHs", "3acTocyBaHHA
y nepiog BariTHOCTi abo
rogysaHHa rpyaaro”,
"3paTHICTb BNAMBATU Ha
LWBMAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNoOpTOM
abo iHWKYMK MexaHi3mamm”,
"Cnoci6 3acTocyBaHHA Ta
posn”, "Oitn" (yTouHeHHs
iHChopmawii),
"Mepeno3yBaHHA", "T06IYHI
peakuii 3rigHo 3 iHhopmaujieto
LLIOA0 MeANYHOro
3acTocyBaHHsA pethepeHTHOro
nikapcbkoro 3acoby (Tavanic,
Tabnetku no 250, 500 mr ).

MepiognyHiCTb NoAaHHA
perynsipHo OHOB/TIOBAHOTO
3BiTYy 3 6€3neku BigNoBiAHO A0
Mopsaaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPMAKEHOTO Hakasom
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB’A YkpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
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Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs1
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognUyuHOCTI
NoAaHHsA perynspHrX 3BiTiB 3
6e3nekn
15. | NIEBO®JIOKCAL, | Tabnetku, BKpUTI ToBapucTBO 3 Ykpaina BCi cTagii Ykpaina MepepeecTpauis Ha 3a He nionsiecae UA/9075/01/02
NH-340POB'A 060/10HKO0, No 500 Mr no 06MexeHo BMPOGHMLTBA, HeobMeXeHunin TepMiH. 3MiHu | peyenmom
7 abo no 10 TabneTok y BiANOBiAaNIbHICT KOHTPO/Ib SIKOCTI, TMny - 3MiHKU Woa0
6nictepi, no 1 6nictepy B 10 BMNYCK cepil: 6e3nekn/edpeKTNBHOCTI Ta
KapTOHHI KopooLli "®apmMaueBTUYH ToBapucTBO 3 hapmakoHarnsgy. 3miHu y
a KoMnaHis 06MEXEHO KOPOTKili XapakTepucTuL,i
"3p0pos'a” Bi4NOBiAA/IbHICTIO NiKapcbKoro 3acoby, TekcTi
"®GapmaueBTnyHa MapKyBaHHA Ta IHCTPYKLi An1A
KoMnaHis "3po0pos'a” Me[MYHOro 3acTocyBaHHsA
YkpaiHa, reHepuyHnX/ribpuaHnx/Gionoai
BCi cTagii 6GHMX NiKapcbKUx 3acobiB nicns
BUPOGHMLTBA, BHECEHHS Tiel caMol 3MiHM Ha

KOHTPO/Ib SIKOCTI:
ToBapucTBO 3
obmexeHoro
BiANOBIAA/ILHICTIO
"®APMEKC rpynm"
YkpaiHa

pedhepeHTHW1 NpenapaT (3MiHa
He noTpebye HafaHHA XOLHUX
HOBUX A0AATKOBUX AAHKX) -
3MiHN BHECEHO [0 IHCTPYKUIT Y
po3ain "Moka3aHHs", a TakoX y
po3ainu: "dapmakonoriyHi
BfacTueocTi",
"MpoTunokasaHHA", "B3aemogis
3 iHLWMMK NiKapCbKuMun
3aco6amu Ta iHLWi BUAm
B3aemogii", "OcobnmBocCTi
3acTocyBaHHs", "3acTocyBaHHA
y nepioA BaritTHoOCTi abo
rogysaHHa rpygaro”,
"3paTHICTb BNAMBATU Ha
LWBMAKICTb peakuii npu
KepyBaHHi aBTOTPaHCMNOPTOM
ab0 iHWKYMK MexaHi3mamm®”,
"Cnoci6 3acTocyBaHHs Ta
nosn”, "Oitn" (YTOYHEHHs
iHChopmawi),
"Mepeno3yBaHHA", "T06IYHI
peaxui” 3rigHo 3 iHthopmauieto
LLIOA0 MeANYHOro
3acTocyBaHHsA pethepeHTHOro
nikapcbkoro 3acoby (Tavanic,
Tabnetku no 250, 500 mr ).

MepioAnyHICTb NOAAaHHSA
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

perynsipHo OHOB/IHOBAHOTO
3BiTYy 3 6€3neku BigNoBiAHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPMAKEHOTO Hakasom
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A Ykpainu Bif, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognUyuHOCTI
NoAaHHsA perynspHrX 3BiTiB 3
6e3nekn

16.

METALOH-3H

PO34unH opasibHUiA, 5 Mr/mMn
no 200 mn a6o no 1000
My dhlakoHax pa3om 3
BiANOBIAHOIO KiNbKICTHO
[,03yHUMX MPUCTPOIB; NO
200 mn a6o no 1000 mn 'y
donakoHi; no 1 chnakoHy
pa3oM 3 [03YUnMm
NPUCTPOEM Yy KOPOO6LLi 3
KapTOHY

ToBapucTBO 3
06MexXeHoH0
BiANoBiAa/IbHICT
10 "XapkiBCbke
hapmaueBTUyHe
nigNpPUEMCTBO
"3p0p0oB'A
Hapogy"

Ykpaina

ToBapucTBO 3
06MeXeHoI0
BiANOBiAANLHICTIO
"XapkiBcbke
hapmaueBTuyHe
nigNpPUEMCTBO
"340p0oB'a Hapoay"

Ykpaina

MepepeecTpauis Ha 5 pokiB.
3MiHu | TUnNy - 3MiHK Wwoao0
6e3nekn/ed)ekTBHOCTI Ta

thapmakoHarnsgy. BeegeHHs

a60 3MiHU [0 y3araslbHEHNX
[aHvx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3araJlbHeHuX AaHux npo
cuctemy hapmakoHarnsgy,
3MiHa yNoBHOBaXeHOI 0cobw,
BignoBigabHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3AiICHEHHS
hapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-chaiina
cuctemu chapmakoHaringy).
3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M.

MepioAnyHICTb NOAAaHHSA

3a
peyerimom

He nionsieae

UA/13189/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

perynsipHo OHOB/IHOBAHOTO
3BiTYy 3 6€3neku BigNoBiAHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPMAKEHOTO Hakasom
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A Ykpainu Bif, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognUyuHOCTI
NoAaHHsA perynspHrX 3BiTiB 3
6e3neku.

17.

METALOH-3H

PO34unH opasibHUiA, 1 Mr/mMn
no 200 mn a6o no 1000
My dhlakoHax pa3om 3
BiANOBIAHOIO KiNbKICTHO
[,03yHUMX MPUCTPOIB; NO
200 mn a6o no 1000 mn 'y
donakoHi; no 1 chnakoHy
pa3oM 3 [03YUnMm
NPUCTPOEM Yy KOPOO6LLi 3
KapTOHY

ToBapucTBO 3
06MexXeHoH0
BiANoBiAa/IbHICT
10 "XapkiBCbke
hapmaueBTUyHe
nigNpPUEMCTBO
"3p0p0oB'A
Hapogy"

Ykpaina

ToBapucTBO 3
06MeXeHoI0
BiANOBiAANLHICTIO
"XapkiBcbke
hapmaueBTuyHe
nigNpPUEMCTBO
"340p0oB'a Hapoay"

Ykpaina

MepepeecTpauis Ha 5 pokiB.
3MiHu | TUnNy - 3MiHK Wwoao0
6e3nekn/ed)ekTBHOCTI Ta

thapmakoHarnsgy. BeegeHHs

a60 3MiHU [0 y3araslbHEHNX
[aHvx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3araJlbHeHuX AaHux npo
cuctemy hapmakoHarnsgy,
3MiHa yNoBHOBaXeHOI 0cobw,
BignoBigabHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3AiICHEHHS
hapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-chaiina
cuctemu chapmakoHaringy).
3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M.

MepioAnyHICTb NOAAaHHSA

3a
peyerimom

He nionsieae

UA/13189/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

perynsipHo OHOB/IHOBAHOTO
3BiTYy 3 6€3neku BigNoBiAHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPMAKEHOTO Hakasom
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A Ykpainu Bif, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognUyuHOCTI
NoAaHHsA perynspHrX 3BiTiB 3
6e3neku.

18.

MYKANTUH®

cupon in bulk: no 100 mn'y
6aHUj cknsHin, abo y
dnakoHi ckisHomy, abo
donakoHi noniMepHoMmy; no
48 6aHOK CKNsHUX, abo
hNakoHiB CKNSIHUX, abo
NakoHiB NOAIMEPHUX Y
KOpob6i KapTOHHOMY;

in bulk: no 200 mny
hnakoHi cksiHoMy abo
hnakoHi noniMepHomy; no
30 dpnakoHiB cknssHUX abo
N1aKoHiB NOAIMEPHUX Y
KOpo6i KapTOHHOMY

NAT
"Fanuudapm"

Ykpaina

MAT "Fanuudpapm”

Ykpaina

MepepeecTpauis Ha 5 pokiB.
3MiHu | TUnNy - 3MiHK Wwoao0
6e3nekn/ed)ekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TekcTi

MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnimkeHb 3 6e3nekn
3aCcTOCYBaHHS NiKapCbKoro
3acoby B micspeecTpavyiiiHmii
nepiog, abo sk pesynbTar

OLIiHKM 3BITY 3 AOC/IKEHD,

npoBefeHVX BignoBigHoO 40
nnaHy negjiaTpuyHnX
pocnigxeHb (PIP) (3MiHy

Y3rO[XXEHO 3 KOMNETEHTHUM

YNOBHOB&XXEHUM OpraHom) -

3MiHN BHECEHO A0 IHCTPYKLiT

ANA MeANYHOro 3acToCyBaHHs

niKapcbKoro 3acoby A0 po3ainy

"Oco61M1BOCTI 3aCTOCYyBaHHA",
BiZNOBIAHO [0 OHOB/EHOI

He nionsieae

UA/9508/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

iHhopMaLii 3 6e3neku
O0NOMDKHUX PevOBUH
nikapcbKoro 3acoby

MepioAnyHICTb NOAAHHS
perynsipHo OHOB/TIOBAHOTO
3BiTYy 3 6e3neku BiANoBiAHO A0
Mopsigky 34iicCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa 0XOPOHM
300pOB’A YKpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHn
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HavyeHMu y NepiognYHOCTI
NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.

19.

MYKANTUH®

cupon no 100 mn y 6aHui
CKNSHI abo y dhnakoHi
cknsiHoMy; Mo 1 6aHui abo
h/1aKoHY 3 10XKKOI0
MipHOt0 B nayui; no 100
MY do/1aKoHi
nonimepHomy; no 1
h1aKOHY 3 JTOXKKOH
MipHOO B nauuyj; no 200
M/1Y h1aKoHi CKNsTHOMY
abo nonimepHomy; no 1
h/1aKOHY 3 /I0XKKOIO
MipHOIO B nauui

MAT
"Tanuuchapm”

Ykpaina

MAT "Tanuucpapm”

YkpaiHa

MepepeecTpauis Ha 5 pokiB.
3MiHn | TURY - 3MiHK LWoAo
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTu,i
nNikapcbKoro 3acoby, TEKCTi

MapKyBaHHS Ta IHCTPYKLi Ans
Me[MYHOro 3aCTOCyBaHHsA Ha
nigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3acoby B nicnspeecTpavyiiHmii
nepiog, abo K pesynbTar

OL}iHKM 3BITY 3 AOCNIAKEHD,

npoBefeHnX BignoBiaHO J0
nnaxy negjiaTpuyHnX
pocnipkens (PIP) (3miHy

Y3rO[)KEHO 3 KOMNETEHTHUM

YNOBHOB&XXEHUM OpraHom) -

bes
peyernma

nionsieae

UA/8800/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep

peecmpayjitiHo2o

nocBi0O4Y€eHHs1

3MiHV BHEeCeHO A0 IHCTpyKui

A5 MeNYHOr0 3acTOCyBaHHSA

nikapcbKoro 3acoby A0 po3ainy

"Oco61MBOCTI 3aCTOCYyBaHHA",

BiANOBIAHO [0 OHOBNEHOI
iHchopmawii 3 6e3nekn
[LOMOMiXXHUX PEYOBWH
nikapcbKoro 3acoby

MepioAnyHICTb NOAAHHSA
perynspHo OHOBJ/THOBAHOMO
3BiTYy 3 6e3neku BigNoOBIAHO A0
Mopsiaky 34iicHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
300pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuUii YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOPOHHM
300pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3Ha4YeHMU y NepiognyHOCTI
nofaHHA perynsipHux 3BiTiB 3
6e3neku.

20.

HATPIO
ACKOPBAT

MOPOLLOK KpuCTaniuHuii
abo kpuctaun
(cybeTaHuisn) y naketax
nonieTNeHoBux ans
BUPOGHMLTBA
HECTepPWUIbHUX NiKapCbKMX

thopm

MAT "KuiBcbkuii
BiTaMiHHWI
3aBofg"

YkpaiHa

Hoprict
dapmac toTikan
Ipyn Ko., /114,

Kutaii

MepepeecTpauis Ha
He0bMeXeHW TepMiH

He nionsicae

UA/13450/01/01

21.

OKCANINNATUH-

TEBA

KOHL,EHTpAaT 4151 PO3UnHY
ons iHdysin, 5 mr/mn no 4
M (20 mr) a6o no 10 mn
(50 mr), abo no 20 mn
(100 wr), a6o no 40 mn
(200 wr) y cpnakoHi; no 1
hNakoHy B KOpooLyi

TeBa
dapmaueBTiKa
IHpacTpi3 T4,

13painb

dapmaxewmi b.B.,
Higepnanamn

AT

dapmaueBTUUHWI

3asog TEBA,
YropluHa

Higepnanan/
YropuwuHa

MepepeecTpauis Ha
HeobMeXeHui TepMiH. 3MiHu |
TMny - 3MiHKU Woao
6e3nekn/edpeKkTBHOCTI Ta
hapmakoHarnsigy. 3miHa y
KOPOTKIili XapakTepucTuL,i
NikapcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLii A5
Me/ZIMYHOro 3aCTOCyBaHHS Ha

3a
peyenmom

He nionsieae

UA/8832/01/01
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Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs1
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku

nikapcbKoro 3acoby, abo
pocnipkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKoro
3acoby B mic/speecTpavyiiiHmii
nepiog, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/IKEHD,
npoBefeHnX BignoBiAHO J0
nnaHy negjiaTpuiHnX
pocnigxeHb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKLUT
AN8 MeANYHOro 3acTOCyBaHHs
NiKapcbKoro 3acoby y po3ainu:
"apmakonoriyHi BnactnsocTi”
(iHchopmauisi 3 6esneku),
"Moka3aHHs" (YTOYHEHHS
iHchopmawuii),
"MpoTunnokasaHHs", "B3aemogis
3 IHLWMMK NiKapCbKMun
3acobamu Ta iHLWi BUAm
B3aemogiit", "OcobnmBoCTi
3acTocyBaHHs", "3acTocyBaHHA
y nepioA BaritTHoOCTi abo
rogyBaHHs rpyaar”, "Cnocié
3acToCcyBaHHsA Ta 4o3n"
(iHcdhopmauist 3 6esneku),
"Mo6iyHi peakwii" BigNoBigHO
[0 OHOBNEHOI iHGhopMaLii 3
6e3nekun Ajtoyoi peHOBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo OHOBJ/THOBAHOMO
3BiTy 3 6e3neku BigNOBIAHO A0
Mopsiaky 34iicHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
300pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuUii YKpaiHu

19 rpyaHsa 2016 poky 3a Ne
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Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs1
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOPOHM
340pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3Ha4YeHMU y NepiognYHOCTI
nofaHHA perynsipHunx 3BiTiB 3
6e3neku.
22, PEFYNNOH® TabneTku, BKpUTI BAT "l'eneoH YropwuHa BAT "T'efeoH YropwuHa MepepeecTpauis Ha 3a He nidnsieae UA/7293/01/01
o6onoHkoto, 0,15 mr/0,03 PixTep" PixTep" HeobMeXeHWin TepMiH. 3MiHu | peuenmom

mr, no 21 TabneTuiy
6nicTepi, no 1 a6o no 3
6icTepy B KApPTOHHIl
ynakoBLi

TMny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTu,i
nNikapcbKoro 3acoby, TEKCTi

MapKyBaHHS Ta IHCTPYKLii Ans
Me[MYHOro 3aCTOCyBaHHsA Ha
nigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
JocnimpkeHb 3 6e3neku
3aCTOCYBaHHSA NiKapCbKoro
3acoby B nicnspeecTpavyiiHnii
nepiog, abo K pesynbTar
OL}iHKM 3BITY 3 AOCNIAKEHD,
npoBefeHnX BignoBiaHO J0
naaHy negiatpuyHux
pocnipkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YMNOBHOBaXXEHVM OpraHom) -
3MiHV BHECEHO A0 IHCTPYKLUIT
A5 MeANYHOro 3acToCyBaHHSA
nikapcbkoro 3acoby [0
po3ainis "lNokasaHHs
"(yTouHeHHs iHcbopmaw,i ),
"MpoTunokasaHHa", "B3aemogis
3 iHLWMMK NiKapCbKMun
3aco6amu Ta iHLWi BUAm
B3aemogii", "OcobnmBocCTi
3acTocyBaHHs", "3acTocyBaHHA
y nepioA BaritTHoOCTi abo
roflyBaHHs rpyaaro” (yTouHeHHs
iHhopmawii), "3aaTHicTb
BNAVBaTV Ha LWBUAKICTb
peakuii npn KepyBaHHi
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

aBTOTPaHCNOPTOM a60 iHWKMK
MexaHisMamu'(YyTOYHEHHS
iHchbopmawii), "Cnocio
3aCTOCyBaHHA Ta
[031"(YTOUHEHHS
iHchopmawii),"AiTn"(yTOUHEHHS
iHdbopmawii), "Mo6iuHi peakwii "
BiANOBIAHO 40 OHOBNEHOI
iHhopmauii 3 6e3nekn gitounx
peyoBuH

MepiognyHiCTb NoAaHHSA
perynsipHo OHOB/TIOBAHOTO
3BiTYy 3 6€3neku BigNoBiAHO A0
Mopsaaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPMAKEHOTO Hakasom
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A Ykpainu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognUyuHOCTI
NoAaHHsA perynspHrX 3BiTiB 3
6e3neku.

23.

POMALLKW
KBITKA

KBiTKM Mo 40 r a6o no 50 r
Y naykax 3 BHYTPILLHIM
naketom; no 1,5ry
inbTp-nakeTi, no 20
QiNbTP-NakeTiB y navui 3
KapTOHY

MNAT
"Nly6Hncpapm”

Ykpaina

MAT "Ny6Hucbapm”

Ykpaina

MepepeecTpauis Ha
HeoOMeXeHW TepMiH

MepiognyHICTb NOAAHHS
perynsapHo OHOBJ/TIOBAHOroO
3BiTYy 3 6e3neku BiANoBiAHO A0
Mopsigky 34iicCHEHHS
hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpPOHHM
3[10pOB’A YKpaiHuu Big 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi FOCTULT YKpaiHu

6e3
peyenma

nionsiecae

UA/8288/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

19 rpynHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HavyeHMu y NepiognyHOCTI
NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.

24,

CAHTEKBIH®

Cyno3uTopii BariHa/bHi No
0,15, in bulk: Ne 600 (no
3 cynosuTopis y 6nictepi;
no 200 6niicTepiB Yy ALLMKY)

MpusatHe
akujioHepHe
TOBapUCTBO

"Jlekxim -

Xapkis"

Ykpaina

MpuBatHe
akujioHepHe
TOBapUCTBO "J1eKXim
- XapkiB"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.
MepioAnyHICTb NogaHHSA
perynspHo OHOB/HOBAHOMO
3BiTY 3 6€3neku BigNoBiAHO A0
Mopsaky 34iCHeHHA
thapmakoHarnagy,
3aTBEPMAKEHOT0 Hakasom
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiuu Big 27
rpygHa 2006 poky Ne 898,
3apeecTpoBaHwii B
MiHicTepcTBi tocTuLii YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB’A YkpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3Ha4YeHMMN y NepiognUyUHOCTI
noJaHHA perynspHux 3siTiB 3
6e3neku.

He nionsicae

UA/13749/01/01

25.

CAHTEKBIH®

Cyno3nTopii BariHa/bHi No
0,15, no 3 cyno3uTtopis y
6nictepi; no 1 6nictepy B

nauuj

MNpuBatHe
akuioHepHe
TOBapPUCTBO

"Jlekxim -

Xapkis"

YkpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO "J1eKXim
- XapkiB"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHnin TepMiH. 3MiHu |
TMny - 3MiHN LWOAO
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili xapakTepucTu,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLi 4115
MeJUYHOr0 3aCTOCYBaHHS
reHepuyHNX/ribpnaHux/6ionogi
BGHMX NiKapcbKUxX 3acobiB nicns
BHECEHHS Ti€l camoi 3MiHM Ha
pedoepeHTHUIA npenapar (3mMiHa
He noTpebye HafaHHA XOAHNX

3a
peyenmom

He nionsiecae

UA/0417/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

HOBUX AOAATKOBUX AaHMX) -
3MiHN BHECEHO A0 IHCTPYKLiT
AN8 MeANYHOro 3acTOCyBaHHS
niKapcbKkoro 3acoby o
po3zinis "®apmakonoriyHi
BnacTmBocTi", "OcobmBOCTi
3acTocyBaHHs", "3acTocyBaHHA
y nepiog BaritTHoOCTi abo
rogyBaHHs rpyaar”, 3gaTHicTb
BN/IMBATW Ha LIBUAKICTb
peakLjii npy KepyBaHHI
aBTOTpaHCMopToM abo iHWMMK
MexaHismamu"
"Mepeno3yBaHHA", "T06IYHI
peakujii" BiANoBigHO A0
iHhopMmaLii pedhepeHTHOro
nikapcbkoro 3acoby MHo-
nesapun®, necapii

MepioAnyHICTb NOAAHHS
perynsipHo OHOB/TIOBAHOTO
3BiTYy 3 6e3neku BiANoBiAHO A0
Mopsigky 34iiCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa 0XOPOHM
300pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpynHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKamu,
3a3HavyeHMu y NepiognYHOCTI
NOAAaHHA PerynspHuX 3BiTiB 3
6e3neku.

26.

TYBEPKY/IH
nna RT 23 SSI

PO3YMH N5t iH'EKLN 2
TO/0,1 mano 1,5 mnin
bulk: y dpnakoHax Ne1300-
1400 B nnacTnkosBomy
MiLLKy

CrareHc Cepym
IHCTUTYT

[aHis

Eli kel BakumHec
Eli/Ec

[aHis

MepepeecTpavia Ha 5 pokiB.
3MiHn | TUNY - 3miHa
TOprosesibHOT Ha3Bn
niKapcbKoro 3acooby -

3arBepmkeHo: TybepkyniH

Nng RT 23 SSI "in

He nionsicae

UA/16761/01/01
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Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs1
bulk"/Tuberculin PPD RT 23

SSI "in bulk". 3miHun | TMNYy -
3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acooby.
3miHa napameTpiB
cneundpikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO
nikapcbKoro 3acoby (iHwi
3MiHu) - JlofaBaHHsA
cneumdikawii Ha TepMiH
NPVAATHOCTI A9 NOKa3HMKa
"AKTUBHICTb". 3MiHY | TVNYy -
3MiHn 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NikapcbKoro 3acooby.
3miHa napameTpis
cneupndikauii Ta/abo
[0MNyCTUMUX MEX rOTOBOr0
nikapcbKoro 3acoby (iHwi
3MiHW) - MpuBeaeHHS Ha3B
MOKa3HWKIB SIKOCTi Ta NocunaHb
y MKSA y BignosigHicTb fo
marepianis peecTpauiiHoro
[OCbE.

CynyTHS 3MiHa - 3MiHK 3
AKOCTi. [O0TOBWIA Nikapcbknii
3aci6. KoHTposb rotoBoro
niKapcbKoro 3acoby. 3miHa y
mMeToAax BUNpPoGyBaHHSA
roTOBOrO NiKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax
BMNpOGYBaHb (BK/IKOYaK4M
3aMiHy ab0 JOMOBHEHHSA)) -
MpusepeHHsa y MKA metogmnk
BUMNPOOYBaHHA 3a NOKasHUKaMm
«AKTUBHICTb» Ta
«lgeHTudikayis» y
BiANOBIAHICTb A0 MaTepianis
peecTpaLiiiHoro Aocke. 3MiHu |
TUny - 3MiHu 3 AKkocTi. FoToBWMiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWi
3aci6 (iHwWi 3miHW) - logaBaHHSA

iHdbopmauii WoA0 HasiBHOCTI




34

n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

noinponisIeHOBOI KPULLIKA
"thnin-odh" y posgin MKA
«[lMakyBaHHS». 3MiHu | TNy -
AOMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
MiCLii MPOBaKEHHS AiSNIbHOCTI
BUpOGHMKa/iMnopTepa
roTOBOrO NikapCbKOro 3acoby,
BK/1IOUAIOUY AiNTbHNL BUMYCKY
cepii abo micLie npoBeAeHHs
KOHTPOJIIO AKOCTI. (4iANbHICTb,
3a AKy Bignosigae
BUPOGHMK/IMNopTep,
BK/IO4A0UM BUMYCK Cepili) -
3MiHa HaliMeHyBaHHS Ta
afpecy Micua NPoBaKeHHN
[iSNbHOCTI BUPOOHUKa chopmm
in bulk. TexHi4Ha nommka
MIBM (3rigHo Haka3y MO3 Big
23.07.2015 Ne 460),
npuBeAEeHHS Ha3BM Aitoyol
peyoBUHM Y BIAMNOBIAHICTb A0
marepianis peecTtpauiiHoro
[OCbE.

27.

TYBEPKY/IH
nna RT 23 SSI

PO3YMH NSt iH'EKLN 2
TO/0,1mnno l5mny
donakoHax Nel0 a6o
PO3YMH N5t iH'EKLN 2
TO/0,1mnnol5mny
chnakoHi Nel y KoMnnekTi 3
15 wnpvuamu

TOB «JIIOM’EP
DPAPMA»

Ykpaina

TOB «JIIOM’EP
DPAPMA»
(BMpPOGHMLTBO 3
nakyBaHHs in bulk
hipMun-BMPOGHMKa
Ei Qxein BakumHec
Eii/Ec, OaHis)

YkpaiHa

MepepeecTpauis Ha 5 pokiB.
3MiHn | TURY - 3miHa
TOprosesibHOT Ha3Bn

nikapcbKoro 3acoby - [iouva

pepakuis: Tybepkynid MNNA4 RT
23 SSI [Tuberculin PPD RT 23
SSI. 3MiHu | TUNY - 3MiHK WoA0
6e3nekn/epeKkTBHOCTI Ta
thapmakoHarnagy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHnX faHnx npo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0cobu 3 hapmakoHarnagy
3asBHUKA A9 3AiACHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLIO BOHA BifgMiHHA Bif

3a
peyenmom

He nionsicae

UA/16762/01/01
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Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs1
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA

thapmakoHarnagy (Bkiouyakum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-tharina
cuctemn chapmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOi 0cobu
BiANOBIAa/IbHOI 3a
thapmakoHarnag ta 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
thapmakoHarnsag. 3miHu | Tuny -
3MiHn 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NikapcbKoro 3acooby.
3miHa napameTpis
cneupndikauii Ta/abo
[0MNyCTUMUX MEX rOTOBOr0
nikapcbKoro 3acoby (iHwi
3MiHW) - MpuBeaeHHS Ha3B
MOKa3HWKIB SIKOCTi Ta NocunaHb
y MKSA y BignosigHicTb fo
marepianis peecTpauiiHoro
pocbe. CynyTHA 3MiHa - 3MiHK
3 AKOCTi. FoTOBWIA NiKapPCbKNii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa y
mMeTodax BUNPo6yBaHHSA
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHW y meTogax
BMNPOGYBaHb (BK/IOYa4M
3aMiHy abo JOMOBHEHHS)) -
MpusegeHHa y MKA meToamk
BUNPOBYBaHHA 3a NoKasHWUKaMm
«AKTUBHICTb» Ta
«lpeHTudikayis» y
BiANOBIAHICTb A0 MaTepianis
peecTpauiiiHoro Aockbe. 3MiHu |
TUny - 3MiHM 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acoby.
3MiHa napameTpis
cneuyndikauivi Ta/abo

AonyCcTuMnX MexXx rotosoro
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Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs1

nikapcbKoro 3acoby (iHLi
3MiHM) - [logaBaHHA
cneuudikawii Ha TepMiH
NPUAATHOCTI A4/19 NOKa3HMKa
"AKTMBHICTb". 3MiHM | TUNy -
3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6 (iHwWi 3miHW) - JlogaBaHHSA
iHbopmaLii WoA0 HassBHOCTI
NoNiNPONINEHOBOI KPULLIKK
"thnin-ocp" y posgin MKA
«[MakyBaHHs» Ta y IHCTPYKLit0
AN MeAUYHOIo 3aCTOCYBaHHS
nikapcbKoro 3aco6y. 3MiHu |
TMNYy - AOMIHICTPaTUBHI 3MiHU.
3MiHa HalimeHyBaHHs Ta/abo
afipecy Micus NPoBaKeHHs
LisANbHOCTI
BMpOGHMKa/iMnopTepa
rOTOBOrO /liKapCcbKoro 3acoby,
BKJ/THOYAKOUN AiNbHULL BUMYCKY
cepii abo micue npoBefeHHs
KOHTPOJIO AKOCTI. (ZiANbHICTb,
3a SKy Bignosigae
BMPOGHMK/iMNopTep, He
BK/IOUA0UM BUMYCK Cepild) -
3MiHa HalimeHyBaHHA Ta
agpecu Micus NpoBadKEHHS
[iSNbHOCTI BUpObOHUKa chopMm
in bulk. TexHiuHa nomunka
MIBI (3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460).
MpuBeaeHHs Ha3BK Aitoyoi
PEeyYoBUHM Yy BiANOBIAHICTb A0
marepianis peecTpauiiHoro
focbe. TexHiuHa nomunka
MIBI (3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460).
BunpaBneHHs1 TEXHIYHOT
NOMWSIKW B IHCTPYKLi ANs
MeAMYHOro 3aCTOCYBaHHS y
po3Aini ynakoska, y 3B'A3ky 3
NpUBELEHHAM Y BifNOBIAHICTb
[0 MaTepianis peecTpauiiHoro
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Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs1
[OCbE.
28. PEHA3ENAM® Tabnetkn no 0,001 r no 10 ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina MepepeecTpauis Ha 3a He nionsiecae UA/8564/01/02
IC TabneTtok y 6nictepi; no 2 [,04aTKOBOKO [04aTKOBOKO HeobMeXeHunin TepMiH. 3MiHu | peyenmom
abo no 5 6nicTepiB y nayui | BigNOBifaNbHICT BiANOBiAANIbHICTIO TMny - 3MiHK Woa0
3 KapTOHY 10 "IHTEPXIM" "IHTEPXIM" 6e3nekn/epeKkTBHOCTI Ta
(BUPOGHMK, hapmakoHarnsgy. 3miHa y
BiANOBigaIbHUIA 32 KOPOTKili XapakTepucTuL,i
BMNYCK Cepil; NiKapcbKoro 3acoby, TeKcTi
BMNPO6YBaHHSA MapKyBaHHS Ta iHCTpyKLUii gns

KOHTPO/HO AKOCTI
(hi3nyHi/XiMiyHi,
Mikpob6ionoriyHa
yncToTa),
36epiraHHs rotoBoi
npoayKuii;
BUPOGHMLTBO,
36epiraHHs (roToBOT
NpoAYyKLUii, CUPOBUHMU
Ta martepianis);
BMNPOGYBaHHSA
KOHTpO/I0
AKOCTI (hi3nyHi/Ximiy
Hi)

Me[IMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnipkeHs 3 6e3nekn
3aCTOCYBaHHA NiKapCbKoro
3acoby B nicnspeecTpaviiiHmii
nepiog, abo sik pesynsTar
OL}iHKM 3BITY 3 AOC/IAKEHD,
npoBeAeHX BignNoBigHO A0
nnaHy negiatpuyHux
pocnipxeHs (PIP) (iHWi 3MiHN) -
3MiHV BHECEHO A0 IHCTPYKLUIT
A5 MeANYHOro 3acToCyBaHHSA
nikapcbkoro 3acoby [0
po3zinis "®apmakonoriyHi
BnacTmBocCTi",
"MpoTunokasaHHa", "B3aemogis
3 iHLWMMK NiKapCbKMun
3aco6amu Ta iHLWi BUAm
B3aemogii", "OcobnmBocCTi
3acTocyBaHHs", "3acTocyBaHHA
B nepiog, BariTHocTi abo
roflyBaHHs rpyaaro” (yTouHeHHs
iHdhopmauii), "Cnoci6
3acTocyBaHHsA Ta fo3n"
(yTouHeHHs iHdopMmaLii),
"OiTn"(yTOouHEeHHs iHchopmaui),
"Mepeno3yBaHHA", "T06IYHI
peakuii” Woao BHECEHHS
OHOBJ/IEHUX AaHuX 3 6e3nekn
3aCcTOCYBaHHS NiKapCbKoro
3acoby BignoBigHO A0
marepianis peecTpadiiHoro
[0Cbe
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

MepioAnyHICTb NOAAHHSA
perynspHo OHOBJ/THOBAHOMO
3BiTYy 3 6e3neku BigNOBIAHO A0
Mopsiaky 34iicHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
300pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuUii YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOPOHHM
340pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3Ha4YeHMU y NepiognyHOCTI
nofaHHA perynsipHunx 3BiTiB 3
6e3neku.

29.

PEHA3ENAM®
IC

Tabnetku no 0,0005 r no
10 TabneTok y 6nicTepi;

no 5 6nictepis y nauuy,i 3
KapToHY

ToBapucTBO 3
[04,aTKOBO
BiANOBIgabHICT
0 "IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[04aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"
(BUPOBHKK,
BiANOBIAaIbHMI 3a
BUNYCK Cepil;
BUNPOGYBaHHSA
KOHTPOJIH0 SIKOCTI
(chiznyHi/xiMiuHi,
MikpoGionoriuHa
yncToTa),
36epiraHHs roToBol
npoayKuii;
BMPOGHMLTBO,
36epiraHHA (roToBoT
NpoAYyKLii, CUPOBUHMU
Ta mMaTepianis);
BMNPO6YBaHHSA
KOHTPO/O
AKOCTi (hi3nyHi/Ximiy
Hi)

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWin TepMiH. 3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTu,i
nNikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLii AN
Me[MYHOro 3acTOoCyBaHHsA Ha
nigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnigpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3acoby B nicnspeecTpavyiiHnii
nepiog, abo K pesynbTar
OL}iHKM 3BITY 3 AOCNIAKEHD,
npoBefeHnX BigNoBiaHO J0
nnaxy negjiaTpuyHnX
pocnipxeHb (PIP) (iHWi 3MiHK) -
3MiHN BHECEHO A0 IHCTPYKLUT
ANA MeANYHOro 3acToCyBaHHs
niKkapcbkoro 3acoby o
po3ginis "®apmakonoriyHi
B/1AaCTMBOCTI",

3a
peyenmom

He nionsicae

UA/8564/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o

30.

"MpoTunokasaHHA", "B3aemogis
3 HWYMK NiKapCbKMMn
3acob6amu Ta iHwWi Buan

B3aemogiit”, "OcobmBocTi
3acTocyBaHHA", "3acToCyBaHHsA
B nepiog, BariTHoCTi abo
roflyBaHHs rpyaaro” (yTouHeHHs
iHchopmawii), "Cnoci6
3aCcTocyBaHHA Ta f03n"
(yTouHeHHs iHdopMaLii),
"[iTn"(yTo4HeHHs iHdopmaLii),
"Mepepo3yBaHHs", "Mo6iuHI
peakuii” Woa0 BHECEHHS
OHOBJ/IEHMX AaHWX 3 6e3nekn
3aCTOCyBaHHSA NiKapCbKOro
3aco6by BiANOBIAHO A0
marepianis peecTpauiiHoro
[0Cbe

MepioAnyHICTb NOAAHHS
perynsipHo OHOB/TIOBAHOTO
3BiTYy 3 6e3neku BiANoBiAHO A0
Mopsigky 34iiCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa 0XOPOHM
300pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpynHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKamu,
3a3HavyeHMu y NepiognYHOCTI
NOAAaHHA PerynspHuX 3BiTiB 3
6e3neku.

nocBi0O4Y€eHHs1

DEHA3ENAM®

IC

Tabnetku no 0,0025 r no
10 TabneTok y 6nictepi;
no 2 6nictepu B navu,i 3
KapTOoHY

ToBapucTBo 3
[04aTKOBOKO
BignoBsiganbHicT
10 "IHTEPXIM"

Ykpaina

ToBapucTBO 3
[04aTKOBOO
BiANOBIAANLHICTIO
"IHTEPXIM"
(BMPOGHMK,
BignoBiganbHWI 3a

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU Woao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIll XapaKTepucTuLl

3a
peuyenmom

He nionsicae

UA/8564/01/03
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Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs1
BMNYCK Cepil; nNiKapcbKoro 3acoby, TekcTi
BMNPOBYBaHHSA MapKyBaHHS Ta IHCTpyKLU|i Ans

KOHTPOJIHO AKOCTI
(chiznyHi/XiMiuHi,
Mikpob6ionoriyHa
yucroTa),
36epiraHHs rotoBol
NPOAYKLi;
BMPOGHMLTBO,
36epiraHHA (rotoBoil
NpPOAyKLUii, CUPOBUHM
Ta mMaTepianis);
BUNPOGYBaHHSA
KOHTPO/0
AKocTi (Pi3uyHI/XIMiY
Hi)

MeAMYHOro 3acTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKoro
3acoby B mic/speecTpayiiiHmii
nepiog, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/IKEHD,
npoBefeHnX BigNoBiAHO J0
nnaHy negjiaTpuiHnX
pocnigxenb (PIP) (iHwi 3MiHW) -
3MiHU BHECEHO A0 IHCTPYKLUT
AN MeANYHOro 3acToCyBaHHs
nNiKapcbKoro 3acoby o
po3ginis "dapMakonoriyHi
B/1acTMBOCTI",
"MpoTunokasaxHs", "B3aemogis
3 iHWKMK NiKapcbKnMn
3acobamu Ta iHLWi Buan
B3aemogiin", "OcobnmBocCTi
3acTocyBaHHA", "3acToCcyBaHHSA
B nepiog, BariTHOCTi a6o
rogyBaHHA rpyaaro” (yTouHeHHs
iHchbopmawii), "Cnocio
3acToCcyBaHHsA Ta 4o3n"
(yTouHeHHs iHchopmauii),
"[iTn"(yTo4HeHHs iHdopmaLii),
"MepeposyBaHHA", "T06IYHI
peakuii” Woa0 BHECEHHS
OHOBJIEHUX fJaHNX 3 6e3nekn
3aCTOCyBaHHS NiKapCbKoro
3acoby BifnoBigHO f0
marepianis peecTpauiiHoro
[0Cbe

MepiognyHiCTb NoAaHHA
perynsipHo OHOBJ/THOBAHOIO
3BiTYy 3 6€3neku BigNoBiAHO A0
Mopsaaky 34iACHEeHHS
hapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa OXOpPOHM
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsio4eHHs

3[10pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A Ykpainu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepioguUyUHOCTI
NoAaHHsA perynspHrX 3BiTiB 3
6e3neku.

31.

DOCPOPAN

rpaHy/im A4ns opasibHOro
po34unHy, 3 r/naket; no 8 r
y nakerti; no 1 nakety y
KapTOHHI nayui

MPOPAPMA
IHTEpHeLLHN
TpelguHr
Nimiten

ManbTa

Nabiana
dapmacbloTiKauic,
C.JY.

IcnaHis

MepepeecTpauis Ha
HeobMeXeHui TEPMIH.

MepioAnyHICTb NOAAHHS
perynsapHo OHOBJ/TIOBAHOroO
3BiTYy 3 6e3neku BiANoBiAHO A0
Mopsigky 34iicCHEHHS
hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHHM
3[10pOB’A YKpaiHuu Big 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLIi YKpaiHu
19 rpynHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavYeHMK y NepiognYHOCTI
NoAaHHA perynspHyX 3BiTiB 3
6e3neku.

3a
peyenmom

He nionsieae

UA/13238/01/01

32.

LUNTPAMOH-M

Tabnetku no 6 TabneTok y
6nictepi; no 10 TabneTok

y 6nicTepi; no 6 TabneTok
y 6nictepi, no 1 6nictepy

B Mauyj; no 10 TabneTok y
6nicTepi; no 1 6nictepy B

navui

NAT
"Ximchapm3saBog
"YepBoHa 3ipka”

YkpaiHa

NAT
"XimchapmsaBog
"UepBoHa 3ipka"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHui TepMiH. 3MiHu |
TMny - 3MiHKU Woao
6e3nekn/edpeKkTBHOCTI Ta
hapmakoHarnsigy. 3miHa y
KOPOTKIili XapakTepucTuL,i
NikapcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLii A5
Me/ZIMYHOro 3aCTOCyBaHHS Ha

6e3
peyenma

nionsieae

UA/8592/01/01
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Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs1

nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKoro
3acoby B mic/speecTpavyiiiHmii
nepiog, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/IKEHD,
npoBefeHnX BignoBiAHO J0
nnaHy negjiaTpuiHnX
pocnigxeHb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKLUT
AN8 MeANYHOro 3acTOCyBaHHs
niKkapcbKoro 3acoby o
posgainis"lpoTunokasaHHsa"
"Oco6MBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHs Ta
[031" (YTOUHEHHS),
"MepepnosyBaHHs", "MobGiuHI
peaxuii"BignosigHo [0
OHOB/IEHOT iHdhopMaLiii 3
6e3neku Ajilounx peyoBUH.

