MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
21.03.2018 Ne 521
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



3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUNYHNX IMYHOBIO/TOINYHUX NMPEMNAPATIB), AKI

NMEPENIK

Aopatok 1
A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
21.03.2018 Ne 521

BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHI

Ne Hassa Popma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamy Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKy BaHHS peecmpayjiliHo2o
3acoby YnakoBskKa) nocsioYeHHs1
1. ANNEPro®PI Tabnetkn no 5 mr Nel0 Cimnekc ®apma IHais Cimnekc IHgis peecTpauist Ha 5 pokis 6e3 nionseae UA/16628/01/01
(10x1) y 6nictepax Met. N14. dapma MBT. peyenma
Nta.
2. ANKNO®EHAK- | po3unH Ans iH ekuii, 75 TOB "TeBa YkpaiHa Mepknie M'meX HimeuunHa peecTpauisi Ha 5 pokis 3a He UA/16637/01/01
TEBA Mr/3 M1 N0 3 MN YkpaiHa" (BpPOGHMLTBO peuenmom nionsieae
po3unHy B amnyni; no 5 Hepo3dacosa MepioanyHICTb NOAAHHA PerynsipHo
amnyn y 6nictepi; no 1 HOro OHOBJ/IOBAHOIO 3BITY 3 6e3nekn
abo no 2 6nictepu B nNpoayKTY, BiANOBIAHO A0 MopsaKy 3A4iCHEHHS
KopooLi nepsuHHa Ta thapmakoHarnagy, 3aTBepaKeHoro
BTOPWHHA Haka3oM MiHicTepcTBa OXOPOHU
YNakoBKa, 3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
[03BiN Ha poky Ne 898, 3apeecTpoBaHuii B
BUNYCK Cepil; MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs
KOHTPO/1b 2016 poky 3a Ne 1649/29779 (y pesakuii
AKOCTI) Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YKkpaiHm Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rifHO 3i CTPOKaMU,
3a3HavYeHMMN y NepiofMYHOCTI NoJaHHSA
perysisipHux 3BiTiB 3 6e3neku
3. EK30/IK PO34MH HaLLKipHWA 1 %, NAT Ykpaina MAT YkpaiHa peecTpauist Ha 5 pokis 6e3 nionsieae UA/16629/01/01
no 10 mn y donakoHax Ne "Ximchapm3sasoz "Ximchapm3as MepioAnYHICTb NOAAHHS PErysipHO peyenma
1y nauyj; mo 20 mny "UepsoHa 3ipka" of "YepsoHa OHOB/THOBAHOrO 3BITY 3 6e3nekn
honakoHax Ne 1y nauui 3ipka” BiANOBIAHO A0 MopsaKy 3A4iACHEHHS

thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTulii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pesakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN y NepiogMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.




Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsio4yeHHs1
4. XXUBOKOCT- masb, Mo 50 r y 6aHuj MpAT YkpaiHa MpAT YkpaiHa peecTpauisi Ha 5 pokis 6e3 nionsizae UA/16630/01/01
BIO/NA CKNsAHI y nayui; no 50 r dapmaueBTUyYHa dapmaueBTuy peyenma
y 6aHLi noniMepHili y thabpvka "Biona" Ha thabpuka MepioAanyHICTb NOAAHHA PerynsipHo
nauuj; no 100 r y 6aHuji "Biona" OHOB/THOBAHOrO 3BITY 3 6e3nekn
CKNsAHI y nayyi; no 100 BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
ry 6aHui noniMepHiin y thapmakoHarnagy, 3aTBepKeHoro
nauuj; no 40 ry Ty6i B Haka3oM MiHicTepcTBa OXOPOHHM
nadui; no 100 r y Ty6i B 3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
nauuj poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTulii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pesakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN y NepiogMYHOCTI NoJaHHSA
perynisipHux 3BiTiB 3 6e3neKkn
5. IBYNPO®EH KpUcTaniuHWiin NOpOLLIOK MpAT "TexHonor" YkpaiHa LaHaoHr Kutaii peecTpauist Ha 5 pokis - He UA/16631/01/01
(cybeTaHuis) y KciHbxya nionsizae
noABiNHNX dapmacbloTika
nonieTUNEHOBUX MilLKax nKo., Nt
ansa dapmaleBTUYHOro
3aCTOCYBaHHSA
6. NEBO®J/IOKCA pO34uH ANs iHQysil, 5 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa peecTpauist Ha 5 pokis 3a He UA/16632/01/01
LINH- mr/mn no 100 mny 06MEXEHO 06MEXEHOI0 MepioAnYHICTb MOAAHHS PErysipHO peyenmom nionseae
HOBO®APM nAawWi; no 1 naswuyiy BiANOBIAANLHICTIO BignoBiganbHi OHOB/IHOBAHOrO 3BITY 3 6e3neku
nauui hipma CTI0 (hipma BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
"HoBodhapm- "Hosodhapm- thapmakoHarnagy, 3aTBepaKeHoro
BiocuHTes" BiocnHTes" Haka3zoM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpaiuu 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pesakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMMN y NepiogMyuHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.
7. NMIBVHONPWUMTY | KpuUCTaniyHWii NOPOLLIOK TOB "Xainsen" Ykpaina UxeussaH KuTaii peecTpadisi Ha 5 pokis - He UA/16633/01/01
AUrIAPAT (cybeTaHuisa) y naketax YaHMiH nionseae
nonieTMIeHoBUx Ans dapmacbloTika
thapmaLeBTU4HOro n Ko., tg.
3acToCyBaHHsA
8. MENbAOHIO KpUcTaniyHWii NOpOLLIOK YxaHb [louaHb KuTai YxaHb [louaHb Kuraii peecTpauist Ha 5 pokis - He UA/16634/01/01
AUTIAPAT (cybeTaHuis) y dapmacbloTikan dapmachbloTika nionsizae

nonieTUIeHOBNX
naketax ans
thapmaLeBTUYHOro
3acToCyBaHHs

Ko., Jlta.

n Ko., 114,




Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsio4yeHHs1
9. HIKETAMIA, mMacnsiHucTa pigmHa abo ToBapucTBo 3 YkpaiHa Mpouecc IHAjs peecTpauisi Ha 5 pokis - He UA/16635/01/01
KpucTaniyHa maca 06MeXeHo Kewmikan3s Ko. niosnsieae
(cy6eTaHuis) y BiANOBIAA/ILHICTIO
KOHTeliHepax 3 "apmaueBTnyHa
HepXasito4yoi cTani ans KOMNaHis
thapmaueBTUYHOro "3p0pos'a”
3acToCyBaHHsA

HavyanbHuK YnpaBniHHA dpapMmaleBTUYHOI
LIANBHOCTI Ta AKOCTiI (papmaueBTUYHOT NPOAYKLiT

T.M. NAacKOBCbKUA




NMEPENIK

Jopatok 2

A0 Haka3y MiHicTepcTBa OXOPOHU
3[4,0pPOB’A YKpaiHu
21.03.2018 Ne 521

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOI4YHUX MNMPEMAPATIB), AKI BHOCATbLCA A0
AEP)XXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa nikapcbko20 ®dopma sunycky 3assHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo20
ynakoskKa) nocBi04Y€eHHs
1. AM/IECCA Tabnetkn 4 mr/10 mr, no KPKA, a.4., HoBo CnoBeHis KPKA, a.4., CnoBeHisi MepepeecTpauis Ha 3a He UA/12846/01/01
10 TabneTok y 6nicTepi; MecTo HoBo mecTo HeobMeXeHWi TEPMIH. peyenmom niosnsieae

no 3 a6o no 6, abo no 9
6/1icTepiB Y KAPTOHHIN
KOpoo6Li

3MiHu | TURY - 3MiHK LWoAo
6e3nekn/edekTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOpOTKili XapakTepucTu,i
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIT Ans
Me[MYHOro 3aCTOCyBaHHA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHs 3 6e3nekn
3aCTOCyBaHHS NiKapCbKOro
3acoby B nicnspeecTpauiiHnii
nepiog, abo sk pe3ynbTar OLiHKK
3BiTY 3 OCNIKEHb, MPOBEAEHNX
BiAANOBIAHO A0 NnaHy
negiatpuuHmx gocnigpxexb (PIP)
(3MiHY y3rofXeHo 3
KOMNETEHTHUM YNOBHOBAXKEHVM
opraHom) - 3MiHVM BHECEHO A0
IHCTPYKUIT AN MeguyHoro
3aCTOCYBaHHSA NikapCbKoro
3acoby y posginu: "OcobnmBocTi
3acToCcyBaHHSA", "3acTocyBaHHsA Y
nepiog, BariTHOCTi abo roflyBaHHs
rpyaare”, "rMo6ivHi peakwyii”
BiANOBIAHO 0 OHOB/IEHOT
iHchopmauii 3 6e3neku gitoyoi
PeyoBUHN.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/THOBAHOIO 3BITY 3
6e3neku BignosiaHo Ao Mopsaaky
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyji Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

AMJIECCA

Tabnetku, 8 mMr/5 mr, no
10 Tabnetok y 6nictepi;
no 3 a6o no 6, abo no 9
6nicTepiB y KAPTOHHIl
KopoobLi

KPKA, a.4., Hoso
MecTo

CnogeHis

KPKA, a.4.,
HoBo mecTo

CnoseHis

MepepeecTpauis Ha
HeobMeXeHui TEPMIH.
3miHu | TUny - 3miHu Wwoao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCyBaHHSA Ha
nigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnimxkeHb 3 6e3neku
3aCcTOCyBaHHS NiKapCbKOro
3acoby B nicspeecTpavyiiHmii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNifKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpxeHs (PIP)
(3MiHY y3rofxeHo 3
KOMMETEHTHUM YNOBHOBa&XEHUM
opraHom) - 3MiHVW BHECEHO [0
IHCTPYKUIT N8 MeguyuHoro
3acTOCYyBaHHS MiKapCbKOro
3acoby y po3ginu: "OcobnmBocCTi
3acTocyBaHHs", "3acTocyBaHHA Y
nepiog, BariTHOCTi a60 rogyBaHHs
rpyaat”, "TobivHi peakwyji
Bi4NOBIAHO 4,0 OHOB/IEHOT
iHchopmawuii 3 6e3neku gitouoi
PeYOoBWHW.

MepioAMYHICTb NOAAHHS

3a
peyenmom

He
nionsieae

UA/12846/01/02
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 Mopsaaky
3[jiCHEeHHS hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOpPOHY 340POB’'S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMu, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

AMJIECCA

Tabnetkn 8 mr/10 mr, no
10 TabneTok y 6nicTepi;
no 3 abo no 6, abo no 9
6nicTepiB y KAPTOHHIN
Kopoo6Li

KPKA, 4.4., Hoso
MecCTo

CnoBeHis

KPKA, a.4.,
HoBo mecTo

CnoBeHis

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.
3MiHu | TUny - 3MiHK Woa0
6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
LochigpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3aco6y B nicnsipeecTpaviiinmii
nepiog, abo sk pe3ynbTar OLiHKK
3BiTY 3 LOCNIIKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NaHy
negiatpuyHux gocnigpkern (PIP)
(3MiHY y3rofXeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVM
opraHom) - 3MiHVM BHECEHO [0
IHCTPYKUIT AN MeguyHoro
3aCcTOCyBaHHS NiKapCbKoro
3acoby y posginu: "OcobnmeocTi
3acTocyBaHHS", "3acToCyBaHHsA Y
nepiog BariTHoOcTi abo royBaHHs
rpyaato”, "TobiuHi peakwuji
Bi4NOBIAHO A0 OHOB/EHOT
iHdbopmawii 3 6e3nekun girouoi
peYvoBUHM.

3a
peyerimom

He
nionsicae

UA/12846/01/04
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MeKu.

AM/IECCA

Tabnetkn 4 mr/5 mr, no
10 Tabnetok y 6nictepi;
no 3 abo no 6, abo no 9
6nicTepiB y KAPTOHHIl
Kopoo6Li

KPKA, a.4., Hoso
MEeCTO

CnoBeHis

KPKA, a.4.,
HoBo mecTo

CnoBeHis

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.
3MiHu | TUNy - 3MiHK Wwoa0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neku
3acTOCYyBaHHS MiKapCbKOro
3acoby B mic/sApeecTpavyiiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 AOCNISKEHb, NPOBEAEHMX
BifNoBiAHO A0 NnaHy
negiatpuuHmx gocnipxeHs (PIP)
(3MiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKLii 4Nns MegnyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby y po3ginu: "OcobnmneocTi
3acTocyBaHHS", "3acTocyBaHHsA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaaro”, "Mo6iyHi peakwyii”
BiANOBIAHO 10 OHOB/EHOI

3a
peyenmom

He
nionseae

UA/12846/01/03
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

iHbopmauii 3 6e3neku giroyoi
peyoBUHN.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignNoBiaHO fo MNopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

AMOHIN

Tabnetkn no 100 mr no
10 Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI KOpooLi

Mepokemi 1T/,

Kinp

Mepokemi
nTa
(UeHTpanbHuii
3aBog), Kinp;
Megokemi
NTA (3aBog
AZ), Kinp

Kinp

MepepeecTpauis Ha
He0OMEeXEeHWI TepMiH
3miHu | TUny - 3miHK Wwoao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCyBaHHA Ha
nigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnimxkeHb 3 6e3neku
3aCTOCyBaHHS NiKapcbKoro
3acoby B nicspeecTpavyiiHmii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 LOCNiKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpxeHs (PIP)
(3MiHY y3rofxeHo 3
KOMMETEHTHUM YNOBHOBa&XEHUM
opraHom) - 3MiHVW BHECEHO [0
IHCTPYKLUIT ANS MeANYHOTo
3acTOCYyBaHHS MiKapCbKOro
3acoby Ao po3gainis
"MpoTmnokasaHHa", "OcobanBOCTi
3aCcToCcyBaHHs", "3acTocyBaHHs Y

3a
peyenmom

He
nionsieae

UA/8715/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
nepiog BariTHocTi abo rofyBaHHs
rpyaato”, "Cnocib 3actocyBaHHSA
Ta fo3mn" (yTouHeHHs iHchopmawii),
"Mo6iuHI peakuii BigNOBIgHO A0
OHOB/IEHOT iHdhopMaLiii 3 6e3neku
L0401 peyOBMHU JTiKapCbKoro
3acoby.
6. APTPOH® TabneTkn,BKPUTI FOHicbapm, IHK. CLIA tOHichbapm, IHK. CLIA MepepeecTpauis Ha 6e3 nionsizae UA/12960/01/01
KOMMJMEKC 060s10HKo0 No 10 HeobMeXeHWi TepMiH. 3MiHu | peyenma

Tabnetok y 6nictepi; no
1 6nictepy B kopobui; no
30, a6o 60, no 100, no
120 TabneTok y
dhnakoHi; no 1 chnakoHy
B KOpOOLi

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

MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
LochigpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3aco6y B nicnsipeecTpaviiinmii
nepiog, abo sk pe3ynbTar OLiHKK
3BiTY 3 LOCNIIKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NaHy
negiatpuyHux gocnigpkern (PIP)

(3MiHY y3rofXeHo 3

KOMNETEHTHUM YNOBHOBaXXEHVM
opraHom) - 3MiHM BHECEHO [0
IHCTPYKUIT AN MeguyHoro
3aCcTOCyBaHHS NiKapCbKoro
3acoby Ao posginis "Oco6mMBOCTi
3actocyBaHHs", "Cnocio
3aCTOCyBaHHA Ta
[031"BifNOBIAHO [0 OHOBEHOT
iHchopmawuii 3 6e3nekn gjtoyoi Ta
[LOMOMIXXHUX PEYOBWH.

MepioAnyHICTb NOAAHHSA
perynsapHo OHOBJ/IHOBAHOIO 3BITY 3
6e3neku BignosigHO f0 Mopsaaky

3[jiCHEeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji Ykpainu 19




12

Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
7. ATMA® Kpanni opanbHi no 20 mn | Pixapg bitTHep Al ABCTpiIf Pixapa ABCTpIA MepepeecTpauis Ha bes niosnsieae UA/8301/01/01
abo 50 mn, a6o 100 mn BitTHep Al HeoBbMeXeHWn TepMiH. 3MiHu | peuenma

y thnakoHi-KkpanenbHULL;
no 1 dpnakoHy-
KpanesbHuLj y
KapTOHHI ynakosLii

TMny - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BeeneHHs abo
3MiHM A0 y3araslbHEHUX AaHuX
npo cuctemy hapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0cobu 3 hapmakoHarnagy
3asBHUKA A9 3AiAICHEHHS
thapmakoHarnsgy B YkpaiHi, SKL0
BOHa BifMiHHa Bif
YNOBHOBAaXEHOI 0Ccobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkirovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-tharina
cuctemu chapmakoHarniagy).
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BignoBiganbHOT 3a
hapMakoHarnag Ta KOHTakTHol
0cobu BignoBigansLHoi 3a
hapmakoHarnsag B Ykpaini. 3MiHu
Il TMnNy - 3MiHK Woao
6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeZIMYHOro 3aCTOCYBaHHA y
3B'A13KY i3 HOBUMW JaHUMU 3
AKOCTI, AOKNIHIMHUMU, KNiHIYHUMMN
JaHMK Ta faHumMm 3
hapmakoHarnsgy - 3miHm
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs

BHECEHO A0 [HCTpyKUii ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3gainy
"MokasaHHs" (byno: Kawenb
iHdhekuinHoro, anepriyHoro abo
3MiLLIAHOr0 MOXOMKEHHS. [ocTpuii
Ta XPOHIYHUIA BPOHXIT, y TOMY
yncni 3 06CTPYKTUBHUM
CVMHAPOMOM. Y KOMMNJIEKCHIi
Tepanii 6poHXianbHOI acTM.
Kawenb kypus. Ctano: Foctpwii
Ta XPOHIYHUIA BPOHXIT, y TOMY
yncni 3 06CTPYKTUBHUM
CYHOPOMOM. Y KOMMNEKCHIN
Tepanii 6poHxianbHOT acTMun.), a
TakoX A0 po3fainis
"dapmakosiorivyHi BnactueBocTi”,
"MpoTrnokasaHHsA", "B3aemogis 3
IHLWMMK NiKapcbknMy 3acobamm
Ta iHWi BUAW B3aemogijin",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs
rpyaat”, "3partHicTb BIAMBaTH Ha
LWIBWAKICTb peakuii npy KkepyBaHHi
aBTOTPaAHCMOPTOM a60 iHWKMK
mexaHizmamu","Cnoci6
3acTocyBaHHsA Ta Ao3n"
(yTOUYHEHHS iHchbopMmaL,ii CTOCOBHO
6e3nekn), "Oitn" (Byno:
Mpenapat npu3HayalTb A4iTAM
Bif HapomkeHHs. Ctano:
3acTocyBaHHA NikapCbKoro
3acoby AiTam BIKOM A0 2 pokiB He
peKkoMeHAy€eTbCS yepes
HEeAOCTaTHIO Ki/IbKiCTb AaHUX.
[itam BikoM Big, 2 A0 6 pokiB
3aCTOCOBYETLCA 3a
pekomeHAaujieto nikaps.)
BigNoBigHO A0 maTepianis
peecTpavuiniHOro AoChbe.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignoBigHO fo0 MNopsaaky

3[jiCHEHHs1 chapmakoHarnagy,

3aTBEPIKEHOTO HAKA30M
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHwuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

BOPHOI KUC/TIOTU
PO3YNH
cnnPpToBUN

po34nH Ans
30BHILLHLOIO
3aCTOCyBaHHA,
cnupToBuii 2 % no 10
M/, no 25 mny
hnakoHax; no 25 mny
dhnakoHi; no 1 dpakoHy
B NayLi 3 KApTOHY

MPAT
"OITOPAPM"

YkpaiHa

MPAT
"OITOPAPM"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH
3MiHu | TUNy - 3MiHK Woa0
6e3nekun/edeKkTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKOro
3acoby B mic/ispeecTpavyiiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 AOCNISKEHb, NPOBEAEHMNX
BiNoBiAHO A0 NnaHy
negiatpuuHnx gocnipxeHs (PIP)
(3MiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW A0 IHCTPYKLUIT
A5 MeANYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby Ao po3Ainis
"Oco6nuBi 3axoamn 6e3nekn’,
"Cnocib 3acTocyBaHHsA Ta go3un",
"Mo6iyHi peakwji" BigNoBigHO A0
OHOBNEHOT iHhopMaLii 3 6e3neku
3aCTOCyBaHHS Ait0y0T PEYOBUHM.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/HOBAHOrO 3BITY 3
6e3nekun BigNoBiAHO Ao Mopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPAKEHOT0 Haka3om

6e3
peuyenma

nionsieae

UA/8197/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs

MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHwuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

9. BAHATEKC KOMBI | TabneTku, BKpUTI dapmaLeBTUYHNI Monbuwa dapmaneBTny MonbLia MepepeecTpauis Ha 3a He UA/12839/01/01
NNiBKOBOIO 060/I0HKOIO, 3aBog HWIA 3aBO4 HeobMeXeHu TepMiH. 3MiHu | peyenmom nionseae
no 160 mr/12,5 mr, no 14 | «Monbtapma» C. «MOJIb®APM TMny - 3MiHN LWoA0
Tabnetok y 6nictepi, no A. A» C.A. 6e3nekun/edeKkTBHOCTI Ta
2 6nicTepn y KapTOHHI thapmakoHarnagy. 3MiHn y
KopooLi KOPOTKIili XapakTepucTu,i

nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS
reHepuyHuX/ribpuaHnx/éionoioH
nX Nikapcbknx 3acobis nicns
BHECEHHS Ti€i caMmoi 3MiHK Ha
pethepeHTHW1 npenapaT (3MiHa
He noTpebye HafaHHS XO4HUX
HOBUX JOAATKOBUX AaHUX) -
3MiHM BHECEHI 0 IHCTPYKUIi Yy
posginu: "B3aemogis 3 iHWmMu
nikapcbknMmn 3acobamu Ta iHLWi
BMAM B3aemogiit", "OcobnmBocTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHs Ta fo3u", "MobiyHi
peakuii” BignosigHO A0
iHchopmauii pedrepeHTHOro
nikapcbkoro 3acoby KO-
LIOBAH®.

MepioAnyHICTb NOAAHHSA
perynsapHo OHOBJ/IHOBAHOIO 3BITY 3
6e3neku BignosigHO f0 Mopsaaky

3[jiCHEeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji Ykpainu 19
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
10. BAHATEKC KOMBI | Tabnetku, BKpUTI dapmayeBTUYHNI Monbwa PapmaneBTNy MonbLia MepepeecTpauis Ha 3a He UA/12839/01/02
NNiBKOBOIO 060/TI0HKOIO, 3aBop, HWi1 3aB0of HeoBbMeXeHWn TepMiH. 3MiHu | peyenmom nionsieae
no 80 mr/12,5 mr, no 14 «Monbhapma» C. «MOJIb®APM TMny - 3MiHN LWOAO
TabneTok y 6nictepi, no A A» C.A. 6e3nekn/edeKTUBHOCTI Ta

2 6nicTepU y KapTOHHIlA
Kopoo6Li

thapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUIT Ans
MeJNYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuagHyx/6ionoaioH
MX NiKapcbknx 3acobis nicns
BHECEHHS Ti€l camoi 3MiHM Ha
pedhepeHTHWi1 NpenapaT (3MiHa
He noTpebye HafaHHA XOLHUX
HOBUWX A0AATKOBMX AAHUX) -
3miHu B.1.2.(a),|b BHeceHi ao
IHCTPYKUiT y po3ginu: "B3aemogis
3 iHWMMU flikapCbkMMn 3acobamm
Ta iHWi B1AKM B3aemMogiit”,
"Oco6nMBOCTI 3aCTOCyBaHHA",
"Cnocib 3acTocyBaHHsA Ta fo3un",
"Mo6iyHi peakwji" BigNoBigHO A0
iHchopmawii pechepeHTHOro
nikapcbkoro 3acoby KO-
[IOBAH®.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’A
YkpaiHu Big 26 BepecHs 2016
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaYeHMn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
11. BAHATEKC KOMBI | Tabnetku, BKpUTi dapmavleBTUYHNI Monbwa dapmavesTny MonbLa MepepeecTpauis Ha 3a He UA/12839/01/03
NNiBKOBOIO 060/1I0HKOIO, 3aBop, HWA 3aBOf, HeobMeXeHWn TepMiH. 3MiHu | peyenmom nionsiecae
no 160 mr/25 wmr, no 14 «Monbthapma» C. «MOJIb®APM TMny - 3MiHN LWOAO
TabneTok y 6nictepi, no A A» C.A. 6e3nekn/edeKTMBHOCTI Ta

2 6nicTepn y KapTOHHIiA
KopoobLi

hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMYHOr0o 3aCTOCYBaHHS
reHepuyHux/ribpuagHnx/6ionogibH
MX Nikapcbkyx 3acobis nicns
BHECEHHS Ti€l camoi 3MiHM Ha
pedepeHTHUIA npenapart (3MiHa
He noTpebye HafaHHA XOLHUX
HOBUX AOAATKOBUX AaHMX) -
3MiHM BHECEHI A0 IHCTPYKLUi Y
po3gainu: "B3aemogis 3 iHwmMu
niKkapcbkrMmuy 3acobamu Ta iHLWi
BMAW B3aemogiin", "OcobnmsocTi
3actocyBaHHs", "Cnocio
3acTocyBaHHSA Ta fo3un", "MobiyHi
peakuii" BiANOBIAHO A0
iHhopmaLii pedpepeHTHOro
nikapcbkoro 3acoby KO-
[IOBAH®.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/HOBAHOrO 3BITY 3
6e3nekun BigNoBiAHO Ao Mopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaveHMmn y
nepiogNYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3MeKu.
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
12. BYrinns Tabnetku no 0,25 r, no TOB "BAJIAPTIH YkpaiHa TOB YkpaiHa MepepeecTpauis Ha 6e3 niosnsieae UA/12759/01/01
AKTUBOBAHE 10 Tabnetok y DPAPMA" "BanapTiH HeobMeXeHu TepMiH. 3MiHu | peyenma
6nictepax; no 10 dapma" TMny - 3MiHN LWOA0

Tabnetok y 6nictepi, no
3 6nicTepun y nayui 3
KapToHYy

6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKOro
3acoby B mic/ispeecTpavyiiiHmii
nepiog, abo sk pesynbTar OLiHKU
3BITY 3 AOCNISKEHb, NPOBEAEHNX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnipxeHs (PIP)
(3MiHY y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKLii 4Nns MegnyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby Ao po3ainis "Oco6mMBOCTi
3acTocyBaHHs" Ta "Cnoci6
3acTocyBaHHA Ta fo3n"
BiNOBIAHO 0 OHOB/IEHOT
iHdhopmawii 3 6e3nekn
3acTOCyBaHHS Ajit040Tl PEYOBUHM.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognYHOCTI NOAaHHS
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
perynsipHux 3BiTiB 3 6e3neKu.
13. FANONEPNAON- PO34nH ANS iH'eKLiR, 5 BAT "lepeoH YropwuHa BAT "lepeoH YropuHa MepepeecTpauis Ha 3a He UA/7271/01/01
PIXTEP mr/mn, no 1 mn B PixTep" PixTep" HeobMeXeHuin TepMiH. 3MiHu | peyenmom niossieae
TMny - 3MiHK WoAa0

amnyni; no 5 amnyn y
nnacTuKoBili hopmi y
KapTOHHI KOpooLi

6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeZIMYHOro 3aCTOCyBaHHA
reHepuyHux/ribpuaHux/6ionogibH
nX Nikapcbkyx 3acobis nicns
BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUIA npenapar (3MiHa
He noTpebye HafaHHA XOLHUX
HOBUX A0AATKOBUX AAHNX) -
3MiHN BHECEHO A0 IHCTPYKUii Ans
Me/[IM4YHOro 3aCTOCyBaHHSA
niKapcbKoro 3acoby Ao po3ainy
"Moka3aHHs", a TakoX A0 po3ainis
"PapmMakosiorivyHi BnactmsBocTi",
"MpoTunokasaHHsa",
"Mepeno3yBaHHA", "T06IYHI
peakuii”, "OcobnmsocTi
3acTocyBaHHs", "3acTocyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBaTK Ha
LIBMAKICTb peakuii npu KkepyBaHHi
aBTOTPaAHCMOPTOM a60 iHWKMK
mexaHizmamu”, "Cnocio
3acTocyBaHHA Ta gosun”, "ditn",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu Ta iHLWi
BWAW B3aeMOZI" BiANOBIAHO A0
iHchopmauii pedrepeHTHOro
nikapcbkoro 3aco6y (Haldol)
3iJHO 3 EKCNepPTHUM BUCHOBKOM
KOHCYNbTaTUBHO-EKCNEPTHOT
rpynu "Hespornoris. Meuxiatpis.
Nikapcbki 3aco6n”.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO f0 MNopsaaky

3[jiCHEeHHSs chapmakoHarnagy,
3aTBEPAKEHOTO HaKka3oM

MiHicTepcTBa 0XOpPOHY 340pPOB’s
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi ocTuuji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3 6e3neKu.
14. rNILEPUH pignHa (cybcTaHuis) y TOB "®APMEKC YkpaiHa XyaHbraHb KuTaii MepepeecTpauis Ha - He UA/13354/01/01
nonieTuneHoBoMy reyn" CaikaHb Heo0OMEeXEeHWI TepMiH nionsieae
KOHTeliHepi gns dapmacbioTika
thapmaueBTUYHOIO nKo., Nitg
3aCTOCyBaHHSA
15. AIOKCN30/b®- po3umH no 50 r abo no MpAT YKkpaina MpAT YkpaiHa MepepeecTpauis Ha 3a He UA/8021/01/01
AOAPHMLUA 100 r y chnakoHax abo "papmMaueBTNYHa "®hapmaueBTu HeobMeXeHW TepMiH. 3MiHu | peyenmom niosnsieae
6aHkax, no 1 dnakoHy thipma "apHuua" YHa hipma MMy - 3MiHN LWOAO
abo 6aHui y nayyi; no "NapHnus” 6e3nekn/edeKkTBHOCTI Ta

500 r a6o no 1000 r y
hnakoHax abo 6aHkax

hapmakoHarnsgy. 3miHa y
KOpOTKili xapakTepucTu,i
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIT Ans
Me[MYHOro 3aCTOCyBaHHA Ha
nigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCcbKoro
3acoby B nicnspeecTpauiiHnii
nepiog, abo sk pe3ynbTar OLiHKK
3BiTY 3 OCNiKEHb, MPOBEAEHNX
BiAANOBIAHO A0 NnaHy
negiatpuuHmx gocnigpxexb (PIP)
(3MiHY y3rofXeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHVM BHECEHO A0
IHCTPYKUIT AN MeguyHoro
3aCTOCYBaHHSA NikapCbKoro
3acoby A0 po3ginis
"MpoTunokasaHHsa", "OcobaMBOCTi
3acTocyBaHHs", "Cnocobu
3acTocyBaHHsA Ta gosun",
"MepepnosyBaHHs", "MoGIYHI
peakuii" BiAnoBigHO 4O OHOBNEHOI
iHdbopMmalLii 3 6e3neku
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
3aCTOCYBaHHA filounx Ta
O0MOMDKHWX PEYOBUH.
MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignNoBiaHO fo MNopsaaky
3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
16. E3OMENPA30Y NopoLUoK (cybcTaHuis) y How /la6c MBT. IHais How Na6c IHais MepepeecTpauis Ha - He UA/13124/01/01
MATHIKO noagiliHmx nTAa. MBT. NTA. He0OMEeXEeHWI TepMiH nionsieae
TPUTIAPAT nonieTuIeHoBmX
naketax gns
chapmaLeBTUYHOIo
3aCTOCYBaHHS
17. EPFrO®EPOH Tabnetku no 20 TOB "Marepia YkpaiHa BMPOGHMLTBO Pocilicbka MepepeecTpauis Ha bes niosnsieae UA/12931/01/01
TabneTok y 6nictepi; no Mepvika-YkpaiHa' 3a NOBHUM Pepepauis/ Heo6MeXeHUA TepMiH. peyenma
1, 2 abo 5 6nicTepiB y LMKIOM: JintBa MepioAnYHICTb NOAAHHS
KapTOHHI Kopoo6Li TOB "HB® perynisipHo OHOBJIKOBAHOTO 3BITY 3
"MATEPIA 6e3neku BignosigHO A0 Mopsaaky
MEANKA 3iicHeHHs1 chapmakoHarnagy,
XOnanHre, 3aTBEPAXXEHOrO HakasoM
Pociiicbka MiHicTepcTBa OXOPOHU 340POB’S
depepauisi; Ykpainm Big 27 rpyaHst 2006 poky
nepBuHHa Ta Ne 898, 3apeecTpoBaHuii B
BTOPUHHA MiHicTepcTsi tocTuLi Ykpainu 19
yNakoBKa, rpyaHsa 2016 poky 3a Ne
BMNPOGYBaHHS 1649/29779 (y pegakuii Hakasy
KOHTPO/H0 MiHicTepcTBa OXOPOHY 340POB’S
SKOCTi, [03BIN YkpaiHu Big 26 BepecHsi 2016
Ha BUNYyCK poky Ne 996), cTaHOBUTb: 3riAHO
cepii: 3i CTpoKamu, 3a3HadeHMmn y
3AT nepiogNYHOCTI NOAAHHS
CaHToHiKa, perynsipHux 3BiTiB 3 6e3neku.
JlutBa
18. 3ngoByanH TabneTkun, BKpUTI Aypob6iHgo Papma IHAis AypobiHao IHais [MepepeecTpauis Ha 3a He UA/4793/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
060/10HKO10, 10 300 mr, Nimitepn dapma HeoOMeXeHW TepMiH. 3MiHu | peuyenmom niosnsieae
60 TabneTok y Nimiten - FOHIT TMny - 3MiHKM Woa0

naacTVKoBOMY
KOHTEliHepi 3
KpULLIEYKOIO Ta 3
KOHTPOJ1IEM NEPLLOro
po3KpUTTS; No 1
KOHTelHepy y nauui 3
KapToHY

6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuy,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMNYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpuagHyx/6ionoioH
MX NiKapcbknx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHM Ha
pedhepeHTHW1 NpenapaT (3MiHa
He noTpebye HafaHHA XOLHUX
HOBUX JOAATKOBUX AaHMX) -
3MiHU BHECEHO A0 IHCTPYKLii ANns
MeAMYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby [o posginis
"apmakonoriyHi BnacTmBocTi",
"Cnoci6 3acTocyBaHHA Ta 4o3u",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHsA
rpyaa”, "TobivHi peakwyi
Bi4MNOBIAHO A0 OHOB/IEHOT
iHhopMmaLii pechepeHTHOro
nikapcbkoro 3acoby (Retrovir).
3MmiHu | Tvny - 3MiHK Woao
6e3nekun/ehekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHNX
npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsagy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLio
BOHa BifjMiHHa Bif,
YMOBHOBaXEHOI 0CO6Y,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnsgy (Bkiroyaoum
KOHTaKTHi fiaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-chaiina
cucTemu hapmakoHarnagy) -

3MiHa KOHTaKTHUX AaHuX
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

YMNOBHOBaXEHOT 0c06U. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu. 3miHa micua 34iicCHEeHHS
OCHOBHOI Aii/IbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu
MacTep-cdaiina.

MepioAnyHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHS dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

19.

KAPLOCAN®
AnoC 20/12,5

TabneTku, BKpUTI
N1iBKOBOK 060/10HKOIO,
no 20 mr/12,5 mr, no 14
Tabnetok y 6nictepi; no
1 abo 2 6nictepn y
KapTOHHIA KOpoo6Li

MeHapiHi
IHTepHeLwoHan
OnepeiiwoHc

IMokcembypr C.A.

Tokcembypr

Bupo6bHMLTBO
"in bulk":
[OAIYI CAHKIO
toPOYN
m6X,
HimeuuunHa;
MakyBaHHA,
KOHTPO/b Ta
BUNYCK Cepiii:
BEP/IH-XEMI
AT,
HimeuunHa

HimeyunHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH
3MiHu Il TUny - 3MiHu Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS y
3B'A13KY i3 HOBUMM AaHUMK 3
SKOCTi, AOKMIHIYHUMM, KTiHIYHUMK
JaHnMK Ta AaHumm 3
hapmakoHarnagy - 3MiHm
BHECEHO [0 iHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby [0 po3zinis
"®dapMaKonorivHi
BNACTUBOCTI"(YTOYHEHHSA
iHhbopMmawii),"B3aemogis 3
IHLIMMKM NikapcbkMKn 3acobamm
Ta iHWi B1AKM B3aemMogiit”,
"Oco6nMBOCTI 3aCTOCyBaHHA",
"Mo6iyHI peakuii" BiANOBIgHO A0

3a
peyenmom

He
nionseae

UA/7139/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

marepianiB peecTpadiiHoro
[0CbE.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignNoBiaHO fo MNopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

20.

KAPAOCAN®
NAoC 2025

TabneTku, BKpUTI
NAiBKOBOK 060/I0HKOIO,
20 mr/25 wr, no 14
TabneTok y 6nictepi; no
1 a6o 2 6nictepn y
KapTOHHI KOpoo6Li

MeHapiHi
IHTepHeLLoHan
OnepeWiwoHc
Niokcembypr C.A.

Tokcembypr

Brpo6HMLTBO
"in bulk":
OAIYI CAHKIO
toPOYN
vm6X,
HimeuuunHa;
MakyBaHHA,
KOHTPO/b Ta
BWNYCK CepiiA:
BEP/IIH-XEMI
AT,
Himeuunna

HimeuunHa

MepepeecTpauis Ha
He0OMEeXEeHWI TepMiH
3MiHu Il TMny - 3MiHK WoA0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMNYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMM JaHUMK 3
AKOCTI, AOKTIHIYHUMM, KTIHIYHUMU
JaHMK Ta JaHuMK 3
thapmakoHarnagy - 3MiHu
BHECEHO A0 IHCTPYKUiT ANns
MeJNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3Ainis
"®apMaKkonorivHi
BNacTMBOCTI"(YTOYHEHHS
iHbopMmawii),"B3aemogis 3
iHLWMMK niKkapcbknMy 3acobamm
Ta iHWi BUAW B3aemogijin",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHI peakuii" BigNOBIAHO A0
marepianis peecTpauiiHoro
[OCbE.

MepioAMYHICTb NOAAHHS

3a
peyenmom

He
nionsieae

UA/7140/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 Mopsaaky
3[jiCHEeHHS hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOpPOHY 340POB’'S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMu, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

21.

KO®EIH-BEH30AT
HATPIIO-
JAPHULA

pPO3unH ANs iH'ekuiin, 100
mr/mn, no 1 mn B
amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIi
ynakosLi (kaceTi); no 2
KOHTYPHI YapyHKOBI
ynakoBKku (KaceTu) B
navuyi

MpAT
"PapmavueBTnyHa
hipma "OapHuus"

Ykpaina

MpAT
"®apmaueBsTn
YyHa hipma
"AapHnus”

YkpaiHa

MepepeecTpauis Ha
HeoOMeXeHW TepMiH.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakujii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHUMKn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

3a
peyerimom

He
nionsicae

UA/7534/01/01

22.

NOHIOKAIH® XEBI

PO34MH ANa iH'ekuiid, 5,0
Mr/mnno5mny
nonepegHL0
HanoBHEHOMY LUNPULL;
no 1 wnpwvuy B
KapTOHHIN navi;

no 5 mny donakoHi; no 5
h1aKOHIB Y KAPTOHHIN
nauui;

no 5 mn B amnyni; no 5
amMnyn y KapToHHIl

TOB "lOpia-®apm”

YkpaiHa

TOB "lOpis-
dapm"”

YkpaiHa

MepepeecTpauis Ha
HEOOMEXEHU TePMiH.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBiAHO A0 Mopsaaky

3pjiicHeHHst hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOPOHU 3[10POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B

3a
peyenmom

He
nionsieae

UA/12901/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
nauui MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MeKu.
23. MIPEHA BHYTpILLHbOMAaTKOBa Baviep Oy PiHNAHAIA Baiiep Oy PiHNAHAIA MepepeecTpauis Ha 3a He UA/8614/01/01
cuctema 3 HeoOMeXeHW TEPMIH. peyenmom nionseae
neBoHoprecTpenom, 52
Mr (20 MKI/24 roguHn); MepioAnyHICTb NOAAHHSA
BHYTpiLLHbOMAaTKOBa perynspHO OHOBJ/HOBAHOrO 3BITY 3
cucTemMa Ta npucTpii 6e3neku BigNoBigHO Ao Mopsaaky
NS BBeEHHSA 3pjiicHeHHs hapmakoHarnagy,
(3anasHwin B okpemuii 3aTBepKEeHOro Haka3om
6nicTep), 3anakoBaHi B MiHicTepcTBa OXOPOHU 3[10POB’A
CTEpPUbHWIA, 3anasiHnii Ykpainu Big 27 rpyaHsa 2006 poky
MiLLIEYOK, LWo Ne 898, 3apeecTpoBaHuii B
NoMilaeTbes B MiHicTepcTBi tocTuuil Ykpainm 19
KapTOHHY nauyky rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiogNYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3MeKu.
24. MOJECKIH® C Masb no 15 ry Ty6i; no 1 MAT "®dapmak” YkpaiHa MAT "®apmak” YkpaiHa MepepeecTpauis Ha 3a He UA/13153/01/01
Ty6i y nauui 3 KapToHy HeobMexeHuli TepMiH peyenmom nionsizae

3MiHu | TMNy - 3MiHK WoA[0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIl XapaKTepucTuLli
nikapcbKoro 3aco6y, TEKCTi
MapKyBaHHA Ta IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnimxeHb 3 6e3neku
3aCTOCYBaHHSA NikapCbKoro
3acoby B nicnsipeecTpauinHnii
nepiog, abo sik pe3ynbTaT OLiHK/
3BITY 3 fOCNiAKeHb, NPOBEAEHNX
BigMnoBigHO A0 MaHy
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

negiatpuyHux gocnipxeHs (PIP)
(3MiHY y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKLii 4Nns MegnyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby y po3ginu: "OcobnmnsocTi
3acToCyBaHHA", "3acToCyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpypar”, "MepenosysaHHsS",
"Mo6iuHi peakwii" BiANOBIAHO A0
OHOBJIEHOT iHdhopMalLii 3 6e3neku
Lit040i pevoBUHU

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 MNopsaaky

3[jiCHEeHHSs hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0XOpPOHY 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaYeHMn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

25.

HA30-CIMNPEN
BEBI

cnpeli HazaNbHWUIA,
po3uuH 0,25 mr/mn no
15 mn y donakoHi 3i ckna
3 KNanaHoM-HacocoMm,
Ha3a/IbHOI0 HacafKoo-
posnunoBayem Ta
3aXVCHM KOBNaYKoM;
no 1 dpnakoHy B
KopobLi;

no 20 mn y dpnakoHi
nosiMmepHomy 3
KnanaHoM-HacocoMm,
Ha3asIbHOI Haca/Koo-
posnunoBayem Ta
3aXMCHUM KOBMAYKoOM;
no 1 donakoHy B KOpPO6LIi

ToBapucTBo 3
06MeXeHo

BiANOBIAA/ILHICTIO

"®apmaueBTnyHa
KOMnaHis
"3popos'a”

Ykpaina

ToBapucTBO 3
06MexeHo
BiANOBIAA/bHI
CTIO
"®apmauesTn
YHa KOMMaHis
"3popos'a”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU WoAa0
6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili XxapakTepucTuL,i
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOr0o 3aCTOCYBaHHS
reHepuyHux/ribpuagHnx/6ionogibH
MX Nikapcbkyx 3acobis nicns
BHECEHHS TiEl caMoi 3MiHM Ha
pedepeHTHUIA npenapart (3MiHa
He noTpebye HafaHHA XOLHUX
HOBUX AOAATKOBUX AaHMX) -
3MiHN BHECEHO A0 IHCTPYKUii Ans

6e3
peyenma

He
nionsiecae

UA/13145/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

3 KapTOHY

MeAMYHOr0o 3aCTOCYBaHHS
nikapcbKkoro 3acoby [o posginis
"MokazaHHsa" (BUyHYEHHS
"rocTporo puHIiTy"),
"dapmakosiorivyHi BnactueBocTi”,
"MpoTunokasaHHsa",
"MepenosyBaHHA", "M06IYHI
peakuii”, "OcobnmsocTi
3acTocyBaHHA", "3acTocyBaHHsA Y
nepiog BariTHocTi abo royBaHHs
rpyaAat"”, "3gartHicTb BIANBaTH Ha
LWBMAKICTb peakLii Npu KkepyBaHHi
aBTOTPaHCNOPTOM a60 iHWKMMKU
mMexaHismamu", "Cnoci6
3acTocyBaHHA Ta fo3n"
(peparyBaHHsi TEKCTY),
"B3aemogis 3 iHWmMn
nikapcbknMun 3acobamu Ta iHLWi
BVAW B3aeMOZI" BiANOBIAHO A0
iHchopmauii pedrepeHTHOro
nikapcbkoro 3aco6y (HOKCIPEW
ONTAUNN, cnpeit HasanbHuit
0,025 %).

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignoBigHO fo0 MNopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyji Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

26.

HA30-CMNPEN 3
EKCTPAKTOM
ANOE

cnpeii HazanbHwiA, 0,5
mr/mn no 15 mny
dnakoHi 3i ckna 3
KanaHoM-HacocoMm,
Ha3a/IbHOI0 HacaKoo-
po3nuaBayem Ta

ToBapucTeo 3
06MeXeHo

BiANOBIAALHICTIO
"PapmavueBTnyHa

KOMNaHis
"310poB'S"

YkpaiHa

ToBapucTBO 3
obmexeHo
BiANOBIA&/bHI
CTIO
"®apmaueBTn
YyHa KOMNaHis

YKpaiHa

MepepeecTpauis Ha
HeoBbMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuyi

6e3
peuyenma

nionsiecae

UA/12989/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

3aXMCHUM KOBMAYKOM;
no 1 cpnakoHy y Kopobuy;
no 20 mn y doriakoHi
noniMmepHomy 3
KnanaHom-HacocoM,
Ha3a/IbHOI0 HacafKoo-
posnunioBayem Ta
3aXMCHUM KOBMAYKoM;
no 1 conakoHy y kopobui

"3popos'a”

nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKOro
3acoby B mic/ispeecTpavyiiiHmii
nepiog, abo sk pesynbTar OLiHKU
3BITY 3 AOCNIgKEHb, NPOBEAEHMX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnipxers (PIP)
(3MiHY y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKLii 4Nns MegnyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby y po3ginu:
"MpoTunokasaHHs", "B3aemogis 3
HLIMMKM nikapcbkMKn 3acobamu
Ta iHWi BMAW B3aemogijin”,
"Oco61MBOCTI 3aCTOCyBaHHA",
"Mo6iyHi peakwji" BigNoBigHO A0
OHOBEHOT iHthopMaLi 3 6e3neku
L0401 pEYOBUHN.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignoBiaHO Ao MNopsaaky

3[jiCHEHHS1 chapmakoHarnaay,
3aTBEPMKEHOTO Hakasom
MiHicTepcTBa 0XOpPOHY 340POB’'S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

27.