MepiognyHICTb NOAAHHS
perynsipHo OHOB/TIOBAHOTO
3BiTYy 3 6e3neku BiANoBiAHO A0
Mopsigky 34iiCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa 0XOPOHHM
300pOB’A YKpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHuu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKamu,
3a3HavyeHMu y NepiognyHOCTI
NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.
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HauyanbHuk YnpasniHHA ¢hapmMaueBTUYHOI Aisi/IbHOCTI Ta .
AKOCTI hapMaLLeBTUYHOT NPOAYKLi T.M. JlIackoBcbkum



MEPENIK

Aopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3[00pOB’A YKpaiHu
15.06.2018 Ne 1141

NIKAPCbKNX 3ACOBIB (MEANYHMX IMYHOBIOTOMNYHUX MPEMNAPATIB), LLLOAO AKUX BY/TIN BHECEHI 3MIHU 1O PEECTPALJINHNX MATEPIANIB, AKI
BHOCATbLCA A0 AEPXXABHOI'O PEECTPY NIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
1. ArponiPoOH rpaHynn romeonaTuyHi BANA HimeuuunHa BAJA HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/15543/01/01
rnoeyni no 20 r y dpriakoHi; no Xalinbmitrens Xanbmitrens 3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWIA NikapCbKWii
BENATI 1 chnakoHy B KopobLi 3 m6X X 3aci6. Onuc Ta cknag. 3miHa y cknagi
KapToHy (4ONOMIKHUX pEeYOBMHAX) FOTOBOrO NiKapCbKOro
3aco6y (iHLWi 3MiHN) - BHECEHHS 3MiH A0 p.
«Cknaf;: AONOMKHI PeYOBUHU»: BHOCUTLCSA
JNakTo3a MoHoOriapar, sika BUKOPUCTOBYETHLCS NpK
BMPOGHULTBI «r106yn» 3rigHo GHP Ta
BU/Ty4YaeTbCA Boga ounileHa, ska BUNapoBYETbCS
B npoueci BUpo6HMLTBa. 3MiHK | TUny - 3MiHKn 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3MiHa napameTpis
cneumdikauiii Ta/abo foNyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (4ONOBHEHHS crneumdikaw,ii
HOBWM MOKa3HUKOM 3 BifMOBIAHUM METOA0M
BMNpobyBaHHA) — 3aMiHa n. «Maca» Ha n.
«OAHOPIZHICTb Macu» B cneuudikalii Ha MOMeHT
BUNYCKY. 3MiHW | TUNY - 3MiHW WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW) - BHECEHHS 3MiH Yy TEKCT MapKyBaHHS
NEePBUHHOI Ta BTOPUHHOT YNakoBOK
2. AKTOBETIH TabneTkn, BKpUTI TOB "Takepa Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/16098/01/01
060/10HKOI0, N0 200 Mr YkpaiHa" OAPM", YkpaiHa 3MiHu Il TMny - nogaHHA oHoBneHoro CepTudikaty
no 50 TabneTtok y (BTOpPUHHE R1-CEP 2004-235-Rev 02 Big, Bxe
chnakoHi; no 1 nakyBaHHs i3 in 3aTBEPLKEHOr0 BUPOOHNKA, LLIO BUKOPUCTOBYE
h/1aKoHY B KapTOHHIi bulk chipmm- marepianuv fioACbKoro abo TBapUHHOIO
Kopobui BUPOGHMKa noxomkeHHs1 Ha A®| Deproteinised
Takepa Mm6X, Hemoderivative of calf blood
Micue
BMPOOHULITBA
OpaHieHbypr,
HimeyunHa)
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
3. AKTOBETH TabneTtkn, BKpUTI TOB "Takepa Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/16098/01/01
060/10HKO0, M0 200 Mr YkpaiHa" PAPM", YkpaiHa 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
no 50 TabneTok y (BTOPUHHE Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
donakoHi; no 1 nakyBaHHs i3 in y3ara/ibHeHUX AaHux npo cuctemy
h/1aKOHY B KapTOHHIi bulk chipmm- thapmakoHarnagy (BBefeHHs y3arasibHeHnX
Kopoo6Ui BMPOGHMKA [JaHnX npo cuctemy dpapmakoHarnsgy, amiHa
Takepa M'm6X, YMNOBHOBaXEHOT 0C06M, BignoBigansHoi 3a
micue 3[iiCHEHHS (papMakoHarnsay; KOHTakTHOI 0cobu
BMPO6HULITBA 3 thapmakoHarnsgy 3asaBHVKa 415 34iACHEHHS
OpaHieHbypr, thapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
HimeuunHa) Bifl yNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3AjiCHeHHs hapMakoHariaay (Bkiyaroum
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTtep-alina cuctemv papmakoHarnisay) -
3MiHa ynoBHOBaXkeHOT 0cobw, BignoBigansHoi 3a
3piicHeHHs1 hapMakoHarnsay: [iroya pegakuisi —
KniwwnH AHTOH Mukonaiiosudy. MponoHoBaHa
pepakuis — CamoHeHko MapuHa BonogumumpisHa.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0cobM,
BiANOBIAA/IbHOI 3@ 34iicCHEHHA ddapmakoHarnsgy
4, AKTOBETH PO34UH A5 iH'EKLIN, TOB "Takepa Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a peyernmom UA/11232/01/01
40 mr/mn no 2 mn (80 YkpaiHa" PAPM", YkpaiHa 3MiHu |l TNy - nogaHHs oHoBNeHoro CepTudikaty
Mmr) B amnyni, no 25 (nakyBaHHS 3 Bif, BXXE 3aTBEPKEHOro BUPOOHYKA, L0
amnyn y KapTOHHIl dhopmu in bulk BMKOPVCTOBYE MaTtepianu /IACbKoro abo
Kopobui; no 5 mn (200 hipMu-BMPOBHUKA TBAPUHHOTO NOXOKEHHA Ha ADI:
Mr) B amnyni, no 5 Takepa ABCTpis 3anponoHosaHo: R1-CEP 2004-235-Rev 02
amnyn y KapTOHHIl 'm6X, ABCTpIs1)
Kopobui; no 10 mn
(400 wr) B amnysii, no
5 amnyn y kapTOHHIl
Kopobui
5. ANEKCAH® PO34MH NS iH'EKLIN Ta EBEBE ABCTpisi NOBHWIA UMK ABcTpisi/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/1150/01/01
iHcpysiiA, 20 mr/mn no 5 Papma BMPOGHMLTBA: HimeuunHa 3MiHM | TUNY - 3MiHa y MeToaax BUNpPobyBaHHS
mn (100 mr) y Fec.m.6.X. EBEBE ®apma A®| abo BMXigHOro martepiany/npomMiKHOro
donakoHi; no 1 Hdpr. KI [ec.m.6.X. Hdpr. NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
h/1aKOHY B KapTOHHii K", ABCTpis; npoueci Bupo6HuuTea A®| — BBE,EHHS HOBOIO
Kopoo6Li TeCcTyBaHHS: mMeToAy BUNpobyBaHHA 4718 BUSHAYEHHS
Nlabop N+C AT, 3a/INLLKOBMX KifIbKOCTEN OpraHiyHnMX pO34MHHMKIB
HimeuuunHa,; ons A®l, 6e3 3MiHU KpUTepIiB NPUIAHATHOCTI

TecTyBaHHsA: MIJ1
Mikpobionoriwec
Mptochnabop
M6X, ABCTpis

BU3HauYeHuX y cneuudikadii. B gaHnin yac
BM3HAYEHHS 3a/IMLLKOBMX Ki/IbKOCTE OpraHivyHmx
po3umnHHYKKIB B AD| LinTapabiH npoBoanTbLCA
BiNOBIAHO A0 chapmakoneiiHoro metogy. Liei
MeTog (BUNpobyBaHHA Ha rpaHMYHWI BMICT) He
nepegbayae Banigadito, Tomy 6ys10 po3pobseHo
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
HoBuit meTog (VBM-11050629-02_1) ans
BM3HAYEHHS 3a/IMLLKOBUWX KiIbKOCTE OpraHivyHmx
pO3unHHKKIB B AD| LinTapabiH, Skuii npoiLLos
Banigauito. HenepesipeHuii (6e3 Banigadii) metop,
nignarae 3amiHi HOBUM NepesBipeHM
(BanigoBaHM) METOAOM
6. ANNEKCAH® PO34UH AN1s iH'EKL Ta EBEBE ABCTpist NOBHUIA LKA ABcTpisi/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/1150/01/02
iHcpy3ii, 50 mr/mn no Papma BMPOGHMLTBA: HimeuunHa 3MiHM | TUNY - 3MiHa y MeToAax BUNPO6yBaHHS
10 mn (500 mr), abo lec.m.6.X. EBEBE ®apma A®| abo BMXigHOrO MaTtepiany/npomMixXHOro
no 20 mn (1000 wmr), Hdpr. KI lec.m.6.X. Hdpr. NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
a6o no 40 mn (2000 KI, ABCTpisi; npoueci BupobHuutea A®| — BBeAEHHA HOBOrO
Mr) y cpnakoHi; no 1 TeCTyBaHHS: MeToAy BUNPOOYBaHHS A4/15 BU3HAYEHHS
(h/1aKOHY B KapTOHHiiA Na6op N+C Arl, 3a/IMLLKOBUX KiNIbKOCTEN OpraHiyHMX PO3UYMHHUKIB
Kopoobui HimeuumnHa,; ans A®l, 6e3 3MiHN KpUTepIiB NPUAHATHOCTI
TecTyBaHHA: MI/1 BM3HA4YeHNX y cneuudpikauii. B gaHuii yac
Mikpo6ionoriwec BM3HAYEHHS 3a/IULLIKOBUMX KiIbKOCTE OpraHivyHmx
Mptodhnabop po3unHHuKiB B AD| LinTapabiH npoBoanTbCA
M6X, ABCTpis BiANOBIAHO A0 chapmakoneliHoro metoay. Llei
MeToz (BUNPOGYBaHHSI Ha rPaHUYHMWIA BMICT) He
nepegbayae Banigauito, Tomy 6ys10 po3pobeHo
HoBuit meTog (VBM-11050629-02_1) ans
BU3HAYEHHS 3a/INLLIKOBUX Ki/TbKOCTEW OpraHivyHmx
po3unHHYKKIB B AD| LinTapabiH, skuii npoiiLlos
Banigauito. HenepesipeHuii (6e3 Banigadii) metop,
nignsrae 3amiHi HOBUM nepeBipeHnuM
(BanigoBaHnMm) MeTo0M
7. ANEPrognn | cnpeii Ha3anbHWiA, MEJOA ®apma HimeuunHa BMPOGHMUK, HimeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/4072/02/01
® [030BaHwin, 1 mrimn vM6X eHp Ko. BiANOBIfaNbHWIA 32 3MiHM | TUny - 3MiHK WoAo 6e3neku/edpeKTUBHOCTI
no 10 mn y donakoHi 3 KIr BMPOGHULTBO Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
HarBMH4YeHUM Hepo3dacoBaHoI y3arasibHeHUX JaHyxX Npo cucTemy
posnuaosayem, no 1 NpoAyKLi, hapmakoHarnagy (BBefeHHs y3arasibHeHnX
oNakoHy B KAPTOHHIl nepBuHHE Ta AaHnX Npo cuctemy thapmakoHarnsgy, 3amiHa
ynakoBLii BTOPUHHE YNOBHOBaXEHOI 0c06W, BiANOBiAaLHOI 3a
nakyBaHHs, 3AjiliCHeHHs hapMakoHarnsay; KOHTakTHOI 0cobu
KOHTPO/b SKOCTI: 3 thapmakoHarisgy 3asiBHUKa 4151 34iACHEHHS
MEJA thapmakoHarnagy B YKpaiHi, AKLLO0 BOHA BigMiHHA
MeHblothekyepuHr BiJ, yNOBHOBaXEHOI 0C06M, BignoBigansLHoi 3a
m6X, HimeuunHa; 3[ilicHeHHs1 chapmakoHarnsay (Bkarvaroum
BMPOGHMUK, KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLLEeHHi
BiANOBIfaNbHWIA 32 mMacTep-chaiina cuctemmn chapmakoHarnsgy) -
BMNYyCK cepil: [itoya pegakuis: ynoBHoBaXeHa ocoba
MEZOA ®dapma BiANOBiAanbHa 3a 34ilicHeHHs hapmakoHarnsgy —
'M6X eHg Ko. KT, Dr. Thomas Stuhr, koHTakTHa ocoba
HimeuunHa BignoBigasibHa 3a papMakoHarnisg Ha Teputopii

YKpainu - MeTpywaHko Makcum Mukonanosumy.




47

Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
MponoHoBaHa peaakLis: ynoBHOBaXeHa ocoba
BiANOBiAaNbHa 3a 34iiCHeHH: hapmakoHarnsgy —
Balwant Heer, koHTakTHa ocoba BignoBiaa/ibHa 3a
3[jiCHEeHHs1 hapmakoHarnaay B YkpaiHi —
Basnnescbka KOnis BanepiisHa. 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXeHOT 0cobum. 3miHa
KOHTaKTHUX aHWUX KOHTaKTHOT 0CO6U. 3MiHa Micus
3[jiACHEHHS1 OCHOBHOT AiSiNbHOCTI. 3MiHAa HOMepy
Ta MicLie3HaxoMpKeHHs1 MacTep-daiay
8. ANEProguvn | kpanni ouui 0,05 % no MEJA ®apma HimeuuunHa BUPOBHMK, ITanis/ HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/4072/01/01
® 6 mn a6o 10 mny m6X eHg Ko. BiANOBIAaIbHUI 3a 3MiHW | TUny - 3MiHK WoAo 6e3neku/edeKkTUBHOCTI
donakoHi-kpanenbHuULj, KIr BMPOGHMLITBO Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
no 1 donakoHy B Hepo3dhacoBaHoI y3arasibHeHUX JaHyX Npo cucTemy
KapTOHHI ynakosL,i npoaykKuii, thapmakoHarnagy (BBefeHHs y3arasibHeHnX
nepBuHHe Ta JaHunx Npo cuctemy dpapmakoHarnsgy, 3mMiHa
BTOPVHHE YNOBHOBaXEHOT 0c06M, BignoBigansHoi 3a
nakyBaHHs, 3[iiCHEeHHs hapMakoHarsay; KOHTakTHOT ocobu
KOHTPO/b SIKOCTI: 3 (hapmMakoHarnsagy 3asBHvKa 415 34iACHEHHS
TYBIIKOKC hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHa
PAPMA C.n.A., Bifl yNOBHOBaXeHOi 0CO6MU, BiAMNOBIAa/IbHOI 3a
ITanis; BUPO6HUK, 3AjiCHeHHs1 hapMakoHariaay (Bkiyarum
BiANOBiAabHMI 3a KOHTaKTHi faHi) Ta/abo 3MiHN y PO3MILLEHHI
BWMYCK Cepil: mMacTep-alina cuctemu papmakoHarnisay) -
MEJA dapma [itoua pegakuis: ynoBHoBaxeHa ocoba
M6X eng Ko. K, BiANoBiAanbHa 3a 34ilicHeHHs hapmakoHarnsgy —
HimeuunHa Dr. Thomas Stuhr, KoHTaKTHa ocob6a
BignosigasibHa 3a hapmMakoHarnag Ha Teputopii
YKpainu - MeTpywwaHko Makcum MukonaioBu.
[MponoHoBaHa pejakuis: ynoBHOBaXKeHa ocoba
BiANOBiAanbHa 3a 34ilicHeHHsA hapmakoHarnsgy —
Balwant Heer, koHTakTHa ocoba BignosigasibHa 3a
3[jiCHEeHHs1 hapmakoHarnagy B YkpaiHi —
Basunescbka KOnis BanepiiBHa. 3MiHa
KOHTaKTHUX AaHnX YNOBHOBaXeHO! 0cobu. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0co6u. 3MiHa MicLA
3[jACHEHHSI OCHOBHOT AisiNbHOCTI. 3MiHa HOMepy
Ta MicLe3HaxomKeHHs MacTep-caiiny
9. ANEPFOMAK | cnpeii HasasibHWiA, ToBapuncTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 peyenma UA/11696/01/01
C po34mH no 15 mny 06MeXeHOI0 06MeXeHoI0 3MiHK | TUMY - NOAAHHSA OHOBMIEHOTO cepTudikaTa
h1akoHi 3 HacafKoto- BiANOBIAA/bHI BiANOBIAA/LHICTIO BiiNOBIAHOCTI E€Bponelichbkiit thapmakonei Ne R1-
po3nuoBavYeM i CTHO "®apmaueBTnyHa CEP 2000-145-Rev 07 gns gito4oi pevoBuHM
3aXMCHUM KOBMavkoM "apmauesTu KOMnNaHis Dimetindene maleate Bif BXe 3aTBEPKEHOIO
y kopobuj; no 15 mny YyHa KoMnaHis "3p0pos'a" BMPOOGHYKa 3i 3MiHOIO HaliMeHyBaHHs Ta afpecu
6as1oHi 3 HacagKo- "3p0poB'sa” BMPOGHUKa AdI|

pPO3NW/IOBaYeM i
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
3aXUCHUM KOBMA4KoOM
y kopobui
10. ANEPIFOMAK | cupon, 0,5 mr/mn no ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 peyenma UA/10913/02/01
C 50 mn 'y dhnakoHi, no 1 06MEXEHO BUPOBHULTBA, 3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
donakoHy pasom 3 BiANOBiAA/IbHI KOHTPO/b SKOCTI, 3aci6. Cuctema KoHTenHep/3aKkynopoBasibHU
[03YH0UMM LLINPULLOM- CTIO BUMYCK Cepii: 3aci6. 3miHa nocTavasibHMKa NakyBaslbHUX
nineTko B KOpooL,i 3 "®apmavueBTu ToBapucTso 3 martepianis abo KOMMIEKTYUMX (SKLWO 3a3Ha4YeHo
KapToHy, no 100 mn y YyHa KoMMaHis obmexeHor B [OCbE) (3aMiHa abo gofaBaHHsA
donakoHi, no 1 "3p0poB'a” BiANOBIAA/IbHICTIO nocravasibHuKa); CynyTHs 3MiHa:
donakoHy pasom 3 "papmaueBTUYHA 3MiHa Y NepBWHHIlA yNakoBLji rOTOBOTO JlikapCbKOro
[03Y0UNM LLNPULOM- KOMMaHis 3ac00y (SKiCHWIA Ta KiNnbKICHUIA cknag) - M'saki Ta
nineTKow B KOpo6Li 3 "3p0pos'a”, HecTepwsbHI PiaKi NNikapcbki (HOpMU - 3MiHA
KapToHy YkpaiHa; Bci ctagji chopmm abo po3mipy KoHTelHepa un
BMPOGHMLITBA, 3aKynoproBasIbHOr0 3acoby (NepBUHHOT YNakoBKM)
KOHTPO/b AKOCTI: (HecTepusbHI Nlikapcbki 3ac06y) - BBEAEHHS
ToBapucTBO 3 [04aTKoBOro h/iakoHy NnoniMepHoro Big HOBOTO
06MEXEHOI0 BUpo6bHMKa 3AT «dipma Eninc», YkpaiHa (dpnakoH
Bi4NoOBIAANLHICTIO 3 IBMHTOBOIO ropnoBuHot BBI1-60). Ak Hacnifok,
"XapkiBcbke 3MIHIOETLCA PO3MIp, SIKICHUIA Ta KiNTbKICHWIA cknag,
hapmaueBTUyHe nakyBa/IbHOro mMatepiasty; 3MiHu | Tuny - 3miHa
nignpueMcTBo napameTpiB cneuudikauii Ta/abo gonycTummx
"340poB'Aa MeX NepPBUHHOI YNaKkOBKN FOTOBOrO NiKapCbKoro
Hapoay", YkpaiHa 3ac00Yy (3BYXXEHHS fOMYCTUMUX MEX, BUSHAYEHUX
y cneumdpikauii); cynyTHA 3MiHa: 3MiHa y MeTogax
BUNPOBYBaHHA NEPBUHHOI YNakoBKY rOTOBOrO
NiKapcbKoro 3acoby (He3HauHi 3MiHW y
3aTBEPMAKEHNX METOAaX BUNPOGYBaHb) - 3MiHa y
cneumgikauii Ta MeTogax BMNpo6yBaHHsA
NepBUHHOT yNakoBKM (hiakoHn Ta KpULLKK) 3a M.
«MBY»
11. ANNbBEHAA3 | TabneTku xyBasibHi No TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a peyenmom UA/16563/01/01
on 400 mr no 3 TabneTkn "TepHochbapm” "TepHodhapm" TeXHiYHa NOMU/IKa IHCTPYKL,iT 418 MeguyHoro
y 6nicTepi; no 1 3aCTOCYBaHHS NiKapcbKoro 3aco6 (0CHOBHI i3nKo
6nictepy B nayui 3 - XiMiYHi BNacT1BOCTI)
KapTOHY
12. ANbrOAEIH Tabnetku Wwunyyi, no NABOPATOIP Benbris C.M.B. Benbris BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a peyenmom UA/14896/01/01
16 TabneTok y Ty6i, no EC CMB C.A. TexHonoaxi CA 3MiHa 3asBHYKa (BNacHWKa peecTpauiiHoro
2 Ty6u y KapTOHHii nocsigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
Kopoo6Ui Ne 460)
13. AMBPOXEM cupon, 15 mr/5 mn, no «Xemohapm» Cepbis BUPOBHMK Cepbisn BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 peyenma UA/12899/01/01
100 mn y nnswyi, no 1 AL roTOBOrO 3MiHM | TUNY - 3MiHa HaliMeHyBaHHA Ta/abo

nAAWLi 3 MipHOO
N1aCTUKOBOIO JIOXKOO
B KapPTOHHI Kopo6Li

nNiKapcbkoro
3acoby, nepBrHHE
nakyBaHHs,
BTOpWHHE

agpecu Micua NpoBaKEeHHS AisNbHOCTI
BMPOGHMKA (BK/TKOYAOYM, 3a HEOOXIAHOCTI, MicLe
npoBefeHHS KOHTPOJIK0 SKOCTI), ab0 BnacHuKa
mMacTep-gaiina Ha A®l, abo nocTavasibHUKa
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
nakyBaHHs, Adl/BuxigHoro matepiany/peareHTy/npomMixKHOro
KOHTPO/b AKOCTI: NPOAYKTY, L0 3aCTOCOBYOTbLCS Y BUPOOHULTBI
«Xemodpapm» Afl, A®| - 3MiHa afMiHICTpPaTMBHOI afpecyu BacHUKa
Bpwau, Biaain macTep chaiina Ha A®I ambpokcony rigpoxnopua,
BMPOGHMYA (micue BnpobHuyTBa A®| HE 3MIHMNOCK); 3MiHW |

pinbHuus Wabau,
Cepbist; BUPOOHMK,
BiANOBIAa/IbHUI 3a
BWMYCK Cepil:
«Xemodhapm» All,
Cepbis

TUny - 3MiHa y MeToAax BunpobysaHHs A®l abo
BUXIAHOIO MaTepiany/npoMixXHOro
NpOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTea A®| - He3HauHi 3MiHM B
MeToAuUi BUNPOBYBaHHA «CynyTHI pevoBUHM»
A®| ambpokcony rigpoxnopuay; 3minu | Tuny -
3MiHa y MmeTogax BunpobyBaHHsa Ad| abo
BUXIAHOIO MaTepiany/npoMixXHOro
NpOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTea A®| - He3HauHi 3MiHM B
MeToaax BUNpo6yBaHHA «CynyTHi peYoBUHU»,
laeHTudikauia Y&, «3anvLwKosi pO3YNHHUKN
(napodpasHa N'X) Adl ambpokcony rigpoxiopuay;
nepeHeceHHs CTaAii O4UMCTKN Ha HOBWIA
JenapTamMeHT B pamkax Tiel )X BUPOOHNYOI
AinbHuUUi | oHoBNeHHss ASMFBupo6bHuka Cambrex
Profarmaco Milano S.r.l, Italy BignoBigHo go
Ha,aHoro NiATBEPAKEHHS LLOAO 3aTBEPKEHHS
3MmiH B Cepbil); 3miHM | Tuny - 3mMiHa y napameTpax
cneumdikaLin Ta/abo gonycTMMmX MeX,
BM3HAYEHUX Y cneundikauisx Ha Adl, abo
BWXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea Al -
[OMNOBHEHHA crieumdikaL,ii BXifHOro KOHTPO/IHO
A®| ambpokcony rigpoxnopuay HoBUM
MOKa3HMKOM SIKOCTi «3a/IMLLKOBI PO3UMHHUKN» Ta
BiANOBIAHUM MeToA0M BMNpobyBaHHSA (IMX)
BignosigHo Ao ASMF Big HOBOro (404AaTKOBOrO)
BMPOOHUKA; 3MiHM | TUNY - 3MiHa Y NnapameTpax
crneundikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea AdI -
3BY)XEHHSA A0NYCTUMUX MeX gomiwok A,B, C, D, E
B creuundikavii A®l ambpokcony rigpoxniopus 3
0,1% po 0,10% 3a p. «CynyTHi pe4OBNHU» B
cneumdikauii BXigHOr0 KOHTPOSO; 3MiHu | TNy -
3MiHa y napameTpax cneumdikauiii Ta/abo
O0NYyCTUMUX MEX, BUSHAYEHNX Y creumdikaLisx
Ha A®|, abo BMXigHUA/NPOMIXHWIA
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y
npoueci Bupo6bHuuTa APl - 3By)XEHHS
ponyctummx mex gomiwok A,B, C, D, E B
crneuundikauii APl ambpokcony rigpoxiopus 3
0,1% po 0,10% 3a p. «CynyTHi pe4OBNHU» B
cneuudikauii BupobHunka A®l Cambrex
Profarmaco Milano S.r.l, Italy; 3miHu Il Tuny -
BBE/EHHS HOBOTO ([,04aTKOBOro) BUPOOHUKA
Alchymars ICM SM Private Limited, India
14. AMI3OH® kancynu no 0,5 r, no MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 6e3 peyenma UA/12415/01/01
MAKC 10 kancyn y 6nictepi; 3MiHM | TUNYy - 3MiHa po3mipy cepii (BKIOYaoumn
no 1 6nictepy B naui JianasoH po3mipy cepii) roToBOro Nikapcbkoro
3 KapTOHY 3acoby (36inblueHHs 0o 10 pasiB NOPIBHAHO i3
3aTBEPKEHUM PO3MIPOM) - BBELAEHHS
[104aTKOBOro po3Mipy cepii roToBOro Nikapcbkoro
3aco6y 1200 Tuc. kancyn A0 BXe 3aTBepaKeHOoro
600 TnC. Kancyn
15. AMAINIH TabneTku, BKPUTI yoprPna py3ia NABOPATOPIA PpaHuin BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/13455/01/01
NAiBKOBOK 060/I0HKOIO MEAOVLUWNH BEN/I-KPEAT- 3MiHn | TURY - AgMIHICTPATUBHI 3MiHW. 3MiHa
no 10 TabneTtok y nTa BEPHYWE HaliMeHyBaHHA Ta/abo agpecu micus
6nictepi; no 3 NPOBaKEHHS AiS/IbHOCTI BUPOGHMKa/iMnopTepa
6nicTepn B KApTOHHIlA roTOBOro NikapCcbKOro 3acoby, BKIYaKuM
Kopobui OiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHst
KOHTPOJIO SIKOCTI. (Ais/IbHICTB, 3a SIKy Bignosigae
BMPOGHMK/iMMOPTEp, BK/IOYAOUMN BUMYCK Cepild) -
3MiHa HallMeHyBaHHS Ta agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPOGHUKA, 6€3 3MiHK
MiCLii BUPOOHULITBA - afpecu MiCLis MPOBayKEHHS
OiSTbHOCTI BUPOOHUMKA. 3MiHM | TRy - 3MiHW WOA0
6e3nekn/edpeKTNBHOCTI Ta chapmakoHarnagy (iHuwi
3MiHW) - 3MiHa rpadiyHOro 0hoOpPMIEHHS YNakoBKn
Ha TEKCT MapKyBaHHSI.
16. AMNOAUNIH- | TabneTkn no 5 Mr no MPAT Ykpaina MPAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/2802/01/01
®PITOPAPM 10 TabneToK y "®ITOPAPM" "®ITOPAPM" 3MiHM | TUNY - 3MiHa y MeToAax BUNPO6yBaHHSA
6nictepi; no 2 abo no rOTOBOrO J/IiKAPCbKOro 3acoby; CynyTHS 3MiHa:
3 6nicTepu y nayui 3 3MiHa napameTpiB cneuudikauii Ta/abo
KapTOHYy LOMYCTUMMUX MEX FOTOBOTO JTiKapCbKOro 3acoby
(iHWi 3MiHW); 3MiHK | TUNY - 3MiHA NapameTpiB
cneuudikauii Ta/abo AONYCTUMUX MEX FOTOBOr0
NiKapcbKoro 3acoby (BHECEHHS 3MiH [0 [0CbE
niCNA OHOB/MIEHHSA 3arasibHOl CTaTTi Ha rOTOBY
nikapcbky chopmy y AdY/EBponeiickkiii
hapmakoner)
17. Anici rpaHy/im roMmeonaTuyHi BANA Himeuunna BANA HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 6e3 peyenma UA/15630/01/01
BENNAJOHA no 20 r y gpnakoHi; no XalinbMiTTens XainbMmitTens 3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWIA Nikapcbkuii
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
KYM 1 chnakoHy B KopobLi 3 6X meX 3aci6. Onuc Ta cknag. 3miHa y cknagi
MEPKYPI KapToHy (4ONOMIKHUX pEYOBMHAX) FOTOBOrO NiKapCbKOro
3aco06y (iHLWi 3MiHN) - BHECEHHS 3MiH A0 p.
«Cknaf;: fOoNOMKHI Pe4OBUHU»: BHOCUTLCSA
JNlakTo3a MOHOrigpar, sika BUKOPUCTOBYETLCS NpK
BMPOGHULTBI «r106yn» 3rigHo GHP Ta
BU/ly4YaeTbcA Boaa oumnileHa, ska BUNapoBYETLCS
B npoueci BUpo6HMLTBA. 3MiHM | TUNy - 3MiHK 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro Mikapcbkoro 3acoby. 3MiHa napameTpis
cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby (4ONOBHEHHS creumdikaw,ii
HOBWM MOKa3HUKOM 3 BifMOBIAHUM METOA0M
BMNpobyBaHHA) — 3aMiHa n. «Maca» Ha n.
«OAHOPIZHICTE Macu» B cneyudikalii Ha MOMeHT
BUNYCKY. 3MiHW | TUNY - 3MiHW WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW) - BHECEHHS 3MiH Yy TEKCT MapKyBaHHs
NepPBUHHOI Ta BTOPUHHOT YNaKoBOK
18. ATOPBACTA | TabneTku, BKpUTI TOB "TeBa Ykpaina TeBa ®apma Icnanis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/16377/01/04
TUH-TEBA NNiBKOBOIO YkpaiHa" C.JLYy. BUNPAaB/IEHHA TEXHIYHOT MOMUIIKM Y MeTofax
060/10HKOI0, 10 80 Mr KOHTPO/IO SIKOCTi FOTOBOrO NikapcbKoro 3acoby y
no 10 TabneTok y Cnevuudpikanii npy BUNYCKy Ha TEPMIH
6nictepi; no 3 a6o 9 NpUAATHOCTI, 3a NOKa3HWKOM «PacnagaeMocTb»
6nicTepiB y Kopobui
19. AYPOMOAOK | Tabnetku, BKpUTI Aypob6iHA0 IHgis Aypob6iHgo Papma IHais BHECEHHS 3MiH A0 peecTpauiiHux maTtepianis: 3a peyenmom UA/13403/01/01
C NNiBKOBOIO dapwma /114 nra 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI

060/10HKOI0, N0 100 Mr
no 10 TabneTtok y
6nictepi; no 1
6nicTepy B KApTOHHiiA
Kopobui

Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
y3arasibHeHVX AaHux Npo cucTemy
thapmakoHarnaay (BBe4eHHs y3arasibHeHnx
JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 3a
3[iiCHEeHHS1 hapMakoHarsay; KOHTakTHOI 0cobu
3 (hapmakoHarnsgy 3asBHVKa A5 34iIACHEHHS
thapmakoHarsisagy B YKpaiHi, SKLLO0 BOHa BigMiHHa
Bifl yNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI 3a
3pjiicHeHHst hapmakoHarnagy (Bkayarum
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-halina cuctemy hapMakoHarnisay) -
[itoya pefakuis: YnosHoBaeHa ocoba 3asBHYKa,
BignoBigasibHa 3a hapmakoHarnsg - CamoiiieHko
Aptem MNasnosuy. MNMponoHoBaHa pefakLis:
YnoBHOBaXeHa ocoba 3asBHWKa, BignoBifasibHa
3a (hapmakoHarnsg, - NaH XanymaHTy MNeHvanas.
KoHTakTHa ocoba B YKpaiHi ynoBHOBaXKeHOi 0cobu
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
3asBHUKA AN19 34iiCHeHHA hapMakoHarnsagy -
CawmoiineHko Aptem MaBnoBmY. 3MiHa KOHTaKTHMX
OaHnX. 3MiHa MicLe3HaxoKeHHs MacTep-dainy.
3MiHa MicLs 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy
20. AYPOMOAOK | TabneTku, BKpUTI Aypo6iHao IHais Aypo6iHgo ®apma IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a peyernmom UA/13403/01/02
C NNiBKOBOIO dapma /114 nta 3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
060/10HKOI0, N0 200 Mr Ta chapmakoHarnsagy. BeegeHHs abo 3miHv oo
no 10 TabneTtok y y3arasibHeHUX JaHvx Npo cuctemy
6nictepi; no 1 thapmakoHarnsay (BBefeHHs y3arasbHeHnX
6nicTepy B KapTOHHIi JaHnX npo cuctemy dhapmakoHarnsgy, smiHa
Kopoo6Li YNOBHOBaXEHOI 0co6u, BiANOBiAabHOI 3a
3[iiCHEHHS1 hapMakoHarsay; KOHTakTHOI 0cobu
3 thapmakoHarnsgy 3asBHVKa A1 34iACHEHHS
thapmakoHarnagy B YKpaiHi, AKLLO0 BOHA BigMiHHa
BiJ, yNOBHOBaXeEHOI 0C06M, BignoBigansHoi 3a
3fificHeHHs chbapmakoHarnsagy (Bknoyarun
KOHTaKTHi AaHi) Ta/abo 3MiHM Y PO3MiLLLEeHHi
MacTep-alina cuctemu papmMakoHarnisay) -
[itoya pepakuin: YnoBHoBaXeHa ocoba 3asBHYKa,
BignoBigasibHa 3a hapmakoHarnag - CamoiiieHKo
Aptem MNasnosuy. NMponoHoBaHa pefakLis:
YnoBHOBaXKeHa ocoba 3asiBHVKa, BignoBifasibHa
3a (papmakoHarnsag, - NaxH XanymaHty MNeHvanas.
KoHTakTHa ocoba B YkpaiHi ynoBHOBaXKeHOi 0cobu
3asBHVKa AN 34iiICHEHH:A dhapmakoHarnagy -
CamolineHko Aptem MNaBnoBnY. 3MiHa KOHTaKTHUX
OaHyX. 3MiHa MicLLe3HaXOMKEHHS MacTep-chainy.
3MiHa Micus 34jiACHEHHST OCHOBHOT AisSi/IbHOCTI 3
chapmakoHarnsgy
21. AUMKNOBIP MOPOLLIOK (Cy6CTaHLis) letepo [par3 IHAi letepo [par3 IHAisa BHECEHHS 3MiH [0 peecTpaLjiiiHnux maTepianis: - UA/13373/01/01
0151 BUpo6HMUTBA Nimiteq Nimiteq 3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
CTepuIbHUX Ta HalimeHyBaHHs Ta/abo agpecu 3asaBHUKa
HecTepu/ibHUX (BnacHwuka peecTpauiiiHoro nocsigueHHs) (A.1.
nikapcbknx opm y 1AHN)
noABiliHMX 3MiHa agpecu 3asBHUKA.
nonieTuIeHoBmx
nakeTax
22, BEPOAYAN® | po3unH Ans iHransuiin BepiHrep HimeuuunHa IcTiTyTO e AHxeni ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/10751/01/01
no 20 mn a6o no 40 IHrenbxaiim C.p.n. 3MiHM | TUny - 3MiHK WoAo 6e3neku/edeKkTUBHOCTI
My chakoHi 3 IHTEpHeLHN Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
KpanenbHuLeto; no 1 rm6X y3arasibHeHUX JaHyX Npo cucTemy

(h/1aKOHY B KapTOHHiiA
Kopoobui

thapmakoHarnagy (BBefeHHs y3arasibHeHnX
JaHunx Npo cucTemy gpapmakoHarnsgy, 3mMiHa
YNOBHOB&XXEHOT 0c06MU, BiANOBIJa/IbHOI 3a
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
3[iiCHEHHS1 hapMakoHarsay; KOHTakTHOT 0cobu
3 thapmakoHarnsagy 3asBHvKa A1 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLwo BoHa BiAMiHHa
BiJ, yNOBHOBaXeEHOI 0c06M, BignoBigansHoi 3a
3AificHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHIi AaHi) Ta/abo 3MiHU Yy PO3MiLLEeHHi
MacTep-halina cuctemu hapmMakoHarnisay) -
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu,
BignoBiga/bHOI 3a dhapmMakoHarnsg
23. BETA30H mMasb no 15 ry 1y6i; no | ToBapucTso 3 Ykpaina BCi cTagil YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/14023/01/01
YNbTPA 1 Ty6i y kopobuij 3 obmexeHoro BMPOGHMLITBA, 3MiHM | TUNY - 3MiHa HaliMeHyBaHHA Ta/abo
KapToHy BignoBigancHi KOHTPO/b AKOCTI, agpecu Micua nNpoBaKeHHS AiANbHOCTI
cTHo BUNYyCK cepil: BMpO6HMKa (BKIKOYAKOUK, 38 HEOOXIAHOCTI, MicLe
"®dapmaueBTu ToBapucTso 3 NpoBeAEeHHS KOHTPOIO SKOCTI), abo BNacHuKa
YHa KOMMaHis 06MeXeHOoI0 macTep-haiina Ha A®l, abo noctavasibHUKa
"3p0poB'a” BiANOBIAA/ILHICTIO Adl/BuxigHoro matepiany/peareHTy/npomMiXKHOro
"papmMaueBTnYHa NPOAYKTY, L0 3aCTOCOBYIOTHCS Y BUPOOHULTBI
KOMnNaHis A®| (KW 3a3HAYEHO Y JOCLE Ha NiKapCbKuii
"3popos'a", 3aci6) 3a BiACYTHOCTI cepTudikaTa Bi4NOBILHOCTI
YkpaiHa; Bci cTtagii €Bponelicbkili hapmakonei y 3aTBepapKeHoMy
BMPOGHMLITBA, [ocbe, abo BUPOBHKKA HOBOT AOMOMIKHOT
BUNYyCK cepi: PEUYOBUHM (SAKLLO 3a3HAYEHO Y [1OCbE) - 3MiHA
ToBapucTBo 3 HallMeHyBaHHS Ta YTOYHEHHS MiCLie3HaX04KeHHS
06MeXeHoH BMpOGHMKa A®| MeHTamiuuHy cynbdaty
BiANOBIAA/ILHICTIO BIANOBIAHO A0 HAAAHUX OOKYMEHTIB BUPOGHMKA
"papmMaueBTnYHa A®I, BUpO6HMYA AiNbHULSA Ta YCi BUPOOHWUI
KOMnNaHis onepavuii 3a/MLwalTbCA HE3MIHHUMU; 3MiHU | TUnYy
"3popos'a", - 3MiHMW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
YkpaiHa; KOHTpO/b BiANOBIAHICTb A0 MOHorpadii APY abo
SAKOCTI: €Bponelicbkoi hapmakonel, abo iHwoi
ToBapucTso 3 HauioHanbHOI chapmakonel gepxasun €C (3miHa y
obMexeHor cneuudikauisix, nos'asaHa 3i 3miHamu B dY, abo
BiANOBIAA/LHICTIO €Bponelicbkiil hapmakonei, abo iHLWii
"PAPMEKC HaujoHanbHili chapmakonei gepxasu €C); cynyTHsi

FPYM", YkpaiHa

3MiHa: 3MiHa y MeTofax BunpobyBaHHs AdD| abo
BUXiAHOIO MaTepiany/npomixxHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AP (iHwi 3MiHM Yy MeTodax
BUNPOOYBaHHA (BK/IIOUaOUM 3aMiHy abo
[0NoBHEHHS) APl abo BMXiAHOrO/NMPOMIXXHOrO
NpoAyKTYy) - NpMBEAEHHA cneundikauil Ta
MeToAax KOHTPOsIo AKoCTi A®I eHTamiumHy
cynbaTy 40 BUMOr MmoHorpadii «Gentamicin
Sulfate» EP 3a nokasHukamu: - BUIy4YeHHs
igeHTMdikauii MeTogoM cnekTpodpoTOMETpIl B
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
ynbTpacpioneTosiii obnacTi «laeHTUdikauis. A»; -
«KOMMOHEHTHWI BMICT» Ta «CynpoBigHi [OMILLKM»
3MiHW Y METOAUL BU3HAYEHHS; -
«MikpobionioriyHa ymctoTa» 3MiHeHO KpuTepil
NPUAHSATHOCTI Ta METOAVKY BU3HAYEHHS
24, BIONIK PO34UH AN5 iH'EKLI 3 MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a peyernmom UA/15771/01/01
TYBEPKY/IH | aktusHicTio 2 TO/no3a "®APMCTAH "®APMCTAHOAP 3MiHu Il TUnYy - 3MiHK Woa0
nna-n no 0,6 mn (6 fo3), no OAPT-BIOJIK" T-BIONIK" 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
1 mn (10 po3s), no 3 mn BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
(30 po3) B amnynax Ne BMAAui peecTpaLjiiiHOro NocBiguYeHHs, BK/IoYaum
10; a6o komnnekT: 1 MnaH ynpaBniHHA pu3nkamn (3acTocyBaHHS
amnyna no 0,6 mn (6 3MiH(K), AKi(a) BUMaraoTb(€) NoganbLioro
[03), 3 WwWnpnum 3 06r'pyHTYBaHHS HOBUMW A0AATKOBUM AaHUMMU, LLO
ronkamu ans MatoTb HaJaBaTUCsA KOMNETEHTHM OpraHoM,
BUTAraHHsA, 3 ronku OCKiNbKN BUMAraeTbCsa CyTTEBA OLLiHKA
[Ans BBeeHHs; abo KOMNETEHTHUM OpraHoMm) - BrkoHaHHA
KOMMNAekT: 1 amnyna 30060B'A3aHb BiAMOBIAHO A0 NiANYHKTY 1.13 nyHKTY
no 1 mn (10 po3s), 5 1, nignyHKTy 2.3 NyHKTY 2 gogatky 15 ao MNopsaaky
LUMPULIB 3 rofikamu NpOBeEeHHS eKcnepTn3n peectpauiiHnx
ONS BUTAraHHA, 5 MaTepianis Ha Nikapcbki 3aco6u, Lo NoAatTbes
rof10K AN BBELEHHS Ha JepxaBHy peecTpalitio (nepepeecTpadiio), a
TaKoX ekcnepTn3n martepianis NpPo BHECEHHS 3MiH
[0 peecTpavuiiiHiX MaTepianis NpoTarom gii
peecTpauiiHoro nocBifg4YeHHs, 3aTBEPKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
25. BINPONON- TabneTku, BKPUTI ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/14025/01/01
340POB’A nAiBKOBOO obmexeHoro obmexeHoto 3MiHKM | TUNY - 3MiHa Yy NapameTpax cneuyudikaLliii
060/10HKO0, M0 2,5 Mr, | BiANOBiIZ&/IbHI Bi4NOBIAA/TbHICTIO Ta/abo foNyCTUMUX MEX, BUSHAUYEHNX Y
no 10 TabneTok y cTIo "papmMmaueBTNYHa cneumdikauisix Ha A®l, abo BMXigHWUA/NPOMKHWIA
6nictepi; no 3 "dapmavesTu KOMnaHis NPoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCH Y
6nictepun y kKopobu,i 3 YyHa KOMMaHis "3popoB's"” npoueci BupobHuuTea A®| (4ONOBHEHHS
KapToHy "3p0poB'a” cneuuaqikaLii HOBUM NOKa3HUKOM AKOCTi Ta

BiANOBIAHUM METOA0M BUNPOBYBaHHSA); 3MiHY |
TUNY - 3MiHW, NOB'sI3aHi 3 HEOOXIAHICTIO
npuBeLeHHN y BIANOBIAHICTb A0 MoHorpadii AdY
ab6o €sponelicbkoi hapmakonei, abo iHLWoiT
HauioHasIbHOI chapmakonei gepxasu €C (3miHa y
cneuudikayisix, NoB'A3aHa 3i 3miHamy B 4®Y, abo
€Bponelicbkiil hapmakonel, abo iHLwii
HauioHasbHIN chapmakonei gepxasu €C); cynyTHs
3MiHa: 3MiHa y MeTofax BunpobyBaHHs A®| abo
BUXifHOro Marepiany/npoMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BUpo6HuuTea A®l; 3MiHu | Tuny -
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4YeHHs

nojaHHsa HOBOro cepTudikara Bif HOBOro
BMPOGHMKA; CyNyTHA 3MiHa: 3MiHa y napameTpax
cneumdikauin Ta/abo gonNycTMMUX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BMXIAHWIA/NPOMDKHMIA NpoAyKT/pearexT, Lo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea AdI -
3MiHa y meTogax BunpobysaHHA AdP| abo
BMXifHOro mMartepiany/npoMixHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea APl - nogaHHA HOBOrO
cepTudikaTy BiANOBIAHOCTI €EBPONENCLKOI
dapmakonei Ne R1-CEP 2008-038-Rev 00 Big,
HOBOro BMPOGHUKa AdI, Sk HacnigokK, 3MiHU A0
cneumdikauii Ta MeTOZAIB BXiAHOrO KOHTposo AdI
3a NOKa3HUKOM «3a/TMLLIKOBA KiNbKiCTb OpraHiyHux
PO3YMHHUKIB»

26.

BINPONON-
300POB'SA

TabneTkn, BKpUTI
NNiBKOBOK
060/10HKO10, No 5 Mr,
no 10 TabneTtok y
6nictepi; no 3
6nictepun y Kopobui 3
KapTOHYy

ToBapucTBO 3
o6MexeHo
BiAnoBiAabHI
CTHO
"®apmaueBTn
YHa KOMMaHis
"3p0pos'a”

Ykpaina

ToBapucTso 3
06MeXeHo
BiANOBIAA/ILHICTIO
"papmMaueBTnYHa
KOMnNaHis
"3popos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TURY - 3MiHa y NapameTpax cneuudikawii
Ta/abo fONYyCTUMUX MEX, BUSHAYEHUX Y
cneuungikauisx Ha A®l, abo BUXIGHWIA/MPOMDKHUI
NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTBa APl (4ONOBHEHHS
cneumdikaLii HOBUM NMOKa3HWKOM SKOCTi Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHS); 3MiHY |
TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeaeHHs y BiANOBIAHICTb A0 MoHorpadii Y
abo €sponelicbkoi thapmakonei, abo iHLoi
HauioHanbHOI chapmakonel gepxasun €C (3miHa y
cneuudikavisix, nos'asaHa 3i 3miHamu B JdY, abo
€Bponelicbkiil hapmakonei, abo iHLWii
HavjoHanbHili chapmakonei gepxasu €C); cynyTHsi
3MiHa: 3MiHa y MeTofax BunpobyBaHHs AdD| abo
BUXiAHOIO MaTepiany/npomixxHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci Bupo6bHuutea A®l; 3MiHu | Tuny -
nojaHHsA HOBOro cepTuddikara Bif HOBOro
BMPOGHMKA; CynyTHA 3MiHA: 3MiHa Y NnapameTpax
crneungikauiii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisix Ha Adl, abo
BUXIiAHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BupobHuutea AdI -
3MiHa y meTogax BunpobysaHHsa Ad| abo
BUXiAHOIO MaTepiany/npoMixXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea APl - nogaHHs HOBOTO

3a peyernmom

UA/14025/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocBi04Y€eHHs1

cepTudikaTy BiANoBigHOCTI EBponeicbKoT
dapmakonei Ne R1-CEP 2008-038-Rev 00 Big,
HOBOro BMpo6Huka A®I, sk Hacnigok, 3MiHM 40
cneumagikaLii Ta MeToaiB BXiAHOTO KOHTPosito Ad|
38 NOKA3HWMKOM «3asIMLLIKOBA Ki/TbKICTb OpraHiuyHmx
PO3YMHHUKIB»

27.