HEBY®/TIO30H®

cycneHsis gns
iHransyii, 1,0 mr/mn no
2 My KOHTeliHepi

TOB "tOpia-Papm”

YkpaiHa

TOB "lOpis-
Papm”

YKpaiHa

MepepeecTpauis Ha
HeoBbMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHK Woao

3a
peyenmom

He
nionsieae

UA/12542/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

ofHofo3080MYy; no 10
KOHTElHepiB y nakeTi; no
1 nakeTy B nauuj 3
KapToHY

6e3nekun/ehekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHA Ta iHCTPYKUiT Ans
MeANYHOro 3acTOCYBaHHS
reHepuyHUX/riopuaHnx/éionodioH
nX NikapcbKnx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHV Ha
pethepeHTHM1 npenapaT (3MiHa
He noTpebye HafaHHS XO4HNX
HOBUX AOAATKOBKX AaHUX) -
3MiHV BHECEHO [0 IHCTPYKLT Ta
KOPOTKOI XapakTepucTuKn
nikapcbKoro 3acoby y po3gi:
"B3aemopis 3 iHLWMMK
niKkapcbknMmn 3acobamu Ta iHLWi
BMUAM B3AEMOSj" 3rigHO 3
iHhopmaLieto WwoA0 MegnyHoro
3acTOCyBaHHS ped)epeHTHOro
nikapcbKoro 3acoby
(PNIKCOTMA™ HEBYNN™,
CyCneHsis gns iHranauin).

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignoBigHO fo0 MNopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyji Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

28.

HONbIMA3A®

TabneTkun
racTpopesnCTeHTHI No
40 wmr, no 14 TabneTok y
6nicTepi; no 1 a6o no 2,
abo no 4 6nictepn y
KapTOHHI Kopoo6Lli

KPKA, a.4a., Hoso
MecTo

CnogeHis

KPKA, a.4.,
HoBo mecTo

CnoseHis

MepepeecTpauis Ha
HeobMeXeHuit TEPMIH.
3MmiHu | TUny - 3miHK Wwoao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuyi

3a
peyenmom

He
nionsieae

UA/7955/01/02
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKOro
3acoby B mic/ispeecTpavyiiiHmii
nepiog, abo sk pesynbTar OLiHKU
3BITY 3 AOCNIgKEHb, NPOBEAEHMX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnipxers (PIP)
(iHLWi 3MiHW) - 3MiHWM BHECEHO A0
IHCTPYKLii ANns MeguyHoro
3acTOCyBaHHS NiKapcbKoro
3acoby y po3ginu:
"®apmakonorivHi
BnacTtusocTi"(iHchopmauin 3
6e3nekn), "MpoTunokasaHHs",
"B3aemogis 3 iHWMMKn
nikapcbknMmuy 3acobamu Ta iHLWi
BMAW B3aemogiin", "OcobnmsocTi
3acTocyBaHHA", "3acTocyBaHHsA Y
nepiog BariTHocTi abo royBaHHs
rpyaAat"”, "3gartHicTb BIANBaTH Ha
LWBMAKICTb peakLii Npy KkepyBaHHi
aBTOTPaHCMNOPTOM a60 iHWKMMK
mMexaHismamu', "Mo6iuHi peakwyii"
Bi4MNOBIAHO A0 OHOB/IEHOT
iHbopmauii 3 6e3neku giroyoi
PeYoBUHN.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignoBigHO fo0 MNopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpPOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MeKu.
29. HONbMNA3A® Tabnetku KPKA, a.4., Hoso CnoBeHis KPKA, a.4., CnoseHis MepepeecTpauis Ha 3a He UA/7955/01/01
MecTo HoBo mecTo HEOOMEXEHUI TEPMIH. peyenmom nionseae

racTpope3nCTEHTHI Mo
20 mr, no 14 TabneTok y
6nictepi; no 1 a6o no 2,
abo no 4 6nictepn y
KapTOHHIA KOpooLi

3MiHu | TUNy - 3MiHK Wwoa0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimkeHsb 3 6e3neku
3acTOCyBaHHS NiKapCbKOro
3acoby B mic/iApeecTpavyiiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 AOCNISKEHb, NPOBEAEHMNX
BifNoBiAHO 40 NnaHy
negiatpuuHnx gocnipxeHs (PIP)
(iHLWi 3MiHW) - 3MiHWM BHECEHO A0
IHCTPYKUIT AN MeguyHoro
3aCTOCyBaHHS NiKapcbKoro
3acoby y po3ginu:
"MapMakonorivHi
BnacTtusocTi"(iHchopmauia 3
6e3nekn), "MpoTunokasaHHs",
"B3aemMogis 3 iHWMMK
niKkapcbkrMmuy 3acobamu Ta iHLWi
BMAW B3aemogiin", "OcobnmsocTi
3acTocyBaHHS", "3acToCyBaHHsA Y
nepiog BariTHocTi abo rofyBaHHs
rpyaAat"”, "3pgartHicTb BAMBaTH Ha
LUBUAKICTb peakuii npy KkepyBaHHi
aBTOTPaHCNOPTOM a60 iHWKMK
mMexaHismamu', "Mo6iuHi peakwii"
Bi4NOBIAHO A0 OHOB/EHOT
iHdbopmaii 3 6e3nekun girouoi
PeYoBUHN.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/HOBAHOrO 3BITY 3
6e3nekun BigNoBiAHO Ao Mopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPAKEHOT0 Haka3om
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHwuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

30.

MYCTUPHUKA
HACTOUKA

HacTolika no 25 mn, 40
M1,50 M a6o 100 mny
dhnakoHax

Mnn "Kinadpcp"

YkpaiHa

nn "Kinadd"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/HOBAHOrO 3BITY 3
6e3nekun BigNoBiAHO A0 MNopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPAKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU 3[10POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaveHMmn y
nepiogNYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3MeKu.

6e3
peuyenma

nionsieae

UA/12545/01/01

31.

POHEM

NOPOLLIOK ANSi PO3UUHY

ANA iH'ekuii no 125 mr; 1

ab60 10 dhriakoHiB 3
NMOPOLLKOM Y KapTOHHiiA
Kopoo6Li

M-IuBecT JlimiTeq,

Kinp

BeHyc
Pewmegic
Nimiteq

IHais

MepepeecTpauis Ha
HeobMexeHuli TepMiH. 3MiHu |
TMny - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHNX
npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,
3MiHa yNoBHOBaXeHOT ocobw,
BiNOBIAaNbHOI 3a 3iICHEHHS
thapmakoHarnagy; KOHTakTHol
0cobu 3 hapmakoHarnagy
3asBHUKA ANA 3AiAICHEHHS
hapMakoHarnisay B YkpaiHi, KO

3a
peuyenmom

He
nionsieae

UA/5881/01/04
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

BOHa BifjMiHHa Bif,
YMOBHOBaXEHOI 0CO6Y,
BiAnoBiAa/IbHOI 3a 3AjACHEHHS
hapMakoHarnsgy (Bkioyaroum
KOHTaKTHi fjaHi) Ta/abo 3MiHn y
po3MilLeHHi macTep-chaiina
cuctemu chapMakoHarniagy).
3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XEHOT 0coby.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

32.

POHEM

MOPOLLOK A/151 PO3UNHY
ANns iH'ekyin no 250 wr; 1
a60 10 dhrakoHiB 3
MOPOLLKOM Y KapTOHHilA
Kopoo6Li

M-IHBecT JlimiTeq,

Kinp

BeHyc
Pewmegic
Nimiteq

IHais

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX
npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHNX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, AKLWO
BOHa BifMiHHa Bif,
YNOBHOBaXEHOT 0CO6Y,
BiANoBiAa/bHOI 3a 3AjACHEHHS
hapmakoHarnsgy (Bkiroyaoum
KOHTaKTHi AiaHi) Ta/abo 3MiHn y

3a
peyenmom

He
nionsieae

UA/5881/01/03
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

pO3MiLLeHHi MacTep-thaiina

cuctemu chapmakoHarangy).
3MiHa KOHTaKTHUX AaHnX
YNOBHOBAaXEHOI 0CO6U.

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 Mopsaaky

3[jiCHEeHHS hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakujii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaYeHMn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

33.

POHEM

NMOPOLLOK A/151 PO3UNHY
Ons iH'ekyii no 500 mr; 1
ab60o 10 cpnakoHiB 3
MOPOLLKOM Y KapTOHHIl
KopooLi

M-IHBecT JlimiTeq,

Kinp

BeHyc
Pemegic
Nimiteq

IHais

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU WoAa0
6e3nekn/edeKkTBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3arasibHEHUX AaHnX
npo cuctemy papmakoHarnisgy
(BBEfEHHA y3arasibHEHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOi 0cobw,
BiANoBiAa/bHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3AiCHEHHSA
hapmakoHarnagy B YkpaiHi, AKLWOo
BOHa BiMiHHA Bif,
YMOBHOBaXEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLeHHi MacTep-thaiina
cuctemun chapMmakoHaraingy).
3MiHa KOHTaKTHUX AaHnX
YNOBHOBAaXEHOI 0CO6Y.

3a
peyenmom

He
nionsiecae

UA/5881/01/01




36

n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignNoBigHO fo0 MNopsaaky

3[jiCHEHHS1 chapmakoHarnaay,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpPOHY 340POB’'S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

34.

POHEM

MOPOLLOK A4/15 PO3UNHY
Ons iH’ekyin no 1000 wmr;
1 a6o 10 dhnakoHiB 3
MOPOLLUKOM Y KapTOHHiiA
KopoobLi

M-IHBecT JlimiTeq,

Kinp

BeHyc
Pewmepic
Nimiten

IHAjia

MepepeecTpauis Ha
HeoBbMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BeeneHHs abo
3MiHM A0 y3araslbHEHUX AaHuX
npo cuctemy hapmakoHarnsagy
(BBEAEHHSA y3arasIbHEHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0cobu 3 hapmakoHarnagy
3asBHUKA A9 3AiAICHEHHS
thapmakoHarnsgy B YkpaiHi, SKLL0
BOHa BifMiHHa Bif
YNOBHOBAaXEHOI 0Ccobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkirovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MileHHI MacTep-harina
cuctemu chapmakoHarniagy).
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXXEHOT 0CO6Y.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/HOBAHOrO 3BITY 3
6e3nekun BigNoBiAHO Ao Mopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPAKEHOT0 Haka3om

3a
peyenmom

He
nionsieae

UA/5881/01/02
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHwuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

35.

YBIXIHOH
KOMMO3NTYM

PO3YUH ANs1 iH'EKLNA, NO
2,2 mn B amnyni; no 5
amnysn y KOHTYPHii
YapyHKOBIli ynakoBLii; no
1 KOHTYpHI YapyHKOBIl
ynakoBLji B kopobui 3
KapTOHY; No 2,2 Mn B
amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIl
ynakosLii; no 20
KOHTYPHUX YapyHKOBUX
yNakoBOK y KOpobLii 3
KapTOoHY

Bionoriwe
XalinbMiTTenb
Xeenb M'M6X

HimeuunHa

Bionoriwe
Xalinbmittenb
Xeenb M'M6X

HimeyunHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekun/edeKkTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHWX
npo cucTemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, KO
BOHa BifMiHHa Bif,
YMOBHOBaXXEHOT 0CO6Y,
BignoBiAabHOI 3a 3AjACHEHHS
hapmakoHarnsgy (Bkiroyaroum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-thaiina
cuctemu hapmakoHarnagy) -
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOI 0c06Y 3asBHMKA

MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne

3a
peyenmom

He
nionsieae

UA/0018/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHMnN y
nepioguYHOCTI MoAaHHSA
perynspHux 3BiTiB 3 6e3nekun
36. DPAPUCIN Tabnetkn ans CninbHe YKpaina Ankana IcnaHis MepepeecTpauis Ha 6e3 nidnseae UA/12843/01/01
PO3CMOKTYBaHHS 3i YKpPaiHCbKO- ®apma, C.J1. HeoOMeXeHWn TepMiH. peyenma
CMaKoM anefibCuHy no icnaHcbke 3MiHu | TUny - 3MiHn Wwopao

10 Tabnetok y 6nictepi;
no 2 6nictepu B nav,i 3
KapTOoHYy

nignpyeMCTBO

"Cnepko Ykpaina"

6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
LochigpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3aco6y B nicnsipeecTpaviiinmii
nepiog, abo sk pe3ynbTar OLiHKK
3BiTY 3 LOCNIIKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NaHy
negiatpuyHux gocnigpkern (PIP)
(3MiHY y3rofXeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVM
opraHom) - 3MiHM BHECEHO [0
IHCTPYKUIT AN MeguyHoro
3aCcTOCyBaHHS NiKapCbKoro
3acoby Ao posginis
"MpoTunnokasaHHa", "MobiyHi
peaxuii”, "OcobnmsocTi
3acTocyBaHHs", "B3aemogis 3
iHLWIMMKM nikapcbkMKU 3acobamm
abo iHWi Buam Bzaemogiii"
BiANOBIAHO [0 OHOBMEHOT
iHchopmauii 3 6e3nekn girounx
PEYOBYH.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO f0 MNopsaaky

3[jiCHEeHHSs chapmakoHarnagy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa 0XOpPOHY 340pPOB’s
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi ocTuuji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3 6e3neKu.

37.

DAPUCIN

Tabnetkn ans
PO3CMOKTYBaHHS 3i
CMakoMm SIMMOHY o 10
TabneTok y 6nictepi; no
2 6nictepu B navui 3
KapTOHY

CninebHe
YKpPaiHCLKO-
icnaHcbke
nigNpPUeEMCTBO

"Cnepko YkpaiHa"

YkpaiHa

Ankana
®apwma, C.J1.

IcnaHis

MepepeecTpauis Ha
HE0BMEeXeHW TePMIH.
3miHu | TUny - 3miHu Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCyBaHHA Ha
nigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnimxkeHb 3 6e3neku
3aCTOCyBaHHS NiKapcbKoro
3acoby B nicspeecTpayiiHmii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 LOCNiKEHb, MPOBEAEHNX
BiANOBIAHO A0 NAaHy
negiatpuyHux gocnigpxeHs (PIP)
(3MiHY y3rofxeHo 3
KOMMETEHTHUM YNOBHOBa&XEHUM
opraHom) - 3MiHVW BHECEHO [0
IHCTPYKUIT AN MeguyuHoro
3acTOCyBaHHS NiKapCbKOro
3acoby Ao po3gainis
"MpoTunokasaHHs", "Mo6iuvHi
peakuii, "OcobnmsocTi
3acTocyBaHHsA", "B3aemogis 3
iHLWMMK niKkapcbknMy 3acobamm
abo iHwWi Bnan B3aemogiii"
Bi4NOBIAHO A0 OHOB/EHOT
iHchopMmawii 3 6e3nekun girumnx
PEeYOBUH.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOBJ/IIOBAHOIO 3BITY 3

6e3
peyenma

niosnsiecae

UA/12844/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asasHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

6e3neku BigNoBiaHO A0 MNopsaaky
3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

38.

LL/TYHKOBI
KPAMNMI

Kpanni opasbHi No 25 mMn
Y CKNsTHOMY h/1aKoHi-
KpanesnbHuui; no 1
hnakoHy-KpanesibHULi B
nauuj 3 kKapToHy; no 25
MY do1aKoHi
nonimepHomy; rno 1
hnakoHy B navui 3
KapToHy; no 25 mny
CK/ISIHMX hakoHax-
KpanesibH1usX; no 25
MY doiakoHax
noniMepHmnx

TOB
"TepHodhapm"

YkpaiHa

TOB
"TepHodchapm"

YKpaiHa

MepepeecTpauis Ha
HeoOMeXeHW TEPMIH.

MepioAnyHICTb NOAAHHSA
perynspHoO OHOBJ/HOBAHOrO 3BITY 3
6e3neku BigNoBiAHO Ao Mopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKamMu, 3a3HaveHMmn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3MeKu.

6e3
peuyenma

nionsieae

UA/8740/01/01

HayanbHuK YnpasniHHA (papmaueBTUYHOT AiANIbHOCTI Ta
AKOCTI (hapmaLeBTUYHOI NPOAYKLT

T.M. IacKOBCbKUu




NIKAPCbKNX 3ACOBIB (MEAVUYHNX IMYHOBIOMOMNYHUX NPEMNAPATIB), LLOAO AKUX BYIN BHECEHI 3MIHU A0 PEECTPALIAHNX MATEPIANIB, SKI

MEPENIK

Jopatok 3

A0 Haka3y MiHicTepcTBa OXOPOHU

3[4,0pPOB’A YKpaiHu
21.03.2018 Ne 521

BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKMNX 3ACOBIB YKPAIHU

Ne Hasga snikapcbko20 dopma sunycky 3assHUK Kpaina Bupo6HuK KpaiHa Peecmpayilina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
1. | ABUTPOMILUVH TabneTkun, BKPUTI "FOHik IHAis FOHiK IHAaia BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/7280/01/01
EBPO 060/10HKOI0, MO dapmacboTrKas dapmacbloThK TUny - AGMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BMW peyenmom
125 wmr, no 6 TabneTok y Nab6opaTopiz" an nikapceKoro 3acoby (3UTPOLUWH); 3miHun | Tuny -
6nicTepi; no 1 6nictepy (BigaineHHs dipmu Na6opatopi3 3MiHu Wwopao 6e3nekn/edekTUBHOCTI Ta
Y KapTOHHIli kopoobLi "[x. B. Kemikans (BipaineHHs hapmakoHarnsgy (iHwi 3mMiHn) (He3HauHi 3miHn y
eHf, ipmu "Ox. B. TeKCTi MapKyBaHHA. HafaHHs oHOBMEHOI hopMu
dapmacbloTUKan3 Kemikans eHg TEKCTY MapKyBaHHS NepBUHHOI Ta BTOPUHHOT
nrp.") dapmacbloThK yMakoBOK)
ans ita.")
2. | ASUTPOMIUVH TabneTkun, BKpUTI "FOHik IHAis HOHiK IHAain BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/7280/01/02
EBPO 060/10HKOI0, N0 dapmacboTrKas dapmacbloThK TUny - AGMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BMW peyenmom
250 mr, no 6 TabneTok y Nab6opaTopiz" an nikapcbKoro 3acoby (3UTPOLUWH); 3miHun | Tuny -
6nicTepi; no 1 6nictepy (BigaineHHs dipmu Na6opatopis 3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
Y KapTOHHIli kopobLi "[x. B. Kemikan3 (BipgaineHHs hapmakoHarnsgy (iHwi 3mMiHn) (He3HauHi 3miHn y
eHf ipmun "Ox. B. TeKCTi MapKyBaHHA. HafaHHs OHOBMEHOI hopMu
dapmacbloTUKan3 Kemikans eng TEKCTY MapKyBaHHA NePBUHHOI Ta BTOPUHHOT
nrp.") dapmacbloThK yMakoBOK)
ans ita.")
3. | ASUTPOMIUVH TabneTkun, BKpUTI "FOHik IHAis HOHiK IHAaia BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/7280/01/03
€BPO 060/10HKOI0, N0 dapmacboTukan PapmacbTHK TMny - AGMiHICTpPaTUBHI 3MiHW. 3MiHa Ha3Bun peyenmom
500 mMr no 3 Tabnetkn y Nab6opaTopiz" an nikapcbkoro 3acoby (3UTPOLUWH); 3miHun | Tuny -
6nicTepi; no 1 6nictepy (BigaineHHs dipmu Na6opatopis 3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
Y KapTOHHiIli kopobui "x. B. Kemikans (BipaineHHs thapmakoHarnagy (iHwi 3mMiHn) (He3HauHi 3mMiHW y
eHf ipmn "Ox. B. TeKCTi MapKyBaHHS. HagaHHs OHOBEHOI dhopMun
dapmacbloTUKan3 Kemikans eHg TEKCTY MapKyBaHHA NEePBUHHOT Ta BTOPUHHOT
nrp.™) PapmacbTHK ynaKkoBOK)
ans ita.")
4. | AKKYNPO® TabneTkn, BKPUTI Mdpaiizep IHK. CWA Mdpaiizep HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/1570/01/01
NNiBKOBOK 0600HKOM, MeHtodhekuyp 3MiHU | TUNY - NOAAHHSA OHOB/IEHOTO cepTudikaTty peyernmom
no 5 mr no 10 TabneTok WHTr Jonunens, BiANOBIAHOCTI €Bponelickkili hapmakonei ans
y 6nicTepi; no 3 m6X XenatuHy; 3anponoHoBaHo: R1-CEP 2003-172 Rev
6nicTepy B KapTOHIlA 01
KopoobUi
5. | AKKYNMPO® TabneTku, BKpUTI Mdpaiizep IHk. CLIA Mdpaiizep HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/1570/01/02
NAiBKOBOK 060/IOHKOHO, MeHtodhekuyp 3MiHK | TUNY - NOAAHHSA OHOBIEHOTO cepTudikaTy peuyenmom
no 10 mr no 10 Tabnetok WHTr Jonunens, BiNOBIAHOCTI €Bponelickkili thapmakonei ans
y 6nicTepi; no 1 abo no m6X XenaTuHy; 3anponoHoBaHo: R1-CEP 2003-172 Rev
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
3 6nicTepmn B KAPTOHIl 01
Kopobui
6. | AKKYNPO® TabneTtku, BKPUTI Mdpaiizep IHK. CWA Mdpaiizep HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/1570/01/03
NAiBKOBOK 060/IOHKOHO, MeHtodekuyp 3MiHK | TUNY - NOAAHHSA OHOBEHOTO cepTudiikaTy peyernmom
no 20 mr no 10 Ta6neTok WHr JoiuneHp, BiANOBIAHOCTI EBponeiickbkili hapmakonei gns
y 6nictepi; no 1 a6o no m6X, XenaTuHy; 3anponoHoBaHo: R1-CEP 2003-172 Rev
3 6nicTepu B KapTOHii HimeuunHa 01
Kopobui
7. | AKKYNPO® TabneTkun, BKPUTI Mdcpaiizep IHK. CLIA Mdcpaiizep HimeuunHa BHECEHHS 3MiH 10 peecTpavliiiHnux maTepianis: 3a UA/1570/01/04
NAiBKOBOK 060/IOHKOHO, MeHtodekuyp 3MiHK | TUMY - NOAAHHS OHOBIEHOTO cepTudikaTy peyenmom
no 40 mr no 7 TabneTok WHr [loAunens BiANOBIAHOCTI EBponeiickbkili hapmakonei ans
y 6nicTepi; no 4 6X XenatuHy; 3anponoHosaHo: R1-CEP 2003-172 Rev
61icTepy B KapTOHiiA 01
Kopo6ui
8. | ANIbFEPIKA Kancynu Teepgi no 75 TOB "Tesa YkpaiHa MNAIBA XopsarTis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/13629/01/01
mr, no 14 kancyn y Ykpaina" XpBarcka MMy - 3MiHM 3 AKOCTi. [OTOBWIA NlikapCbkuii 3aci6. peyenmom
6nictepi; no 1, 2, abo 4 4.0.0. CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
6nictepu y Kopobui hopmy abo po3Mipy KoHTeliHepa un
3aKynoproBasIbHOTO 3acoby (MepPBUHHOI yNakoBKM)
(HecTepunbHi nikapcbki 3aco6u) (3MiHa KinlbKOCTi
Kancyn y énictepi Ana gosysaHb no 75 mr ta 150 wmr, 3
BiANOBIAHUMY 3MiHAMW Y p. «YNakoBKa». FK Hacnigok
BiAGYIMCb 3MiHM pO3Mipy 6icTepy Ta BTOPUHHOI
ynakoBku, 6e3 3MiHW NePBMHHOrO NakyBaslbHOTO
marepiany) (TepmiH BBE4EHHS 3MiH MPOTAroM 6-Tu
MiCsILiB Nicns 3aTBEPKEHHS)
9. | ANIbIEPIKA kancynv Teepgi no 150 TOB "TeBa YkpaiHa MNIBA XopsarTis BHECEHHS 3MiH 0 peecTpaLiiniHux matepiasnis: 3MiHu | 3a UA/13629/01/02
mr, no 14 kancyn y YkpaiHa" XpBarcka UMy - 3MiHY 3 AKOCTi. [OTOBWIA NlikapCbKuii 3aci6. peyenmom
6nictepi; no 1, 2, a6o 4 4.0.0. CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
6nictepu y kopobui ¢opmm abo po3Mipy KoHTeliHepa umn
3aKynoproBasIbHOro 3acoby (MepPBUHHOI yNakoBKM)
(HecTepunbHi Nikapcbki 3acobu) (3MiHa KiNbKOCTi
Kancyn y énictepi 4na gosysaHb no 75 mr ta 150 wmr, 3
BiANOBIAHUMY 3MiHAMW Y p. «YNakoBKa». FK Hacnigok
BiAGyNMcb 3MiHM po3Mipy 6icTepy Ta BTOPUHHOT
ynakoBku, 6e3 3MiHW NEePBMHHOrO NakyBas/lbHOTO
Mmatepiany) (TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tu
MiCSILiB Nicns 3aTBEPAKEHHS)
10. | AMBPOKCOI/1- cupon, 15 mr/5 ma no ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiiHnx matepianis: 3MiHu |l 6e3 UA/5897/01/01
340POB'A 100 mn 'y dpnakoHi, no 1 o6MexeHo BVMPOGHMLTBA, TUny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenma
donakoHy pasom 3 BiANOBiAa/IbHICTIO KOHTPO/b thapmakoHarnsgy. BHeceHHsi abo 3miHa(K) Ao
MipHOIO NTIOXKOIO B "®apmaueBTnyHa SIKOCTi, BUNYCK 3000B'AA3aHb Ta YMOB B/Aadi peecTpauiiiHoro
KapTOHHIA KopoobLi KOMnaHis cepii: NocCBigYeHHs, BKIYatoum MnaH ynpasniHHA
"3p0poB'a” ToBapucTso 3 pusmkKamm (3acTocyBaHHS 3MiH(1), siki(a) BUMaratoTb(€)
obmexeHor NoAasTbLIOr0 06rPYHTYBaHHS HOBMMM AOAATKOBUM

BiANoBigaNbHI

AaHnMK, WO MakTb HagaBaTnuca KOMNETEHTHUM
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
cTI0 OpraHoMm, OCKi/IbkV BUMaraeTbCs CyTTEBA OLjiHKa
"®apmaueBTu KOMMEeTEeHTHUM opraHom) (BukoHaHHSi 3060B'si3aHb
YHa KOMNaHis BigNoBigHO A0 NiagnyHKTY 1.13 nyHKTY 1, NignyHKTy 2.3
"3p0pos'a"’, NyHKTY 2 gopartky 15 o MNopagky nposefeHHs
YkpaiHa; eKcnepTn3n peecTpauiiHux MaTepianis Ha flikapcbki
BCi cTagii 3acobu, Lo NoJaloTbCs Ha AepXaBHy peecTpaLiio
BUPOGHMLTBA, (nepepeecTpadito), a TakoX ekcnepTnsn martepianis
KOHTpPO/b MpO BHECEHHS 3MiH 0 peecTpaviiHiX maTtepianis
SAKOCTI: NpoTAroMm fii peecTpaLiiiHoro nNocBig4eHHs,
ToBapucTso 3 3aTBEpPAKEHOro HakasoMm MO3 Big 26.08.2005 Ne 426
obmexeHor (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
BignoBiganbHi
CTIO
"XapkiBcbke
thapmaueBTny
He
niANPMEMCTBO
"340poB'a
Hapozy",
YKpaiHa
11. | AMIHOBEH IHOAHT PO34uH ANs iHQYysili no ®pe3seHiyc Kabi HimeyunHa PpeseHiyc ABCTpIs BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/4585/01/01
10% 100 mn a6o no 250 mny [oliunang MrmeX Kabi ABcTpis 3MiHK | TUNY - NO4AHHSA HOBOTO ab0 OHOB/IEHOTO peuyenmom
dhnakoHax v6X cepTudikaTa BignoBigHOCTI abo BUIyYEHHS
cepTudpikaTa BignoBiaHOCTI EBponeiichkiit
hapmakonei gna A®l; onsa BUXigHOro
mMartepiany/peareHTy/NPoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTLCA Y BUPOOHMUTBI API; Ans
[0MNOMDKHOT peyoBuHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBUlA cepTudikaT Bif
HOBOr0 BMPO6HUKA (3aMiHa ab0 [ONOBHEHHS)
12. | AHIJIEKC- PO34MH O1s1 pOTOBOI ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/10126/02/01
3400POB'A NOPOXHUHN No 120 mn y 06MexeHo BMPOGHMLTBA, 3MiHW | TUMY - BUNYyYEHHS 3aTBEPKEHOrO BMPOGHMKA peyenma
thnakoHi; no 1 donakoHy BiANOBIAA/IBHICTIO KOHTPO/b A®I xoniny caniunnaty 80 %; 3MiHW | TUMNY - 3MiHK,
Y KapTOHHIl Kopobui "®apmaueBTNYHa SIKOCTi, BUNYCK noB'si3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BiAMNOBIAHICTb
KOMnaHis cepii: [0 MoHorpadpii ®Y abo €Bponelicbkoi hapmakonei,
"3p0pos'a” ToBapucTso 3 abo iHWOI HavjoHas1bHOI hapmakonei fgepxasn €C
06MEXEHO (3miHa y cneuudpikauisix, nos'ssaHa 3i amiHamu B Y,
BiANOBIAa/bHI abo €sponelicbkiii hapmakonei, abo iHLWii
CTIO HauioHasbHin chapmakonei gepxasu €C); cynyTHs
"bapmaueBTn 3MiHa: 3MiHa y MeToAax BunpobyBaHHss Ad®| abo
YHa KOMNaHis BUXIAHOIO MaTepiany/npoMiXXHOro NpoAyKTy/peareHTy,
"3p0pos'a”, LLIO BUKOPUCTOBYETLCA Y NpoLieci BUpobHuLTea API -
YKpaiHa; BCi npvBefeHHs cneuudikauii Ta MeTogiB BXiAHOrO
cragji KOHTpOsIto AD| xoniHy caniunnaty 80% 3a
BMPOGHMLTBA, nokasHukoM «MikpobionoriyHa uncrota» y

KOHTPOJ1b

BifMOBIAHICTb BUMOT itl040ro BugaHHs AdY; 3miHu Il
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
AKOCTI: TUMY - 3MiHa BUPOOHWMKa BMXiAHOrO/MPOMIKHOro
ToBapuCTBO 3 npoayKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
06MeXeHOo BUpo6HUYOMY npoueci A®I, abo 3miHa BUPO6HMKA
BiANOBIA&UTbHI (Bkntovaroun, ge HeobxigHo, MicLe NPoBeAEHHS
CTIO KOHTpOsto sikocTi) AdI (3a BigcyTHOCTI cepTuddikata
"XapkiBcbke BiANOBIAHOCTI EBponeiickkili hapmakonei y
hapmauesTuy 3aTBEPAKEHOMY [OCbE)(BBEAEHHS HOBOrO BUPOGHMKA
He A®| 3 HaaaHHAM MacTep-haiina Ha Adl); cynyTHs
nignpueMcTBo 3MiHa: 3MiHa y napameTpax cneuudikauii Ta/abo
"3p0poB'sa O0NYyCTUMUX MEX, BUSHAUYEHMX Y crieuymdikaLisx Ha
Hapogay", A®I, ab0o BUXIZHWA/NPOMIXKHWIA MPOAYKT/peareHT, Lo
YKpaiHa BMKOPUCTOBYIOTLCS Y NpoLeci BUpobHuutea Adl;
CynyTHA 3MiHa: 3MiHa y meTogax BunpobysaHHs AdI
abo BuxigHOro marepiany/npomikHoro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLIEC
BMPOGHMLTBA AD| - fofaBaHHS BUPOOHUKa AdI
xoniHy caniyunaty 80 %, SiK HacMifoK, MPYBEAEHHS
cneumaikaLii Ta MeToiB BXIAHOTO KOHTPOsI0 Ha AdI
BIANOBIAHO A0 AOKYMeHTAaUil BUPOGHMKa
13. | AHIJIEKC- cnpeii ans poToBoi ToBapucTBO 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 6e3 UA/10126/01/01
3400POB'A NOPOXHUHN no 30 MmNy 06MEXEHO 06MeXeHo 3MiHUM | TUNY - BUNYYEHHS 3aTBEepAXEHOro BUPOOHUKa peyenma
6as10Hi 3 K1anaHoM- BiANOBIAA/TIbHICTIO BiANOBIA&/TbHI A®I xoniHy caniunnaty 80 %; 3MiHW | TURY - 3MiHK,
HacocoMm, HacagKow- "PapmaueBTNYHa CTIO noB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiAMOBIAHICTb
posnuaoBayem; no 1 KOMnNaHis "papmaneBTn [0 MoHorpadpii A®Y abo €Bponelicbkoi hapmakonei,
6as10Hy B KApPTOHHIi "3p0pos'a” YHa KOMNaHis abo iHWOi HauioHas1bHOI dhapmakonei gepxasun EC
Kopo6ui; no 50 mny "3popos'a”

hNakoHi 3 opasibHUM
po3nuoBabHUM
NPUCTPOEM; Mno 1
(h/1aKOHY B KapTOHHiiA
Kopobui

(3miHa y cneuudikauisix, nos'sasaHa 3i 3miHamu B J®Y,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaLujioHasbHIli chapmakonei gepxasu €C); cynyTHs
3MiHa: 3MiHa y MeTofax BunpobyBaHHs A®| abo
BUXiAHOIO MaTepiany/npoMiXHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y npoueci BupobHuutea A®l —
npuBefeHHs cneuudikauii Ta MeToAis BXiAHOro
KoHTponto A®I xoniHy caniumnaty 80 % 3a
nokasHukom «MikpobionoriyHa uncrota» y
Bif4NOBIAHICTL BUMOT Ajtodoro BugaHHsa AdY; 3miHu |l
TMny - 3MiHa BUPOBHUKA BMXiAHOTO/NPOMIXHOrO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npotieci A®I, abo 3miHa BUPOGHUKa
(BKTOYatouK, e Heob6XigHO, MicLe NPOBeAEeHHS
KOHTpOsto sikocTi) AdI (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPLKEHOMY [OCHE)(BBEAEHHS HOBOTO BUPOOHUKA
A®| 3 HagaHHAM MacTep-thaiina Ha Adl); cynyTHs
3MiHa: 3MiHa y napameTpax cneuudikauii Ta/abo
LOMYCTUMMUX MEX, BUSHAUYEHNX y crneundikaLisx Ha
A®I, ab0o BUXiAHUA/NPOMiIXHWIA MPOAYKT/peareHT, Lo
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
BMKOPMCTOBYIOTbCS Y Npoueci BUpobHuytea Adl;
CynyTHS 3MiHa: 3MiHa y MeTofax BUnpobysBaHHs AdI
a60o BuxigHoOro marepiasy/npoMixHoro
npoaykTy/peareHTy, W0 BUKOPUCTOBYETLCS Y NPOLEC
BMpOGHMLUTBA AD| — foAaBaHHS BUPOGHUKa AdDI
XoniHy caniumnaty 80 %, AK HacnigoK, NpUBEeAEHHS
cneumdikauii Ta MeToZAiB BXifHOro KOHTposio Ha Ad|
Bi4MNOBiAHO A0 AOKYMeHTaUil BUPOGHMKA
14. | AN-BIONIK cycneHsisi gns iH'ekwjii MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13091/01/01
no 0,5 mn (1 po3a) abo 1 | "®APMCTAHOAP "®APMCTAH 3MiHM Il TRy - 3MiHK y NpoLeci BUPO6HULITBA FTOTOBOTO | peyenmom
M/ (2 fo3un) B amnynax; T-BIONIK" OAPT-BIOJIK" NiKapcbKoro 3acoby, BKIKYAKUM NPOMDKHUIA NPOAYKT,
no 10 amnyn pasom 3 LLI0 3aCTOCOBYETLCS NPW BUPOGHULTBI FOTOBOIO
iHCTPYKUi€0 Npo NiKapcbKoro 3acoby (Nnikapcbkuii 3aci6 € nikapCcbkum
3acTocyBaHHA Ta 3ac060M 6i0/10rYHOro/iMyHOMOrYHOrO MOXOMKEHHS Ta
ckapudikaTopom 3MiHa BMMarae NpoBeeHHs MOPIBHAIbHUX
yNaKoBYOTb B Mavky 3 JocnipKeHb); CynyTHA 3MiHa: 3MiHa po3mipy cepil
KapToHy. Mpu nakyBaHHi (BK/IKOYALOUM fjana3oH po3Mipy cepil) roToBoro
amnyn 3 KinbLem 3namy nikapcbKoro 3acoby (3MiHa BUMarae OLiHKN
abo Toukoto 3namy MOPIBHAHHOCTI (NPOBeAEHHS NOPIBHAMBHNX
ckapudikaTop He JocnigpKeHb) nikapcbkoro 3acoby
BKNafalTb 6i0M10ri4YHOro/iMyHONONYHOTO NOXOKEHHS abo 3MiHa Yy
po3Mipi cepii BUMarae npoBeAeHHS HOBOTO
LOCMiHKEHHS Bi0EKBIBa/IEHTHOCTI) - 36i/TbLUEHHS
po3Mipy cepil, y 3B'A3Ky 3 f04aBaHHSM HOBOrO
peakTopa 6ibLIOoro 3a 06'eMOM. 3anpPONOHOBAHO:
Po3mip cepii 24 nitpu: 0,5 mn — go 39350 amnyn, 1,0
M — go 19600 amnyn. Po3mip cepii 120 nitpis: 0,5 mn
— [0 199260 amnyn, 1,0 v — go 99620 amnyn
15. | APMAAVH® TabneTku, BKPUTI ToBapucTBO 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3a UA/12306/02/01
060/10HKO0, N0 125 Mr obmexeHoro 06MexeHoto 3MiHM | TUNY - 3MiHa y MeTofax BUNpobyBaHHs peyenmom
no 30 TabneTok y 6aHLj; BigMNOBiga/IbHICTIO BignoBigasibHi roTOBOrO fliKapCbKOro 3acoby (iHLWi 3MiHM y meTogax
no 1 6aHui B nauui 3 HaykoBo- cTio HaykoBo- BMNpobyBaHb (BK/OUaUM 3aMiHy abo [OMNOBHEHHS))
KapToHy; no 10 BMpPOGHMYa hipma BMPOGHMYA
TabneTtok y 6rictepi; no "MIKPOXIM" ipma
3 6nicTepu y navyj 3 "MIKPOXIM"
KapToHy
16. | APTUDJIEKC N/TIKOC | TabneTku, BKpUTI ToBapucTBoO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpauiiiHux maTepiasis: 3miHu || 6e3 UA/12160/01/01
060/10HKO10, Mo 10 06MeXeHo 06MeXeHo TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
Tabnetok y 6nictepi; no BiANOBIAA/TbHICTIO BiANOBIA&UTbHI thapmakoHarnagy. BHeceHHs abo 3miHa(u) o
3 abo 6 brictepiB y "®apmaueBTUYHa CTIO 3060B'A3aHb Ta YMOB Buadi peecTtpauiiHoro
KopobLi 3 KapTOHY KOMnaHis "papmaneBTn NocBigYeHHs, BKYatoum MaaH ynpasniHHA
"3p0pos'a” YHa KOMNaHis py3nkamu (3acTocyBaHHA 3MiH(M), siki(a) BUMaratoTb(€)
"3po0pos'a” NoA&asTbLIOr0 06IPYHTYBaHHS HOBMMM AOLATKOBUM

[aHVMU, L0 MarTb HaaBaTUCS KOMMETEHTHUM
OpraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHNM opraHom) (BMKOHaHHsS1 3060B'si3aHb
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

BignosigHo fo nianyHkty 1.13 nyHkTy 1 fogatky 15 o
Mopsiaky NPoBeAEHHSA eKCnepTu3n peecTpauiniHux
MaTepianis Ha nikapcbki 3aco6u, L0 NoAalnTbCA Ha
AepxXaBHy peecTpaujio (nepepeecTpaLiito), a Takox
eKcnepTM3n martepianis Npo BHECEHHS 3MiH A0
peecTpauiiHnx MaTepianis NpoTarom Aii
peecTpaLiniHOro NoCBiAYEHHS, 3aTBEPAKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

17.

ALETUNCANILWNIO
BA KUC/IOTA-
JAPHULA

TabneTku no 500 Mr no
10 TabneTok y
KOHTYPHUX YapyHKOBUX
ynakoBkax; rno 10
TabneToK y KOHTYpHii
YapyHKOBIli ynakoBLyj; Mo
1 KOHTYpHIli YapyHKOBIli
ynakoBLi B nauLii

MpAT
"®GapmaueBTnyHa
ipma "OapHuus"

YkpaiHa

MpAT
"®apmaueBTu
yHa hipma
"fapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn go
y3aranbHeHVX AaHnx npo cuctemy hapmakoHarnsgy
(BBEfEHHSA y3arasibHEHUX AaHuX NMPo cucTemy
thapmakoHarnsgy, aMmiHa ynoBHOBaXeHOi ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy;
KOHTaKTHOI 0co6u 3 thapmakoHarnagy 3asBHvKa Ans
3piicHeHHs1 chapmakoHarnsgy B YKpaiHi, KLU0 BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3pjlficHeHHs hapMakoHarnsay (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiLLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHoI 3a
thapmakoHarnag:

MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHapoBmy

6e3
peyenma

UA/2992/01/02

18.

BEH3WGEH30AT-
JAPHULA

Mas3b, 250 mr/rno 30 ry
Ty6i, no 1 Ty6i B nauui

MpAT
"®apmaueBTnyHa
ipma "OapHuus”

YkpaiHa

MpAT
"®apmaueBTu
YyHa thipma
"AapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavljiiiHnux maTepianis:
3MiHKM | TURY - 3MiHK WoA0 6e3nekn/edekTBHOCTI Ta
dhapmakoHarnsgy. BeefgeHHa abo 3miHn 1o
y3aranibHeHVX faHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHVX fAaHUX NPo cUcTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
BiNOBiAa/bHOT 3a 34iiCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0cOo6M 3 thapmakoHarnagy 3asBHvKa Ans
3pificHeHHs hapmakoHarnsay B YkpaiHi, KLU0 BOHA
BifAMiHHa Bif, YNOBHOBaXeHOI 0cO6M, BiANOBIAA/ILHOI
3a 3filicHeHHs thapmakoHarnsgy (Bkvarum
KOHTaKTHi AaHi) Ta/abo 3MiHN y pO3MilLEeHHI MacTep-
chaiina cuctemu chapmakoHarnagy) - 3miHa
YMOBHOBaXXEHOT 0CO6M, BignoBigansHoi 3a
thapmakoHarnsag: fitoya pegaxuisi - CMOBX
Cranicnasa AHatoniiBHa; [ponoHoBaHa pefakuis -
Cipaxos Irop OnekcaHgpoBmY

6e3
peyenma

UA/4488/01/01

19.

BETAMETA3OH-
JAPHULA

kpem no 15ra6ono 30 r
y Ty6i; no 1 Ty6i B nauuii

MpAT
"dapmaLueBTnyHa
doipma "JapHuus”

YkpaiHa

MpAT
"papmaneBTu
YyHa chipma

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK WoAo 6e3nekn/edeKkTUBHOCTI Ta
hapmakoHarnsay. BeegeHHs abo 3miHM Ao

3a
peyenmom

UA/1559/01/01
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

"NapHnLA”

y3aranibHeHVX AaHnx Nnpo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHVX AaHUX NPo cUcTemy
thapmakoHarnsgy, 3MmiHa ynoBHoOBaXeHoi ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHvKa Ans
3piicHeHHs1 hapmakoHarnsgy B YKpaiHi, KLL0 BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3pjicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
chapmakoHarnsag;
[itoua pepaxuis - Cmoex CtaHicnasa AHaTONIIBHa;
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHApoBmY

20.

BIKAPA®

TabneTkn, BKPUTI
N1iBKOBOK 060/I0HKOMO,
no 5 mr no 15 tabnetok
y 6nicTepi, no 2
6nicTepy B KAPTOHHii
nauui

NPOG®APMA
IHTEpHeLLHN
TpeiauHr Miviten

ManbTa

Nabopatopioc
HopmoH C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis:
3MiHK | TUNY - 3MiHa po3mipy cepii (BKIoYarumn
Aiana3oH po3mipy cepii) roToBOro /likapCbKoro 3acoby
(36inbLueHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
po3mipom). 3anponoHoBaHo: 1 000 000 TabneTok. 2
000 000 Tabnetok. 3 000 000 TabneTok; 3miHu Il TMNY
- 3MiHM y Npoueci BUPOOHMLTBA FOTOBOrO MiKapCbKOro
3aco0y, BKIOYaUN NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETLCS MPW BUPOGHULTBI FOTOBOrO
NiKapcbKoro 3acoby (CyTTeBa 3MmiHa y NpoLeci
BUPOBHMLITBA, AKa MOXe MaTu iCTOTHUIA BNIMB Ha
AKICTb, 6e3neky Ta e(peKTUBHICTb liKapCbKOro 3acoby)
- MoZepHi3auis 06/1agHaHHS, WO BUKOPUCTOBYETLCS
npy BUPOBHMLITBI Nikapcbkoro 3acoby

3a
peyerimom

UA/12927/01/01

21.

BIKAPA®

TabneTkun, BKPUTI
NAiBKOBOK 060/TIOHKOHO,
no 10 mr no 15 ta6neTok
y 6nicTepi, no 2
61icTepy B KApTOHHIl
nauui

NPO®APMA
IHTEepHeLHN
TpeiauHr Niviteq

ManbTa

Na6opatopioc
HopmoH C.A.

IcnaHis

BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis:
3MiHK | TNy - 3MiHa po3mipy cepii (BkoUaroumn
JianasoH po3Mipy cepii) roTOBOro /ikapCcbKoro 3acoby
(36inbLueHHA A0 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
po3mipom). 3anponoHoBaHo: 1 000 000 TabneTok. 2
000 000 Tabnetok. 3 000 000 TabneTok; 3miHu Il TUNYy
- 3MiHM y npoueci BUpOOHULTBA FOTOBOrO NiKapPCLKOro
3aco6y, BK/IOYAKYM MPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOHULTBI FOTOBOrO
niKapcbKoro 3acoby (CyTTeBa 3MmiHa y npoLeci
BMPOGHMLITBA, iKa MOXe MaTu iCTOTHUIA B/IMB Ha
SKICTb, 6e3neKy Ta eqDeKTUBHICTb JlikapcbKoro 3acoby)
- MoZepHi3auis 06nagHaHHs, L0 BUKOPUCTOBYETLCS
npn BUPOGHULITBI NiKAPCbKOro 3acoby

3a
peyenmom

UA/12927/01/02

22.