BINPONON-
3/10POB'SA

TabneTkn, BKpUTI
nAiBKOBOO
060n10HKot0, Mo 10 mr,
no 10 TabneTtok y
6nictepi; no 3
6nictepu y kopobu,i 3
KapToHy

ToBapucTBO 3
obmexeHoro
BignoBiganbHi
cTHo
"®apmavesTu
YyHa KoMMaHis
"3popos'a”

YkpaiHa

ToBapucTso 3
obmexeHor
Bi4nNoBIAANILHICTIO
"@apmaueBTnyHa
KOMMaHis
"3popos'a”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNy - 3MiHa y napameTpax cneuudikawlii
Ta/abo [ONyCTUMUX MEX, BUSHAUYEHUX Y
cneumdgikauisix Ha Adl, abo BMXigHWIA/NPOMIKXHWIA
NpoayKT/peareHT, Lo BUKOPUCTOBYOTbCH Y
npoteci Bupo6HuuTBa A®| (4ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM SKOCTi Ta
BiANOBIAHUM METOA0M BUNPOBYBaHHS); 3MiHY |
TUMY - 3MiHWU, NOB'A3aHi 3 HEOOXiAHICTIO
nNpuBeAEHHN Y BIANOBIAHICTb A0 MoHOrpadii AdPY
abo €BponeiicbKoi hapmakonei, abo iHWwoi
HauioHasIbHOT dhapmakonei gepxasu €C (3MmiHa y
crneundikalisx, nos'asaHa 3i 3amiHamu B dY, abo
€Bponelicbkili hapmakonei, abo iHLil
HaLjioHasnbHIl chapmakonei gepxasu €C); cynyTHs
3MiHa: 3MiHa y meToaax BunpobysaHHA APl abo
BMXifHOro martepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCSA Y
npoueci BupobHuutea A®l; 3MiHu | Tuny -
noAaHHsa HOBOro cepTtudikaTa Big HOBOro
BUPOOHWKa; CYMyTHS 3MiHa: 3MiHa Y napameTpax
cneumdikauin Ta/abo gonycTuMmnx Mex,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y Npoueci BUpobHuutea APl -
3MiHa y meTogax BunpobysaHHs APl abo
BUXiAHOIO MaTepiany/npomixxHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuLtea APl - nogaHHs HOBOro
cepTudpikaTy BignoBigHOCTI €EBponeincbKol
dapmakonei Ne R1-CEP 2008-038-Rev 00 Big
HOBOr0 BMPOGHUKa AdI, Sk HacnigokK, 3MiHU A0
cneumaikauii Ta MeToaiB BXiAHOIO KOHTposito Ad|
3a NOKA3HMKOM «3asILLIKOBA KifTbKICTb OpraHiyHmx
PO3YMHHMKIB»

3a peyenmom

UA/14025/01/03

28.

BICENTON

CyCneHsisi opasibHa,
200 mr/40 mr/5 mn no
80 mn y dhnakoHi; no 1
h1aKkoHy pa3om 3

MEOAHA
PAPMA
AKLjiOHepHe
ToBapucTeo

MonbLa

MepaHa ®apma
AKLiOHepHe
ToBapuctso

MonbLa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
TeXHiYHa NoMUIIKa B IHCTPYKLIT NS MefUYHOro
3acTocyBaHHS B po3aini "Cnocib 3acTocyBaHHA Ta
nosun”

3a peyenmom

UA/9311/01/01
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
[,03aTOpoOM (MipKOIO 3
noginkamu) B
KapPTOHHI KOpooLyi
29. BICOMNPO/IO | Tabnetku no 5 mr, nNo AT Ykpaina AT "KUIBCbKWUN YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/8672/01/01
Nn-KB 10 TabneTok y "KNIBCbKWI BITAMIHHNIA 3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
6nictepi; no 3 BITAMIHHU 3ABOA" HalilMeHyBaHHs Ta/abo afpecu 3asBHUKa
6nictepu y nayui 3ABO4" (BNnacHvka peecTpauiiHoro nocBigyeHHs1) (3miHa
HalilmeHyBaHHs 3asBHuKa) (TepMiH BBEAEHHS 3MiH
NPOTAroM 6-TV MiCALIB NiCNA 3aTBEPIKEHHS);
3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BkIovaoun
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJIO AKOCTI. (4iS/IbHICTb, 3a SKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepild)
(3MiHa HallMeHyBaHHs BUPOOHUKa, 6e3 3MiHU
MicLs BUpo6HMLUTBA) (TEpMIH BBEAEHHS 3MiH
NPOTArom 6-Tv MiCALIB MiC/A 3aTBEPAKEHHS)
30. BICOMPOJIO | Ta6netku no 10 mr, no AT Ykpaina AT "KNIBCbKWNI YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/8672/01/02
Nn-KB 10 TabneTok y "KNIBCbKWN BITAMIHHUIA 3MiHW | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
6nictepi; no 3 BITAMIHHUIA 3ABO4" HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKa
6nictepu y nauui 3ABO" (BnacHvKa peecTpauiiiHoro noceig4yeHHs) (3MiHa
HaliMeHyBaHHs 3as1BHUKa) (TepMiH BBEAEHHS 3MiH
NpPOTArom 6-Tu MIiCALIB MiCNA 3aTBEPMKEHHS);
3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBafKEHHs AisNIbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO J1iIKapCbKOro 3acoby, BK/IoUaoun
AiNbHULI BUNYCKy cepii abo MicLie NpoBeAeHHs
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a SiKy BignoBigae
BUPOGHMK/IMMOPTEP, BK/IOYAKYMN BUMYCK CEpiif)
(3MiHa HalimeHyBaHHs BUPO6HUKa, 6e3 3MiHU
Micusa BUpo6HMLTBA) (TEPMIH BBEAEHHS 3MiH
NpOTSArom 6-Tv MicsILiB MiC/1A 3aTBEPAKEHHS)
31. BE3UKAP™ TabneTku, BKPUTI AcTtennac HigepnaHau Actennac ®apma HigepnaHnamn BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a peyenmom UA/3763/01/01
NNiBKOBOO $apma HOpon tOpon B.B. 3MiHU | TNy - 3MiHK 3 SKOCTi. FOTOBWIA NiKapCbKMiA
060/10HKOI0, N0 5 Mr; B.B. 3aci6. Cuctema KoHTeliHep/3aKkynoproBasibHuWi
no 10 TabneTtok y 3acib - BHECEHHS 3MiH Y ONMUC BTOPUHHOI YNakoBKu
6nictepi; no 1 a6o 3 niKapcbKoro 3acoby (kapToHHa ynakoBka) 3
6nicTepu B KApTOHHIA BiAMNOBIAHMMYM 3MiHam¥K Y p. "YnakoBka"
Kopoo6Ui
32. BE3UKAP™ TabneTkn, BKpUTI Actennac Higepnanan Actennac ®apma HigepnaHngmn BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/3763/01/02
NNiBKOBOO dapma tHOpon HOpon B.B. 3MiHW | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapCcbKuii
060/10HKOt0, MO 10 Mmr; B.B.

3aci6. Cuctema KoHTeliHep/3aKkynoproBasibHuWi
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
no 10 TabneTtok y 3acib - BHECEHHS 3MiH Y ONMUC BTOPUHHOI YNakoBKu
6nictepi; no 1 abo 3 nNiKapcbKoro 3acoby (kapToHHa ynakoBka) 3
6nicTepu B KapTOHHIA BiAMNOBIAHMMYM 3MiHamu Y p. "YnakoBka"
Kopobui
33. BEPMOKC® Tabnetkun no 100 mr TOB Pocilicbka BMPOGHMLITBO Kutavicbka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a peyenmom UA/4226/01/01
no 6 TabneTok y "[P)KOHCOH & Pepnepauis Hepo3dhacoBaHOro HapogHa 3MiHM | TURY - 3MiHa y MeToAax BUNpPobyBaHHS
6nictepi, no 1 LKOHCOH" NpOAYKTY, Pecny6nika/ ITanis roTOBOrO NiKapCbKOro 3acoby - He3HauHi 3MiHN y
6nicTepy y KapTOHHIi nepBuHHa METOZi KOHTPOJIHO, L0 3aCTOCOBYETHLCS A5
nauui ynakoska: CsHb- BU3HAYEHHSA 3a/IMLLKOBUX PO3YMHHUKIB (CNMPTY
AHcceH i30MponizIoBOro) A1 rotoBOro Nikapcbkoro
PapmacboTukan 3acoby; 3miHW | Tuny - 3MiHa napameTpis
Nita., Kntaiicbka cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
HapogHa NiKapCbKOro 3acoby - 3BY)XEHHSA A0MYyCTUMUX MEX
Pecny6nika; nokasHuka "Po3unHeHHs" y cneyudikauisx Ha
BTOPWHHA BUMYCK Ta TEPMiH NpMAATHOCTI FTOTOBOTO
ynakoBka, BMMyCK NiKapcbKoro 3acoby, a TakoXx KOpekLis nocunaHHs
cepii: AHcceH- Ha USP Ta, AK Hacnifok, yTOYHEHHS 40 METOAMKM
Cinar C.n.A., BMNPOGYBaHHSA
ITania
34. BIKC AKTUB cupon no 30 mn abo MpokTep eHa LLIseliyapis MpokTep eHa HimeuunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 peyenma UA/13502/01/01
MELIHANT no 90 mn, a6o no 100 Femén Fem6n 3MiHM | TUNY - 3MiHa y MeToaax BUNpPobyBaHHS
mn, abo no 120 mn, IHTepHeLHN MaHydekuypiHr NepBUHHOT YNakoBKM FOTOBOTO NiKapCbKoro 3acoby
a6o no 180 mn, abo OnepeiieHs X - 3aMiHa MeToAy BMNPOOYBaHHSA L0 NOCUIAETLCA
no 240 My NNALWL; C.A. Ha ctaHgapT DIN/ISO ans napametpa «HKiCTb
no 1 naswui pasom 3 ckna» (BU3HA4YeHHs TigponiTUYHOI CTIKOCTI ckna)
MiPHUM CTaKaH4MKOM Y Ha meToau onucaHi B EP 3.2.1. CknsiHi
Kopoo6Li KOHTelHepn ana ®apmaueBTUYHOro
BMKOPUCTaHHS»; 3amiHa MeTofy BUNPo6yBaHHSA
L0 nocuiaeTbesa Ha ctaHgapT DIN/ISO gns
napameTpa «BrnnpobyBaHHs Ha NPOTiKaHHA» Ha
meToau onucani B EP 3.2.1. CknsHi KoHTeliHepn
ana ®apmaueBTUYHOTO BUKOPUCTAHHS»; 3MiHW |
TUMY - 3MiHa NPUCTPOIB A/15 BUMIPIOBAHHSA 403U
a60 BBeAEeHHSA Nikapcbkoro 3acoby - 3aMiHa
[l03YI04OTO CTaKaHuuka nikapcbKoro 3acoby Ha
HOBWI1 3 HOBUM HOMepoMm cepTudikauii CE (3
0408 Ha 0483), 6e3 3MiHM ckagy MmaTepiany Ta
30BHILLUHLOTO BUIAAY A03YHOHOI0 MPUCTPOIO.
BHeceHHs pefakuiiiHux 3MiH o p. 3.2.P.7.
CuncTeMa KoHTelHep/3akynoproBasibHUiA 3aci6;
3MiHM | TUNY - 3MiHa Y NePBUWHHI ynakoBL,i
roTOBOrO NKapPCbKOro 3acoby - BUTy4YEHHS
dhnakoHy A1 nikapcbKoro 3acoby 3 CBiTN0-
KOPUYHEBOTO CKNa
35. BITAMIH C TabneTku XyBasbHi, ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX MaTepianis: 6e3 peyenma UA/5358/01/01
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
500 no 10 TabneTtok y 06MEXEHO 06MEXeEHO TEeXHiYHa NOMWSIKa B IHCTPYKLIT AN MegnyHoro
6nictepi; no 1 abo no BiANOBIAA/bHI BiANOBIAA/LHICTIO 3aCToCyBaHHS NikapcbKoro 3acoby, a came B
2 bnictepu y CTHO "®apmaueBTUYHa po3gini "OcobmBoCTi 3acTocyBaHHA"
KapTOHHI KopobLj; no "PapmaueBTu KOMnNaHis
10 TabneTok y YyHa KoMnaHis "3p0pos'a"
6nictepax; no 30 abo "3popos'a”
no 50 TabneTtok y
KOHTeliHepax
36. BITONPUN Tabnetku no 2,5 mMr no CTALOA HimeuunHa BMNYCK Cepiii: HimeyunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a peyernmom UA/3886/01/01
10 TabneTok y ApuHaiimitTTen CTALA B’eTHam 3MiHKM | TUNY - 3MiHW Y NpoLeci BUPOGHULITBA
6nictepi, no 3 b Al ApuHalimiTTenb roTOBOrO NiKapCbKOro 3acoby, BK/IYaK4M
6nicTepy B KapTOHHIl AT, HimeuuunHa; NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
Kopobui BUPOBHULTBO, BMPOBHULTBI FOTOBOrO Nikapcbkoro 3acoby -
nepBUHHE Ta BCTAHOBJIEHHS [liana30HIB KifIbKOCTi BOAW
BTOPUHHE OYMLLIEHOI Ha CTaii BO/IOTOro rpaHy/ioBaHHs;
nakyBaHHS: 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii
CTALA B'eTHam Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCbKoro
IDKOIHT BeHuyp 3aco0y (BU/Ty4YEeHHS HE3HAYHOIO NOKa3HUKa
Ko. /1ITg, B’eTHam (Hanpuknag, 3acTapifioro NokasHuKa, Takoro sk
3anax Ta cMak, abo iaeHTudikaLis 6apBHUKIB Ym
CMakoBUX f06aBOK)) - 3MiHN Y cneuudikauii
roTOBOrO JIiKapCbKOro 3acoby, 6e3 3MiHM KpuTepiiB
NPUIAHATHOCTI: - BUyYEHHS 3 po3giny «Onucs»
nokasHuka «[liametp TabneTku»; - B po3gini
«KinbkiCHe BU3HAYEHHS» BUTYYEHO KibKICTb
nisvHonpuny B (Mr/Tabn), OCKiNbKN HasBHWUIA BMICT
ni3vHonpuy B BIACOTKaX (%); - YTOYHEHHS
NpoBeAeHHsA NePIOAUYHOCTI KOHTPOSIO 3a
NOKasHUKOM «MikpoGiosioriyHa YncToTax»; 3miHu I
TUNYy - 3MiHW BUNPO6YyBaHb abo [ONYCTUMUX MEX,
BCT@HOB/EHMX Y cnewudikayisx, nig yac
BMPOGHMLTBA rOTOBOrO JliKapCbKOro 3acoby -
3MiHM y cneumdikauii NPOMiXHOT NpoAyKuii nig vac
BMPOGHMLTBA FOTOBOIO NiKAPCbKOro 3acoby:
- 3MiHa KpuUTEpIiB NPUAHATHOCTI AN1A NOKa3HuKa
«ToBLMHa TabneTkn», y npoLeci BAPO6HMLTBA
roTOBOrO fiKapcbkoro 3acoby: - BUNpaB/eHHA
TEXHIYHOI NOMUIKU B po3aini «Onuc»
37. BITONPUN Tabnetkn no 5 mr no CTALOA HimeuunHa BMNYCK Cepiii: HimeyunHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/3886/01/02
10 TabneTok y ApuHaiimiTTen CTALA B’eTtHam 3MiHM | TUNYy - 3MiHa po3mipy cepii (BKIOYaouM
6nictepi, no 3 b Al ApuHalimiTTens

6nicTepu B KapTOHHIA

Al', HimeuunHa;

JianasoH po3mipy cepii) FOTOBOro Nikapcbkoro
3aco06y (36inbweHHs Ao 10 pasiB NopiBHAHO i3

Kopoo6Li BMPOGHULITBO, 3aTBEPHKEHUM PO3MIPOM) - 36ibLUEHHS PO3MIpY
nepBuHHE Ta cepii go 10 pasiB NOPIBHSHO i3 3aTBEPAKEHNM;
BTOPUHHE 3MiHM | TMNY - 3MiHW Y NpoLLeci BUPOGHULITBA
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4YeHHs

nakyBaHHS:

CTAJA B'eTHam
[xoiHT BeHuyp
Ko. /1ITg, B’eTHam

roTOBOrO /liKapCbKoro 3acoby, BkIovaoun
MPOMiXHWIA MPOAYKT, WO 3aCTOCOBYETLCA NP
BMPOGHMWLTBI FOTOBOrO NiKApCbKOro 3acoby -
BCTAHOBJIEHHS [liana30oHiB KiNlbKOCTi BOAW
OUMLLEHOI Ha CTaAji BOMOrOro rpaHy/1toBaHHs;
3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii
Ta/abo foNyCTUMUX MEX rOTOBOrO NiKapCbKoro
3aco6y (BWTyYEHHSI HE3HAYHOMO NOKa3HUKa
(Hanpviknag, 3acTapinoro NokasHuka, Takoro sk
3anax Ta cMak, abo ineHTudikalis 6apBHUKIB UK
CMakoBUX [06aBOK)) - 3MiHN Y cneuudikauii
roTOBOrO JlikapcbKoro 3acoby, 6e3 3MiHu KpuTepiis
NPUAHATHOCTI: - BUNYYEHHS 3 po3giny «Onuc»
nokasHuka «/[liametp TabneTku»; - B po3aini
«KinbKicHe BU3HAYEHHS» BUTYHYEHO Ki/TbKICTb
nisvHonpuny B (Mr/Tabn), OckiNibkn HasiBHUIA BMIiCT
ni3nHONpuy B BiACOTKax (%); - yTOUHEHHS
NpoBeAeHHSA NePIOAUYHOCTI KOHTPOSIO 3a
nokasHukoMm «MikpobiosioriyHa ynctoTa»; 3miiu Il
TUMY - 3MiHW BUNPOGYBaHb abo AONYyCTUMUX MEX,
BCTaHOB/IEHNX Y crnieuudikauisx, nig vyac
BMPOGHMLTBA FOTOBOIO NiKapCbKOro 3acoby -
3MiHM Y cneumdikalii npoMiXHOT npoayKuii nig yac
BMPOGHMLITBA FOTOBOTO /iKapCbKOro 3acoby: 3MiHa
KpWTepIiB NPUIAHATHOCTI 419 NOKasHMKa
«ToBLWMHA TabneTkn», y NpoLeci BUPOGHNLTBA
roTOBOrO J/likapcbKoro 3acoby

38.

BITONPUN

Tabnetkn no 10 mr no
10 Tabnetok y
6nictepi, no 3
6nicTepn B KApTOHHIlA
Kopoobui

CTAOA
ApuHarimitTTen
b Al

HimeuunHa

BUNYCK Cepii:
CTALA
ApuHaiimiTTens
Al', HimeuuunHa;
BMPOGHMLITBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
CTALA B'eTHam

L[DKOIHT BeHuyp
Ko. N1ITg, B’eTHam

Himeuunna/
B’eTHam

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHM | TURY - 3MiHK y NpoLeci BUPOGHMLUTBA
roTOBOrO /liKapCbKOro 3acoby, BKk/oYaoun
NPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCS NPU
BMPOGHULTBI FOTOBOrO NiKapCbKOro 3acoby -
BCTAHOB/IEHHA Aiana3oHiB Ki/IbKOCTi BOAM
OYMLLLEHOI Ha CTaAii BO/IOrOro rpaHy/itoBaHHs;
3MiHM | TUNy - 3mMiHa napameTpis cnevuudikawii
Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro
3ac06y (BUly4EHHS HE3HAYHOrO MOKa3HMKa
(Hanpukniag, 3acTapifioro NoKasHuKa, Takoro sk
3anax Ta cMak, abo iaeHTudikaLis 6apBHYKIB Ym
CMakoBux A06aBOK)) - 3MiHN y crnieumdikauii
roTOBOrO JliKapCcbKoro 3acoby, 6e3 3MiHu KpuTepiis
NPUAHATHOCTI: - BUNYYeHHs 3 po3giny «Onuc»
nokasHuka «[liameTp TabneTkm»; - B po3aini
«KifibkiCHEe BU3HAYEHHS» BUTYYEHO KiMbKICTb
nisuHonpuny B (Mr/Ta6), OCKiIZIbKW HasiBHWUI BMICT

3a peyenmom

UA/3886/01/03
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4YeHHs

nisvHonpuny B BIACOTKax (%); - YTOYHEHHS
nNpoBefeHHS NePiogNYHOCTI KOHTPOIO 3a
nokasHukom «MikpobionoriyHa ynctota; 3miHu Il
TMny - 3MiHU BUNPO6yBaHb abo A0NYyCTUMUX MEX,
BCTAHOB/EHNX Y cneundikauisx, nig vyac
BMPOGHMLTBA rOTOBOrO JliKapCbKoro 3acoby -
3MiHM y cneuudikauii NpoMiXXHOT Npoaykuii nig vac
BMPOGHMLTBA FOTOBOIO /iKAPCbKOro 3acoby:

- 3MiHa KpUTEpIiB NPUAHATHOCTI 4718 NOKa3HUKa
«ToBLWMHa TabneTkn», y npoueci BUPo6HULTBA
rOTOBOrO /1iKapCbKOro 3acoby: - AONOBHEHHS
napameTpy «Onucs» iHhopMaLieto npo
XpecTonoaibHy pucky y BiZANOBIAHOCTI A0
mMartepianis peecTpauiiiHoro AoCbe, OCKi/IbKM B
IHCTPYKLT AN MeAUYHOro 3acTOCyBaHHA HasBHa
naHa iHpopmauis

39.

BITONPUN

Tabnetkun no 20 mMr no
10 TabneTok y
6nictepi, no 3
6nicTepu B KapTOHHI
Kopoo6Li

CTALA
ApuHaiimiTTen
b Al

HimeyunHa

BMNYCK Cepii:
CTALA
ApuHaiimitTTens
AT, HimeuunHa;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
CTALA B'eTHam
[DxoiHT BeHuyp
Ko. itg, B’eTHam

Himeuunna/
B’eTHam

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUMY - 3MiHK y NpoLeci BUpo6HMLUTBA
rOTOBOrO J1iKapCbKOro 3acoby, BK/IYaoum
MPOMiXXHWIA MPOAYKT, WO 3aCTOCOBYETLCSA NP
BMPOGHMLITBI FOTOBOTO NiKapPCbKOro 3acoby -
BCTaAHOBJIEHHS [liana30HiB KiNlbKOCTi BOAW
OUMLLEHOI Ha CTaAji BOMIOrOro rpaHy/1toBaHHs;
3MiHM | Tuny - 3MiHa napameTpiB cnewuudikawii
Ta/abo foNYyCTUMUX MEX rOTOBOro NikapCcbKoro
3aco6y (BWTyYEHHS1 HE3HAYHOIO NOKa3HUKa
(Hanpuknag 3acTapisioro nokasHviKa, Takoro sk
3anax Ta cMmak, abo ineHTudikalis 6apBHUKIB YK
CMakoBUX [06aBOK)) - 3MiHN Y cneuudikauii
roTOBOrO JlikapcbKoro 3acoby, 6e3 3MiHu KpuTepiis
NPUAHATHOCTI: - BUNYYEHHS 3 po3giny «Onuc»
nokasHuka «/[liametp TabneTku»; - B po3aini
«KinbkicHe BU3HaYeHHS» BUTyYEHO KiflbKICTb
nisvHonpuny B (Mr/Tabn), Ockifibkn HasiBHUIA BMIiCT
Ni3NHONpWAY B BiACOTKax (%); - yTOUHEHHS
npoBefeHHA NepiogUYHOCTI KOHTPOSIO 3a
nokasHukoMm «MikpobionoriyHa ynctoTa»; 3minu Il
TUMY - 3MiHWM BUNPOBYBaHb abo AONYCTUMUX MEX,
BCT@HOB/NEHMX Y cneuudikauisx, nig yac
BMPOGHMLTBA FOTOBOIO NiKApCbKOro 3acoby -
3MiHM Y cneumdikaii NpoMiXHOT npoayKuii nig yac
BMPOOHWLITBA FOTOBOTO JliKapPCbKOro 3acoby:

- 3MiHa KpUTEPIiB NPUAHSATHOCTI A8 NOKa3HUKa
«ToBLWMHA TabeTkn», y NpoLeci BUPOGHULTBA
rOTOBOrO /iKapCbKOro 3acoby: - JONOBHEHHSA

3a peyernmom

UA/3886/01/04
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4YeHHs

napameTpy «Onuc» iHhopMalLiieto Npo
XpecTonoAibHy pucky y BifnNOBIAHOCTI 40
marepianiB peecTpauiiHoro AoCbE, OCKINbKM B
IHCTPYKLT AN MeAMYHOro 3acTOCyBaHHA HasBHa
AaHa iHchopmauis

40.

BOKCUI®

Tabnetkn no 0,2 Mr no
10 TabneTok y
6nictepi, no 3 a6o 10
6nicTepiB y KAPTOHHIl
ynakoBLii

TOB "KYCYM
DAPM"

YKpaiHa

TOB "KYCYM
PAPM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHviKa peecTpauiiHoro NocBigYeHHs) - 3MiHa
afpecu 3asBHUKa (B1acHVKa peecTpaviiHoro
nocsigyeHHs), 6e3 3MiHM Micus BUPOOHULTBA.
3MiHW | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NpoBaKeHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKkIoYaoun
OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPO/IO SIKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHUWK/IMNOpPTEp, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa agpecy BUpo6HuKa 13, 6e3 3MiHn MicusA
BMPOGHULTBA. 3MiHK | TURNY - 3MiHK WOA0
6e3nekn/edheKTNBHOCTI Ta chapmakoHarnagy (iHuwi
3MiHW) - BHECEHHS HE3HAUYHUX pefaKLinHnX
NpaBoK y TEKCT MapKyBaHHA NepPBUHHOT Ta
BTOPWHHOI YNaKoBOK.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.

3a peyernmom

UA/13543/01/01

41.

BOKCMA®

Tabnetku no 0,3 Mr no
10 TabneTok y
6nictepi, no 3 abo 10
6nicTepiB y KAPTOHHIl
ynakoBLi

TOB "KYCYM
PAPM"

YkpaiHa

TOB "KYCYM
PAPM"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHn | TURY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa
(BnacHvika peecTpauiiHoro NocBigYeHHs) - 3MiHa
afpecy 3asBHKKa (BNacHvKa peecTpauiiHoro
NOoCBiJYEHHST), 6€3 3MiHN MicLs BUPOOHMLTBA.
3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy micus
NPOBaKEHHS AiS/IbHOCTI BUpOOHMKa/imMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIo4aun
AiNbHULL BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJIO SIKOCTI. (QiS/IbHICTb, 3a 5Ky BignoBigae
BMPOGHMWK/IMNOpPTEp, BK/IOYaUM BUMYCK Cepiid) -
3MiHa agpecy BUpobHuKa NN13, 6e3 3MiHn Micusa
BMPOGHULTBA. 3MiHM | TUNY - 3MiHK WOoA0
6e3nekn/edpeKTNBHOCTI Ta chapmakoHarnagy (iHuwi
3MiHW) - BHECEHHSA HE3HAYHUX peAaKLinHnX
NpaBOK Yy TEKCT MapKyBaHHA NEPBUHHOI Ta

BTOPWHHOT YNakKoBOK.

3a peyenmom

UA/13543/01/02




63

Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.
42, FANHOMAKC | cynoauTopii Ekcenrtic IcnaHis Ekcenric lnau TypeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a peyernmom UA/15953/01/01
BariHasibHi, 100 mr/150 Xencke C.J1. CaHai Be 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
MF N0 7 CynosuTopiiB y TigpxapeT AHOHIM HalilMeHyBaHHs Ta/abo agpecu Micud
CTpYNax B KapTOHHIlA LWipkeTi NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
Kopobui roTOBOrO NikapCcbKOro 3acoby, BKIYaKuu
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO AKOCTI. (4is/IbHICTb, 3a SKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
(3MiHa Ha3BM BMPOGHWMKa, 6€3 3MiHM MicLsA
BMPO6HULTBA) (TEepMiH BBEAEHHS 3MiH MPOTSAroM
6-TW MicsLIB Nicns 3aTBEPKEHHS)
43, FEKCOPAJI® | pO34uH 4518 poTOBOI MakHin Benvka ®AMAP OPJIEAH dpaHuis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiais: 6e3 peyenma UA/7714/02/01
nopoxHuHu 0,1 % no Mpoaaktc BpuTaHis 3MiHu [ TUNy - 3MiHW A0 IHCTPYKLT ANA MeAU4HOro
200 mn 'y pnakoHi; no Nimiten 3aCTOCYBaHHA Yy po3Aiun "®apmakonoriyHi
1 cbnakoHy B BNacTmBocCTi", "Oco6aMBOCTI 3aCTOCYBaHHS",
KapTOHHIA ynakoBLi "3acTocyBaHHs y nepiog BariTHoCTi abo
rofyBaHHs rpyaar”, "Cnocié 3actocyBaHHA Ta
nosun”, "Aitn" (6yno - 4itaAm BikoM Big, 6 pokiB,
cTasno - AiTaM BiKOM Bif 12 pokiB),
"Mepepo3yBaHHa", "Mo6iYHI peakuii™
44. FEMTEPO niogpinizat gns leTepo /1a63 IHAis [eTepo /1a63 IHgjs BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis: 3a peyenmom UA/14626/01/02
pO34UHy ANs iHgy3il Nimitepn Nimiten 3MiHM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS
no 200 Mr y chnakoHi; rOTOBOrO JliKapCbKOro 3acoby - NpUBeAEHHS Y
no 1 donakoHy y BiAMOBIAHICTb OMUCY NPUTOTYBaHHS BiZHOBIEHOTO
KapTOHHIVi KOpo6Li PO34MHY, AKMiA 3aCTOCOBYETLCA Yy TecTax MKA
("Mpo3payHocTb pacTeopa”, "pH pacTBopa”,
"Bpems pactsopeHuna”, "LiBeTHOCTb pacTeopa’,
"CseTonponyckaHue"), matepianiaMm BUpobHMKa Ta
IHCTPYKLi 3 MEANYHOrO 3aCTOCYyBaHHSA
NiKapcbKoro 3acoby - yToUHeHHS 06'emy
po3urHHKKa (5 M 0,9 % po3unH XSI0pUAY HaTpito
3amicTb 25 mn). Takox Ha3Ba po3giny 11. "Bpems
pacTtBopeHus" MK nprBoguTbCA Y BiAMOBIAHICT
crneuundikauii - " Bpems BocctaHoBneHus"
NikapcbKoro 3acoby
45, FICTAFNOBY | niodinizat gns NnAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a peyenmom UA/16084/01/01
NIH-BIONIK pO34nHy ans iH'ekuii B | "®APMCTAH "®APMCTAHOAP 3MiHu Il TUnYy - 3MiHK Woa0
amnyni y KoMnnekTi 3 OAPT-BIOJIK" T-BIONIK" 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
PO3YMHHMKOM 0 2 M1 BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
B amnyni(HaTpito BMAAui peeCcTpaLiiiHOro NocBifYeHHs, BK/IOYaoum
xopuay po3ymH 9 Mnax ynpasniHHA pu3nkamn (3acTocyBaHHS
mr/mn); no 5 3MiH(K), AKi(a) BUMaratoTb(€) NoAanbLLIOro
KOMMNJIEKTIB Y nayuj 06I'pYHTYBaHHSA HOBUMW A0AATKOBUM AaHUMU, L0
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
MatoTb HafaBaTUCA KOMNETEHTHUM OpraHoMm,
OCKi/TbK/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm) - BrkoHaHHA
3060B'A3aHb BiANOBIAHO A0 NiANYHKTY 1.13 NyHKTY
1, nignyHkTy 2.3 nyHKTY 2 gogatky 15 go Mopsaky
NpOBefeHHs ekcnepTu3n peectpaLiiHnx
MaTepianis Ha nikapcbki 3aco6um, Lo NoAanTbes
Ha AepxaBHy peecTpauito (nepepeecTpadiio), a
TaKOX eKCnepTU3n mMaTepiasliB MPO BHECEHHS 3MiH
[0 peecTpauiliHnx MaTtepianis npoTarom fii
peecTpauiniHOro NoCBiAYEHHS, 3aTBEPAKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Haka3zy MO3 Big 23.07.2015 Ne 460).
46. TO3EPENIH imnnaHTart no 10,8 mr AnBoreH INKo | Jltokcemobypr BUPOBHMUTBO "in HimeuunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/15570/01/02
ANBOTEH no 1 imnnaxTary y C.ap.n bulk", nepuHHe 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
Lwnpuuy-annikaropi Ta BTOPUHHE 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
(wnpuu-annikatop nakyBaHHs, npugaTHocTi abo ymoBax 36epiraHHs roToBOro
CKNnajaeTbca 3 KOHTPO/b Cepil, niKapcbKoro 3acoby (36iMbLIEeHHS TepMiHY
nosiMepHoro kopnycy Bignosigae 3a NpUAAaTHOCTI FOTOBOIO NiKapCbKOro 3acoby) - Ans
3 Tpumayem gns BWMYCK cepil: TOProBoi ynakoBku (NigTBEPAXKYETLCA AaHUMM
iMnnaHTary, rosiku Ta AMB 'm6X peasibHOro 4Yacy) - 36ibLIEeHHS TEPMiHY
nopLuHs) ; no 1 ApuHeliMiTTeNnbBe NPUAATHOCTI FOTOBOrO NiKapCbKOro 3acoby.
LUNpULYy B NaKeTUKY; pK 3arBepkeHo: 3 poku. 3anpornoHoBaHo: 4 POKK.
no 1 abo 3 nakeTukn y BapHray,HimeuyuunH BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
KapTOHHI nauv,. a 3aTBEPAKEHHS.
cTepunisauis:
CvHepaxi Xeanc
AnnepcxayseH
'm6X, HimeuunHa
MikpobiosoriyHe
TeCcTyBaHHS:
€spochiHc
Bio®apma
MpoaakT TecTiHr
MioHXeH TM6X,
HimeuunHa,
cTepwnisadis,
MikpobiosoriyHe
TeCcTyBaHHS:
BEb®
CrepiniseliwHceps
i3 'M6X,
HimeuunHa
47. FPUMNEKC NOPOLLOK A5 KOHina6, NN CLIA TOB tOC Monbwa/ Benuka BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 peyenma UA/6285/01/01
XOTAKTUB Opa/1IbHOro PO34MHY Mo dapmauis, BpuTtaHis 3MiHM | TMNY - 3MiHa Yy MeTogax BUNPo6yBaHHS
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3aXUCHUM KOBMA4KoOM;
no 1 6as0Hy B
KapTOHHIA KopooLi

noctayanibHUKa BMXi4HOrO Matepiasy, peareHTy

a60 [OMOMIKHOI PEYOBWHN — BUTYyYEHHS
3aTBEPKEHOrO BUPOGHUKA Ajil04O0T PeyOBUHN

XoniHy caniunnaty 80 % BASF Pharma

(Evionnaz) SA, LWeeliuapis; 3miHu | TUNy - 3MiHK,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY abo
€Bponelicbkoi hapmakonei, abo iHWOi

Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
MAKC 5 I NOPOLLKY Yy calue; MonbLa roTOBOrO NikapcbKoro 3acoby - He3HauHi 3MiHU B
no 5 cawe a6o no 8 (BMPOGHUK, MeTo4ax BUNpPObYyBaHHS rOTOBOTO J1iKapCbKOro
calle y KapTOHHiiA BiANOBiAa/IbHMN 3a 3ac00y: - BHECEHHS peAakLiliHiX YTOYHEHb 3a
nauui BMPOGHMLTBO 3a NnokasHNKOM «laeHTudikauia napayetamony,
NOBHUM LMK/IOM); heHinedpuHy rigpoxnopuay, ackopbiHoBOI
BpadToH KNCNOTU»; - 3a NOKasHNKOM «KinbkicHe
Nab6opaTtopi3 BM3HAYEHHSI BMICTY acCKOp6iHOBOT KUC/OTH,
NimiTen, Benuka napaueTtamory Ta heHinedpuHy rigpoxiopuay i
BputaHis OAHOPIZHICTb BMICTY heHinedpuHy
(BUPOGHUK, rippoxnopuay» (Metog BupobHuka BEPX), a came
BiANOBIAA/IbHWI 32 3MiHa NOpPSAKY NPOBEAEHHS NiATOTOBKM 3paska B
BMPOGHMNLITBO, . «YNakoBaHHbIN NPoAYKT» Ta «OfHOPOAHOCTb
nakyBaHHs cofepXaHns»; - AOAABaHHA B HA3BY NOKa3HMKa
(nepBuHHe Ta CNnoBa «asibTepHATUBHUI» «KinbKicHe
BTOPWHHE), BM3HAYEHHS BMICTY ackopbiHOBOI KMC0TH,
KOHTpO/Nb Ta napaueTamorny Ta heHinedpuHy rigpoxiopuay i
BUNYCK NPOAYKTY OHOPIAHICTb BMICTY theHinedpuHy rigpoxnopuay
in bulk, koHTponb — anbTepHaTuBHUA meTogy» (YBEPX), ans
cepii rotoBoro MOXJ/IMBOCTI po34ineHHss MeTogis. Kputepii
nNiKapcbkoro NPUAHATHOCTI Ta METOZ, NPOBEAEHHS aHanily He
3acoby) 3MIHWNCS; 3MiHWM B METOAax KOHTPOJIt0 FOTOBOrO
NikapcbKoro 3acoby 3a NMokasHUKOM «Bu3HaYeHHs
npoAayKTiB po3knagy deHinedpuHy rigpoxnopugy
Ta 4 — amiHocbeHony» 3a gonomorot BEPX
(anbTepHaTUBHUIA MeToA), a caMe YTOUYHEHHS
Ha3BW MeToAy Ta AOMOBHEHHS PO3Ainy
«HeusBecTHble NPOAYKTbI pasnoxeHns» (415
rapMoHisaL,ii onucy iHTepnpuTauii xpomatorpam B
aHaniTMyHoMy MeTogi (BK/IHYEHHS MikiB 3
nnauebo i He BpaxyBaHHS iX K AOMILIOK)
48. FPUNOLUUTP | cnpeii ans potoBoi ToBapucTBo 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/11005/01/01
OH 1oP NOPOXHWHK No 30 mn obmexeHoro obMexeHor 3MiHW | TUNY - BUNYYEHHS BUPOOHUYOT AiNbHUL
y 6anoHi, BignosiganbHi Bif4NoBIAANLHICTIO (BKovatoum ginbHuui ans A®Il, npoMixHoro
3abe3neyeHnm CTIO "®apmaLeBTnyHa npoAyKTy abo roToBoro nikapcbkoro 3acoby,
KnanaHom-HacocoMm, "®apmavesTu KOMMaHis AiNbHULUI N8 NpOBEAEeHHS NakKyBaHHS,
HacajKoto- YyHa KOMMaHis "3popos'a" BMPO6HMKA, BiAMOBIga/IbHOMO 3a BUMYCK Cepil,
po3snunaBayem Ta "3p0poB'a” MicLLe NpoBeAEeHHS KOHTPOsILO cepii) abo
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4YeHHs

HauioHanbHOI hapmakonei gepxasun €C -
npuBefeHHs cneundikauii Ta MeToais BXigHOro
KOHTPOJIIO Ha AjtoYy PEeYOBUHY XO/liHY caniuunaty
80% 3a nokasHvkoM «MikpobionoriyHa ymcTota» y
BIANOBIAHICTb 4,0 BUMOT 3arasibHUX cTareli no
6ionorivHoMy BUMPOGyBaHH0 AdY; cynyTHA
3MiHa:
3MiHa y meTogax BunpobysaHHs APl abo
BVXifHOrO Matepiany/npoMixXHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®I; 3amiHum Il Tuny - 3miHa
BMPOGHMKA BUXiAHOro/NpOMIKHOIO
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®l, abo 3miHa BUPOGHUKa
(BKTrOYatouM, fie HeO6XiAHO, MicLie MPOBEAEHHS
KOHTPO/O SIKOCTi) APl — BBEiEHHSA HOBOIO
BMPOGHMKA Ai04OT PEYOBVHM XOAiHY caniumnary
80 % Siegfried Evionnaz SA, LBeiiLapis 3
HafaHHAM DMF i ik Hacnifgok npyBefeHHs
cneumdikaLii Ta MeTOAiB BXiAHOrO KOHTPOSIO A0
marepianis BUpO6HMKa (BBEAEHO NOKA3HUK
«OnTUYHa ryCTUHa», 3 NMOKa3HuKa
«laeHTudikavis» BUIy4eHO TECT Ha YTBOPEHHSA
XapakTepHOro 3anaxy TpUMeTuIamMiHy); CynyTHS
3MiHa: 3MiHa y NnapameTpax cneuudikauii Ta/abo
O0NYyCTUMUX MEX, BUSHAYEHNX Y crieumdikaLisx
Ha A®|, abo BMXigHWI/MPOMIXKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoveci BupobHuuTea A®| - 3mMiHa y meTogax
BunNpobyBaHHa APl abo BMXigHOTO
mMatepiany/npomMiKHOro NpoayKTy/peareHTy, LWo
BVKOPVCTOBYETbLCS y NpoLieci BUpo6Huutea AdI

49.

AENY®EH®

cnpeii HasaslbHUiA No
20 mn abo no 30 mny
nnacTMKoBOMY
donakoHi 3
NNacTUKoBUM
posnustoBayem; no 1
h/1aKOHY B KapTOHHii
ynakoBLii

Pixapg
BiTTHep Al

ABCTpIf

Pixapg bitTHep Al

ABCTpIA

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
y3ara/ibHeHUX AaHunx npo cuctemy
hapmakoHarnagy (BBefeHHs y3arasibHeHNX
JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
YNOBHOBaXEHOI 0co6u, BiANOBIAaILHOI 3a
3[jiCHEHHSI hapMakoHarsay; KOHTaKTHOT 0cobu
3 thapmakoHarnsgy 3asBHVKa AN 34iACHEHHS
thapmakoHarnagy B YKpaiHi, AKLLO0 BOHA BigMiHHa
BiJ, yNOBHOBaXEHOI 0c06M, BignoBigansHoi 3a
3fificHeHHs chapmakoHarnsagy (Bkioyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM Y PO3MILLLEHHI

6e3 peyenma

UA/8539/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4YeHHs

MacTep-halina cuctemu hapmMakoHarnisay) -
[itoya pepakuis: YnosBHoBaKeHa ocoba 3asBHYKa,
BiAMNoBigasibHa 3a hapmakoHarnag - lise
Vanderlinden. MponoHoBaHa pejakuis:
YnoBHOBaXeHa ocoba 3asBHWKa, BignoBigasibHa
3a hapmakoHarnsag - George Nicolas. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOI 0cobm
3asBHMKA, BiANOBIAA/ILHOT 32 hapmakoHarnsag ta
KOHTaKTHOT 0CO6M BignoBiganbHoI 3a
hapmakoHarnag B YkpaiHi

50.

AEPMAS3VH

Kpem 1% no50ry
Ty6i; no 1 Ty6i B
Kopobui

CaHpo3
PapmacboTika

n3 4.4

CnoBeHis

Cantotac ®apma
meX

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHu | TUNy - 3MiHa po3mipy cepii (BKIYaum
JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
3aco6y (36inbLeHHs fo 10 pasiB NOpiBHAHO i3
3aTBEPKEHVIM PO3MIPOM) - BBEAEHHS
[100aTKOBOro po3Mipy cepii roToBOro Nikapcbkoro
3acoby. 3anponoHoBaHo: 800 kr (16 000 Ty6),
1800 kr (36 000 Ty6)

6e3 peyenma

UA/8997/01/01

51.