BIOKNOT A®

niodpinizat ANs po3vnHy
Ans iH'ekuid no 250 MO,
1 chrakoH 3

TOB "BIO®APMA
MAIA3MA"

YkpaiHa

TOB
"BIO®PAPMA
NJA3MA",

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNy - 3MiHa hopmn abo po3Mipy KOHTelHepa
4M 3aKynoprBasIbHOT0 3acoby (NEPBUHHOI yNakoBKM)

3a
peyenmom

UA/16249/01/01
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
nioghinizatom y YkpaiHa (cTepunbHI nikapcbki 3aco6m) - 3MiHa 06’emy
KOMMEKTI 3 (BpOGHMLTBO, KOHTeliHepy. 3anponoHoBaHo: hriakoH 06’emom 50 M
PO34MHHMKOM (BOAa AN nepBuHHe Ta
iH'exUi) no 5 mny BTOPVHHE
chnakoHi; no 1 donakoHy nakyBaHHs,
3 niogpinizatom Ta no 1 BUMYCK Cepiif;
h1aKoHy 3 PO3UYMHHUKOM BTOPUHHE
pasoMm i3 3acobamu ans nakyBaHHS,
PO3YMHEHHSA Ta BUNYCK Cepii)
BBeAeHHs (1 dinbTp, 1
LUMPWL, OAHOPA30BUIA 3
rONIKOK A5 iH'eKUild, 1
Kpunbyara iHdysinHa
cucTema) y naudi 3
KapTOHyY
23. | BI®OH® CKIH PO34MH HaLLKipHU 1 %, [Nepmadpapm Al HimeuunHa Mi6e Mm6X HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 6e3 UA/13616/01/01
no 15 mn a6o 35 mn ApuHaiimitren 3MiHM | TUMy - 3MiHa Y NEPBUHHIN yNakoBL,i rOTOBOro peyenma
PO34mHyY Y (hriakoHi- b nikapcbKoro 3acoby (SKiCHWIA Ta KinbkicHUiA cknan) -
KpanenbHuui; no 1 M'SIKi Ta HeCcTepw/ibHi piaki Nikapcbki hopmn —
h1aKoHy Y KapTOHHIl BHECEHHS 3MiH 40 MaTepianiB peecTpayiiiHoro 4oCkE
naJui; no 25 mny nop. 3.2.P.7.
donakoHi-cnpei 3
fosaropowm; no 1
(h/1aKOHY Y KapTOHHilA
nauuj
24. | BOPTE3OMIB-TEBA | niodinizar gns po3unHy TeBa I13painb AT YropwmHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15938/01/01
AN iH ekui no 3,5 mr, 1 dapmauesTikasn PapmaLeBTuy BUNPaBNEHHSA TEXHIYHOT NOMUSIKW B IHCTPYKUIT ANs peyenmom
donakoH 3 niocpinizaTom IHgacTpi3 114, HWA 3aBOg MEeAMYHOro 3acTOCyBaHHSA y po3gini “Mo6ivHi peakwii”
y Kopoo6ui TEBA (noMunka chopmaTyBaHHs TeKCTy Tabnmui nobiuHmx
peakuii)
25. | BPOMIEKCWUH- Tabnetku no 8 mr no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 6e3 UA/5902/01/01
OAPHMLUA TabNeToK y KOHTYpHii "PapmaueBTUYHa "papmaneBTn 3MiHuM | TUNY - 3MiHKN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
YapyHKoBIli ynakoBLi; No thipma "fapHuua” YyHa hipma thapmakoHarnsgy. BeegeHHs abo 3miHu o
5 KOHTYPHUX YapyHKOBUX "AapHuua" y3arasibHeHVX AaHnx Npo cuctemMy hapmakoHarnsgy

ynakoBOK y nauu,i; no 10
TabneToK y KOHTYPHUX
YapyHKOBUX yrakoBKax;
no 20 TabneTok y
KOHTYPHUX YapyHKOBUX
yrnakoBKax

(BBEAEHHSA y3araslbHEHVX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOT ocobu,
BiAMOBIA&/IbHOI 3a 34iiCHEHH:A dhapmakoHarnsagy;

KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3asBHuKa ans

3ailicHeHHs hapMakoHarnsgy B YKpaiHi, SKIL0 BoHa

BiAMIHHA BiJ YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI

3a 3fjicHeHHs hapMakoHarnsay (Bkiryarun

KOHTaKTHI AaHi) Ta/abo 3MiH1 Y pO3MilLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M, BignoBigansHOI 3a

hapmakoHarnsag:
[itoya pegakuis - Cmox CTaHiciaBa AHaTONMIIBHA;
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHgpoBmy
26. | BYCKOMAH® TabneTtku, BKPUTI TOB "CaHodi- YkpaiHa [enbcapm dpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/6378/01/01
LlyKPOBOH 060J10HKOH, ABeHTIC YkpaiHa" Pelimc 3MiHK | TUny - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenma
no 10 mr; no 20 thapmakoHarnsgy. BeegeHHs abo 3miHu o
Tabnetok y 6nictepi; no y3arasibHeHUX gaHux Npo cuctemy dpapmakoHarnsgy
1 6nicTepy B KAPTOHHIN (BBEAEHHSA y3ara/lbHEHNX AAaHUX MPO CUCTEMY
Kopoo6Li dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 hapmakoHarnsgy 3asBHvKa Ans
3pificHeHHs hapmakoHarnsay B YkpaiHi, KLU0 BOHa
BigMiHHa Bif, yNOBHOBaXEHOI 0c06W, BignoBigansHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkiroyaroun
KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MilLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
yMOBHOBaXeHOT 0cobu, BifgnoBiganbHOT Ans
3fiiicHeHHs chapmakoHarnagy: NponoHoBaHa
pepakuis — KnilmH AHTOH MukonaiioBuy. 3miHa
KOHTaKTHUX JaHuX YyNOBHOBaXKeHOI ocobu,
BigNoBiAabHOI AN 34iCHEHHsT dhapMakoHarnsay
27. | BATITEK necapii no 18,9 mr no 5 €Bpo lalichkep Benvka Ec.Ci. PymyHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/15913/01/01
necapiis y ctpuni, no 2 nTp, BpuTaHis Marictpa BUNPAB/IEHHST TEXHIYHOT MOMUIIKM Y METOAAX peyenma
CTPWNW B KAPTOHHIA Ci&Ci C.P./. KOHTPOJ1I0 SIKOCTi FOTOBOTO JlikapcbKoro 3acoby, B
KopooLi po3sgini «Cknag» MKA 6yno fonyLieHo noMuaky npu
3a3HaYeHHi Ha3BM BUPOGHYKA Ail040i peYOBUHM
28. | BA3OKI/IH- TabneTku, BKPUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15437/01/01
AAPHMNLUA 06010HKOt0, N0 10 Mr nNo "dapmaLueBTnyHa "papmaneBTu 3MiHY | TUny - 3MiHK WoAo 6e3nekn/edeKkTUBHOCTI Ta peyenmom
10 TabneToK y KOHTYpHIili | chipma "OdapHuysa” yHa hipma thapmakoHarnsgy. BeegeHHs abo 3miHv o
YapyHKOBIli ynakoBLi; No "NapHuus” y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy
3 KOHTYpPHi YapyHKOBI (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
yrnakoBkM B mauui; no 14 thapmakoHarnagy, 3mMiHa ynoBHOBaXeHOT 0cobwm,
TabNeToK y KOHTYpHii BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
YapyHKoBIli ynakoBLi; No KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3assHvKa Ans
2 KOHTYpPHI YapyHKOBI 3pjiicHeHHs chapmakoHarnsgy B YkpaiHi, K0 BOHA
ynakoBKU B navi BiAMiHHa Bif, yNOBHOBaXeEHOT 0c06W, BifnoBiganbHOl
3a 34iliCHEHHA hapmakoHarnsgy (Bkiovaoum
KOHTaKTHi AaHi) Ta/abo 3MiHN Yy pO3MilLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0CO6MU, BignoBigaNbHOI 3a
chapmakoHarnsag;:
[Litova pepakuis - CmoBx CtaHicnasa AHaTOnMIBHa;
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHgpoBmY
29. | BA3OKI/IH- TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15437/01/02
AAPHMNLUA 06010HKO0, N0 20 Mr No "dGapmavueBTnyHa "papmaneBTu 3MiHW | TMny - 3MiHK Woao 6e3nekn/etekTMBHOCTI Ta peyenmom
10 Tab1eToK Y KOHTYpPHIn | diipma "dapHuusa” YyHa chipma hapMakoHarnsay. BeegeHHs abo 3miHM A0
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

YapyHKOBIli ynakoBLyj; no
3 KOHTYpPHI YapyHKOBI
ynakoBKu B nadui; no 14
TabneToK y KOHTYpPHii
YapyHKOBIli ynakoBLyj; Mo
2 KOHTYpPHI YapyHKOBI
yMakoBKU B mauLi

"NapHnLA”

y3aranibHeHVX AaHnx Nnpo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHVX AaHUX NPo cUcTemy
thapmakoHarnsgy, 3MmiHa ynoBHoOBaXeHoi ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHvKa Ans
3piicHeHHs1 hapmakoHarnsgy B YKpaiHi, KLL0 BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3pjicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
chapmakoHarnsag;
[itoua pepaxuis - Cmoex CtaHicnasa AHaTONIIBHa;
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHApoBmY

30.

BE/NBIMEJA

KOHLeHTpaT Ans
po34nHy Ans iHdysii, 10
mr/mn no 1 mn abo no 5
My chnakoHi; no 1
h1aKoHy Y KapTOHHIl
Kopobui

Anbmega
PapmacboTiKasiC
Al

Llseiiuapis

AkTasic ITani
C.n.A

ITanis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn go
y3aranbHeHVX AaHnx npo cuctemy hapmakoHarnsgy
(BBEfEHHA y3arasibHEHUX JaHuX NPo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHoi ocobu,
BiANOBIA&/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHuKa ans
3piicHeHHs1 chapmakoHarnsgy B YKpaiHi, KLU0 BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3pjlicHeHHs hapMakoHarnsay (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHW y PO3MiLLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsagy) - fivoua pegakuis:
yMNOBHOBaXeHa 0coba BifnoBifaibHa 3a
thapmakoHarnsag - YobaHy Ana. MponoHoBaHa
pejakLis: ynoBHOBaXeHa ocoba BifnoBsifasibHa 3a
hapmakoHarnsag - AniHa Kyky (Alina Cucu), KOHTaKTHa
ocoba BignosigasnbHa 3a chapmakoHarnsag - Bosk
AHZpiit BopucoBny. 3mMiHa KOHTaAKTHUX AaHWX
YMNOBHOBaXXeHOT 0C06M. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0cobu

3a
peyerimom

UA/15834/01/01

31.

BEHITAH® ®OPTE

renb no 50 ry Ty6i; no 1
Ty6i B KAPTOHHI KOpo6Lyi

CaHpo3
dapmacbioTikan3

a.4a.

CnoBeHisi

Cantotac
dapma M'mb6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHM | TUNY - BUYYEHHS BUPOOHUYOT AiNbHUL
(BKtovatoun AinbHUi 4na A®l, NPOMiKHOIo NPoAyKTY
a60 roToBOro Nikapcbkoro 3acoby, AiNbHULI Ans
NPOBe/EHHS NaKyBaHHS, BUPOGHYKA, BigNOBiAansHOro
3a BUMYyCK cepili, MicLle NPOBeEeHHS KOHTPOSIO cepii)
ab0 nocTtavasibHMKa BUXiAHOIO MaTepiany, peareHTy
ab0 [ONOMIXHOT PEYOBWHU - BUTYYEHHS KOHTPAKTHOT
nab6oparopii Currenta GmbH & Co. OHG, HimeuuunHa,
LLIO 34iCHIOE KOHTPO/Ib HaTpito B API; 3MiHK | Tuny -

6e3
peyenma

UA/9314/01/01




51

Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
3MiHa BUPO6HUKA BUXIAHOro/NpOMKHOIO
npoayKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BUpo6HUYOMY npoueci A®I, abo 3miHa BUPO6HMKA
(Bkntovaroun, ge HeobxigHo, MicLe NPoBeAEHHS
KOHTpO/t0 sKocTi) AP - 3amiHa KOHTPaKTHOT
nab6oparopii Labserv — H. Stangl GmbH, ABcTpis Ha
HOBY KOHTpakTHy naboparopito LPU — Labor fur
Pharma und Umweltanalytik GmbH, HimeuunHa, wo
3[iICHIOE KOHTPO/b HaTpito B A®I; 3MiHu | TNy -
3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y
BiANOBIAHICTb A0 MoHOrpadii AdY abo EBponeiicbkoi
thapmakonei, abo iHLWOT HauioHanbHOT hapmakonei
nepxasun €C (3miHa y cneymdikayisix, nos'sasaHa 3i
3miHamu B 1Y, abo EBponeiickkili hapmakonei, abo
iHWWI HauioHanbHI chapmakonei fepxasu E€C)
32. | BEPAMAMIN- pO34nH ANA iH'eKuUi, 2,5 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3a UA/3582/02/01
AAPHNLUA Mmr/mn, no 2 mn B "®GapmaueBTnyHa "®apmaueBTu BUNPABIEHHS TEXHIYHOT MOMUIKM B TEKCTI peyernmom
amnyni; no 5 amnyny thipma "OapHuus" yHa thipma MapKyBaHHS1 BTOPUHHOI YNakoBKW Y po3aini
KOHTYPHIli YapyHKOBIi "fapHuus” "KINbKICTb A/K04Y0l PEHOBUHN"
ynakoBLi; N0 2 KOHTYPHI
YapyHKOBi YNakoBKu Y
naJui; no 2 ma B amnyni;
no 10 amnyny
KOHTYPHIli YapyHKOBIi
ynakosui; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi y nayui
33. | BEPANAMIJI- PO34MH A8 iH'exuin, 2,5 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/3582/02/01
OAPHULUA Mmr/mn, no 2 M B "apmaueBTUYHa "papmaneBTn 3miHu |l Trny - 3miHn Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
amnyni; no 5 amnyn'y dipma "fapHuua” YHa hipma thapmakoHarnagy. BHeceHHs abo 3miHa(u) Ao
KOHTYPHIli YapyHKOBIl "NapHuus” 3000B'A3aHb Ta YMOB BuAavi peecTpauiiiHoro

ynakoBLi; M0 2 KOHTYPHI
YapyHKOBi YNakoBKu Y
naJui; no 2 M1 B amnyni;
no 10 amnyny
KOHTYPHIl YapyHKOBIlA
ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
ynakosLi y nayui

NOCBiAYEeHHS, BKAOYatoun MNnaH ynpasniHHS
pu3nkamm (3acTocyBaHHA 3MiH(M), iki(a) BUMaratoTb(€)
noAasibLLIOro 06I'pyHTYBaHHSA HOBUMM [,04aTKOBUM
JaHumMK, Lo MatoTb HaAaBaTUCA KOMMNETEHTHUM
OpraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMMNEeTEeHTHUM OpraHoMm) - BrKoHaHHs 3060B'A3aHb
BigNoBigHO A0 nignyHkTy 1.13 nyHKTY 1, NignyHkTy 2.3
NyHKTY 2 goaatky 15 o MNopagky nposefeHHs
eKCnepTn3nN peecTpavliiHnx MmaTepiasiiB Ha Jslikapcbki
3aco6u, L0 NOAAITLCA Ha fepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcnepTnsn martepianis
NMpPO BHECEHHS 3MiH A0 PeECTpaLiiiHNX MaTepianis
NpOTAroMm fii peecTpauiiiHoro nNocBig4eHHs,
3aTBepxeHoro Hakaszom MO3 Big 26.08.2005 Ne 426
(y pegakuji Hakazy MO3 Big 23.07.2015 Ne 460)
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
34. | BEPAMNAMIN- PO34nH ANA iH'eKUi, 2,5 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3a UA/3582/02/01
AAPHUNLUA Mmr/mn, no 2 Mn B "®apmMaveBTUYHa "®hapmaneBTn 3MiHM | TUny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
amnyni; no 5 amnyn y ipma "OapHuus" YHa hipma thapmakoHarnagy. BeegeHHs abo 3miHM fo
KOHTYPHIli YapyHKOBIl "NapHuus" y3araslbHeHUX gaHux Npo cuctemy dpapmakoHarnsgy
YNakoBLii; N0 2 KOHTYPHi (BBEAEHHSA y3arasIbHEHVX AaHUX NPo cUcTemy
YapyHKOBI YNakoBKU y thapmakoHarnsgy, 3MmiHa ynoBHoOBaXeHoi ocobu,
nauuj; no 2 mn B amnyni; BiANOBIA&/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy;
no 10 amnyn y KOHTaKTHOI 0co6u 3 thapmakoHarnagy 3asBHvKa Ans
KOHTYPHIli YapyHKOBIi 3pjiicHeHHs1 hapmakoHarnsay B YkpaiHi, AKLL0 BOHA
ynakosui; no 1 BiAMIHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
KOHTYPHIli YapyHKOBIi 3a 3pjficHeHHs hapmakoHarnaay (Bkioyarun
ynakoBLi y naywi KOHTaKTHi fjaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
chapmakoHarnsag;
[Litova pegakuis - Cmox CtaHicnaBa AHaToniiBHA.
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHApoBmY
35. | BECTIBO Tabnetkn no 8 mr no 10 AkTasic rpyn AT IcnaHgis MOBHWI LWKN: HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/4059/01/01
Tabnetok y 6nictepi; no KataneHt Bonrapis 3MiHM | TUNY - 3MiHa NapameTpiB crneumdikayiii Ta/abo peyenmom
3 6nicTepun y kopobLi [bxepmaHi L0ONYCTUMMX MEX rOTOBOTO J1iKapCbKOro 3acoby -
LLlopHaopd BHECEHHS 3MiH 0 cneuudikauii B MeTogax KOHTPO0
v6X, AKOCTi FOTOBOTO /likapCbKOro 3acoby, 3okpema:
HimeuuunHa; BHECEHHS [404aTKOBMX NOKa3HWKiB "AiameTp" Ta
nepBuHHeE, "BucoTa"; BHECEHHS pefakLiiH1X npaBokK Ta
BTOPVHHE npuBeAEeHHA Y BiANOBIAHICTb 40 OPUriHaUIbHOT
nakyBaHHs, cneumdikauii B peectpauiiiHomy gocke. BBefeHHsA
BWMYCK cepil: 3MiH NpoTArom 3-x MicALiB Nicnsa 3arBepaKeHHs;
BankaHcapma 3MiHM | TUNY - 3MiHa Yy MeTofax BUNpPoGyBaHHSA
-OynHuus AT, roToOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
Bonrapis 3aTBEPMKEHUX MeTOoAax BUNPOOYBaHHS) - BHECEHHS

3MiH 40 MeTogiB BUNPobyBaHHA rOTOBOTO NiKapCbKOro
3acoby B aHaNiTUYHY METOAVKY BUNPOOYBaHHA 41
nokasHukis "laeHTudikauis", "KinbkicHe BU3HaueHHs",
"CynpoBigHi fOMILLK/", 30Kpema: 3MiHEHa KO/TOHKa
ANa xpomaTorpadysaHHs; yMOBU
XpomatorpadyBaHHs; Npo6oniAroToBKa PO3UMHIB;
po3paxyHKoBi YOPMy/IK; 3MiHW | TUNY -3MiHa Y
MeTofax BUNPO6YyBaHHS roTOBOIO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBepMKEeHUX MeTofax
BMNPOGYBaHHS) - BHECEHHS 3MiH A0 MeTopiB
KOHTPOJIO SIKOCTi rOTOBOrO MikapCbKoro 3acoby,
30Kpema: 3a3HavyeHHs MeTofy BUNpoGyBaHHS 3a
noKasHUKoM "Po3Mipun"; BHECEHHS pefakLuiHuX
npaBsoK Ta NPUBEAEHHS Y BiANOBIAHICTb A0
opuriHasibHUX MeTo/iB BUNPObyBaHHs B
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
peecTpaviiniHOMy JOCbE
36. | BECTIBO Tabnetku no 16 mr no 10 AkTasic rpyn AT IcnaHgis NOBHUIA LWKN: HimeyunHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/4059/01/02
Tabnetok y 6nictepi; no KaTaneHt Bonrapis 3MiHM | TUNY - 3MiHa NapameTpiB cneumdikauiii Ta/abo peuenmom
3 6nicTepmn y KopobL,i [bxepmaHi LONYCTUMMUX MEX rOTOBOTO J1iKapCbKOro 3acoby -
LopHaopd BHECEeHHS 3MiH A0 creundikaLii B MeTogax KOHTPOsI0
m6X, AKOCTi FOTOBOrO JlikapCbKOro 3acoby, 3okpema:
HimeuumnHa,; BHECEHHS [04aTKOBMX NnokasHukis "fiameTp" Ta
nepBuHHe, "BucoTa"; BHECEHHS pefakLiiH1X NpaBokK Ta
BTOPVHHE NpuBeAEHHS Y BiANOBIAHICTb 4O OPUriHa/TbHOT
nakyBaHHs, cneumdikauii B peectpauiiniHomy gocke. BBefeHHA
BUNYCK cepil: 3MiH NPOTArom 3-X MicsiL{iB nicns 3aTBeppKeHHs;
BankaHndapma 3MiHK | TUNYy - 3MiHa y MeToAax BUNpobyBaHHS
-OynHuus AT, roTOBOrO MiKapCbKOro 3acoby (He3HayHa 3miHa y
Bonrapis 3aTBEPKEHNX MEeToAax BUNPOOYBaHHS) - BHECEHHS
3MiH 40 MeToAiB BUNpo6yBaHHSA rOTOBOrO JliKapCbKOro
3ac00y B aHa/liTUYHY MeTOAMKY BUNpobyBaHHSA Ans
nokasHukis "laeHTudikauis”, "KinbkicHe BU3HaYeHHA",
"CynpoBigHi foMilK/", 30Kpema: 3MiHeHa KOMTOHKa
A5 XxpomaTorpadpyBaHHs; yMOBU
XpomaTorpadyBaHHsi; NpobonigroToBka PO34yHIB;
po3paxyHKoBi hopMynu; 3MiHW | TUNY -3MiHa Y
MeTofax BUNPOGYyBaHHS roTOBOrO JlikapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX MeToAax
BMNPOBGYBaHHS) - BHECEHHS 3MiH A0 MeToziB
KOHTPOJI0 SIKOCTi FOTOBOrO MikapCbKoro 3acoby,
30Kpema: 3a3HauyeHHs MeTofy BUNpo6yBaHHA 3a
noKasHUKoM "P03Mipun"; BHECEHHSI pefaKLiinHuX
npaBokK Ta NPVMBEAEHHS Y BiAMNOBIAHICTb [0
OpUriHa/IbHUX METOAiB BUMPOOYBaHHA B
peecTpaLiiiHoMy foCcbe
37. | BECTIBO Tabnetku no 24 mr no 10 AkTasic rpyn AT IcnaHgis MOBHWI LWKN: HimeyunHa/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/4059/01/03
Tabnetok y 6nictepi; no KataneHt Bonrapis 3MiHM | TUNY - 3MiHa NapameTpiB cneumdikauiii Ta/abo peuyenmom
2 abo no 6 bnictepis y [xepmai [0NYCTUMUX MEX rOTOBOrO NiKapCbKoro 3acoby -
Kopo6ui; no 15 TabneTok LLlopHaopd BHECEHHS 3MiH A0 crneundikauii B MeTogax KOHTPOsI0
y 6nicTepi; no 4 rv6X, SIKOCTi FOTOBOrO NiKapCbKoro 3acoby, 3okpema:
6nicTepu y kopobui HimeuumnHa, BHECEHHS [0AaTKOBMX NnokasHukis "fiameTp" Ta
nepBuHHe, "BucoTa"; BHECEHHS peAakLiiiHMX NpaBokK Ta
BTOPVHHE npuBeAeHHS y BiANOBIAHICTb 40 OPUriHa/IbHOT
nakyBaHHs, cneumdikauii B peectpauiliHomy aocke. BBegeHHs
BMNYyCK cepil: 3MiH MPOTArom 3-X MicsiLiB nicns 3aTBepPAKEHHS;
BankaHcapma 3MiHM | TUNy - 3MiHa Yy MeToAax BUNpPoGyBaHHA
-OynHuus AT, roToBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
Bonrapis 3aTBEPKEHNX MeToAax BUNPOOYBaHHS) - BHECEHHS
3MiH 40 MeTogis BUNPobyBaHHA rOTOBOTO NiKapCbKOro
3ac06y B aHa/liTUYHY METOAMKY BUNPOBYyBaHHA AnA
nokasHukiB "laeHTudpikauis”, "KinbKicHe BU3Ha4YeHHs",
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

"CynpoBigHi foMiLK/", 30Kpema: 3MiHeHa KOSTOHKa
AN xpomartorpadyBaHHs; yMOBM
XpomarorpadyBaHHs; NpoboniaroToBka Po3ynHIB;
po3paxyHKoBi chopmynu; 3miHu | TUNy -3MiHa y
mMeToAax BUNPo6YBaHHSA rOTOBOTO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAKEHNX MeToAax
BMNPOGYBaHHS) - BHECEHHSA 3MiH A0 MeTopis
KOHTPOJI0 SIKOCTi FOTOBOrO JliKapcbKoro 3acoby,
30Kpema: 3a3HauyeHHs MeTofy BUNpPoGyBaHHSA 3a
nokKasHUKkoM "Po3mipun"; BHECEHHS pefakLiinHuX
npaBoK Ta NPVBEAEHHS Y BifMOBIgHICTb J0
opuriHaNIbHNX MeToZiB BUNPOBYyBaHHS B
peecTpaviniHOMy JOCbE

38.

BECTIHOPM®

Tabnetku no 8 mr, no 10
Tabnetok y 6nictepi; no
3 6nicTepun y nayu,i 3
KapToHy

MAT "®apmak”

Ykpaina

MAT "®apmak"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
nprBeAeHHs HanNMcaHHA peecTpaLiiHoil npoLeaypy B
Hakasi MO3 YkpaiHu «[po gepxaBHy peecTpawito
(nepepeecTpaito) nikapcbkux 3acobis (MegnyHUX
iMyHO6i0NOriYHMX NpenapariB) Ta BHECEHHS 3MiH A0
peecTpauinHmx 3aco6is» Ne 1495 Big 29.11.2017, y
BIANOBIAHICTb A0 peecTpaLiiiHuX MaTepiasiis B
npoLeci BHECEHHS 3MiH: 3MiHU | TNy - NogaHHSA
OHOBJ/IEHOrO cepTudpikaTy BigNOBIgHOCTI EBpONENChKIi
thapmakonei CEP R1-CEP 2006-316-Rev 03 Big,
3aTBepAKeHOro BMpo6Hunka APl BetaricTuHy
avrigpoxnopuay i3 3MiHoK Ha3Bu BUPObHUka AdI

3a
peyenmom

UA/6356/01/01

39.

BECTIHOPM®

Tabnetku no 16 mr, no
10 TabneTok y 6nicTepi;
no 3 abo 6 6niictepiB y
naJi 3 KapToHy

MAT "®apmak”

Ykpaina

MAT "®apmak"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
nprBeAeHHS HaNMCaHHA peecTpaLiiHol npoLeaypy B
Hakasi MO3 YkpaiHn «[Mpo gepxaBHy peecTtpavito
(nepepeecTpalito) nikapcbkux 3acobis (MegnyHUX
iMyHOG6i0N0riYHNX Npenaparis) Ta BHECEHHS 3MiH A0
peecTpauiinHmx 3acob6is» Ne 1495 Big 29.11.2017, y
BiANOBIAHICTb A0 peecTpaviiiHux MaTepiasiis B
npoueci BHECEHHS 3MiH: 3MiHW | TUMY - NogaHHA
OHOBJIEHOTO cepTudikaTy BiAMNOBIAHOCTI €EBPONENChKii
thapmakonei CEP R1-CEP 2006-316-Rev 03 Big
3aTBEPAKEHOro BUpobHUka APl BeTaricTuHy
avrigpoxaopuay i3 3MiHOK Ha3Bu BUPOGHMKa AdI

3a
peyenmom

UA/6356/01/02

40.

BECTIHOPM®

TabneTkn no 24 mr, no
10 TabneTok y 6nicTepi;
no 3 abo 6 6nictepiB y
naJi 3 KapToHy

MAT "®apmak”

YkpaiHa

MAT "®apmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
nprBeAEeHHS HaNMCaHHA peecTpaLiiHol npoLeaypy B
Hakasi MO3 YkpaiHu «[po gepxaBHy peecTpawiio
(nepepeecTpadito) fikapcbknx 3ac06iB (MeaNYHUX
iMyHOG6i0NOriYHNX Npenaparis) Ta BHECEHHS 3MiH A0
peecTpauiiHnx 3acobis» Ne 1495 Big 29.11.2017, y
BiANOBIAHICTb A0 peecTpaviiiHux MaTepiasiis B
npoueci BHECEHHS 3MiH: 3MiHM | TUMY - NogaHHA
OHOBJIEHOrO cepTMdikaTy BiANOBIAHOCTI €BPONENChHKIi

3a
peyenmom

UA/6356/01/03
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
thapmakonei CEP R1-CEP 2006-316-Rev 03 Big
3aTBepMAKeHOro BupobHuka A®I BeTaricTuHy
avrigpoxaopuay i3 3MiHOK Ha3Bu BUPO6HMKa ADI
41. | TABICKOH® TabneTkn XyBasibHi; N0 PekkiTT BeHkizep Benvka BMPOBHULTBO Benvka BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/9210/01/01
NONMYHUYHI 8 Tabnetok y 6nictepi; Xenckep (KOKeiA) BpuTaHis in bulk, BpuTaHis TexHiyHa nomusnka (3rigHo Hakazy MO3 Big, peyenma
TABNETKN no 2 abo no 3 6nicrepu NimiTeq nakyBaHHs, 23.07.2015 Ne 460), opdporpadivHi Ta/abo rpamaTuyHi
Y KapTOHHIll kopoobLi KOHTPO/b Npu NOMWIIKW, Y TOMY YACAI Y TpaHcniTepawii, aki 6ynn
BUNYCKY, gonyLieHi npu nepepeectpauii (Haka3s Nell Big
BUNYyCK cepil: 15.01.2015p.), a came: y po3aini Cknag MKA Ha
PekkiTT nikapcbkuii 3aci6, fonyLUeHi ApyKapCbki MOMUIKA Npu
BeHkizep 3a3HayveHHi JONOMDKHUX PEYOBUH, a TakoX AOnNyLUeHi
Xenckep NMOMWJIKW Y TEKCTi MapKyBaHHS BTOPMHHOT YNakoBKM 3a
(tOKein) nyHKTOM 4. [Nepenik AONOMDKHUX peYOBVH. 3a3HaveHe
Nimitep, BMMNpaB/IEHHS BigNoBifae peecTpayiliHM
Benvika maTepianam.
BpuTaHis;
BTOPWHHE
nakyBaHHS:
Papmallac
tOKeit
Nimiten,
Benvka
BputaHis
42. | FTBANDEHE3VH MOPOLLIOK (CybCcTaHLis) y [JenbTa CiHTeTiK TaiiBaHb [JenbTa TaiiBaHb BHECEHHS 3MiH 10 peecTpavljiiiHnux maTepianis: - UA/15139/01/01
NoABINHMX Ko., NTA. CinTeTik Ko., 3MiHK | TUNY - 3MiHa y NapameTpax cneuumdikauii
nonieTnIeHoBuUxX n1g. Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
naketax gns cneumdikauisx Ha A®l, abo BUXiAHWUA/NPOMIXHUIA
dhapmaLieBTU4YHOro NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y NpoLeci
3acTocyBaHHsA BMpOGHMLTBa ADI (4ONOBHEHHS cnevuymdikaLii HOBUM

NOKa3HUKOM SIKOCTI Ta BiMOBIigHUM METOL0M
BMNPOOGYBaHHS) - AONOBHEHHS cnevmdikawii Ta
MeToZiB BXiAHOro KOHTPOsI0 A®| NOKa3HUKOM AKOCTI
«P0o3Mmip yacTok» y 3B’A3Ky 3 NPUBEAEHHSAM 0
opuriHaIbHNX MaTepiasliB BUpoOHMKa Ta iHdhopmauii
HaBefeHol y cepTudikaTi BignosigHoCTI EP 3
BiANOBIAHUMY 3MiHaMK Y MeTofax KOHTPOJI0 AKOCTI;
3MiHK | TUNY - 3MiHa y MeTogax BunpobyBaHHsA AdI
abo BuxigHoro marepiany/npomikHoro
NpoayKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLeCi
BUpo6HMUTBa ADI (iHLWIi 3MiHM y MeTogax
BMNPOGYBaHHSA (BK/THOYaUM 3aMiHy abo JONOBHEHHS)
A®| ab0 BMXigHOTrO/MPOMIXHOIO NPOAYKTY) -
[0aBaHHA a/lbTEPHATUBHOIO METOAY BUNPOGYBaHHSA
A®| «KinbkicHe BU3HAYEHHS», Y 3B’A3KY 3
npuBeLEHHAM Y Bi4NOBIAHICTL A0 MaTepiasis
BMPOGHUKa. KpuTepii NPUIRHATHOCTI 3a/IMLIaTbCs
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

He3MiHHUMK; AOAAaBaHHA anbTepHATUBHOIO MeToAy
BMNpoGyBaHHSA AD| «Baxkki MeTasin, y 3B’A3Ky 3
npuBeAEeHHAM Yy BiANOBIAHICTb A0 MaTepianis
BMPOGHUKA. KpuTepii NPUIAHATHOCTI 3anwaTbes
HEe3MiHHUMW; AOAABaHHA aNlbTepHaTUBHOTO MeToay
BUNPO6YyBaHHA A®| «CynpoBifHi AOMILLKU» Ta
BHECEHHS YTOUYHEHb Y 3aTBEPKEHNI METOZ,
KOHTPO/I0, Y 3B'A3KY 3 NPMBEAEHHAM Y BiANOBIAHICTb
[0 MaTepianis BUPOGHMKA; 3MiHU | TUny - 3MiHa Y
napameTpax cneuyudikauin Ta/abo JonyCTUMNX MeX,
BM3HA4YeHWX Y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIXHUIA NpoAYyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCA Y npoueci BupobHuytea Ad|
(3BYXKEHHS JOMYCTUMMX MEX, BUHAUYEHUX Y
cneyudikaLii) - 3ByXXEHHS KpUTEPIiB NPUAHATHOCTI y
crneundikauii BXigHoro koHTposnto A®| 3a NOKasHUKOM
«CynpoBigHi gomilky. Jomilika A» y 3B’A3KY 3
npuBeAEeHHAM Yy BiANOBIAHICTb A0 MaTepianis
BMPOGHMKa, 3 BIANOBIAHUMY 3MiHAMY Y MeTofax
KOHTPO/IO AKOCTI

43.

FEMUMMELA

KOHLleHTparT Ans
po3unHy Ans iHdysii, 40
mr/mn no 5 mn (200 mr),
no 25 mn (1000 mr) y
chnakoHi; no 1 dpnakoHy
B KOpOO6L

Anbmega
dapmacbloTikasic
Al

Lseiiapis

AkTasic ITani
C.n.A.

ITanis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHW | TMny - 3MiHK Woao 6e3nekn/etekTMBHOCTI Ta
dhapmakoHarnsgy. BeefeHHsa abo 3miHn 1o
y3aranibHeHVX faHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 hapmakoHarnsgy 3asBHvKa Ans
3pificHeHHs hapmakoHarnsay B YkpaiHi, KLU0 BOHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0c06W, BignoBigansHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkiroyaroun
KOHTaKTHi AaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - Airoua pefakuis:
ynoBHOBaXeHa ocoba BignoBigasibHa 3a
thapmakoHarnag - YobaHy Ana. MponoHoBaHa
pefakuisi: ynoBHOBaxeHa ocoba BignosigaibHa 3a
hapmakoHarnsg - AniHa Kyky (Alina Cucu), KOHTakTHa
ocoba BignosiganbHa 3a hapmakoHarnsg, - Bosk
AHppili BoprcoBuY. 3MiHa KOHTAKTHUX AaHWUX
YNOBHOB&XEHOI 0CO6W. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOI 0cobm

3a
peyenmom

UA/15835/01/01

FrENAAND®

NOPOLLOK A/15 PO3YNHY
08 iH'exuin, no 942,05
MT MOPOLLKY Y ¢p/1aKoHi;
no 1, 5 a6o 10 chnakoHiB
Y KApTOHHIli ynakoBLj

TOB "BAJIAPTIH
DAPMA"

YkpaiHa

BMPOGHMLTBO,
nakyBaHHs,
KOHTPONb
AKOCTI:
TOB

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu |
TMny - AGMIHICTpaTUBHI 3MiHW. 3MiHA HalMeHyBaHHs
Ta/abo agpecy MicL NPOBaXEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro MikapcbKoro 3acooby,
BKJ/THOYAKOUM AiNbHMLI BUMYCKY cepii abo Micue

3a
peyenmom

UA/5324/01/01
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
"®APMEKC NpOBeLEHHS KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy
reyn-, BiANOBIAAE BUPOGHMK/IMNOPTEpP, He BK/IOYaum
YKkpaiHa; BUMYCK cepiii) (3MiHa agpecy MicLsA NPOBaKEHHS
BWMNYCK Cepil: AisnbHOCTI BUpo6Huka M3 TOB "®APMEKC IMPYM",
TOB YkpaiHa, 6e3 3miHM micus BUpobHuuTBa (3MiHa
«BANAPTIH NOLUTOBOrO IHAEKCY Ta YTOYHEHHSA HanncaHHs agpecu
OAPMA», BMPOGHMKA 3rigHO 3 MaTepianamm peecTpauiiHoro
YkpaiHa nocbe) (TepMiH BBeAEHHS 3MiH NPOTArom 3-x MicsALiB
nicnsa 3aTBepKEHHS)
45. | TENAPU3NH® PO34MH A8 iH ek, no TOB "BANAPTIH YkpaiHa TOB "beliysiH Kutaii BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15589/01/01
20 mn B amnyni; no 10 PAPMA" KeBiH 3MiHM | TUNY - 3MiHa y MeToAax BUNpoGyBaHHS peyenmom
amnyn y KapTOHHil TexHonoaxi roTOBOro NikapcbKoro 3acoby
nauuj LLelip-XongiHr
Ko."
46. | TENAPUH-AAPHUUA | renb, 600 MO/rno 301y MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 6e3 UA/2577/01/02
Ty6i; no 1 Ty6i B nauui "®apmaueBTNYHa "bapmaueBTn 3MiHK | TUNY - 3MiHa y MeTogax BunpobyBaHHsA AdI peyenma
thipma "OapHuus” YyHa thipma abo BuxigHoro marepiany/npomikHoro
"AapHuus” NpoayKTy/peareHTy, W0 BUKOPUCTOBYETLCSA Y NpOLeCi
BUpo6HMUTBa ADI (iHLWIi 3MiHM y MeTogax
BMNPOGYBaHHSA (BK/THOYaUM 3aMiHy abo JONOBHEHHS)
A®| ab0 BMXigHOro/MPOMIXHOro NPOAYKTY); CynyTHSA
3MiHa: 3MiHa y NnapameTpax crneungikauiii Ta/abo
[OMYCTUMMUX MEX, BUSHAUYEHNX Y crieundikaLisx Ha
A®I, abo BUXigHWA/NPOMIXKHUIA NPOAYKT/peareHT, Lo
BUKOPWCTOBYIOTbCSA Y Npoueci BUpobHuuTea Adl;
3MiHu | Tuny - nogaHHsA Hosoro CEP R1-CEP 2005-
270-Rev 05 Ha A®I Bif 3aTBEPAKEHOrO BUPOOHUKA, AK
Hacnigok, BBOAMTLCA A0A4aTKOBA (a/ibTepHATMBHA)
OinbHUUS; 3MiHW 1l TUNY - 3MiHa y MeTogax
BMNPOGYBaHHS roTOBOrO J1ikapCbKOro 3acoby (cyTTeBa
3MiHa y 6io10riYHOMY/iIMYHONOriYHOMY/iMYHOXiMIYHOMY
meTogj BUNpobyBaHHA abo MeTogj, y AkoMy
BUKOPWCTOBYETLCA 6Gi0NOriYHNI peareHT, abo ix
3amiHa, abo 6ios1oriyHOro Npenapary NopiBHAHHS
(cTaHfapTHOro nNpenapary), Wo He 3a3HadYeHunid y
3aTBEPAKEHOMY NPOTOKOANI); CYNYTHA 3MiHA: 3MiHa
napameTpiB cneundikayii Ta/abo 4oNyCTUMUX MEX
roTOBOrO J1iKapCbKOro 3acoby
47. | TOHAN-®® MOPOLLIOK A1 PO3UUHY Apec TpeligiHr Lseliuapis Mepk CepoHo LBeliuapis BHECEHHS 3MiH 10 peecTpaljiiiH1x maTepianis: 3a UA/4113/01/03
Ans iH'exuii no 75 MO C.A. CA, /ITanis 3MiHM | TUny - 3MiHK BUNpobyBaHb abo AONYCTUMMX peyenmom
(5,5 mkr) Ne 1: 1 chnakoH Big4iNeHHA y MeX y npoueci BUpobHuuTBa AdI, Lo BCTAHOBEH Y
3 MOPOLLUKOM Y KOMMNIEKTI M. O60HH, crneundikalisx - 3amiHa TecTy i3 3BOPOTHO
3 PO34MHHUKOM (BOZA Lseliuapis; TPaHCKPUNTa3010, KW BUKOPUCTOBYETLCSA AN1SA
ans iH'ekuii) no 1 mny Mepk CepoHo [eTeKTyBaHHA HasBHOCTI peTpoBipyciB Ha
C.n.A,, Itanis po3LwmpeHnii MeTog chyopectiitooumnx gokycis (S+L-

nonepesHL0

3anoBHEHOMY Lnpuy, 1

Focus assay) B npoueci BUpobHUUTBa cybcTaHUii
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
TOJIKOO [/191 PO3YMHEHHSA aKTUBHOI peyoBMHY hoNITPoNiHy anbga Ans
Ta 1 ronkoto ans TecTyBaHHS BipyCHOi 6e3nekn Heo6pobeHoi
BBE/IEHHS Y KOHTYPHIlA KyNbTypasibHOI pigvHu in bulk
YapyHKOBIli ynakoBLji y
KapTOHHI KopobLi; Ne
10: 5 chnakoHiB 3
MOPOLLKOM Y KOMMNJIEKTi 3
PO34MHHMKOM (BOAa ANA
iH'ekuil) nolmny5
nonepeAHbL0
3anoBHeHMX Wwnpuuax, 5
ronkamun ans
PO3YMHEHHSA Ta 5
rofikamu gns BBeAEHHS
Y KOHTYpHIii YapyHKOBIli
yMakoBLi, N0 2 KOHTYpPHI
YapyHKOBi YNakoBK/ B
KapTOHHI KOopooLi
48. | TOHAN-®® PO34MH A1 iH'EKUi No Apec TpeligiHr Llseiiuapis Mepk CepoHo ITanisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3a UA/4113/02/01
300 MO (22 mkr)/0,5 mn C.A. C.n.A. 3MiHM | TURY - 3MiHW BUNPOGYBaHb abo JONyCTUMMNX peyenmom
no 0,5 mn y kapTpuaxi 3 MeX y npoveci BUpobHuuTBa AdI, WO BCTAHOBEH Y
NPO6KO-NOPLUHEM Ta crneungikalisx - 3amiHa TECTY i3 3BOPOTHO
PUHNIEHOD KPULLEYKOHO, TPaHCKPUNTa3010, KW BUKOPUCTOBYETLCSA ANA
BMIiLLLEHOMY Y pyuKy A1s [eTeKTyBaHHA HasBHOCTI peTpoBipyciB Ha
BBEeAEHHS; No 1 pyuui Ta po3LwmpeHnin meTog, chaiyopecuitotoumx gokycis (S+L-
8 rofIoK y KapTOHHiiA Focus assay) B npoLieci BUpo6HMLTBa cybcTaHLji
Kopobui aKTMBHOI pevyoBMHY oNITPONiHY anbda Ans
TeCTyBaHHs BipyCHOT 6e3neky HeobpobieHoi
KYNbTYpasibHOI pignHuy in bulk
49. | TOHAN-®® PO34MH ANA iH'eKUili No Apec TpeligiHr Lseliuapis Mepk CepoHo ITanisa BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/4113/02/02
450 MO (33 wmkr)/0,75 C.A. C.n.A. 3MiHK | TNy - 3MiHM BUNpobyBaHb abo JOMYyCTUMMNX peyenmom
M no 0,75 mny MeX y npoueci BupobHuutea A®I, Lo BCTaHOB/EHI Y
KapTpuaxi 3 Nnpo6Koto- crneundikalisx - 3amiHa TecTy i3 3BOPOTHO
nopLUHeM Ta pudieHo TPaHCKPUNTa3010, KW BUKOPUCTOBYETLCSA AN1SA
KPULLIEYKOO, BMiLLLEeHOMY [eTeKTyBaHHA HasBHOCTI peTpoBipycCiB Ha
Y PYUKY AN BBEAEHHS; po3wwmnpeHunii MeTog thyopecliroroumnx okycis (S+L-
no 1 pyuui Ta 12 ronok y Focus assay) B npoueci BUpobHULTBa CybCcTaHLii
KapTOHHilA KopooLi aKTMBHOI pevyoBMHY oNITPOMiHy anbda A
TecTyBaHHs BipyCHOT 6e3neku Heo6pobneHoi
KyNbTypaulbHOI pigviHu in bulk
50. | FOHAN-®® PO34MH AN4 iH'eEKUI No Apec TpeiigiHr LBeiiLapis Mepk CepoHo ITania BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/4113/02/03
900 MO (66 mkr)/1,5 mn C.A. C.n.A. 3MiHM | TUNY - 3MiHK BUNPOByBaHb abo AONYCTUMMX peyenmom

no 1,5 mny kapTpuoxi 3
NPo6KOI-NOopLUHEM Ta

pPUdINEHOI0 KPULLIEYKOLO,
BMILLEHOMY Y PYYKy ANsi

MeX y npoueci BupobHuytea A®l, Lo BCTAHOB/EHI Y
crneundikalisx - 3amiHa TecTy i3 3BOPOTHO
TPaHCKPUNTA3010, AKW BUKOPUCTOBYETLCS AN1SA
[EeTEKTyBaHHA HasiBHOCTI PETPOBIpyCiB Ha
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
BBEAEHHS; MO 1 pyyui Ta po3wmpeHuii metog thayopecuirooumnx okycis (S+L-
20 ronoK y KapTOHHil Focus assay) B npoLieci BUpo6HMLTBa cybcTaHLji
Kopobui aKTMBHOI pevyoBMHY ONITPOMiHY anbda Ans
TecTyBaHHs BipyCHOT 6e3nekn HeobpobneHoi
KyNbTypaUsibHOI pigvHu in bulk
51. | FPUNOUUTPOH XOT | nopoluok ans ToBapucTBO 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/10174/01/01
NMMOH OpasIbHOro PO34nHY No 06MEXEHO0 06MEXEHOI 3MiHK | TUNY - NOAAHHS HOBOTO cepTudikaTty Big, Bxe peyenma
4,0 1 NOPOLLKY Y NakeTi; BiANOBifa/IbHICTIO BignoBigasbHi 3aTBEPAXEHOr0 BUPOOHUKA; CynyTHS 3MiHa: 3MiHa Y
no 5 abo no 10 nakeTiBy | "®apmaueBTnYHa CTHO napameTpax cneuudgikaii Ta/abo AoNyCTUMUX MEX,
KapTOHHI KopoobLi KoMnaHis "papmaneBTn BM3HAYeHuX y cneundikauisx Ha A®l, abo
"3p0poB'a” YHa KOMMaHis BUXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
"3popos's" BMKOPUCTOBYHOTLCA Y Npoueci BUpobHMuTBa AP (iHLi