DIAHE-35

TabneTkn BKPUTI
060/10HKO0; MO 21
Tabnetui y 6nictepi 3
KaneHgapHow
LKasoto; no 1
6nicTepy B KApTOHHii
Kopoo6Li

Baiiep Al

HimeuunHa

nepBuHHA,
BTOPUHHA

ynakoBka, [103Bif

Ha BUMYCK cepii:
Baviep AT,
HimeuunHa

NOBHWIA UMK
BMPOGHULITBA:
Baiiep Balimap
v6X i Ko. KI,

HimeuunHa

HimeyunHa

BHECEHHS 3MiH [0 peecTpavliiiH1ux maTepianis:
3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBafKeHHs AiSNIbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO J1iKapCbKOro 3acoby, BKIoUaoun
AiNbHULI BUNYCKy cepii abo MicLie NpoBeAeHHS
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a SiKy BiAgnoBigae
BUPOGHMK/IMNOPTEP, BK/TOYAKUMN BUMYCK CEpiif)
(A.5. (a) IAHN)
3MiHa Ha3BW BUPOBHYKa, 6e3 3MiHW Micua
BUPOGHMLTBA. 3MiHM | TUNy - AGMiHICTpaTMBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA
(BK/HOUALOUM, 32 HEOOXIAHOCTI, MiCLle NPOBEeAEHHS
KOHTPOJIH0 SIKOCTi), @60 BnacHvKa macTep-ghaina
Ha A®I, abo noctavasibHuKa Adl/BuxigHoro
martepiany/peareHTy/NPOMKHOIO NPOAYKTY, WO
3aCTOCOBYHTbCA Y BUPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIXKHOT
PEYOBUHM (AIKLLLO 3a3Ha4YeHo y gocke) (A.4. 1A)
3MiHa Ha3Bu BUpOGHMKa AP, 6e3 3MiHM Micus
BUPOGHMLTBA. 3MiHM | TUNY - AAMIHICTPaTUBHI
3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecy Micust
NPOBaMKEHHS Aif/IbHOCTI BUPOBHMKA

3a peyenmom

UA/7893/01/01
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
(BKtOYatoUM, 3a HEOH6XiAHOCTI, MicLe NPOBeAeHHS
KOHTPO/I0 SIKOCTi), abo BriacHMKa MacTtep-chainna
Ha A®I, abo noctavyasibHuka A®Il/BuxigHoro
matepiany/peareHTy/NPoOMbKHOIo NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
[ocbe, abo BUPOBHMKaA HOBOT AOMOMIKHOT
PEYOBMHM (SIKLLO 3a3HAYEHO Y A0CLE) 3MiHa Ha3BM
BMpO6HMKa API, 6€3 3MiHN MicLA BUPOBHMLTBA:
3MiHa 3asBHVKKa (BnacHWKa peecTpaviiiHoro
NOCBIJYEHHS):
3aTtBeppxeHo: baiiep ®apma Al, HimeyunHa
3anponoHoBaHo: baliep All, HimeuunHa
52. EHANANPUN | Ttabnetkn no 20 mr, no TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/5232/01/03
- 10 TabneTok y "ACTPA®APM "ACTPA®APM" 3MiHu | TUNy - 3amiHa rpadoiyHoOro opopmNeHHs
ACTPA®APM | 6nicTepi, no 2 a6o 10 " NepBUHHOT Ta BTOPUHHOI YNakoBOK Ha TEKCT
6nictepis y kopobu, 3 MapKyBaHHS! yNakoBOK 3 BignoBiAHUMMN 3MiHaMKN
KapToHy 0o posginis MKA N13 (po3gin «IpadiyHe
0(hOpMIEHHS» 3aMiHEHO PO34ifIoM
«MapkyBaHHs»)
53. EHANAMPWUN | Ttabnetku no 10 mr, no TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/5232/01/02
- 10 TabneTok y "ACTPA®APM "ACTPAGAPM" 3MiHM | TUNYy - 3amiHa rpadivyHoro ochopmneHHs
ACTPA®APM | GnicTepi, no 2 a6o 10 " NepBMHHOT Ta BTOPMHHOI YNaKoOBOK Ha TEKCT
6nictepiB y kopobu,i 3 MapKyBaHHS YNakoBOK 3 BiANOBiAHUMY 3MiHAMU
KapToHy fo posginis MKA N3 (po3gin «paciyne
0hOpPM/IEHHS» 3aMiHEHO PO34iSIoM
«MapKyBaHHsI1»)
54. EHANANPUN | Ttabnetkn, 10 mr/12,5 ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/1350/01/01
-HL- mr no 20 a6o no 30 obmexeHo obmexeHor 3MiHM | TUMY - NoAaHHA HOBOro cepTudikaTa Bif
340POB'A Tabnetok y 6nicrepi; BignoBigabHI BiANOBIAA/ILHICTIO BXe 3aTBep)KEeHOro BUPOOHMKa; CynyTHA 3MiHa:
no 1 a6o no 2 cTHO "papmaueBTNYHA 3MiHa y napameTpax crneumdikauyiii Ta/abo
6nicTepu B KApTOHHIA "®apmaveBTu KOMMaHis O0NYCTUMKUX MEX, BUSHAUYEHNX Y creumdikaLisx
KopooLi YHa KOMMaHis "3popos'a" Ha A®|, abo BUXigHWIA/NPOMIXKHWIA
"3p0pos'a” NPoAyKT/peareHT, Lo BUKOPUCTOBYIOTbCH Y

npoueci BupobHuutea A®I| - 3mMiHa y meTogax
BuNpobyBaHHa APl abo BMXigHOrO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpo6HuLTBa ADI -
noJaHHa HOBOro cepTudpikaty BignoBigHOCTI
€sponeiicbkoi thapmakonei Ne R1-CEP 2000-053-
Rev 03 Big 3aTBEpmAXEHOr0 BUPOOHUKA ADI
EHananpuny manear, sik HacnifokK, yTO4YHEHHS
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

afpecu MicLe3HaxomKeHHs BUPO6HMKa (3amiHa
OPUANYHOT afapecy Ha agpecy BUPOGHNYOT
OiNbHWLI) Ta 3MiHM A0 cneumndikaii Ta meTogis
BXiHOro KOHTposto A®I; 3MiHK | TUNy - NoAaHHSA
HOBOrO cepTudikaTa Bif, BXe 3aTBEpAKEHOro
BMPOGHMKA; CyNyTHSA 3MiHa: 3MiHa y mapameTpax
cneumdikaLin Ta/abo gonycTMMmX MeX,
BM3HAYEHUX Y cneundikauisx Ha Adl, abo
BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea Al -
3MiHa y meTogax BunpobysaHHs APl abo
BVXifHOrO Martepiany/npoMixXHOro
NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea APl - nogaHHs HOBOro
cepTudpikaTy BiAMoBigHOCTI €EBponencbKol
hapmakonei gna APl Mgpoxnoprtiasng Ne R1-
CEP 2006-011-Rev 01 Big, 3aTBEPAKEHOIO
BMpOGHMKa A®I, ik HACNiAOK, YTOUHEHHS agpecu
MiCLle3HaxoMKeHHS BUPOOHMKA Ta 3MiHU A0
cneuudikaLii Ta MeToAjiB BXiAHOro KOHTposo Adl;
3MiHM | TNy - NOAAaHHA OHOBNIEHOTO cepTudikaTty
BiAnoBigHOCTI EBponeiicbkoi hapmakonei Ne R1-
CEP 2009-367-Rev 01 Big, 3aTBEpPAKEHOIO
BMpo6HMKa APl EHananpwiy maneart, sk
HacnifoK, yTOYHEHHSI HaliMeHyBaHHS Ta
MiCLiE3HaXOMKEHHS BUPOOHMKA; 3MiHM | Tumy -
3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y
BiANOBIAHICTb A0 MOHOrpadii AdY abo
€sponelicbkoi hapmakonei, abo iHwoi
HaujioHanbHoi hapmakonei gepxasu E€C (3miHa 'y
crneuundikalisx, nos'asaHa 3i 3amiHamu B dY, abo
€Bponelicbkiii hapmakonel, abo iHLWil
HaLjoHasbHIl chapmakonei gepxasu €C); cynyTHsS
3MiHa: 3MiHa y meTogax BunpobysaHHA APl abo
BMXifHOro mMartepiany/npoMixHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea A®l; 3MiHu | Tuny -
noAaHHsA HOBOro cepTuddikaTa Bif BXe
3aTBEPAXEHOr0 BUPOOHMKA; CYMyTHS 3MiHa: 3MiHa
y napameTpax cneuudikalii Ta/abo gonycTummx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea AdI -
NnoAaHHs HOBOTO cepTudikaTy BifnoBiAHOCTI
€sponeiicbkoi papmakonei Ne R1-CEP 2008-021-
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
Rev 02 Big 3aTBEpMKEHOr0 BUPOOHUKA ADI
FapoxnopTiasng, Kk HacnifokK, BUTYYEHHS 3i
cneupudikauii BXigHoOro koHTposto Ad| nokasHvka
«3a/INLLKOBA KiNbKICTb OpraHiYHNX PO3YNMHHUKIB,
LLIO KOHTPO/KBANCSA BigNoBigHO A0 DMF; 3MiHu |
TUMY - 3MiHW, NOB'A3aHi 3 HEOBXigHICTIO
nNpuBeLEHHA y BIAMNOBIAHICTb A0 MOHorpadii AdY
abo €BponeicbKoi hapmakonei, abo iHWwoi
HaujioHanbHoi chapmakonei gepxasu €C (3miHa 'y
crneuundikalisx, nos'asaHa 3i 3amiHamu B dY, abo
€Bponelicbkiii chapmakonel, abo iHLWil
HaLjoHasbHIl chapmakonei gepxasu €C); cynyTHsS
3MiHa: 3MiHa y meTogax BunpobysaHHA APl abo
BMXifHOro mMarepiany/npoMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea A®I - npuBeseHHs
cneumdikauii Ta MeTOZAIB BXiAHOrO KOHTposo AP|
Enananpuny manear y BignoBigHIiCTb 40O BUMOT
Ajto4oro BuaaHHa EP
55. ENANOPA® PO3YUH AN iH'EKLIN, TOB "CaHodi- Ykpaina CaHodi-ABeHTIC HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a peyenmom UA/10240/01/01
100 OA./mn, Ne5: no 3 ABEHTIC LoiiunaHg TM6X 3MiHW | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
MY KapTpuaxi; no 5 YkpaiHa" HalilMeHyBaHHs Ta/abo agpecu Micus
KapTpuaxis y NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
6nicTepHiin ynakosLi B rOTOBOrO JliKapCbKoro 3acoby, BK/IYak4m
KapTOHHI Kopobuyj; OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
Ne5: no 1 kapTpuaxy KOHTPOIO SIKOCTI. (QiS/IbHICTb, 3a 5Ky BignoBigae
no3mn, BMPOGHMK/IMNOpTEp, BK/IOYaUM BUMYCK Cepiid)
BMOHTOBaHOMY B (3miHa Ha3Bu Ta agpecu BMpobHUKa, 6e3 3MiHW
0/iHOPa30Buii Micus BUpo6HMLUTBA) (TEpMIH BBEAEHHS 3MiH
NPUCTPIN - WNpuu- NPOTArom 6 MicsLiB NiCNs 3aTBEPYKEHHS)
pyyky ConoCrap®
(6e3 ronok gns
iH'ekuiin), no 5 wnpwuuy-
PYYOK Y KapTOHHii
Kopo6ui; Nel: no 10
M1y CKNSAHOMY
dhnakoHi; no 1
hNakoHy B KAPTOHHIl
Kopobui
56. ENIPYBILUVH PO34MH ANA iH'EKLiA, 2 AKTasic rpyn Icnangis Cinpan ®apmva PymyHis/ ITanisa BHECEHHS 3MiH [0 peecTpaLjiiiHnux maTepianis: 3a peyenmom UA/10274/01/01

mr/mn no 5 mn (10 mr),
a6o 25 mn (50 mr),
a60 50 mn (100 wmr),
a60 100 mn (200 mr) y
chnakoHi, no 1

AT

CP/1, PymyHisi;
AkTasic ITanis
C.n.A,, ITanisa

3MiHM | TUNY - NOAAHHS OHOB/IEHOTO cepTudlikaTa

BiANoBigHOCTI EBponeiickbkii hapmakonei Ne R1-
CEP 2004-067-Rev 03 gne fjto4oi pe4yoBuHM

Epirubicin hydrochloride Big BXxe 3aTBEpAXeHOro
BUpo6HMKa Synbias Pharma Limited, YkpaiHa
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
(h/1aKOHY B KapTOHHiiA
Kopobui
57. ENIPYBIUVH PO34UH A5 iH'EKUINA, 2 Mepak HimeyunHa BTOPVHHE Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a peyernmom UA/10941/01/01
MEJAAK mr/mn no 5 mn, 10 mn, lesenbwadt nakyBaHHs, Yecbka 3MiHK | TUNY - NOA4AHHS OHOBIEHOTO cepTudikaTy
25 mn, 50 mn, 100 mn chrop KniHiwe MapKyBaHHS, Pecny6nika BignosigHocTti A®I Epirubicin hydrochloride
y thnakoHi; no 1 LWneuianbnpe KOHTpO/b Ta €Bponeiicbkili hapmakonei Bif 3aTBepAKEHOro
donakoHy B KOPO6L napate M6X BUNYyCK cepil: BMpPOGHMKa. 3anponoHoBaHo: Transo-Pharm
Megak Handels GmbH, Germany No.R1-CEP 2004-067-
lesenbliadT rop REV 03; 3miHu | TUNY - nogaHHA OHOBJ/IEHOTO
KNiHiwe cepTudikaTy BiAnoBigHOCTI €Bponechbkili
Lineyjiansnpenapa hapmakonei Big 3aTBepAKeHoro BupobHuka Ad|
Te M6X, Epirubicin hydrochloride, y 38’s3ky i3 3mMiHOlO
HimeuuunHa; HaliMeHyBaHHs BMPO6HUKa A®Il. 3anponoHoOBaHo:
BMPOGHMLTBO "in Heraeus Deutschland GmbH & Co. KG, Germany
bulk”, nakyBaHHs, No. RO-CEP 2012-086-REV 03
MapKyBaHHA Ta
KOHTpPOsb cepii:
OHkoTek Papma
MpoaakwH M6X,
HimeuumnHa;
MapKyBaHHA Ta
BTOPUHHE
nakysaHHsa: Meg-
IKC-TMpecc M'vbX,
HimeuumnHa,
BMPOGHMLTBO "in
bulk", nakyBaHHs,
MapKyBaHHA Ta
KOHTpPOsb cepii:
OHKome[,
MeHbloheKYepiHr
a.c., Yecbka
Pecny6nika
58. ECMEPOH® PO3UMH ANA H'EKLN, LWepinr-Mnay LBeliuapis BMPOGHULITBO in Higepnangun/ BHECEHHS 3MiH [0 peecTpaLjiiiHnux maTepianis: 3a peyenmom UA/7719/01/01
10 mr/mn no 5 mn (50 CeHTpan Ict bulk, Himeuunna/ 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTBHOCTI
Mr) y donakoHi; no 10 Al nepBrYHHE/BTOPUH CnosayunHa Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo

(h/1aKoHIB y KapTOHHIi
Kopobui

He nakyBaHHS,
KOHTPO/b SIKOCTI
Ta BUNYCK cepil:
H.B. OpraHoH,
HigepnaHgaw;
BMPOGHULITBO in
bulk, nepsuHHe
nakyBaHHSA Ta
KOHTPO/b SIKOCTi:

y3ara/ibHeHNX AaHuX Npo cucTemy
thapmakoHarnagy (BBeAeHHS y3arasibHeHNX
[aHnx npo cuctemy dpapmakoHarnsgy, amiHa
YyNOBHOBaXEHOT 0C06M, BignoBigansHoi 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu
3 (hapmakoHarnsgy 3asBHVKa AN 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bi[, yNMOBHOBaXXEHOI 0CO6M, BignoBigabHOI 3a
3iicHeHHs1 hapmakoHarnsgy (BKIYar4m
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
XamesnbH KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
dapmacboTukans mMacTep-haiina cuctemm hapmakoHarnsgy) -
'M6X, HimeuyumnHa; [itoua pepakuis: ynoBHoBaXeHa 0co6a,
aNlbTepHaTUBHWI BiANOBiga/IbHA 3a 3AiiCHEHHSA (hapMakoHarnsay:
KOHTPO/b AKOCTI: XKaHeT Xopm6peii. MponoHoBaHa pefakuis:
XamernbH pAc a.c., ynoBHOBaxkeHa 0coba, BianosifasnbHa 3a
CnosayyvHa 3pificHeHHs1 hapMakoHarnaay: Jokrop [ait
[lemon. 3miHa KOHTaKTHUX faHux. 3MiHa y
po3MileHHI MacTep-dainy
59. ETO/ SR Tabnetku HOBEN INAY TypeyunHa HOBEN INAY TypeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/15574/01/01
MPOJIOHIOBaHOI Aji, No CAHAI BE CAHAI BE 3MiHu 1l TUny - 3MiHn Woao
600 mr no 10 TIOXXKAPET TIOIXKAPET A.LL. 6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsgy.
TabneTtok y 6nictepi; A.LLL. BHeceHHs abo 3miHa(u) Ao 3060B'A3aHb Ta YMOB
no 1 6nictepy B BMAaYi peecTpaviiniHoro NoceigyeHHs, BKIYaoum
KapTOHHI ynakoBLi; MnaH ynpasniHHA py3ukamu (3aCTOCyBaHHSA
no 14 tabneTtok y 3MiH(K), AKi(a) BUMaratoTb(€) No4anbLIOro
6nictepi; no 1 06r'pYHTYBaHHA HOBUMMW A0AATKOBUM AaHVMU, LLIO
6nicTepy B KapTOHHIiA MaloTb HafaBaTUCA KOMNETEHTHUM OpraHoM,
ynakoBLii OCKIiNbKWN BUMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHWM OpraHom) - BUKOHaHHSA
3060B'A3aHb BiAMNOBIAHO A0 NignyHkTy 1.8.2
nyHkTy 1.8 gopatky 5 o Nopsiaky nposefeHHs
eKCnepTn3n peecTpavliiHnx maTepiasiB Ha
nikapcbki 3ac06u, L0 NOAATLCA Ha AepXXaBHY
peecTpaLito (nepepeecTpaLito), a Takox
eKkcnepTn3n martepianis NPo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasiiB NpoTArom gii
peecTpauiiHoro nocBifg4YeHHs, 3aTBEPAXXEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Hakazy MO3 Big 23.07.2015 Ne 460)
60. E®IKONA TabneTku Wunydi no NNTABOPATOIP Benbris C.M.b. Benbris BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a peyenmom UA/15076/01/01
500 mr/50 mr no 16 EC CMB C.A. TexHonogxi CA 3MiHa 3asiBHMKa (BNacHUKa peectpauiiHoro
Tabnetok y Ty6i; no 2 noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015
TYOW Y KapTOHHil Ne 460)
Kopobui
61. 30BIPAKC™ Ma3sb o4Ha 3 %; no 4,5 | nakcoCmiTKn Benvka Lxy6ineHTt KaHapa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a peyenmom UA/8281/02/01
ry Ty6i; no 1 Ty6i B AH EkcnopT BpuTtaHis XonnictepCriep 3Minn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
KapTOHHI/ Kopoo6Li Nimiten [xeHepan HalilMeHyBaHHs Ta/abo agpecu Micus
MapTHepwin NPOBaKEHHS AisS/IbHOCTI BUPOGHMKa/iMnopTepa

roTOBOro MikapCbKOro 3acoby, BKIYaK4M
AiNbHULI BUNYCKY cepii abo MicLie MpoBeAEeHHS
KOHTPOJIO SIKOCTI. (Ais/IbHICTb, 3a SKy Bignosigae
BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepild).
TepMmiH BBeZieHHS 3MiH NpoTArom 3 MicsuiB nicns
3aTBEPKEHHSA. 3MiHU | TNy - 3MiHK Woa0
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4YeHHs

6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy (iHwi
3MiHM) -
3amMiHa rpad)iyHoro ohopM/IeHHS NEPBUHHOI Ta
BTOPVHHOT YNakoBOK Ha TEKCT MapKyBaHHS
yNakoBOK 3 BIAMOBIAHUMW 3MiHAMK 40 PO34iNis
MK$A N3 (po3ain «IpadiiuHe ohopMAeHHS»
3aMiHEHO po3aisioM «MapKyBaHHS»).
TepMmiH BBEfeHHS 3MiH NpoTArom 3 micsuis nicns
3aTBEPAKEHHS

62.

30BIPAKC™

Tabnetku no 200 mr
no 5 tabnetok y
6nictepi; no 5
6nicTepiB y KAPTOHHIl
Kopoobui

nakcoCmiTKn
AnH ExcnopT
Nimiteq

Benvka
BpuTtaHis

[nakco Bennkom
C.A., Icnanis;
nakyBaHHA Ta
BUNYyCK cepil:

nakcoCmiTKnsiiH

dapmacboTKan3
C.A., MonbLa

IcnaHisi/ MonbLya

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHu || TMny - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsgy.
BHeceHHs abo 3miHa(u) Ao 3060B'A3aHb Ta YMOB
BMAaYi peecTpaviiniHoro NoceigyeHHs, BKIYaoum
Mnax ynpasniHHA pu3nKamu (3acTocyBaHHs
3MiH(K), AKi(a) BUMaratoTb(€) No4anbLIOro
06r'pYHTYBaHHA HOBUMMW A0AATKOBUM AaHVMU, LLIO
MatoTb HafaBaTUCA KOMINETEHTHM OpraHoMm,
OCKi/TbK/ BUMAraeTbCsi CyTTEBA OLjiHKa
KOMMNETEHTHWM OpraHom) - BUKOHaHHSA
3060B'A3aHb BiAMNOBIAHO A0 MiANYHKTY 2.3 MyHKTY
2 popatky 15 po lNopsagky nposefeHHsA
eKCnepTn3n peecTpavliiHnx maTepiasiB Ha
nikapcbki 3ac06u, L0 NOAATLCA Ha AepXXaBHY
peecTpaLito (nepepeecTpaLito), a Takox
eKkcnepTn3n martepianis NPo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasiiB NpoTArom gii
peecTpauiiHoro nocBifg4YeHHs, 3aTBEPAXXEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Hakazy MO3 Big 23.07.2015 Ne 460)

3a peyenmom

UA/8281/03/01

63.

30BIPAKC™

Masb o4Ha 3 % o 4,5
ry T1y6i; no 1 Ty6i B
KapTOHHiA KOopoo6Li

nakcoCmiTKn
SliH Ekcnopt
Nimitepn

Benuka
BpuTaHis

Loxy6ineHTt
XonnictepCriep
[xeHepan
MapTHepLuin

KaHapa

BHECEHHS 3MiH [0 peecTpaLjiiiHnux maTepianis:
3MiHK |l TUny - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta YMOB
BMAaYi peecTpauiiiHoro NocBiAYEHHs, BKIOUaK4M
MnaH ynpasniHHSA pu3nkamu (3aCToCyBaHHS
3MiH(1), AKi(a) BUMaratoTb(€) NoAanbLLIOrO
06r'pyHTYBaHHS HOBUMW JOAATKOBUM AaHUMMU, LLO
MaloTb HafaBaTNCA KOMNETEHTHUM OpraHoM,
OCKi/TbK/ BUMAraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm) - BUKOHaHHSA
3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 2.3 MyHKTY
2 popatky 15 po lNopsagky nposefeHHsA
eKCnepTn3n peecTpaviiHnx maTtepiasiB Ha
Nikapcbki 3ac06u, L0 NOAATLCA Ha AepXaBHY

3a peyenmom

UA/8281/02/01
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
peecTpadito (nepepeecTpaLito), a Takox
eKkcnepTn3n martepianis NPo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasiiB NpoTArom fgii
peecTpauiiHoro nocBifg4YeHHs, 3aTBepAKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Hakaszy MO3 Big 23.07.2015 Ne 460)
64. 30KOP® TabneTkn, BKpUTI Mepk LWapn i LLiBeiiuapis BUPOBHMK Benvika bputaHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/0645/01/01
POPTE nAiBKOBOO [oym lgea IHK Hepo3dacosaHol HigepnaHgn 3MiHM | TUNy - 3mMiHa napameTpis cnevuudikawii
060/10HKO0, M0 40 Mr NPOAYKLT, Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro
Ne 28 (14x2) y KOHTPO/b SKOCTI: 3ac00y - AOMNOBHEHHSA creumdikalili HoBUM
6nictepax Mepk Wapn i nokasHukom «lpoaykTv gerpagauii» y
[oym Nimiten, BiAMNOBIAHICTb A0 BUMOr MOHOrpadii «Simvastatin
Benvika bputaHisi; Tablets» gjtouoro BugaHHsa BP.
nakyBaHHs, BUMYCK BBegeHHA 3MiH npoTArom 1-ro micsusa nicna
cepii: Mepk LLapn 3aTBepAKeHHs
i Joym B.B.,
Higepnangm
65. 30MnIKNoH Tabnetku no 7,5 mMr no MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/6301/01/01
10 TabneToK y "y6Hnchapm” "Ny6Hu1chapm"” 3MiHM | TUNY - 3MiHa y MeTogax BUNpPobyBaHHSA
6nictepi; no 1, 2 abo 3 roTOBOro MikapCbKoro 3acoby (418 NpYBEAEHHS Y
6nictepun y nauui BiagnoBigHicTb 3 dY abo EBponeiicbkoo
hapmakoneeo Ta BUTyYEeHHsI NoCUIaHHA Ha
3acTapi/ivin BHYTPILWHIA MeTog BUNPOOYBaHHS i
/ioro Homep)
66. IKCAKEBA™ | po3uuH Ans iH'eKUili no AmMIKeH HigepnaHngm BMPOGHUK CLUA/ Higepnangn BHECEHHS 3MiH [0 peecTpavLiiiHnux maTepianis: 3a peyenmom UA/13054/01/01
I XGEVA™ 1,7 mn (70 mr/mn) y €spona b.B. Hepo3dacoBaHoi 3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edheKTNBHOCTI
AEHOCYMAB | chnakoHi Ne 1 B nNpoAayKLUiT, Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu o
KapTOHHilA KOpo6Li nepBuHHe y3arasisHeHx fAaHunx npo cuctemy
nakyBaHHS: dhapmakoHarnsgy (BBefjleHHs y3arasibHeHnx
AMIXeEH [JaHux Npo cucTemy dhapmakoHarnsgy, 3mMiHa
MaHydekuypiHr YNOBHOBaXeHOT 0cobwu, BigNoBifabHOI 3a
Nimitea, CLUA,; 3[iiCHEeHHSs hapMakoHarsay; KOHTakTHOI 0cobu
BTOPWHHE 3 (hapmakoHarnagy 3asBHVKa A5 34iACHEHHS
nakyBaHHA Ta hapmakoHarnsagy B YKpaiHi, SKWwo BoHa BifMiHHa
BWMYCK Cepil: BiJl yNOBHOBaX€EHOI 0CO6U, BiAMOBIAA/IbHOI 3a

AmaKeH €spona
B.B., Hinepnanan

3AjiCHeHHs1 hapMakoHarisay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEeHHi
mMacTep-aiina cuctemy papMmakoHarnisay) -
3MiHa KOHTaKTHOI 0cobu 3 hapmakoHarnsagy
3asBHUKA 419 34iliCHEHHs hapMakoHarnagy B
YkpaiHi: [itoua pegakuyis: BiTkoBcbka TeTaHa
BitaniiBHa. MponoHoBaHa pefakLis: TepeHTbEB
OnekcaHap HOpiioBMY. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0c06M 3 thapmakoHarnagy 3asBHMKa
05 30iiCHEeHHs1 chapMakoHariaay B YKpaiHi
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
67. IHKPYC™ NopoLUOK ANs nakcoCmiTKn Benuka [nakco Benvka bputaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/14930/01/01
ENNIOTA™ iHransujin, 0o30BaHUi, A Ekcnopt BpuTtaHis OnepeiiwHc HOK 3MiHM | TUny - 3mMiHa nepiogy NOBTOPHUX
no 55 mkr/gosy, no 30 Nimiten Nimiteq BMNpo6yBaHb/nepioay 36epiraHHs abo yMoB
[103 y NOPOLLKOBOMY 36epiraHHA A®| - NOAOBXEHHS TEPMiHY
iHransTopi; no 1 NOBTOPHMX BUNPOGYBaHb A8 APl ymeknignHiymy
iHransTopy y N10TKy 3 6pomigy. 3anponoHoBaHo: 60 micsLiB
hONbIN B KAPTOHHIi
Kopobui
68. IHPAHPUKC cycneHsis (DTPa- nakcoCmiTKn Benuka nakcoCMmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a peyernmom UA/16235/01/01
FEKCA™I/INF | HBV-IPV) ans iH'ekuiii AH EkcnopT BpuTtaHis Bionogxikans C.A. 3MiHM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS
ANRIX no 0,5 mn (1 go3a) Ta Nimiten A®| abo BMXigHOrO MaTepiany/npomMiKHOro
HEXA™ niocpinizat (Hib), 1 NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
KOMBIHOBA nonepegHsL0 npoueci BupobHuuTBa AP (iHWi 3MiHK y MeToAax
HA HanoBHEHMN BMNPOGYBaHHs (BK/IOUAOUM 3aMiHy abo
BAKLUVHA 0[HOPA30BUIA LLINPUL, [0NoBHEHHA) AD| abo BUXiAHOro/NPOMIKHOIO
ana (no 0,5 mn (1 goza)) y NPOAYKTY) - fOAaBaHHSA afbTepPHATUBHOMO
NMPO®INAKT KOMMNEKTi 3 ABOMA peareHTy "KOMM/IEKC CTpenTaBifiH-nepokcugasa
NKIN rosfikamv Ta onakoH 3 XPOHY" ANS BUKOPUCTaHHA Npu sIKicCHOMY Ta
LNDTEPII, niocpinizatom (Hib) KinlbkKicHOMy Bu3HauyeHHi PRN aHTureHy metogom
NPABLUA, ona 1 nosu, wo ELISA. BHeceHHs pefakuiiiHnx npaBokK y po3aimn
KALLUJTHOKY 3MilWy0TbCA nepes pocbe 3.2.5.4.21a3.2.P.5.2.
(AUENONAP | BUKOPUCTaHHAM, Y
HUIA NNacTUKOBNIA
KOMMOHEHT | koHTeliHep; no 1 abo
), FENATUTY no 10 ni1acTuKoBMxX
B, KOHTeliHepiB Yy
noniomieni KapTOHHIA Kopoo6Li
TYTA
3AXBOPIOB
AHb,
3BYAHUKOM
AKX €
HAEMOPHIL
us
INFLUENZAE
Tiny B
69. IHOAHPUKC cycneHnsis (DTPa-IPV) nakcoCmiTKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a peyenmom UA/15832/01/01
™ INB XI6 | 08 iH'ekuin no 0,5 mn SliH Ekcnopt BpuTaHis Bionogxikans C.A. 3MiHK | TNy - 3MiHa y MeTogax BUNpPobyBaHHS
INFANRIX™ (1 po3a) y Nimitepn A®| abo BMXigHOrO MaTepiany/npomixXHOro
IPV HIB nonepeaHbLo NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
KOMBIHOBA HanoBHEHOMY npoueci BupobHuutea A®I (iHwi 3MiHM y meTogax
HA 0fIHOPa30BOMY BUNPOOYBaHHA (BK/IOUa0OUM 3aMiHy abo
BAKUVHA wnpuui Ne 1y [0NoOBHEHHA) AD| abo BUXiAHOro/NPOMIDKHOrO
ana KOMN/IEeKTi 3 ABOMa NPOAYKTY) - A0AABaHHA a/lbTepHaTUBHOIO
NMPODINTAKT rofikamu Ta niogoinisar peareHTy "KOMM/eKc cTpenTasigiH-nepokcnaasa
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
KU (Hib) y conakoHi Ne 1, XPOHY" ANS BUKOPUCTaHHA Npu SIKiCHOMY Ta
BUNDTEPII, LLIO 3MiLLYHOTbCSA KibkiCHOMY BM3Ha4yeHHi PRN aHTureHy metoaom
MPABLS, nepeg, ELISA. BHeCceHHs pefaKuiiiHuX NpaBokK y po3ainu
KALLUTHOKY BUKOPUCTAHHAM; no 1 pocbe 3.2.5.4.271a3.2.P.5.2.
(ALEENKONAP | nonepefHbO
HUIA HaroBHEHOMY
KOMIMOHEHT | ogHopa3oBoMy
), LUINPULY Y KOMMNEKTI 3
noniomMien nBoma rosikamm ta 1
TYTA dhnakoHoM 3
3AXBOPIOB niogpinizatom (Hib) y
AHb, BaKyyMHill CTepUbHili
3BYAHMKOM | ynakosuj; no 1
AKX € BaKyyMHiil CTepUbHIl
HAEMOPHIL YMaKoBLi y KAPTOHHIi
us Kopobui
INFLUENZAE
TMny B
70. IHPAHPUKC cycneHnsis (DTPa-IPV) nakcoCmiTKn Benuka InakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/15832/01/01
™ INB XIb / Ans iH'ekuin no 0,5 mn AH ExkcnopT BpuTtaHis Bionoaxikans C.A. 3MiHM | TUMY - 3MiHa Ha3BY BMPOGHMKA Ailo4nX
INFANRIX™ (1 po3a) y Nimitep peyoBuH audptepiiHoro (D) Ta npasuesoro (T)
IPV HIB nonepegHL0 KOMMOHEHTIB BaKLMHWY, Y 3B'A3KY i3 npuadaHHAM
KOMBIHOBA HarnoBHEHOMY KomnaHieto GSK nignpnemcTa Novartis Vaccines
HA 0fHOpa30BOMY and Diagnostics GmbH & Co. KG. NponoHoBaHa
BAKUVHA wnpuui Ne 1y pepakuis: GSK Vaccines GmbH, Emil-von-
ansa KOMNEKTi 3 ABOMA Behring-Str. 76, D-35041 Marburg Germany
MPO®INTAKT rofikamuv Ta niodpinizar
KU (Hib) y chnakoHi Ne 1,
DUNDTEPII, LU0 3MiLLYHOTLCS
NMPABLUA, nepeg
KALLUHOKY BUKOPUCTAHHAM; no 1
(ALEENKONAP | nonepefHbO
HUA HaMoBHEHOMY
KOMIMOHEHT | ogHopa3oBoMy
), LUNPpULY Y KOMMNEKTI 3
noniomieni nBoma rosikamm ta 1
TYTA dhnakoHoM 3
3AXBOPIOB niogpinizatom (Hib) y
AHb, BaKyyMHill CTepUbHili
3BYAHMKOM | ynakosuj; no 1
AKX € BaKyYMHiil CTepUsbHIl
HAEMOPHIL YMaKoBLi y KAPTOHHIi
us Kopobui
INFLUENZAE

Tany B
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
71. IHPAHPUKC cycneHnsis (DTPa-IPV) nakcoCmiTKn Benuka nakcoCMmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/15832/01/01
™ INB XIb / Ans iH'ekyin no 0,5 mn A Ekcnopt BpuTtaHis Bionogxikans C.A. 3MiHW | TUNY - BUNYYEHHS BUPOOHUYOI AiNbHUL
INFANRIX™ (1 po3a) y Nimiten (Brntovaroum ginbHnLi ans A®l, IpoMiXXHOro
IPV HIB nornepegHL0 npoAayKTy abo rotoBoro Nikapcbkoro 3acooby,
KOMBIHOBA HanoBHeHOMY OiNbHULI AN18 NPOBEAEHHSA NaKyBaHHS,
HA 0[HOpPa30BOMY BMPO6HMKA, BiAMOBIfa/IbHOMO 3a BUMYCK Cepil,
BAKUVHA wnpuui Ne 1y MicLie NpoBefeHHS KOHTPOstO cepii) abo
Aana KOMM/IEKTi 3 ABOMA nocTavyanbHviKa BUXiAHOTO Matepiany, peareHty
MPO®INAKT ronkamu Ta niodinisar ab0 [OMNOMIXHOT pevoBuHU - BunyyeHHs Parma
KU (Hib) y chnakoHi Ne 1, Building P posTalioBaHoi Ha caiiti Parma, ltaly
ONDTEPII, L0 3MiLLYHOTHCA (GlaxoSmithKline Manufacturing S.p.A. Parma
NMPABLUSA, nepeg, site Strada Provinciale Asolana, 90 43056 S. Polo
KALLUTHOKY BUKOPUCTAHHAM; no 1 di Torrile (Parma) Italy), npusHadeHoi ans
(ALEENKONAP | nonepefHbO hopMyBaHHSs1, HaNOBHEHHS h/TaKOHIB,
HUIA HarnoBHEHOMY niodpinizayyii, MapkyBaHHs Ta nakyBaHHS
KOMMOHEHT | ogHopa3oBoMy niocpinizoBaHoro Heagcop6osaHoro Hib
), LUNPULY Y KOMMEKTI 3 KOMMOHEHTY y hiakoHax. BHeceHHs1 pegakuiiHnx
noniomMien ABoma ronkamu Ta 1 npasok y po3ginu: 3.2.P.3.1, 3.2.P.3.3, 3.2.A.1.
TYTA dhnakoHoM 3
3AXBOPIOB niogpinizatom (Hib) y
AHb, BaKyyMHill CTepUbHili
3BYAHMKOM | ynakosuj; no 1
AKX € BaKyyMHiil CTepUIbHIl
HAEMOPHIL YMaKoBLi y KAPTOHHIi
us Kopobui
INFLUENZAE
Tiny B
72. IHPAHPUKC cycneHsis ans iH'ekuii | FnakcoCmiTKn Benuka InakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/15120/01/01
™ no 1 gosi (0,5 mn) y AH ExkcnopT BpuTtaHis Bionoaxikans C.A. 3MiHM | TUNY - 3MiHa y MeToAax BUNPO6yBaHHS
KOMBIHOBA nonepegHL0 Nimitep A®| abo BMXigHOrO MaTtepiany/npomixXHOro
HA 3arnoBHEeHOMY LUMPWL NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
BAKUVHA Ne 1y KOMMNIeKTi 3 npoueci BupobHuutea Ad| - fogaBaHHA
ana ofHielo abo ABomMa a/IbTEPHATUBHOIO peareHTy "KoMmnnekc
NMPO®INTAKT ronkamu: no 1 cTpenTasifiH-nepokcuaasa XpoHy" ans
KN nonepegHL0 BMKOPWCTaHHS Npun SKICHOMY Ta KiNlbKICHOMY
OUDTEPII, HarnoBHEHOMY LLNPULLY BM3HayeHHi PRN aHTureny metogom ELISA.
NMPABLSA, Yy KOMMNEKTi 3 O4HI€t0 BHeCeHHs pefakLuiiiHuX NpaBoK y po3ainv Aocbe
KALLUTHOKY abo gBoma ronkamu y 3.2S542T1a3.2P52
AUENONAP nnacTMKoBOMY
HA KOHTeliHepi; no 1
OYMLLEHA NnNacTUKoOBOMY
IHAKTUBOB KOHTEliHepy B
AHA PIOKA KapTOHHI KOopoo6Li
73. IHOPAHPUKC cycneHsist gns iH'ekyin | FnakcoCmiTKn Benvka nakcoCwmiTKnsiiH Benbris BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/15120/01/01
™ no 1 aosi (0,5mn) y sAliH Ekcnopt BputaHis Bionogxikan3 C.A. 3MiHM | TMNY - 3MiHa Yy MeTogax BUNPo6yBaHHS
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
KOMBIHOBA nonepeaHsL0 Nimitepn A®| abo BUXiAHOrO MaTepiany/MpoMiKHOro
HA 3anoOBHEHOMY LUMPUL npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
BAKLUVHA Ne 1y KOMM/IeKTi 3 npoueci BupobHuuTBa APl (He3HauHi 3MiHM y
ana opHieto abo gsoma 3aTBEPKEHMX MeTofax BUNpobyBaHHs). TepMmiH
MPO®INTAKT ronikamu: no 1 BBEAEHHSA 3MiH - A0 31.03.2021
NKIN nonepeaHLo
DUNDTEPII, HaMNOBHEHOMY LUNPULY
MPABLSA, Yy KOMNJIEKTi 3 OAHIE0
KALLUJTHOKY abo gBoma ronkamu y
ALENONAP NnNacTMKoOBOMY
HA KOHTelHepi; no 1
OYMLLEHA nnacTMKoBOMY
IHAKTUBOB KOHTEliHepy B
AHA PIOKA KapTOHHI/ Kopoobui
74. KAAYET TabneTku, BKPUTI Mdpaiizep IHK. CLWA Mdpaiizep HimeuyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a peyernmom UA/5635/01/01
10/10 NiBKOBOO MeHtoekuypuHr 3MiHKM | TURy - 3MiHK WoAao 6e3nekn/eheKTUBHOCTI
o060n10HKot0, No 10 [Joinuneng rméX Ta papmakoHarnsgy - BHeCeHi y po3ginu:
Mmr/10 mr no 10 "®apmMakonoriyHi B1acTnsocTi”,
Tabnetok y 6nictepi; "MpoTnnokasaHHa", "B3aemogis 3 iHWnMm
no 3 6nictepu B nikapcbknuMmn 3acobamu Ta iHWi BUaW B3aEMOSin",
KapTOHHIA Kopoo6Li "Oco6nMBOCTI 3acTocyBaHHS" (Y T. .
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHicTb BNvBatu Ha
LIBUAKICTb peakLii npu kepyBaHHi
aBTOTPaHCNOPTOM ab0 iHWMMK MexaHiamamn'),
"Cnoci6b 3acTocyBaHHA Ta go3mn" (y T. u.
peparysaHHs iHpopmavii posgainy "Aitn"),
"Mepepno3yBaHHA", "M06IYHI peakuii™; 3miHn Il Trny
- 3MiHW Y IHCTPYKL|T 415 MeANYHOro 3acTocyBaHHS
-y po3ginu: "TMpoTunokasaHHa", "B3aemogis 3
IHLWMMK NiKapcbknmy 3acobamu Ta iHLWWi BUAn
B3aemMogiin", "OcobMBOCTi 3acTocyBaHHSA" (Y T. u.
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyBaHHs rpyaat"), "Cnocib 3actocyBaHHs Ta
[o3n'". BBegeHHsA 3MiH NpoTArom 3-x micsauis
nicnsa 3aTBepKEeHHs
75. KAAYET 5/10 | Tabnetku, BKpUTI Mdpaiizep IHK. CLWA Mdpaiizep HimeuunHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a peyenmom UA/5635/01/02
NNiBKOBOIO MeHtoheKkUypuHr 3MiHKM | TURY - 3MiHK WOoA0 6e3nekn/etheKTUBHOCTI

060n0HkKoto, no 10
Mmr/10 mr no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHilA KOpo6Li

[Loiuneng MrmeX

Ta hapmakoHarnsay - BHeCeHi y po3ginu:
"®apmMakonoriyHi BnactnsocTi”,
"MpoTnnokasaHHa", "B3aemogisi 3 iHWnMmn
nikapcbkUMK 3acobamu Ta iHLWi BUAW B3aEMOgiid",
"Oco611BoCTi 3acTocyBaHHA" (Y T. Y.
"3acTocyBaHHSA y nepiog BariTHOCTi abo

rofyBaHHs rpyaar”, "3aatHiCTb BnaMBaTun Ha
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
LUBUAKICTb peakLii npyn kepyBaHHi
aBTOTPaHCMOPTOM ab0 iHWKMMK MexaHismamn'),
"Cnocib 3acTocyBaHHS Ta go3un" (y T. 4.
pefarysaHHs iHpopmavii posgainy "Aitn"),
"Mepepo3syBaHHa", "MNo6iyHi peakuii”; 3miHn |l Tuny
- 3MiHW Y IHCTPYKLT 4715 MeANYHOro 3acTOCyBaHHS
-y posginu: "MpoTunokasaHHa", "B3aemogis 3
IHLWIMMKW NiKapCbKMKM 3acobamu Ta iHLWi BUam
B3aemogiit", "OcobmBocTi 3acTocyBaHHsA" (Y T. 4.
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHs rpygat”), "Cnocib 3actocyBaHHsS Ta
[o3n". BBeAeHHsA 3MiH npoTArom 3-x micsuis
nicnsa 3aTBepAKEeHHs
76. KANYMIA, TabneTku, BKpUTI BAT "TepeoH YropumHa BAT "lepeoH YropuwHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a peyenmom UA/2632/01/01
NNiBKOBOIO PixTep" PixTep" 3MiHu Il TUNYy - 3MiHW 0 [HCTPYKLUT ANA MeguyHoro
060/10HKOI0, N0 50 Mr 3acToCyBaHHS [0 po3zinis
no 15 tabnetok y "®apmakoTepaneBTMyHa rpyna" (yTouHeHo
6nictepi, no 2 abo 6 chopmyrtoBaHHs 6e3 3MiHu kogy ATX),
6nicTepiB y KAPTOHHIl "®apmMakonoriyHi BnactusocTi”,
nauuj "MpoTvnoka3aHHs","B3aemogis 3 iHWmnmun
nikapcbk1UMK 3acobamu Ta iHWi BUAW B3aEMOogiii",
"Oco6mBoCTi 3acTocyBaHHA", "Cnoci6
3acTocyBaHHsA Ta fo3u", "MobiuHi peakwyii”.
BBeAeHHA 3MiH NpoTArom 3-x MicAuiB nicns
3aTBepAXKEHHSA
77. KANyMIA, TabneTkn, BKpUTI BAT "leneoH YropwmHa BAT "legeoH YropwuHa BHECEHHS 3MiH A0 peecTpauiiHux maTtepianis: 3a peyenmom UA/2632/01/02
NNiBKOBOIO PixTep" PixTep" 3MiHu I TNy - 3MiHK 40 [HCTPYKLUiT ANA MeguyHoro
060/10HKOI0, N0 150 Mr 3acTOCyBaHHSA A0 po3ainis
no 10 TabneTtok y "dhapmakoTepaneBTMyHa rpyna” (yTouHeHO
6nictepi, no 3 chopmysitoBaHHs 6e3 3MiHu kogy ATX),
6nicTepn B KApTOHHIlA "®apmMakonoriyHi BnactueocTi”,
nauui "MpoTmnokasaHHA","B3aeMogis 3 iHWMmn
nikapcbkUMK 3acobamu Ta iHLWi BUAW B3aEMOgiid",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHSA Yy
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"Cnoci6 3acTocyBaHHS Ta go3un", "Aitn", "Mo6iuHi
peakuii”. BBefieHHA 3MiH NpoTArom 3-x micAuis
nicnsa 3aTBepKEeHHs
78. KANbUIA -A3 | TabneTtku xyBasbHi, Takepa ABCTpis Takepna AC Hopseris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/3541/01/02
HIKOMEQ no 30, a6o 60, abo AscTpis TM6X 3MiHM | TUMY - NogaHHA oHoeneHoro ME-
POPTE 120 TabneTok y cepTudikaTy BiAnoBigHOCTI €BpoNenchbkili

donakoHi; no 1
(h/1aKOHY B KapTOHHiiA
Kopoobui

thapmakonei R1-CEP 2009-050-Rev 01 ans
XonekasibLMdeposny Bif BXe 3aTBEPLKEHOTO
BUPOOHWKA; 3MiHV | TUNY - BUTyYEHHS
cepTuduikaTy BiAnoBigHOCTI €Bponenchkili
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
thapmakonei R1-CEP 2003-036-Rev 01 ans
xonekanbuucepony; 3miHun | Tuny - nogaHHA
OHOBJIEHOrO cepTudikaTy BigNOBIgHOCTI
€poneiicbkili hapmakonei R1-CEP 2009-050-
Rev 01 ansa xonekanbumdepony Bif Bxe
3aTBEPAKEHOr0 BUPOBHMKa; 3MiHW | TRy -
BUyYeHHs E-cepTucpikarty BignosigHoCTi
€poneiicbkit thapmakonei R1-CEP 2003-036-
Rev 01 gnsa xonekanbuudeposny; 3MiHu | Tuny -
BUyYeHHs ME-cepTucpikaty BignosigHocCTi
€sponeiickkin hapmakonei R1-CEP 2000-140-
Rev 03 ans xenatnHy
79. KAPAOHAT kancynu no 20 a6o 30, CninbHe Ykpaina CninbHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/6386/01/01
ab6o 60 kancyny YKpPaiHCbKO- YKpaiHCbKO- 3MiHu || TNy - BBEAEHHSA HOBOTO BUPO6GHMKa AdI 3
KOHTeliHepi; no 1 icnaHcbke icnaHcbke HagaHHAM MacTep-thaiina Ha AdI
KOHTeliHepy B nauuj 3 nignNpPUEMCTBO nignpueMcTBO
KapToHy; no 10 kancyn "Cnepko "Cnepko YkpaiHa"
y 6nicTepi; no 2 abo 3 YkpaiHa"
abo 6 6nictepiB y
KapTOHHIM nayui
80. KBEPLETUH NOPOLLIOK (CybCTaHList) My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: - UA/12344/01/01
y NoABiHMX akujoHepHe akujioHepHe 3MiHu | TURY - 3MiHK 3 sKocTi. CepTudikar
CBIT/103aXNCHNX TOBapuCTBO TOBapucTBO BignosigHocTi/lE-cepTudikar BignosigHocTi
noslieTuIeHoBMX "HaykoBo- "HaykoBo- €Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
naketax gns BUPOGHNUNIA BUPOGHNUNIA NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BMPOGHMLTBA LeHTp LEeHTP BiAMOBIAHICTb A0 MOHOrpadii AdY abo
HecTepuIbHNX "BopLuariscbk "BopLyariBcbKuii €Bponelicbkoi hapmakonel, abo iHwoi
nikapcbknx oopm niA Ximiko- XiMiKo- HauioHanbHOI chapmakonel gepxasu €C (3miHa y
thapmaueBThy hapMaLeBTUUHWIA crneundikalisx, nos'a3aHa 3i 3MiHamu B AdY, abo
HWi1 3aBoa” 3aBog" €Bponelicbkiin hapmakonei, abo iHLWii

HaujioHanbHill chapmakonei gepxasu €C) - -y
crneundikayii 419 KOHTPOJIO aKTUBHOI Cy6cTaHUil
3anporoHOBaHO 3MiHW [0 pO34iny
«MikpobionoriyHa YncToTa» - yTOYHEHO
(POpPMy/IHOBaHHS KpUTEPIIB NPUIAHSATHOCTI
BignosigHo o Bumor EP/O®Y. 3miHu | Tvny -
3MiHuM 3 aKocTi. A®l. CTabinbHicTb. 3MiHa nepiogy
NMOBTOPHMX BUNPOGYBaHb/Nepiogy 36epiraHHs abo
ymoB 36epiraHHst A®I (3a BigcyTHOCTI y
3aTBEpPKEHOMY [10ChE cepTudiikata
BiANOBIAHOCTI €BpoNelichbkili hapmakonei, Wwo
BK/IOMA€E Nepiof MOBTOPHOTO BUMPOGYBaHHS)
(nepiog, NOBTOPHOro BUNPOByBaHHA/Nepios
36epiraHHs) - 36inbLIeHHs abo BBeAEHHS nepiogy
NOBTOPHOro BUNpo6yBaHHs/nepioay 36epiraHHs
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4YeHHs

Ha OCHOBI pe3y/bTaTiB AOC/iKEHb Y peaslbHOMY
yaci — 3amiHa «TepMmiHy npuaaTHoCTI» Ha «[lepiog,
NMOBTOPHOrO BMNPo6yBaHHsA» AdI: 3aTBEpAKEHO:
TepMmiH NpuaaTHOCTI 4 pokK. 3anponoHOBaHO:
Mepioa A0 NpoBeAEHHS NOBTOPHUX BUNPOOYBaHb:
4 poKu.

81.

KBEPLETUH

rpaHynu, 0,04 r/1 r, no
lrabono2ry
naketax; no 1 r abo no
2 1y nakerti; no 20
nakeTiB y mauui 3
KapTOHy

My6niuHe
akujioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHNUNIA

LEeHTP
"BopLuariscbk
Ui XimiKo-
hapmaueBTny
HWi1 3aBoa”

YkpaiHa

My6niuHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNUNI

LieHTp
"BopLiariBcbKuii
Ximiko-
thapmaueBTUYHWI
3asof”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUMY - 3MiHK, NOB'A3aHi 3 HEOOXiAHICTO
npuBeLeHHN y BiANOBIAHICTb A0 MoHorpadii AdY
abo €sponelicbkoi hapmakonei, abo iHLWoi
HauioHanbHOI chapmakonei gepxasu €C (3miHa y
cneuudikayisix, noB'A3aHa 3i 3miHamu B Y, abo
€Bponelicbkiin hapmakonei, abo iHLii
HaujioHanbHili hapmakonei gepxasu €C); 3MiHW |
TUny - 3aMiHa «TepmiHy npugartHocTi» Ha «[lepiog,
NOBTOPHOro BUNpPobyBaHHA» A®I; 3MiHu | Tuny -
3MiHa y MeTogax B1UnpobyBaHHA roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPAXEHNX MeToAax BUNPO6YBaHHS); 3MiHK |
TUMy - 3MiHa napameTpis cneumdikauiin Ta/abo
[O0MyCTUMUX MEX rOTOBOTO NiKapCcbKoro 3acoby Ta
SIK HACNifOoK, 3MiHN BHecCeHi y po3gin "flikapcbka
dopma" Wwoo 3MiHVM OMUCy rpaHyn B iHCTPYKLiO
AN MeAnYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby. BBeieHHA 3MiH npoTArom 3-x micauis
nicnA saTBepMAKEHHs; 3MiHN | TUMY - 3MiHK
BMNpo6YyBaHb abo AOMYCTUMUX MEX,
BCT@HOB/EHMX Y cnevudikavisx, nig yac
BMPOGHMLTBA FOTOBOIO NiKapCbKOro 3acoby; 3MiHu
| Tuny - 3mMiHa napameTpiB cneuudikauin Ta/abo
[OMYyCTUMMX MEX rOTOBOTO NiKapCbKoro 3acoby
(BUNyYEHHSA HE3HAYHOTO NoKasHWKa (Hanpuknag
3acTapifioro nokasHuka, Takoro sk 3anax Ta cMak,
a60 igeHTUdiKaLis 6apBHUKIB UM CMaKOBUX
[106aBOK)); CynyTHS 3MiHa: 3MiHW BUNPOGYBaHb
abo [oMyCTUMNX MeX, BCTAHOB/IEHUX Y
crneuudikauisx, nig yac BUPO6HMLTBA FOTOBOrO
niKapcbKoro 3acoby (BUyYeHHSI HECYTTEBOIO
BMNPOOYBaHHA B NPOLECi BUPOGHMLTBA); 3MiHM |
TUNY - 3MiHa NocTayvaibHUKa NakyBaslbHUX
marepianis abo KOMNAEKTYHUNX — BUTYUYEHHS
HaliMeHyBaHHS1 MOCTa4YasIbHUKIB NakKyBaslbHUX
marepianiB 3 peecTpaLjiiiHoro Aochbe

6e3 peyenma

UA/0119/01/01

82.

KETOKOHA3
on-

necapii no 400 mr, no
5 necapiiB y 6nictepi;

TOB
"®APMEKC

YkpaiHa

TOB "®APMEKC
reymn"

YKpaiHa

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis:
3MiHK | TMNy - AgMiHICTpaTMBHI 3MiHK. 3MiHa

6e3 peyenma

UA/13582/01/01
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
DPAPMEKC no 1 a6o 2 6nictepu y reyn HalilMeHyBaHHs Ta/abo afpecu 3asiBHUKa
KapTOHHI/ KopoobLi (BnacHviKa peecTpauiiHoro NocBigYeHHs) - 3MiHa
afipecy 3asBHVKa. BBeileHHA 3MiH MPOTArom 6-Tu
MicsLiB nicns 3aTBepmKEHHS. 3MiHuW | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaMKEHHS AiSNbHOCTI
BMpO6HUKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BKIYaK4M AiNbHUL BUNYCKY cepii abo
MicLie NpoBeAEHHS KOHTPO/TO SKOCTI. (BiS/IbHICTb,
3a SKy BiAnoBigae BUPOGHMK/iMnopTep,
BK/IOYAKOUM BUMYCK Cepiid) - 3MiHa agpecu
BMPOGHMKa, 6€3 3MiHM MicLA BUPOGHMLTBA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
83. KOAKT TabneTku, BKPUTI Aypo6iHao IHais Aypo6iHao ®apma IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a peyernmom UA/13907/01/01
NNiBKOBOIO dapma /114 Nimitepn, HOHIT-XII 3MiHK | TNy - 3miHa chopmu abo po3mipy
0060/10HKOI0, M0 875 KOHTeHepa 4mn 3aKynoproBasIbHOr0 3acoby
Mr/125 mrno 5 (NepBWHHOI YNakoBKu) - 3MiHa po3mipy 6nictepy
TabneTtok y 6nictepi, Ta KapTOHHOT KOPOG6KK, 6€3 3MiHN AKICHOro Ta
no 3 6nictepu B KifIbKICHOTO CK/lagy nakyBaslbHOro marepiany.
KapTOHHIA Kopoo6Li BBeAeHHA 3MiH NpoTArom 3-x MicAuis nicns
3aTBepAXKEHHSA
84. KOAKT TabneTkn, BKpUTI Aypob6iHA0 IHgis Aypob6iHgo Papma IHais BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/13884/01/01
NNiBKOBOIO dapma /114 Nimitepn, HOHIT-XII 3MiHu | TNy - 3miHa hopmun abo po3mipy
060/10HKO0, M0 500 KOHTeliHepa 41 3aKynopioBasibHOro 3acoby
mr/125 wr, no 5 (NepBUHHOI YNakoBKM) - 3MiHa po3mipy 6rictepy
Tabnetok y 6nictepi; Ta KapTOHHOI KOPOGKM, 6e3 3MiHM SiKiCHOro Ta
no 3 6nictepu B KifIbKICHOTO CKNagy nakyBaslbHOro marepiasny.
KapTOHHI KOpooLi BBeAeHHA 3MiH NpPOTArom 3-x MicALiB nics
3aTBEPAKEHHSA
85. KOMEryc® TabneTku, BKPUTI ®.XothchpmaHH- | LUBeliLapis BMPOGHMLITBO Kanapa/ BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: 3a peyenmom UA/8616/01/01
NAiBKOBOO Na Pow N1A4. Hepo3dacoBaHoi Lsenuapis/ 3MiHM | TUMy - 3MiHM BUNpobyBaHb abo
060/10HKO10, M0 200 Mr npoaykuii: MareoH HimeuunHa [0NYyCTUMUX MEX, BCTAHOBNEHUX Y
no 42 a6o no 168 IHK., KaHaga, cneumdikauisx, nig yac BUPOOHNULTBA FOTOBOrO

TabneTok y py1akoHi;
no 1 cpnakoHy B
KapTOHHilA KOpo6Li

nakyBaHHs: IBepc-
Ni AT, Weeiiyapis;
®.XothpmaHH-/15
Pow NTa,
LLiBeiiuapis;
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI:
Pow ®apma Arl,
HimeuumnHa,;
BWMYCK Cepil:
®.XodhpmaHH-/15

NiKapCbKOro 3acoby - BHECEHHS 3MiH A0 po3ainy
peecTpauiiHoro gocke 3.2.P.3.3. Onuc
BMPOBHNYOro Npouecy Ta KOHTPOJII0 NpoLecy:
KOpUryBaHHsA KOHTPO/IIO B NPOLLeCi BUPOOHNLTBA,
11106 TOYHO Bif06pa3nTK Bigbip Npob/KpuTepii
NPWIAHATHOCTI WOAO eTaniB BUPO6GHULTBA, a came
BUCYLLYBaHHSA rpaHynsaTy Ta MaiBKOBOro NMOKPUTTS:
[00AaTKOBO BHECEHI pefakLiiiHi TeKCcToBI
YTOYHEHHS/TUNOrpadiuHi BUNpaB/eHHs B
HOpMaTVBHIl AOKyMeHTauii Mogynto 3 po3ginis
3.2.P.1. Onuc i cknag Nikapcbkoro 3acooy,
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
Pow NTp4, 3.2.P.3.2. Cknag Ha cepito, 3.2.P.3.3. Onuc
LLIseliyapis BMPOBHMYOro NpoLEecy Ta KOHTPOJIKO NpoLecy Ta
3.2.P.4. KOHTpO/b [OMOMIXH/X PEYOBUH.
BBeAeHHA 3MiH NpoTArom 6 MicAuis nicnsa
3aTBepAKEHHS
86. KOPUH®AP® | Tabnetku TeBa 13painb [l03Bin Ha BMNycK HimeyunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a peyenmom UA/9902/01/01
YHO 40 NPONOHIOBaHOI Aji No dapmaLeBTika cepil: Lseiuapis/ 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
40 wmr no 10 TabneTok n lHgacTpi3 Mepkne T'M6X, Manbta/ 3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo
y 6nicTepi; no 2 abo nTa. HimeuunHa; LLiBeiiuapis BBEAEHHSA A0AATKOBOI AiNbHULI BUPOGHMLTBA ANs
no 5, aéo no 10 Bupo6bHmuTBO 4acTMHM ab0 BCbOro BUPOBHMYOro npouecy
6nicTepiB y Kopobu,i Hepo3dacoBaHol roTOBOrO MiKapCbKOro 3acoby (iHLWi 3MiHK) -
NpoAyKLUiT, 3a3Ha4YeHHs QOYHKL,ii KOHTPOb Cepiit
nepsuHHa Ta 3aTBEPKEHOro BUPOOHMKa ApeHa
BTOPVHHA dapmacbioTrkans M'mbX., LLseliuapis
ynakoBka, (3aTBEPMXEHO: BUPOOHULTBO Hepo3dacoBaHoOT
KOHTPO/b Ccepil: NPOAYKLUIiT, NepBNUHHA Ta BTOPWHHA YNakoBka) y
ApeHa 3B'A3KY 3 NPUBELEHHSAM Y BiANOBIAHICTb A0
dPapmacbloTukan3 Marepianis peecTpauiiiHoro AOCbE.
M6X, LLBeiiuapis;
Brpo6HMUTBO
Hepo3hacoBaHo|
NpoAyKLUiT,
nepBrHHA Ta
BTOPUHHA
ynakoBka,
KOHTpPOsb cepii:
3irdopig ManbTa
n1a., ManbTta;
KoHTponb cepii:
3irchpig, N1a,
Lseiiuapis
87. KCAJTATAH® | kpanni O4YHi, po34unH Mdpaiizep IHK. CLIA Mdpaiizep Benbris BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/11617/01/01
0,005 % no 2,5 mMny MeHtohekyypuHr 3MiHN | TUNY - BUyYeHHS1 BUPOGHUKa AdI
nosieTuneHoBoMy Benbris HB nlataHonpocty

donakoHi; no 1
h/1aKOHY B KapTOHHii
Kopobui; no 2,5 mny
nonieTuaeHoBomy
donakoHi; no 1
(h/1aKOHY B KapTOHHiiA
KopobLi; Mo 3 KAPTOHHI
KOPOGKU, yNnakoBaHi
pa3oM Yy KapTOHHY
KOpo6Ky; no 2,5 Mny
nonieTuaeHoBoMy
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

donakoHi; no 3
h1aKoHW B KapTOHHIi
Kopobui

88. KYBAH® TabneTky po3ynHHI N BioMapiH IpnaHgis BMPOBOHULITBO HimeuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a peyenmom UA/12202/01/01
100 wr, no 30 a6o no IHTepHeLwHN Hepo3dacosaHol Ipnangis 3MiHu | TUNY - AgMiIHICTpaTUBHI 3MiHW. BunyueHHs
120 TabneTtok y Nimiteq NpoAyKLUiT, BMPOGHWYOI AinbHUL (BKIHOYAUN AiNbHULI ANA
nonieTnneHoBoMy nepBrHHE A®|, NPOMiXXHOro NPoAyKTy abo roToBoro
thnakoHi; no 1 nakyBaHHs y nNikapcbKoro 3acoby, AiNbHUL 4718 NpoBeAeHHS
h/1aKOHY B KapTOHHIi hNakoHn Ta nakyBaHHs1, BUpOOHYKa, BiANoBiAaNbHOro 3a

Kopobui

KOHTPONb SIKOCTI
nNiKapcbkoro
3acoby:
Ekcenna rmeX
eHp Ko.,
HimeuunHa
KOHTPONb SIKOCTI
nNiKapcbkoro
3acoby (MikpobHe
TEeCTYBaHHS):
Na6op N+C AT,
HimeuunHa
abo
CIrC IHctutyt
dpeseHiyc MM6X,
HimeuunHa
MapKyBaHHs
hnakoHiB Ta
BTOPWHHE
nakyBaHHS:
MinnmayHT
Xenckeap /114,
Ipnangis
abo
BioMapiH
IHTEepHeLwHN
Nimitep, IpnaHgis
BiANOBiAabHMI 3a
BWMYCK cepil:
BioMapiH
IHTepHeLwHN
Nimiten, lpnaHgis

BMNYCK Cepiii, MicLie NPOBeAEHHS KOHTPOHO cepil)
ab0 nocTtavyasibHMKa BUXIAHOTO MaTepiasy,
peareHTy abo fOMNOMIKHOT pe4YOBUHY (AKLLO

3a3Ha4yeHo y A0CbE) - BunyyeHHs
anbTepHaTMBHOIO BUPOOHYVKa BiAMNOBIAA/IbHOIO 3a
MapKyBaHHS (O/1aKOHIB Ta BTOPUHHE MaKyBaHHS
'N3 - komnaHis Mepk KraA i Ko. (3aBog, y M.
LniTTanb), ABCTpIS. 3MiHW | TUNY - 3MiHW 3 AKOCTI.
A®I. BupobHuyTBO. 3MiHa BUPOGHMKA
BUXIAHOIrO/NPOMDKHOrO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTbCSH Y BUPOOHUYOMY npoveci AdI,
abo 3miHa B1po6HYKa (BKIOYaK4N, Ae HeObXiAHO,
MicLle NpoBeAEHHS KOHTPOAI AkocTi) APl (3a
BiAACYTHOCTI cepTudikarta BifnoBigHOCTI
€Bponelicbkiil hapmakonei y 3aTBepgkKeHoMy
[oCbe)(iHLWi 3MiHK) - BBBEAEHHS
anbTepHaTMBHOIO BUPOGHNKa, BifNoBiAaNIbHOro
3a BUPOOGHMLITBO, BUMPOOYBaHHA B NPOLLECI

BMPOBGHULTBaA Ta BUNPOBYBaHHA Npu Bunycky Adl

- komnaHist JoTTMkoH Ekcknto3ms CuHTecuc Al
LLiBefiuapisi. 3mMiHuM | TUNy - 3MiHM 3 skoCTi. ADI.
Bupo6bHMUTBO. 3MiHa BUPOGHMKa
BMXi4HOro/NpoMiKHOro NpoayKTy/peareHTy, Lo

BMKOPUCTOBYHOTbCS Y BUPOBHUYOMY npoveci AdI,

a60 3MiHa BMPOGHYMKa (BKNOYatoun, ae HeobxigHo,

MicLie NpoBeAeHHS KOHTPOO SKocTi) Ad| (3a
BiiCYTHOCTI cepTudikaTa BifnosigHOCTI
€Bponelicbkii hapmakonei y 3aTBepakKeHoMy
[0CbE)(3MiHM [0 3ax0p4iB, NOB'A3aHNX 3
KoHTponiem A®I, abo gopaBaHHsA AiNbHULI, fe
NPOBOAUTLCS KOHTPO/IL/BUNPOBYBaHHA cepii) -
BBefeHHs1 foAaTKoBOro BUPOGHNKa,
BiANOBIAa/IbHOrO 3a BUNPOGYBaHHS CTabiNbHOCTI
AdI - komnaHisa bioMapuH ®apmacbioTikan IHK.,
CLA. 3miHu | Tuny - 3miHn 3 akocTi. AdI.
Buypo6HMUTBO. 3MiHA BUPOGHMKA
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
BUXIAHOrO/NPOMKHOrO NPOAYKTY/peareHTy, Lo

BMKOPUCTOBYHOTbCS Y BUPOOHNYOMY npoveci AdI,
abo 3miHa B1po6HYKa (BKIOYa4n, ae HeobxigHo,
MicLle NpoBeAEHHS KOHTPOAI AkocTi) APl (3a
BIAICYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepakKeHoMy
[0CbE)(3MiHM 10 3aX0piB, NOB'A3aHNX 3
KoHTponem A®l, abo gogasaHHsA AiNbHULI, fe
NPOBOAUTLCS KOHTPOIb/BUNPOGYBaHHSA cepii) -
BBeeHHs1 40AATKOBOrO BUPOGHUKA,
BiANOBIAa/IbHOrO 3a BUNPO6YBaHHS CTabiNbHOCTI
A®| Ta noBTOpHE TecTyBaHHA AdI - KOMNaHis
Ek3oBa IHK., CLUA. 3MiHn | TUny - 3MiHM 3 AKOCTI.
A®|. BupobHuLTBO. 3MiHa BUPOGHMKA
BMXifHOro/NpoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCSH Y BUPOGHMYOMY npoueci AdI,
abo 3miHa BNpo6HYKa (BKIOHarun, e HeobxigHo,
MicL,e NpoBeAeHHS KOHTPOo SKOCTi) AdI (3a
BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepapkeHoMy
[0CbE)(3MiHM A0 3ax0fiB, NOB'A3aHNX 3
KOHTposiem A®I, abo fofaBaHHA AiNbHULI, ae
NPOBOAMUTLCA KOHTPO/b/BUNPOGYBaHHSA cepii) -
BBefieHHs1 04ATKOBOTO BUPOGHUKA,
Bi4NoBiga/IbHOro 3a BUNPo6yBaHHA CTabifibHOCTI
A®| Ta noBTOpHE TecTyBaHHA Ad| - KoMnaHis
«MikpoH, IHK. AHaniTikan Cepsuc JlabopaTopis»,
CUWA. 3MmiHu | Trny - 3MiHKM 3 AKocTi. ADL.
Brpo6HMLUTBO. 3MiHa BUPOOHMKA
BMXiHOro/MpoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCSH Y BUpOBHMYOMY npoueci AdI,
abo 3miHa BNpOGHYMKa (BKNoYaroun, ge HeobxigHo,
MicLie NpoBeAeHHS KOHTPOo SKocTi) AdI (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
pocbe)(iHWwi 3mMiHn) - BBegeHHs goaaTkoBoro
BMpOGHMKa , BiANOBIAaIbHOMO 3a BUNPO6YBaHHS
npu Bunycky A®I| - komnanis 3onsiac Arl',
LLBeriuapis. 3miHun | TMRy - 3MiHW 3 AKocTi. API.
Bupo6HMLTBO. 3MiHW BUNpobyBaHb abo
O0NyCTUMUX MEX Y npoLeci BUpo6bHuuTea Adl,
LLI0 BCTAHOB/EHI y cneundikauisix (4ogaBaHHS
HOBOrO BMMPOBYBaHHA Ta JONYCTUMUX MEX) -

BMPOGHMUTBA i rpaHiYHNX 3Ha4YeHb KOHTposo AdI

[logasaHHsA HOBOro BUNPOOGYBaHHA B MPOLECI
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

3 OHOBJIEHHAM p. 3.2.S.2.2. Stepl, n. "Bmict
eTaHony", "BmicT 1-6ytaHony"(metog MX). 3minu |
Tuny - 3MiHK 3 akocTi. A®Il. KoHTposib A®L. 3miHa
y napameTpax cneuudikadii Ta/abo gonycTummx

MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo

BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo

BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(BUTYYEHHS HE3HAYHOrO NOKa3HMKa AKOCTI
(Hanpvknag, BUTyYeHHS 3acTapisioro NokasHuka)) -
BunyueHHs 3i cneumdikayii A®I npu Bunycky T.
"3a/MLLKOBI PO3UMHHKKK" gumeTundopmamig, (He
BUKOPVCTOBYETHCA B YNHHOMY NpOLEeCi
BUPO6HUUTBA). 3MiHK | TUNy - 3MiHK 3 SKOCTi. API.
KoHTponb A®l. 3miHa y napameTpax
cneumdikauin Ta/abo gonNycTMMUX MEX,
BM3HaYeHUX y cneuudpikauisx Ha Adl, abo
BMXIAHWIA/NPOMDKHMIA NpoAyKT/pearexT, Lo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(8ONOBHEHHS cneumndikaLii HOBUM NOKa3HNKOM
AKOCTi Ta BiAMNOBIAHMM METOA0M BUNPOOYBaHHS) -
[JlofasaHHs HOBOro BUNPOBYBaHHSA B NPOLEC
BMPOOHULTBA AN1A BUXiAHUX MaTepianiB (- 4ns
cnonykm 6: TpiamiHoypauun, LWo He MiCTUTb
cynbgatis n. "BMICT Hikeno"; - gnsa cnonyku 1: L-
pamMHOo3M fieTnun Mepkantan "XipanbHa uncrora').
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHV BUNpoGyBaHb
ab0o [0MyCTUMMX MEX, BCTAHOB/IEHUX Y
cneumdikauisx, nig yac BUPOOHNULTBA FOTOBOrO
nikapcbkoro 3acoby (4ONoBHEHHS abo 3amiHa
BMNPOGYBaHHSA B NpoLEeci BUpobHMLUTBA 3a
pesynbTaTamu fOCNigpkeHb 3 6e3nekn abo SKOCTi)
3miHu B npoLieci Bupo6HuuTea N3 nepes
TabneTtyBaHHsIM CyMiLli T. "Particle size
distribution, PSD", 06'egHeHO pe3ynbTati Ha piBHI
[Api6HO- | BeNMKoAMCNepCHNX hpakLiii YacTok y
CYMiLLli, OCKiNbKi Li rpaHiuHi 3Ha4YeHHs A03BOMATb
6inbLL CNPOrHO3yBaTh napameTpu SSKOCTi FOTOBOT
npoaykuii (oHoBneHHs p. 3.2.P.2.3 po3pobka

BUpPOGHMYOro npouecy; p. 3.2.P.3.4 KOHTPONb

KPUTUYHMX CTaAiil Ta NPOMKHOI NpoAyKLiT),

(3aTtBepmxeHo: mesh analysis (USP , EP 2.9.38)
20 mesh < 25%, 100 mesh < 50 % , 325 mesh ,
EP 2.9.38) 20 mesh, 40 mesh - combined result
for Mesh 20 & 40< 15%, 60 mesh Report Result
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

100 mesh Report Result 200 mesh Report Result
325 mesh, pan - combined result for Mesh 325 &
pan < 40%). 3miHu | TRy - 3MiHK 3 AKOCTI.
[OTOBMIA NikapCcbkuMii 3aci6. 3MiHM y BUPOOHULTBI.
3MiHn BUNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y crnieuudikauisax, nig vyac
BUPOGHMLTBA FOTOBOIO NiKapCbKOro 3acoby (iHLi
3MiHM) - 3MiHK BUNPObYBaHb Mif Yac
BMPO6HMLTBA /13, TECTYBaHHS CyMiLli HA OAHOMY
3pasky, B3ATOMY 3 LieHTPasIbHOT TOUKU
HaniBKOHYCHOrO 3MillyBaya, sika BBaXXaeTbCs
HalripLLOK TOYKOK MOKa3HMKa OfHOPIAHOCTI
cyMiLi 3amicTb 10 3paskis, 3i6paHux y 10 pi3HUx
MiCLSIX 3 BUMyYEHHAM 3i cneuudikauii % RSD,
Ind. Result (3amiHa nocunaHHsA 3 MoHorpadii USP
EP 2.9.40 Ha USP EP 2.2.25). 3MiHu | Tuny -
3MiHn 3 akocTi. A®l. BUpo6HMLTBO. 3MiHK
BMNPOGYyBaHb abo AOMYCTVMUX MEX Y NPOLECi
BMPOOHULTBA A®PI, 1110 BCTAHOB/IEHI Y
cneundikauisix (4ogasaHHA HOBOroO
BUMNPOOYBaHHA Ta AoNyCTUMUX MeX) - [logaBaHHSA
HOBOrO BMNPOGYBaHHS B NpoLeci BUpobHMLUTBA Ta
rpaHnyYHMX 3HaveHb ADI: BuNpobysaHHs "fleTyui
peyoBuHW" (MeTog "BTparta macu npu
BUCYLLYBaHHI") 3 OHOBNEHHAM po3giny 3.2.S.2.4
KOHTPO/b KPUTUYHMX eTanis Ta NPOMKHOI
npoaykuii. 3miHu | Tuny - 3miHu 3 akocTi. AdI.
CT1abinbHIiCTb. 3MiHa nepioay NOBTOPHMX
BMNpob6yBaHb/nepiody 36epiraHHa abo ymMoB
36epiraHHa A®| (3a BigCyTHOCTI y 3aTBEPAKEHOMY
[0Cbe cepTudpikaTa BiANoBiAHOCTI EBPONECHKiIi
hapmakonei, Lo BKIoYae nepios NoOBTOPHOro
BMNpoGYBaHHS) (3MiHa y 3aTBEpKEHOMY
NPOTOKONi CTabiNbHOCTI) - OHOBIEHHS NPOTOKONY
cTabinbHOCTI fgjtoyoi pevosnHn (p. 3.2.S.7.1
niaTBepXEHHs igeHTndikayii ) meTogamn BEPX,
XRPD. 3MmiHu | TNy - AGMIHICTPATUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu micua
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, BkIovaun
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJI0 SKOCTI. (ZisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOPTEpP, He BK/IOUAUM BUMYCK Cepiid)
- 3MiHa Ha3BW BUPOGHKKA, BignoBigabHOro 3a
BMPOGHULTBO Hepo3dhacoBaHOI NpoAyKLUil,
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
nepBUHHE MakKyBaHHS Y (01akoHW Ta KOHTPOb
akocTi 13.
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHW y BUPOGHULTBI. 3MiHM Y npoueci
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby,
BK/1OYAI0UM MPOMIXKHUI MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOGHULTBI FOTOBOrO
niKkapcbKkoro 3acoby (He3Ha4yHa 3miHa y npoueci
BMPOGHMLITBA) - He3HayHa 3MiHa y npoueci
BMPOGHMLITBA - peAakLiliHi NpaBku [0 po34inis
3.2.P.3.3, p. 3.2.P.3.4 (Bulk Packaging,
Weighing/Blending Step)
89. NATAHOKC® | kpanni ouHi 0,005 % AapaH- Xopsaris Anpan- Xopsaris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/12401/01/01
no 2,5 M1 posunHy y [aneHcbkmit [aneHcbkuit TeXHiYHa NoMusiKa 3aTBepAKeHOT iIHCTPYKLiT Ans
donakoHi-KkpanenbHUL; Na6opaTopiii Na6opaTopin 4.4, MeANYHOro 3acToCyBaHHs, a came y Homepi
no 1 a6o 3 chnakoHa- o.4. peecTpauiiiHoro noceigyeHHs B "wanui”.
KpanenbHuui y BBefieHHA 3MiH NpoTArom 6-tm micauis nicna
KapPTOHHIi KOpooOLyi 3aTBepAKEHHs
90. NEB3IPIH TabneTkn, BKpUTI Mera ABcTpanis letepo /1a63 IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/15776/01/01
NNiBKOBOIO NaiidpcaiieHcis Nimiteq 3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
060/10HKO, N0 5 Mr (AscTpanis) HalilMeHyBaHHs Ta/abo agpecu Micus
no 10 TabneTtok y nri. N14. NPOBaPKEHHSA AiSNLHOCTI BUpobHUKa/imMnopTepa
6nictepi; no 1 a6o 3 rOTOBOrO /iKapCbKOro 3acoby, BK/IYaKum
6nicTepun y KapTOHHiIl AiNbHULI BUNYCKy cepii abo MicLie NpoBeAeHHS
Kopoo6Li KOHTPOIO AKOCTI. (fiANbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMIOpPTEp, BKIOYAKYM BUMYCK CEpii) -
3MiHa agpecu BupobHuka 13, 6e3 3MiHu Micus
BMPOGHULITBA (3MiHA Ha3BY LWTATY 3 AHApa
Mpagew Ha HoBWIA WTaT TenaHraHa)
91. NEBO®JIOKC | nopoLuok MpAT Ykpaina XKeitiaHr IcT-As3is Kutaii BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: - UA/11176/01/01
AUNHY KpUCTaniuHuiA "TexHonor" dapmachbloTikan 3MiHu | TURY - 3MiHK 3 sKocTi. A®l. BUpo6HMLTBO.
FEMITIAPAT (cybcTaHuis) y Ko., T4, 3MiHa BUPOGHYMKa BUXiAHOTO/MPOMIXHOIO

noABiliHMX nakeTax i3
nniBku
nosiieTuneHoBol Ans
hapMaueBTUYHOIO
3acTocyBaHHs

NpoAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHUKa
(BKIrOYatouM, fie HeO6XigHO, MicLie MPOBEeAEHHS
KOHTPO/O SIKOCTi) ADI (3a BiACYTHOCTI
cepTudpikaTa BignoBiAHOCTI EBpONEiCHKiii
chapmaxonei y 3aTBepkeHOMY [0CbE)
(3anponoHoBaHWii BUPOBHWK HANTeXNTb A0 Tiel
camoi BUPOBHWYOI rpynu NiANPUEMCTB, LLO 1
3aTBEPIXEHWIA) -
3MiHa agpecu BUpo6HUKa XeitiaHr IcT-Az3is
dapmacsktoTikan Ko. /114 BHAcNiAoK nepeHeceHHs
BMPOGHMLITBA NIeBOG/IOKCALMHY TeMirigpaTy Ha
IHLWY BUPOGHMYY AiNSHKY KOMMaHil
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
92. NIHE3ONIAWN | TabneTku, BKPUTI MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/14297/01/01
H NNiBKOBOO "Kuismegnpen "Kuismepgnpenapa 3MiHW | TUNY - BBEAEHHSA A0AATKOBOrO PO3Mipy
060/10HKOI0, N0 600 Mr apat" T cepii roToBoro nikapcbkoro 3acoby - 100 kr (125
no 10 TabneTtok y 000 Tabnetok). 3anponoHoBaHo: 5 kr (6 250
6nictepi; no 1 Tabnetok); 20 kr (25 000 TabneTok); 100 kr (125
6nicTepy B nayui 000 TabneTok)
93. NnoTPOMB rens 1000 MO/T in ToBapucTso 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/15770/01/01
1000- bulk no 50 kr B 604kax obmexeHoro obmexeHor 3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTty
340POB'A cTaneBux, 3aKpuUTnx BignoBiganbHi Bi4nNoBIAANILHICTIO BiANOBIAHOCTI EBponeiickkili hapmakonei Bif
KpPYLLKaMK 3 3aXUCHUM CTIO "®apmaLeBTnyHa 3aTBEPKEHOrO BUPOGHUKA Ajil04O0T PeyOBUHN
KifbLiem "®apmavesTu KOMMaHis renapviH HaTpito, 3MiHa HanMcaHHsA Ha3Bu
YyHa KoMMaHis "3popos'a” BMPOGHMKa, 3anponoHoBaHo: R1-CEP 2003-197-
"3p0poB'a” Rev 06; 3miHu | TUny - 3MiHKX, NOB'A3aHi 3
HeoOXiAHICTIO NpUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii JdY abo EBponeiicbkoi chapmakorner,
a60 iHWOI HalioHabHOT hapmakonei aepxasu
€C (3miHa y cneuundikauisx, nos'a3aHa 3i 3MiHamu
B J®Y, abo EBponelicbkiit hapmakonei, abo
iHLWIN HauioHanbHI dhapmakonei fepxasun E€C)
94, NIOTPOMB renb, 1000 MO/r no 15 | ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 peyenma UA/11418/01/01
1000- r, 251,50 r a6o no 06MexeHo 06MEeXeHoH 3MiHK | TUNY - NOAAHHS OHOBIEHOTO cepTudikaTy
340POB'A 100 ry Ty6i; no 1 Ty6i BiANOBIAA/bHI BiANOBIAA/LHICTIO BiNOBIAHOCTI €Bponelicbkilt hapmakonei Bif,
y KopobLi 3 KapTOHY CTIO "dapmaLeBTnyHa 3aTBEPKEHOr0 BUPOGHUKA Ail04O0i PeyoBUHN
"dapmaLeBTu KoMnaHis renapuH HaTpito, 3MiHa HanMcaHHA Ha3Bu
YyHa KoMnaHis "3p0pos'a" BMPOGHMKa, 3anponoHosaHo: R1-CEP 2003-197-
"3p0poB'sa” Rev 06; 3miHu | TMny - 3MiHK, NOB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii PY abo €Bponeiicbkoi thapmakoner,
a60 iHWOI HaLioHa/TbHOT hapmakonei aepxasu
€C (3miHa y crneuundikauisx, nos'a3aHa 3i 3MiHamu
B 1®Y, abo E€Bponeiickkiin thapmakonei, abo
iHWIil HauioHas1bHIN dhapmakonei gepxasu €C)
95. ninooyHAU emynbCia Ans iHdysiii B. BpayH HimeuuunHa Bupo6bHuuTBO, HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/3853/01/02
H MCTINCT no 250 mn a6o no 500 Menb3yHreH nepBrHHa Ta 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii
20% My chnakoHi; no 1 Al BTOPUHHA 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
a60 no 10 chnakoHiB y ynakoBKa, BUMYCK iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY cepil
KapTOHHilA KOpo6Li cepii: Ta KOHTPOSIH0 SKOCTi FOTOBOTO NiKapCbKoro 3acoby
B.BpayH (3amiHa abo godaBaHHS AiNbHWLI, Ha AKil
Menb3yHreH Arl, 3iACHIOETLCS KOHTPOIL/BUNPOGYBaHHS cepii) -
Himeuunna BBEEHHS AiNbHUL Ha SKil 34iACHIOETLCS
KoHTponb cepii: KOHTPO/b Cepii rOTOBOrO NiKapCbKOro 3acoby Ta
B.BpayH 3a3HavyeHHs PyHKUIOHaIbHNX 060B'A3KIB
Menb3yHreH Arl, BMPOGHUKIB.
HimeuunHa BBefeHHs1 3MiH NpoTArom 3-x MicsAuiB micns
3aTBEPAKEHHS.
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
96. NO3APTAH TabneTtkn, BKpUTI KPKA, a.4., CnoseHis BMPOBHULTBO «in CnoseHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/14679/01/01
100/M1APOX/T | nniBKOBOK HoBo mecTto bulk», nepsuHHe 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii
OPOTIA3NA, o6onoHkoto, 100 Ta BTOPUHHE 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
12,5 KPKA mr/12,5 mr no 10 nakyBaHHs, iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY cepil
TabneTtok y 6nictepi; KOHTpONb Ta Ta KOHTPO/I0 SIKOCTi FOTOBOTO /iKapCbKOro 3acoby
no 3 abo no 9 BWMYCK Cepil: (3amiHa abo fodaBaHHS AiNbHWLI, Ha AKil
6nicTepiB y KAPTOHHIl KPKA, a.4., Hoso 3[iCHIOETLCS KOHTPOIL/BUNPOGYBaHHS cepii) -
Kopo6Li mecTo, CroBeHis; BBE/EHHS A0AATKOBMX AiNIbHULb A/151 KOHTPOSIO
KOHTpO/b cepii: cepii roToBOro slikapcbkoro 3acoby. 3azHauyeHHs
KPKA, a.4., Hoso (hyHKLUIli paHille 3aTBEpAYKEHOIO BUPOGHYKA.
mecTo, CroBeHis; 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCcbKuii
KOHTpO/b cepii: 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
NabeHa p.0.0., npuaatHocTi abo ymoBax 36epiraHHs roTOBOro
CnoBeHis NiKapCbKOro 3acoby (36ibLIEeHHSA TeEPMiHY
npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBoi ynakoBky (NiATBEPMAKYETLCA faHNMU
peasibHOro yacy) [11s TOproeoi ynakoBkn
(nigTBEPMKYETLCA AaHUMK peasibHOro vacy) —
36i/1bLLEHHS] TepMiHY npuaaTHocTi 13 3 3-X pokis
[0 5-Tn pokis
BBefeHHS 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS.
97. NONEPAMI[, TabneTkn no 2 Mr no ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 peyenma UA/8232/01/01
Yy 10 TabneTok y o6MexeHo BMPOGHMLITBA, 3MiHu | TUNy - 3MiHa po3mipy cepii (BKIYaum
rAPOXNOPU | 6nictepax; no 10 BiAnoBiAabHI KOHTPO/b SKOCTI, JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
A"o3" Tabnetok y 6nictepi, CTHO BWMYCK cepil: 3ac006y (iHWi 3MiHN) - BBEAEHHSA 40AATKOBOro
no 1 a6o 2, a6o 3 "LocnigHnii ToBapucTBo 3 pO3Mipy cepii roTOBOro /likapcbKoro 3acoby Ans
6nictepn B nauLi 3aB0[, 06MeXeHOo OinbHULI BUPO6HMLITBA TOBApUCTBO 3 06MEXEHOH
"rHuIC! BiANOBIAA/LHICTIO BiANOBiAAbHICTIO "PapmaveBTryHa KoMNaHis

"[ocnigHnii 3aBofg
"rHUAC,
YkpaiHa; BCi cTagji
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BWMYCK cepil:
ToBapucTso 3
obmexeHoo
BiANOBIAA/LHICTIO
"®APMEKC
FPYM", YkpaiHa,
BCi cTagil
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BWMYCK Cepil:
ToBapucTBo 3

"3popoB's”, YkpaiHa (gitounii uex M3)
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
obMexeHoto
BiANOBIAA/LHICTIO
"PapmaueBTnyHa
KOMnaHis
"3popos'sa”,
YKpaiHa
98. NOCMUPUH® | TabneTku, BKPUTI TOB "KYCYM Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/9202/01/01
KMLLKOBOPO3YMHHOIO PAPM" PAPM" TexHiuHa nomwuska (3rigHo Hakasy MO3 Big,
060/10HKOI0, N0 75 Mr 23.07.2015 Ne 460). TexHi4YHY NOMUSIKY
no 10 TabneTtok y BMNPAB/IEHO B iIHCTPYKLIT AN MeANYHOro
cTpuni; no 3 a6o no 10 3aCTOCyBaHHS B Ha3Bi Mapku NOKUTTA AN
CTPVNIB Yy KAPTOHHIN Tabnetok y p. "Ckiag" (4ONOMiXHi peqoBUHN)
ynakosLi; no 30 npuBeAEeHO Y BIANOBIAHOCTIAO cepTUdikaty AKOCTi
TabneTok y cTpuni; no BMPOGHMKa. 3a3HaveHe BUNpaB/ieHHs Bignosigae
1 a6o 4 cTpunu B mMartepianam peecTpadiiiHoro gocke) (TepMiH
KapTOHHIA ynakoBL,i BBEJEHHS 3MiH NPOTAroM 6-TW MicAUiB nicas
3aTBEPLKEHHS)
99. MATHIHO PO34UH A5 iH'EKLLNA, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/6095/01/02
CYNb®AT- 250 mr/mn no 5 mn B "GapmaueBTun "@apmaueBTnyHa 3MiHK | TUny - 3MiHa po3mipy cepii (BkUaum
AAPHULUSA amnyni; no 5 amnyn y yHa chipma ipma "OapHuua” AianasoH po3mipy cepii) FoTOBOro Nikapcbkoro
KOHTYPHili YapyHKOBIi "OapHuus” 3aco06y (36inbweHHs Ao 10 pasiB NopiBHAHO i3
ynakosLi; no 2 3aTBEPMHKEHNUM PO3MIPOM); CYNYTHS 3MiHA: 3MiHW Y
KOHTYPHIi YapyHKOBI npoLeci BUPOGHNLITBA FOTOBOTO /liKapCbKOro
ynakoBkuM B navuj; no 3aco06y, BKIOYaUM NPOMDKHWUI NPOAYKT, L0
10 mn B amnyni; no 5 3aCTOCOBYETLCA MNPV BUPOOHULITBI rOTOBOrO
amnyn y KOHTYpHIi NiKapcbKoro 3acoby - BBeAEHHS 404ATKOBOTO,
YapyHKOBIl1 yrnakoBL; 36inbLUeHOro po3mipy cepii /13 - 1700 n Ha 3amiHy
N0 2 KOHTYPHI 3aTBepmxeHomy 1250 1., BHacnifokK 36inbLueHHs
YapyHKOBi YMaKoOBKN B PO3Mipy Cepiil NOAO0BXEHO TEPMIH 36epiraHHs
nauui NPOMIXHOr0 NPOAYKTY 3 24 roAuH A0 32 rouH.
3anponoHosaHo: 500 n, 850 n, 1000 n, 1500 n,
1700 n; 3miHK | TMRY - 3MiHK Y NpoLeCi
BMPOGHMLITBA FOTOBOrO /liKapCbKoro 3acoby,
BK/TOHAK0UM MPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCSA MPU BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby
100. MAHIT PO34nH ANa iHdys3ild MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHnux maTepianis: 3a peyenmom UA/4535/01/01
15 %, no 100 mn, no akujioHepHe akuioHepHe 3MiHM | TUMy - 3MiHa y MeToAax BUMPOOyBaHHS
200 mn, no 400 mny TOBapUCTBO TOBapUCTBO rOTOBOrO /iKapCbKOro 3acoby (He3HauyHa 3miHa y
naswkax "lHdysia” "IHdysia” 3aTBEPKEHNX MeToAax BUNPobyBaHHSA)
101. ME3ATOH PO34YUH AN iH'EKLIN, ToBapucTBo 3 YkpaiHa KOHTPO/b AKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a peyenmom UA/0511/02/01
10 mr/mn, no 1 mn B 06MEXEHO BUNYyCK cepil: 3MiHM | TUny - 3MiHa napameTpiB cneyudikawii
amnyni; no 10 amnyny | BignosiganbHi ToBapucTso 3 Ta/abo [oMyCTUMUX MEX roTOBOro NikapCbKoro
nauuj; mo 1 mn B CTHO obmexeHor 3acoby — 3MiHM y cneuudikaLlii roToBoro
amnyni; no 10 amnyn y "focnigHnii BiANOBIAA/ILHICTIO NiKapcbKoro 3acoby 3a nokasHukamu: «MexaHiyHi
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4YeHHs

6nictepi; no 1
6nictepy y nayuyi; no 1
M B amnyrii; no 5
amnyn y 6nictepi; no 2
6nictepu y nauui

3aBof,
"THLIC"

"[locnigHwii 3aBog,
"rHUaC,
YkpaiHa; BCi cTagji
BUPOBHULTBA,
KOHTPO/b SKOCTI,
BWMYCK Cepil:
ToBapucTso 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"@apmaueBTnyHa
KOMMaHis
"3p0pos'a”,
YKpaiHa

BK/TIIOUEHHA», «KiNbKiCHEe BU3HAYEHHS,
«MiporeHn» 3aMiHeHO Ha «bakTepiasbHi
€HAO0TOKCUHW» Ta, K HacNifoK, 3MiHU Y MeToAax
KOHTPOJIIO 33 AaHUMU NOKa3H1Kamu, BUTyYEHHS i3
TEKCTY MapKyBaHHS NiKapCbKoro 3acoby, NyHKT 17
thpasy «AniporeHHUiA. ANMPOreHHbIn». BBeaeHHs
nocunaHHA Ha gitovy pefakuito APY 6e3 3MiH
aHaNiTUYHNX METOAVK Ta KpUTEPIiB NPUAHATHOCTI
3a BciMa nokasHukamu AdY; cynyTHa 3MiHa: 3MiHa
y MeTogax BunpobyBaHHA rOTOBOrO NikapCbKoro
3ac06y (OHOBMEHHS NpoLeaypy BUNPoGyBaHHSA
[ANs NpUBeAEHHS Y BiANOBIAHICTb 3i 3MiHEHOO
3arasibHoto cTatTero Y abo EBponeiicbkoi
hapmakonei); 3miHu | Tuny - 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMMX MEX A5
[LOMOMDKHOT peYOBUHM (IHLWI 3MiHW); CYNyTHSA
3MiHa: 3MiHa y MeTodax BMNpobyBaHHS
[LOMOMIKHOT peYOBVHY (HE3HAYHI 3MIHU Y
3aTBEpPAKEHNX MeToAax BUNPoByBaHb); 3MiHK |
TUMY - 3MiHW, NOB'A3aHi 3 HEOBXigHICTIO
npuBeeHHs y BiANOBIAHICTb A0 MoHorpadii 4PY
abo €sponelicbkoi hapmakonei, abo iHLWol
HauioHanbHOI chapmakonei gepxasn €C (3miHa y
cneuudikayisix, noB'A3aHa 3i 3miHamu B JdY, abo
€Bponelicbkiin hapmakonei, abo iHLuii
HaLjoHasnbHIl thapmakonei gepxasu €C); cynyTHs
3MiHa: 3MiHa y MeToAax BUNpoGyBaHHS
[L0NOMDKHOT peqyoBMHU; 3MiHK | Tuny - 3MiHa
napameTpiB cneyndikaui Ta/abo gonycTUMUX
MeX NepBYHHOT yNakoBKM rOTOBOTO /iKapCbKOro
3acoby — npuBefeHHs napameTpiB cnevumdikauii
NepPBUHHOT YNakoBKM (aMnyn CKISHOI) Y
BiAMOBIAHICTb 4,0 BUMOT BUPOGHMKA NaKyBaslbHOTO
MaTepiany; 3miHu | TMny - 3miHa y MeTogax
BMNPOGYBaHHA roTOBOrO /iKapcbKOoro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX MeToAaxX
BUNPOGYBaHHSA)

102.