3MiHW) - 3MiHa y MeTogax BunpobysBaHHs APl abo
BUXiAHOIO MaTepiany/npoMiXXHOro NpoAyKTy/peareHTy,
L0 BUKOPUCTOBYETbLCS Y NpoLeci BUpo6HuLTBa AdI
(iHwWi 3mMiHW y MeTogax BUNpobyBaHHA (BKIOYaUn
3amiHy abo JonoBHeHHs) AD| abo
BMXIZAHOrO/NPOMIXHOr0 NPOAYKTY) - NOAAaHHSA HOBOIO
CEP (Ne RO-CEP 2015-030-Rev 00) Big BxXe
3aTBepAXEHOro BupobHuka A®| deHipamiHy manear,
3i 3MiHOK HaliMeHyBaHHS1, sIK HacNifoK, 3MiHW Y
cneuudikaLii Ta MeTogax BXiAHOro KOHTPOSIO 3a
NMOKa3HNKOM «3aJ/IMLLIKOBI KiSIbKOCTi OpraHiyHnx
PO3YMHHKKIB>» 3rigHO MaTepianis BUPOOHMKaA
(HagaHoro CEP). Bupo6Huya ginbHuus, npouec
BMPOOHMLITBA Ta CXEMA CUHTE3Y 3a/IMLaloTbCa
HEe3MiHHVMU; 3MiHM | TUNY - 3MiHW, NOB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkoi thapmakonei, abo
IHLWWOT HaLioHanibHOT chapmakonei aepxasun €C (3MiHa
y cneyudpikauisix, nos'asaHa 3i amiHamu B 1Y, abo
€Bponelicbkiin dhapmakonei, abo iHLUIA HalioHaNbHIi
thapmakonei gepxasu €C); cynyTHA 3MiHa: 3MiHa Y
MeTodax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wwo
BUKOPUCTOBYETLCA Y npoLieci BUpo6bHuuTBa AD| (iHLWi
3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaoun 3aMiHy
ab6o gonoBHeHHs)) A®| abo BUXiAHOro/MPOMIXHOIO
npoAaykKTy); 3MiHu Il Tuny - 3MiHa BUPOGHMKa
BVXifHOro/MpOMKHOro NpoayKTy/peareHTy, Lo
BVIKOPVCTOBYIOTLCS Y BUPO6HMYOMY npoeci AdDl, abo
3MiHa BUPOGHKKa (BKtOUauuM, ae HeobxigHo, micue
npoBefEeHHs KOHTPO/I0 skocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BignoBigHOCTI EBpoNeiChKii
thapmakonei y 3aTBepKeHOMY [0CLE)(BBEAEHHS
HOBOro BMpPOGHUKa AD| 3 HagaHHsAM MacTep-dhainna
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Ha A®I); cynyTHSA 3MmiHa: 3MiHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BUSHAUEHUX Y
cneumdgikauisix Ha Adl, a6o BUXigHWIA/NPOMIKXHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NMpoLecCi
BMPOGHMLTBA ADI - 3MiHa Y MeToAax BUNPoByBaHHS
A®I ab0 BuxigHOro matepiasny/npomixHoro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLECi
BMPOGHMLTBA ADI (iHWi 3MiHM Y MeTodax
BMNPO6YBaHHA (BK/IOYa0UM 3aMiHy abo JONOBHEHHS)
A®| ab0 BMXigHOrO/MPOMIKHOrO NPOAYKTY) - BBEAEHHS
HoBOro BMpo6bHUuka A®I dheHipamiHy manearty
[00aTKOBO [10 3aTBEP)KEHOT0 BUPOOHUKA, SIK
Hacnigok, 3MiHM y cneumdikavii Ta meTogax BXigHOro
KOHTpOsto A®| 3a NOKa3HNKOM «3a/IULLIKOBA KiflbKiCTb
OpraHiYHUX PO3YMHHUKIB
52. | AEKCA-300POB'A pO34nH N8 iH ekuin, 25 ToBapucTBO 3 YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3a UA/15314/01/01
Mr/Mn Mo 2 M1 B amnyni; o6MexeHo 06MeXeHoH BUNPaB/IEHHSI TEXHIYHOT NOMUNKK Y po3aini Cknag, peyenmom
no 5 a6o 10 amnyny BiANOBiAa/IbHICTIO BignoBiganbHi METOAIB KOHTPOJIt0 SAKOCTi FOTOBOrO NiKapCbKOro
KapTOHHI Kopo6Lii 3 "dapmaveBTUYHa CTiO 3acoby, aka byna gonylieHa npun peectpawii
neperopogkamu; no 2 KOMnaHis "papmaneBTn nikapcbKoro 3acoby, Npu nepeHeceHHi iHchopmadii 3
M1 B amnyni; no 10 "3p0poB'a” YHa KOMNaHis marepianis peecTpauiiiHoro Aockbe (LOKYMEHTIB
amnyn y 6nictepi; no 1 "3popos's" BMPO6HUKa A®I - niLeHsii Ha BUpo6GHMLTBO), 6yn0
6nicTepy y KapTOHHiiA [OMyLLEHO NOMUIIKY NPK 3a3HadeHHi BUpobHuKka Al
Kopobui; no 2 mn B
amnyni; no 5 amnyn'y
6nicTepi; no 1 abo 2
6nicTepy y KapTOHHiIl
Kopobui
53. | AUTOKCUH PO34UH A5 iH'EKLLN, ToBapucTBO 3 YkpaiHa KOHTPO/b Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu || 3a UA/5751/02/01
0,25 mr/mn, no 1 mn B obmexeHoro AKOCTI, BUMYCK TMny - 3MiHK Wwoao 6e3nekn/ehekTUBHOCTI Ta peyenmom
amnyni; no 10 amnyn y BigMNOBiga/IbHICTIO cepit: hapmakoHarnsigy. BHeceHHsi abo 3miHa(K) Ao
naJui 3 KapToHy; no 1 "[ocnigHnii 3aBof ToBapucTso 3 30608B'A3aHb Ta YMOB Buadi peecTpadiiHoro
M B amnyni; no 10 "rHUIC! 06MexeHoto nocBeifyeHHs, BKoYatoun MNMnax ynpasniHHA
amnyn y 6nictepi; no 1 BignoBigasibHi pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)
6nicTepy B nauuj 3 CTIO noAasibLIoro 06r'pyHTyBaHHSA HOBUMM [,04aTKOBUM
KapToHy; no 1 mn B "locnigHnii AaHVMU, L0 MaloTb HaJaBaTUCs KOMMETEHTHUM
amnyni; no 5 amnyn y 3aBof, opraHoMm, OCKi/IbK/ BUMaraeTbCsa CyTTEBA OLjiHKa
6nicTepi; no 2 6nictepu "THUACY, KOMMETEeHTHUM opraHom) (BukoHaHHsi 3060B'si3aHb
B NauLj 3 KapToHy YKpaiHa, BignosigHo Ao nianyHkty 1.13 nyHkTy 1 fogaTky 15 Ao
BCi cTagii MopsiaKy NpoBeAEeHHST eKCNepTU3n peecTpauinHmnx
BMPOGHMLTBA, Marepianis Ha nikapcbki 3acobu, Lo NofalnTbCsA Ha
KOHTPONb OepXxaBHy peecTpaLito (nepepeecTpaL,iio), a Takox
SIKOCTi, BUNYCK eKCcnepTM3n MaTepiasliB NPO BHECEHHS 3MiH A0
cepit: peecTpauiiHnx Matepianis NpoTsrom Aii
ToBapucTso 3 peecTpaLiiHOro NOCBIAYEHHS!, 3aTBEPAKEHOTO
06MEXEHO Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuji
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
BignoBigasbHi Haka3zy MO3 Big 23.07.2015 Ne 460)
CTIO
"PapmavueBTu
YHa KOMNaHis
"3p0pos'a",
YKpaiHa
54. | AMMETUHOEHY NMopoLUOK (CybCTaHUis) y MAT "®apmak” Ykpaina MAT "®apmak" YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasis: 3MiHn | - UA/13518/01/01
MANEAT 6aHKax NonieTuIeHoBMX TMny - 3MiHn 3 AkocTi. APl Cuctema
a60 y Millkax noABiiHUX KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa Yy
nonieTuneHoBux ans 6e3nocepeHiin ynakosui A®I (akicHi Ta/abo KinbKicHi
BMPOGHULITBA 3MiHM ck1agy) (BBeAEHHS aflbTepHATUBHOI NEPBUHHOT
HecTepuIbHMUX yNaKkoBKMW: NOABINHOIO NOMEeTUIEHOBOIO MiLLKa, 3
nikapcbknx hopm Bi4MOBIAHMMM 3MiHAMU Y P. «YNaKOBKa».
3arBepkeHo: Y 6aHKax NonieTUIeHoBMX, 3aKpUTUX
KpWLLKaMK1 NONIETUIEHOBUMM 3 KOHTPONEM PO3KPUTTS,
3abes3neyeHi eTykeTkamu; 3anponoHoBaHo: Y 6aHkax
noNieTUNIEHOBKX, 3aKPUTUX KPULLIKAMM
nonieTMIEeHOBUMU 3 KOHTPO/IEM PO3KPUTTS abo y
MilLKax NOoABINHMX NOMIeTUIEHOBUX, 3a6e3neyeHmnx
eTuKeTKamm)
55. | AUNPOCANIK® masb no 30 ry Ty6i; no 1 LWepiHr-Mnay Lseliuapis LWepiHr-Mnay Benebris BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/4114/02/01
Ty6i B KQPTOHHIA Kopoobui CeHTpan lcT Al la6o H.B. TMny - AGMIHICTpaTUBHI 3MiHW. 3MiHA HalMeHyBaHHs peyenmom
Ta/abo agpecy MicL NPOBaXEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro NMikapcbKoro 3acooby,
BKJ/THOUAKOUN AiNbHULI BUMYCKY cepii abo Micue
NPOBELEHHS KOHTPOJTHO AKOCTI (LiANBbHICTb, 3@ AKY
BiANoBigae BUPOGHMK/IMNOPTEpP, BKIOYaOUN BUMYCK
cepiin) (3miHa agpecy i Ha3BN BUPOBHKMKA, 6E3 3MiHN
Micusi BUpo6HuLTBa) (TepMiH BBEAEHHS 3MiH
npoTArom 6-Tn MicALiB Nicns 3aTBepAKEHHS)
56. | AIANIPNA® Tabnetku no 2 mr; no 10 MNAT "dapmak” YkpaiHa MAT "dapmax” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu || 3a UA/16360/01/01
Tabnetok y 6nictepi; no TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuyenmom
3 abo 6 6nicTepiB y

nauui

thapmakoHarnsgy. BHeceHHst abo 3miHa(K) 4o
3060B'A3aHb Ta YMOB Buadi peecTtpauiiHoro
NOCBiAYEHHS, BKOYatoun MNnaH ynpasniHHS
py3nkamu (3acTocyBaHHA 3MiH(M), siki(a) BuMaratoTb(€)
noAasibLIOro 06I'pPYHTYBaHHSA HOBUMM [,04ATKOBUM
JaHumMK, Lo MatoTb HaAaBaTUCA KOMMNETEHTHUM
OpraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMMEeTEeHTHUM opraHom) (BukoHaHHsi 3060B'si3aHb
BignoBigHO A0 nianyHkTy 1.8.2 nyHkTy 1.8 foaatky 5
0 Mopsaky NpoBeAeHHA eKCnepTU3n peecTpaLinHnx
Marepianis Ha nikapcbki 3ac06u, WO NofalTbCsA Ha
OepxaBHy peecTpauito (nepepeecTpaL,io), a Takox
eKkcnepTn3n martepianis NPo BHECEHHS 3MiH A0
peecTpauiiiHMx MaTepianis NpoTsArom aji
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

peecTpaLiniHOro NoCBiAYEHHS, 3aTBEPAKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

57.

AIANIPNA®

Tabnetkun no 3 mr; no 10
Tabnetok y 6nictepi; no
3 abo 6 6nictepiB y
nauuj

MAT "®apmak”

YkpaiHa

MAT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3miHu ||
TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(K) Ao
3060B'A3aHb Ta YMOB Bufadi peectpauiiHoro

NOCBiAYEHHS, BKOYatoun MNnaH ynpasiHHS
pusmkKamm (3acTocyBaHHS 3MiH(1), siki(a) BUMaratoTb(€)
NoAasTbLIOr0 06rPYHTYBaHHS HOBMMM AOAATKOBUM
JaHuMK, Lo MatoTb HaAaBaTUCA KOMMETEHTHUM
opraHoMm, OCKiflbK/ BUMaraeTbCs CyTTEBA OLiHKa
KOMMEeTEeHTHUM opraHom) (BukoHaHHS 3060B'A3aHb
BignoBigHO A0 nianyHkTy 1.8.2 nyHkTy 1.8 goaarky 5

[0 Mopagky NpoBefeHHs eKcnepTn3n peecTpaLiiHmx

mMarepianis Ha nikapcbki 3aco6u, Lo NojalTbCsA Ha
OepxaBHy peecTpauito (NnepepeecTpal,iio), a Takox
eKcnepTM3n MmaTtepiasiiB NPo BHECEHHS 3MiH A0
peecTpauiiHnx matepianis NpoTarom Aii
peecTpauiiHoro nocBiAYeHHs, 3aTBEPAKEHOr0
Haka3zom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3ly MO3 Big 23.07.2015 Ne 460)

3a
peyerimom

UA/16360/01/02

58.

DIANIPUA®

Tabnetku no 4 mr; no 10
TabneTtok y 6nictepi; no
3 abo 6 6nicTepiB y
nauui

MAT "®apmak”

Ykpaina

MAT "®apmak”

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu ||
TMny - 3MiHu Wwoao 6e3nekn/ehekTnBHOCTI Ta
hapmakoHarnsigy. BHeceHHsi abo 3miHa(n) 4o
30608B'A3aHb Ta YMOB BuAavi peecTpadiiHoro

nocBeifyeHHs, BKAoYatoun Mnax ynpasniHHA
pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)
NnoAasIbLIOro 06rpyHTYBaHHS HOBMMUW A04ATKOBUM
[aHuMK, WO MaoTb HaAaBaTUCA KOMMETEHTHUM
OpraHoMm, OCKi/IbKV BMMaraeTbCsi CyTTEBA OLjiHKa
KOMMEeTEeHTHUM opraHom) (BukoHaHHsi 3060B'si3aHb
BiAgnosigHo Ao nianyHkTy 1.8.2 nyHkTy 1.8 fopatky 5
o MNMopsaky NpoBeAeHHS eKcnepTr3n peecTpavinHux
Marepianis Ha nikapcbki 3acobu, Lo NofalnTbCsA Ha
OepXxaBHy peecTpaLito (nepepeecTpaL,iio), a Takox
eKCcnepTM3n MaTepiasliB NPO BHECEHHS 3MiH A0
peecTpauiiHnx mMaTepianis NpoTarom Aii
peecTpaLiiHoro nocBiAYeHHs, 3aTBEPAXXEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuji
Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/16360/01/03

59.

DIHAP

PO34MH ANs iH ek 50
mr/m; mo 2 mn abo no 5
M1 B amnyni; no 10
amnyn y navui 3
KapToHy; Mo 2 mja abo no

MAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHx maTtepianis: 3miHu |
MMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapCbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
chopmu abo po3mipy KoHTeliHepa un
3aKynoproBa/IbHOr0 3aco6y (MepPBUHHOI YNAaKOBKM)

3a
peyerimom

UA/15275/01/01
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
5 mn B amnyni; no 5 (cTepunbHI nikapcbki 3acobu) CynyTHA 3MiHa - 3MiHW 3
amnyn y 6nictepi; no 2 AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpONb roToBOro
6nictepn y nauui 3 nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikadliii
KapTOoHy Ta/abo foNyCTMMUX MEX rOTOBOrO MiKapCbKoro 3acoby
(iHwWi 3miHW) (BBEAEHHS [,04AaTKOBOro 06'eMy
nakyBaHHs B amnynax no 5 mny amnynax, 3
BiAMOBIAHMMU 3MiHAMK y p. «YnakoBka» Ta N. «06'em,
LLIO BUTAraeTbCa» y cneyudikadii Ta Metogax
KOHTpO/t0. MepBUHHWIA NakyBanbHWA MaTepian He
3MiHMBCSA) (TepMiH BBEAEHHS 3MiH NPOTATOM 6-Tn
MiCsILiB Micnsi 3aTBEPAKEHHS)
60. | AOKCULUUKNIH- kancynu no 100 wmr, no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/8028/01/01
AAPHMLUA 10 Kancyn y KOHTYpHii "dapmaueBTNyYHa "papmaneBTn 3MiHW | TMny - 3MiHK Woao 6e3nekn/etekTMBHOCTI Ta peyenmom
YapyHKOBIli ynakoBLyj; Mo hipma "OapHuus” YyHa thipma thapmakoHarnsgy. BeegeHHs abo 3miHu o
1 a60 No 2 KOHTYPHI "fapHuus"” y3arasibHeHUX gaHux Npo cuctemy dpapmakoHarnsgy
YapyHKOBI YNakoBKW Yy (BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
nadui; no 1000 kancyn y thapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobw,
KOHTeliHepax BiANOBIAa/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
NAacTUKOBUX KOHTaKTHOT 0cobu 3 hapmakoHarnsgy 3asBHvKa Ans
3pjificHeHHs hapmakoHarnsay B YkpaiHi, SKL0 BOHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0c06W, BignoBigansHOI
3a 3fjicHeHHs hapmakoHarnagy (Bkiroyatoun
KOHTaKTHi AaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0CO6MU, BifgnoBiganbHOI 3a
dhapmakoHarnsg;
[Litova pepakuis - Cmosx CtaHicnasa AHaToniiBHa.
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHapoBmy
61. | AOJIOHIKA 10 MI TabneTkun, BKPUTI AciHo Al HimeuunHa BMPOGHMLTBO, Lseliuapis BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/15102/01/01
NiBKOBOK 06JI0HKOIO, KOHTPO/b B 3MiHK | TUNY - NOAAHHA OHOB/IEHOTO cepTudikaTa peyernmom
nponoHrosaHoi Aji no 10 npoueci BianoBigHoCTi E€Bponelickkili hapmakonei Ne R1-CEP
Mmr no 10 TabneTok y BUPOGHMLTBA, 2005-036-Rev 02 ans gjtoyoi pevosmHn Oxycodone
6nictepi; no 3 a6o 10 KOHTPO/b hydrochloride Big, Bxe 3aTBepAXeHOro BUPOGHNKa
6nicTepiB B KAPTOHHIA roTOBOrO
KopooLi NpoaykKTy,
nakyBaHHSA Ta
BUNYyCK cepil:
AciHo ®apma
AT,
LLiBeiiuapis;
nakyBaHHs:
AciHo ®apma
AT,
LiBeliuapis
62. | AONTOHIKA 20 MI TabneTkn, BKpUTI AciHo Al HimeyunHa BUPOBGHMLTBO, LLIBeliLapis BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3a UA/15102/01/02
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
NAiBKOBOK 06/10HKOLO, KOHTPONb B 3MiHKM | TUNY - NOAAHHSA OHOBIEHOTO cepTudikaTa peyernmom
NPOJIOHroBaHoi Aji o 20 npoueci BignosigHocTi €Bponelickkiit hapmakonei Ne R1-CEP
Mmr no 10 TabneTok y BUPOGHMLTBA, 2005-036-Rev 02 ans pjtoyoi pevosmHn Oxycodone
6nicTepi; no 3 a6o 10 KOHTPO/b hydrochloride Big, BXxe 3aTBEpAKEHOr0 BUPOGHMKa
6nicTepiB B KAPTOHHIA roTOBOro
Kopobui NpoAYyKTY,
nakyBaHHS Ta
BWMYCK Cepil:
AciHo ®apma
AT,
LLiBefiuapis;
nakyBaHHS:
AciHo ®apma
AT,
Liseiiuapis
63. | AOJIOHIKA 40 MI TabneTkun, BKpUTI AciHo Al HimeuunHa BVMPOGHMLTBO, LLisefiuapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3a UA/15102/01/03
NNiBKOBOK 06/1I0HKOIO, KOHTPO/b B 3MiHK | TUNY - NOAAHHA OHOB/IEHOTO cepTudikaTa peyernmom
NPONOHIoBaHoi Aji no 40 npoueci BignosiaHocCTi EBponelickkili hapmakonei Ne R1-CEP
mr no 10 TabneTok y BUPOGHMLTBA, 2005-036-Rev 02 ans gjtouoi pevoBnHn Oxycodone
6nicTepi; no 3 a6o 10 KOHTPO/b hydrochloride Big, Bxe 3aTBepeHOro BUpo6HvKa
6nicTepiB B KAPTOHHIA roToBOro
Kopoobui npoaykTy,
nakyBaHHS Ta
BUNYyCK cepil:
AciHo ®apma
AT,
LLiBeiiuapis;
nakyBaHHS:
AciHo ®apma
AT,
LLiBeiuapis
64. | AOJIOHIKA 80 MI TabneTku, BKpUTI AciHo Al HimeyunHa BVMPOGHMLTBO, LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3a UA/15102/01/04
N1iBKOBOK 06G/IOHKOIO, KOHTPO/b B 3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTa peyenmom
NPOMOHIToBaHOI Aji no 80 npoueci BiANOBIAHOCTI €Bponelicbkili hapmakonei Ne R1-CEP
mr no 10 TabneTtok y BMPOGHMLTBA, 2005-036-Rev 02 ans pjtoyoi pevoBmHn Oxycodone
6nicTepi; no 3 a6o 10 KOHTPO/b hydrochloride Big, BXe 3aTBepKeHOro BUPO6GHMKa
6n1icTepiB B KAPTOHHIl roToBOro
KOpoo6Li NPOAYKTY,
nakyBaHHS Ta
BMNYyCK cepil:
AciHo ®apma
AT,
LLIBeliyapis;
nakyBaHHS:
AciHo ®apma

Al
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Lliseiuapis
65. | AOLUEMEOA KOHUeHTpaT ans Anbmega LBeiiapis BMPOGHMLTBO Kopes/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/14553/01/01
pO34nHy ans iHgysili, 20 PapmacbloTikasic KOHUEeHTpaTy HimeuunHa 3MiHKM | TUNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peuenmom
mr/mnno 1 mn, 4 mn, 7 Al LA PO3UNHY thapmakoHarnsgy. BeegeHHs abo 3miHM go
M/1, 8 M1 Y h1aKOHI; NO ONs iHQy3il, y3araslbHeHUX JaHux npo cuctemy dpapmakoHarnsgy
1 dp1akoHy B KapTOHHii cTepwnisadis, (BBEAEHHSA y3araslbHEHNX AaHUX PO cUCTeMy
Kopoobui po3nuB y thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobwm,
doNnakoHu, BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
nepBuHHe Ta KOHTaKTHOI 0cobu 3 chapmakoHarnagy 3asBHuKa ans
BTOPVHHE 3fjiicHeHHs thapmakoHarnsgy B YkpaiHi, KO0 BOHA
nakyBaHHs: BiAMIHHA BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
CamsHr 3a 3gjiicHeHHs hapMakoHarnsay (Bkiyarun
Biochapmacsto KOHTaKTHi faHi) Ta/abo 3MiHM Yy PO3MILLLEHHI MacTep-
Tikan3 thaiina cuctemun chapmakoHarnsgy) - NponoHoBaHa
KopnopeiiwH, pefakuisi: ynoBHOBaxeHa ocoba BignosiganbHa 3a
Kopes; thapmakoHarnag - AniHa Kyky (Alina Cucu), KOHTakTHa
BTOPWHHE ocoba BignosiganbHa 3a hapmakoHarnag - Bosk
nakyBaHHS: AHZpili BopncoBuy. 3MiHa KOHTaKTHUX JaHUX
Komcpacc YNOBHOB&XEHOT 0COOU. 3MiHA KOHTaKTHUX AaHNX
m6X, KOHTaKTHOI 0cobm
HimeuumnHa,
BiANOBIAA/IbHN
11 3a BANyCK
cepii,
KOHTPO/tO
AKOCTI cepil:
AkBiga NvbéX,
HimeyunHa
66. | E3OMENPA30NY MOPOLLIOK (Cy6CTaHLis) y How Na6c MNBT. IHais How Na6c IHais BHECEHHS 3MIHJ0 peecTpauiliHix maTtepianis: 3miHu | - UA/13124/01/01
MATHIKO TPUTIAPAT | nopgiitHux nTAa. MBT. NTA. T™Mny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
noslieTUIEeHoBMX Ta/abo agpecyn Micua NPOBaAKEHHS AisNIbHOCTI
naketax gns BMPOGHMKa (BK/TOUakoUM, 3a HEOOXIAHOCTI, MicLe
thapmaLeBTU4HOro NpoBefEeHHS KOHTPO/IIO AKOCTI), abo BnacHuKa
3acTOCyBaHHS mMacTep-gaiina Ha A®l, abo noctavyasibHMKa
Adl/BuxigHoro matepiany/peareHTy/npomixKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y BUPOOHULTBI AD|
(AKW,0 3a3HaYEHO Y fOCbE Ha NiKapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BignosigHOCTI EBponeiichbkili
thapmakonei y 3aTBepKeHOMY A0CbE, ab0
BMPOOGHMKA HOBOI [OMOMiXHOI pEHOBUHM (SIKLL,O
3a3HayeHo y A0Cbe) (3MiHa agpecu BUpPOGHMKa
cy6cTaHuii How fla6e MNBT. TA., IHAisA, 6e3 3MiHu
MicList BUPOGHMLITBA)
67. | ESOMNPEKC TabneTku, BKPUTI TOB "3eHTiBa" Yecbka AT "CaHeka CnoBaubka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/12852/01/01
NiBKOBOK 060/I0HKOIO, Pecnybnika | ®apmacbioTika Pecny6nika 3MiHY | TUny - 3MiHK WoAo 6e3nekn/edeKkTUBHOCTI Ta peyenmom
no 10 mr Ne 30 (10x3), ns3", hapmakoHarnsay. BeegeHHs abo 3miHM Ao




66

Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Ne 60 (10x6): no 10 Cnosaubka y3araslbHeHUX gaHux Npo cuctemy dpapmakoHarnsay
Tabnetok y 6nictepi, no Pecny6nika (BBEAEHHSA y3ara/lbHEHUX AaHWX NMPO cucTemy
3 abo no 6 6nictepis y (nepBuHHe Ta thapmakoHarnsgy, 3MmiHa ynoBHoOBaXeHoi ocobu,
KapTOHHI Kopobui BTOPVHHE BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy;
nakyBaHHs, KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHvKa Ans
KOHTpO/b Ta 34ilicHeHHA hapMakoHarnsgy B YkpaiHi, SKLL0 BoHa
BWMYCK Cepii); BiAMIHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
Eiiy.Bi.Em. 3a 3pjicHeHHs hapmakoHarnagy (Bkioyarun
$apma, c.p.o., KOHTaKTHi fjaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
Cnosaubka thaiina cuctemu chapmakoHarnsgy) - 3miHa
Pecny6nika YMOBHOBaXXEHOT 0C06VM 3a8BHMKa, BifMNoBigaIbHOI 3a
(BUPOGHULTBO hapmakoHarnag: ditova pegakuis — Amel Benkritly.
in bulk) MponoHoBaHa pepakuis — Eric Teo/Epik Teo. 3miHa
KOHTaKTHOT 0CO6U B YKpaiHi yNmoBHOBaXXeHOT 0cobu
3asBHUKA A5 34ilicHeHH: chapmakoHarnsgy: ditoua
pefakuisi — BoinTeHko AHTOH MeoprioBuy.
lMponoHoBaHa pepakuist — KniwmH AHTOH
MwukonanoBuy. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOI 0CO6W. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOI 0cobm
68. | ENOKCAMEOA KOHUeHTpaT ans Anbmega Lseiiapis BMPOBHULTBO Kopesi/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14537/01/01
PO34urHy gns iHdysii, 5 dapmacbloTikasic KOHLeHTpary HimeuunHa 3MiHK | TUny - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyernmom
mr/mn no 10 mn, no 20 Al ons thapmakoHarnsgy. BeegeHHs abo 3miHu o
mn, no 40 mny NPUroTyBaHHA y3arasibHeHUX JaHnx nNpo cucTemy dapmakoHarnsgy
CKNsiHOMY hnakoHi B pO3unHy ans (BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
KapTOHHIA KopoobLi iHcDy3iiA, thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobw,
cTepwnisadis, BiANOBIAa/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
po3nuB y KOHTaKTHOT 0cobu 3 hapmakoHarnsgy 3asBHvKa Ans
doNnakoHu, 3pificHeHHs hapmakoHarnsay B YkpaiHi, KLU0 BOHa
nepBuHHe BigMiHHa Bif, yNOBHOBaXeEHOI 0c06W, BignoBigansHOI
nakyBaHHS: 3a 3ilicHeHHs thapmakoHarnagy (Bkavarum
CamsHr KOHTaKTHi AaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-
Biochapmacsto thaiina cuctemun chapmakoHarnsgy) - Airoua pefakuis:
Tikans ynoBHOBaXeHa ocoba BignoBigasibHa 3a
KopnopefiwH, thapmakoHarnag - YobaHy Ana. MponoHoBaHa
MiBaeHHa pefakuisi: ynoBHOBaxeHa ocoba BignosigaibHa 3a
Kopes; thapmakoHarnag - AniHa Kyky (Alina Cucu), KOHTakTHa
BTOPWHHE ocoba BignosiganibHa 3a hapmakoHarnag - Bosk
nakyBaHHS: AHZpili BopncoBuy. 3MiHa KOHTaKTHUX JaHUX
Komcpacc YNOBHOB&XEHOT 0COOUN. 3MiHA KOHTaKTHUX AaHWX
v6X, KOHTaKTHOI 0cobm
HimeuumnHa,
MpecTtnx
MpomocbiioH
Bepkaydcdes

epyH+Bep6ce
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
psuc Mv6X,
Himeyumnha;
KOHTPONb
AKOCTI cepii:
BeHyc ®apma
v6X,
HimeuumnHa,;
BignoBiAabHM
i1 3a BUNyCK
cepii,
3[iiCHEHHS
KOHTpPO/0
AKOCTI cepii:
AkBiga 'm6X,
HimeyunHa
69. | EHANANPUNY KpMcTaniuyHWin NOPOLLIOK ToBapucTBO 3 YkpaiHa UeL3saH Kutaii BHECEHHS 3MiH 40 peecTpaLiiiHux matepianis: 3MiHu | - UA/12186/01/01
MANEAT (cybcTaHuis) y o6MexeHo Xyaxaii Tnny - 3MiHn 3 AkocTi. CepTudikat BignosigHocTi/lE-
nonieTuIeHoBMX BiANOBiAa/IbHICTIO dapmachbioTika cepTudikaT BignoBigHOCTI EBponeiichkkiii
naketax gns "dbapmaueBTnyYHa n Ko, Nita,. thapmakonei/moHorpadii. NogaHHs HoBOro abo
hapmaueBTUYHOIO KOMnaHis OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
3acTocyBaHHs "3p0poB'a” BU/YYEHHS1 cepTudpikaTa BignoBigHOCTI EBponelickkiii

thapmakonei: gna Ad®l; gns suxigHoro
mMartepiany/peareHTy/NPoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTLCH Y BUPOOHMUTBI API; Ans
[0MNOMDKHOT peyoBuHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBepAKeHOro BMpobHyvKa (NofaHHA HOBOro
cepTudikaTa BignoBigHOCTI €Bponeiichbkiii
hapmakonei Ne R1-CEP 2000-053-Rev 03 ania AdI
eHananpuny manear Bif, 3aTBEPAKEHOro BUPOOHMKa
Zhejiang Huahai Pharmaceutical Co., Ltd., Kutaii 3
BiAMNOBIAHUMM 3MiHaMK B aApeci BUPOOHUKA: - 3MiHU B
crneundikauii Ta MmeTogax KoHTpono APl 3a
MOKa3HNKOM «3a/IMLLKOBA KiflbKiCTb OpraHivyHmX
PO3UYMHHYKIB» (3MiHA KPUTEPIiB MPUAHATHOCTI:
3aTBEpPXEHO: eTaHony He binbLlue 0,5%,
3anponoHoOBaHoO: eTaHosy He 6inbLue 150 ppm), -
BBE/EHHSA MoKa3HuKa «3a/INLWKOBI KisIbKOCTI
KaTanizatopy» 3 HOPMyBaHHAM He 6inblie 1 ppm
nanagito 3 BiANOBIAHUM METOA0M BUNPOBYBaHHS;
nojaHHA HOBOro cepTuddikara BiANoBiAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2000-053-Rev
03 gnsa A®| erananpuiy masiear Bif 3aTBEpAXKEHOro
BMpo6Huka Zhejiang Huahai Pharmaceutical Co., Ltd.,
KuTali 3 BignoBigHMMK 3MiHamMu B aApeci BUPO6HUKa: -
3MiHM B cneumdikauii Ta Metogax KoHTpono Adl 3a
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1

NMOKa3HNKOM «3a/IMLLKOBA KiflbKiCTb OpraHivyHmX
PO3YMHHYKIB» (3MiHA KPUTEPITB MPUAHATHOCTI:
3aTBepXeHO: eTaHony He binblue 0,5%,
3anponoHOBaHO: eTaHosy He 6inbLue 150 ppm), -
BBE[EHHS NOKa3HNKa «3a/TLLKOBI KifIbKOCTi
KaTanizatopy» 3 HOPMyBaHHAM He 6inblie 1 ppm
nanagito 3 BifnoBigHM METOLOM BUNPOBOYBaHHS; -
YTO4YHEHO ynakoBky A®| y BifnoBigHOCTI A0 pefaku;,
HaBefeHoi B CEP (3aTBep)XeHo: nepBuHHa
ynakoBKa-NoABIliHI NONIETUIEHOBI NakeTn; BTOPUHHA
yrnakoBKa — BiANOBIAHO [0 HOPMATUBHOI AOKyMeHTaLil
hipmMn-BMPOBOHUKA; 3anNpoNOHOBAHO: NePBUHHA
ynakoBka- NonieTUIeHOBI NakeTn; BTOPMHHA YNakoBKa
—anoMiHiesi nakeTtn). CynyTHS 3MiHa
- 3MiHK 3 AkocTi. APL. KoHTponb A®Il. 3miHa y
napameTpax cneyucdikauin Ta/abo AoNyCTUMNX MEX,
BM3HAYeHNX Y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIXHUIA NpoAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCA Y npoueci BupobHuutea A®I (iHwwi
3MiHM). - 3MiHK 3 gKkocTi. A®l. Cuctema
KOHTeliHep/3aKkynoptoBasibHW 3aci6 (iHLWi 3MiHN);
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiAMNOBIAHICTb
[0 MmoHorpadii ®Y abo E€Bponelicbkoi hapmakoner,
abo iHWOI HauioHanbHOI thapmakonel gepxasn €C
(3miHa y cneumndikauisx, nos'asaHa 3i 3miHamu B 1Y,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaujioHasnbHili hapmakonei gepxasu €C)
(npvBeaeHHs cnevmdikauii Ta MeToAiB KOHTposo API
eHaslanpuiy manear Bif, 3aTBEPAKEHOro BUPOOHMKa
Zhejiang Huahai Pharmaceutical Co., Ltd., Kutaii y
BIANOBIAHICTb A0 BUMOr MOHorpadii «Enalapril
maleate» EP, a came: - 3a nokasHvnkom «CynpoBigHi
OOMiLLKM» (3MiHM NpocpiniB Ta KPUTEPI NPUAHATHOCTI
[OOMILLOK Ta aHaIITUYHOT METOANKNY); - BUSTYYEHHS
nokasHuKiB «TemnepaTypa niaBfeHH:»,
- BUTYYEHHS TeCTY «Baxki MeTanu», skui
KOHTpONtOBaBCA BMPOGHNKOM AdI, BIiANOBIAHO A0
BMMOr MoHorpadii «Enalapril maleate» EP.
MoHorpadist Ha A®l, 3a3HayeHa B UMHHIl Bepcii EP,
He MICTUTb BU3HaUYeHHS TecTy «Baxki meTanun». Y
3B’A3KY 3 YUUM BMPOBGHMKOM 6Y/10 HagaHo Statement on
elemental impurities Ha TecT «Baxki MeTanin» 3

OLIHKOK PM3UKY LLIOAO X BMICTY, LU0 Aa/10 MOX/IUBICTb




69

Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

BUYYUTMN AaHWI NOKA3HWK 3 PYTUHHOTO KOHTPOSIO.
npuBefeHHs cneuudikauii Ta MeToaiB KOHTposo AdI
eHananpuny manear Bif, 3aTBEpAKEHOro BUPOGHMKa

Zhejiang Huahai Pharmaceutical Co., Ltd., Kutain y

BiANOBIAHICTb A0 BUMOr MOHorpadii «Enalapril
maleate» EP, a came: - 3a nokasHvkom «CyrnpoBsifHi

OOMILLKV» (3MiHW NpochiniB Ta KpUTEPIn NPUAHATHOCTI

[OOMILLIOK Ta aHaNiTUYHOT METOAUKN); - BUNTyHYEHHS
nokasHUKiB «Temnepartypa naaB/eHHs», - BUNYyYEHHS

TecTy «Baxki meTanun», Skuii KOHTPO/IHOBaBCS
BMpo6HMKOM A®I, BiANOBIAHO A0 BUMOr MOHorpadii
«Enalapril maleate» EP. MoHorpacisi Ha A®I,
3a3HayeHa B YMHHIN Bepcii EP, He MicTUTb
BM3HAYEHHS TecTy «Baxki meTanm». Y 3B'A3Ky 3 UUM

BUPOGHMKOM 6Y/10 HagaHo Statement on elemental
impurities Ha TecT «Baxki MeETasIn» 3 OLIHKOK PU3NKY

00 iX BMICTY, L0 A&/10 MOX/MBICTb BUMYYNTH
[aHuii NoKasHKK 3 PyTUHHOTO KOHTPOSIO.

- 3MiHV B METO/i KOHTPOJIH0 3a NOKa3HWUKOM «KifbkicHe
BM3HAYeHHs». CynyTHS 3MiHa - 3MiHUM 3 AKoCTi. ADI.
KoHTposnb A®L. 3miHa y MeToax BunpobyBaHHs AdI

abo BuXigHOro marepiany/npomikHoro

NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIEC

BUpo6HMUTBa AP (iHLWI 3MiHM Y MeTogax

BMNPOGYBaHHSA (BK/THOYaOUM 3aMiHy abo JONOBHEHHS)
A®| a6o BMXiZAHOTO/MPOMIDKHOTO NPOAYKTY); 3MiHU |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHyBaHHs
Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro

noceigyeHHs1) (3MiHa agpecu 3asiBHMKA)

70.

EHENBIH® 100
PETAP/,

TabneTtku, BKPUTI
060/10HKOIO,
NPOIOHTOBAaHOT Aji No
100 mr Ne 50 (10x5): no
10 TabneTok y 6nicTepi;
no 5 6nicTepiB y
KapTOHHIlA KOopooLi

TOB "3eHTiBa"

Yecbka
Pecny6nika

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHW | Tuny - 3MiHK 3 akocTi. A®l. Bupo6HMUTBO (iHLUi
3MiHW) - NoJaHHA oHoBeHoro AM® Ha AdI
HadhTrapodbypun rigporeHokcanar Bif,
3aTBEpAXEHOro Bupo6Hnka PROCOS S.p.A.
3anponoHoBaHa Bepcis: DMF-OP-38-B02 dated 27-
Jan-2017. BBegeHHA 3MiH NPOTArom 6-tu micauis
nicnA saTBepAKeHHsA

3a
peyenmom

UA/2771/01/01

71.

EHEP/NIB®

Kancynu m'ski no 300 mr,
no 10 kancyn y énictepi;
no 3, abo no 5 6niictepis
B KapTOHHIi Kopo6ui; no
20 kancyn y 6nictepi; no
5 6nicTepiB B KAPTOHHIN

KopoobLi

MeHapiHi
IHTepHeLloHan
OnepeiwoHc
TNMokcembypr C.A.

Tokcembypr

Brpo6HMUTBO
"in bulk",
KOHTPO/b

cepiii:
KaTtaneHt
HimeuunHa
E6epbax
m6X,
HimeyunHa;

HimeuunHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu ||
TMny - 3MiHK Wwoao 6e3nekn/ehekTUBHOCTI Ta
hapmakoHarnsigy. BHeceHHsi abo 3miHa(K) Ao
30608B'A3aHb Ta YMOB Buadi peecTpadiiHoro

NOCBiAYEHHS, BKOYatoun MNnaH ynpasniHHs
pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)
NnoAasIbLIOro 06rpyHTYBaHHS HOBYMMW A0AATKOBUM
[aHuMK, WO MatoTb HaAaBaTUCA KOMMNETEHTHUM
OpraHoM, OCKi/IbKV BUMaraeTbCsi CyTTEBA OLjiHKa

6e3
peyenma

UA/5631/01/01
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
KiHuese KOMMETEHTHUM opraHom) (BukoHaHHS 3060B'A3aHb
nakyBaHHS: BiNOBIAHO A0 NiANYHKTY 2.3 NyHKTY 2 gogatky 15 fo
KaTtaneHt MopsiaKy NPOBEAEHHSA eKCNepPTU3N peecTpaLiniHux
HimeuunHa MaTepianis Ha nikapcbki 3aco6u, Lo NoAalnTbes Ha
LLlopHaopd AepxXaBHy peecTpauito (nepepeecTpalLiiio), a Takox
M6X, eKcrnepTM3n MmaTtepiasiiB NPo BHECEHHS 3MiH A0
HimeuumnHa,; peecTpauiiHnx matepianis NpoTarom Aii
KiHueBe peecTpauiiHOro NOCBiAYEHHS, 3aTBEPAKEHOTO
nakyBaHHs, Haka3zoM MO3 Big 26.08.2005 Ne 426 (y pegakuii
KOHTPO/b Ta Haka3zy MO3 Big 23.07.2015 Ne 460)
BUMYCK Cepiii:
BEPNIH-XEMI
AT,
HimeyynHa
72. | ENINEH FOHIOP PO34UH A151 iH'EKLLNA, MEJA Ab LLiBeuis BUPOBHMK, cuwaA/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14932/01/01
0,15 mr/go3y no 2 mn BiANOBIAA/IbHN Higepnangn/ 3MiHW | TMny - 3MiHK Woao 6e3nekn/etekTMBHOCTI Ta peyenmom
PO34MHy y nonepesHbL0 n3a [Hanis/ dhapmakoHarnsgy. BeefeHHsa abo 3miHn 1o
HamoBHEHIN pyuui; no 1 BMPOGHMLITBO HimeyunHa y3arasibHeHUX faHnx nNpo cucTemy dapmakoHarnsgy
nonepegHbL0 HanoOBHEHIN Hepo3dacoBa (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO CUCTEMY
pyuui B Ty6i; no 1 Ty6i B HOI NpoAayKuUit thapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobw,
Kopo6Li 3 KapTOHY (nigroToBka, BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy;
acentuyHa KOHTaKTHOT 0cobu 3 hapmakoHarnisgy 3asBHvKa Ans
inbTpavis, 3pjificHeHHs hapmakoHarnsay B YkpaiHi, KLU0 BOHa
HanoBHEHHSA BigMiHHa Bif, yNOBHOBaXeEHO| 0c06W, BignoBigansHOI
Ta yKynopka): 3a 34ilicHeHHs thapmakoHarnagy (Bkavarum
MepigiaH KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MilLEeHHI MacTep-
Megikan thaiina cuctemm chapmakoHarnsgy) - NponoHoBaHa
TekHonogXxumc, pefakLuisi: ynoBHOBaxeHa ocoba BignosigasibHa 3a
IHK., CLUA; 3AjiicHeHHs hapmakoHariagy — Balwant Heer,
BUPOBHMK, KOHTaKTHa ocoba BifgnosifanbHa 3a 34ilicHeHHS
BiANOBIAA/IbHN thapmakoHarnsgy B YkpaiHi — basunnescbka HOnis
3a BasnepiiBHa. 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOI

TeCcTyBaHHA Ta
KOMMNeKTaL,ito
: MepigiaH
Megikan
TeKkHOMoaXunC,
IHK., CLUA;
BUPOBHMK,
BiANOBIAA/IbHN
n3a
MapKyBaHHsI
Ta BTOPUHHY
yNaKoBKy:
MMN® B.B.

(ManydakTypi

0co6U. 3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOT 0CO6M.
3MiHa MicLs 34iICHEHHST OCHOBHOI AiSNbHOCTI. 3MiHa
HOMepy Ta MicLe3HaxoMKeHHA MacTep-dainny
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Hr [ekemKuHr
dapmaka),
HigepnaHaw;
KOMMNaHis, Wo
BignoBigae 3a
npoBefeHHs
KOHTPO/II0
AKOCTI:
€BpodoiHC
dapma A/C,
[LaHist;
BUPOGHUK,
BiANOBIAA/IbHN
1 3a BANYCK
cepii: MEJA
dapma M'm6X
eHg Ko. KT,
HimeyunHa
73. | ETCET® TabneTkn, BKPUTI TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/9658/01/01
060n0HkKot0, No 10 Mr no PAPM" PAPM" 3MiHK | TUNY - 3MiHa po3mipy cepii (BKIoYarumn peyenmom
14 TabneTok y 6nictepi, Jiana3oH po3mipy cepii) roToBOro /likapcbKoro 3acoby
no 2, abo no 4, abo no 6 - 3MEHLUEHHS PO3Mipy cepii FOTOBOr0 NikapCbKoro
6nicTepiB y KAPTOHHIl 3acoby ao 10 pasis. 3anponoHoBaHo: 200 000
ynakoBLii Tabnetok, 450 000 Tabnetok, 1 000 000 TabneTok;
3MiHu Il Tyny - BBEAEHHSA HOBOro BUPOGHKKa ADI
aToBapcTaTVHY KaubLiilo 3 HaJaHHAM MacTep-taiiny
Ha Al
74. | ETCET® TabneTkn, BKPUTI TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/9658/01/02
060n10HKot0, No 20 Mr nNo PAPM" PAPM" 3MiHK | TUNY - 3MiHa po3mipy cepii (BKIoYarum peuyenmom
14 TabneTok y 6nictepi, Aiana3oH po3mipy cepii) roToBOro /likapcbKoro 3acoby
no 2, abo no 4, a6o no 6 - 3MEHLLUEHHS1 PO3Mipy Cepii rOTOBOrO JliKapCbKOro
6nicTepiB y KAPTOHHIl 3acoby ao 10 pasis. 3anponoHoBaHo: 200 000
ynakoBLji Tabnetok, 450 000 Tabnetok, 1 000 000 TabneTok;
3MiHu || TNy - BBEAEHHSA HOBOTO BUPOGHMKa AdI
aToBapcTaTVHY KaubLiito 3 HagaHHAM MacTep-taiiny
Ha Al
75. | EGAMAT TabneTku, BKpUTI MinaH IHgis MinaH IHAaisa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/10471/01/03
NNiBKOBOK 060/IOHKOHO, Na6opaTtopiec Na6opatopiec TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuyenmom
no 200 mr, no 30 Nimiten Nimiteq thapmakoHarnsgy. 3MiHv y KOpoTKili XapaKTepucTuLi

TabneTok y KoHTeliHepi,
no 1 koHTelHepy B nauLi
3 KAPTOHY

NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
ONS MEeAUYHOTO 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionogibHMX NiKapCbKUX
3aco6iB Nic/1A BHECEHHSA TiET caMoi 3MiHW Ha
pedhepeHTHWI1 Npenapar (3MiHa He NOTPebye HadaHHA
XXO[HUX HOBWX A0AATKOBUX AaHuUX) (3MiHM BHECEHO A0
iHCTPYKUIi y po3ainu: "MNokasaHHA", a TakoX Y po3Ainu:
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
"®apmakonoriyHi BactusocTi”, "B3aemogia 3 iHW1Mm
nNikapcbkvMK 3acobamMu Ta iHWi BUAY B3aeMogiii",
"Oco61BoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHS
Ta gosu", "Aitn", "MNo6iyHi peakuii" BiANOBIAHO A0
iHchopMmawii LWoA0 MeANYHOro 3aCTOCYBaHHS
pedyepeHTHOro ikapcbkoro 3acoby (SUSTIVA, He
3apeecTpoBaHnii B YKpaiHi)
76. | EODAMAT TabneTku, BKpUTI MinaH IHais MinaH IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/10471/01/04
NAiBKOBOK 0O0/IOHKOHO, Nab6opaTtopiec Na6opatopiec My - 3MiHK WoAo 6e3nekn/eddekTMBHOCTI Ta peuenmom
no 600 mr, no 30 Niviteq Nimiteq thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi
TabneTok y KoHTeliHepi, nikapcbKoro 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
no 1 koHTeliHepy B naui 015 MEeAUYHOTO 3aCTOCYBaHHS
3 KapTOHY reHepuyYHUX/ribpuaHMX/6ionogibHNX NiKapCbKUX
3aco6iB Nic/1A BHECEHHSA TiET camoi 3MiHM Ha
pedhepeHTHWI1 Npenapar (3MiHa He NoTPebye HadaHHS
XXOAHUX HOBWX A0AATKOBUX AaHuX) (3MiHM BHECEHO A0
IHCTPYKLi y po3ainun: "MokasaHHA", a TakoxX Y po3ainu:
"®apmakonoriyHi BnactusocTi”, "B3aemogis 3 iHLMMU
nikapcbkvMK 3acobamm Ta iHWi BUAY B3aemMogiii",
"Ocob6nmBOCTi 3acTocyBaHHSA", "Cnocib 3acTocyBaHHsA
Ta posun", "Aitn", "MobivHi peakuii" BignosigHO A0
iHchopmawii LWoA0 MeANYHOro 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (SUSTIVA, He
3apEECTPOBaHUI B YKpaiHi)
77. | 3M4oBYAVH TabneTkn, BKPUTI Aypob6iHgo dPapma IHais AypobiHa0 IHais BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | 3a UA/4793/01/01
060n0Hkot0, No 300 Mr NimiTen Papma TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHyBaHHs peuyenmom
Ne 60 y nnacTmkoBomMy Nimiten - FOHIT Ta/abo afpecy MicLsA NPOBaKEHHS Ais/IbHOCTI
KOHTelHepi 3 I} BMPO6GHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
KpULLIEYKOlo Ta 3 BK/IOHAK0UM AiNbHULI BUNYCKY cepii abo micue
KOHTpONIEM MepLuoro NpoBefEHHS KOHTPO/TIO AKOCTI. (AIANbHICTb, 3a AKy
po3kpuTTa Nel y nauui 3 BignoBigae BUPOGHMK/iIMNOPTEp, BKOYAOUM BAMYCK
KapToHy cepiii) (3mMiHa Ha3BM Ta agpecu BUpobHuka N3, 6e3
3MiHM Micus BUpobHULTBa) (TepMiH BBEAEHHSA 3MiH
nNpoTsArom 6-Tv MicSILiB Mic/si 3aTBEPAKEHHS)
78. | 3IKNAPA Kpem 3,75 % no 250 mr MEJA Ab LLiBeuis 3M Xenc Kea Benuka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15272/01/01
B calle, no 14 cawe B Nimiten BpuTaHis 3MiHKM | TURYy - 3MiHKU Woao 6e3nekn/eddekTUBHOCTI Ta peyernmom

ynakoBLi

thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX NPO cUcTeMy
thapmakoHarniagy, 3mMiHa ynoBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3assBHvKa Ans
3[jificHeHHs chapmakoHarnsay B YkpaiHi, SKL0 BOHA
BiAMiHHa Bif, yNOBHOBaXeEHOT 0c06W, BifnoBiganbHOl
3a 34iliCHEHHA hapmakoHarnsgy (Bkiovaoum
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLIEHHI MacTep-
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thaiina cuctemun thapmakoHarnsagy) - fivoua pegakuis:
yMoBHOBaXeHa ocoba BiAnoBifgasibHa 3a 34iiCHEHHS
thapmakoHarnsgy — Dr. Thomas Stuhr, KOHTakTHa
ocoba BignoBsigasibHa 3a hapmakoHarnag Ha
TepuTopii Ykpainu - MeTpywwaHko Makcum
Mwukonaiiosuy. MponoHoBaHa pefakuis:
yNoBHOBaXeHa ocoba BiAnosifgasibHa 3a 34iICHEHHS
thapmakoHarnagy — Balwant Heer, koHTakTHa ocoba
BiANOBiga/IbHa 3a 34iiCHEHHSA (hapMmakoHarnsay B
YkpaiHi — basunescbka tOnis BanepiiHa.
3MiHa KOHTaKTH/X AaHWX YNOBHOBaXKEHOT 0CO6M.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobu. 3MiHa
MiCLS 34IICHEHHA OCHOBHOI AisiNIbHOCTI. 3MiHa HOMepy
Ta MicLle3HaxoMKeHHsi MacTep — doaiiny

79.

SO0JIEMEOA

KOHLleHTparT Ans
po3unHy Ans iHdysili 4
Mmr/5 M no 5 mn
KOHLEeHTpaTy Yy h/1akoHi;
no 1 dpnakoHy y
KapTOHHIA KopooLi

Anbmega
dapmacbloTikasic
Al

Lseiiapis

AkTasic ITani
C.n.A.

ITanis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHW | TMny - 3MiHK Woao 6e3nekn/etekTMBHOCTI Ta
dhapmakoHarnsgy. BeefeHHsa abo 3miHn 1o
y3aranibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 hapmakoHarnisgy 3asBHvKa Ans
3pjificHeHHs hapmakoHarnsay B YkpaiHi, KLU0 BOHa
BigMiHHa Bif, yNOBHOBaXeEHO| 0c06W, BignoBigansHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkiroyarun
KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MilLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - Airoua pefakuis:
ynoBHOBaXeHa ocoba BignoBigasibHa 3a
thapmakoHarnag - YobaHy Ana. MponoHoBaHa
pefakuisi: ynoBHOBaxeHa ocoba BignosiganbHa 3a
hapmakoHarnsg - AniHa Kyky (Alina Cucu), KOHTakTHa
ocoba BignosigansHa 3a hapmakoHarnsg, - Bosk
AHppili BoprcoBuY. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOI 0CO6U. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOI 0cobm

3a
peyenmom

UA/15794/01/01

80.

IBYHOPM

Kancynu no 200 mr no
10 kancyn y 6nictepi, no
1 a6o 2 6nicTepu B
KopooLi

ToBapucTBO 3
obmexeHo
BiANoBiga/IbHICTIO
"dPapmaLeBTnYHa
KoMnaHis
"3popos'a”

YkpaiHa

BCi cTagil
BUPOGHMLTBA,
KOHTpPO/b
AKOCTI, BUMYCK
cepii:
ToBapucTso 3
06MexeHoto
BignoBigasibHi
CTIO
"papmaLeBTu
YHa KOMNaHis

YkpaiHa

BHECEHHS 3MiH 10 peecTpavljiiiHnux maTepianis:
3MiHKM | TUNY - NOAAHHSA OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei Big
3aTBep/axeHoro BupobHuka A®l R1-CEP 2002-099-
Rev 03; 3miHu | TUny - 3MiHK, NOB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4PY abo EBponeiicbkoi thapmakonei, abo
IHWOT HauioHasbHOT chapmakonel aepxasun €C (3MiHa
y cneuudikauisix, nos'asaHa 3i 3amiHamu B dY, abo
€Bponelicbkiil hapmakonei, abo iHLi HalioHaNbHIl
dapmakonei gepxasu €C) - 3MiHn A0 cneumdikau;i

6e3
peyenma

UA/11677/01/01
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
"3p0pos'a”, AD| — BUAYyYEHO NOKa3HWK SAKOCTI «Badkki MeTanm»;
YkpaiHa; BCi 3MiHM | TUMY - 3MiHK, NOB'A3aHi 3 HEOBXiAHICTIO
cTagji npuBeAeHHs y BiANOBIAHICTb A0 MoHorpadii 4PY abo
BMPOGHMLTBA, €Bponeiicbkoi dhapmakonei, abo iHLWOoi HauioHa/IbHOI
KOHTPONb chapmakonei gepxasu €C; cynyTHA 3MiHa: 3MiHa y
AKOCTI: mMeToAax BUNPoGYBaHHSA LONOMDKHOT PEHOBUHM -
ToBapucTso 3 3MiHK y cneundikavii Ta MeTogax BXigHOro KOHTPOsIo
06MexeHot AKOCTI JOMOMDKHUX PEYOBVH, Y 3B'A3KY 3
BignoBiganbHi NpuBeLEHHAM A0 BUMOT Ailo4oro BugaHHa EP; 3miHn |
cTI0 MMy - 3MiHa NoCTaYasibHNKa NakyBasIbHUX MaTepianis
"®APMEKC ab0 KOMMIEKTYUMX (SKLWO 3a3Ha4YeHOo B JOCHE)
reyn:, (3amiHa abo fofaBaHHA NocTavyasibHUKa) - A04ATKOBO
Ykpaina [0 3aTBEPKEHNX NOCTa4yasIbHUKIB, BBEAEHHSA
[04aTKOBOro nocravasibHuka nakyBasibHUX
mMatepianis (ponbru astoMiHieBoi); 3MiHK | TUNy -
3MiHa napameTpiB cneuudikauii Ta/abo gonycTummx
MeX NepBYHHOT yNakoBKW rOTOBOTO iKapCbKOro
3aco0by; CynyTHs 3MiHa: 3MiHa y MeTofax
BMNPOOYBaHHA NEPBUHHOI YNakoBK/ rOTOBOrO
nikapcbKoro 3acoby - 3MiHM y cneyudikauii Ta
MeTOoAax KOHTPO/0 SAKOCTi NePBUHHOT YNaKkoBKU
(chonbra antomiHiesa, nniBka NoAiBiHINXNOpUAHA) 3a
nokasHukoMm «MikpobiosioriyHa unctota»; 3miiu | Tuny
- 3MiHa napameTpiB cneuudikauii Ta/abo 4onycTUMMX
MEX roTOBOrO /liKapCbKOro 3acoby (BHECEHHS 3MiH A0
[0CbE NiC/1s OHOBJ/IEHHA 3arasibHOT CTATTi Ha rOTOBY
nikapcbky dpopmy y AdY/EBponeiickkili hapmakone);
CYNyTHSA 3MiHa: 3MiHa y MeTogax BUNpobyBaHHSA
roTOBOrO JIiKapCbKoro 3acoby (HesHayHa 3miHa y
3aTBEPAXEHNX MeTOoAaX BUNPOOYBaHHS)
81. | IBYHOPM kancynu no 400 mr no ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/11677/01/02
10 kancyn y 6nictepi, no o6MexeHo BVMPOGHMLTBA, 3MiHKM | TUNY - NOAAHHA OHOB/IEHOTO cepTudlikaTa peyenma
1 a6o 2 6nictepu B BiANOBiAA/IbHICTIO KOHTPO/b BiANOBIAHOCTI EBponeiickkili hapmakonei Big
Kopoobui "®bapmaueBTNyHa AKOCTI, BUMYCK 3aTBepaxeHoro BupobHuka A®l R1-CEP 2002-099-
KOMnaHis cepii: Rev 03; 3miHu | TUny - 3MiHK, NOB'A3aHi 3
"3p0poB'a” ToBapucTso 3 HEO6XiHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
obmexeHor MoHorpadii APY abo Esponeiicbkoi thapmakonei, abo
BifnoBigasbHi IHLWOT HauioHas1bHOT hapmakonei aepxasn €C (3MiHa
CTHO y cneuucpikauisix, nos'asaHa 3i amiHamu B ®Y, abo
"papmaneBTn €Bponelicbkin hapmakonei, abo iHLIA HauioHaNbHI
YHa KOMMaHis thapmakonei gepxasu €C) - 3MiHM A0 cneumdikaw;i
"3p0pos'a”, AD| — BUNyYeHO NOKa3HWK SAKOCTI «Badkki MeTanm»;
YkpaiHa; BCi 3MiHM | TUMY - 3MiHK, NOB'A3aHi 3 HEOBXiAHICTO
cragii npuBELEHHS Y BiANOBIAHICTL A0 MOHorpadii 4dY abo
BUPOGHMLTBA, €Bponeiicbkoi thapmakonei, abo iHLWOoT HalioHa/IbHOI
KOHTPO/1b hapmakonei gepxasu E€C; cynyTHS 3MiHa: 3MiHa y
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AKOCTI:
ToBapucTso 3
06MeXeHoto
BiANOBIA&UTbHI
CTIO
"®APMEKC
rePyn",
YKpaiHa

MeTo4ax BUNPOOyBaHHSA AOMOMIKHOI PEYOBUHM -
3MiHM Y cneumdikayii Ta MeTogax BXigHOr0 KOHTPOSI0
AKOCTi JOMOMIXKHUX PEYOBWH, Y 3B'A3KY 3
npuBeAEHHSAM A0 BUMOT fjl0H0ro BugaHHa EP; 3MmiHu |
TUMy - 3MiHa NoCTaYa/IbHNKA NaKyBas/IbHUX MaTepianis
ab0 KOMM/IEKTYUMX (SKLWO 3a3HA4YeHO B JOCHE)
(3amiHa abo foAaBaHHA NnocTavyasbHVKa) - 4OAATKOBO
[10 3aTBEPMAXEHNX NOCTAYa/IbHNKIB, BBEAEHHS
[04aTKOBOro nocravasibHuka nakyBasbHUX
mMartepianis (honbrv asltoMiHieBOI); 3MiHK | TURy -
3MiHa NapameTpiB cneyndikauii Ta/abo AonycTUMmx
MeX NepBVHHOT YNakoBKW rOTOBOrO NiKapCbKOro
3acoby; CynyTHs 3MiHa: 3MiHa y MeTogax
BUNPOBYBaHHS NEPBUHHOI YNakoBKV rOTOBOrO
niKapcbKoro 3acoby - 3miHW y cneuumgikauii Ta
MeToAax KOHTPOO AKOCTi NEPBUHHOT YMakoBKM
(chonbra antomiHieBa, nniBka NoNiBiHIXNOpUAHA) 3a
NoKasHNKOM «MiKpo6ionoriyHa YACToTax; 3MiHKn | Tuny
- 3MiHa napameTpiB cneundikauiii Ta/abo 4onycTUMnX
MEX roTOBOrO JlikapCbkoro 3acoby (BHECEHHS 3MiH A0
[l0CbE NiC/1s OHOB/IEHHA 3arasibHOT CTATTi Ha rOTOBY
nikapcebky doopmy y AdY/Esponeiickkiii hapmakoner);
CynyTHS 3MiHa: 3MiHa Yy MeTofax BUNpobyBaHHs
roToOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeToAax BUNPOBYyBaHHS)

82.

IBYHOPM

Kancynu no 200 mr in
bulk: Ne 4000 y nakeTi
noslieTueHoBoMy y
KOHTEliHepi
nnacTmMacoBomMy

ToBapucTBO 3
obmexeHoro
BiANOBIAA/TIbHICTIO
"®GapmaueBTnyHa
KoMnaHis
"3p0pos'a”

Ykpaina

ToBapucTso 3
06MeXeHoto
BiANOBIA&/TbHI
CTIO
"PapmavneBTu
YHa KOMNaHis
"3popos'a”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHKM | TUNY - NOAAHHA OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei Big
3aTBepAxeHoro BupobHuka A®l R1-CEP 2002-099-
Rev 03; 3miHu | TUny - 3MiHKX, NOB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkoi thapmakonei, abo
IHLWWOT HaLioHanibHOT chapmakonei aepxasun €C (3MiHa
y cneyudpikauisix, nos'asaHa 3i 3miHamu B 1Y, abo
€Bponelicbkiin dhapmakonei, abo iHLUIA HalioHaNbHIl
hapmakonei gepxasu €C) - 3MiHM A0 cnevumdikaui
Ad| — BUyYEeHO NOKa3HWK SAKOCTI «Badkki MeTanm»;
3MiHM | TUMY - 3MiHK, NOB'A3aHi 3 HEOBXiAHICTO
npuBeAeHHs y BiANOBIAHICTb A0 MoHorpadii 4dPY abo
€BponeiicbKoi hapmakonei, abo iHLWOoi HauioHabHOT
thapmakonei gepxasu €C; CynyTHS 3MiHa: 3MiHa Y
mMeToAax BUNPoGYBaHHSA [ONOMDKHOT PEHOBUHM -
3MiHM y creymdikaLii Ta MmeTogax BXigHOro KOHTPOSI0
AKOCTi JOMOMIKHUX PEYOBWH, Y 3B'A3KY 3
NpMBEeLEHHAM [0 BUMOT Aito4oro BugaHHa EP; 3miHn |
UMYy - 3MiHa NocTaYa/ibHMKa NakyBasIbHUX MaTepianis

UA/14915/01/01
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ab0 KOMMNEKTYUMX (SKLWO 3a3HA4YEHO B JOCHE)
(3amiHa abo foAaBaHHSA NnocTavasbHVKa) - 40AATKOBO
[10 3aTBEPMXEHNX NOCTAaYa/IbHUKIB, BBEAEHHS
[10[aTKOBOro nocravasibHuKa nakyBasibHUX
matepianis (onbrv antoMiHieBOT); 3MiHK | Tuny -
3MiHa NapameTpiB cneuudgikauii Ta/abo AonycTUMmx
MeX MepPBVHHOT YNaKOBKN rOTOBOrO /iKapCbKOro
3aco0y; cynyTHA 3MiHa: 3MiHa y MeTogax
BMNPOBYBaHHS NEPBUHHOI YNakoBKy rOTOBOrO
NiKapcbKoro 3acoby - 3miHM y cneumdikaii Ta
MeToAax KOHTPO/0 SAKOCTi NePBUHHOT yNakoBKu
(dbonbra antomiHieBa, nniBka NoniBiHIX10pUAHA) 3a
nokasHukoMm «MikpobionoriyHa unctota»; 3miau | Tuny
- 3MiHa napameTpiB cneundikauiii Ta/abo JonyCcTUMUX
MEX rOTOBOr0 NiKapCbKoro 3acoby (BHECEHHA 3MiH 10
[0CbE NiCNs OHOBMIEHHS 3arasibHOI CTaTTi HA rOTOBY
nikapcbky doopmy y AdY/EBponeiichkkiii hapmakonei);
CYMyTHSA 3MiHa: 3MiHa y MeToax BUNpo6yBaHHsA
roTOBOrO MiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPMAKEHNX METOAaX BUNPOOYBaHHS)

83.

IBYHOPM

Kancynu no 400 mr in
bulk: Ne 3000 y nakeTi
nonieTnieHoBoMy y
KOHTEliHepi
n1acTMacoBoMy

ToBapucTBO 3
obmexeHoro
BiANOBIfANbLHICTIO
"®apmaueBTnyHa
KoMnaHis
"3p0poB'a”

YkpaiHa

ToBapucTso 3
obmexeHor
BiANoBigaNbHI
CTHO
"papmaneBTn
YHa KOMMaHis
"3popos'a”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei Big
3aTBepAxeHoro Bupo6Huka APl R1-CEP 2002-099-
Rev 03; 3miHu | TURy - 3MiHK, NOB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4PY abo Esponeiicbkoi thapmakonei, abo
iHLWOI HaujoHanbHOT dhapmakonei gepxasun E€C (3miHa
y cneuudikauisix, nos'asaHa 3i 3miHamn B dY, abo
€Bponelicbkiin hapmakonei, abo iHLiA HaLioHaNbHIl
thapmakonei gepxasu €C) - 3mMiHu Ao cneumdikawi
A®| — BUIy4EHO NOKa3HUK AKOCTI «BaxkKi MeTann»,
3MiHM | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeLEHHS Y BiANOBIAHICTb A0 MOHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo iHWOoi HalioHa/TbHOI
hapmakonei gepxasu €C; CynyTHS 3MiHa: 3MiHa Y
MeToAax BUNPOOYyBaHHSA AOMOMIKHOI PEHOBUHM -
3MiHM y cneuudikauii Ta MeTogax BXiAHOrO KOHTPOO
AKOCTi OMOMIXKHUX PEYOBWH, Y 3B'A3KY 3
npuBeAeHHSAM A0 BUMOT fjlo4oro BugaHHa EP; 3MmiHu |
UMYy - 3MiHa NocTavasibHYKa nakyBasibHUX MaTepianis
ab0 KOMM/IEKTYUMX (KO 3a3HAYEHO B AOCLE)
(3amiHa abo foAaBaHHA NnocTavanbHVKa) - 4OAATKOBO
[10 3aTBEPMAXEHNX NOCTAaYa/IbHUKIB, BBEAEHHS
[104aTKOBOro nocravasibHuka nakyBasbHUX
mMartepianis (poNbrv aslloMiHIEBOI); 3MiHK | TUny -

UA/14915/01/02
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3MiHa napameTpiB cneuudikaui Ta/abo gonycTummx
MeX NepBYHHOT yNakoBKW rOTOBOTO NiKapCbKOro
3aco0by; CynyTHs 3MiHa: 3MiHa y MeTofax
BMNPOOYBaHHA NEPBUHHOI YNakoBK/ rOTOBOrO
nikapcbKoro 3acoby - 3MiHM y cneyudikauii Ta
MeTOoAax KOHTPO/0 SAKOCTi NePBUHHOT YNaKkoBKU
(chonbra antomiHiesa, nniBka NoAiBiHINXNOpUgHA) 3a
nokasHukoMm «MikpobiosioriyHa unctota»; 3miHu | Tuny
- 3MiHa napameTpiB cneuudikauii Ta/abo AonycTUMUX
MEX roTOBOrO /liKapCbKOro 3acoby (BHECEHHS 3MiH A0
[10CbE NiC/1s OHOBJIEHHA 3arasibHOT CTATTi Ha rOTOBY
nikapcbky dpopmy y AdY/EBponeiickkili hapmakone);
CYNyTHSA 3MiHa: 3MiHa y MeTogax BUNpobyBaHHSA
roTOBOrO JliKapCcbKoro 3acoby (He3HauHa 3miHa y
3aTBEPMKEHNX MeTOoAaX BUNPOOYBaHHS)

84.

IHTErPUNIH

PO34MH A1 iH'EKUIN, 2
mr/mn, no 10 mny
donakoHi 3i ckna; no 1
pNakoHy B KAPTOHHIl
Kopoobui

"nakcoCmiTKnsiiH
Ekcnopt Jlimiteq,

Benvika
BpuTaHis

Inakco
OnepeiilHe
HOK Nimitep,

Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis:
3MiHM | TUNy - 3MiHa y MeToAax BunpobyBaHHsA AdI
a60o BuxigHoOro matepiasy/npoMixHoro
npoaykTy/peareHTy, W0 BUKOPUCTOBYETLCS Y NpoLeci
BMPOG6HMLTBA AP - 3MiHN [0 METOAVKY 3a
NnoKasHUKOM «Onucs» (BuganeHo onuc ianyHoro
CTaHy cybcTaHuii y BUrnsagi piguHu Ta nioduinisary);
3MiHM 4O METOAMKM 3a NOKa3HUKOM «lAeHTudiKaLis»
(meTop, agcop6bLiiHa cnekTpohoToOMETPIs B
iHhpayepBoHili o6nacTi) (BuganeHo NigroToBky
3paskiB 4n1a cybcTaHuil y BUrnagi pigkoi coopmu);
3MiHV B aHaIITUYHMX METOAMKaX 3a MOKa3HUKamu
«lgeHTudikauisy», «3arasibHi JOMILLKM», «[JOMILLKU» Ta
«KinbKicHe BU3Ha4YeHHs» meTogom BEPX 3
3BOPOTHO (ha3oto (Npoboniarotoska, yMoBy Ta
nopsAoK NPOBeAEHHS aHanidy, yMOBM NPUAATHOCTI
XpomartorpagiyHoi cuctemu); 3mMiHU 40 METOANKN
BM3HAYEHHS1 BMICTY BOAM HaniBMikpoMeTo4oM (MeToza
K. diwepa) (pefakuiiHi npaskn y NpoboniaroTosLi Ta
Y pO3paxyHKoBiii oopmyni); 3MiHU B METOANL
BW3HAYEHHSA Ki/TIbKOCTi 3a/IMLLKOBUX OpraHiyHmX
PO3UYMHHVKIB METOAOM MPAMOI ra3oBoi XxpomaTorpadii
(pefakuiiiHi npaBky y Npo6oniAroToBL,); 3MiHV B
METOAML BUSHAYEHHS 3a/IMLLKOBUX KiNlbKOCTEN
OpraHi4YHNX PO3UMHHKKIB METOAOM napodyasHol
rasoBoi xpomartorpadii (pegaxuiiiHi npasku y
npo6oniAroToBL|); 3MiHM B MeToAWL 3a NOoKa3HUKaMu
«KinbKicTb OLTOBOI KNCNOTU» Ta «3aunLLoK
TPUTOPOLLTOBOI KMCNOTU» (pefakuiiiHi npaBkn y
npo6oniaroTosLi Ta B yMOBax NpuaaTHOCTI
XpomaTtorpadiyHoi cuctemu); 3mMiHM B MeToauLi

3a
peyerimom

UA/5840/02/01
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

BM3HAYEHHS Ki/TIbKOCTi 3a/IMLLKOBUX OPraHivyHmX
PO3YMHHWMKIB METOAOM MPSMOI ra3oBoi XxpomaTorpadii
(pefakuiiiHi npaBkM B yMOBax NpuaaTHOCTI
XpomartorpadiyHoi cuctemu); 3mMiHM B METOAUL
BU3HAYEHHS 3/INLLIKOBUX Ki/TbKOCTEN OpraHiyHmnX
PO3YMHHWKIB METOA0M NapoasHoi razoBol
xpomatorpadii (pefakuiiiHi npaBk1 B ymoBax
npuaaTHoOCTi XpoMaTtorpadivyHoi cucTeMm); 3MiHU B
MeToAmLi 3a NokasHUKoM «CneyndiyHe onTUYHe
obepTaHHs» (pefakuiiHi npaBku y onucy
NpUroTyBaHHA 3paska Ta [A0MNoBHEHO iHhopMmaLiieto
LI0A0 NOPSAKY NPOBEAEHHS aHai3y); 3MiHuW | Tuny -
3MiHa y meTogax BunpobysaHHa APl abo BMXigHOrO
marepiany/npomiKHOr0 NPOAYKTy/peareHTy, Wwo
BUKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa ADI -
3MiHV A0 aHaITUYHOT METOAMKM 38 NOKa3HUKOM
«Baxki meTanv» (3mMiHa Mogeni npunagy iHAYKTUBHO
3B'A3aHOI N1a3mMoBoi Maco-crnektpomeTpii (ICP-MS);
BBE/IEHHS 404aTKOBOrO a/lbTEPHATUBHOTO METoay
(meTop kiHeTnyHOT Typ6oaimMeTpii) ANA BU3HAYEHHS
6akTepia/ibHUX eHAO0TOKCUHIB

85.

KANYMIA

TabneTkn, BKPUTI
N1iBKOBOK 060/I0HKOMD,
no 50 mr no 15 ta6neTok
y 6nicTepi, no 2 abo 6
6nicTepiB y KApTOHHIl
nauui

BAT "lefeoH
PixTep"

YropwmHa

BAT "legeoH
PixTep"

YropLmHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUMy - 3MiHa Y NEPBUHHIN yNakoBL,i roOTOBOro
nikapcbKoro 3acoby (SKiCHWIA Ta KinbkicHUiA cknan) -

TBEpAi Nikapcbki hopmu -

BHECEHHS 3MiH j0 peecTpaLjiiiHuX MmaTepiasliB 4OCbE
p. 3.2.P.7. Cnctema KoHTeliHep/3aKynoproBasibHUIA
3aci6: 3MiHa SIKICHOTO Ta KisbKiCHOro cknagy
nakyBa/IbHOro Matepiasty NepBUHHOT YNakoBKu
(6nictep). 3anponoHoBaHo: PVC/PVDC/Alu blister

3a
peyerimom

UA/2632/01/01

86.

KANBLIIO
FNIFOKOHAT-
JAPHULA

Tabnetku no 500 mr, no
10 TabneTok y
KOHTYPHUX YapyHKOBUX
ynakoBkax; no 10
TabneToK y KOHTYpHii
YapyHKOBIli ynakoBLii; No
3 a60 10 KOHTYypHMX
YapyHKOBUX yNnakoBKax Yy
nauuj

MpAT
"®GapmaueBTnyHa
dipma "fapHuua”

YKpaiHa

MpAT
"®apmavueBTu
YyHa hipma
"OapHnuya™

YKkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3ara/ibHeHUX JaHunx npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPo cucTemy
thapmakoHarnsgy, aMmiHa ynoBHOBaXeHOI ocobu,
BiAMNoBiga/IbHOI 3a 34iiCHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3asBHuKa ans
3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigabHOI
3a 3pjlficHeHHs hapMakoHarnsay (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MiLLEeHHI MacTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
yMNOBHOBaXXeHOT 0cobw, BignoBifanbHOI 3a
thapmakoHarnag: MNponoHosaHa pefakuia: Cipaxos
Irop OnekcaHgpoBuy

6e3
peyenma —
Ne 10, Ne
30; 3a
peyenmom —
Ne 100

UA/6589/01/01
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
87. | KAnbLjO PO34nH ANa iH'ekuid, 100 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3a UA/6589/02/01
FMIOKOHAT- Mr/Ma no 5 mn B amnyri; "®apmMaveBTUYHa "®hapmaneBTn 3MiHM | TUny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
OAPHMLUA no 5 amnyn y KOHTYpHIiA ipma "OapHuus" YHa hipma thapmakoHarnagy. BeegeHHs abo 3miHM fo
(CTABINI3OBAHMIA) YapyHKOBIli ynakoBLyj; no "AapHnus” y3aranibHeHVX AaHnx npo cuctemy hapmakoHarnsgy
2 KOHTYPHI YapyHKOBI (BBEAEHHSA y3arasIbHEHVX AaHUX NPo cUcTemy
ynakoBKM B nadi; no 5 thapmakoHarnsgy, 3MmiHa ynoBHoOBaXeHoi ocobu,
M B amnysi; no 10 BiANOBIA&/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy;
amnyn y kopobuj; no 10 KOHTaKTHOT 0co6u 3 hapMakoHarisay 3asBHvKa ons
M/1 B amnyni; no 5 3pjiicHeHHs1 hapmakoHarnsay B YkpaiHi, AKLL0 BOHA
amnyn y KOHTYpPHIi BiAMIHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
YapyHKOBIli ynakoBLyj; Mo 3a 3pjficHeHHs hapmakoHarnaay (Bkioyarun
1 ab0 No 2 KOHTYPHI KOHTaKTHi fjaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
YapyHKOBI YNakoBKY B thaiina cuctemu chapmakoHarnsgy) - 3miHa
nauui yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
chapmakoHarnsag;
MponoHosaHa pepakuis: Cipaxos Irop
OnekcaHgpoBmy
88. | KAMMTOMEOA KOHUeHTpaT ans Anbmega Lseiiapis Faynt ®apma HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15633/01/01
po3uurHy gns iHdysin, 20 dapmacbHoTikasic Bonbchpatcxa 3MiHK | TUny - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyernmom
mr/Mn no 2 mn, 5 mn abo Al y3eH M'M6X thapmakoHarnsgy. BeegeHHs abo 3miHu o
15 mMn y cknsiHomy y3arasibHeHUX faHnx nNpo cucTemy dapmakoHarnsgy
thnakoHi; no 1 dpnakoHy (BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
Y KapTOHHiIli kopobui thapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asBHvKa Ans
3pificHeHHs hapmakoHarnsay B YkpaiHi, SKL0 BOHa
BigMiHHa Bif, yNOBHOBaXEHOI 0c06W, BignoBigansHOl
3a 3fjiicHeHHs hapmakoHarnagy (Bkiroyarun
KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MilLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - Airoua pefakuis:
ynoBHOBaXeHa ocoba BignoBigasibHa 3a
thapmakoHarnag - YobaHy Ana. MponoHoBaHa
pefakuisi: ynoBHOBaxeHa ocoba BignosiganbHa 3a
hapmakoHarnsg - AniHa Kyky (Alina Cucu), KOHTakTHa
ocoba BignosigansHa 3a hapmakoHarnsg, - Bosk
AHppili BoprcoBuY. 3MiHa KOHTAKTHUX AaHWUX
YNOBHOB&XEHOI 0CO6U. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOI 0cobm
89. | KAHECNOP® kpem 1% no 15r B Baiiep KoHcblomep |  LLBeiiuapisi KepH ®apma Icnanis BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 6e3 UA/3589/01/01
QTIOMIHIEBIN Ty6i; no 1 Kep Al C.J. 3MiHK | TURYy - 3MiHa Ha3BW BMPOOHUKa AD| peyenma

Ty6i B KAPTOHHI KOpo6Lyi

6ichoHazony, BigNoBiAaNbHOIO 3a BUPOOHULITBO Ta

KOHTpO/ib, Ha Bayer AG, Wuppertal, Germany, 6e3
3MiHM MicUsl BUPOOHMLTBA, 3 BigMNoBigHAMMN 3MiHAMM Y

p. «Cknag»; 3MiHu | TUNYy - 3MiHa Ha3BW BUPOGHMKA
A®I bichoHasony, BifNOBiAaILHOIO 3a MiKPOHi3aLlito,
Ha Bayer AG, Leverkusen, Germany, 6€3 3MiH1 Micusi
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

BMPO6HMLITBA, 3 BIANOBIAHMMY 3MiHaMK y p. «Cknag»

90.

KAMTOMPEC 12,5 -
JAPHULA

TabneTku, no 10
TabNeToK Y KOHTYPHii
YapyHKOBIli ynakoBLyj; no
2 KOHTYpPHi YapyHKOBI
ynakoBKM B nauLli

MpAT
"®apmaueBTnyHa
thipma "apHuus”

Ykpaina

MpAT
"PapmavneBTu
YyHa dhipma
"fapHuua"”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHKM | TUNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHM go
y3arasibHeHNX JaHnx nNpo cuctemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
hapmakoHarnsigy, aMiHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy 3asBHuKa ans
3fjiicHeHHs thapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjiicHeHHs hapMakoHarnsay (Bkiyarun
KOHTaKTHi faHi) Ta/abo 3MiHM Yy PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOBA&XEHOT 0CO6MU, BiANoBigaNbHOI 3a
thapmakoHarnag;: MNponoHoBaHa pegakuis - Cipaxos
Irop OnekcaHgpoBuY

3a
peyenmom

UA/8156/01/01

91.

KAMTOMPEC-
JAPHULA

Tabnetku, no 10
TabNeToK y KOHTYPHIl
YapyHKOBIli ynakoBLyj; Mo
2 KOHTYpPHi YapyHKOBI
yNakoBKM B nauli

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

MpAT
"®apmaueBTu
YyHa thipma
"AapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis:
3MiHKM | TURY - 3MiHK WoA0 6e3nekn/edekTBHOCTI Ta
dhapmakoHarnsgy. BeefeHHsa abo 3miHn 1o
y3aranibHeHVX faHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHVX AaHUX NPo cUcTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoowu,
BiNOBiAa/bHOT 3a 34iiCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 thapmakoHarnagy 3asBHvKa Ans
3pificHeHHs hapmakoHarnsay B YkpaiHi, KLU0 BOHA
BifAMiHHa Bif, YNOBHOBaXeHOI 0cO6M, BiANOBIAA/ILHOI
3a 3filicHeHHs thapmakoHarnsgy (Bkvarumn
KOHTaKTHi AaHi) Ta/abo 3MiHN y pO3MilLEeHHI MacTep-
chaiina cuctemu chapmakoHarnagy) - 3miHa
YMOBHOBaXXEHOT 0CO6M, BignoBigansHoi 3a
chapmakoHarnsag;

MponoHoBaHa pepakLis - Cipaxos Irop
OnekcaHapoBmY

3a
peyenmom

UA/8156/01/02

92.

KAPBAMASEMIH-
340POB'A ®OPTE

TabneTku no 400 Mr no
10 TabneTok y 6nicTepi;
no 5 6nictepiB y
KapTOHHilA KopooLi

ToBapucTBO 3
obmexeHoro
BigNoBiga/IbHICTIO
"®GapmaueBTnyHa
KoMnaHis
"3p0pos'a”

YkpaiHa

ToBapucTso 3
06MeXeHot0
BiAgnoBigasbHi
CTIO
"papmaneBTu
YHa KOMNaHis
"3popos'a”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
YTOUHEHHS HanNMCcaHHA peecTpauiliHol npoueAypu
B Hakasi MO3 Ykpainu Ne 1495 Big 29.11.2017 B
npoueci BHECEHHS 3MiH: 3MiHW | TUny - 3MiHK 3
AKocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa po3mipy cepil (BK/IHOYaoum
JianasoH po3Mipy cepil) roTOBOro /likapCbKoro 3acoby
(iHLWi 3miHKW) - BBEAEHHS A04ATKOBOrO PO3mipy cepii
ans uexy MN3: 3atBepgxeHo: 0,545 Tuc. yn. (14,715
Kr) Ne 50 (10x5); 3anponoHoBaHo: 0,545 Tuc. yn.
(14,715 kr) Ne 50 (10x5) Ta gogaTkosi 0,093 Tuc. yn.
(2,511 kr) Ne 50 (10x5), 0,222 Turc. yn. (5,994 kr) Ne 50

3a
peyenmom

UA/7327/01/02
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
(10x5), 0,665 Tunc. yn. (17,955 kr) Ne 50 (10x5))
93. | KETOHAN® cynosuTopii no 100 mr, CaHpo3 CnoseHis KOHTpONb/ CnoseHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/8325/06/01
no 6 cynosuTopiis y dapmacbioTikan3 BMNPOGYBaHHS TypeyuunHa/ 3MiHK | TUNY - NO4AHHSA OHOBNEHOTO cepTudikaTy peuenmom
CTpuni; No 2 cTpunu B a.a. cepii, BUMYyCK PymyHis BiAgnoBigHOCTI EBponeiickbkil hapmakonei R1-CEP
KapTOHHIA KopoobLi cepii: lek 2003-136-Rev 05 Big 3aTBEpAXEHOr0 BUPOOHUKA
PapmareBTuy Ail0Y0i peyoBMHU KeTonpodeH, 3MiHa Ha3Bu
Ha KomMaHis BMPOGHWYOI AibHNL; 3MiHW | TUNY - BUNYYeHHS
0.4, BMpo6HUKa APl keTonpodeH
CnoseHis;
BMPOGHMLTBO
in bulk,
nakyBaHHS:
CaHpos lnak
CaHali Be
TikapeT A.C.,
TypeyuunHa;
KOHTPO/b/BUN
pobyBaHHs
cepii: C.K.
CaHpo3
Cc.p.n.,
PymyHist
94. | KETOTU®DEH Tabnetkn no 1 mr no 10 ToBapucTBO 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu || 3a UA/1942/02/01
Tabnetok y 6aictepi, no obmexeHoro BMPOGHMLTBA, TMny - 3MiHu Wwoao 6e3nekn/ehekTnBHOCTI Ta peyenmom
3 6nicTepun y nauu,i 3 BigMNOBiga/IbHICTIO KOHTPO/b hapmakoHarnsigy. BHeceHHsi abo 3miHa(n) 4o
KapToHy; no 30 "[locnigHnii 3aBof AKOCTI, BUNYCK 30608B'A3aHb Ta YMOB BuAavi peecTpadiiHoro
Tabnetoky "rHUIC! cepii: nocBeifyeHHs, BKAoYatoun Mnax ynpasniHHA
KOHTeliHepax ToBapucTBo 3 pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)
06MeXeHo noAasibLIoro 06r'pyHTYBaHHSA HOBUMM [,04aTKOBUM
BiANOBIA&UTbHI AaHVMU, L0 MaloTb HaJaBaTUCs KOMMETEHTHUM
CTIO opraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OLjiHKa
"AocnigHnia KOMMEeTEeHTHUM opraHom) (BukoHaHHsi 3060B'si3aHb
3aB0[, BignosigHo Ao nianyHkty 1.13 nyHkTy 1 fodaTky 15 Ao
"rHUNC", MopsiaKy NpoBeAEeHHST eKCNepTU3n peecTpauinHmnx
YKkpaiHa; Marepianis Ha nikapcbki 3acobu, Lo NofalnTbCsA Ha
BCi cTagii OepXxaBHy peecTpaLito (nepepeecTpaL,iio), a Takox
BUPOGHMLTBA, eKCcnepTM3n MaTepiasliB NPO BHECEHHS 3MiH A0
KOHTPO/b peecTpauiiHnx mMaTepianis NpoTarom Aii
AKOCTI, BUMYCK peecTpaLiiHoro nocBiAYeHHs, 3aTBEPAXXEHOTO
cepii: Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuji
ToBapucTso 3 Haka3y MO3 Big 23.07.2015 Ne 460)
06MEXEHOI0
BignoBigasibHi
CTIO
"papmaLeBTu

YHa KOMMaHis
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
"3p0pos'a”,
YKpaiHa;
BCi cTagii
BMPOGHMLTBA,
KOHTPONb
AKOCTI, BUNYCK
cepii:
ToBapucTso 3
obMexeHoto
BiANOBIA&UTbHI
CTIO
"®APMEKC
rePyn-,
YKpaiHa
95. | KOPIMIKOH NnopoLUoK (cybeTaHuis) y ToBapucTBO 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - UA/4666/01/01
NOABINHMX 06MEXEHO0 06MEXEHOI0 3MiHK | TRy - 3MiHK B Npoueci BUpo6HuuTBa AdI
nonieTnneHoBnx BiANOBIfANbLHICTIO BiANoBigaNbHI
nakeTtax gnsa "[locnigHnii 3aBof CTIO
hapMaLeBTUYHOIO "rHUnNC" "NocnigHnii
3aCTOCYyBaHHSA 3aBof
"rHuact
96. | KOPTIHE®D Tabnetku no 0,1 mr no Mab'sHiybKniA Monbwa Mab'AHiLbKUiA Monbwa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/9532/01/01
20 TabneToK y dhnakoHi; hapmaLeBTUYHNIA hapmaueBTny 3MiHuW | TUNY - 3MiHW 80 [HCTPYKUT N8 MeguyHoro peuyenmom
no 1 donakoHy B 3aBo/, Monba HWiA 3aB0Of, 3acTocyBaHHsA A0 po3giny "B3aemogisa 3 iHwyMm
KapTOHHI KopobLi; no AT. Monbtha A.T. NiKapcbknmy 3acobamm Ta iHLWi BUAM B3aeMOgin"
20 TabneTok y 6nictepi; LLoa0 6e3nekn 3acToCyBaHHS Ait40i pevyoBUHU,
no 1 6nictepy B "Oco6nuBocTi 3acTocyBaHHs", "To6IuHI peakuii” Wwofo
KapTOHHI KOpooLyi 6e3nekn 3aCToCyBaHHA Ajilo4oi pevyoBuHY. BBegeHHs
3MiHU Yepes3 6 MicAUiIB nicna 3atBepaXeHHa MO3
97. | KCANO-®APM Kpanni O4Hi, po34nH, No ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15905/01/01
5 mn y chnakoHi 3 obmexeHo obmexeHor 3MiHM | TURY - 3MiHa NoCcTaYasIbHUKA NakKyBaslbHUX peyenmom
KPULLIKOLO- BiANoBigasIbHICTIO BignoBiganbHi mMarepianis abo KOMMIEKTYHUMX; CYNyTHA 3MiHa:
KpanesnsHuueto; no 1 "[locnifHnii 3aBof, cTIO 3MiHa Y NEPBUHHIN yNakoBLyi rOTOBOTO J1iKapCbKOro
chnakoHy y kopobui 3 "rTHUaC "®APMEKC 3acoby - 3MiHa napameTpiB cneuudikauii Ta/abo
KapToHy reyn" [,0NYyCTUMUX MEX NEPBUHHOT YNaKoBK/ rOTOBOro
nikapcbKoro 3acoby - BBeEHHSA HOBOIO BUPOGHMKa
chnakoHy 3 TpyOKv CKISIHOT 4715 NiKapCbKnX 3aco6iB;
3MiHM | TUNY - 3MiHa NapameTpiB crneumdikauiii Ta/abo
O0NYCTUMUX MEX NEPBUHHOT YNakoBKN rOTOBOrO
nikapcbKoro 3acoby (AONOBHEHHS cneuudikauii HOBUM
NOKa3HUKOM 3 BifNoOBiAH/M MeTO0M BUNPO6YBAHHS)
98. | NEBEBPENH TabneTkun, BKpUTI YOPNA TypeuunHa YOPNA TypeyunHa BHECEHHS 3MiH [0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/16365/01/01
NNiBKOBOK 060/TIOHKOHO, MEOMUMH INAY MEAOMLUWH Tuny - AAMIHICTPaTVBHI 3MiHW. 3MiHA HaliMEeHyBaHHS peyenmom
no 250 wmr, no 10 CAH. BE TIOX. IIAY CAH. BE Ta/abo agpecy 3asiBHMKaA (BlacHUKa peecTpaviiHoro
Tabnetok y 6nictepi, no A.LL. TIOXK. A.LL. noceigyeHHs) (3mMiHa agpecu 3asBHNKA)

3 a6o 5 6nicTepiB y
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
KapTOHHI/ Kopobui
99. | JIEBEBPEVNH TabneTku, BKpUTI yoprPna TypeuunHa yoprna TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/16365/01/02

NAiBKOBOK 0O0/IOHKOHO, MEAOVUMH INAY MEAVUWH TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHs peuenmom
no 500 mr, no 10 CAH. BE TIOX. IIAY CAH. BE Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiiHoro
Tabnetok y 6nictepi, no A.LL. TIOK. A.LL. noceigueHHs) (3MiHa agpecu 3asBHMKA)
3 abo 5 bnictepiB y
KapTOHHI/ Kopobui

100. | NEBEBPEWNH TabneTku, BKpUTI yoprPna TypeuunHa yoprna TypeyunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/16365/01/03
N1iBKOBOK 060/I0HKOIO, MEAOMUMH INTAY MEAVLUWVH T™Mny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenmom
no 1000 wmr, no 10 CAH. BE TIOX. IIAY CAH. BE Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiiHoro
Tabnetok y 6nictepi, no A.LL. TIOXK. A.LLL. noceig4eHHs) (3MiHa agpecu 3asBHMKA)
3 abo 5 bnictepiB y
KapPTOHHI KOpooOLii

101. | NEBOAONA nopoLUoK (cybeTaHuis) y TeBa I13painb Cikop Coy'eta ITania BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - UA/15491/01/01
noABiHMX PapmacbloTikan ITanbaHa 3MiHM | TNy - nogaHHa oHosneHoro CEP R1-CEP
noslieTuIeHoBMX IHpacTpi3 /lTg, KopTikocTepoi 1999-187-Rev 07 gnsa A®I fleBogona Big,
naketax gns 4i C.p.n. 3aTBEpPXEHOro BUPOGHYVKA 3 BiAMNOBIAHUMM 3MiHAMU Y
hapMaLeBTUHYHOIO Cneuundpikanii Ta MeTogax koHTpoto Adl, a came
3acToCcyBaHHSA BUJTYYEHHA NOKasHVKa «Badkki MeTasin», OCKinbkn y

oHoBJieHili Bepcii CEP HaBefeHO aHani3 puckis
e/1IEMEHTHUX [OMILLOK

102. | NIEPNIOKAL, TabneTku, BKpUTI [bxy6inaHt IHais [bxy6inaHt IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/13423/01/01
NAiBKOBOK 060/IOHKOHO, [xeHepikc NimiTeq, LhxeHepikc 3MiHu Il TUny - oHoBNEHHss DMF Ha AdI peuenmom
no 250 mr no 10 Nimiteq nesodhokcaumH remirigpat (Bupobrmka Neuland
Tabnetok y 6nictepi; no Laboratories Limited). 3anponoHoBaHo: DMF: NLL-LF-
3 6nicTepu B KAPTOHHIl ROW-AP-001-01 Big 09.2017
Kopobui