MEHAKTPAI
MENACTRA
BAKLMHA
MEHIHIOKOK
OBA
NONICAXAP
WOHA
CEPOrPYN

PO34nH A8 iH'eKLA no
0,5mn (1 po3a) y
onakoHax Ne 1 ta Ne
5

CaHodi
MacTtep IHK.

CLWA

CaHodpi MacTep
IHK.

CLIA

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHW | Tuny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
y3arasibHeHUX AaHunx Npo cuctemy
dhapmakoHarnsgy (BBefjeHHs y3arasibHeHux
[aHux nNpo cuctemy dhapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32
3AiiCHeHHS hapMakoHarisay; KOHTakTHOI 0cobu

3a peyernmom

UA/13009/01/01
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
A,C,YTAW- 3 chapmakoHarnsgy 3asiBHVKa A1 34iINCHEHHS
135 hapmakoHarnsagy B YKpaiHi, Ko BOHa BigMiHHA
KOH'IOFOBA BiZl yNOBHOBaXeHOi 0co6U, BiAMNOBIAa/IbHOI 3a
HA 3[iiCHeHHs1 hapMakoHarsay (Bkiyarum
OUOTEPIAH KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHi
nm mMacTep-aiina cuctemy hapMakoHarnisay) -
AHATOKCWVH 3MiHa ynoBHOBaxeHOi ocobu, BiANOBIAa/ILHOT 3a
oM thapmakoHarnag: ditova pegakuis: dpaHuyasa
CinnaH / Francoise Sillan. NponoHoBaHa
pepakuis: Epik Teo / Eric Teo. 3MiHa KOHTaKTHOT
0Cco6yu B YKpaiHi yNOBHOBaXXEHOT 0COOU 3asiBHUKA
3a hapmakoHarnag: fiova pefakuis:
HeuyenypeHko MapuHa BacuniBHa. MponoHoBaHa
pegakuisi: KniwmH AHTOH Muxaiinosud. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0CObM
3asBHMKA. 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOT
ocobu. 3a3HayeHHs HoMepa Ta 3MiHa
MiCLA3HaXOKEHHS MacTep-haiina. 3miHa micus
3[jiACHEHHS1 OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnsgy
103. METEOCIMAS3 | kancynu no 10 kancyn Na6opaTtopii ®paHuin BMPOGHMLITBO PpaHuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 peyenma UA/8767/01/01
Min y 6nicTepi; no 2 abo Maiioni Hepo3dhacoBaHOl 3MiHW | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
no 3 6nictepu y CniHgnep NPOAYKLUT: HaliMeHyBaHHA Ta/abo agpecu micus
KapTOHHIA Kopoo6Li Na6opaTopii NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
["aneHik BepHiH, roTOBOrO NikapCcbKOro 3acoby, BKIYaK4M
dpaHuis; AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
nepBuHHa Ta KOHTPOJIO SIKOCTI. (4isS/IbHICTb, 3a SKy Bignosigae
BTOPVHHA BMPOGHMK/IMNOPTEpP, He BK/IOYaUM BUMYCK Cepiid)
ynakoBKa, - 3MiHa Ha3BW Ta agpecy BUPOOHMNYOI AibHUL
KOHTPO/b AKOCTI, JDKB KAMCHO/Ib, ®paHuis, 6e3 3miHu micus
BiANOBiAabHNI 3a BUPOGHMLTBA.
BWMYCK Cepil: BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
Na6opaTopii 3aTBepKEHHSA.
Maiioni CniHgnep,
®paHuis
104. METPOHIAA Tabnetku no 250 mr MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a peyenmom UA/6538/01/01
30n no 10 TabneTtok y "ly6Hngpapm" "Nly6Hnhapm" 3MiHK | TNy - 3MiHa y MeTogax BUNpPobyBaHHS
6nictepax; no 10 roTOBOrO NiKapPCbKOro 3acoby - BUTy4YEHHS
Tabnetok y 6nictepi; nokasHuka «Aepocus» i3 cneyudikadii Ta MeTogis
no 2 6nictepun y nauu,i KOHTPOJIO SIKOCTi JTiKapCbKOro 3acoby
3 KAPTOHY
105. ME®EHAMIH | Tabnetku, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/14487/01/01
KA® 060/10HKOI0, N0 500 Mr | "d®apmaueBTn "papmaueBTNYHa 3MiHM | TUMy - 3MiHa y MeToAax BUMPOOyBaHHS

no 10 TabneTtok y

YyHa chipma

ipma "dapHuua"

APl abo BMXiAHOrO MaTepiany/npomixKHOro
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4YeHHs

KOHTYPHili YapyHKOBIi
ynakosLi; no 1 a6o no
2 KOHTYpPHi YapyHKOBI
YNakoBKKW Yy navl

"OapHuus”

NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®I; cynyTHs 3miHa: 3miHa
y napameTpax cneuudikauii Ta/abo gonycTummx

MeX, BU3HaYeHuX y cneuudikauisx Ha Adl, abo
BMXIAHWIA/NPOMDKHMIA NpoAyKT/pearexT, Lo
BVIKOPVICTOBYIOTHCSA Y npoueci BupobHuuytea AdI.
BBeneHHs 3MiH NpoTAroM 3 Micauis nicas
3aTBEPKEHHS; 3MiHM | TUMy - 3MiHa napameTpis
cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOr0

NiKapcbKoro 3acoby; cynyTHs 3MiHa: 3MiHa y

MeTofax BUNPO6YyBaHHS rOTOBOrO /iKapCbKOro
3acoby; 3miHu Il Tuny - 3MiHa BUPOGHMKa
BUXIAHOIO/NPOMIXHOIO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHMYOMY npoueci AdI,
abo 3miHa B1poGHYKa (BKIOUaKun, ae HeobxiaHo,

MicLe NpoBefeHHSA KOHTPOA AkocTi) AdI (3a

BiAICYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHoOMy
[0CbE) - BBELIEHHA 40AaTKOBOro BUPo6HuKa AdPI
MedheHaMiHOBOI KMCIOTH, SIK HACNigOK B pPO34in
«TepMiH NpPMAATHOCTI» BHOCUTLCS TEPMIH
36epiraHHa A®| 3anponoHOBaHOro BUPOBGHUKA.

BBegeHHA 3MiH npoTsrom 3 micAuiB nicns

3aTBEPAKEHHS

106.

MIMIMAPA

TabneTkn, BKpUTI
nAiBKOBOO
060710HKOt0, M0 30 Mr,
no 14 tTabneTtok y
6nictepi, no 2
6nicTepun y KapTOHHIl
Kopobui

AMIKeH
€spona b.B.

HigepnaHnan

BTOPUHHE
nakyBaHHs, BUNYyCK
cepii: AMIXeH
€spona b.B.,
HigepnaHgu;
BMPOGHMLITBO
Hepo3dhacoBaHOl
nNpoAyKLii:
AmMDKeH
MaHydekuypiHr
Nimiteq, CWA,;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
AHpgepcoHBpekoH
(KOK) Nimitep,
Benuka BpuTaHis;
TecToBa fifaHKa

HigepnaHnaw/
CLIA/ Benuka
BputaHis/ KaHaga

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW | TUny - 3MiHK WoAo 6e3neku/edeKkTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHsa abo 3miHn go
y3arasibHeHUX JaHyX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHnX
JaHunx Npo cuctemy dpapmakoHarnsgy, 3miHa
yNOBHOBaXEHOT 0c06M, BignoBigansHoi 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOT 0cobu
3 (hapmMakoHarnsgy 3asBHvKa 415 30iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHa
Bifl yNOBHOBaXeHOi 0CO6MU, BiAMNOBIAa/IbHOI 3a
3AjiCHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHW y PO3MILLEHHI
mMacTep-alina cuctemu papmakoHarnsay) -
3MiHa KOHTaKTHOT 0cobu 3 hapMakoHarisay
3aABHUKA 419 34iliCHeHHs hapMakoHarnagy B
YkpaiHi: gitoua pefakuis — BitkoBcbka TeTsaHa
BiTaniiBHa; nponoHoBaHa pefakuisi — TepeHTbLEB

TiNbkU Ans OnekcaHap HOpiioBuY. 3MiHa KOHTaKTHUX AaHUX
BMPOGHULITBA KOHTaKTHOT 0CO6U 3 chapMakoHarnsay 3asiBHuUKa
[ateoH IHK. 0N 3ajiACHEHHST chapMakoHarnsay B YKpaiHi

3a peyenmom

UA/11962/01/01
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
TOpOHTO PimxH
OnepeLwH3,
KaHaga: MateoH
IHK. BapniHrToH
CeHuypi
OnepeiLwuHs;
BMPOOHULITBO
Hepo3dacoBaHOl
npoaykuii: MateoH
IHK. TOPOHTO
PigxH
OnepenLH3,
KaHaga
107. MY/NbTAK® TabneTku, BKpUTI TOB "CaHodi- Ykpaina CaHodi BiHTpon PpaHLin BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a peyenmom UA/10412/01/01
060/10HKOI0, N0 400 Mr ABeHTIC IHoacTpia 3MiHW | Tuny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI
Ne 60 (10x6): no 10 YkpaiHa" Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
Tabnetok B 6nicTepi; y3arasibHeHUX AaHunx Npo cuctemy
no 6 6nictepiB y hapmakoHarnsgy (BBefeHHs y3arasibHeHNX
KapTOHHIA KOpooLi [aHunx npo cuctemy hapmakoHarnsgy, 3amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32
3[iiCHeHHs hapMakoHarnsay; KOHTakTHOT 0cobu
3 (hapmMakoHarnsgy 3asBHvKa A5 34iACHEHHS
thapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHa
Bifl yNOBHOBaXeHOI 0co6MU, BiAMNOBIAa/IbHOI 3a
3[iiCHeHHs1 hapMakoHarnsay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEeHHi
mMacTep-caiina cuctemy hapMakoHarnisay) -
3MiHa ynoBHOBaXXeHOT 0cobu, BiANOBiAa/IbHOT AN
3[jiicHeHHs dhapmakoHarnagy: MponoHoBaHa
pepakuis - KniwmH AHTOH MukonaioBuy. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOi 0cobu,
BiANOBIAa/IbHOI ANS 34iicCHEHHS dhapMakoHarnsay
108. HAPOMNIH PO34UH A5 iH'EKLN, 2 AcrnieH ®apma IpnaHgis AcTtpa3eHeka i ABcTpaviis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/9384/01/01

mr/mn no 100 mny
KOHTeliHepi; no 1
KOHTEliHepy B
KOHTYPHIll YapyHKOBIlA
ynakoBLi; no 5
KOHTYPHUX
YapyHKOBUX YNakoBOK
Yy KapTOHHIlA nayui

Tpeiginr
Nimiteq

nig,

3MiHK | TURY - 3MiHN Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
y3araslbHeHUX AaHux Npo cucTemy
hapmakoHarnagy (BBefeHHs y3arasibHeHnX
[JaHnx Mpo cuctemy dpapmakoHarnsgy, smiHa
YNOBHOBaXEHOI 0co6u, BiANOBiAaILHOI 3a
3AjiliCHeHHs hapMakoHarnsay; KOHTakTHOT 0cobu
3 thapmakoHarisgy 3asBHuKa 415 34iACHEHHS
thapmakoHarnagy B YKpaiHi, AKLLO0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0CO6M, BiAMNOBIAa/IbHOI 3a
3[ilicHeHHs1 chapmakoHarnsay (Bkarvaroum
KOHTaKTHIi flaHi) Ta/abo 3MiHM Y PO3MILLLEHHI
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4YeHHs

macTep-gaiina cuctemu hapmMmakoHarnisay)
(ditoya pegakuis: ynoBHoBaxeHa ocoba
BiAgnoBigasbHa 3a dhapmakoHarnag - Magnus
Ysander, KOHTakTHa ocoba BiAnoBifabHa 3a
hapmakoHarnag - Ipuna MepwyH. MponoHosaHa
pefakuisi: ynoBHOBaXeHa ocoba BifnoBifanbHa
3a (papmakoHarnsg, - KaponiHa C3akyanapek/
Karolina Szkudlarek, koHTakTHa oco6a
BiANOBigasibHa 3a hapmakoHarnag - HaropHa
KatepuHa IBaHiBHa. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOB&XEHOT 0CO6M. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0co6u. 3MiHa HoMepy Ta
MicLe3HaxoMKeHHs1 MacTep-daliny) (TepmiH
BBEJEHHS 3MiH NpoTArom 6 micsuis nicns
3aTBEpMXEHHS); 3MiHM | TUny - 3MiHK Woao
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy (iHwi
3MiHM) (3aMiHa TEKCTY MapKyBaHHS MEPBUHHOI Ta
BTOPWHHOT yNakoBKM BiANOBILHO [0 BUMOT HaKasy
MO3 Ykpainu Ne 460 Big 23.07.2015 p.) (TepmiH
BBE/IEHHS 3MiH NPOTAroM 6-T1 MicALIB Micns
3aTBEpXEHHS); 3MiHa 3asBHWKa (B/1acHUKa
peecTpadiiiiHoro noceigyeHHs1) (TepmiH BBeEHHS
3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepAKEHHS)

109.

HAPOMIH

PO34UH A5 iH'EKLIN,
7,5 mr/mn no 10 mn B
amnyni; no 1 amnyni B
KOHTYPHIli YapyHKOBIi
ynakoBLi; no 5
KOHTYPHUX
YapyHKOBUX YNakoBOK
Y KapTOHHIl naui

AcneH ®apma
TpeWgiHr
Nimiten

IpnaHgis

AcTpa3eHeka Ab

Lsewis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TUNYy - 3MiHKM Wopao 6e3nekn/eteKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
y3ara/ibHeHUX AaHunx npo cuctemy
hapmakoHarnagy (BBefeHHs y3arasibHeHNX
JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
YNOBHOBaXEHOI 0c06W, BiANOBIAaLHOI 3a
3[iiCHEHHS1 hapMakoHarsay; KOHTakTHOI 0cobu
3 thapmakoHarnsgy 3asBHVKa AN 34iACHEHHS
thapmakoHarnagy B YKpaiHi, AKLLO0 BOHA BigMiHHa
BiJ, yNOBHOBaXEHOI 0c06M, BignoBigansHoi 3a
3fificHeHHs chbapmakoHarnsagy (Bknoyaroun
KOHTaKTHi AaHi) Ta/abo 3MiHM Y PO3MiLLLEeHHi
macTep-gaiina cuctemu hapmakoHarnsay)
(ditoya pegakuis: ynoBHoBaxeHa ocoba
BignosigasibHa 3a hapmakoHarnsag - Magnus
Ysander, KOHTakTHa ocoba BiAnoBigabHa 3a
thapmakoHarnag - IpuHa MepwyH. MponoHosaHa
pefakuisi: ynoBHOBaXeHa ocoba BignoBifanbHa
3a (papmakoHarnsg, - KaponiHa C3akyanapek/
Karolina Szkudlarek, koHTakTHa oco6a
BignoeiganbHa 3a papmakoHarnsag - HaropHa

3a peyernmom

UA/9670/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4YeHHs

KaTepuHa IBaHiBHa. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOB&XEHOT 0CO6M. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0co6u. 3MiHa HoMepy Ta
MicLe3HaxoMkeHHs1 MacTep-daliny) (TepmiH
BBEEHHS 3MiH NpoTArom 6 micsuis nicns
3aTBEpMXEHHS); 3MiHM | TUny - 3MiHK Woao
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy (iHwi
3MiHW) (3amiHa TeKCTy MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby BignoBigHO A0 BMMOT Hakasy
MO3 Ykpainu Ne 460 Big 23.07.2015 p.) (TepmiH
BBE/EHHSA 3MiH NPOTAroM 6-T1 MicALIB Micns
3aTBEpAXEHHS); 3MiHa 3asBHUKa (B/lacHUKa
peecTpaLiiiiHoro noceigyeHHs1) (TepmiH BBeEHHS
3MiH NpPOTAroM 6-TW MicsILiB nicns 3aTBepAKEHHS)

110.

HAPOMIH

PO34UH A1 iH'EKLIN,
10,0 mr/mn no 10 mn B
amnyni; no 1 amnyni B
KOHTYPHIli YapyHKOBIi
ynakoBLi; no 5
KOHTYPHUX
YapyHKOBUX YNakoBOK
Y KapTOHHIl naui

AcneH ®apma
TpeWgiHr
Nimiten

IpnaHgis

AcTpa3eHeka Ab

Lsewis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TUNYy - 3MiHKM Wopao 6e3nekn/eteKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
y3ara/ibHeHUX AaHunx npo cuctemy
hapmakoHarnagy (BBefeHHs y3arasibHeHNX
JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
YNOBHOBaXEHOI 0c06W, BiANOBIAaLHOI 3a
3[iiCHEHHS1 hapMakoHarsay; KOHTakTHOT 0cobu
3 thapmakoHarnsgy 3asBHVKa AN 34iACHEHHS
thapmakoHarnagy B YKpaiHi, AKLLO0 BOHA BigMiHHa
BiJ, yNOBHOBaXeEHOI 0C06M, BignoBigansHoi 3a
3fificHeHHs chbapmakoHarnsagy (Bknoyaroun
KOHTaKTHi AaHi) Ta/abo 3MiHM Y PO3MiLLLEeHHi
macTep-gaiina cuctemu hapmakoHarnsay)
(ditoya pegakuis: ynoBHoBaxeHa ocoba
BignosigasibHa 3a hapmakoHarnsag - Magnus
Ysander, KOHTakTHa ocoba BianoBigabHa 3a
thapmakoHarnag - IpuHa MepwyH. MponoHosaHa
pefakuisi: ynoBHOBaXeHa ocoba BignoBifanbHa
3a (papmakoHarnsg, - KaponiHa C3akyanapek/
Karolina Szkudlarek, koHTakTHa oco6a
BignoBigasibHa 3a hapmakoHarnsag - HaropHa
KatepuHa IBaHiBHa. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOB&XeHOT 0C06M. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOi 0co6u. 3MiHa HoMepy Ta
MicL,e3HaxoMkeHHs1 MacTep-daliny) (TepmiH
BBEEHHS 3MiH NpoTArom 6 micsuis nicns
3aTBepKeHHSR); 3MiHK | TNy - 3MiHK Woao
6e3nekun/edhekTVBHOCTI Ta papMakoHarnsgy (iHwi
3MiHM) (3aMiHa TEKCTY MapKyBaHHS MEPBUHHOI Ta
BTOPUHHOI YNakoBKM BiNOBifHO 10 BUMOI HaKasy

3a peyernmom

UA/9670/01/03
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
MO3 Ykpainu Ne 460 Big 23.07.2015 p.) (TepmiH
BBE/IEHHS 3MiH NPOTAroM 6-T1 MicALIB Micns
3aTBEpXEHHS); 3MiHa 3asBHWKa (B/1acHUKa
peecTpaLiiiiHoro noceig4eHHs1) (TepmiH BBEEHHS
3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepAKEHHS)
111. HITPOINILE KOHUEHTpaT ans ToBapucTBO 3 Ykpaina KOHTPO/b AKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a peyernmom UA/5412/01/01
PVH PO34UHy ANs iHQy3il, 06MEXEHO BUNYyCK cepil: 3MiHM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS
10 mr/mn no 2 mn B BiANOBIAA/bHI ToBapucTso 3 roTOBOrO /liKapcbKoro 3acoby; 3miHu | Tuny - 3miHa
amnyni; no 10 amnyny CTIo 06MeXeHoH napamMeTpiB cneyndikauii Ta/abo gonycTummx
naJui, no 2 Mmn B "LocnigHnii BiANOBIAA/ILHICTIO MeX NepPBUHHOI YNaKkOBKWN FOTOBOrO NiKapCbKoro
amnyni; no 10 amnyn y 3aB0O/, "[locnigHwin 3aBog, 3aco6y; 3MiHW | TUny - 3MiHK, NOB'A3aHI 3
6nictepi; no 1 "rHUNAC "rTHUNC", HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
6nicTepy B nauyui, no 5 YkpaiHa; Bci ctagji MoHorpadii PY abo €Bponeiicbkoi chapmakoner,
M B amnyni; no 5 BMPOGHMLITBA, ab0 iHWOi HauioHanbHOI hapmMakonel fgepxasu
amnyn y 6nictepi; no 1 KOHTPO/b AKOCTI, €C (3miHa y crneuundikalisx, nos'a3aHa 3i 3MiHamu
6nictepy B nauui BUNYyCK cepil: B J®Y, abo EBponelickkiit hapmakonei, abo
ToBapucTso 3 iHWI HauioHanbHIN thapmakonei gepxasu €C);
06MeXeHoI0 CyNyTHA 3MiHa: 3MiHa y MeTofax BUnpobyBaHHA
BiANOBIAA/ILHICTIO [LOMOMDKHOT peYOBMHM - 3MiHW B cnieundikalisx Ta
"papmMaueBTnYHa MeTodax KOHTPOJI0 AOMNOMIXHOI PeyoBUHM
KOMnNaHis ETaHon, y 38’3Ky 3 NpuBEAEHHAM Y BifNoBigHICTb
"3p0pos'a", 0o EP; 3MiHK | TRy - 3MiHK, NOB'A3aHi 3
Ykpaina HeoOXiAHICTIO NpUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo EBponeiicbkoi chapmakorner,
a60 iHWOI HalioHabHOT hapmakonei aepxasu
€C (3miHa y cneuundikauisx, nos'a3aHa 3i 3MiHamu
B J®Y, abo EBponelicbkiit hapmakonei, abo
iHWIM HauioHanbHIN hapmakonei aepxasu EC);
CYnyTHA 3MiHa: 3MiHa y MeTogax B1npobyBaHHs
A®| abo BMXigHOrO MaTtepiany/npomixXHOro
NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®I - 3miHu o
cneumaikaLii Ta MeToaiB BXiAHOIO KOHTposito Ad|
[ niuepuny TpUHITPaT po3unH 5 %, y 3B’A3Ky 3
npuBeAeHHsAM A0 Aitouoi pegakuii EP; 3miHu |
Tuny - 3MiHa napameTpis cneumdikauiin Ta/abo
[0MyCTUMMX MEX rOTOBOTO NiKapCbKOro 3acoby;
CYnyTHA 3MiHa: 3MiHa y MeTogax B1npobyBaHHs
roTOBOrO JliKapCbKoro 3acoby - 3MiHM [0
crneundikaLii Ta MeToAiB KOHTPOIO FOTOBOro
niKapcbKoro 3acoby, y 3B'A3Ky 3 NPYBEAEHHAM A0
Bumor AdY aitove BuAaHHSA
112. HOBOKAIHY KpUCTaniuHuiA ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHnux maTepianis: - UA/16369/01/01
OCHOBA NOPOLLOK (CybCTaHList) 06MEXEHOI 06MEXEHO 3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
Y MilKax BignoBiganbHi BifNOBIAANLHICTIO HaliMeHyBaHHS Ta/abo afipecu 3asiBHMKa
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
nosieTuneHoBux Ans CTIo "PAPMXIM" (BnacHvKa peecTpauiiHoro NocBigYeHHs!) - 3MiHa
thapmaueBTUYHOro "PAPMXIM" agpecy 3anBHVKa. 3MiHu | Tuny - AgMiHiCTpaTuBHI
3acTocyBaHHs 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoBaPKEHHS AiS/IbHOCTI BUPOOHUKA
(Brntovaroun, 3a HeobXiAHOCTI, MicLie NPOBeAEHHS
KOHTPOJII0 SIKOCTI), @60 BacHWKa macTep-ghaina
Ha A®I, abo noctavasibHuka Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHThCA Y BUPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHoOMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIXKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
agpecy BUpoGHYKa, 6e3 3MiHu micus
BMpPOGHULITBA
113. HYTPUHIN PO34nH Ans Bakctep Ipnangis BakcTep Xenckea Ipnangis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/4981/01/01
na4 31,1% nepuToHeasIbHOro Xenckea C.A. C.A. 3MiHM | TUNY - NOAAHHS OHOBNIEHOTO cepTudikaTy
BMICTOM fdianisayno2ny BiAnoBigHOCTI EBponeiicbkoi hapmakonei Ne R1-
AMIHOKUCAH NAacTUKOBOMY MILLKY, CEP 2010-083-Rev 00 Big, 3aTBEpPAKEHOIO
oT obnagHaHoMy BMpo6HUKa A®| HaTpito xopugy ESCO France
iH €KUiiHMM NOpPTOM i SAS (EUROPEAN SALT COMPANY), France;
3’efHyBavem, 3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikarty
BKNafeHoMy B BiANoBigHOCTI EBponeiicbkoi hapmakonei Ne R1-
iHOVBIAYaNbHWIA CEP 2006-263-Rev 01 Big, 3aTBEpIKEHOIO
nakeT; no 5 BMpo6HMKa ADI kanbLito xnopugy Macco
KOMM/IEKTIB KAPTOHHIl Organiques s.r.0, Czech Republic; 3miHu | Tuny -
Kopobui; no2 ny nofaHHsA OHOBJ/IEHOro cepTudikaty BignoBigHOCTI
NAacTMKOBOMY MILLIKY, €sponeiicbkoi hapmakonei Ne R1-CEP 2010-194-
obnagHaHoMy Rev 00 Big 3aTBEpAXEHOr0 BMPOo6HUKa AdI
iH eKUiliHMM nopToM, 3 MarHito xsopugy Merck, Germany; 3miHu | Tuny -
iHTerpoBaHum 3a noAaHHA OHOBMIEHOTro cepTudikaty BiANOBIAHOCTI
[0MNOMOro ABOX €Bponeiicbkoi hapmakonei Ne R1-CEP 2006-264-
marictpaneii i Y- Rev 01 Big 3aTBEpAKEHOr0 BUPOOHUKA ADI
3’efHyBaya NnopoXxHim marHito xnopugy Macco Organiques s.r.o, Czech
MILLKOM O/151 ApeHaxy, Republic
BKafeHNX B
iHAVBIAyaNbHWIA
naker; no 5
KOMMNEKTIB Y
KapTOHHI/ KopoobLi
114. HYTPUDPNEK | emynbcia ans iHdysii B. BpayH HimeuunHa Brpo6HMUTBO, HimeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/13209/01/01
c ninig, no 1250 mn (500 mn Menb3yHreH nepBuHHa Ta 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii
nnoc PO34MHY amiHOKUCAOT Al BTOPVHHA 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa

+ 250 M xuposoi

YynakoBKa, BUMNMyCK

imnopTepa/aMiHu, WO CTOCYHTLCSA BUNYCKY cepil
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
emyrnbceii + 500 mn cepi: Ta KOHTPOJO AKOCTi FOTOBOrO NiKapCbKoro 3acoby
PO34MHY /IHOKO3M) B B. bpayH (3amiHa abo gogaBaHHS AiNbHULI, Ha AKil
MiLLIKaxX N1acTUKOBUX Menb3yHreH Al 34iCHIOETLCS KOHTPO/IL/BUNPOGYBaHHS cepii) -
TpukamepHux; no 1 HimeuunHa BBE/IEHHS AiNbHUL Ha SIKild 34iACHI0ETLCA
MiLLKY B KoHTponb cepii: KOHTPO/b Cepii FOTOBOro NikapcbKoro 3acoby Ta
nnacTMKoBOMY B. BpayH 3a3HayYeHHs yHKLiOHaIbHNX 060B'A3KIB
3aXUCHOMY MILLKY; NO Menb3yHreH Al BUPOOHUKIB. BBEAEHHS 3MiH NPOTAroM 3-x MicsLiB
5 3aXMCHUX MILLKiB B HimeuunHa nicns 3aTBepapkKeHHs.
KapTOHHI Kopo6Lj; no
1875 mn (750 mn
PO34MHY aMiHOKNCIOT
+ 375 M1 X1poBOT
emMyrnbCeii + 750 mn
PO34MHY [/1H0KO3K) B
MiLLKax NacTUKOBUX
TprKamepHux; no 1
MiLLKY B
nNacTKoBoMy
3aXMCHOMY MiLLKY; MO
5 3aXMCHUX MILLKiB B
KapPTOHHI KOpooLyi
115. HYTPUDNEK | emynbcia ans iHdysii; B. BpayH HimeuuunHa BupobHuuTBOo, HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/13297/01/01

c ninig, Menb3yHreH nepBuHHa Ta 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii

CNEUIANBH no 625 mn (250 mn Al BTOPVHHA 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa

nin pO34nHY ynakoBka, BMMyCK iMnopTepa/3miHu, L0 CTOCYTLCSA BUMYCKY cepii
amiHoKMcnoT+ 125 mn cepii: Ta KOHTPOSI0 SIKOCTi FOTOBOTO /1iKapCbKOro 3acoby
XMPOBOT eMy/bCii + B. bpayH (3amiHa abo fofdaBaHHS AiNbHWLI, Ha AKil
250 MA po3unHy Menb3yHreH Arl, 3iACHIOETLCSI KOHTPOIL/BUNPOGYBaHHS cepii) -
r1I0KO31) B MiLLKax HimeuunHa BBE/EHHS AiNbHUL Ha SKil 34IACHI0ETLCA
NNacTUKoBUX KoHTposb cepii: KOHTPO/b Cepii rOTOBOrO NikapCbKOro 3acoby Ta
TpukamepHux; no 1 B. BpayH 3a3HavyeHHs PyHKUIOHaIbHNX 060B'A3KIB
MILLIKY Y 3aXUCHOMY Menb3yHreHn Al BMPOGHUKIB.
NAacTUKOBOMY MiLLKY; HimeuunHa BBefeHHs 3MiH NpoTarom 3-x micAuis nicns
no 5 MiLLKIB KapTOHHIlA 3aTBEPAKEHHS.

KopoobL;

no 1250 mn (500 mn
pO34nHy
amiHokmcnoT+ 250 mn
XMPOBOT eMy/bCii +
500 M1 po34mnHY
r/10KO3U1) B MiLLKax
N1acTMKOBUX
TpyKamepHux; no 1
MILLIKY Y 3aXUCHOMY
N/1aCTUKOBOMY MILLIKY;
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
no 5 MiLLKIB KapTOHHIiA
KopoobL;
no 1875 mn (750 mn
PO34nHY
amiHokmcnot+ 375 mn
XMPOBOT emMynbCii +
750 M1 poO34mnHY
r/1I0KO3U1) B MiLLKax
NAacTUKOBUX
TprKamepHux; no 1
MILLIKY Y 3aXMCHOMY
NAacTUKOBOMY MiLLKY;
no 5 MiLLKIB KapTOHHIiA
Kopobui
116. HYTPUDPNEK | emynbcia ans iHdysii B. BpayH HimeuuunHa Brpo6HMUTBO, HimeuyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a peyernmom UA/13231/01/01
C OMETA no 1250 mn, 1875 mn Menb3yHreH nepBuHHa Ta 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii
CNEUIANBH Y MiLlLKy Al BTOPVHHA 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
nin nnacTKoBoMy ynakoBka, BMMYCK iMnopTepa/3miHu, L0 CTOCYTLCSA BUMYCKY cepii
TprKamepHomy; no 1 cepii: Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro 3acoby
MiLLIKy NJacTUKOBOMY b.bpayH (3amiHa abo gogaBaHHS AiNbHWLI, Ha AKil
TpKamepHomy B Menb3yHreH Al 34iICHIOETLCS KOHTPOL/BUNPOGYBaHHS cepii) -
3aXUCHOMY MILLKY; NO HimeuunHa BBE/IEHHSI AiNbHUL Ha SIKild 34iiCHI0ETLCA
5 3aXMCHUX MILLKIB Y KOHTPO/b Cepii FOTOBOro NikapCbKoro 3acoby Ta
KapTOHHIA Kopoo6Li KoHTposb cepii: 3a3HayYeHHs oyHKLiOHaNbHKX 060B'A3KIB
B.BpayH BMPOOHUKIB. BBEAEHHS 3MiH NpOTAroM 3-X MicsLiB
Menb3yHreHn Al nicns 3aTBepApkKeHHs.
HimeuunHa
117. OKTAHIH @ NMOPOLLOK AJ/18 PO3UUNHY OkTahapma ABCTpisi BUPOBHMK Himeuunna/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/14330/01/02
500 MO Ans iH'ekyin no 500 $apmaLeBTUK (anbTepHaTuBHUIA) | ABcTpis/ ®paHuis BUNPAB/IEHHS TEXHIYHUX NOMW/IOK Y po34ini
MO, kapToHHa a , BiANOBifaNbHWI «YnaKkoBka» MeTO/iB KOHTPO/IIO SAKOCTi 3a3HaunTH
Kopobka Ne 1: o 1 MpopaykTioHcre 3a BTOpUHHE KiNIbKICTb PO3YMHHMKA - 5 M/ (4715 KAPTOHHOT
donakoHy emHicTio 30 c M.6.X. nakyBaHHs: Kopo6ku Ne 2)
M1 3 MOPOLLKOM A5 OkTadapma
PO34MHY NS iH'EKUIN; 'm6X, Oeccay,
KapToHHa Kopobka Ne HimeuuunHa,;
2:no 1 chnakoHy 3 BUPOGHMUK,

PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 5 mn)
Y KapTOHHii kopobuj

BiANOBIAA/IbHWIA 32
BMPOGHMLTBO 3a
NOBHUM LIK/TOM;

pa3oM 3 KOMMNJIEKTOM OkTadapma
NS PO3YMHEHHS Ta dapmareBTrKa
BHYTPILLUHLOBEHHOIO MpoaykTioHcrec
BBeAeHHs (1 wnpwy, M.6.X., ABCTpisi;
oaHopasoBuii, 1 OkTtadhapma,
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
KOMNNeKT ans ®paHuin
nepexocy (1
AByKiHUeBa rosnka, 1
hinbTpoBasibHa
ronka), 1 komnnekr
Ans iHdysin (ronka-
MeTenuk), 2
NMPOCOYEHNX CMUPTOM
TamnoHu); kopobka Ne
1T1aNe2
06'€e4HYIOTLCA MiXK
€060t NNacTMKOBOIO
N1iBKOHO
118. OME3® Kancynm no 40 mr no [-p Pegpi'c IHAis [-p Pepgpj'c IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 peyenma UA/0235/02/03
10 kancyn y 6nictepi; NabopaTtopic Na6opaTtopic /174, 3MiHM Il Tuny - 3MiHa BUPOGHYMKa
no 1 6nictepy B ntp, BUXIAHOIO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
KapTOHHI Kopo6L; no BMKOPUCTOBYHOTbCS Y BUPOOHMYOMY npoueci AdI,
7 kancyn y 6nictepi; abo 3miHa BpO6HYKa (BKIOYaKun, ge HeobxigHo,
no 4 6nictepu B MicLe NpoBeAeHHSA KOHTPOA AkocTi) AdI (3a
KapTOHHI/ KopoobLi BiACYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbe)(BBEAEHHS HOBOro BUPOGHMKa AdI 3
HaJaHHAM macTep-chalina Ha AdI) - BBeAEHH:A
[04aTKOBOI AiNnbHULI BUpo6HMLTBa ADI [-p
Peppi’c Nabopatopic N4 (Bigain ximiyHmnx
TEXHO/OrYHMX onepauii, Bigain V), IHais.
BBeAeHHA 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepAXKEHHSA
119. OME3® kancynu no 10 mr no O-p Pepai'c IHgis O-p Peppi'c IHais BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 peyenma UA/0235/02/02
10 kancyn y 6nictepi; NabopaTtopic Na6opaTopic /T4, 3MiHM Il Tuny - 3MiHa BUPOGHYKKa
no 1 a6o no 3 nrtp, BWXifHOro/NPOMKHOro NpoAyKTy/pearenTy, Lo
61icTEPN B KAPTOHHIN BMKOPUCTOBYIOTLCS Y BUpO6HMYOMY npoueci Adl,
Kopoo6Li ab0 3miHa BUpo6HYKa (BKIOHaKUn, ae HeobxiaHo,
MicLie NpoBefAeHHSA KOHTPOIO SKoCTi) AdI (3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbe)(BBEAEHHS HOBOro BUPOGHMKa AdI 3
HafJaHHAM macTep-chaiina Ha AdI) - BBeAEHHS
[04aTKOBOI AiNnbHULI BUpo6HMLTBa ADI [-p
Peppi’c Naboparopic N14 (Bigain XiMiyHnx
TEeXHOJIOrYHUX onepauiit, Bigain V), IHgis.
BBepaeHHA 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepKEHHs
120. O®/TIOKAIH- masb no 15 r abo no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiais: 3a peyenmom UA/7088/01/01
AAPHULUA® 30 ry 1y6i; no 1 1y6iy "PapmaueBTu "papmMaueBTNYHa 3MiHu | TNy - 3mMiHKM Woao
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
naJui; no 500 r a6o no YyHa chipma hipma "JapHuus” 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
1000 r y 6aHkax "AapHuus" BreceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAui peecTpaviiiHOro NocBig4YeHHs, BK/o4aoum
MnaH ynpasniHHSA pu3nkamu (3aCTocyBaHHS
3MiH(K), AKi(a) BUMaratoTb(€) NoAanbLLIOro
06r'pyHTYBaHHS HOBUMW A0AATKOBUM AaHUMM, LLO
MaloTb HafaBaTNCA KOMNETEHTHUM OpraHoM,
OCKi/TbK/ BUMAraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm) - BrKoHaHHA
3060B'A3aHb BiANOBIAHO A0 NiANYHKTY 1.13 NyHKTY
1, nignyHkTy 2.3 nyHKTY 2 gogatky 15 go Mopsgky
NpOBefEeHHS ekcnepTu3n peectpauiiHnx
MaTepianis Ha nikapcbki 3aco6um, Lo NoAanTbes
Ha AepXaBHy peecTpauito (nepepeecTpadiio), a
TaKOX eKCnepTU3n mMaTepiasliB MPO BHECEHHS 3MiH
[0 peecTpauiliHnx maTtepianis npoTarom fii
peecTpauiniHOro NocBiAYEHHS, 3aTBEPAKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
121. MAHTOHEKC | Tabnetku 3 Inka IHais Inka Nabopatopic IHais BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/15159/01/01
AP-20 MoAMdikoBaHUM NabopaTtopis Nimiten 3MiHn | TUNYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
BUBINIbHEHHSAM NO 20 Nimiteq Ta hapmakoHarnagy (iHwi 3miHu) -
mr no 10 TabneTtok y 3amiHa rpaduiyHoro 306paxeHHs NepBUHHOI Ta
6nictepi; no 3 BTOPVHHOT yNakoBKN Ha TEKCT MapKyBaHHS
6nicTepun y KapTOHHiIl NepPBUHHOI Ta BTOPUHHOI YNakoBKW. 3MiHu | Tuny -
Kopoo6Li 3MiHM 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Onuc
Ta cknag, (iHwi 3mMiHW) - YTOYHEHHS HanncaHHs
niKapcbKoro 3acoby BiAMNOBIAHO 40 MaTepianis
BMPOBHUKA
122. MAHTOHEKC | Tabnetku 3 Inka IHais Inka Jlabopatopic IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3a peyenmom UA/15159/01/02
AP-40 MofupikoBaHUM Na6opaTtopis Nimiteq 3MiHu | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
BUBINIbHEHHSAM Mo 40 Nimiteq Ta hapmakoHarnsgy (iHwi 3miHu) -
mr no 10 TabneTtok y 3amiHa rpaduivyHoro 306paxeHHsi NepBUHHOI Ta
6nictepi; no 3 BTOPUHHOI YNaKkoBKN Ha TEKCT MapKyBaHHS
6nicTEpPN Y KApPTOHHIN NEePBVHHOI Ta BTOPUHHOI YNakoBKW. 3MiHu | Tuny -
Kopoo6Li 3MmiHK 3 SKocTi. FoTOBMIA Nikapcbkuii 3aci6. Onuc
Ta cknag, (iHWi 3mMiHW) - YTOUHEHHSI HanncaHHS
NiKapcbKoro 3acoby BiAMOBIAHO A0 MaTepiasiB
BMPOGHUKA
123. MAPALIETAM | cycneHsisi opasibHa ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/11577/01/01
O/l BEBI 120 mr/5 mn no 50 mn obmexeHo obmexeHor 3MiHM | TMNy - 3MiHa NOCTaYa/IbHKKa NaKyBaslbHUX
ab6o no 100 mny BignoBigabHI BiANOBIAA/ILHICTIO marepianis abo KOMNIEKTYHUMX (SKLLO 3a3HaYEHO
thnakoHi, no 1 CTIHO "®apmavueBTUYHa B [OCbE) (3aMiHa abo gofaBaHHsA
chiakoHy pasom 3 "®dapmaueBTu KOMMaHis nocTavasnibHvKa); CynyTHs 3MiHa: 3MiHa hopmun
[,03YH4YMM NPUCTPOEM YHa KOMMaHist "3p0pos'a” ab0 po3Mipy KOHTeiHepa 41 3aKynopBa/lbHOro
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
Y KapTOHHiIli kopoobLi "3p0poB'a” 3aco06y (NepBMHHOT YNakoBKM) (HECTEPU/IbHI
nikapcbki 3acobu) - 3MiHa y NepPBUHHIN ynakosL,i
roTOBOrO JliKapCbKOro 3acoby (sKicHuiA Ta
KiNlbKiCHUIA cknaf) - BBEAEHHS 10AATKOBOrO
hN1akoHy NoAiMEPHOro Bif HOBOrO BUPOGHMKA
3AT «®ipma Eninc», Ykpaina (prakoH 3
rBMHTOBOIO ropnoBuHol BBIM-60). Ak Hacnigok,
3MIHIOETLCA PO3MIP, AKICHWIA Ta KiNbKICHWIA cknag,
nakyBasIbHOro Matepiasty; 3MiHu | Tuny - 3miHa
napamMeTpiB cneuudgikaii Ta/abo gonycTummx
MEX NePBUNHHOT YNakoBKN FOTOBOTO NiKapCbKOro
3aco0y; cynyTHA 3MiHa: 3MiHa y MeTogax
BUNPOBYBaHHA NEPBUHHOI YNaKkoBKy rOTOBOrO
NiKapcbKoro 3acoby - 3miHa y cneumdikayii Ta
MeTogax BUNpobyBaHHA NEPBUHHOT yNakoBKM
(dbnakoHm Ta KpuLikK) 3a n. «<MBEY»
124. MNEPUHAOMP | TabneTtku no 2 mr no CaHpo3 CnoBeHis BUPOBHMUTBO "in CnoseHis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyernmom UA/14387/01/01
mn 10 TabneTok y PapmacboTika bulk", nakyBaHHs, 3MiHK | TUNY - 3MiHW [0 IHCTPYKLUiT 4518 MeAnYHOro
CAHAO3® 6nictepi; no 3 abo no n3 a.n. KOHTpONb Ta 3aCcTOCyBaHHSA y po3ginu: "B3aemopisa 3 iHWMMn
9 6nicTepiB y BUNYCK cepiii: Jlek NikapcbkUmm 3acobamm Ta iHLWi BUAM B3aEMOZIn",
KapTOHHIA Kopoo6Li $papmaueBTUYHA "Oco61MBOCTi 3aCTOCYBaHHS" 3rigHO 3
KOoMnaHis 4.4., iHchopMaLieto Woao 6e3nekun Ajityoil pevyoBrHN.
CroBseHis; BBepfieHHA 3MiH NpoTArom 6-tm micauis nicna
nakyBaHHS, BUNYCK 3aTBepPAKEHHS
cepiii:
Nex
dapmaueBTnyHa
KOoMnaHis 4.4.,
CnoBeHis
125. MNEPUHAOMNP | Ttabnetku no 4 mr, no CaHpo3 CnoBeHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3a peyernmom UA/14387/01/02
mn 10 TabneTok y dapmacbloTika bulk", nakysaHHs, 3MiHM | TUMY - 3MiHK A0 IHCTPYKUIT A48 MeAnYHoro
CAHAO03® 6nictepi; no 3, abo no n3 a.4 KOHTPO/b Ta 3acTOCyBaHHSA y po3ainu: "B3aemogis 3 iHWyMmn
6, abo no 9 6nicTepis BUNYCK cepiii: Jlek nikapcbkUMK 3acobamu Ta iHLWi BUAW B3aEMOgiid",
Y KapTOHHili kopobLi dapmaueBTUYHA "Oco6/1MBOCTI 3aCTOCyBaHHA" 3rigHO 3
KOoMnaHis 4.4,., iH(hopMmalLiero Wwoao0 6e3nekun 4itoyoi pevyoBrHN.
CnoBeHis; BBefaeHHA 3MiH NpoTArom 6-Tn micauiB nicns
nakyBaHHs, BUNYyCK 3aTBep/KEHHsA
cepiit:
Nex
PapmavreBTNYHa
KOoMnaHis 4.4,.,
CrnoBeHis
126. MEPUHAOMNP | Ttabnetku no 8 mr, no CaHpos CnoBeHis BUPOBHMLTBO "in CnoseHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/14387/01/03
mn 10 TabneTok y dapmacbloTika bulk", nakyBaHHs, 3MiHM | TUMY - 3MiHK A0 IHCTPYKUiT 4518 MeANYHOro
CAHAO3® 6nictepi; no 3, abo no n3 a.a. KOHTPO/b Ta 3aCTOCYBaHHSA y po3ginu: "B3aemogis 3 iHWrmMun
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
6, abo no 9 6nictepis BUNYCK cepiii: Jlek nikapcbk1uMK 3acobamu Ta iHLWi BUAW B3aEMOSiid",
Yy KapTOHHIl Kopoobui dbapmaueBTNYHA "Oco6/1MBOCTI 3aCTOCyBaHHA" 3rigHO 3
KoMnaHis 4.4,., iHhopMauieto LLoA0 6e3nekn Ailo4oi PEHOBUHN.
CnoBeHig; BBeAeHHA 3MiH NpoTArom 6-Tu micauiB nicns
nakyBaHHs1, BUMYyCK 3aTBepAKEHHSA
cepiii:
Nex
dapmaueBTNYHa
KoMnaHis 4.4,.,
CrnoseHist
127. NMPABA®EH Kancynu Teepgi, 40 NNABOPATOIP Benbris C.M.B. Benbris BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/15014/01/01
Mr/160 wmr; no 30 EC CMB C.A. TexHonogxi CA 3MiHa 3asBHVKa (BnacHWKa peecTpaviiiHoro
Kancyn y cpnakoHi; no NoCBi4YEHHS)
1 donakoHy y
KapPTOHHIi KOpooOLyi
128. MPEFABANIH | nopotuok (cy6cTaHLis) XIKAN IHAi XIKAN NIMITEL, IHAisa BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: - UA/16465/01/01
y nakeTax noAgiiHnx NIMITEL, 3MiHu | TUny - 3MiHK 3 akocTi. CepTudiikaT
nosieTuNeHoBux Ans BignosigHocTi/l E-cepTudikar BignosigHoCTi
hapMaLeBTUYHOIO €Bponeiicbkili hapmakonei/MmoHorpadii. MoaaHHsA
3acTocyBaHHS HOBOro abo OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHs cepTudikata
BiNOBIgHOCTI E€Bponelickkilt hapmakonei: ans
A®l; gns BUXigHOTO
marepiany/peareHTy/nPoMbKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI AdDI; ans
[0MOMIKHOT peyoBuHM (cepTudikaT BigNoBIgHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTuduikart Bif y)ke 3aTBep4KEHOro BUPobHMKa -
MogaHHA OHOBMEHOTO cepTudikaTy BiAMNOBIAHOCTI
€Bponeiicbkoi hapmakonei Ne RO-CEP 2016-181-
Rev 01 (nonepeaHs sepcis RO-CEP 2016-181-
Rev 00) Big 3aTBEpAXEHOTO BUPO6HMKA AdDI
HIKAL LIMITED, India. Ak Hacnifok, 36inblueHHs
TEpMiHY NepekoHTPOsI0 3 6 MicALiB Ha 12 micAuiB.
129. MPOKCIYM® TabneTku, BKpUTI NMPO®APMA ManbTa Na6opatopioc Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3a peyenmom UA/13996/01/01
060/10HKOH0, IHTepHeLwwHN HopmoH C.A. 3MiHU | TUNY - 3MiHW [0 IHCTPYKLUiT AN1A MeanYyHOoro
KMLLKOBOPO3UMHHI, N0 TpeliguHr 3aCTOCYBaHHSA y po3Ainun: "®apmakonorivHi
40 wmr no 8 TabneTok y Nimiten BnacTmBocTi", "Oco6/IMBOCTI 3aCTOCYyBaHHS",
6nictepi; no 4 "Mo6iuHi peakwii” 3rigHo 3 iHhopmalLieto Loa0
6icTEPU Y KAPTOHHIi MeZMYHOro 3aCToCyBaHHA pethepeHTHOro
nauuj nikapcbkoro 3acoby (KOHTPO/IOK, TabneTku
racTpopesncTeHTHi). BBegeHHA 3MiH NPOTArom
6-TV MicALiB nicna 3aTBepAXKeHHs
130. MPOKCIYM® MOPOLLIOK A1 PO3UVHY NMPO®APMA ManbTa Na6opatopioc Icnarnis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a peyenmom UA/13996/02/01
ANs iH ekuiin no 40 mr IHTEepHeLHN HopmoH C.A. 3MiHK | TNy - 3MiHW A0 IHCTPYKLUIT A8 Mean4yHOoro
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
no 1 cpnakoHy y TpeiranHr 3aCTOCYBaHHSA y po3ainu: "®apmakonoriyHi
KapTOHHIW nauvuj Nimiteq BnacTmBocTi", "Ocob6aMBOCTI 3aCTOCyBaHHS",
"Mo6iuHi peakwii" 3rigHoO 3 iHhopmaLieto Wwoa0
MeAMYHOro 3aCTOCYBaHHS peddepeHTHOro
nikapcbkoro 3acoby (KOHTPOJIOK, nopoluok gns
PO34unHy NS iH'ekuiil). BBegeHHA 3MiH
NPOTArom 6-T1 MicsauiB NicnA 3aTBepAKEHHSA
131. MYNbMOJIOP | Tabnetku no 10 Mosi Xenc LLIseliapis CaBa Xenckea Ipeuis/ YropwmHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 peyenma UA/10378/02/01
® Tabnetok y 6nictepi, rM6X Ntp, IHAis; Knesa 3MiHK | TUNY - NoAaHHSA HOBOTO cepTudikaTa
no 1 a6o 2 6nictepu B CA, Ipeuis; BiANOBIAHOCTI EBponeiickbkili hapmakonei
KapTOHHI ynakosL,i Bannec ambpokcony r/x - Ami Lifesciences Private
PapmacboTikasic Limited, India i3 CEP (RO-CEP 2014-135-Rev 00)
MeT. N14., IHAiN;
Megiton
dapmacbioTikas
T4, YropwmHa
132. MYNbMOJIOP | Tta6netku in bulk: no Mosi Xenc LLIseliyapis CaBa Xenckea Ipeuis/ YropwmHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: - UA/10379/01/01
® 5000 TabneTok y rM6X Ntp, IHAis; Knesa 3MiHK | TUNY - NoAaHHSA HOBOTO cepTudikaTa
noABiHNX CA, 'peduist; BiNOBIAHOCTI €Bponelickkili hapmakonet
noslieTUNEHOBMX Bannec ambpokcony r/x - Ami Lifesciences Private
naketax $apmacbloTikasic Limited, India i3 CEP (RO-CEP 2014-135-Rev 00)
MeT. N14., IHAiN;
Megiton
dapmacbioTikan
Jita., YropwvHa
133. MNYNbMO/OP | nopowok ans Mosi Xenc LLiBefiuapis CaBa Xenckea IHAjisA BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 6e3 peyenma UA/10378/01/01
® opasibHOT cycneHsii, 1 m6X Ntp, IHAis; Knesa 3MiHUM | TUNY - NofaHHA HOBOTO cepTudikaTa
NASLWKa 3 NOPOLUKOM CA, peuist; BiNOBIAHOCTI €Bponelicbkili hapmakonei Bif,
AN NpUroTyBaHHs 60 Bannec HOBOrO BMPO6GHMKa aMbpokcosy r/x - Ami
M abo 100 mn $apmacbloTikasc Lifesciences Private Limited, India i3 CEP (RO-
cycnensii pasom 3 Met. NITA., IHAiA CEP 2014-135-Rev 00)
MipHMM 3aC060M Ha
Kpuieuyw,i 3
nonietTuneny B
KapPTOHHII ynakoBLUi
134. PAHITUOVH TabneTkn, BKpUTI ToBapucTBo 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/3676/01/01
NNiBKOBOO obmexeHoro BMPOGHMLITBA, 3MiHW | TUNy - NoAaHHA HOBOro cepTtudikaTa Bif
060/10HKOI0, N0 150 Mr | BignoBiganbHi KOHTPO/b AKOCTI, HOBOT0O BUPOGHUKA; CYNyTHS 3MiHa: 3MiHa Y
ons TOB CTHO BUNYyCK cepil: MeTogax BunpobysaHHa APl ab6o BuxigHoro
"®apmMaueBTnYHa "®bapmauesTu ToBapucTso 3 marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo
KoMMaHis 340poB'a™: YyHa KoMMaHis obmexeHor BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AdI -
no 10 TabneTtok y "3p0poB'a” BiANOBIAA/ILHICTIO 3MiHa y napameTpax cneuudikauiii Ta/abo
6nictepi; no 1 a6o 2 "®apmavueBTuyHa O0NYyCTUMUX MEX, BUSHAYEHNX Y creumdikaLisx
6nicTepu B KApTOHHIA KOMMaHis Ha A®|, abo BMXigHWI/MPOMIXKHWIA
Kopobui; no 20 "3popos'a"”, NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
Tabnetok y 6nictepi; YKkpaiHa; Bci cTtagji npoveci Bupo6HuuTBa A®| — nogaHo HoBwiA
no 1 6nictepy B BMPOGHMLITBA, ceptudikaTt BignosigHocTi € No. R1-CEP 2007-
KapTOHHI kopo6uyj; KOHTPO/b AKOCTI: 320-Rev 02 gns Aitoyoi pevoBVHN PaHITUAUHY
ons TOB "®APMEKC ToBapucTBo 3 rigpoxsopuay Bif, HOBOro BUPOOHUKA i SIK
rPYM": no 10 obmexeHor Hacnifgok, 3MiHy B cneuudikauii Ta metogax
Tabnetok y 6nictepi, BiANOBIAA/LHICTIO BXiZJHOr0 KOHTPO/I0 3a MOKa3HMKaMU «3asILLKOBI
no 1 6nictepy B "®APMEKC KINIbKOCTi OpraHiyHnX PO3YMHHUKIB», «Onuc» Ta
KapTOHHI Kopo6Lj; no FPYIM", Ykpaina BBEEHHS NOKa3HMKiB «PO3Mip 4acTok» Ta
20 TabneTtok y «O6’emMHa rycTviHa» 3 BiANoBigHUMN MeToAamu
6nictepi, no 1 BUNPOGYBaHHS; 3MiHW | TUNY - 3MiHW, NOB'A3aHI 3
6nicTepy B KApTOHHIi HeoOXiAHICTIO NPUBELEHHS Y BIANOBIAHICTb A0
Kopoobui MoHorpadii JdY abo EBponeiicbkoi chapmakorner,
a60 HWOI HalioHa/IbHOT hapmakonei aepxasu
€C (3miHa y cneuundikauisx, nos'a3aHa 3i 3MiHamu
B J®Y, abo EBponelicbkiil hapmakonei, abo
iHWI HauioHanbHIN thapmakonei aepxasu EC);
CYnyTHA 3MiHa: 3MiHa y MeTogax B1npobyBaHHs
A®| abo BMXigHOrO MaTepiany/npomMiKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuutea A®I; 3miHu | Tuny —
BW/TyYEHHS BUPOOHUKIB [1it040i PEHOBUHM
paHiTMAnHY rigpoxnopuay
135. PAHITUOWH- | TabneTtkn, BKpUTI ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/10560/01/01
340POB'A NNiBKOBOIO o6MexeHo BMPOGHMLITBA, 3MiHM | TUNY - BUNYYEHHS] BUPOOHUKIB Aitouol
DOPTE 060/10HKO10, M0 300 Mr | BiANOBIA&/IbHI KOHTPO/b SKOCTI, PEeYOBUHM PaHITUAMHY rigpoxnopuay; 3MiHun | Tuny
Ne 10 (10x1), Ne 20 CTIo BWMYCK cepil: - NoJaHHs HOBOTO cepTudikaTa Big HOBOro
(10x2) y 6nictepax "apmauesTu ToBapucTBo 3 BMPOGHMKA; CynyTHA 3MiHa: 3MiHa y mapameTpax
YHa KOMMaHis 06MeXeHo cneumdikauin Ta/abo gonycTuMmnx Mex,
"3p0pos'a” BiANOBIAA/LHICTIO BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
"papmMmaueBTNYHa BUXIiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
KOMnNaHis BUKOPVCTOBYIOTbCS y Npoueci BUpobHuuTBa Ad| -
"3p0pos'a”, 3MiHa y meTogax BunpobysaHHs APl abo
YKpaiHa; BCi cTtagji BUXiAHOIO MaTepiany/npomixxHOro
BMPOGHMLITBA, NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y

KOHTPO/b AKOCTI:
ToBapucTso 3
06MeXeHoto
BiANOBIAA/LHICTIO
"®APMEKC
FPYT", YkpaiHa

npoueci BUpo6HuuTea A®| — nogaHo HoBuiA
ceptudpikar signosigHocTi €@ No. R1-CEP 2007-
320-Rev 02 ans Aito4oi pevyoBUHY paHiTUANHY
rigpoxnopuay Bif HOBOrO BUPOGHMKA i 5K
Hacnigok, 3MiHW B cneumaikaLii Ta meTogax
BXifIHOr0 KOHTPO/II0 38 NOKa3HUKaMn «3asINLLKOBI
KINTbKOCTi OpPraHiyHnX PO34nHHYKIB», «Onuc» Ta
BBE/EHHS NMOKa3HWKiB «PO3Mip 4acTok» Ta
«O6’eMHa rycTuHa» 3 Bi4NoBigHNMN MeTo4amu
BMNPOBYBaHHSA; 3MiHW | TUNy - 3MiHK, NOB'A3aHI 3
HEeOoOXiHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4YeHHs

MoHorpadii 4dY abo €Bponeiicbkoi chapmakoner,
ab0 iHWOi HauioHanbHOI hapmMakonel fgepxasu
€C (3miHa y cneundikauisx, NoB'a3aHa 3i 3MiHaMm
B 1®Y, abo EBponelicbkiit hapmakonei, abo
iHLWI HauioHanbHIN thapmakonei aepxasu €C);
CynyTHS 3MiHa: 3MiHa y MeTogax BUnpobyBaHHs
A®| abo BMUXiAHOrO MaTepiany/NpoMiKHOro
NpOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci Bupo6bHuutea AdI

136.

PEBMAJTTNH

Tabnetku no 7,5 mMr no
10 Tabnetok y
6nictepi; no 2
6nictepn B nauLi
KapTOHHIi

TOB
"®APMEKC
reymn"

YkpaiHa

TOB "®APMEKC
reyn"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHM | TURY - 3MiHK A0 IHCTPYKUiT AN MeauYHOro
3acTocyBaHHA [0 po3AiniB: "dapmakonoriyHi
BnactueocTi", "lMpoTunokasaHHa", "B3aemogin 3
IHLIMMKM NikapcbKMKM 3acobamu Ta iHLWi BUam
B3aemogiin", "OcobamMBOCTi 3acToCyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHicTb BNvBaTtu Ha
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPaHCNOPTOM ab0 iHLWMMUN MexaHiamamu',
"Cnoci6 3acTocyBaHHs Ta fosn",
"Mepepno3yBaHHs", "Mob6iyHI peakuii” BiANOBIAHO
[0 OHOBNEHOI iHGhopMaLil pedhepeHTHOro
nikapcbKoro 3acoby MoBasiic®. BBefgeHHA 3MiH
npotAarom 3-x mMicsAliB nicna satBepakKeHHs

3a peyenmom

UA/11608/03/01

137.

PEBMAJTTNH

Tabnetku no 15 mr no
10 TabneTok y
6nictepi; no 1 a6o no
2 6nicTepu B naui; no
20 TabneTok y
6nictepi, no 1
6nictepy B navi

TOB
"®APMEKC
reymn"

Ykpaina

TOB "®APMEKC
reyn"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis:
3MiHKM | TURYy - 3MiHW 8O [HCTPYKLi AN MeguyHoro
3acTocyBaHHA [0 po3AiniB: "dapmakonorivHi
BnactmsocTi", "MpoTunokasaHHs", "B3aemogis 3
IHLWMMK NiKapCbKnMy 3acobamm Ta iHLWi BUan
B3aemogiit", "OcobmMBOCTi 3acToCyBaHHS",
"3acTocyBaHHs y nepiod BariTHoCTi abo
rofyBaHHs rpygaro”, "34aTtHiCTb BI/IMBATK Ha
LUBUAKICTb peakLii npu kepyBaHHi
aBTOTPaHCMOPTOM ab0 iHLWMMK MexaHisamamu',
"Cnoci6 3acTocyBaHHsi Ta fosn",
"Mepepno3yBaHHs", "Mob6iyHI peakuii” BiANOBIAHO
[10 OHOBNEHOT iHchopmaLlii pethepeHTHOro
nikapcbKkoro 3acoby MoBaslic®. BBefeHHs 3MiH
npoTtarom 3-x mMicsAuiB nicna satBepakKeHHs

3a peyenmom

UA/11608/03/02

138.

PIONAH

CyCneHsisi opasibHa,
800 mr/10 mn, no 10
MA B cawe; no 10, abo
no 20, a6o no 50
calle B KapTOHHii
Kopoo6Ui

Takepa M'M6X,
HimeuunHa

HimeuunHa

Takepa M'm6X,
HimeuunHa

HimeyunHa

BHECEHHS 3MiH [0 peecTpavljiiiHnux maTepianis:
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHA AiS/IbHOCTI BUPOOHUKA
(Brntovaroun, 3a He0bXiAHOCTI, MicLie NPOBEeAEHHS
KOHTPOJI SIKOCTi), @60 B/1acHMKa MacTep-daina

6e3 peyenma

UA/11741/02/01
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
Ha A®I, abo noctavasibHuKa Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHOThCH Y BUPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHoOMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIXKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
HaliMeHyBaHHSi BUPO6HUKa Ailo4oi peyoBuHN
Marangpat 6e3804HUIA, 6€3 3MiHU MicLA
BMPOGHMLTBA. 3MiHW | TNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag, (iHLwi
3MiHK)
139. PIOMNAH CyCneHsisi opasibHa, Takepa M'M6X, HimeuunHa Takega M'm6X, HimeuunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 peyenma UA/11741/02/02
1600 mr/10 mn, no 10 HimeuunHa HimeuyunHa 3MiHW | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
M B calue; no 10, abo HaliMeHyBaHHs Ta/abo agpecu Micus
no 20, a6o no 50 NPOBa)KEHHS AiS/IbHOCTI BUPO6HUKA
calle B KapTOHHii (Bkntovaroun, 3a HeObXiAHOCTI, MicLle NPOBEAEHHS
Kopobui KOHTPOJI0 SIKOCTI), @60 BlacHMKa mMacTep-gaiina
Ha A®I, abo noctadasibHuKa Adl/BuxigHoro
marepiany/peareHTy/nPoOMiKHOIo NPOAYKTY, Lo
3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (KLLO
3a3HayYeHo Y JOCbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BifgnosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbe, abo BMPOOHUKA HOBOI AOMOMIKHOT
PEUYOBUHM (AKLLO 3a3HAYeHO Y [0CbE) - 3MiHa
HaliMeHyBaHHSA BUPOOHYKa AiloH0i peyoBUHN
Marangpat 6e3BogHwWIA, 6€3 3MiHW Micust
BMPOGHMLTBA. 3MiHM | TNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag, (iHwi
3MiHW)
140. CEBOPAH pigvHa ans iHransuin E66BI LLiBefiuapis Aecika KBiH60po ITanis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/4139/01/01
100 % no 250 mny Biochapmacbto nra, 3MiHK || TURy - 3MiHK B IHCTPYKLi0 415 MeANYHOrOo
naacTMKoOBOMY Tikan3 MM6X BenvkobpuTaHisi; 3acTOoCyBaHHS B po3ainu: "®apMakonorivHi
donakoHi 3 KOBMavykom E668i C.p.n. BNaCTMBOCTI", "B3aemMofisi 3 iHLUMMU NiKapCbKUMU
cuctemn Quik fil; no 1 3aco6amMu Ta iHLWi BUAW B3aeMOSiii",
oNnakoHy B KAPTOHHIl "Oco61MBOCTI 3acTOCyBaHHSA", "3acTOCyBaHHS y
Kopoo6Li nepiog, BaritTHocTi abo rogyBaHHs rpyaar”,
"Mo6iuHi peakuji”. BBeAeHHA 3MiH NPOTArom 6-
TN MiCALIB Mic/isi 3aTBePAKEHHS
141. CENTUN pO34MH ANns TOB "AKnM Ykpaina TOB "[OKM YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a peyenmom UA/6211/01/01
30BHILLUHLOIO "®apmaueBTun "@apmaueBTMyHa 3MiHK | TNy - 3MiHa po3mipy cepii (BkUaum
3acToCyBaHHs, yHa habpuka" thabpmka" Jiana3oH po3Mipy cepii) roTOBOro JlikapCbKOro

cnupToBuii 70 % no

3acoby - BBEIeHHs 10/1aTKOBOTo po3mipy cepii
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4YeHHs

100 mn 'y cpnakoHax

roToBOro NikapcbKoro 3acoby 3 BignoBigHUM
BVMPOGHMYMM NpoLLecoM. 3anponoHOBaHo:
MepenbavyBaHWii po3mip TEOPETUYHOI cepil
npenaparty cknagae: (1700,0 — 1710,0) kr abo
(18997-19187) chnakoHis no 100 mn Ta/abo
(4442,0-4476,0) kr abo (49750-50250) dhrakoHis
no 100 mn

142.

CENTUN
nnoc

po3uunH 96 % no 100
MY dprakoHax

TOB "AKnM
"®apmavesTn
YHa habpuka"

Ykpaina

TOB "OKN
"@apmaueBTnyHa
habpuka"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHu | TUNy - 3MiHa po3mipy cepii (BKIYaum
JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
3aco6y - BBeEHHS [04aTKOBOro po3mipy cepii
roTOBOrO /liKapcbKoro 3acoby 3 BignoBiAHUM
BMPOBHMYMM NpOLLEcOM. 3anponoHOBaHO:
MepenbavyBaHUin po3mip TEOPeTUYHOI cepil
npenaparty cknagae: (1700,0 — 1710,0) kr abo
(20806 - 21016) dnakoHis no 100 mn Ta/abo
(4035,0-4089,0) kr abo (49750-50250) chnakoHis
no 100 mn

3a peyernmom

UA/6211/01/02

143.

CUrHI®OP

PO34MH ANA iH'eKUili No
0,3mr/Amnnolmny
amnyni; no 6 amnyn B
Kopo6Li; no 5 a6o no
10 Kopo6OK y nauui 3
KapToHy

HosaprTic
dapma Al

LBeliuapis

HosapTic ®apma
LTenn Al

LBeliuapis

BHECEHHS 3MiH [0 peecTpavliiiH1ux maTepianis:
3MiHM | TUNY - 3MiHa y TepMiHax NpuaaTHoOCTI abo
ymoBax 36epiraHHsi FoTOBOr0 Nikapcbkoro 3acoby
- 3MiHa 3aTBEpKEHNX YMOB 36epiraHHs roToBoro

NiKapcbKoro 3acoby Ha OCHOBI AOCNIAKEHHS
cTabinbHOCTI; 3MiHK | TMNY - 3MiHa Yy MeTogax
BunpobysaHHA APl abo BUXigHOro
mMartepiany/npomikHOro NpoAayKTy/peareHTy, Wwo
BMKOPUCTOBYETHLCS Y NpoLieci BUpo6HMLTBa ADI -
3aMiHa aHaniTUYHOrO MeToAy BUNPOGYBaHHS 3a
NOKa3HNKOM “"Bu3HaueHHs1 eHaHTioMepa 3a
ponomorot BEPX" ansa BuxigHoro marepiany
Fmoc-Tyr (Bzl)OH, 3 meTol0 noninweHHs noginy
nikiB Fmoc-L-Tyrosin - (Bzl) i FMOC-D-Tyrosin-

(Bzl) - OH) ansa 3a6e3neveHHs GisbLL TOYHOrO

BM3HAYEHHSA KiNIbKOCTi eHaHTiomepa. BBeaeHHs
3MiH npoTArom 3-x micslwiB nicns
3aTBEPAKEHHSA

3a peyenmom

UA/12937/01/01

144.

CUrHI®OP

PO34MH ANA iH'eKUili o
0,6 Mr/Amnnolmny
amnyni; no 6 amnyn B
Kopo6ui; no 5 abo no
10 Kopo6oK y navui 3
KapTOHY

HosaprTic
dapma Al

LBeliuapis

HosapTic ®apma
LTenin Al

LBeliuapis

BHECEHHS 3MiH [0 peecTpavljiiiHnux maTepianis:
3MiHM | TURY - 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi roTOBOro MikapCbKoro 3acoby
- 3MiHa 3aTBEep4KEHUX YMOB 36epiraHHs roTOBOro

nikapcbKoro 3acoby Ha OCHOBI AOCNIMKEHHS

CTabinbHOCTI; 3MiHM | TUNY - 3MiHa Yy MeTogax

BunpobyeaHHa APl abo BMXigHOTO
matepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLeci BUpo6bHuuTBa AdI -

3a peyernmom

UA/12937/01/02




111

n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4YeHHs

3aMiHa aHaniTMYHOro MeToAy BUNPOGYBaHHSA 3a
NOKa3HNKOM "BM3HaueHHs1 eHaHTioMepa 3a
ponomoroto BEPX" gns BuxigHoro matepiany
Fmoc-Tyr (Bzl)OH, 3 meTol0 noninweHHs noginy
nikis Fmoc-L-Tyrosin - (Bzl) i FMOC-D-Tyrosin-
(Bzl) - OH) ansa 3a6e3neyeHHs GisbLL TOYHOrO
BM3HAYEHHS KiNbKOCTi eHaHTiomepa. BBeaeHHA
3MiH npoTarom 3-x Micauis nicna
3aTBepAKEHHSA

145.

CUTHI®OP

PO34UH AJ1s1 iH'EKLLA NO
09mr/imnnolmny
amnyni; no 6 amnyn B
Kopobui; no 5 abo no
10 kopo6OK y nauui 3
KapToHy

Hosapric
dapma Al

LLiBeiiuapis

Hosaptic ®apma
LTenn Al

LLIBeiiuapis

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHM | TURY - 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi FOTOBOr0 Nikapcbkoro 3acoby
- 3MiHa 3aTBep4KEeHUX YMOB 36epiraHHs roTOBOro

nikapcbKoro 3acoby Ha OCHOBI AOCNIMKEHHS

cTabinbHOCTI; 3MiHM | TMNY - 3MiHa Yy MeTogax

BunpobysaHHsA APl abo BMXiAHOrO
marepiany/npomiKHOro NPoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCA y NpoLieci BUpo6HMLTBa ADI -
3aMiHa aHaniTMYHOrO MeToAy BUNPOGYBaHHS 3a
NOKa3HNKOM "Bu3HaueHHs1 eHaHTioMepa 3a

gonomorot BEPX" ansa BuxigHoro marepiany
Fmoc-Tyr (Bzl)OH, 3 meTol0 noninweHHs noginy
nikis Fmoc-L-Tyrosin - (Bzl) i FMOC-D-Tyrosin-

(Bzl) - OH) ansa 3a6e3neyeHHs GisbLL TOYHOTO

BM3HAYEHHS KiNbKOCTi eHaHTiomepa. BBeaeHHA
3MiH npoTtarom 3-x Micauis nicna
3aTBepAKEHHSA

3a peyenmom

UA/12937/01/03

146.

CUHIYNAP®

rpaHynu no 4 mr no
500 mr rpaHyn y cawe;
no 28 cawe B
KapTOHHiiA KOpo6L

Mepk Wapn i
Joywm lgea IHK

LBeliuapis

BMPOGHMULITBO
Hepo3dacoBaHoi
npoaykuii: Mepk

LWapn i floym

Kopn., CLUA;

nepBuHHa
ynakoska: Mepk

LWapn i Joym

Kopn., CLUA;

BTOPUHHA
ynakoBka, A,03BiN
Ha BUMYCK cepii:
Mepk Wapn i
Joywm B.B.,
HigepnaHnamn

CLUA/ Higepnangn

BHECEHHS 3MiH [0 peecTpaLjiiiHnux maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3arasibHeHUX JaHyX Npo cucTemy
thapmakoHarnagy (BBeAeHHS y3arasibHeHnX
[aHnx npo cuctemy dpapmakoHarnsgy, amiHa
YyNOBHOBaXEHOT 0c06M, BignoBigansHoi 3a
3[iicCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu
3 (hapmakoHarnsgy 3asBHVKa AN 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bi[, yNMOBHOBaXXEHOI 0CO6M, BignoBigabHOI 3a
3AjiCHEeHHs1 hapMakoHarsay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEeHHi
MacTep-haiina cuctemm hapmakoHarnsgy) -
[itoua pepakuisi: ynoBHoBaXeHa 0co6a,
BiNOBifgabHa 3a 34ilicCHEHHA hapMmakoHarnsay:
YKaHeT Xopmbpeii. NponoHoBaHa peaakList:
yNoBHOBaXKeHa 0co6a, BiinoBifanbHa 3a

3a peyenmom

UA/10208/02/01
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
3pilicHeHHa hapmakoHarnagy: floktop av
[lemon. 3miHa KOHTaKTHUX faHux. 3MiHa y
po3MilEeHHI MacTep-dainy
147. CUHIYNAP® | Tabnetku, BKpUTI Mepk LWapn i LLiBeiiuapis BMPOGHMLTBO 3a Benvka BputaHis / BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/10208/01/03
NNiBKOBOO [Joym lgea IHk. NMOBHUM LMK/IOM: HigepnaHgn 3MiHW | TUny - 3MiHK WoAo 6e3neku/edeKkTBHOCTI
060/10HKOI0, NO 10 Mr Mepk Wapn i Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
no 14 tabneTtok y Joym Nimiten, y3arasibHeHUX AaHux Npo cuctemy
6nictepi; no 2 Benuka BpuTaHis; thapmakoHarnagy (BBefeHHs y3arasibHeHnX
6nicTepy B KaPTOHHIl nepsuHHa Ta [JaHnX npo cuctemy hapmakoHarnsagy, amiHa
Kopobui BTOPVHHA yNOBHOBaXEHOT 0c06M, BignoBigansHoi 3a
ynakoBKa, A403BiN 3[iiCHEHHS (papMakoHarnsay; KOHTaKTHOT 0cobu
Ha BUMYCK cepii: 3 (hapmMakoHarnsgy 3asBHvKa 415 30iACHEHHS
Mepk Wapn i hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
Joym B.B., Bifl yNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
Higepnanan 3AjiCHeHHs1 hapMakoHarisay (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHN y PO3MILLEHHI
mMacTep-alina cuctemu papmakoHarnsay) -
[itova pefakuis: ynoBHoBakeHa 0coba,
BiANoBigasibHa 3a 34iiCHEHHSA hapMakoHarnsgy:
XKaHeT Xopm6peii. MponoHoBaHa pefakuis:
ynoBHOBakeHa 0coba, BianosifanbHa 3a
3pilicHeHHa chapmakoHarnagy: Joktop av
[lemon. 3miHa KOHTaKTHUX faHux. 3MiHa y
po3MileHHI MacTep-daiiny
148. COMATYNIH PO34MH ANA iH'EKLNA INCEH PpaHuis INMCEH ®APMA PpaHLin BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: 3a peyenmom UA/13432/01/01
AYTOXE/b NPOJIOHroOBaHoOro DPAPMA BIOTEK 3MiHu Il TURy - 3MiHW A0 [HCTPYKUT AN MeguMyHoro
120 MI BUBINbHEHHS, 120 3acTocyBaHHs A0 po3gainy "Cnocib 3acTocyBaHHS
mr/wnpuy no 1 Ta 031", BHECEHI YTOUHEHHS Cnocoby
nonepegHsL0 NpoBeAEeHHS iH'eKL,ii NaLieHTammn caMOoCTillHO.
HanoBHEHOMY LUNPUL BBeAeHHA 3MiH NpoTArom 3-x MicAuis nicns
ANna ogHOpPa3oBoro 3aTBep/KEHHsA
BVIKOPUCTaHHA
MmicTkicTio 0,5 mn 3
aBToOMaTnyoo
3axXMCHOI CUCTEMOIO,
1 ronkoto (1,2x20 mm)
B 3aXMCHOMY
KoBnauky, y
H6araToLlapoBomy
NakeTuKy B KapTOHHIi
Kopobui
149. COMATYNIH PO34UH ANs iH'eKLii INCEH PpaHuis INCEH ®APMA PpaHuis BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a peyenmom UA/13432/01/02
AYTOXE/b NPOSIOHroOBaHOro DAPMA BIOTEK 3MiHM Il TURY - 3MiHK 80 [HCTPYKLT AN1s MeguyHoro
60 MI’ BVBI/TbHEHHS, 60 3acTocyBaHHsA A0 po3giny "Cnocib 3acTocyBaHHS

Mr/wnpuy no 1

Ta [1031", BHECEHi YTOUHEHHS crocoby
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1

nonepeaHsL0 NPOBE/EHHS iH'eKLi NaLlieHTaMn caMoCTiliHO.
HarnoBHEHOMY LUNPUL BBegeHHA 3MiH npoTsarom 3-x micAuiB nicns
[N 0fHOPa30BOro 3aTBEPAKEHHS
BUKOPWCTaHHSA
micTkicTio 0,5 mn 3
aBTOMaTNyOoLo
3aXMCHOI CUCTEMOLO,
1 ronkoto (1,2x20 mm)
B 3aXVICHOMY
KOBMauky, y
6araTolapoBomy
nakeTVKy B KapTOHHIi
Kopobui

150. COMATYNIH PO34nH NS iH'eKLiin INCEH ®paHuis INCEH ®APMA PpaHLin BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a peyenmom UA/13432/01/03

AYTOXE/Nb NPOSIOHrOBaHOro PAPMA BIOTEK 3MiHu Il TUNYy - 3MiHW 0 [HCTPYKLUT ANA MeguyHoro
90 MI BUBINbHEHHSA, 90 3acTOoCyBaHHSA A0 po3ainy "Cnocib 3acTocyBaHHS

mr/wnpuy no 1 Ta fo3un", BHECEHI yTOUHEHHS Cnocoby
nonepegHb0 NPOBEEHHS iH'eKLi NaLieHTaMn caMoCTiliHO.
HanoBHEHOMY LUNPUL BBegeHHA 3MiH npoTarom 3-x MicAuiB nicns
[ANns 0gHOPa3oBoro 3aTBepAKEHHSA
BUKOPVCTaHHSA
MmicTkicTio 0,5 mn 3
aBTOMaTNyoto
3aXMCHOI CUCTEMOIO,
1 ronkoto (1,2x20 mm)
B 3aXMCHOMY
KOBMauky, y
6araToLlapoBomMy
nakeTVKy B KapTOHHIi
Kopobui

151. CTEHAPA Tabnetkun no 50 mr Ne TOB "CaHoi- Ykpaina CaHodi BiHTpon PpaHLin BHECEHHS 3MiH [0 peecTpaLjiiiHnux maTepianis: 3a peyenmom UA/15349/01/01
2 (2x1), Ne 4 (4x1): no ABEHTIC IHoacTpia 3MiHW || TRy - 3MiHK A0 IHCTPYKLi 418 MeguMyHoro
2 abo no 4 TabneTtku B YkpaiHa" 3acTocyBaHHA y po3ainv "B3aemogis 3 iHWnmu
6nictepi, no 1 nikapcbkUMKM 3acobamMu Ta iHLWi BUAW B3aeMOA,iA",
6nicTepy B KAPTOHHIl "3acTocyBaHHSA y nepiog BariTHOCTi abo
Kopo6ui rogysaHHsa rpyaaro”

152. CTEHAOPA Tabnetkn no 100 mr TOB "CaHodpi- Ykpaina CaHocpi BiHTpon dpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/15349/01/02
Ne 2 (2x1), Ne 4 (4x1): ABeHTIC IHpacTpia 3MiHW || TMNy - 3MiHKM 40 IHCTPYKUiT AN MeANYHOro
no 2 aéo no 4 YkpaiHa" 3acToCcyBaHHA y po3ainv "B3aemogis 3 iHWnmu
Tabnetkun B GnicTepi, nikapcbkUMKU 3acobamMu Ta iHLWi BUAW B3aeMOA,iA",
no 1 6nictepy B "3acTocyBaHHs y nepiog BariTHocTi abo
KapTOHHI Kopoo6Li roflyBaHHs rpyga”

153. CTEHAOPA Tabnetkn no 200 mr TOB "CaHodpi- Ykpaina CaHocpi BiHTpon dpaHuis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/15349/01/03
Ne 2 (2x1), Ne 4 (4x1): ABeHTIC IHpacTpia 3MiHW | TMRY - 3MiHKM J0 IHCTPYKUIT AN MeANYHOro

no 2 abo no 4

YKpaiHa"