103. | IE®/IOKAL TabneTku, BKpUTI [xy6inaHt IHAjA Lxy6inaHt IHAjA BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: - UA/13424/01/01
NAiBKOBOK 0O0/IOHKOHO, [xeHepikc NimiTeq, LbxeHepikc 3MiHu |l TNy - oHoBNEHHs DMF Ha AdI
no 250 mr in bulk: no Nimiteq nesodyokcauuH remirigpat (BupobHmka Neuland
5000 TabneTok y Laboratories Limited). 3anponoHoBaHo: DMF: NLL-LF-
naketax ROW-AP-001-01 Big 09.2017

104. | NEPNOKA/L, TabneTkn, BKPUTI [xy6inaHT IHais Lbky6inaHt IHais BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/13423/01/02
NiBKOBOK 060/I0HKOMD, [xeHepikc NimiTeq, L[bxeHepikc 3MiHu Il Tuny - oHoBNeHHss DMF Ha AdI peuyenmom
no 500 mr no 10 Nimiteq nesodpnokcauuH remirigpar (BupobHuka Neuland
TabneTtok y 6rictepi; no Laboratories Limited). 3anponoHoBaHo: DMF: NLL-LF-
3 6nicTepu B KAPTOHHIl ROW-AP-001-01 Big 09.2017
KopoobLi

105. | IEPNTIOKAL, TabneTku, BKpUTI [bxy6inaHt IHais [bxy6inaHt IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: - UA/13424/01/02
NAiBKOBOK 060/IOHKOHO, [xeHepikc NimiTeq, LhkeHepikc 3MiHu |l Tuny - oHoBNeHHss DMF Ha AdI
no 500 wmr in bulk: no Nimiten nesodynokcauuH remirigpat (BupobHmka Neuland
5000 TabneTok y Laboratories Limited). 3anponoHoBaHo: DMF: NLL-LF-
naketax ROW-AP-001-01 Big 09.2017

106. | NO3AN® TabneTtkn, BKPUTI AT "3eHTiBa" Cnosaubka BupobHMLTBO Cnosaubka BHECEHHS 3MiH 40 peecTpaviliHnx matepiasis: 3MiHu | 3a UA/3906/01/01
060n10HKo0, N0 12,5 Mr Pecny6nika rns, Pecny6nika/ UMy - 3MiHY 3 AKOCTi. [OTOBWIA NlikapCbKuii 3aci6. peyenmom
Ne30 (10x3), Ne30 nepBuHHE Ta Yecbka 3MiHV Y BUpO6HMUTBI. 3amiHa abo BBEleHHS
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
(15x2), Ne 60 (10x6), Ne BTOPUHHE Pecny6nika [04aTKOBOT AiNbHUL BUPOBGHNLTBA A4/18 YaCTUHN abo
60 (15x4), Ne 90 (10x9), nakyBaHHS, BCbOr0 BMPOGHMYOro MPOLEeCy roToBOro JlikapcbKoro

Ne90 (15x6): no 10
Tabnetok y 6nictepi; no
3, 6 abo no 9 bnictepis
Y KapTOHHIli kopobL; No
15 TabneTok y 6nicTepi;
no 2, 4 abo no 6
6nicTepiB y KAPTOHHIl
Kopobui

KOHTPO/Ib Ta
BUMYCK CepiiA:
AT "CaHeka
dapmacbioTika
n3",
Cnosaubka
Pecnyb6nika;
TOB
"3eHTiBa",
Yecbka
Pecny6nika

3acoby (AinbHULSA, Ha SiKili NPOBOAATLCA BY/1b-iKi
BMPOGHMYI CTagji, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJIH0 AKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, 4151 HECTePUSIbHUX NiKapCbKUX 3ac06iB)
(BeoguTbCa ainbHuusa Zentiva k.s., Czech Republic)
(TepmiH BBeAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPKEHHS); 3MiHM | TUNY - 3MiHN 3 AKOCTI.
[oTOBWMIA NiKapcbkunii 3aci6. 3MiHWM y BUPOOHULTBI.
3amiHa ab0 BBeAEHHSI 404AaTKOBOI Ai/TbHUL
BMPOBGHULTBA 4715 YACTVHU ab0 BCbOro BUPOBHNYOro
npoLiecy roToBOro NikapCcbKoro 3acoby (ainbH1LA ans
BTOPUHHOTO NakyBaHHs) (BBoauTbCA AinbHULA Zentiva
k.s., Czech Republic) (TepmiH BBeAeHHS 3MiH
NPOTAroM 6-T MICALIB MiCNSA 3aTBEPLKEHHS); 3MiHM |
UMy - 3MiHY 3 AKOCTi. [OTOBWIA NikapCbKuii 3aci6.
3MiHV Yy BUpOo6HULTBI. 3amiHa abo BBeeHHSA
[0[aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOOHMYOro NpoLecy rotToBoro Nikapcbkoro
3acoby (4ibHUUA 418 NePBUHHONO NakyBaHHS)
(BeoguTbCa ainbHuuA Zentiva k.s., Czech Republic)
(TepmiH BBeAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPKEHHS); 3MiHM | TUNY - 3MiHN 3 AKOCTI.
[oTOBWMIA NiKapcbkunii 3aci6. 3MiHWM y BUPOOHULTBI.
3MmiHa imnopTepa/3miHK, WO CTOCYHTLCS BUMYCKY cepii
Ta KOHTPO/IO SKOCTi FOTOBOrO JiKapCbKOro 3acoby
(3amiHa abo gofaBaHHA BMPOOHMKA, WO BignoBigae 3a
BBE3EHHA Ta/abo BMNyck cepii) - Bkioyatroun
KOHTPONb/BUNPOGYBaHHSA cepil (BBOAUTLCA AiNbHULSA
Zentiva k.s., Czech Republic) (TepmiH BBEjeHHS 3MiH
NPOTAroMm 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS); 3MiHW |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE-
cepTugikaT BiANOBIAHOCTI €BpONeichbkil
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a60
BUYYEHHS cepTudikaTta BignoBigHOCTI EBponelichkii
thapmakonei: gna A®l; gns suxigHoro
mMatepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BVKOPVCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKXHOT peyoBrHY (cepTuddikaTt BifnoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikat Big,
HOBOrO BMPOGHMKA (3aMiHa abo AOMOBHEHHS)
(MopaHHs HoBOTO cepTudikaTa BignoBigHOCTI
€Bponelicbkoi hapmakonei gns A®l R1-CEP 2009-
227-Rev 00 Big HOBOro BUpo6Huka (Zhejiang Tianyu




85

Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

Pharmaceutical Co., Ltd.,Kutaii) (TepmiH BBEAEHHSA
3MiH NPOTAroM 6-TW MICALIB NiCNs 3aTBEPMAKEHHS);
3MiHu | TUNYy - 3MiHKM 3 akocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikat BignoBsigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/MIEHOro cepTudikaTa BigNOBIAHOCTI
abo BunyyeHHs ceptucpikata BiANoBIAHOCTI
€Bponelicbkin hapmakonei: ans A®l; ans BuxigHoro
mMatepiany/peareHTy/NpoMiKHOIo NPOAYKTY, WO
BVKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0MOMIKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikat Big,
HOBOrO BMPOGHMKA (3aMiHa abo AONOBHEHHS)
(MopaHHs HoBOro cepTudikarta BignosigHocTi € R1-
CEP 2010-139-Rev 00 gna A®l Big HOBOro
BMpo6Huka Zhejiang Huahai Pharmaceutical Co., Ltd.,
Kutaii) (TepmiH BBEEHHSI 3MiH MPOTArom 6-Tn MicsALiB
nicns 3aTBepapkeHHs); 3MiHn | Tuny - 3MiHK 3 SKOCTI.
[oToBMiA nikapcbkumit 3aci6. Cuctema
KOHTeliHep/3akynoptoBa/ibHWiA 3aci6. 3MiHa dhopmmn
ab60 po3mipy KOHTeliHepa 4n 3aKynopioBaslbHOro
3ac06y (NepBMHHOI yNakoBKK) (HECTEPWIbHI NiKapCbki
3aco6u) (BBefeHHs albTeEpHATVBHOTO PO3MIpy
6nictepa AN KOXHOro f03yBaHHsA) (TepMiH BBEAEHHS
3MiH NPOTAroM 6-TW MICALB NiCAS 3aTBEPMXKEHHS);
3MiHu |l TUny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkumii
3aci6. KoOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikalii Ta/abo JONyCTUMUX MEX
rOTOBOrO JlikapCbKoro 3acoby (3MiHa 3HaxX0AUTbLCA
no3a 3aTBepPAXEHNMU AONYCTMUMUN MEXaMU
cneumdikauiin) (3mMiHa napameTpiB 4718 KOXHOT
iHOVBIAyanbHOT AOMILLKM B cneyudikauil Ha BUMNYCK,
BignoBigHO A0 MoHorpadii «Losartan Potassium
Tablets» gitoyoro BugaHHa b®) (TepmiH BBeAEHHSA
3MiH NPOTArom 6-Tu MicALB Nic/a 3aTBepAKEHHS)

107.

NO3AN®

TabneTtku, BKPUTI
060/10HKO0, 10 50 Mr
Ne30 (10x3), Ne30
(15x2), Ne 60 (10x6), Ne
60 (15x4), Ne 90 (10x9),
Ne90 (15x6): no 10
Tabnetok y 6nictepi; no

AT "3eHTiBa"

Cnosaubka
Pecny6nika

Bupo6bHmuTBO
rn3,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTpO/Ib Ta
BUMYCK Cepiii:

Cnosaubka
Pecny6nika/
Yecbka
Pecny6nika

BHECEHHS 3MiH [j0 peecTpaLiiiHux matepianis: 3MiHu |
MRy - 3MiHM 3 AKOCTi. OTOBWIA NiKapCbkunii 3aci6.
3MiHN y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT AiNbHUL BUPOBHULITBA A/19 YaCTUHN abo
BCbOr0 BMPOGHMYOro MPOLECY roTOBOro NiKapcbKoro
3acoby (AinbHMLA, Ha 5K NPOBOAATLCA ByAb-AKi
BMPOGHUYI CTagji, 3a BUHSITKOM BUMYCKY Cepil,

3, 6 abo no 9 GnicTepi AT "CaHeka KOHTPO/H0 SIKOCTi, NEPBMHHOIO Ta BTOPMHHOIO

Y KapTOHHiIl1 kopobu,; no dapmacbioTika nakyBaHHs, AN HECTEPWU/TbHUX JTiKapCbknx 3aco6iB)
15 Tabnetok y 6nictepi; n3", (BBoauTbes ginbHUus Zentiva k.s., Czech Republic)
no 2, 4 abo no 6 CnoBaubka (TepmiH BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsUiB nicns

3a
peyenmom

UA/3906/01/03
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
6nicTepiB y KAPTOHHIN Pecny6nika; 3aTBEPMKEHHS); 3MiHM | TUMYy - 3MiHM 3 AKOCTI.
Kopobui TOB [oTOBWMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
"3eHTiBa", 3amiHa abo BBeleHHA 40AaTKOBOT AiNbHULL
Yecbka BMPOGHMLTBA A4/159 YACTUHM abo BCbOrO BUPOGHMYOTO
Pecny6nika npoLiecy roToBOro NiKapCcbKoro 3aco6y (aibH1UA ans

BTOPVHHOrO nakyBaHHs) (BBoAMTbCA AiNbHULA Zentiva
k.s., Czech Republic) (TepmiH BBEEHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS); 3MiHW |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapCbKuMii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YaCTUHN abo
BCbOro BMPOOHMYOro NpoLecy rotToBoro Nikapcbkoro
3acoby (4ibHMUA 4719 NEPBUHHOMO NakyBaHHS)
(BBoguThCA AinbHUUA Zentiva k.s., Czech Republic)
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-T1 MicsLIB nicns
3aTBEPMKEHHS); 3MiHM | TUMY - 3MiHM 3 AKOCTI.
["oTOBWIA Nikapcbkuii 3aci6. 3MiHWM y BUPOOHULTBI.
3MiHa iMnopTepa/3MiHu, Lo CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPOJII0 SAAKOCTi rOTOBOTrO MiKapCbKOro 3acoby
(3amiHa abo gogaBaHHS BUPOOHUKA, LU0 Bignosigae 3a
BBE3€eHHs Ta/abo Bunyck cepii) - Bkitoyatoun
KOHTpONb/BMNpo6YyBaHHSA cepii (BBognTbcsa AinbHULSA
Zentiva k.s., Czech Republic) (TepmiH BBeieHHS 3MiH
NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS); 3MiHK |
Tuny - 3miHu 3 skocTi. CepTuddikaTt BignosigHOCTI/lIE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkii
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVKOPWCTOBYIOTbCS Y BUpobHUUTBI ADI; ans
[0MOMDKHOT peyoBMHU (CepTudikaT BiANOBIgHOCTI
€sponelicbkin hapmakonei) - HoBuii ceptudikat Big
HOBOrO BMPOGHMKa (3amMiHa abo AOMOBHEHHS)
(MoaaHHs HoBOro cepTudpikata BiANOBIAHOCTI
€sponelicbkoi hapmakonei gna A®l R1-CEP 2009-
227-Rev 00 Big HoBOro BupobHuka (Zhejiang Tianyu
Pharmaceutical Co., Ltd.,Kutaii) (TepmiH BBEAEHHS
3MiH NPOTArOM 6-TW MICALIB NiCNA 3aTBEPMAKEHHS);
3MiHu | TUnYy - 3MiHu 3 axkocTi. CepTudikaT
BignosigHoOCTI/lE-cepTudpikat BianoBiAHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
a60 BUyYeHHs cepTuduikaTta BiANOBIAHOCTI
€Bponevicbkiin hapmakonei: ana A®l; ans BuxigHoro
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPWCTOBYIOTbCS Y BUpObHUUTBI ADI; ans
[0MOMDKHOT peyoBMHU (CepTudikaT BiANoBIigHOCTI
€sponelicbkin hapmakonei) - HoBuii ceptudikar Big,
HOBOroO BMPOGHMKa (3amMiHa abo A0MOBHEHHS)
(MoagaHHs HoBoro cepTudikata BignosigHocTi €EP R1-
CEP 2010-139-Rev 00 ansa A®I Big HoBOro
BMpo6Huka Zhejiang Huahai Pharmaceutical Co., Ltd.,
Kutaii) (TepMiH BBEZIEHHSI 3MiH NPOTAroM 6-T MicALIB
nicns 3aTBepmKeHHs); 3MiHn | Tuny - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa hopmu
ab0 po3Mmipy KOHTenHepa uYn 3aKynoproBaslbHOro
3aco6y (NepBUHHOT ynakoBku) (HECTEPUIIbHI SliKapCbki
3acobu) (BeegeHHs1 anbTepHaATUBHOIO PO3Mipy
6nicTepa gns KOXHOro fo3ysaHHs) (TepmiH BBeAEHHS
3MiH NPOTAroM 6-TW MIiCALIB NiCNs 3aTBEPMAXKEHHS);
3MiHu Il TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. KOHTpO/1b rOTOBOro NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JoNyCTUMMX MeX
roTOBOrO JliKapCbKOro 3acoby (3miHa 3HaxoamnTbCs
no3sa 3aTBEPAXEHNMU AONYCTUMUMU MEXaMU
cneumdikauiin) (3MiHa napameTpiB 4718 KOXHOT
iHAVBIAYaIbHOT AOMILLKM B cnevumdikayii Ha BUNycK,
BiANOBIAHO A0 MOHorpadii «Losartan Potassium
Tablets» gitoyoro BugaHHa 6®) (TepMiH BBeAeHHS
3MiH NPOTAroM 6-TW MiCALIB Nic/A 3aTBEPAKEHHS)

108.

NO3AN®

TabneTkn, BKPUTI
060/10HKOI0, M0 100 Mmr
Ne30 (10x3), Ne30
(15x2), Ne 60 (10x6), Ne
60 (15x4), Ne 90 (10x9),
Ne90 (15x6): no 10
Tabnetok y 6nictepi; no
3, 6 abo no 9 bnictepis
Y KapTOHHIli kopobL; No
15 TabneTok y 6nicTepi;
no 2, 4 abo no 6
6nicTepiB y KAPTOHHiIl
Kopobui

AT "3eHTiBa"

CnoBaubka
Pecny6nika

Brpo6HMUTBO
rns,
nepBuHHe Ta
BTOPUHHE
naxkyBaHHs,
KOHTPO/b Ta
BUMYCK Cepii:
AT "CaHeka
dapmachbioTika
ns",
Cnosaubka
Pecnyb6nika;
TOB
"3eHTiBa",
Yecbka
Pecny6nika

Cnosaubka
Pecny6nika/
Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA NliKapCbKuii 3aci6.
3MiHV Yy BUpo6HMUTBI. 3amiHa abo BBEAEeHHS
[0[aTKOBOI Ai/TbHUL BUPOGHMLTBA A5 YacTUHM abo
BCbOr0 BMPOOHMYOro NpoLecy rotToBoro Nikapcbkoro
3acoby (AinbHMLA, Ha SiKili NPOBOAATLCA BYb-iKi
BMPOGHMUI CTagji, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJI0 AKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, 4151 HECTePU/IbHUX NiKapCbKUX 3ac06iB)
(BeoguTbCa AinbHuUA Zentiva k.s., Czech Republic)
(TepMiH BBEAEHHSA 3MiH NPOTArOM 6-T1 MicALIB nicns
3aTBEPAXKEHHS); 3MiHM | TUNY - 3MiHN 3 AKOCTI.
[oTOBWIA NiKapcbkunii 3aci6. 3MiHWM y BUPOOHULTBI.
3amiHa ab0 BBeAEHHS1 404AaTKOBOI AiTbHUL
BMPOBHULTBA AN15 YACTVHU abo BCbOro BUPOGHNYOro
npoLiecy roToBOro NikapCcbKoro 3acoby (aibH1UA ans
BTOPVHHOrO nakyBaHHs) (BBoAMTbCA AiNbHULA Zentiva
k.s., Czech Republic) (TepmiH BBeAeHHS 3MiH
NPOTArom 6-T1 MicALIB MiC/s 3aTBEPKEHHS); 3MiHu |

3a
peyerimom

UA/3906/01/04
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ynakoska)

Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
20
nocsi0YeHHs1

3miHa imnopTepa/3amiHm, WO CTOCYHTbCS BUMYCKY cepii

™My - 3MiHM 3 AKOCTi. [OTOBWIA NiKapCbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT AiNbHUL BUPOBHULITBA A/191 YaCTUHN abo
BCbOr0 BMPOGHMYOro NPOLECY roTOBOrO NiKapCbKoro
3ac00y (AiNbHWULA AN NepPBUHHOTO NaKyBaHHS)
(BBoauTbes ginbHUUA Zentiva k.s., Czech Republic)
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-T1 MicsLB micns
3aTBEPMKEHHS); 3MiHM | TUMy - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHWM Y BUPOOHULLTBI.

Ta KOHTPOJI0 SIKOCTi FOTOBOTO NiKapCbKOro 3acoby
(3amiHa abo fofaBaHHA BUPOOGHMKA, L0 BiANOBILaE 3a
BBE3€EHHA Ta/abo Bunyck cepii) - Bkioyatoun
KOHTpO/b/BMNpo6YBaHHSA cepii (BBoguTbCsa AinbHULSA
Zentiva k.s., Czech Republic) (TepmiH BBeAeHHS 3MiH
NPOTAroM 6-T MICALIB MiCNSA 3aTBEPLKEHHS); 3MiHM |
Tuny - 3miHn 3 skocTi. CepTuddikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTi abo
BU/YYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: gna A®l; gns suxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHUUTBI API; Ans
[0MNOMDKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponelicbkin hapmakonei) - HoBuii cepTudikar Big,
HOBOro BMPOOHUKa (3aMiHa ab0 [ONOBHEHHS)
(MopaHHs HoBOTO cepTudikaTta BifnoBigHOCTI
€Bponelicbkoi hapmakonei gns A®l R1-CEP 2009-
227-Rev 00 Big HoBOro BUpo6HvKa (Zhejiang Tianyu
Pharmaceutical Co., Ltd.,Kutaii) (TepmiH BBEAEHHSA
3MiH NPOTAroM 6-TU MIiCALIB NiCNs 3aTBEPMAXKEHHS);
3MiHu | TUNYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignoBsigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/MIEHOro cepTudikaTa BigNOBIAHOCTI
abo BunyyeHHs ceptucpikata BiANoBIAHOCTI
€Bponelicbkin hapmakonei: ans A®l; ans BuxigHoro
mMatepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BVKOPVCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKXHOT peyoBrHY (cepTuddikaTt BifnoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikat Big,
HOBOrO BMPOGHMKA (3aMiHa abo AOMOBHEHHS)
(MopaHHs HoBOro cepTudikarta BignosigHocTi € R1-

CEP 2010-139-Rev 00 gna A®l Big HOBOro

BMpo6Huka Zhejiang Huahai Pharmaceutical Co., Ltd.,
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

Kutaii) (TepmiH BBEEHHS 3MiH NPOTArom 6-T1 MicALIB
nicns 3aTBepmkeHHs); 3MiHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWI 3aci6. 3miHa dhopmun
ab0 po3mipy KOHTelHepa UM 3aKynopioBasibHOTO
3aco6y (NepBMHHOT YNakoBKM) (HECTEPW/IbHI NiKapChbki
3aco6w) (BeefeHHs anbTepHATUBHOTO PO3MIpy
6nicTepa Ans KOXHOro fo3yBaHHs) (TepmiH BBeAEHHS
3MiH NPOTArOM 6-TW MICALB NiCNA 3aTBEPAXKEHHS);
3MiHn |l TUnYy - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkmii
3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikalii Ta/abo AONYyCTUMMX MEX
rOTOBOrO JIiKapCbKOro 3acoby (3MiHa 3Haxo4UTLCS
no3a 3aTBepMKEHNMUN JONYCTUMUMUN MeXamMu
cneumdikadiii) (3MiHa napaMeTpiB /18 KOXHOT
iHAVBIAyaNbHOI AOMILLKM B cneuudikauii Ha BUMNYycCK,
BiANOBIAHO A0 MOHorpadii «Losartan Potassium
Tablets» pitouoro BugaHHA BP) (TepmiH BBeEHHS
3MiH NPOTArom 6-TW MicsLiB Nicns 3aTBEpPAKEHHS)

109.

NnocnPUH®

TabneTku, BKpUTI
KMLUKOBOPO34MHHOIO
060/10HKOI0, MO 75 Mr No
10 TabneTok y cTpuni;
no 3 a6o no 10 cTpunis
Y KapTOHHI ynakosLi;
no 30 Tabnetok y
cTpuni; no 1 a6o 4
CTPWNW B KAPTOHHIW
ynakoBLiji

TOB "KYCYM
DAPM"

Ykpaina

TOB "KYCYM
PAPM"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHs
Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiiHoro
noceigyeHHs) (3MiHa agpecu 3asBHVKa); 3MiHN | Tuny
- AgMiHiCTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecy MicLa NPOBaMKEeHHS AisNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acooy,
BKJ/IHOYAOUN AiNbHULI BUNYCKY cepii abo micue
nNpoBefeHHS KOHTPOJII AKOCTI. (AISNbHICTb, 3a Ky
BiANoOBigae BUpPOGHMK/IMNOpTEp, BKIOYAKUM BUMYCK
cepiii) (3MiHa aapecy BUPOGHMKa, 6€3 3MiHU MicLs
BMPOGHMLTBA) (TEepMiH BBEAEHHS 3MiH NPOTAroM 6-Tu
MiCAILiB Micns 3aTBepPIKEHHS); 3MiHW | Tuny - 3MiHu 3
sKoCTi. FOTOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag,
(IHWWi 3MiHKW) (YTOYHEHHSI ONKUCY rOTOBOrO NiKAPCHKOro
3acoby, 6e3 3mMiHM cknagy nikapcbkoro 3acoby)
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-T1 MicsLIB nicns
3aTBEPMKEHHS); 3MiHM | TUny - 3MiHK LWoAo
6e3nekn/edheKkTNBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHK) (BHECEHHS 3MiH O MapKyBaHHA BTOPUHHOT
yNakoBKW: BHECEHHS iHdhopmaLi Wwoao norotuny
KOMNaHii, 3a3Ha4eHHs Ha3BK Aitl0HOi PEYOBUHM Ta
nikapcbKoi hopMU Ha aHrNiNCbKili MOBI, HE3HAYHI
pefakLiiiHi NpaBKW; BHECEHHS 3MiH 4O MapKyBaHHS
NepBUHHOT YNakoBKW: BHECEHHS iHdhopmauii Wwoa0
IOrOTUNY KOMNaHii, He3HaYHi pedakuiliHi npaBku)
(TepMiH BBEAEHHS 3MiH MPOTAroM 6-T1 MicsiLiB micns

6e3
peyenma

UA/9202/01/01




90

Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

3aTBEPMAKEHHS); 3MiHM | TRy - 3MiHM LWoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
KOPOTKIil XapakTepuCTuLi NiKapCbKOro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUiT AN MegUYHOro
3aCTOCyBaHHS reHepuYHMX/ribpuaHux/6ionodibHnx
NiKapcbKnx 3acobiB Nic/is BHECEHHS TiET camol 3MiHN
Ha pethbepeHTHMI NpenapaT (3MiHa He nNoTpebye
HaZaHHS XXOAHWX HOBUX JOAATKOBUX AaHUX) (3MiHW
BHECEHI 10 IHCTPYKUii y po3ainun: "®apmakonorivHi
BnactmsocTi", "MpoTunokasaHHs", "B3aemogis 3
iHLIMMKM NikapcbKMKM 3aco6amMu Ta iHWi B1uam
B3aemogiit”, "Ocob6mBoCTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHs Ta fo3n", "MepenosysaHHs", "Mob6iyHI
peakuii" BiANOBIAHO A0 pedhepeHTHOro NikapcbKoro
3acoby ACIMIPVH KAPAIO, TabneTtkun, BKpUTI
KMLLKOBOPO34YNHHOI 060/10HKO0) (TepMiH BBEAEHHS
3MiH NPOTArom 6-Tu MicALB Nic/s 3aTBepPAKEHHS)

110.

MATHIFO CY/Ib®DAT-
AAPHMNLUA

PO34uH AN iH'ekUiid, 250
Mmr/Mn no 5 mn B amnyni;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakoBLyj; no
2 KOHTYpPHi YapyHKOBI
ynakoBku B navi; no 10
M/1 B amnyni; no 5
amnyn y KOHTYpPHIiA
YapyHKOBIli ynakoBLyj; Mo
2 KOHTYpPHi YapyHKOBI
yMakoBKU B mauLi

MpAT
"dbapmaueBTnyYHa
ipma "OapHuus”

YkpaiHa

MpAT
"papmaneBTn
YyHa thipma
"fapHuus"”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3mMiHa y MeToAax BunpobysaHHA Ad|
abo BuxigHoro marepiany/npomikHoro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPO6HULTBA AP| (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX
MeToAax BUMPOOYBaHHS); CynyTHS 3MiHa: 3MiHa y
napameTpax cneuudgikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHuX Yy cneundikauisx Ha A®l, abo
BUXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y NpoLieci BUpobHuutea Adl;
3MiHM | TMny - 3mMiHa napameTpis cneuudikavin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapcbKoro 3acoby;
CyNyTHS 3MiHa: 3MiHa y MeTofax BUNpo6yBaHHSA
roTOBOrO MiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHVX MeToAax BUNPOOYBaHHS); 3MiHW | Tuny
- BHECEHHS HOBOI BUPOOHMYOT AinbHUL AD| Ha 3amiHy
3aTBEPMKEHIl AiNbHUL, Y 3B’A3Ky 3 BUPOOHMYOO
HeOoOXiZHICTIO, SIK HACMIAOK, 3MiHN J0 po3ainy "TepMiH
npuaaTHoOCTI B cneumdikauii BxigHOro koHTposito AdI"

3a
peyenmom

UA/6095/01/02

111.

MAKCIICTUH

Tabnetkun no 8 mr, no 10
Tabnetok y 6nictepi, no
3 abo 6 bnictepiB y
nauui

TOB "®apmekc
Mpyn”

YKpaiHa

TOB
"dapmekc
pyn"

YKkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHK | TUNY - NOAAHHSA OHOB/IEHOTO cepTudikaTy
BiNoBIgHOCTI €Bponelicbkoi hapmakonei Ne R1-CEP
2006-316-Rev 03 Big, BXe 3aTBEPAKEHOr0 BUPOOHMKA
A®| BararicTvHy rmgpoxnopug, sk Hacnifok, 3MiHa
Ha3BW BNPOGHMKa ADI, y 3B’A3KY 3i 3IUTTAM LL/IAXOM
BK/IKOUEHHS komnaHii IHdpa°pyn C.n.A. i i cpiniany
CidpasiTop C.p.n. go komnadii OJIOH C.IM.A., ITanis

3a
peyenmom

UA/10012/01/01

112.

MAKCIICTUH

TabneTtku no 16 mr, no
10 TabneTok y 6nictepi,

TOB "dapmekc
Mpyn”

YkpaiHa

TOB
"Papmekc

YkpaiHa

BHECEHHS 3MiH 10 peecTpaljiiiH1x maTepianis:
3MiHK | TMNY - NOAAHHS OHOBEHOTO cepTudlikaTy

3a
peyenmom

UA/10012/01/02
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

no 3 abo 6 6nictepis y
nauui

Fpyn”

BignosigHoCTI €Bponelicbkoi dhapmakonei Ne R1-CEP
2006-316-Rev 03 Big BXe 3aTBEPIKEHOTO BUPOOHUKA
A®| BataricTvHy rmapoxnopug, sk Hacnigok, 3MmiHa
Ha3BW BNPOGHMKa ADI, y 3B'A3KY 3i 3IUTTAM LLIAXOM
BK/IIOUEHHS KoMmnaHii IHda°Tpyn C.n.A. i ii doiniany
CidpasiTop C.p.n. fo komnaHii OJIOH C.IM.A., Itanis

113.

MAKCIICTUH

TabneTtku no 24 wmr, no
10 TabneTok y 6nicTepi,
no 3 abo 6 6nictepis y
nauuj

TOB "®apmekc
Mpyn"

YkpaiHa

TOB
"dapmekc
Mpyn*

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHK | TUNY - NOAAHHA OHOBIEHOTO cepTudikaTy
BignoBigHOCTI E€Bponelicbkoi dpapmakonei Ne R1-CEP
2006-316-Rev 03 Big BXe 3aTBEPAKEHOTO BUPO6HMKA
A®| BararicTyHy rmgpoxnopug, sk Hacnifok, 3MmiHa
Ha3BW BUPOOHMKa A®I, y 3B’A3KY 3i 3NUTTAM LLISIXOM
BK/IOYEHHS KomnaHii IHda°Tpyn C.n.A. i ii diniany
CidpasiTop C.p.n. o komnadii OJIOH C.IM.A., ITanis

3a
peyerimom

UA/10012/01/03

114.

ME/NbAOHIN

MOPOLLIOK (CybCcTaHLis) y
noNieTUIEHOBKX MilLKax
AN BUPOGHMLTBA
CTepuIbHUX Ta
HecTepuIbHNX
nikapcbknx oopm

TOB "®apmxim"

YkpaiHa

TOB
"dapmxim”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) (BUYyYeHHS y po3aini
«MapkyBaHHs» dipasu: «garta BUnycky»); 3minu | Tuny
- 3MiHn 3 sikocTi. CepTudikat BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichbkiii
hapmakonei/MoHorpadii. 3mMiHW, NoB'a3aHi 3
HEOOXigHICTIO MPUBEAEHHS Y BigMNOBIAHICTE A0
MoHorpadii dY abo Esponeiicbkoi thapmakonei, abo
iHLLOT HauioHabHOT hapmakonel aepxasun E€C (3miHa
y cneyudpikauii HecpbapmakoneiHoro A®| ans
npuBELEHHS Y BiANOBIAHICTL A0 BUMOr AdY abo
€Bponeiicbkoi thapmakonei, abo iHLWOT HalioHa/IbHOI
thapmakonei gepxasu €C) - A®l. CynyTHA 3MiHa -
3MiHu 3 aKocTi. A®l. KoHTponb A®I. 3MiHa y meTogax
BMnpobysaHHsA A®| abo BuxigHoro
mMartepiany/npomikKHOro NPoayKTy/peareHTy, Wwo
BMKOPUCTOBYETbLCA Y NpoLieci BUpo6HMLTBA ADI (iHLUi
3MiHM Y MeTogax BUNPobyBaHHA (BKIOYaoUM 3aMiHy
ab0 fonoBHeHHs1) APl abo BMXiZHOrO/MPOMIXKHOTO
npoaykTy) (NpuBefeHHs cneumdikauii Ta MeToais
KOHTPO/IIO Ail040i peyoBMHY Y BifNOBIAHICTL A0 BUMOT
MOHorpadpii €BponencbKkoi hapmakonei Ha
MenbaoHiit); 3miHu | Tuny - 3MiHK 3 siKocTi. AL,
CuctemMa KoHTeiHep/3akynoptoBasibHWi 3aci6 (iHLi
3MiHK) (3MiHa ynakoBkn A®l, a came: B Npoueci
peecTpadii 6yna HEKOPEKTHO OnMcaHa ynakoBka,
maTepian NepBMHHOT yNakoBKN HE 3MiHMBCS,
3MiHWI0CE DOPMY/THOBaHHS)

UA/10350/01/01

115.

MINTAHAA

TabneTku, BKPUTI
NAiBKOBOK 060/IOHKOHO,
3 mr/0,03 mr no 21

AnsoreH IMNMKo
C.ap.n

TMokcembypr

Na6opatopioc
NleoH ®apma
C.A.

IcnaHis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHu Wwoao 6e3nekn/epekTnBHOCTI Ta
dhapmakoHarnsay. 3miHu y KOpOTKiil XapaKTepuUCTULL

3a
peyenmom

UA/13152/01/01
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Tabnetui y 6nictepi; no NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT
1 6nicTepy B ynakosLi 4N MeVYHOro 3acToCyBaHHSA
reHepUUHMX/ribpUAHNX/6IoNOAIGHMX NiKapPCbKMUX
3ac06iB NicNs BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHWI1 Mpenapar (3MiHa He NoTpebye HadaHHA
XOAHNX HOBUX [0AATKOBUX AaHWX) (3MiHU BHECEHO A0
IHCTPYKLi y po3ginun: "MokasaHHs", a Takox y po3ainu:
"apmakoTepaneBTuyHa rpyna”, "®apmMakosoriyHi
BnactusocTi", "lMpoTunokasaHHa", "B3aemogis 3
HLIMMKM NikapcbkMKM 3acobamu Ta iHLWi B1uam
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHs
rpyaar”, "3aatHicTb BNMBATU Ha LIBUAKICTb peakwii
npu KepyBaHHi aBTOTPAHCNOPTOM a60 iHLINMKN
MexaHismamu”, "Cnocib 3acTocyBaHHA Ta 031",
"fitn", "MepenosysaHHs", "Mob6iyHI peakui™
BiANOBIAHO A0 iHGhOpMaLi WoA0 MeauyHOro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
(ApuHa, Tabnetku, BKpUTi 06010HKO, 0,03 Mr/ 3 Mr)
(TepmiH BBeZ€HHS 3MiH MPOTAroM 6 MicauiB nicns
3aTBEPAKEHHS)
116. | MOBIKCUKAM® OAT | Tabnetku, Lo Mosi Xenc M'm6X Llseiiuapis NOBHUIA LMK Lseiuapis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/13585/01/01
aucnepryoTbes B BVMPOGHMLTBA: ITanis 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta peyenmom
POTOBI NOPOXHWHI, NO Annekc chapmakoHarnsgy - 3miHa TEKCTY MapKyBaHHA Ha
15 mr no 10 TabneTok y Papma CA, NEepBUHHI Ta BTOPUHHI ynakoBLj, y 3B'A3Ky 3
6nicTepi; no 1 abo 2 LLiBeiiuapis; HaHeCeHHsIM [04aTKoBOI iHdhopMaLil 4o po3ainy
6nicTepy y KapTOHHiIl nepBuHHE Ta «IHWe» WoA0 TexHIYHOI iHghopMaLii Ta oroTuny
nauuj BTOPVHHE KOMMaHii; BHECEHHSI pefakLiiiHoi npaBkn A0
nakyBaHHS: iHchopmalii Wwoao cnocoby 3acTocyBaHHSA Ta [03U.
Namn CaH BBeAeHHA 3MiH NPOTArom 6-Tu micauiB nicns
Mpocnepo 3aTBepAKEHHS
C.n.A., ltanis
117. | MOBIKCUKAM® OAT | Tabnetku, Lo Mosi Xenc M'méeX Lseliuapis MOBHWIA LMK Lseliuapis/ BHECEHHS 3MiH 10 peecTpavljiiiHnux maTepianis: 3a UA/13585/01/02
AncnepryloTses B BMPOGHMLTBA: ITanis 3MiHK | TUNY - 3MiHK WoA[0 6e3nekn/edheKTUBHOCTI Ta peyenmom
POTOBI NOPOXHWHI, NO Annekc chapmakoHarnsgy - 3miHa TeKCTY MapKyBaHHA Ha
7,5 mr no 10 TabneTtok y Papma CA, NepBUHHIl Ta BTOPUHHIA yNakoBLj, y 3B’A3Ky 3
6nicTepi; no 2 6rictepu LLIBeliyapis; HaHeCeHHsIM J04aTKOBOI iHGhopMaLiii 4o po3giny
Y KapTOHHII nayui nepBuHHE Ta «IHWe» Woa0 TexHiYHoI iHdhopMadii Ta floroTuny
BTOPUHHE KOMNaHii; BHECEHHs1 pefakLiiiHoT npaBku [0
nakyBaHHs: iHhopmawii WwoAo cnocoby 3acTOCyBaHHS Ta 403W.
Namn CaH BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
Mpocnepo 3aTBEPAKEHHSA
C.n.A,, Itanis
118. | MOHOCAH® Tabnetku no 40 wmr, no MPO.MEA.LIC Yecbka BUPOBHULTBO Yecbka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/4257/01/02
10 TabneTok y 6nicTepi; Mpara a.c. Pecny6nika 3a NOBHUM Pecny6nika/ BUMNpPaB/IEHHS TEXHIYHUX NoMuAokK y Cneundikauii npu |  peyenmom
no 3 6nictepu B LMK/TOM: CnoBaubka BMNYCKY METO/iB KOHTPO/IHO SIKOCTi Ha NiKapCbkni
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
KapTOHHI Kopobui NMPO.MEA.LIC Pecny6nika 3acib Npu 3a3HayYeHHi KpUTepIiB NPUAHATHOCTI 3a
Mpara a.c., NOKa3HUKOM «PO3UNMHEHHA>»
Yecbka
Pecnyb6nika;
BVMPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb
akocTi: XBM
®apma c.p.o.,
Cnosaubka
Pecnyb6nika;
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
KOO®APMA
C.p.0., Yecbka
Pecny6nika
119. | MYCKOMEL Kancynu Teepai, 8 mr no yoprPna TypeuunHa yoprna TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/16219/01/01
10 kancyn y 6nictepi, no MEAOVUMH INAY MEAVUWH TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHs peuenmom
1 a6o 2 6nictepn y CAH. BE TIOX. IIAY CAH. BE Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiiHoro
KapPTOHHI KOpoOLyi A.LLL TIOK. A.LLL NnocBigYeHHs) (3MiHa apecu 3asBHUKA)
120. | MYCKOMEL Kancynu Teepgi, 4 Mr no YOPAA TypeuunHa YOPNA TypeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepiania: 3MiHu | 3a UA/16219/01/02
10 kancyn y 6nictepi, no MEOMUMH INTAY MEAOMUWH TMny - AGMIHICTpaTUBHI 3MiHW. 3MiHA HaiMeHyBaHHs peyenmom
1 a6o 2 6nicTepu y CAH. BE TIXK. INAY CAH. BE Ta/abo agpecy 3asiBHMKa (BacHWKa peecTpaviiHoro
KapTOHHI KOpo6Li A.LLL. TIXK. A.LLL. noceifgyeHHs) (3MiHa agpecu 3asBHNKA)
121. | HEOlrABIH 150 kancysvu no 150 wmr, no TOB "d®apma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/13702/01/01
10 kancyn y 6nictepi, no Crapt" Crapt” BUNPaB/IEHHS TEXHIYHOT NOMUIIKW Y TEKCTI peyenmom
3 abo no 6 6nicTepis B MapKyBaHHSi TOTOBOrO flikapCbKOro 3acoby
nayi 3 KApPTOHY
122. | HEOrABIH 75 Kancynu no 75 mr, no 10 TOB "dapma YkpaiHa TOB "®dapma YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13702/01/02
Kancyn y 6nictepi, no 3 Crapt" Crapt" BMNPAB/IEHHSI TEXHIYHOI MOMW/IKW Y TEKCTI peyenmom
abo no 6 6nictepis B MapKyBaHHs FOTOBOTO MiKapCbKoro 3acoby
nayui 3 KapToHY
123. | HIMECYNIJ, MOPOLLIOK (Cy6CcTaHuis) y ToBapucTBo 3 YkpaiHa BITAN IHAaia BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | - UA/13763/01/01
noABiiHMX o6MexeHo NABOPATORPI TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHs
nonieTuIeHoBMX BiANOBiAA/IbHICTIO 3 MPANBET Ta/abo agpecy 3asiBHMKA (BlacHMKa peecTpaviliHoro
naketax gns "®bapmaueBTNyHa NIMITEL noceigyeHHs) (3MiHa aHgpecy 3asBHMKA); 3MiHN |
BMPOGHULITBA KOMnaHis (3ABOL - 1) TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHyBaHHS
HeCTepu/IbHUX "3p0poB'a” Ta/abo agpecu MicLa NpoBaMKEHHS AiANbHOCTI

nikapcbknx hopm

BMPOGHMKa (BK/IKOYaKUM, 3a HEOOXIAHOCTI, MicLe
NpoBeAEeHHA KOHTPOJII0 SIKOCTi), ab0o BNacHuka
macTep-gaiina Ha A®l, abo nocTavasibHMKa
Adl/BuxigHoro matepiasy/peareHTy/npoMixXHOro
NpoAYKTY, L0 3aCTOCOBYHTLCA Y BUPOGHNLTBI ADI
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
(AKLLLO 3a3HAYeHO Y A0ChE Ha NiKapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI EBponechbkili
chapmakonei y 3aTBepgKeHoMy Aocbe, abo
BMPOGHMKA HOBOI JOMNOMIKHOI PEYOBUHM (SKLLO
3a3HavyeHo y Aocke) (3MiHa Ha3BM Ta agpecu
BUPOGHMYOT ginbHULi AdP| Bitan Xenc Kea MBT. N114,,
IHAisA, 6€3 3MiHM MicLsa BUPOBGHMLTBA)
124. | HILEPOMAKC niodpinizar Ans po3ymHy TOB "®APMEKC YkpaiHa TOB Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu || 3a UA/12022/01/01
ans iH'exuii no 4 wmr, 1 reyn" "@APMEKC My - 3MiHK WoAo 6e3nekn/eddekTMBHOCTI Ta peuenmom
a60 4 hnakoHu 3 reyn" hapmakoHarnsigy. BHeceHHs abo 3miHa(K) 4o
niodpinizatom y 3060B'A3aHb Ta YMOB Buadi peecTpadiiHoro
KOHTYPHIli YapyHKOBIi NocCBigYeHHs, BKOYatoum MaaH ynpasniHHA
ynakosui, no 1 pu3nkamm (3aCToCyBaHHS 3MiH(M), siki(a) BUMaratoTb(€)
KOHTYPHIn YapyHKOBIl noAasibLIoro 06r'pyHTyBaHHSA HOBUMM [,0aTKOBUM
yNakoBLii B KAPTOHHii [aHumMK, WO MaoTb HaAaBaTUCA KOMMNETEHTHUM
nauuj OpraHoMm, OCKi/IbkV BUMaraeTbCs CyTTEBA OLjiHKa
KOMNeTeHTHUM opraHom) (BukoHaHHs 3060B'3aHb
BigNoBiAHO A0 NianyHKTY 1.13 nyHKTY 1, NignyHkTy 2.3
NyHKTY 2 gopartky 15 o MNopagky nposefeHHs
eKcnepTn3n peecTpauiiHux MaTepianiB Ha flikapcbki
3aco6u, LU0 NOAAITLCS Ha fepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcnepTnsn martepianis
MpO BHECEHHS 3MiH 10 peecTpaviiHiX maTtepianis
NpoTArom fii peecTpauiiiHoro NocBigYeHHs,
3aTBEpPAKEHOro HakasoM MO3 Big 26.08.2005 Ne 426
(y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
125. | HOXWWABEPUH "O3" | po3uuH ans iH'ekuiii, 20 ToBapucTBo 3 YkpaiHa KOHTPO/b YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepiania: 3MiHu | 3a UA/0591/01/01
Mmr/mn, o 2 M B 06MEXEHO SIKOCTi, BUNYCK MRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. peyenmom
amnyni; no 5 amnyn y BiANoBiga/IbHICTIO cepii: CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
nauui 3 KapToHy; no 2 "[locnifHnin 3aBof, ToBapucTBo 3 PO3Mipy YNakoBKW roToBOro JIiKapcbKoro 3acoby
M/ B amnyni; no 5 "rHUIC 06MEXEHO (BUyYEHHS YNAKOBKN MEBHOMO PO3Mipy) (BUYYEHHS
amnyn y 6nictepi; no 1 BignoBiganbHi ynakoBOK Mo 2 M/ B amnyni, no 10 amnyn y navui 3
6nictepy B nauui CTIO KapToHy; no 2 mn B amnyni, no 10 amnyn y 6nictepi,
"focnigHnii no 1 6nictepy B nauuy; in bulk Ne 100: no 2 mn B
3aBof, amnyni, no 100 amnyn y kopobui 3 neperopogkamu; in
"rHUACY, bulk Ne 100: no 2 mn B amnyni, no 10 amnyn y
YKpaiHa; 6nictepi, no 10 6nicTepiB y kopobu,i) (TepmiH
BCi cTagii BBEJEHHSA 3MiH NPOTAroM 3-X MicsLiB nicns
BMPOGHMLTBA, 3aTBEPKEHHS)
KOHTPO/b
AKOCTI, BUNYCK
cepii:
ToBapucTso 3
06MeXeHoI0

BiANOBIA&UTbHI
CTIO
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
"papmaneBTu
YHa KOMMNaHis
"3p0pos’a”,
YKpaiHa
126. | OMHICKAH pO34uH A4 iH'ekuid 0,5 Ixunl Xenckea AC Hopseris xnl Xenckea IpnaHgis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/3164/01/01
MMonb/Mn no 10 mn a6o Ipnangis TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHyBaHHs peuenmom
no 15 mn, a6o no 20 mn Nimiteq Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
y thnakoHi; no 10 BMPOGHMWKa/imnopTepa roToBoro Nikapcbkoro 3acoby,
(h/1aKOHIB B KApPTOHHiIl BKJ/TIHOYAKOUN AiNbHULI BUNYCKY cepii abo micue
Kopobui NpOBeAEHHS KOHTPOSIO AKOCTI. (LisNIbHICTb, 3a AKY
BiANoOBigae BUpPOGHMK/IMNOpTEp, BKIOYAKUM BUMYCK
cepiii) (3miHa Ha3BW BMPOGHMKa /13, 6e3 3MiHN MicLsA
BVMPOGHMLTBA)
127. | NAPANEH® TUM'AH | cupon no 100 mny TOB "CaHodi- YkpaiHa EW. HimeuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/10763/01/01
thnakoHi Ne 1 ABeHTiC YkpaiHa" HaTttepmaHH TNy - 3MiHW 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenma
eHpg Caiii KOHTPO/Ib AOMNOMIKHMX PEHOBUH. 3MiHAa NapaMeTpiB
m6X

cneumdikauii Ta/abo AoNYyCTUMUX MEX AN
[0MNOMDKHOT peqoBUHN (BUTYYEHHS 3i crieumdikadii
He3HaYyHOro NokasHuka (Hanpukiag 3actapinoro
NoKasHWUKa)) (BU/TyYEHHsI HE3HAYHOrO MoKa3HMKa
«CTOpPOHHI 6apBHUKU» 3i crieuudikaLii 4ONOMKHOT
PEYOBWHW - COKY BULLIHI KUCMOT KOHLLEHTPOBAHOr0);
3MmiHu | TMNy - 3MiHK 3 AKOCTI. FOTOBUIA NiKAPCbKU
3aci6. KOHTpOosib rOTOBOro NiKapcbkoro 3acoby. 3miHa
napameTpiB cneundikayii Ta/abo 4oNyCTUMUX MEX
roTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHM) (3MiHK Y
cneyucikaLito roToBoro MikapcbKoro 3acoby ans
nokasHuka "KinbkicHuin BMiCT eTaHosy(0/0)%"
(mopaeTbes NpuMiTKa «* McnbiTaHne NnpoBoauTcs
nepuoamnyecku; Npu nccriefosaHnmn cTabunbHoOCTH
ucnbiTaHne NPOBOAUTCS B HAYasle 1 B KOHLIE CpoKa
roAHOCTW»); 3MiHKM | TNy - 3MiHKW 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y cknagi
(AONOMIKHMX peYOBUHAX) FOTOBOrO NiKapCbKoro
3aco06y (iHLUi AONOMiXHI pEYOBMHM) - 3aMiHa OAHIET
[LOMNOMIXHOI PEYOBMHM Ha iHLY 3 TUMW CaMnMu
PYHKLIOHA/TBHMW XapakTepucTikamm Ta Ha TOMy
camMoMy piBHi (3amiHa [LONOMiXHOI pe4yoBUHU
iHBEepTHOro cupony 74/95 iHBepTHUM cupornom 81/55);
3MiHn | TMny - 3MiHK 3 SIKOCTi. [OTOBWIA Nikapcbknii
3aci6. Onuc Ta cknag. 3miHa y cknagi (AonoMiKHUX
peyoBMHax) roToBoro Jlikapcbkoro 3acoby (iHLui
[LOMOMIDKHI peqyoBrHN) - Byab-sika He3HaYHa 3MiHa
KinbKiCHOTO cknagy AOMNOMDKHUX PEYOBWH Y FOTOBOMY
nikapcbKoMy 3acobi (- KibKICTb pO34MHY caxaposu 67

% Ta ounLLEeHol BoAM Gy cKopuroBaHi. Cyma Tpbox
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
KOMMOHEHTIB - IHBEPTHOTO LiyKpY, caxapo3u i Boan -
3a/IMLWAETHLCS HE3MIHHO)
128. | NONIAEKCA Kpanni ByLUHi, PO34uH, Na6opaTopii PpaHuis Na6opatopii dpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/2699/01/01
no 10,5 mn y chnakoHi, Bylwapa Bywapa 3MiHK | TUNy - nogaHHs oHosneHoro CEP R1-CEP peyernmom
no 1 cpnakoHy 3 Pekoppaarti Pekopaari 2011-029-Rev 00 ans Ajto4oi pevyoBUHN HEOMILMHY
NiNeTKO B KAPTOHHIl cynbaT Bif BXe 3aTBep4KEHOro BUpobHMKa
Kopobui
129. | NO/IbKOPTOJ/TOH aepo3o/b ANns TapXoMiHCbKWiA Monba TapXOMiHCbKK Monbwa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/4559/01/01
TC 3acToCcyBaHHS Ha LUKipy, thapmau,eBTUYHUIA ] 3MiHM | TUNY - 3MiHa y MeTofax BUNpobyBaHHs peyenmom
cycneHsis (23,12 mr + 3aBog, "MNonbga" hapmaueBTny rOTOBOrO NiKAPCbKOro 3acoby - 3MiHa MeTO4Y KOHTPOI
0,58 mr)/r no 17,3 1 AT HWi1 3aBOf CYNYTHIX SOMILLOK TpYaMUMHONOHY aueToHigy 3 TLX
cycnexsii B "Monbcha" AT Ha BEPX 3 BignosigH1Mun 3miHamu B crevmdikaui;
aepo30/1IbHOMY GasIoHi; 3MiHa meToaukn BEPX KOHTPOK CYMyTHIX AOMILLIOK
no 1 6as10Hy Y KapTOHHil TeTpaumkiHy rigpoxsopuay 3i 3MiHamu crneumaikaw,i
KopooLi Ha TepMiH NpuaaTHOCTI: AN 4- eniTeTpauukiiHy
3BY)XXeHO Mexi 3 3,5 go 3,0%, ans
aHrigpoTeTpaumknity 3 1,5 go 1,0 %, BBefeHo
pernameHTauiio AOMilLkM B, xnopTeTpaumnkiivy
rigpoxnopuay i 6yab-aKoi HeigeHTUgIKoBaHOI
[LOMILLKM; 3MiHA MEeTO/Y Ki/IbKICHOrO BU3HAUYEHHS
TeTpaumkiHy rigpoxnopuay 3 Mikpo6ionoriyHoro Ha
BEPX 3 BiANOBiAHUMN 3a3HAYEHHAM HOBOIO HOMEpPY
MeToAuKM B cneumdikavii; 3MiHa MeTOANKN
KifibKicHOro Bu3HauyeHHs (BEPX) TpuamumHONOHY
aueToHigy 3 BigNOBIAHNM 3a3HAYE€HHAM HOBOTO
HOMepy MeToAuKM B cnevumdikadii; 3MiHa metoay
ineHTudikauii (3 TLWX Ha BEPX) TpnaMunHonoHy
aueToHiAy OfHOYACHO 3 KifIbKICHUM BU3HAYEHHAM 3
BijNOBIAHMMM 3a3HAYEHHSIM HOBOTO HOMEpPY
MeTOAMKM B crieumdikav,ii; 3MiHa MeToANKK
iaeHTndiKaLii TeTpaymkiHy rigpoxnopuay 3
BijNOBIAHNMM 3a3HAYEHHSIM HOBOTO HOMEpPY
MEeTOAMKM B creumdikauii; 3MiHa MeToAy KinbKicHOro
BU3HAYEHHA TeTpauukiHy rigpoxnopuay 3
Mikpo6ionoriyHoro Ha BEPX ans npomiXHOro
NPOAYKTY KOHLEHTpaTy; 3MiHa METOLMKN KiNIbKICHOrO
BMU3HaueHHsi (BEPX) TpyaMuuHONOHY aueToHigy ons
NMPOMIKHOI0 NPOAYKTY KOHLEHTpaTy
130. | NOJ/IbKOPTO/IOH® Tabnetkn no 4 mr no 25 Ma6’sHiLbK1iA Monba Ma6’sHiLbKUiA Monbwa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/3029/01/01
Tabnetok y 6nictepi; no hapmaLeBTUYHNI thapmaueBTUy 3MiHM | TUMY - 3MiHK A0 IHCTPYKLUii AN MeauyHoro peyenmom
2 6nicTepu B KAPTOHHIl 3aBog, Monbha HWi1 3aBOf 3aCTOCYBaHHSA [0 po3ainy "B3aemogis 3 iHWMMn
KopoobLi AT. Monbdha A.T. NikapcbKMK 3aco6amu Ta iHLWi BuAW B3aemogiii"

o0 6e3neku 3acToCyBaHHS Aito40i PeHOBUHY,
"Oco6nmBOCTi 3acTocyBaHHS", "To6iIYHI peakuii” Wwono
6e3nekn 3acTocyBaHHs fjiloyoi pevyoBnHU. BBeaeHH:

3MiHM Yepes 6 MicAUiB nicna 3aTBepAKeHHs
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
131. | NPEAHI3ONOH- pO34nH A1 iH'ekui, 30 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3a UA/2587/01/01
AAPHULUA Mr/Ma no 1 mn B amnysii; "®apmMaveBTUYHa "®hapmaneBTn 3MiHM | Tuny - 3MiHa napamMeTpiB cneuudikauin Ta/abo peyenmom
no 3 aéo no 5 amnyny ipma "OapHuus" YHa hipma [0NYyCTUMUX MEX rOTOBOTO JiKapCbKOro 3acoby;
KOHTYPHIli YapyHKOBIi "AapHnus” CYNyTHSA 3MiHa: 3MiHa y MeTogax BUNpobyBaHHSA
ynakosui; no 1 roTOBOrO JlikapCbkoro 3acoby
KOHTYPHIli YapyHKOBIi
ynakoBLi y nayui
132. | NPEAYKTAN® MR TabneTku, BKpUTI TOB "CepB'e YkpaiHa Na6opaTopii PpaHuis/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/3704/02/01
NAiBKOBOK 0O0/IOHKOHO, Ykpaina" CepB'e Monbwa 3MiHKW | TURY - 3MiHW 00 IHCTPYKLUIT AN1A MeanYHOro peuenmom
3 MoaudpiKoBaHUM IHpacTpi, 3aCTOCYBaHHS rOTOBOTO NiKapCbKOro 3acoby y po3aisn
BUBINIbHEHHAM MO 35 Mr PpaHuis; "Mo6iyHi peakwyii"
no 30 TabneTtok y AH®APM
6nicTepi; no 2 6nictepu MignpuemcTeo
y KopobLi 3 KapTOHY dapmaueBTuy
He AT,
MonbLla
133. | NIPUCUNKA OAUTAYA | nopowwok no 50ry MAT "BITAMIHA" YkpaiHa NAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/4889/01/01
6aHuj, no 1 6aHui B "BITAMIHA" 3MiHM | TUNY - 3MiHa HaBW BUPOGHMKa AP| LIMHKY peyenma
nayui, no50ry okcuga, 6e3 3MiHu Micus BUpObHMLUTBA, 3 BiAMnoBIAHMMM
KOHTelHepi 3MiHamu y p. «Cknag»
134. | NPIOPUKC™ | niodpinizaT ANs po3umHy nakcoCMmiTKnAiiH Benvka nakcoCwmitKn Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13694/01/01
PRIORIX™ ans iH'exuin, 1 EkcnopT flimiteq BputaHis ANRH 3MiHuW Il TMNy - 3MiHM Y KOPOTKIll XapakTepucTuui peyenmom
KOMBIHOBAHA MOHOZI030BMI1 (h1akoH Bionomxikans niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
BAKUWHA Ansa (1 po3a) 3 niogpinizatom C.A. [ONA MeNYHOro 3acTOCyBaHHs, y 3B’3KY i3 HOBUMMU
MPO®DINTAKTUKN Y KOMMN/IeKTi 3 OaHUMW 3 SIKOCTi, AOKNIHIYHUMMN, KAIHIYHUMW JaHMK
KOPY, pPO34MHHMKOM (BOda ANs Ta gaHumu 3 dhapmakoHarnsaay - 3MiHu B IHCTPyKU,iT
ENIZEMIYHOIO iH'eKLi1) y nonepeaHbLO 0151 MEANYHOTO 3aCTOCYBaHHA [0 pPo3ainy
NAPOTUTY TA HarnoBHEHOMY LUNpULi Ta «B3aemogijs 3 iHWMMK NikapCbknMK 3acobamu Ta iHLWi
KPACHYXU [BOMa rosikamv B BUAW B3aEMOLIi»; 3MiHM |l TMNy - 3MiHN Y KOPOTKIii
KapTOHHI kopobu; 1 XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MyNbTUA030BUI (h1akoH MapKyBaHHS! Ta IHCTPYKUiT A1 MeAU4HOro
(2 po3w) 3 niogpinizaTtom 3aCTOCYBaHHS, Y 3B’A3KY i3 HOBUMW JaHNMU 3 SIKOCTI,
y KOMN/EeKTi 3 OOKMIHIYHUMM, KNIHIYHUMW JaHUMK Ta AaHMU 3
PO34MHHMKOM (BOAa AN chapmakoHarnsgy - 3MiH1 B IHCTPYKLUiT AN MegnvHoro
iH'ekwji1) B amnyni; no 3acTocyBaHHS: 3MiHU 10 po3ainy "Cnoci6
100 wTyK hnakoHis Ta 3acTocyBaHHsa Ta fo3u". TepMiH BBeeHHA 3MiH:
amnys B OKpeMux NPoOTArom 6 micsliB nicnsA 3aTBepPAKEHHs
Kopobkax
135. | NPONAHOPM® TabneTkun, BKpUTI MPO.MEA.LIC Yecbka BVMPOGHMLTBO, Yecbka BHECEHHS 3MiH [0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/5421/01/01
060n10HKot0, No 150 wmr, Mpara a.T. Pecny6nika nepBrHHE Ta Pecny6nika/ Tuny - 3miHn 3 sakocTi. CepTuddikaT BignosigHocTI/lE- peyenmom
no 10 TabneTtok y BTOPVHHE CnoBaubka cepTudikaT BignoBigHOCTI EBponeiichkiii
6nictepi, no 5 6nictepis nakyBaHHs, Pecny6nika thapmakonei/moHorpadii. NMogaHHs HoBoro abo
Y KapTOHHIli kopobLi KOHTpPO/b OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTi abo
AKOCTI, BUNYCK BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
cepii: thapmakonei: gna A®l; gns suxigHoro
NMPO.MEA.LIC mMaTtepiany/peareHTy/NPoMi>KHOTro NPOAYKTY, WO
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Mpara a.T., BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
Yecbka [0MOMIKXHOT peyoBrHY (cepTuddikaTt BifnoBigHOCTI
Pecny6nika €Bponeiickkili hapmakonei) - OHoBNeHW cepTuddikaT
BVMPOGHMLTBO, Bif y)e 3aTBepgxeHoro BnpobHuka (CEP Ne R1-CEP
nepBuHHE Ta 2005-236-Rev 02 ans nponadyeHoHy rigpoxnopuay
BTOPVHHE Big BUpo6HMKa PharmaZell GmbH, HimeuunHa); 3miHn
nakyBaHHs, | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkunin 3aci6.
KOHTPONb KOHTpO/b roTOBOrO NiKapCbKoro 3acoby. 3miHa
SAKOCTI: napameTpiB cneuyudikalii Ta/abo AONYyCTUMUX MEX
XBM dapma roTOBOrO MiKapCbKOro 3acoby (BHECEHHS 3MiH 40
c.p.o., [10CbE NiC/1s OHOBJIEHHA 3arasibHOT CTATTi Ha rOTOBY
CnoBaubka nikapcbky chopmy y AdY/EBponelickkiin hapmakoner)
Pecny6nika

(MpuBeaeHHs p. «MikpobionoriyHa unctota» y
BignoBigHicTb fo EP); 3miHu | Tuny - 3MiHK 3 SKOCTi.
[oTOBWMIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULLTBI.
3amiHa abo BBeAEHHS [0AATKOBOI AiNbHNL
BMPOGHMLITBA A1 YaCTUHM ab0 BCbOro BUPOGHUYOro
npoLecy roToBOro Nikapcbkoro 3acoby (AiNbHuLSA, Ha
AKili NpPOBOAATLCA OyAb-AKi BUPOGHMYI cTagji, 3a
BVMHATKOM BWMYCKY Cepiii, KOHTPO/IO SKOCTI,
NepPBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, AN
HecTepwuIbHUX Nikapcbknx 3acobis) (BeedeHHA
[0[aTKOBOI [iNbHULL KOHTPaKTHOrO BUPO6HKKa XBM
dapma c.p.o., Cnosaupka Pecny6bika (BUpobHULTBO,
NepBYHHE | BTOPYHHE NakyBaHHS). 3a3HayeHHs
dOyHKLji1 3aTBEpAXEHOr0 BUPO6HUKa. CynyTHS 3MiHa -
3MiHM 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6HMLTBI. 3amiHa abo BBEAEHHA [04aTKOBOI
AiNbHWLI BUPOBHMLTBA /18 YacTuHK abo BCbOro
BMPOGHMNYOro NpoLiecy roToBOro NikapCbKoro 3acoty
(AiNbHMUSA ANS BTOPMHHOTO NakyBaHHS) - 3MiHW 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOBOHULTBI. 3amiHa abo BBeAeHHS 404aTKOBOT
AiNbHWLI BUPOBHMLTBA /18 YacTuHW abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapCbKoro 3acoby
(8iNbHULA AN NEPBUHHOIO NakyBaHHSA); 3MiHW | Tvny -
3MiHK 3 SKOCTi. FoTOBUIA NiKapCbkuii 3aci6. 3miHn y
BMPO6HMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPOJII0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo gogasaHHsA AiNbHULL,
Ha SKill 34iICHI0ETLCA KOHTPO/IL/BUNPOBYBaHHSA cepii)
(BopaBaHHA AiNbHULL KOHTPAKTHOIO BUPO6HMKA XBM
dapma c.p.o., CnoBaupbka Pecny6ika 4151 KOHTPOO
AKOCTI. 3a3HauYeHHs OyHKLili 3aTBEpPAKEHOr0
BMPOGHUWKA); 3MiHM | TUny - 3MiHK 3 AkoCTi. FOTOBWMIA

nikapcbkuii 3aci6. CtabifbHICTb. 3MiHa y TepMiHax
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
npugaTHocTi abo ymoBax 36epiraHHs roToBOro
NikapcbKoro 3acoby (36i/bLUeHHS TeEPMIHY
NpUAATHOCTI FOTOBOrO JiKapCbKOro 3acoby) - Ans
TOProBoi ynakoBku (NiATBEPMAKYETbCA faHUMU
peanbHoro yacy) (3 3-x go 5-mv pokiB) (TepMmiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3arBepMKeHHs); 3miHu Il Tuny - 3miHn 3 AkocTi. AdI.
Brpo6HMLTBO. 3MiHa BMPO6HUKa
BUXIAHOro/NPOMIXXHOrO NPOAYKTY/peareHTy, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHMYOMY npoueci AdDl, abo
3MiHa BUpO6HUKa (BK/TKOYatoun, fe HeobxigHo, Micue
npoBeAeHHs KOHTPOo AkocTi) A®I (3a BigCyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei y 3aTBepAXeHOMY [0CbE)(BBEAEHHS
HOBOro BMpo6HUKa A®I 3 HafaHHAM MacTep-haiina
Ha A®I) (BBeAeHHS BUPOGHMKa Procos S.p.A., ITania
ana A®Il nponadyeHoHy rigpoxnopug, 4ns
BUpo6HUUTBa /13 MponaHopM®, TabneTkn, BKPUTI
060/10HKO0, M0 150 Mmr)
136. | NPOMNAHOPM® TabneTku, BKpUTI MPO.MEA.LIC Yecbka BVMPOGHMLTBO, Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/5421/01/02
060/10HKO10, Mo 300 wmr, Mpara a.T. Pecny6nika nepBuHHE Ta Pecny6nika/ TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE- peuenmom
no 10 Tabnetok y BTOPVHHE Cnosaubka cepTudikaT BignoBigHOCTI EBponeicbkiii
6nicTepi, no 5 6nictepis nakyBaHHs, Pecny6nika thapmakonei/moHorpadii. NMogaHHs HoBoro abo
Y KapTOHHili kopobLyi KOHTPO/b OHOB/EHOTO cepTudikaTa BignoBigHOCTI a60
AKOCTI, BUMYCK BUYYEHHS cepTudikaTta BignoBigHOCTI EBponelichkii
cepii: thapmakonei: gnsa A®l; ans BUXigHOro
MPO.MEA.LC mMartepiany/peareHTy/NpoMibKHOIo NPOAYKTY, WO
Mpara a.T., BVKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
Yecbka [0MOMDKHOT peyoBUHU (CepTudikaTt BignoBigHOCTI
Pecny6nika €Bponeiicbkili hapmakonei) - OHoBNeHW cepTuddikat
BVMPOGHMLTBO, Bif y)Xe 3aTBepgxeHoro BnupobHuka (CEP Ne R1-CEP
nepBuHHE Ta 2005-236-Rev 02 ana nponadeHoHy rigpoxnopuay
BTOPVHHE Big BUpo6HMKa PharmaZell GmbH, HimeuunHa); 3miHn
nakyBaHHs, | TNy - 3MiHK 3 AKOCTi. FOTOBMWIA NikapCcbkunii 3aci6.
KOHTPONb KOHTpO/b roTOBOrO NiKapCbKoro 3acoby. 3miHa
AKOCTI: napameTpiB cneuyudikauii Ta/abo AoNYyCTUMMX MEX
XBM dapma roTOBOrO MiKapCbKOro 3acoby (BHECEHHS 3MiH 40
c.p.o., [0CbE NiC/1s OHOB/IEHHA 3arasibHOT CTATTi Ha rOTOBY
CnoBaubka nikapcbky chopmy y AdY/EBponelickkiin hapmakoner)
Pecny6nika (MpuBeaeHHs p. «MikpobionoriyHa unctota» y

BignoBigHICTb A0 EP); 3MiHKM | TNy - 3MiHW 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHa po3mipy cepii (BK/ItoYaouM gianasoH po3mipy
cepii) roToBOro NikapcbKoro 3acoby (3MeHLUEeHHS A0
10 pasiB) (po3mip cepii ana gosysaHHs 300 mr
3aTBepAXKeHOo: 650 000 TabneTok; 1300 000 TabieTok.
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

[opatkoBo BBogMTLCA 100 000 TabneTok); 3miHu |
UMy - 3MiHY 3 AKOCTi. [OTOBWIA NikapCbKuii 3aci6.
3MiHV Yy BUpOo6HULTBI. 3amiHa abo BBeeHHSA
[0[aTKOBOI Ai/TbHUL BUPOGHMLTBA A5 YacTUHM abo
BCbOr0 BMPOOHMYOro NpoLecy roToBoro Nikapcbkoro
3acoby (AinbHULSA, Ha SiKili NPOBOAATLCA BY/1b-SiKi
BMPOGHMYI CTagji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPOJIH0 AKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, 4151 HECTePU/IbHUX NiKapCbKUX 3ac06iB)
(BBepeHHs A04AaTKOBOI AiIbHULL KOHTPAKTHOrO
BMpo6HuKa XBM ®apma c.p.o., CnoBaupka
Pecny6nika (BUpOGHULITBO, NEPBUHHE | BTOPUHHE
nakyBaHHs). 3asHaueHHs PyHKLi 3aTBEpIKEHOrO
BMPOG6HUKa. CynyTHS 3MiHa - 3MiHM 3 SKOCTi. [0TOoBWIA
nikapcbkunii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa abo
BBE/lEHHS A0AATKOBOI AiNbHULI BUPOGHULTBA 415
4acTuHK abo BCbOrO BUPOBHNYOro NpoLEecy roToBoro
nNiKapcbkoro 3acoby (AiNbHULA 415 BTOPUHHOTO
nakyBaHHs1) - 3MiHW 3 AKOCTi. FTOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUpo6bHULTBI. 3amiHa ab0o BBEAEHHS
[0[aTKOBOT AiNbHUL BUPOBHULITBA A/191 YaCTUHN abo
BCbOr0 BMPOGHMYOro NPOLECY roTOBOrO NiKapCbKoro
3aco6y (AinbHMLA AN NepBUHHOTO NakyBaHHS); 3MiHM
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapCcbKuMii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa imnopTepa/3miHu, Lo
CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOIIO AKOCTI
roTOBOrO JliKkapcbKoro 3acoby (3amiHa abo foaaBaHHsA
AiNbHULI, Ha AKIA 3AiACHI0ETLCA
KOHTPO/b/BMNPOGYBaHHSA cepii) (4ofaBaHHA AiNbHUL
KOHTpaKkTHOro BMpo6bHunka XbM dapma c.p.o.,
CnoBaubka Pecnybnika A58 KOHTPOsIH0 SKOCTI.
3a3HayeHHs oyHKLUili 3aTBEPAKEHOTO BUPOGHWMKA);
3MiHn | TUNYy - 3MiHK 3 iKOCTi. FOTOBWIA Nikapcbkuii
3aci6. CtabinbHICTb. 3MiHa y TepMiHaxX NpUAaTHOCTI
abo ymoBax 36epiraHHsi rOTOBOrO /ikapCbKoro 3acoby
(36iNbLLUEHHS TEepMiHY NPUAATHOCTI FOTOBOrO
niKapcbKoro 3acoby) - [1s TOproeoi ynakoBKu
(nigTBEPMKYETLCA AaHUMK peasibHOro Yacy) (3 3-x o
5-Tu1 pokiB) (TepmiH BBeZleHHS 3MiH NPOTArom 6
MiCALIB MiC/1A 3aTBEPKEHHS)

137.

PErAPOH

NOPOLLOK A030BaHNi No
18,9 r y nakeTi, no 20
nakeTiB y KapTOHHIi
Kopoobui

OpioH
KopnopeiiLuH

diHnaHais

BMPOGHUK, LLO
3pjiicHI0E
KOHTpONb

SAKOCTI | BUMYCK

cepiii: OpioH

KopnopeiiwH,

diHnaHgisa/
IcnaHis

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHK | TUNYy - 3MiHa y MeTogax BUNpobyBaHHSA
roTOBOrO NiKapCbKOro 3acoby (iHwWi 3MiHM y MeTogax
BMMNpoO6YyBaHb (BK/OUaoUM 3aMiHy abo AOMNOBHEHHS)) -
BBE/IeHHS1 HOBOIO a/lbTEPHATUBHOIO MeToAy
BMNpobyBaHHA T. "laeHTudikauis rnokosn”, "KinbkicHe

6e3
peyenma

UA/2065/01/01
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

PiHNAHAIS;
BMPOGHUK, LLO
3[jicHI0E
BVMPOGHMLTBO,
nakyBaHHS i
KOHTPONb
AKkocTi: OpioH
KopnopefiwH,
OpioH dapma,
PiHNAHAIS;
BMPOGHMK, LLO
3pjicHI0E
BMPOGHMLTBO i
nakyBaHHS:
Mepk C/1,
IcnaHis;
BMPOGHUK, LLO
3[jicHI0E
BMPOGHMLTBO i
nakyBaHHS:
ETHoBIsA O,
PiHNAHAIS;
BMPOGHUK, LLO
3pjicHI0E
BVMPOGHMLTBO,
nakyBaHHs,
KOHTPONb
AKOCTI | BUNYCK
cepiii: AT
Peuundapm
MaperTc,
IcnaHis

BM3HAYEHHs rnoko3n" metoa BEPX (2.2.29)

138.

PEriAPOH ONTIM

NOPOLLOK A”A
OpasIbHOT0 PO3Y4MHY MO
10,7 r NOPOLLKY Y NakeTi;
no 20 nakeTiB y
KapTOHHI KopoobLi

OpioH
KopnopeiLuH

PiHNAHAIA

BUPOBHUK, LLIO
3[jcHIoE
KOHTPONb

SAKOCTI | BUMYCK

cepiii: OpioH

KopnopeiiwH,
PiHNAHAIA;

BMPOGHUK, LLLO
3[ilicHI0E

BUPOGHMLTBO,

nakyBaHHS i
KOHTPONb
AKoCTi: OpioH
KopnopeiiwH,

diHnaHpis/
Icnanis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHa y MeTodax BUNpo6yBaHHS
roTOBOrO NikapcbKoro 3acoby (iHLWi 3MiHM y MeTofax
BMNPO6YBaHb (BKOYAKOUM 3aMiHy ab0 [LONOBHEHHS)) -
[0faBaHHA a/lbTEPHATVBHOIO METOAY KOHTPO/IO
roToBOro Nikapcbkoro 3acoby 3a nokasHukamm
«lpeHTudpikauis Ta KisibkicHe BU3HAYEHHS [/TH0KO3U»
metogom BEPX

6e3
peyenma

UA/9267/01/01




102

Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

OpioH dapma,
diHNsAHAjA;
BUPOBHUK, LLIO
3[jicHIoE
KOHTPONb
akocTi: Oi
Megadaiins
nTa,
PiHNAHAIA;
BMPOGHMK, LLLO
3[iliCHI0E
BUPOBHMLTBO i
nakyBaHHS:
Mepk CH,
Icnanis;
BMPOGHMK, LLO
3[iliCHI0E
BUPOBHMLTBO i
nakyBaHHS:
ETHoBiA OW,
PiHNAHAIA;
BMPOGHMK, LLLO
3[iliCcHI0E
BUPOGHMLTBO,
nakyBaHHs,
KOHTPONb
SAKOCTi Ta
BUMYCK CepiiA:
AT Peuudapm
MaperTc,
Icnanis

139.

PETUHONY ALIETAT
(BITAMIH A)

PO34UH OfTiliHWIA
opasibHuii, 34,4 Mr/mn
(100000 MO/mn) no 10
M1y dpakoHax 3i
cknomacu abo y
donakoHax nosliMepHuXx,
3aKynopeHux npobkamu-
KpanenbHULAMU; no 1
chnakoHy y nauuj 3
KapToOHy

MpAT "TexHonor"

Ykpaina

MpAT
"TexHosnor"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHyBaHHs
Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiiHoro
noceigveHHs) (3MiHa agpecu 3asBHMKa (BlaCHMKa
peecTpauiiiHoro noceigyeHHs) (TepmiH BBEAEHHS 3MiH
NPOTAroM 6-T1 MICALIB MiCNS 3aTBEPAKEHHS); 3MiHM |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHS
Ta/abo agpecu MicLa NPoBaMKEHHS AiANbHOCTI
BMPOGHMKa/imnopTepa roToBoro MikapcbKoro 3acoby,
BK/IOHAKUM AiNbHULI BUMYCKy cepii abo micue
NpoBeAeHHSA KOHTPOSII0 AKOCTI. (LiSNbHICTb, 3a AKY
BiANOBiAa€e BUPOGHMK/IMNOpTEp, BKIOYaOUM BUMYCK
cepiid) (3miHa agpecy BUpo6HuKa M3, 6e3 3MiHu
MicLa BUPOGHULTBA) (TepMiH BBEAEHHS 3MiH
npoTArom 6-Tn MicALiB Nicns 3aTBepPAKEHHS)

6e3
peyenma

UA/6646/01/01
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
140. | PUBABIPUH MOPOLLIOK (Cy6CcTaHuis) y TOB "®APMEKC YkpaiHa LIsnHaHb Kutaii BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | - UA/13430/01/01
nakeTax noABiNHUX reyn" MiHCUHB Tuny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHyBaHHS
nonieTuNeHoBux ans dapmachbioTike Ta/abo agpecy 3asiBHMKaA (BlacHMKa peecTpaviliHoro
BMPOOGHMLTBA n Ko., 14 nocBig4eHHs) (3MiHa agpecu 3asiBHMKA)
HecTepuIbHNUX
niKapcbknx goopm
141. | PYBIMEOA PO34MH A1 iH'EKUIN, 2 Anbmega Llseiiuapis Brpo6HMUTBO HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/14567/01/01
mr/mn no 5 mna, 10 mn, PapmacboTiKasiC KOHUEeHTpaty Yecbka UMy - 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. peyenmom
25 mn, 50 mn abo 100 Al ons Pecny6nika 3MiHV Yy BUpo6HMUTBI. 3amiHa abo BBeAEeHHS
M1y chnakoHi; no 1 NpuUroTyBaHHs [04aTKOBOT AiNbHUL BUPOBGHMLTBA A4/18 YaCTUHN abo
dhnakoHy y KapTOHHil PO34nHY AnA BCbOr0 BMPOOHMYOro NpoLecy rotToBoro Nikapcbkoro
Kopobui iHcy3id, 3acoby (4iNbHULA A8 BTOPUHHONO NakyBaHHS)
cTepunisaduis, (BBeaeHHs JoAaTkoBOro BUPOOHWMKa, AKvii Bignosigae
po3nuBy 3a BTOPWHHE NakyBaHHA BeHyc ®apma M'm6X); 3minHu |
donakoHu, TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE-
nepBuHHe cepTudikaT BignoBigHOCTI EBponeichkiii
nakyBaHHs, thapmakonei/moHorpadii. NMogaHHs HoBOro abo
BTOPVHHE OHOB/EHOTO cepTudikaTa BignoBigHOCTI a6o
nakyBaHHs, BUYYEHHS cepTudikaTta BignoBigHOCTI EBponelichkii
KOHTPO/1b thapmakonei: gnsa A®l; ans BUXigHOro
SIKOCTI cepiii: mMartepiany/peareHTy/NpoMibKHOIo NPOAYKTY, WO
OHKOTeK BVKOPVCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
dapma [0MOMDKHOT peyoBMHU (CepTudikaTt Bi4noBigHOCTI
MpoaykuioH €Bponeiickbkili hapmakonei) - OHoBNeHWi cepTuddikat
v6X, Bif y)Xe 3aTBepKeHoro BupobHvka (BeegeHHs
Himeyumnha; oHoBnenuii CEP Bif BXxe 3aTBepaKeHoro B1pobHuKa
OHKOMe[, A®I Synbias Pharma Limited)
MaHyhakTypiH
ra.c., Yecbka
Pecnyb6nika;
BTopuHHe
nakyBaHHS:
Komcpacc
m6X,
HimeuunHa,
Mega-X-lMpecc
m6X,
HimeuunHa,
BeHyc ®apma
m6X,
HimeuunHa,
BTopuHHe
nakyBaHHs Ta
3/iiCHEHHS
KOHTpPO/0

AKOCTI cepii:




104

Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
mMefak
lesenwadt
chrop KAiHiwe
Lneuwansnpen
apate M6X,
HimeuumnHa,
BignosiganbH
niA 3a BUMYCK
cepii,
3iiCHEHHSA
KOHTPO/IO
SAKOCTI cepil:
AkBiga, TM6X,
HimeyynHa
142. | PYBIMEOA PO34UH A5 iH'EKUNA, 2 Anbmega Lseiiapis BMPOBHULTBO HimeyunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14567/01/01
mr/mn no 5 mn, 10 mn, dapmacboTikan KOHLeHTpary Yecbka 3MiHK | TUny - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyernmom
25 mn, 50 mn a6o 100 Al ons Pecny6nika thapmakoHarnsgy. BeegeHHs abo 3miHu o
mn y donakoHni; no 1 NPUroTyBaHHA y3arasibHeHUX faHnx nNpo cucTemy dapmakoHarnsgy
h/1aKoHy Y KapTOHHIl po3UnHYy AN (BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
Kopoobui iHcDy3iiA, thapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobw,
cTepwnisadis, BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy;
po3nuB y KOHTaKTHOT 0cobu 3 hapmakoHarnisgy 3asBHvKa Ans
donakoHu, 3pjificHeHHs hapmakoHarnsay B YkpaiHi, KLU0 BOHa
nepBuHHe BigMiHHa Bif, yNOBHOBaXeEHO| 0c06W, BignoBigansHOI
nakyBaHHs, 3a 34ilicHeHHs thapmakoHarnagy (Bkavarum
BTOPVHHE KOHTaKTHi flaHi) Ta/abo 3MiHW y po3MilLleHHI MacTep-
nakyBaHHS, dhavina cuctemu chapmakoHarnsgy) - MponoHoBaHa
KOHTPO/b pefakLuisi: ynoBHOBaxeHa ocoba BignosigasibHa 3a
AKOCTI cepiii: hapmakoHarnsag - AniHa Kyky (Alina Cucu), KOHTaKTHa
OHKOTEK ocoba BignosiganbHa 3a chapmakoHarnsag - Bosk
dapma AHfpili BopycoBuy. 3MiHa KOHTaKTHUX AaHnX
MpoaykuioH YMNOBHOBaXXeHOT 0C06M. 3MiHa KOHTaKTHUX AaHuX
v6X, KOHTaKTHOI 0cobu
HimeuumnHa;
OHKOMef,
MaHyaKTypiH
ra.c., Hecbka
Pecny6nika;
BTOPWHHE
nakyBaHHS:
Komdpacc
v6X,
HimeuumnHa;
Mega-X-lMpecc
v6X,

HimeyunHa;
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

Benyc ®apma
m6X,
HimeuumnHa,
BTOPWHHE
nakyBaHHS Ta
3[jiCHEHHS
KOHTPO/II0
AKOCTI cepii:
mMeaak
esenwadTt
dhrop KniHiwe
LWnevyansnpen
apare M6X,
Himeyumnha;
BignoBigaibHU
1 3a BMNyCK
cepii,
3[iACHEHHS
KOHTPO/II0
AKOCTI cepii:
AkBiga, MmM6X,
HimeyunHa

143.

CUrHI®OP NNAP

NMOPOLLOK AN CycneHsil
ANs iH ekuin no 20 wmr, 1
h/1aKOH 3 NOPOLLKOM Y
KOMINEKTi 3
PO34YMHHMKOM N0 2 MNT Y
nonepeaHbL0
3aMN0BHEHOMY LLMPUL
(kapmenosa Hatpito,
MaHiT (E421),
nosnokcamep 188, soga
Ans iH'ekuiid), 1 ronkoro
Ta 1 agantepom B
KapTOHHIA KopoobLi

Hosaprtic ®apma

LBeiiLapis

BTOPWHHE
nakyBaHHS,
BWMYCK Cepil:
Hosapric
dapma LUTeliH
AT,
LLiBeiiuapis;
BUPOGHMLTBO,
KOHTpPO/b
AKOCTI,
nepBuHHE
nakyBaHHs
PO3YMHHMKA Ta
BTOPWHHE
nakyBaHHs
roToBOro
NPOAYKTY:
AGGOTT
Bionogpxukanc
B.B.,
HigepnaHgu;
KOHTPONb
SAKOCTI 3a
BCiMa

LBeiiuapis/
HigepnaHnawn/
AscTpisi/
HimeuunHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHK Il TUNY - 3MiHW 40 IHCTPYKUIT ANS MeAUYHOro
3acTOCYBaHHSA y po3ainy "®apMakonorivHi
BnacTmBocTi", "Oco6/IMBOCTI 3acTOCyBaHHA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHsi Ta f03n". BBeA€HHA
3MiH NpoTArom 3-x micsiliB nicns saTBepAKeHHHSA

3a
peyenmom

UA/15926/01/01
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

napameTpamu
3a
BUK/IOYEHHSIM
Tecty
"BakTepianbHi
EHAO0TOKCUHM",
nepBrHHE
nakyBaHHS
MOPOLLIKY:
CaHpo3 'mbX,
ABCTpiIs;
KOHTPONb
AKOCTI 3a
BCiMa
napameTpamm
3a
BUK/TIOYEHHSAM
MO/EKYNAPHOI
mMacu
nonimepy Ta
TecTty
"BakTepianbHi
EHOO0TOKCUHN™:
CaHpo3 'm6X,
ABCTpISi;
BMPOGHMLTBO
NOPOLLKY in
bulk gna
cycneHsii gns
iH'eKwjin:
Hosaprtic
dapma Al
LLiBeiiuapis;
KOHTPO/b
AKOCTI 3a
NOKa3HNKOM
"BakTepianbHi
EHOO0TOKCUHN™:
BCN Biocepsic
CaiHTndik
NabopaTtopic
v6X,
HimeuumnHa,;
TepMiHa/IbHa
cTepunisauis
hNaKoHIB:
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

CiHepaxu
Xenc [ieHikeH
Arl,
LLiseiuapis

144.

CUrHI®OP NNAP

NMOPOLLOK AN CycneHsil
[ANs iH ek no 40 wmr, 1
h/1aKOH 3 MOPOLLKOM Y
KOMINEKTi 3
PO34YMHHWKOM N0 2 MNT Y
nonepeaHbL0
3aMN0BHEHOMY LLMPUL
(kapmeno3sa Hatpito,
MaHiT (E421),
nosnokcamep 188, soga
Ans iH'ekuiid), 1 ronkoro
Ta 1 agantepom B
KapTOHHIA KopoobLi

Hosaprtic ®apma

LBeiiLapis

BTOPWHHE
nakyBaHHS,
BWMYCK cepil:
Hosapric
dapma LUTeliH
AT,
LLiBeiiuapis;
BUPOGHMLTBO,
KOHTpPO/b
AKOCTI,
nepBuHHE
nakyBaHHs
PO3YMHHMKA Ta
BTOPWHHE
nakyBaHHs
roToBOro
NPOAYKTY:
AGGOTT
Bionogpxukanc
B.B.,
HigepnaHgu;
KOHTPONb
SAKOCTI 3a
BCiMa
napameTpamm
3a
BUK/THOYEHHAM
Tecty
"BakTepianbHi
€HO0TOKCUMHK",
nepBuHHe
nakyBaHHS
MOPOLLIKY:
CaHpo3 'm6X,
ABCTpISt;
KOHTpPO/b
AKOCTi 3a
BCiMa
napameTpamu
3a
BUK/TOYEHHSIM
MOJIEKYIAPHOT

LBeiiuapis/
HigepnaHnawn/
AscTpisi/
HimeuunHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHK Il TUNY - 3MiHW 40 IHCTPYKUIT ANS MeAUYHOro
3acTOCyBaHHSA y po3ainy "®apMakonorivHi
BnacTmBocTi", "Oco6/IMBOCTI 3acTOCyBaHHA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHsi Ta f03n". BBeA€HHA
3MiH NpoTArom 3-x micsiliB nicns saTBepAKeHHHSA

3a
peyenmom

UA/15926/01/02
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

mMacu
nonimepy Ta
TecTty
"BakTepianbHi
€HAOTOKCUHN":
CaHpo3 'm6X,
ABCTpISi;
BMPOGHMLTBO
NOPOLLKY in
bulk gna
cycneHsii gns
iH'eKwji:
Hosaprtic
dapma Al
LLiBeiiuapis;
KOHTPONb
AKOCTI 3a
NOKa3HNKOM
"BakTepianbHi
€HAOTOKCUHN":
BCN Biocepsic
CainHTndik
NabopaTtopic
v6X,
HimeuumnHa,;
TepMiHa/IbHa
cTepunisauis
hNakoHiB:
CiHepaxu
Xenc JeHikeH
AT,
LLIBeliyapis

145.