3acToCyBaHHA y po3ainv "B3aemogis 3 iHWmnmu
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
Tabnetku B 6nicTepi, nikapcbk1uMK 3acobamu Ta iHLWi BUAW B3aEMOSiid",
no 1 6nictepy B "3acTocyBaHHs y nepiog BariTHoCTi abo
KapPTOHHI KOpooLyi roflyBaHHs rpyga”
154. CTUMON® PO34UH opasibHUiA, 1 BIOKOAEKC PpaHuin BIOKOAEKC PdpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/6937/01/01
r/10 mn no 10 mny LLOAO pekamyBaHHs NikapCcbKoro 3acoby:
nakeTuky, no 18 Haka3 MO3 Ykpainu Big 29.11.2017 Ne 1495
NakeTWKIB y KapTOHHIl nofaTok 2, no3uuis 55:
Kopoobui (6yrs10 - He nidsisieae), BHACNIAOK 3MiHN,
3aTBepxeHol Hakazom MO3 YkpaiHuu Big
11.05.2018 Ne 908 (cmavio - nidssi2ae)
155. TAPEH® cnpeli HasaNbHUIA, CaHpos CnoBeHis Nex CnoseHisi BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a peyenmom UA/7386/01/01
HA3A/b cycneHsis, 50 PapmacboTika $papmaueBTUYHA 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii
MKr/go3a no 10 mn n3 a.a. KomnaHia A.4. Ta/abo fonycTUMMUX MeX NePBUHHOT YNakoBKM
(200 £03) y dhiakoHi; roTOBOrO J/likapCbKOro 3acoby (BU/Ty4YeHHs
no 1 donakoHy B He3Ha4yHOro nokasHuka (Hanpvknag, 3actapinoro
KapTOHHiiA KOpo6Li nokasHuka)); 3MiHu | TUny - 3miHa napameTpis
crneungikauii Ta/abo AoNyCTUMMX MEX NMEePBUHHOT
ynakoBKM rOTOBOTO /liKapCbKOro 3acoby -
OHOBJ/IEHO Ta 3BY)XEHO NiMITK AN1a noka3Huka MBY
y cneumcpikauii ans nasal spray pump
156. TIONEHTAN NMOPOLLIOK (Cy6CTaHList) MAT Ykpaina "HOP3EPH Nartsis BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: - UA/0504/01/01
HATPIIO y nakeTax noABiiHNX "Kuismegnpen CNHTE3NC" 3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
nonieTuneHoBrx ANs apat" HalilMeHyBaHHs Ta/abo agpecu Micus
BUpOGHULUTBA NPoBaPKEHHSA AiS/IbHOCTI BUPOOHUKA
CTepPU/IbHUX (Brntovaroun, 3a HeobXiAHOCTI, MicLie NPoBeAEeHHS
nNiKapcbknx hopm KOHTPOJII0 SIKOCTI), @60 BiacHWKa macTep-ghaina
Ha A®I, abo noctavasibHuka Ad®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHTbCA Y BUPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikara BifnoBigHOCTI
€Bponeliicbkii hapmakonei y 3aTBepaKeHoOMy
[ocbe, abo BUPOOHMKA HOBOT OMOMIKHOT
PeyvoBUHM (SIKLLO 3a3HaveHo y gocke) (A.4. |1A)
3MiHa Ha3Bu BUpOGHMKa AP, 6e3 3miHn micus
BMpOGHULITBA
157. TPAHCTON PO34nH A1 iH ek, Aypo6iHao IHAis Aypo6iHgo ®apma IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a peyenmom UA/14651/01/01
100 mr/mnno 5 mn B dapma NlTg Niviten - OHIT IV 3MiHM | TURY - 3MiHa y MeToAax BUNpobyBaHHS
amnyni, no 6 amnyn B roTOBOrO NikapcbKoro 3acoby - 3MiHM B MeTofax
KapTOHHI/ KopoobLi KOHTPOJI0 rOTOBOrO NiKapcbKoro 3acoby 3a
nokasHukom «laeHtudikayis. B. Touka
nnaBfieHHA», @ caMe 3amiHa HenpaBu/IbHOro
3apEeECTPOBaHOro C/0Ba «iNnbTpaT» Ha
KOPEKTHWI TEPMIH «ocaf Ha iNnbTpi»
158. TPUOEBITA PO34MH OpasIbHUIA, JIABOPATOIP Benbris C.M.B. Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHix MmaTepianis: 3a peyenmom UA/14911/01/01
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
oniHuiA no 2400 EC CMB C.A. TexHonoaxi CA 3MiHa 3asiBHKKa (BNacHWKa peecTpaviiHoro
MO/mn; no 10 mny nocBiAYeHHs)
naswyi; no 1 naswui B
KapTOHHIM nayui
159. YKPNIB® Tabnetkn 500 Mr no TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyernmom UA/11750/01/02
10 TabneTok y PAPM" PAPM" 3MiHu | TUNy - 3MiHa po3mipy cepii (BKIYaum
6nictepi; no 3 abo 10 JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
6nicTepiB y KAPTOHHIi 3aco06y (36inbweHHsA Ao 10 pasisB NopiBHAHO i3
ynakoBLi 3aTBEPAKEHNM PO3MIPOM), 3aNPONOHOBAHO:
po3mip cepii 100 000 Tabnetok, 200 000
TabneTok; 3miHu |l TUNy - BBEAEHHS 40AaTKOBOro
BMPOGHMKA aKTUBHOT Ait040T pEYOBUHN
YPCOAEOKCHXOMIEBOT KUCNOTU A0 BXEe
3aTBEPLKEHOIO0 BUPOGHMKA
160. YHAEBIT apaxe; no 50 gpaxe y AT Ykpaina AT "KUIBCbKWUN YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/7922/01/01
KOHTelHepax "KNIBCbKWI BITAMIHHWIA 3MiHu | TURY - AgMIHICTPATUBHI 3MiHW. 3MiHa
(6aHoukax); no 50 BITAMIHHUA 3ABOL" HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa
[Apaxe y KOoHTelHepi 3ABOA" (BNnacHvkKa peecTpaLuiiHoro noceigyeHHs) (3miHa
(6aHouL); no 1 HaliMeHyBaHHS 3asBHVKa) (TepMiH BBEAEHHS 3MiH
KOHTeliHepy (6aHouu;) NPOTSArom 6-Ty MiCSILiB MiCNsi 3aTBEPAKEHHS);
y nauuj 3MiHW | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy micus
NPOBaKEHHS AiS/IbHOCTI BUpOOHMKa/imMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIo4aoun
AiNbHULL BUNYCKY cepii abo MicLie NpoBefeHHs
KOHTPOJIO SIKOCTI. (QisS/IbHICTb, 3a SIKy BignoBigae
BMPOGHMK/IMNOpTEp, BK/IOUAUM BUMYCK cepiid)
(3miHa HaliMeHyBaHHS BUPOOHYKa, 6e3 3MiHK
Micusi BUpobHuUTBa) (TepmiH BBEAEHHS 3MiH
NPOTArom 6-T1 MicsAUIB NicNs 3aTBEPAYKEHHS)
161. DAMATEN- TabneTkn, BKpUTI ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/1120/01/02
340POB'A 060/10HKOI0, MO 40 Mr, obmexeHo BMPOGHMLITBA, 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
POPTE ons TOB BignoBigabHI KOHTPO/b AKOCTI, HalilMeHyBaHHs Ta/abo afpecu 3asBHUKa
"®apmaueBTnyHa CTIO BUNYyCK cepil: (BNacHvKa peecTpauiiHoro nocBigYeHHs1) (3miHa
KomnaHia "3g0poB'a™: "®apmaveBTu ToBapucTBoO 3 agpecy 3aaBHVKa) (TepmiH BBELEHHS 3MiH
no 10 TabneTtok y YHa KOMMaHis 06MeXeHo NPOTArom 6 MicsLiB NicNs 3aTBepKeHHS); 3MiHN |
6nictepax; no 10 "3p0pos'a” BiANOBIAA/LHICTIO TUny - AAMIHICTPaTVBHI 3MiHU. 3MiHa
Tabnetok y 6nictepi; "®apmaueBTUYHa HalilMeHyBaHHs Ta/abo agpecu Micus
no 1 aéo no 2 KOMnNaHis NPOBaKEHHS AisS/IbHOCTI BUPOGHMKa/iMnopTepa
6nicTepy B KApTOHHIlA "3popos's", roTOBOro MikapCbKOro 3acoby, BKIYaK4M
Kopobui; ana TOB YkpaiHa AiNbHULI BUNYCKY cepii abo MicLie MpoBeAEeHHS
"®APMEKC I'PYM": no BCi cTagii KOHTPOJIO SIKOCTI. (Ais/IbHICTb, 3a SKy Bignosigae
10 TabneToK y BMPOGHULITBA, BMPOGHWK/IMNOPTEpP, BKIHOYAOYN BUMYCK CEPIid)

6nictepi; no 1
6nicTepy B KAPTOHHIi

KOHTPO/b SIKOCTI:
ToBapucTso 3

(3miHa agpecu micus BNPOBaKEHHS Ais/IbHOCTI
BMPOG6HYMKaA NikapcbKoro 3acoby ToBapuCcTBO 3
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
Kopobui 06MEXeEHO 0o6MexeHoto BignosiganbHicTo "®apmaueBTnyHa
BiANOBIAA/LHICTIO KomnaHis "3g0pos'a”, YkpaiHa) (TepmiH BBEAEHHSA
"®APMEKC 3MiH NPOTAroM 6 MICALIB MiC/1A 3aTBEPKEHHS);
FPYM", Ykpaina 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BkIovaoun
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJI0 SIKOCTI. (fisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOPTEpP, He BK/IOUAUM BUMYCK Cepiid)
(3miHa agpecu micus BNPOBaKEHHS Ais/IbHOCTI
BMPOGHMKa Nikapcbkoro 3acoby ToBapucTBo 3
obMexeHoto BignosiganbHicTio "®APMEKC
FPYM", Ykpaina) (TepMiH BBeAEHHS 3MiH
npoTArom 6 MicsLiB NicnsA 3aTBEpAKEHHS); 3MiHW |
TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) (3miHun | Trny:
3MmiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn)(B. (x),l1A), 3amiHa
rpaciyHoro ohopMIEHHS NEPBUNHHOI Ta
BTOPVHHOT YNakoBOK Ha TEKCT MapKyBaHHS
yNakoBOK 3 BiANOBIAHNMY 3MiHaMW 10 PO34inis
MKSA N3 (po3ain «IpadiivuHe ohopmaeHHs»
3aMiHeHo po3ginom «MapkyBaHHS») (TepMmiH
BBEEHHS 3MiH NPOTAroM 6 MicALiB nicas
3aTBEPLKEHHS)
162. DPAPMA30/I Kpanni HazasbHi 0,05 MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 peyenma UA/1880/01/01
H® % no 10 mn y dhnakoHi 3MiHM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS
abo y chnakoHi 3 rOTOBOrO /liKapcbKoro 3acoby (iHLi 3MiHW Y
fosatopom; no 1 mMeTogax BunpobysaHb (BK/IKOYa0UM 3aMiHy abo
donakoHy B nauui 3 [ONOBHEHHS))
KapToHy; no 10 mny
donakoHi
3aKynopeHomy
Npo6Koto-
KpanenbHuueto, no 1
donakoHy B nauui 3
KapToHy
163. DPAPMA30/I Kpanni HasasibHi 0,1 % | MAT "dapmak” Ykpaina MNAT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/1880/01/02
H® no 10 mn y pnakoHi 3MiHM | TUNY - 3MiHa y MeTogax BUNpPobyBaHHSA

ab60 y chnakoHi 3
[03aropom; no 1
hakoHy B navi 3
KapToHy; no 10 mny
dhnakoHi

roTOBOro /ikapCcbKoro 3acoby (iHLWi 3MiHN Y
MeToaax BunpobyBaHb (BK/IOYaUM 3aMiHy abo
[OMOBHEHHS))
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
3aKynopeHomy
nNpo6Koto-
KpanenbHuueto, no 1
donakoHy B nauui 3
KapToHy
164. ®APMA3O/I | cnpeii Ha3anbHWiA, 1 MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 peyenma UA/1881/02/01
H® H mr/mn, no 15 mn a6o 3MiHM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS
no 20 mMn y donakoHi rOTOBOrO JIiKapCbKOro 3acoby - 3MiHa y meTogax
noslieTuIeHoBoOMYy; Mo BMNpo6yBaHHSA T. "KinbKicHe B1U3Ha4YeHHs" - 3amiHa
1 chnakoHy y nauui 3 MeToay abcopbuiliHOT cnekTpod)oTOMETPIT Ha
KapToHy MeToZ PiAVHHOT XpomaTtorpadii. Ans
iAeHTHiKaLii KennomeTasoniHy rigpoxnopuay
3anpornoHoOBaHO BUKOPUCTOBYBATM faHi
XpomaTtorpadiyHoro po3ziieHHs, 0OTpUMaHi B
po3aini "KinbkicHe BU3HAYeHHA" - BiANOBIAHICTb
yaciB yTpPUMaHHS Miky KCU10MeTasosiHy
rigpoxnopuay Ha Xxpomartorpamax B1unpobysaHoro
PO34MHY Ta PO34KHY NOPIBHAHHSA
165. ®EHICTUN emy/bCia HalKipHa HosaprTic LBeliuapis HosaprTic LBeliuapis BHECEHHS 3MiH [0 peecTpavliiiH1ux maTepianis: 6e3 peyenma UA/13867/01/01
EMYNbCIA 0,1%no8mny KoHcblomep KoHcblomep Xernc 3MiHKM | TUMY - NOAAHHS OHOB/IEHOTO cepTudlikaTy
donakoHi 3 KySIbKOBUM Xenc CA CA BiANOBIAHOCTI EBponeiickkili hapmakonei ans
annikatopom; no 1 L0401 PEYOBUHN AUMETUHAEHY Manear Bif
oNakoHy B KAPTOHHIl 3aTBEPLKEHOr0 BUPOGHKMKa (3anponoHoBaHo: R1-
Kopoo6Li CEP 2000-145-Rev 06); 3MiHu | TNy - nogaHHs
OHOBJIEHOrO cepTudikaTy BigNoOBILHOCTI
€Bponelicbkiii hapmakonei /s 4ito4oi pevoBUHN
OMMEeTUHAEHY Maneart Big, 3aTBEpAKEHOro
BMPOGHUKA, 3MiHa Ha3BW BUPOGHMKa ADI
(3anponoHoBaHo: R1-CEP 2000-145-Rev 07,
OLON S.P.A,, ltaly)
166. PYPAMAI® kancynu no 50 mr no AT NaTtBis AT "OnaiiHcpapm" Nartsis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/4301/01/01
10 kancyn y 6nictepi; "OnaiiHdapm" 3MiHM | TUNy - 3MiHa y MeToAax BUMPOOyBaHHS

no 3 6nictepu B Nayuj
3 KapTOHY

A®| abo BUXiAHOrO MaTepiany/MpomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuutea A®| - 3MiHM y meTogax

BMNpo6yBaHHA A®| 3a NokasHUKaMK:
«lgeHTundikauis. A.» 3amiHa meTogy spectrum
UV/VIR Ha UV spectrum; «KiflbkicHe BU3HaYEHHS»
- 3amiHa meToay UV/VIS spectrophotometer Ha

UPLC; «CTOPOHHI AOMILLKW>» (38 BUHATKOM
pomiwkm G) 3amiHa metogy HPLC Ha meToq

UPLC; «CTOpOoHi gomiwwku. flomilka G» gofaHo
HOBY METOAMKY BU3HAUYEHHSA AOMiK/ G METOA0M
HPLC; «3amkoBa KifbKiCTb OpraHiyHmnx
PO3YMHHWKIB» A0AAHY HOBY METOAMNKY
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4YeHHs

BU3HAYeHHs 6eH30/1y MeToaoM GC; 3MiHu | Tuny -
3MiHa y napameTpax crneumdikauiin Ta/abo
OONYCTUMKUX MEX, BUSHAYEHNX Y crieumdikaLisix
Ha A®|, abo BUXigHWUA/NPOMIXKHWIA
NPOAYKT/peareHT, LWo BUKOPUCTOBYOTLCA Y
npoueci BupobHuutea A®I - 3miHu o
cneundikauii A®I doypariHy 3a NokasHUKOM
«CynpoBigHI AOMILLKM»: 3BY)XXEHHS AONYCTUMOT
MeXi AN iHWMX HEBIAOMUX AOMILLOK
(3anponoHoBaHO: He GinbLie 0,10 %); 3MiHu | TUNy
- 3MiHa y napameTpax cneumdikauii Ta/abo
OONYCTUMKUX MEX, BUSHAYEHNX Y creumdikalisx
Ha A®|, abo BUXigHWUIA/NPOMIXKHWIA
NPOAYKT/peareHT, LWo BUKOPUCTOBYOTLCA Y
npoueci BupobHuutea A®I - 3miHu o
cneuundikauii A®Il: nokasHuk «laeHTugikauis. A.»
[IONOBHEHO NapamMeTpoM «YHac yTpuMyBaHHs»
nokasHuk «CTOpPOHi JOMILLKM» AoAaHO
iAeHTuiKaLia paHiwe HeBigoMoi AoMIWKn G -
NMT 0,15% (meTog BEPX); nokasHuk «CTOPOHi
[OMILLKM» BHECEHO ifieHTUdikoBaHi gomiwku C, D,
E, F 3 nimitom NMT 0,15% (meTog YEPX)
(paHiwe BU3Ha4YaNuCcsa K HEBIAOMI AOMILLKN);
NoKasHUK «3anLIKOBa KifIbKiCTb OpraHiuHmXx
PO3YMHHVIKIB» A0AAHO BU3HAYEHHSI PO3YMHHMKA
Tonyon NMT 890 ppm (paHiwe B cneuudikauii He
3a3HavyaBcsl); OAAHO BU3HAYEHHS PO3UYMHHMKA
6eH3on NMT 2 ppm

167.

DYPAMAI®

Kancynu no 25 mr no
10 kancyn y 6nictepi,
no 3 6nictepu y nayw,i
3 KapTOHY

AT
"OnaiiHdhapm"

Nartgis

AT "Onaiincpapm"

Nartia

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHK | TUMY - 3MiHa Y MeTogax BUNpobyBaHHS
A®| abo BMUXiAHOrO MaTepiany/MpoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa A®I| - 3MiHM y MeTogax
BMNpPo6yBaHHA ADI 3a NokasHMKamMu:
«lgeHTndikauis. A.» 3amiHa MeTogy spectrum
UV/VIR Ha UV spectrum; «KiflbkicHe BU3HaYEHHS»
- 3amiHa meToay UV/VIS spectrophotometer Ha
UPLC; «CTOPOHHI AOMILLKU>» (3a BUHATKOM
Oomiwkn G) 3amiHa metogy HPLC Ha meTop,
UPLC; «CTOpOoHi gomiwku. flomilka G» gofaHo
HOBY METOAMKY BU3HAYEHHS AOMIWKN G METOLOM
HPLC; «3anvwkoBa KiflbKiCTb OpraHiuyHux
PO3UYMHHYKIB» AOAAHY HOBY METOAMKY
BM3HAYeHHs 6eH30/1y MeTogoM GC; 3MmiHM | Tuny -
3MiHa y mapamMeTpax cneundikauiii Ta/abo

3a peyernmom

UA/4301/01/02
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
[OMYCTUMMUX MEX, BUHAUEHNX Y crieuudikaLisnx
Ha A®|, abo BMXigHWI/NPOMIKHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTea A®I - 3mMiHM 10
cneumdikauii A®I doypariHy 3a nokasHVKOM
«CynpoBigHi AOMILLKM»: 3BY>KEHHS AOMYCTUMOT
MeXi 4N15 AOoMILLKKM A (3anNponoHOBaHO: He binbLue
0,2 %); 3BYy)XXEHHS JOMYCTUMOI MeXi AnS iHLLi
HeBiAOMUX JOMILLOK (3anpONOHOBAHO: He Bifnblue
0,10 %); 3MmiHu | TUNY - 3MiHa Y NapameTpax
crneungikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea AdI -
3MiHM go cneundikauii A®I: nokasHuUk
«lgeHTudpikauis. A.» JONOBHEHO NapameTpoMm
«Yac yTpumyBaHHs»; NoKasHUK «CTOPOHI
[OOMILLKV» AOAAHO ifeHTUdiKauis paHilwe
HeBigomoi fomiwkn G - NMT 0,15% (meTop,
BEPX); nokasHuK «CTOPOHi AOMILLKV/» BHECEHO
ineHTudpikoBaHi gomiwkn C, D, E, F 3 nimiTom
NMT 0,15% (meTog YEPX) (paHile Bu3HavYanmcs
AK HEBIAOMI AOMILLKN); NOKA3HUK «3a/ULLIKOBa
KifIbKICTb OpraHivyHMX PO34MHHVIKIB» J0AaHO
BU3HAYEHHA po3unHHMKa Toniyon NMT 890 ppm
(paHiwe B cneumndikauii He 3a3HavaBscs); oAaHO
BM3HAYEHHS1 po34MHHMKA 6eH30n NMT 2 ppm
168. DYPALUUNIH Tabnetkn Ans MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 6e3 peyenma UA/5187/01/01
® NPUroTyBaHHsA "Manuudapm” "Tanuudapm", 3MiHM | TUNY - 3MiHa y MeToAax BUNPO6yBaHHS
pPO34unHy Ansa YkpaiHa; MNMAT roTOBOrO JlikapcbKoro 3acofby
30BHILLUHLOIO "Knismegnpenapa
3acTocyBaHHs no 20 T", YKpaiHa
mr no 10 TabneTtok y
cTpunax; no 10
TabneTtok y bnicrepax;
no 10 TabneTok y
6nictepi, no 2
6nictepu B nayyj
169. DYPOCEMIA, PO34UH A5 iH'EKLLNA, ToBapucTBo 3 Ykpaina KOHTPO/b SKOCTI, YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/5153/01/01
10 mr/mMnno 2 mn B 06MEXEHO BUNYyCK cepi: 3MiHK | TUNY - NoAaHHSA HOBOTO cepTudikaTa
amnyni; no 10 amnyn B | BiANOBigaUIbHI ToBapucTBo 3 Bi4NoBigHOCTI €Bponelicbkili hapmakonei R1-
naJui; no 2 Mmn B CTIo obMexeHo CEP 1999-137-Rev 06 Ha A®I dpypocemig, Big
amnyni; no 10 amnyny "ocnigHnii BiANOBIAA/ILHICTIO HOBOrO BMPOGHMKA
6nictepi; no 1 3aB0Oj, "[ocnigHnii 3aBog
6nicTepy B nauyui; no 2 "rTHU1C" " THUICY,
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
M/1 B amnyni; no 5 YKkpaiHa; Bci cTtagji
amnyn y 6nictepi; no 2 BMPOGHMLITBA,
6nictepu B nayuyj KOHTPO/b AKOCTI,
BUNYyCK cepil:
ToBapucTso 3
06MeXeHO
BiANOBIAA/ILHICTIO
"papmMaueBTnyHa
KoMnaHis
"3popos'a”,
YKpaiHa
170. XIBEPUKC™ niodpiniszat ana nakcoCmiTKn Benuvka nakcoCMmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3a peyernmom UA/13048/01/01
I HIBERIX™ PO34MHY ANS iH'eKUil AH EkcnopT BpuTtaHis Bionogxikans C.A. 3MiHW | TUNY - BUNYYEHHA BUPOBHNYOT AiNbHUL
BAKUVHA no 1 gosi y pnakoHi Nimiten (Brntovatoun ginbHnLi ans A®l, IpPoOMiXXHOTo
ana Ne 1 B KOMM/IEKTi 3 npoaykTy abo rotToBOro nikapcbKoro 3acooy,
NMPO®INTAKT PO3YNHHUKOM Y OiNbHULI ANS NpoBeAEeHHS NakyBaHHS,
KN nonepegHL0 BMPOOHMKA, BiAMOBIAaUIbLHOrO 3a BUMYCK Cepil,
3AXBOPHOB HanoBHEHOMY LLNPUL MicLie NpoBefEeHHS KOHTPOsIHO cepii) abo
AHb, Ne 1 Ta gBOMaA noctavyanbHUKa BUXiZAHOro Matepiasny, peareHTy
3BYAHUKOM | ronkamu; no 1 gosiy ab0 AONOMIXHOT pevoBuHN - BunyyeHHs Parma
AKUX € dhnakoHax Ne 100 y Building P po3sTtawoBaHoi Ha caiiTi Parma, ltaly
HAEMOPHIL KOMNEKTi 3 (GlaxoSmithKline Manufacturing S.p.A. Parma
us PO3YMHHUKOM Y site Strada Provinciale Asolana, 90 43056 S. Polo
INFLUENZAE | amnynax Ne 100 di Torrile (Parma) Italy), npusHaveHoi gns
TANY B hopMyBaHHS1, HANOBHEHHS (DN1AKOHIB,
niodpinizavyii, MapKyBaHHs Ta nakyBaHHS
niocpinizoBaHoro Heagcop6osaHoro Hib
KOMMOHEHTY Yy chnakoHax. BHeceHHs1 peaakLiiiHmnx
npasok y posginu: 3.2.P.3.1, 3.2.P.3.3, 3.2.A.1.
171. XJTOPTEKCU po34uH (cybCcTaHuis) y MAT Ykpaina [OiwmaH BioTex IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: - UA/13278/01/01
ANHY nonieTuIeHoBmx "Kuismegnpen Nimiteq 3MiHu | TURY - AgMIHICTPATUBHI 3MiHW. 3MiHa
AUTNMKOKOHA | KoHTeliHepax gns apart" HaliMeHyBaHHA Ta/abo agpecu micus
T, 20% BMPOGHULITBA NPOBa/KEHHS AiS/IbHOCTI BUPOGHUKA
PO341H HecTepu/ibHUX (Brntovaroun, 3a HeobXiAHOCTI, MicLie NpoBeAeHHs

nikapcbknx oopm

KOHTPOJII0 SIKOCTi), abo B/1acHMKa MacTtep-chainna
Ha A®l, abo noctavanbHuka Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoOAYyKTY, Lo
3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (SKLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BifICYTHOCTI cepTudikara BifnoBigHOCTI
€Bponelicbkili hapmakonei y 3aTBepapKeHomy
[ocbe, abo BUPOOHMKA HOBOT ONOMIKHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y A0CLE). 3MiHN |
MRy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudpikat BignoBigHOCTI
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4YeHHs

€Bponelicbkiit hapmakonei/MmoHorpadii. 3miHu,
NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiZANOBIAHICTb A0 MOHorpadii APY abo
€Bponelicbkoi hapmakonel, abo iHwoT
HauioHanbHOI chapmakonei gepxasn €C (3miHa y
cneuudikayisix, noB'A3aHa 3i 3miHamu B JdY, abo
€Bponelicbkiin hapmakonei, abo iHLuii
HaujoHasnbHIl chapmakonei gepxasu €C) - 3MiHW Y
cneuudikauii Ta MeTogiB KoHTposiio A®I 3a
nokKasHMkamu: y BignoBigHICTb A0 MOHorpaqii
Chlorhexidine Digluconate Solution EP 9.3
«lpeHTudikauis B», «BigHoCHa ryctmHa»
«XNOopaHiniH» - METOAUKN BUNPOOYBaHHS
npuBeaeHi BignoBigHICTb 0 MOHOrpadii
Chlorhexidine Digluconate Solution EP 9.3; ,
CynpoBiZHi LOMILLIKW» - HOPMYBaHHA Ta METOAUKA
BMNPOGYBaHHA NpuBEAEHi BiANOBIAHICTb A0
moHorpadii Chlorhexidine Digluconate Solution
EP 9.3; Byab-sikoi HeigeHTUhikoBaHOT AOMILLK/ He
6inbLwe 0,10 %byab-akoi HeigeHTuikoBaHOT
[omilwkm He 6inbwe 0,10 % Cyma fOMILIOK He
6inbLe 3,0 % Cyma goMmilok He 6inbLue 3,0 %
3MmiHu | TUny - 3miHn 3 AKocTi. APl CTabinbHICTb.
3MiHa nepioZly NOBTOPHKX BMNpo6yBaHb/nepioay
36epiraHHa abo ymoB 36epiraHHa Adl (3a
BIACYTHOCTI y 3aTBEp)KEHOMY [0CLE cepTudikaTa
BiANoBigHOCTI EBponelickbkin hapmakonel, wo
BK/IIOYAE Nepios MOBTOPHOTO BUNPOGYBaHHS)
(nepiog NOBTOPHOro BUNPObyBaHHA/Nepios
36epiraHHs) - 3MEHLLEHHS - Y 3B'A3KY 3i 3MiHaMu B
MoHorpadii Chlorhexidine Digluconate Solution
EP 6ynn po3noyaTi HOBi AOCMIMHKEHHS 3i
cTabinbHocTi. OTpMaHHi AaHi B peasibHOMY Yaci
nigTBEPLXYOTb Nepiof NOBTOPHOTO
BMNpobyBaHHA 18 MicALiB 3aTBepaKeHo: 2 pokn
3anponoHoBaHo: 18 micsiuiB

172.

XJTOPOMIPA
MIHY
riAPOXNOPU
A

PO3YUH AJ151 iH'EKLLINA,
20 mr/mnno 1 mn B
amnyni, no 5 amnyny
nauui 3 kKapToHy, no 1
M/1 B amnyni, no 5
amnyn y 6nictepi, no 1
6nictepy B nauui 3
KapToHy

ToBapucTBo 3
obmexeHoro
BignosiganbHi
cTHo
"flocnigHwin
3aB0/,
"rHUAC

YkpaiHa

KOHTPO/b SIKOCTI,

BWMYCK cepil:
ToBapucTso 3
06MeXeHOo

BiANOBIAA/LHICTIO

"[locnigHnii 3aBofg

"rHUAC,

YkpaiHa; BCi cTagji

BUPOGHMLTBA,

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHM | TUNy - 3mMiHa napameTpis cnevuudikawii
Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro
3aco0by; CynyTHs 3MiHa: 3MiHa Yy MeTofax
BMNPOGYBaHHA roTOBOrO /liKapcbKOro 3acoby
(oHOBNEHHA Npouesypy BUNPOGYBaHHA 415
npuBeAEeHHS Y BiANOBIAHICTb 3i 3MiHEHOD
3aranbHoto ctatTeto 1PY abo Esponeiicbkoi
cthapmakonei); 3MiHu | Tuny - 3miHa napameTpis

3a peyenmom

UA/5290/01/01
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
KOHTPO/b SKOCTI, cneuudikauin Ta/abo gonNycTUMUX MEX NePBUHHOT
BMNYCK cepi: YyNaKoOBKM FOTOBOTO JliKapCbKOro 3acofy -
ToBapucTBo 3 BW/TyYEHHS nokasHuka «MikpobiosoriyHa
06MeXeHOo yucToTa» 3 cneunqikaLii BXiGHOro KOHTPO/IO
BiANOBIAA/LHICTIO NepPBUHHOT YNakoBKN (aMnynu CKIsHI); 3MiHW |
"®apmavueBTUYHa Tuny - 3viHa napameTpis cneuudikauiin Ta/abo
KoMnNaHis [0NyCTUMUX MEX AN AOMOMDKHOT PEYOBUHY;
"3p0pos'a", CYnyTHA 3MiHa: 3MiHa y MeTogax B1npobyBaHHs
YkpaiHa [OMNOMDKHOT peYOBWHM - NPUBELAEHHS
crneuuqikauii Ta MeToAiB KOHTPOO AKOCTi Ha
[O0MNOMDKHY peyoBUHY BoAa A5 iH'EKUil Yy
BiAMNOBIAHICTb A0 BYUMOr HOPMAaTUBHOI
[OOKyMeHTaUiT BUPOGHMKa; 3MiHU | TURY - 3MiHMK,
NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiZANOBIAHICTb A0 MOHorpadii APY abo
€Bponelicbkoi hapmakonel, abo iHwoT
HauioHanbHOI chapmakonei gepxasun €C (3miHa y
cneuudikayisix, NoB'A3aHa 3i 3miHamu B JdY, abo
€Bponelicbkiin hapmakonei, abo iHLWii
HavjioHasnbHIl thapmakonei gepxasu €C); cynyTHS
3MiHa: 3MiHa y MeToAax BUNpoGyBaHHSA
[OMNOMIXHOI PEYOBWHU - NPUBEAEHHS
crneungikauii Ta MeTogiB KOHTPOSIO SKOCTi Ha
[OMNOMDKHY PE4OBUHY Y BiANOBIAHICTb 4O BUMOT
MoHorpadii «Boga ans iH'ekuivi» Y
173. XOJ/OCAC cupon, no 130 ry MAT Ykpaina MAT "BiTamiHn" YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: bes3 peyenma UA/0584/01/01
6aHkax noniMepHuXx; "BitamiHn" 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
no 130 r y chnakoHax 3aci6. Cuctema KoHTeliHep/3aKynoproBasibHWi
nosimMmepHux; no 250 r 3aci6. 3MiHa po3mipy ynakoBKM rOTOBOrO
y chnakoHax NikapcbKoro 3acoby (BUTyYEHHS YNakoBKu
nonimepHux; no 130 r NEeBHOro PO3Mipy) - BUTyYEHHS1 ynakoBok no 130 r
y 6aHLj nonimepHIl, y 6aHKax i3 cknomacu; no 130 r y doiakoHax i3
no 1 6aHui y nayui 3 cknomacu; no 250 r y dhnakoHax i3 ckiiomacu; rno
KapToHy; no 130 ry 300 r y donakoHax i3 ckiomacu; no 300 ry
hakoHi chnakoHax nonimepHux; no 130 r y 6aHui i3
nosiMmepHomy; no 1 cknomacu, no 1 6aHui y nayui 3 kapToHy; no 130 r
donakoHy y nauyui 3 y thnakoHi i3 cknomacu, no 1 cpnakoHy y navui 3
KapToHy; no 250 ry KapToHy; no 250 r y diakoHi i3 ckiomacu, no 1
donakoHi hnakoHy y nadui 3 kapToHy; no 300 ry thriakoHi i3
nonimepHomy; no 1 cknomMacu, no 1 chnakoHy y nauli 3 kKapToHy; No
dhnakoHy y nauui 3 300 r y chnakoHi nosiMmepHoMy; no 1 dpnakoHy y
KapTOHyY naytii 3 KAPTOHY.
174. XYMANOr® cycneHsia ans Eni Ninni Higepnangm Ninni dpaxc PpaHLin BHECEHHS 3MiH [0 peecTpaLjiiiHnux maTepianis: 3a peyenmom UA/8352/01/01
MIKC 25 nigLWwKipHoro HepepneHa 3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
BBeeHHs, 100 b.B. HaliMeHyBaHHS Ta/abo afipecu 3asiBHMKa
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Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
MO/mn, no 3 mny (BnacHvka peecTpaLiiHoro noceigyeHHs) (3miHa
CKISAHOMY KapTpuaxi; afipecy 3asBHVKa)
no 5 kapTpuaxis y
KapTOHHIA ynakoBLi;
no 3 My CKIsiHOMYy
KapTpuaXi,
BK/1aleHOMY Y LINpuL-
pyuky KsikleH; no 5
Lnpuu-py4yok KeiklMeH
Y KAPTOHHIli ynakoBLi
175. XYMANOr® cycneHsisa ans Eni Ninni HigepnaHngm Ninni dpaxc PpaHuin BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: - UA/8353/01/01
MIKC 25 nigLWwKipHoro HepepneHa 3MiHW | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
BBefeHHs, 100 B.B. HaliMeHyBaHHs Ta/abo afpecu 3asiBHUKa
MO/mn, in bulk: no 3 (BnacHvika peecTpauiiHoro noceigyeHHs) (3miHa
M1y KapTpuaxi, no afpecu 3asaBHUKa)
325 a6o 330
KapTpuaxiB y noTKax
176. XYMIPA® PO34UH A5 iH'EKLLNA, E66BI LLiBefiuapis nikapceka ghopma, HimeyunHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/13612/01/01
40 wmr/0,8 mn, no 0,8 Biohapmachto nepBuHHe 3MiHu Il TUny - 3MiHK LWoao
MJT PO3UMHY Y Tikan3 MM6X nakyBaHHs: 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnisgy.

nonepegHL0
HanoBHEHOMY
0fIHOA,030BOMY
Lwnpuui, no 1 wnpuuy
pa3om 3 1 cepseTKoto,
npocskHyTot 70 %
i3onponizioBuM
CNMPTOM, BMILLLEH] Y
KOHTYPHY YapyHKOBY
ynakoBky; no 1 a6o 2
LUNPULK (Y KOHTYPHIiA
YapyHKOBIli ynakoBLji 3
1 cepBETKOI KOXEH) Y
KapTOHHIiA Kopo6Li; no
0,8 Mn y donakoHi ans
0/IHOPa30BOro
BUKOPWCTaHHS; no 1
donakoHy, 1
CTepUIbHOMY LUNPULLY,
1 cTepunbHin ronui, 1
CTepUIbHOMY
ajanTepy gns
donakoHa, 2
cepseTKamu
(npocskHyTMMK 70 %

BetTep ®apma-
®epTiryHr FM6X i
Ko. KI', HimeuunHa
a6bo
BetTep ®apma-
depTiryHr TM6X i
Ko. KT,
HimeuuunHa;
BTOPUHHE
nakyBaHHS:
BetTep ®apma-
depTiryHr TM6X i
Ko. KT,
HimeuuunHa;
TeCTyBaHHS:
E66Bi JoiiuneHs
m6X i Ko. KT,
HimeuumnHa;
BUNYyCK cepil:
E66BI
BioTekHonoaxi
vm6X, HimeuunHa

3MiHW Y KOPOTKiil XapakTepucTuLi NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeAMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMMU
OaHnUMU 3 AKOCTI, AOKNIHIYHUMU, KIHIYHUMUN

JaHuMK Ta faHumuy 3 chapmakoHarnsagy - 3miHu

BHECEHO A0 IHCTPYKUii AN MeguyHoro

3acToCyBaHHS NiKapcbKoro 3acoby Ao po3gainis
"Moka3aHHsA" (BHECEHO YTOYHEHHSI CTOCOBHO
6e3nekun: "He 6y/10 NpoBeAeHO AOCAiIAKEHD
3acTocyBaHHA XyMipy nauieHTam Bikom [0 2

pokiB."), "OcobnnBocTi 3acTocyBaHHs", "Cnoci6
3aCcToCyBaHHSA Ta 031" (BHECEHI YTOUHEHHS

po3paxyHKy A03yBaHHSA AiTAM BiANOBIAHO 4O Macu
Tina). BeBefeHHs 3MiH NpoTArom 6-Tv MicALiB
nicnsa 3aTBepayKeHHs
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4YeHHs

i3onponinosumM
cnupTom) y Habopi y
BHYTPILLHI KAPTOHHIl
Kopobui; no 2 Habopu
Y 30BHILLHI KAPTOHHIN
Kopobui

177.

LEPYKAN®

Tabnetkn no 10 mr no
50 TabneTok y
donakoHi, no 1
(h/1aKOHY B KapTOHHii
Kopoobui

TeBa
dapmaueBTika
n lHpacTpi3
nra.

13painb

MNIBA XpBarcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNy - 3MiHa y napameTpax cneuudikawlii
Ta/abo [ONyCTUMUX MEX, BUSHAUYEHUX Y
cneumdgikauisix Ha Adl, abo BMXigHWIA/NPOMIKXHWIA
NpoayKT/peareHT, Lo BUKOPUCTOBYOTbCH Y
npoueci BUpobHuUTBa API - 3BY)XEHHS MEX Y
cneundikanii A®I ana gomiwok E ta F tTa
3arasibHOi CyMun AOMILLOK: AN Aomiwok E Ta F 3
«He 6inbLue 0,1 %» A0 «He Ginbe 0,10 %»,
OCKiNbKW Tenep Ui AOMILLKM 3aaB/1eHi y
cneumdikauii Ak 6yab-ki HEBIOMI AOMILLKY;
mexa A1 CyMn JOMILLIOK 3a/IMLWaTbes 63 3MiH
«He 6inbLue 0,6 %», ane BBaXaeTbCA AK
3BY)EHHS, OCKifIbkM Tenep A0 CyMU JOMILLOK
BXOAATL AOMiKY E Ta F; 4oAaTkoBO BHOCATLCA
pepakLiiHi npaBku Ao cneumdikayii A®l, a came
3aHauveHo gomiwkun A, B, C, D Ta H 3amicTb
«KOXHOT BigOMOT AOMILIKM». MexXi 3anmwatoTbesa
He3MiHHUMK (He BinbLue 0,2 %), Ta 3MiHK
BBAXAOTbCA pefakuiiH1M, OCKiNbKM BULLE
3a3HaveHi JOMILLKM BXe BU3HaYaloTbCA
3aTBEPHKEHUM METOA0M A/151 BUSHAYEHHS
CYNpOBIgHMX AOMILLIOK; AONOBHEHHS cneumdikauii
A®I| HOBMM NOKasHMKOM «Jomika G» 3
HOPMYBaHHAM «He 6isibLue 0,2 %>»; BUTYYEHHS 3i
crneundikayii A®I 3aNMLWKOBOT KiTbKOCTi
OpraHiyHOro po3yrHHUKA, a caMme MeTaHos; 3MiHU
| TMNy - 3miHa y meTogax BunpobysaHHA APl abo
BMXifHOro martepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCSA Y
npoueci BupobHuuTBa A®I - He3HayHa 3MiHa y
3aTBEPMAKEHOMY MeTO/i BUNpobyBaHHsa Ad| 3a
nokasHNkom «CynpoBiAHI AOMILLKW METOL0M
BEPX» - gogaHo iHdopmMauio npo Bigomy
Aomiwky G go Tabnuui 3 «lgeHTudikalis 4omillok
3a BijHOCHMM HacoM YTPUMYBaHHSA» B METOAMNLL
BM3HAYeHHs cynposigHmx fomiwok (MPC016098).
MeTtog MPC016098 fonartkoBo BanigoBaHuin Ans
MOX/IMBOCTI BU3HAYEHHSA AOMIKM G. 3BiTK WOA0

3a peyenmom

UA/2297/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4YeHHs

Ce/IeKTUBHOCTI, TOYHOCTI, JHINHOCTI Ta
pocnigpkeHHs LOQ 6ynu goaaHi fo posginy
3.2.S.4.3. Banigauist aHa/liTUYHUX METOANK.
[Jomiwkn 6pomnpunig Ta gomillka 220 6ynu

BUNYyYeEHi 3 Tabnuui «laeHTudikalis gomilok 3a
BifJHOCHUM 4aCOM YTPUMYBAHHS», OCKi/IbKN BOHW
He BigHOCATbCA A0 BUpobHMKa APl ICROM
S.p.A., ITanisa. KinbkicTb cTaHAapTIB, HEOOXIAHNX
Ans po3paxyHKy RSD, 3MiHIOETbCA 3 «He MeHLUe
3» 10 «<He MEHLUIe 6»

178.

LUMNPAMIN

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOH0, 10 20 Mr
no 14 tTabneTtok y
6nictepi; no 2
6nicTepn B KApTOHHIlA
Kopobui

Nynp6ek
Ekcnopt A/C

[JaHis

X. NyHpbek A/IC

[NaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHuW | TUNY - NOAAaHHA OHOBIEHOTO cepTudlikaTa
BiAgnoBigHOCTI EBponeiicbkiit hapmakonei Ne R1-

CEP 2010-222-Rev 00 gns Ajto4oi pe4yoBuHM
Citalopram hydrobromide Big Bxe 3aTBepaXeHoro

BupobHuka H. Lundbeck A/S

3a peyernmom

UA/2210/01/02

HayanbHuK YnpasniHHA hapmayeBTUYHOT
[IANBHOCTI Ta AKOCTI (papmaLeBTUYHOT NPOAYKLiT

T.M. JIacKOBCbKUM




MEPENIK

Jopatok 4

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3[00pOB’A YKpaiHu

15.06.2018 Ne 1141

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONONYHUX NMPENAPATIB), AKUM BIAMOBJ/IEHO ¥ OEP>XXABHIN PEECTPALLI, I'IE"PEPEGCTPALI,I'I' TA
BHECEHHI 3MIH 4O PEECTPALLIMHNX MATEPIANIB TA AEPXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHN

opasibHOro
pPO34nHY no 12 r
NOPOLLKY Y nakeTi
3 nanepy,
namiHoBaHoro
/1IOMIHIEBOIO
donbroto Ta
nonieTuaeHom; no
5 nakeTis B
KapTOHHIiA KOpo6Li

Kopnope#iLuH

Big 10.05.2018

Ne Hassa nikapcbko20 ®Popma sunycky 3assBHUK KpaiHa Bupo6HuK KpaiHa lliocmasa lMpoyedypa
n/n 3acoby
1. AHTUDNY® KIAC NOPOLLOK AN TOB "baiiep” YKpaiHa KoHTpakT ®apmakan CLA 3acigaHHa HTP Ne 17 BigmoBuUTK y 3aTBepApKeHHi - 3MiHW | TUny - 3MiHN Y

npoteci BMPOOGHULITBA FOTOBOrO iKapCbKoro 3acoby,
BK/IOHYAK0UM NPOMIKHUA MPOAYKT, L0 3aCTOCOBYETHLCSH
npy  BUPOGHUUTBI  FOTOBOTO  JiKQpPCbKOTO  3acoby
(He3HayHa 3miHa y npoueci BupobHuuTtea) (b.11.6.3. (a)
IA) - He3HayHa 3MiHa B MpOLEeCi BUPOOHMLTBA FOTOBOrO
nikapcbkoro 3acoby - Bu/lydeHHs eTany BMOIpkM Ta
TecTyBaHHA 3paskiB CyMilli 3 npoLecy BUPOOHULITBA,
3asBfieHa 3MiHa He BiAMOBigaEe 3asiB/EHin npoueaypi
Tuny 1A n. B.11.6.3. (a), Tak Ak 3MiHa KnacugikyeTbCcs 3a
n. B.11.6.5. 3miHa BunpobyeaHb abo AONYCTUMUX MEX,
BCTAHOB/EHMX Y cheundikayisix, nig vyac BUPOGHMLTBA
roTOBOro NiKapcbkoro 3acoby 3rigHo JoaaTky 17 Hakasy
MO3 Ykpainn Ne 426 Big 26.08.05 (y pegaxuii Hakasy
MO3 Ykpaihm Ne460 Big 23.07.2015 p.). HagaHi
maTepia peecTpauiiHoro [0Cbe He NiATBEPAXYOTb
MOX/IMBOCTI  BHECEHHA  3MiHW, KpiM TOro  3MmiHa
CTOCYETbCS1 0AHOA030BaHOI TBEPAOI JliKapCbKoi hopMmn —
MOPOLLOK [N151 OPa/ibHOTO PO3YMHYy no 12 r y naketi 3
MiHIMa/TbHUM BMiCTOM Aitoyori peyoBuHU
xnopdeHipamiHy maneaT (1 Mr Ha nakeT). Y matepianax
peecTpauiiiHoro A0Cbe  BIACYTHI  KPUTWYHI/aHAMITUYHI
napaMeTpy KOHTPO/IIO Nif Yac BMPOGHMLTBA TOTOBOrO
NiKapcbKoro 3acoby

HayanbHuK YnpasniHHA papmaueBTUYHOIT
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AIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT T.M. IAcKOBCbKUM
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