CUTHI®OP NAP

NOPOLLOK A1 cycneHsii
[ANs iH ekuin no 60 wmr, 1
h/1aKOH 3 NOPOLLKOM Y
KOMMNEKTi 3
PO3UYMHHMKOM MO 2 M/TY
ronepeAHLo
3arnoBHeHOMY LUNpULi
(kapmenio3a HaTpito,
MaHIT (E421),
nonokcamep 188, soga
Ans iH'ekuii), 1 ronkoto
Ta 1 agantepom B
KapTOHHIlA KOopooLi

HosapTic ®apma
Al

Lseiiapis

BTOPWHHE
nakyBaHHs,
BUNYCK cepil:
Hosapric
dapwma LUTteiH
AT,
LLieiiuapis;
BVMPOGHMLTBO,
KOHTPO/b
AKOCTI,
nepBuHHe
nakyBaHHS
PO3YMHHMKa Ta
BTOPUHHE

Lseiiuapis/
Higepnangn/
ABcTpisi/
HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHW Il TMNYy - 3MiHK [0 IHCTPYKUIT ANS MeguyHoro
3aCTOCyBaHHSA y po3ainy "®apmMakoorivHi
BnactmsocTi", "OcobanBOCTI 3acTOCyBaHHA",
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHS
rpyaao”, "Cnocib 3actocyBaHHs Ta fo3un". BBefeHHSA
3MiH NpoTArom 3-x MicAliB Nicnsa 3aTBepAKeHHHSA

3a
peyenmom

UA/15926/01/03
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

nakyBaHHs
roToBOro
NPOAYKTY:
AGGOTT
Bionogpxukanc
B.B.,
HigepnaHgu;
KOHTPONb
SAKOCTI 3a
BCiMa
napameTpamm
3a
BUK/THOYEHHAM
Tecty
"BakTepianbHi
EeHA0TOKCUHKN",
nepBuHHe
nakyBaHHS
MOPOLLIKY:
CaHpo3 'm6X,
ABCTpist;
KOHTPO/b
AKOCTI 3a
BCiMa
napameTpamu
3a
BUK/IIOYEHHSIM
MONEKYAPHOT
macu
nonimepy Ta
Tecty
"BakTepianbHi
E€HAO0TOKCUHKN":
CaHpo3 'mbX,
ABCTpiIs;
BUPOBHULTBO
NOPOLLIKY in
bulk gns
cycneHsii ans
iH'eKwujn:
HoBaprTic
dapma AT,
LLsenuapis;
KOHTPONb
SAKOCTI 3a
NOKa3HUKOM




110

Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
"BakTepianbHi
€HAOTOKCUHN":
BCN Biocepsic
CainHTndik
NabopaTtopic
v6X,
HimeuumnHa,;
TepMiHa/IbHa
cTepunisauis
hNakoHiB:
CiHepaxu
Xenc JeHikeH
AT,
LLiBeliyapis
146. | CNIOPATAN kancynu no 100 mr no TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/0316/01/01
10 kancyn y 6nictepax; Crapt" Crapt" BMNPAB/IEHHSI TEXHIYHOI MOMW/IKA Y TEKCTI peyernmom
no 10 kancyn y 6nicTtepi; MapKyBaHHs FOTOBOT0 NiKapCbKoro 3acoby
no 1, a6o no 3 6nictepu
B Nauyli 3 KapTOHY
147. | CYMETPONIM® Tabnetku no 400 mr/80 3AT YropwumHa 3AT YropwmHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/3194/02/01
mr Ne 20 (10x2) y dapmaveBTUYHUI PapmaLeBTuy 3MiHM | TURY - 3MiHW BUNPOGYBaHb abo AONyCTUMMX peyenmom
6nictepax 3aBog ElIC HWA 3aBOg MeX, BCTAHOBJ/IEHUX Y creundikalisx, nig vac
EriC BMPOGHMLITBA FOTOBOrO /iKapCbKOro 3acoby
(BUYYEHHS HECYTTEBOIO BUNPOOYBaHHA B NMPOLEC
BMPOGHMUTBA); 3MiHM | TMNY - 3MiHa po3mipy cepii
(BK/IKOYALOUM fjana3oH po3Mipy cepil) roToBoro
nikapcbKoro 3acoby (36inbLweHHs fo 10 pasis
MOPIBHSIHO i3 3aTBEPAKEHUM PO3MIPOM) - 36iNbLUEHHS
po3mipy cepii. 3anponoHoBaHo: 250 000 TabneTok
(150,0 «kr), 500 000 Tabnetok (300,0 kr)
148. | TAKCOMEAA KOHLeHTpaT Ans Anbmega LlBeiiuapis laynt ®apma HimeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/14662/01/01
pO34nHy Ons iHysil, 6 PapmacbloTiKasic Bonbppartcxa 3MiHuM | TUNY - 3MiHKN Woao 6e3nekn/edhekTUBHOCTI Ta peuyenmom
mr/mn no 5 mn (30 wmr), Al y3eH MM6X thapmakoHarnsgy. BeegeHHs abo 3miHn go

no 16,7 mn (100 mr), no
50 mn (300 mr) y
thnakoHi; 1 donakoH y
KapTOHHI KopoobLi

y3arasibHeHVX AaHnx Npo cuctemMy hapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHUX AaHMX NPO cUCTemMy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOT ocobu,
BiAMOBIA&/IbHOI 3a 34iiCHEHH:A dhapmakoHarnsagy;
KOHTaKTHOI 0co6U 3 hapMakoHarsay 3asiBHvKa ons
3ailicHeHHs hapMakoHarnsgy B YKpaiHi, SKIL0 BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3a 3fjicHeHHs hapMakoHarnsay (Bkiryarun
KOHTaKTHI faHi) Ta/abo 3MiHW y pO3MilLieHHI MacTep-
thaiina cuctemun chapmakoHarnsagy) - Jivoua pegakuis:
yrnoBHOBaXxeHa ocoba BignosigasibHa 3a
hapmakoHarnag - YobaHy Ana. MponoHoBaHa
pefakLisi: ynoBHOBaXXeHa ocoba BifnosigasbHa 3a
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
hapmakoHarnsg - AniHa Kyky (Alina Cucu), KOHTakTHa
ocoba BignoBigasnbHa 3a hapmakoHarnsg, - Bosk
AHppili BoprcoBuY. 3MiHa KOHTAKTHUX AaHKX
YNOBHOB&XEHOI 0CO6U. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOI 0cobm
149. | TAKCOTEP® KOHUeHTpaT ans TOB "CaHodi- YkpaiHa CaHodi- HimeuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/5488/01/02
po3unHy Ans iHdysiii, 20 | ABeHTIiC YkpaiHa" ABeHTIC TUMy - AOMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHsA peyenmom
mr/mn, Ne 1: no 1 mn (20 [Joiiunang, Ta/abo agpecyt MicLs NPOBaKEHHS AiS/IbHOCTI
Mr) y donakoHi; no 1 6X BMpPO6GHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
h/1aKOHY B KapTOHHii BK/IOYAK0UM AiNbHULI BUMYCKY cepii abo micue
kopo6ui; Ne 1: no 4 mn NpoBefeHHA KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY
(80 mr) y chnakoHi; no 1 BignoBigae BUPOGHMK/iMNOpTEp, BKIOYAOUM BANYCK
h/1aKOHY B KapTOHHii cepiii) (3MiHa Ha3BMW Ta agpecu BUPOBHKKa, 6e3 3MiHU
Kopoobui Micus BUpo6HuLTBa) (TepMiH BBEAEHHS 3MiH
NPOTArom 6-Tu MiCALIB NicNs 3aTBEPAKEHHS); 3MiHu I
TMny - 3MiHK Wwoao 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTuLi
niKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
ANA MeANYHOro 3aCTOCYyBaHHS Y 3B'A3KY i3 HOBUMMN
LaHVMW 3 AKOCTI, AOKAIHIYHUMM, KNIHIYHUMY AaHuMKn
Ta faHumu 3 dpapmakoHarnsagy (y posain "Moo6iyni
peakuii”) (TepMiH BBeAEHHS 3MiH NPOTArOM 6-Tu
MicALiB MiCNsa 3aTBEPMKEHHS)
150. | TIOKTALMA® 600 TabneTkun, BKPUTI MEJOA ®apma HimeuunHa MEJOA HimeuunHa BHECEHHS 3MiH 10 peecTpavljiiiHnux maTepianis: 3a UA/6616/01/01
HR 060/10HKOH0, M0 600 Mr 'M6X eHg Ko. KI MeHblodhekue 3MiHKM | TURYy - 3MiHK WoA0 6e3nekn/edekTBHOCTI Ta peyenmom
no 30 a6o no 100 pyHr FM6X, thapmakoHarnsgy. BeegeHHs abo 3miHu o
TabneTok y prakoHi; no HimeuumnHa, y3aranibHeHVX faHnx npo cuctemy hapmakoHarnsgy
1 chnakoHy B Kopobu,i 3 BUPOBHMK (BBEAEHHSA y3aras/lbHEHNX AAHUX MPO CUCTEMY
KapToHy BignoBiAa/IbHU thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobw,
7 3a BUNycK BiNOBiAaNbHOT 3a 34iiCHEHHA hapmakoHarnsgy;
cepii: MEJA KOHTaKTHOT 0CO6M 3 (papMakoHarnsay 3asiBHuKa 4ns
dapma M'm6X 3pificHeHHs hapmakoHarnsay B YkpaiHi, SKLL0 BOHA
eHf Ko. KT, BifAMiHHa Bif, YNOBHOBaXeHOI 0co6M, BiANOBIAA/ILHOI
HimeuunHa 3a 3filicHeHHs thapmakoHarnsgy (Bkvarum

KOHTaKTHi AaHi) Ta/abo 3MiHN y pO3MilLEeHHI MacTep-
dhavina cuctemu chapmakoHarnsgy) - [ivova pefakuis:
YNOBHOBaXXeHa 0coba BiAnoBigasibHa 3a 34iCHEeHHS
thapmakoHarnsgy — Dr. Thomas Stuhr, koHTakTHa
ocoba BignosifasibHa 3a hapmakoHarnag Ha
TepuTopii Ykpaiuu - MNeTpylwaHko Makcum
Mwkonaiosuy. MponoHoBaHa pefakuis:
yNOBHOBaXeHa 0co6a BignoBifanibHa 3a 3[jACHEHHS
hapmakoHarnsigy — Balwant Heer, koHTakTHa ocoba
BiANOBiga/IbHa 3a 34iiCHEHHS hapMmakoHarnsay B
YkpaiHi — basunescbka HOnis BanepiiBHa. 3MiHa
KOHTaKTHUX [JaHWNX YOBHOBaXeHOT 0cobu. 3miHa
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu. 3miHa micus
3[iiCHEHHSI OCHOBHOT AiSNbHOCTI. 3MiHa HOMepy Ta
MicLie3Hax0MKeHHs1 MacTep-chaiiny
151. | TOPACEMI[ Tabnetkn no 5 mr no 10 CaHpo3 CnoBeHis BMPOBHULTBO HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/9619/01/02
CAHAO3® Tabnetok y 6nictepi; no PapmacbioTikans in bulk, Monbwa 3MiHu | TNy - oHoBneHHA CEP ansa 3aTBepxeHoro peyenmom
2 a6o 10 6nictepiB y a.n. nakyBaHHs, BMpobHuka Zhejiang Huahai Pharmaceutical Co., Ltd
KapTOHHI KopoobLi BWMYCK cepil: R1-CEP 2009-061-Rev 00
Cantotac
dapma 'm6X,
HimeuumnHa;
BMPOGHMLTBO
in bulk,
nakyBaHHS,
BUNYCK cepil:
Nex C.A.,
MonbLla
152. | TOPACEMIA-TEBA Tabnetkn no 5 mr no 10 MNIBA XpBaTcka Xopsaris MnIBA Xopsaris BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/10754/01/01
Tabnetok y 6aictepi; no 4.0.0. XpBarcka 3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTa peyenmom
2 abo 3 6nictepn 'y 4.0.0. BignosigHocTi EP ans A®l (Topacemiay) Big BXxe
KapPTOHHIi KOpoOLii 3aTBEpP/KEHOro0 BUPOGHMKA
153. | TOPACEMIA-TEBA Tabnetku no 10 mr no 10 MNIBA XpBatcka Xopsaris MniBA Xopsaris BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/10754/01/02
Tabnetok y 6nictepi; no 4.0.0. XpBarcka 3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikara peyenmom
2 abo 3 6nictepn y 4.0.0. BignosigHocTi EP ans A®I (Topacemigy) Big Bxe
KapTOHHI KOpo6Li 3aTBEPKEHOr0 BUPOBOHMKA
154. | TPUTALE®-A Kancynv TBepgi no 5 TOB "3eHTiBa" Yecbka BVMPOGHMLTBO, Monbwa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/15898/01/01
Mr/5 Mr Ne 28 (7x4) abo Pecny6nika nepBuHHE Ta 3MiHKM | TUNY - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peuenmom
Ne 56 (7x8): no 7 kancyn BTOPUHHE thapmakoHarnsgy. BeegeHHs abo 3miHn go
y 6nicTepi, no 4 a6o 8 nakyBaHHS, y3arasibHeHVX AaHnx Npo cuctemMy hapmakoHarnsgy
6nicTepiB y KAPTOHHIl KOHTPO/b (BBEAEHHSA y3araslbHEHNX AaHUX PO cUcTemy

Kopo6ui; Ne 90 (15x6):
no 15 kancyn y 6nictepi,
no 6 6nictepis y
KapTOHHI Kopobui

cepiil roToBOro
nikapcbKoro
3acoby:
3aknag
dapmaueBTny
HU Apamep,
dPapma C.A.,
MonbLa;
KOHTPO/Ib Ta
BWMYCK Cepiit

thapmakoHarnsgy, aMiHa ynoBHOBaXKeHOI 0cobu,
BiAMOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy 3asBHuKa ans
3[iicHeHHs thapmakoHarnagy B YkpaiHi, AKLO0 BOHA
BiAMIHHA BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3fjicHeHHs1 hapMakoHarnsay (Bkiyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOI 0CO6U 3asBHMKA, BifnoBigabHOI 3a
hapmakoHarnag. 3anponoHoBaHo: Eric Teo/ Epik Teo;

roToBOro 3MiHa KOHTaKTHOT 0CO6M 3asiBHMKA ANA 34iICHEHHS
nikapcbKoro hapmakoHarnsagy B YKpaiHi.
3acoby: 3anponoHoBaHo: KnilwmH AHTOH MuKonanoBuy. 3miHa
Mab'AHiLkKi KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0co6U. 3MiHa
3aknaau KOHTaKTHUX AaHUX KOHTaKTHOI ocobu. 3MiHa micus
PapmaLeBTny 3[iICHEHHS OCHOBHOI AisfNIbHOCTI 3 thapmakoHarnsgy.
He MNonba 3MmiHa agpecy po3MileHHs1 MacTep-thaina. 3miHa
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
C.A,, Monblua HoMepa macTtep-daiina
155. | YKPNIB® Tabnetkn no 250 mr, no TOB "KYCYM YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/11750/01/01
10 Tabnetok y 6nictepi; PAPM" PAPM" 3MiHK | TNy - 3MiHa po3mipy cepii (Bko4arum peuenmom
no 3 a6o 10 6nictepiB y AianasoH po3mipy cepil) roTOBOro /likapCbKoro 3acoby
KapTOHHIA ynakoBL,i (3MeHLweHHsA a0 10 pasiB) - 3MeHLUEHHSI PO3Mipy cepil
roTOBOrO JlikapcbKoro 3acoby. 3anponoHosaHo: 100
000 Ta6netok, 300 000 TabneTok, 500 000 TabneTok,
600 000 TabneTok; 3MiHu Il TUny - 3MiHa BUPOGHKKa
BUXiAHOro/NPOMIXXHOrO NPOAYKTY/peareHTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPO6HMYOMY npoueci AdDl, abo
3MiHa BUpO6HUKa (BK/THOYaouu, e HeobxigHo, MicLe
npoBeAeHHS KOHTPOAo AkocTi) A®I (3a BigCyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei y 3aTBepyKeHOMYy [0CbE)(BBEAEHHS
HOBOro BMpo6HUKa A®I 3 HagaHHsAM MacTep-haiina
Ha A®l) - BBEIEHHS HOBOTO BMPO6HUMKa API
YPCOAEOKCUXOIEBOT KUCNOTY 3 HAAaHHAM MacTep-
chaiiny Ha A®I g0 BXe 3aTBepAXEHUX BUPOBHUKIB
156. | YKP/IB® CycneHsisi opasibHa, 250 TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/11750/02/01
Mr/5 M no 200 mny PAPM" PAPM" 3MiHu |l TMny - 3MiHa BUPOGHMKa peuyenmom
thnakoHi; no 1 donakoHy BUXifHOro/MPOMXHOro NPoAyKTy/peareHTy, Lo
pasom 3 MipHO BMKOPUCTOBYHOTLCS Y BUPOBHMYOMY npoueci A®I, abo
NIOXEYUKOK Y KaPTOHHIl 3MiHa BUpO6HUKa (BK/THOYaouu, e HeobxigHo, MicLe
ynakosLi; no 30 mny npoBefieHHs1 KOHTPO/It0 AKkocTi) AP (3a BifCYTHOCTI
donakoHi; no 1 dpnakoHy cepTudikaTa BignoBigHOCTI €EBponeiichbkiii
pasom 3 MipHOK thapmakonei y 3aTBepyKeHOMY [0CbE)(BBEAEHHS
NOXEUKOIO Y KAPTOHHIl HOBOroO BUPOGHMKa A®| 3 HajaHHAM MacTep-chaiina
yNakoBLi Ha A®I) - BBeEHHS A0AATKOBOrO BUpo6HMKa ADI
(ypcogeokcuxoniera Kucnora)
157. | YNbTIBPO NOPOLLOK AN1S iHransuii, HosaprTic ®apma Lseliuapis HosaprTic LBeliuapis BHECEHHS 3MiH 10 peecTpaljiiiH1x maTepianis: 3a UA/14569/01/01
BPU3XANEP TBepai kancynu no 110 Al dapma LTeliH 3MiHM |l TRy - 3MiHW A0 IHCTPYKUIiT A1 MeANYHOro peyenmom
MKr/50 MKr no 6 kancyny Al 3acTocyBaHHsA A0 po3ginis "OcobmBocTi
6nicTepi; no 1, no 2 a6o 3actocyBaHHs", "INo6ivHI peakuii”, "dapmMakonoriyHi
no 5 6nictepiB y nauui B/acTMBOCTI". BBeieHHA 3MiH npoTsirom 3-x
pasom i3 0gHUM MicauUiB nicnAa 3aTBepAKeHHs
iHraNsATOPOM Yy KOpOoObLi;
no 6 kancyn y 6nictepi,
no 5 6nictepiB y nauwi
pasom i3 ogHUM
iHraniATopom, no 3 nayku
y Kopob6Li
158. | YHI®NOKC Kpani OYHi/BYLLHI, TOB "YHIME/[ Cnosaubka | TOB "YHIME/L Cnosaubka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3a UA/12837/01/01
po3unH 0,3 % no 5 mny PAPMA" Pecny6nika OAPMA" Pecny6nika 3MiHM | TUMy - 3MiHa Y cknagi (4OoNOMiIKHMX peyenmom

nnacTykoBoMy
KOHTeliHepi-
KpanenbHuj; no 1

peyoBUHax) roToBOro NiKapcbkoro 3acoby (iHLi
[0NOMDKHI peYoBMHN) - ByAb-Ka He3HayHa 3MiHa
KibKICHOTO cknagy [ONOMIKHUX PEYOBWH Y TOTOBOMY
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

159.

KOHTeliHepy-
KpanesnbHuULi B
KapTOHHIlA KOpooLi

nikapcbkoMy 3acobi - 3MiHa B CKnafji roToBoro
NiKapCbKOro 3acoby, 3 TEXHOMOTIYHNX NPUYUH,
[onomixHa peyoBrHa besasnkoHito xnopug gofaeTbes
B HaAMLLKY; 3MiHM | TUny - 3MiHa y MeTofax
BMNPO6YBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Y MeToAax BUNpobyBaHb (BKIHOUYAOUN 3aMiHy
ab0 AONOBHEHHS)) - 3MiHA Y MeToAmMKax
BMNPOGYBaHHSA roTOBOrO J1iKapCcbKoro 3acoby 3a
NOKa3HNKOM «laeHTudikauis», «CynposigHi JOMILLKN»
Ta «KinbKicHe BU3Ha4YeHHs», ki NpoBOAATLCSA
meTogom BEPX; 3miHu | Tvny - 3MiHW y npoueci
BMPOBHULTBA rOTOBOrO NiKapCbKOro 3acooby,
BK/THOYAKOUN MPOMDKHMIA MPOAYKT, L0 3aCTOCOBYETHCS
npy BUPOGHMLTBI FOTOBOTO NiKApCbKOro 3acoby -
He3HayHa 3MiHa Npy BUPOOHULTBI Ta KOHTPO/IKO
npouecy: - A0AaBaHHA KOHTPO/IK0 NokasHuka pH B in-
bulk po3uuH; - yTOUHEHHSA Yacy HanoBHEHHS (He
6inbLue 8 rouH); - BHECEHHS YTOYHEHb B PO34in
KOZYBaHHS Ta perysitoBaHHs npouecy; 3miHu | Tuny -
3MiHa po3Mipy cepii (Bkouauy gianasoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby (iHLi 3MiHK) - y
3B’A3KY 3i 3MiHOIO B CK/1ai FOTOBOTO J1iKapCbKOro
3acoby, a came foAaBaHHSA [OMNOMIKHOT peYOBUHN
BeH3asnkoHilo xiopug B HaanLLKy, Bigdynocs
YTOUHEHHS KiNlbKOCTi BeH3ankoHilo xnopuay Ha cepito
roTOBOrO Jlikapcbkoro 3acoby (3miHu B p. 3.2.P.3.2.
Cknag, Ha cepito); 3MiHM | Tuny - 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMWKa/imnopTepa roToBoro Nikapcbkoro 3acoby,
BKJ/THOYAK0UN AiNbHULI BUMYCKY cepii abo micue
NPOBELEHHS KOHTPOJIO SAKOCTI (AiSNIbHICTb, 3a AKY
BiANOBIAAE BUPOGHMK/IMNOPTEp, He BK/IOYaoum
BUNYCK Cepiit) - 3MiHa Ha3BM nadoparopii, 6e3 3MiHu
aZipecv Ta MicL NPOBEAEHHSA KOHTPO/IHO

160.

®/IOKCAN®

Ma3b 04Ha 0,3% no 3ry
Ty6i; no 1 Ty6i B
KapTOHHI KopoobLi

TOB "BAJIEAHT
PAPMACBIOTIKA
n3"

Ykpaina

[p. M'epxapp,
MaHH, Xem.-
thapm. ®abpuk
m6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHs
Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BKJ/IHOYAKOUN AiNbHULI BUNYCKY cepii abo micue
NpoBeAEeHHS KOHTPOJII AKOCTI. (AIANbHICTb, 3a Ky
BiANoOBigae BUPOGHMK/IMNOpTEp, BKIOYAKUM BUMYCK
cepiii) (3MiHa Ha3BW BUPOGHWMKa, 6e3 3MiHN MicLs
BVMPOGHMLTBA)

3a
peyenmom

UA/8528/02/01

®NYJAMEAA

KOHLLEHTpaT Ansi
PO34MHY ANS iH EKL

a60 iHQy3iN, 25 mMr/mn

Anbmega
dapmacbloTikasic
Al

LBeiiLapis

AkTasic ITani
C.n.A.

ITanis

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis:
3MiHY | TNy - 3MiHK Woao 6e3nekn/edeKkTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHst abo 3miHM Ao

3a
peyenmom

UA/15801/01/01
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
no 2 M npenapatay y3aranibHeHVX AaHnx Nnpo cuctemy hapmakoHarnsgy
CKNAAHOMY (h/1aKoHi; no 1 (BBEAEHHSA y3arasIbHEHVX AaHUX NPo cUcTemy
CKNSAHOMY (pr1akoHy y thapmakoHarnsgy, 3MmiHa ynoBHoOBaXeHoi ocobu,
KapTOHHI Kopobui BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHvKa Ans
3piicHeHHs1 hapmakoHarnsgy B YKpaiHi, KLL0 BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3pjicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsagy) - fivoua pegakuis:
yNoOBHOBaXeHa ocoba BifnoBiganbHa 3a
thapmakoHarnag - YobaHy Ana. MponoHoBaHa
pejakLis: ynoBHOBaXKeHa ocoba BifnoBsifasibHa 3a
thapmakoHarnag - AniHa Kyky (Alina Cucu), KOHTakTHa
ocoba BignosiganbHa 3a thapmakoHarnsag - Bosk
AHZpiit BopucoBny. 3MiHa KOHTaAKTHUX AaHWX
YMNOBHOBaXXEHOT 0COOM. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI ocobu
161. | PJZTYKOHA3ON kancynu no 50 mr no 7 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/9065/01/01
abo 10 kancyn y "ACTPA®APM" "ACTPA®APM 3MiHu |l TMny - 3MiHa BUPOGHMKa peyenmom
6nictepi, no 1 6nictepy " BUXiAHOro/NPOMIXXHOTO NPOAYKTY/peareHTy, Lo
B KOPOOLLi 3 KAPTOHY BMKOPUCTOBYHOTLCS Y BUPOBHMYOMY npoueci Adl, abo
3MiHa BUpO6HUKa (BK/THOYaouu, e HeobxigHo, MicLe
nNpoBeAeHHSA KOHTPOSo AKOCTi) A®I - BBEEHHSA
HOBOro BMpo6Huka A®I (dhnykoHason)
162. | PJZTYKOHA3ON kancynu no 100 mr no TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/9065/01/02
10 kancyn y 6nictepi, no "ACTPA®APM" "ACTPA®APM 3MiHu I Tvny - 3MiHa BUPOGHMKaA peyenmom
1 6nicTepy y Kopobu,i 3 " BWXiAHOro/NPOMiXXHOrO NPOAYKTYy/peareHTy, Lo
KapTOHY BMKOPWCTOBYIOTLCS Y BUPOBHMYOMY npoueci AP, abo
3MiHa BUPOGHKKa (BKtOYauuM, ae HeobxigHo, micue
NpOBefleHHs KOHTPOO SKOCTi) ADI - BBEEHHSA
HOBOro BMpo6HuKa A®I (dhnykoHason)
163. | PJZTYKOHA3O0N kancynu no 150 mr no 1 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/9065/01/03
kancyni y 6nictepi, no 1 "ACTPA®APM" "ACTPA®APM 3MiHu |l TMny - 3MiHa BMPOGHMKa peyenmom
6nictepy B KopobL,i 3 " BUXiAHOro/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
KapToHy BVIKOPVCTOBYIOTbCS Y BUPOOHMYOMY npoLeci AdD|, abo
3MiHa BUpO6HUKa (BK/TKOYatoun, fe HeobxigHo, Micue
NpoBeAeHHA KOHTPOS0 AKOCTI) A®I - BBEeHHS
HOBOro BMpo6Huka A®I (doaykoHason)
164. | PNYTUKA3OHY MOPOLLIOK (Cy6CcTaHLis) y XoBioH MopTyranis XoBioH MopTyranis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: - UA/12648/01/01
MPOMIOHAT naketax dapmacbeHcia CA dapmacbeHcia 3MiHKM | TUNY - NOA4AHHA OHOBEHOTO cepTudikaTa
MIKPOHI3OBAHWIN noslieTuIeHoBUX gNs CA BigNoBIAHOCTI €Bponelicbkili hapmakonei R1-CEP
BMPOGHMLITBA 2005-160-Rev 01 Big 3aTBEpAXEHOr0 BUPOOHUKA
CTEPUIbHUX NIKAPCbKNX BUXiAHOI PEYOBMHW hNyTUKA30HY nponioHaTt
dhopm
165. | PIOOPECUNT PO34MH ANns iH'ekuin 10 ANKOH CLUA ANKOH CLA BHECEeHHS! 3MiH 10 peecTpauiiHux maTepianis: 3a UA/0555/01/01
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
% no 5 mn 'y chnakoHi; Na6opaTtopia, IHK. Pecepu, N74,. 3MiHW | TMny - 3MiHK Woao 6e3nekn/etekTMBHOCTI Ta peyenmom
no 12 cnakoHiB y thapmakoHarnsgy. BeegeHHs abo 3miHu o
KOpOGLLi 3 KAPTOHY y3arasibHeHUX faHnx nNpo cucTemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cUcCTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoT ocobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnisgy 3asBHvKa A1s
3pjificHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXEHOT 0C06M, BifnoBigansHOI
3a 3fjicHeHHs hapmakoHarnagy (Bkiroyarun
KOHTaKTHi AaHi) Ta/abo 3MiHN y pO3MilLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOT 0co6M. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNbHOCTI 3 dhapMakoHarisay.
3MiHa Homepa macTep-thaiina. 3miHa agpecu mactep-
dhaiina
166. | POPTYNIH MOPOLLIOK AJ1s1 iHraNALLNA, MEJA ®apma HimeyunHa BUPOGHMLTBO, HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14364/01/01
12 mkr/go3y no 60 o3 'M6X eHg Ko. KI nakyBaHHs, 3MiHK | TUny - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyernmom
MOPOLLKY Y KapTpuaxi; KOHTpO/Ib Ta dhapmakoHarnsgy. BeegeHHsa abo 3miHn o
no 1 kapTpuaxy y BUMYCK cepii: y3arasibHeHUX faHnx nNpo cucTemy dapmakoHarnsgy
KOHTelHepi; no 1 MEJA (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO CUCTEMY
KOHTelHepy 3 MeHblohekye dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
KapTpUpKoM y pUHr Mm6X, BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy;
KOMMNEKTi 3 HimeuumnHa; KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asBHvKa Ans
iHra/IATOPOM B YNaKoBL; anbTepHaTVBH 34ilicHeHHA hapMakoHarnagy B YKpaiHi, SKLL0 BOHa
no 60 03 NOPOLLKY Y e micue BigMiHHa Bif, yNOBHOBaXEHOI 0c06W, BignoBigansHOl
KapTpuaxi; no 1 BTOPUHHOr0O 3a 3ilicHeHHA thapmakoHarnagy (Bkavarum
KapTpuaxy y nakyBaHHs: KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MilLEeHHI MacTep-
KOHTeliHepi; no 1 Pow-flensta dhavina cuctemu chapmakoHarnsgy) - MponoHoBaHa
KOHTelHepy 3 'm6X eHg Ko. pefakuisi: ynoBHOBaxeHa ocoba BignosigasibHa 3a
KapTpuapKoM B yNakoBLj K, HimewunHa 3AjiicHeHHs hapmakoHariagy — Balwant Heer,
KOHTaKTHa ocoba BifgnosifanbHa 3a 34ilicHeHHS
thapmakoHarnagy B YkpaiHi — basnnescbka tOnis
BasnepiiBHa. 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT
0co6U. 3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOI 0CO6M.
3MiHa Micus 34iICHEHHST OCHOBHOI AiSNIbHOCTI. 3MiHa
HOMepy Ta MicLe3HaxoMKeHHA MacTep-ainy
167. | ®PYPATIH Tabnetkn no 50 mr no 10 | AT "OnaliHgpapm” Nartsis AT NaTtBis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/4300/01/01
TabneTtok y 6rictepi; no "Onaiinchapm” TMny: 3MiHM 3 sikocTi. A®l. KoHTponb A®I. 3miHa y peyenmom

3 6nicTepu B naui
KapTOHHIiA

MeToAax BUnpobyBaHHs A®| abo BuXigHOro
marepiany/npomiKHOro NPoAyKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA Y npoueci BUpooHuyTBa A®| (iHwWi
3MiHM Y MeToZax BUNPo6yBaHHSA (BK/OYaUM 3aMiHy
abo gonosHeHHs1) APl abo BUXIAHOrO/MPOMIKHOIO
npoaykTy)(3miHa y MeTogax BunpobysaHHa AdI T.
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1

"laeHTudikauis" - 3amiHa metogy spectrum UV/VIR Ha
UV spectrum, T. "KinbkicHe BU3HaueHHs" - 3amiHa
meTtoay UV/VIS spectrophotometer Ha UPLC; T.
"CTOpPOHHI fomilkn" - 3amiHa metogy HPLC Ha meTog
UPLC; BHeceHo meTog HPLC T. "CTOpOHHI
nomiwkn"( fomiwka G); BHeceHo meTtog GC T.
"3a/IMLLKOBI PO3YMHHUKK" (6EH301)); 3MiHM | TUnY:
3miHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudgikaii Ta/abo AONyCTUMUX MEX,
BM3HAYeHuX y cneundikauisx Ha A®l, abo
BUXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y Npoueci BUpobHuuTea AdI
(3BY)XXEHHSI ONYCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauii)(3miHa y napameTtpax cneumdikadii -
3BY)XEHHS fONYCTUMUX MeX T. "CTOPOHHI AOMILLKK");
3MiHn | TURYy: 3MiHK 3 skocTi. A®I. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
LOMYCTUMMUX MEX, BUSHAUYEHNX Y crnieundikaLisx Ha
A®I|, ab0 BUXigHWIA/NPOMKHUIA NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTbCSA Y npoueci BupobHuutea Ad|
(8onoBHeHHS cnevumdikaLii HOBUM NOKa3HUKOM SIKOCTI
Ta BifNoBigHVM METO40M BUNPOOYBaHHS)
(QonoBHeHHSA cneuudikauii A®I : T. "lgeHTudikauis" -
BHECEHO 10 NapamMeTpy A. «4ac yTpUMaHHs nika
dhypariny»; (T. "CTOpPOHHI AOMiLKM" — AO0faHO
ineHTudbikauis paHiwe Hesigomoi gomiwku G - NMT
0,15% (meTog BEPX) BHeceHo ifeHTUdikoBaHi
aowmiwkm C, D, E, F 3 nimitom NMT 0,15% (y 3B°513Ky 3
BBEJEHHSIM HOBOrO MeToay BMNpo6yBaHHS - YEPX);
3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKumii
3aci6. KOHTpO/ib rOTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikalii Ta/abo AoNyCTUMMX MeX
roToBOro NikapcbKoro 3acoby (iHLwi 3MiHK)(3MiHa
napameTpiB cneuudikauii roToBOro NikapCbKoro
3ac06y T. «CTOPOHHI AOMILLKM» BUTYHYEHHS
napameTpy "gomiwka 1-3- 5-Hitpo-2-cypun)
neHTafieHaMiHo rigaHToiH(aomilka A), BBEAEHO
[Jowmiwka B (1Z, 2Z )-3-(5nitrofuran -2- yl) prop-2 ene-
1-yliden ) amino — imidazolidine-2,4-dione ) He GinbLue
Ha OCHOBI fi@aHNX CTabiNbHOCTI); 3MiHM | TUNY: 3MiHW 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. 3MiHN y
BUPOOHULTBI. 3MiHM BUNpobyBaHb abo JoMyCTUMMNX
MeX, BCTAHOB/IEHMX Y crneumndikayisx, nig vac
BMPOOGHMLITBA FOTOBOTO NiKapCbKOro 3aco6y (iHLwi
3MiHK)(3amiHa MeToay BUNPOBYBaHHS FOTOBOIO
nikapcbKoro 3acoby nig yac BUpobHUUTBA T.
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1

«KiNIbKiCHE BU3HAYEHHS» 3 MeToAy cnektochoTomeTpil
Ha meToa YEPX); 3miHu | Trny: 3MiHK 3 SKOCTi.
[oTOBWMI Nikapcbkumii 3aci6. KOHTPOb rOTOBOrO

nikapcbkoro 3acoby. 3miHa y MeToAax BunpobyBaHHS

roTOBOrO NliKapcbKoro 3acoby (iHwWi 3MiHM y MeTogax

BUNPOo6YyBaHb (BK/IOYAOUM 3aMiHy ab0 AONOBHEHHS))

(3amiHa meToAy BMNPOGYBaHHSI TOTOBOMO NiKApPChLKOro

3ac00y T. «KifIbKICHE BU3HAYEHHS» 3 MeToay
cnektocoToMeTpii Ha meTog YEPX; «CTOPOHHI

Oomiwkn» 3 metogy BEPX Ha meTog YEPX); 3minu |

TMny: 3MiHW 3 AKOCTi. FOTOBWIA NiKapcbkuii 3aci6.
KOHTPO/Ib rOTOBOrO NiKapcbKoro 3acoby. 3mMiHa
napameTpiB cneundikalii Ta/abo JONYCTUMUX MEX
rOTOBOrO J1iKapCbKOro 3acoby (40MOBHEHHS abo
3aMiHa nokasHuka cnewumdikayii 3a pesynbtataMmm
pocnigpxeHb 3 6e3nekn abo AKOCTi (3a BUHSATKOM
nNikapcbKnx 3acobiB 6io/10riYHOro/iMyHOM0riYHOrO

NoxopkeHHs))(JonoBHEHHSI NOKa3HUKa cnevudikawi

T. «CTOPOHHI AOMILLKM» - AOMilIKa «B» - paHiwe
ineHT1chikoBaHa sk HeBigoma fomilka (He binbe
0,2%); 3MiHu | TUNY: 3MiHM 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOr0 NiKapCbKoro
3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
[0NyCTUMUX MEX rOTOBOTO NiKapCcbKoro 3acoby
(nonoBHeHHSA cneuudikaLii HOBUM NMOKA3HNKOM 3
BiANOBIAHUM MeTOA0M BMNPO6YyBaHHSA)(3MiHa
napameTpiB cneuudikauiii T. "laeHTnpikauis” go

napameTpy A fofaHo napameTp "yac yTpumaHHA" .

"Mikpob6ionoriyHa uicToTa" NnpnBefeHo Ao Bumor EP

(BKNtoyeHo napametp E. Coli); 3miHn | Trny: 3miHn 3

AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo AONYCTUMUX
MeX, BCTaHOBJ/IEHUX Y creundikalisx, nig vyac
BMPOOGHMLITBA FOTOBOTO NiKapCbKOro 3acoby
(OofaBaHHSA HOBOTrO MeToAy BUNPOOYBaHHA Ta
gonyctumux Mex)([ofaBaHHs HOBOTO MeToAy
BMNPOGYBaHHSA Nif, Yac BUPOOGHULITBA FOTOBOTO
NikapcbKoro 3acoby Ta A0NyCTUMUX MeX A0 T.
"JOMiLLKN" [,OA2ETLCA NOKA3HWK AOMIlLKa B
(imeHTUcbikoBaHa paHilwe Ak HeEBigOMa A0MILLKa); Y
nokasHuKy “igeHTudikauis" go napameTpy A JofaHo
napameTp "yac yTpumaHHs'"); 3MiHum | Tuny: 3miHu 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y

BMPOGHMLTBI. 3MiHU BUNpobyBaHb abo AONYCTUMUX
MeX, BCTaHOBJ/IEHUX Y creundikalisx, nig vyac

BMPOGHULITBA FOTOBOTO /iKapCbKOro 3acoby
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo

20
nocsioYyeHHs

(monoBHeHHA abo 3amMiHa BUNpPobyBaHHA B NPOLECI
BMPOGHMLTBA 3a pe3ynibTatammn AoCifKeHb 3
6e3nekun abo AkocTi)(3MiHV BUNPO6YyBaHb Y NPOLECi
BMPO6HUMLTBA /13 - T. "CTOPOHHI AOMILLKM" 3aMiHEHO
meTog BEPX Ha meTof YEPX; Bugansetbcs Tect
"nomiwka 1- B —( 5-Hitpo-2-coypun)neHtagieHaMiHO
rigaHToiH (gomiwka A); 3MiHu | Tuny: 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. Onuc Ta cknag. 3miHa y
cknagi (LONOMiIXHUX peyoBUHaX) roTOBOro
nikapcbKoro 3acoby (iHWi AONOMDKHI Pe4YOBUHM) -
3amiHa OfHiET AONOMIKXHOT PEYOBVHM Ha iHLUY 3 TUMU
caMUMn (DYHKLOHaIbHUMUW XapakTepucTukamu Ta Ha
ToMy camomy piBHi(3MiHa y cknagi M3 - 3amiHa
[OMOMiXHOT PEYOBVHM KPOXMasb KapTOMN/IAHWIA Ha
KPOXMasib KYKypYZA3SiHUI MOAUCIKOBaHWIA Y 3B A3KY 3
BA,OCKOH&UIEHHAM nikapcbkoi dhopmu); 3MiHu | Tuny:
3MiHu 3 SKOCTi. F0TOBMIA NiKapCbkuii 3aci6. 3MiHW y
BUPOBHMUTBI. 3MiHU Y MpoLeci BUPO6HMLTBA rOTOBOr0
NiKapCbKOro 3acoby, BKIHOYAKUN NPOMDKHUIA NPOAYKT,
LLI0 3aCTOCOBYETHCS NMPW BUPOGHULTBI FOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPO6HULTBA)(3MiHM y NpoLeci BUpo6Huutea M3y
3B S13Ky 3 3aMiHOI0 JOMOMDKHOI pEYOBHU (OHOBJIEHO P.
3.2.P.3.3) y npoueci Bosioroi rpaHynauii
BMKOPMCTOBYETLCA anapar NCeBA0KUNAAYOro wapy
(36iNbLUEHO KiNbKICTb OYMLLEHOT BOAW) 3aMiCTb
3MilyBava , a B anapari NceBAOKUNAAYOro LWapy
(36iNbLUEHO KiNbKICTb OYMLLEHOI BOAW)

168.

XENMEKC®
AHTUKONJ, YA

MOPOLLIOK AN151
0pasibHOro PO3YMNHY 3
JNIMMOHHMM CMakoMm o 4
rycauwe; no4,5,6, 10
a6o 20 cawey
KapTOHHI ynakosL,i

Mogi Xenc Mm6X

LBeiiLapis

Brpo6HMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPONb
AKOCTI, BUMYCK
cepii:
Annekc
dapma CA

LLiBeiuapis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPO6HMYOT
AinbHUUI (BKAOYaoum AinbHuui ana A®l, npomikHoro
NpoAYyKTy abo roToBOro /ikapcbKoro 3acoby, AiNbHUL
[Nsi NPOBELEHHSA NaKyBaHHA, BUPOBHNKa,
BiANOBIAA/IbHOrO 3a BMMYCK Cepiii, MicLie NpoBeAeHHS
KOHTPO/IO cepii) abo nocTavasnbHrKa BUXIAHOTO
marepiany, peareHTy abo AONOMKHOT PeYOBUHU
(AKLLLO 3a3HAYEHO Y A0CbE) (BUYYEHHS BUPOOHUYUNX
ninbHMUb CaBa Xernckea /114, IH4ia Ta OM dapma CA,
Lseiiuapis) (TepmiH BBEAEHHSI 3MiH NPOTAroM 3-x
MiCALIB MiC/1A 3aTBEPKEHHS)

6e3
peyenma

UA/10214/01/01

169.

XE/TNEKC® .
AHTUKONA YAN

MOPOLLIOK AN1st
OpasIbHOTO PO3YMHY 3
M&a/IMHOBMM CMaKoM no
4rycauwe: 4,5,6, 10
a6o 20 cawey
KapPTOHHI ynakoBLi

Mogi Xenc Mm6X

LBeiiLapis

Brpo6HMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPONb
SIKOCTi, BUNYCK

LLiBefiuapis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUny - AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT
OinbHULI (BKIKOYatoun ginbHuLi ans APl MpoMibKHOTo
NpoAyKTy abo roToBOro /ikapcbKoro 3acoby, AiNbHUL
[Nsi NpOBefleHHsA NaKyBaHHsA, BUPOBHNKa,
BifnoBiga/IbHOro 3a BMMNYCK Cepiii, MicLie NpoBeAeHHs

6e3
peyenma

UA/10215/01/01
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Ne
n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

cepii:
Annekc
®apma CA

KOHTPOIO cepii) abo nocTavasnbHvKa BUXIAHOTO
marepiany, peareHTy abo JONOMDKHOT peYoBUHM
(AKLWL0 3a3HAYEHO Y 10CbE) (BUTYHYEHHS BUPOBHMUNX
ninbHnub CaBa Xenckea /114, IHgis Ta OM dapma CA,
LBeiiuapis) (TepmiH BBeAEHHS 3MiH MPOTAroM 3-X
MiCAILiB NicNs 3aTBEPAKEHHS)

170.

LEPEBPOKYPUH®

PO34MH A1 iH'EKUIN, 2
mr/mn no 0,5 mn B
amnyni; no 5 amnyny
KOpo6L,i 3 KapTOHyY; No 2
M1 B amnyni; no 10
amnyn y kopobui 3
KapToHy

TOB "HIP"

YkpaiHa

TOB "HIP"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
YTOUYHEHHS HanncaHHA peecTpauiliHol npoueAypu
npu nepepeectpauyii B Hakasi MO3 YkpaiHu Big
17.01.2018 Ne 83
MepepeecTpauisi Ha HEOOMEXEHMIA TEPMIH. 3MiHN |
My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHM go
y3arasibHeHNX JaHux nNpo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
hapmakoHarnsigy, aMiHa ynoBHOBaXKeHOI 0cobu,
BiAMNOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsaay;
KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3asBHuKa ans
3fjiicHeHHs thapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3fjiicHeHHs hapMakoHarnsay (Bkiryarun
KOHTaKTHi faHi) Ta/abo 3MiHM Yy PO3MILLLEHHI MacTep-
dpaiina cuctemu hapmakoHarnsay). 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXXEHOI 0CO6U.
MepioAnyHICTb NOAAHHSA PErynsipHO OHOB/IOBAHOTO
3BiTy 3 6e3neku BignosiagHO A0 MNopsaKy 34iiCHEHHS
chapmakoHarnsgy, 3aTBepiXeHoro Hakasom
MiHicTepcTBa OXOpPOHW 340POB’A YKpaiHu Big, 27
rpyZaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a
Ne 1649/29779 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 30pOB’A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMM, 3a3Ha4YeHMMN
y NepioAnYHOCTI NOAAHHSA PErynspHNX 3BITiB 3
6e3neku.

3a
peyerimom

UA/7516/01/01

171.

LIE®OJAOKC

nopoLuok ansa 50 mn
opasTbHOT cycneHsii (50
Mr/5 Mn); 1 donakoH 3
MOPOLLKOM 3 J1I0XKKOHO-
[,03aTOPOM Y KapTOHHil
KopoobLi

Papma
IHTEepHeLeHan
KomnaHi

Voppaakis

Papma
IHTepHeLLeHan
KomnaHi

Voppakis

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepiania: 3MiHu |
TMny - AOMIHICTpaTUBHI 3MiHW. 3MiHA HaiMEeHyBaHHs
Ta/abo agpecy 3asiBHMKa (BlacHUKa peecTpaviiHoro
nocBiAYeHHs) (3MiHa HaliMeHyBaHHS 3asiBHUKA); 3MiHU
| TMNYy - AGMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSI
Ta/abo agpecy MicL NPOBaXEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro NMikapcbKoro 3acooby,
BKJ/THOUAKOUN AiNbHULI BUMYCKY cepii abo Micue
NpoBefleHHA KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEpP, BKIOYaOUN BUMYCK
cepiit) (3mMiHa HalilMeHyBaHHs1 Ta agpecy BUPOOHYKA,

3a
peyenmom

UA/4152/01/01
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Ne Hasga siikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
6e3 3MiHn Micusa BUPOBHMLTBA)
172. | LE®OAOKC nopoLuok Ansa 50 mn Papma ViopaaHis dapma Voppakis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/4152/01/02
opasibHOT cycneHsii (100 IHTEepHeLeHan IHTepHeLLeHan TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHs peuenmom
Mr/5 Mn); 1 donakoH 3 Komnawi Komnawi Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiiHoro
NMOPOLLKOM 3 JIOXKOHO- nocBig4YeHHs) (3MiHa HaliMeHyBaHHS 3asiBHUKA); 3MiHU
[103aTOPOM Y KapTOHHIlA | Tuny - AAMiHICTpPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHSI
Kopoobui Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acooy,
BKJ/TIHOYAKOUN AiNbHULI BUNYCKY cepii abo micue
NpoBefeHHS KOHTPOJII AKOCTI. (AISNbHICTb, 3a Ky
BiANoOBigae BUpPOGHMK/IMNOpTEp, BKIOYAKUM BUMYCK
cepiii) (3MiHa HaliMeHyBaHHs Ta afipecn BUPOBHUKa,
6e3 3MiHN Micus BUPOBHMLTBA)
173. | UWUNPOPAPM® Kpansi ByLUHi, cycneHsis MAT "®apmak” YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15541/01/01
AEKC no 7,5 mn y dpnakoHi; no 3MiHM | TUNY - 3MiHa y NapameTpax cneuudikadiii peyernmom
1 chnakoHy y nauui 3 Ta/abo foNyCTUMUX MEX, BUSHAUYEHUX Y
KapToHy cneumdikauisix Ha Adl, abo BUXigHW/NPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTLCA Y NPOLECi
BUPOGHMLTBA AD| (BU/TyYEHHA HE3HAYHOIO NOKa3HUKa
AKOCTI (Hanpuknaz, BUIyYeHHs 3acTapisioro
nokasHuKa)); 3MiHu | Tuny - 3miHa y metogax
BMNPOGYyBaHHs A®| abo BUXigHoOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuLTBa AD|
(He3HauHi 3MiHN y 3aTBEPAKEHNX MEeTohax
BMNPOOGYBAHHS)
174. | UUTPAMOH- Tabnetkn, no 6 abo no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/6550/01/01
AAPHULUA 10 TabneTok y "®apmaueBTUYHa "®apmaneBTn MMy - 3MiHM 3 AKOCTi. [OTOBWIA NlikapCbkuii 3aci6. peyenma
KOHTYPHUX YapyHKOBUX ipma "OapHuus" YyHa thipma CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
ynakoBkax; no 6 abo no "AapHuus" PO3Mipy ynakoBKv roTOBOr0 fikapcbKoro 3acoby

10 TabneToK y KOHTYpHIl
YapyHKOBIli ynakoBLj, no
1 KOHTYpHIli YapyHKOBI
ynakoBLji B nauuj; no 10
TabneToK B KOHTYpHIl
YapyHKoBIli ynakoBLii, No
6 abo nNo 12 KOHTYPHMX
YapyHKOBUX YNaKkoBOK B
nauuj

(3MiHa KiNbKOCTi 0AMHWLB (Hanpuknag TabneTok,
amnys TOLLO) B ynakoBLi:) - 3MiHa no3a fiana3oHoM
3aTBEPKEHNX PO3MIPIB YNakoBKy (BBEAEHHS
[0AaTKOBOrO PO3Mipy ynakosok no 10 TabneTok B
KOHTYPHIli YapyHKOBIiA ynakosL,i, no 6 a6o no 12
KOHTYPHUX YapyHKOBUX YNakoBOK B Nadlli, 6e3 3miHu
NepBNHHOTO NakyBasibHOro Martepiany) (TepmiH
BBEJEHHS 3MiH MPOTAroM 6-Tu MicAUiB nicns
3aTBEPAKEHHS)

HauyanbHuK YnpaBniHHA chapmaleBTUYHOI
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DIANBbHOCTI Ta AKOCTi (hapmaueBTUYHOT NpoAYyKLUil T.M. 1AcKoBCbKUIA



NEPENIK

Aopatok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

21.03.2018 Ne 521

NIKAPCbKUNX 3ACOBIB (MEAUYHUX IMYHOBIONOTYHUX MPEMAPATIB), AKUM BIAMOB/IEHO Y AEP)XABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH O PEECTPALUIMHNX MATEPIANIB
TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa Popma 3asBHUK KpaiHa Bupo6HUK KpaiHa liocmasa Mpoyedypa
n/n JliKapcbKo20 Burnycky
3acoby
1. AYCKOHAN Kancynm YOPNA Mpysis YOPNA TypeuunHa 3acigaHHa HEP BiamoBuTK y AepXaBHiii peecTpauii - peecTpauis Ha 5 pokis
PETAPA ,Z?l‘,on?z:aopﬁm:'lo MEAVEV T 'I\I/I'IEAﬂMgAAHH g‘gﬁzgﬂ 32i0H0 BUCHOBKY W000 eghekmusHOCMI, 6637eku ma FlK?CIT){' JliKapcbKo20
200 mr Ne 30 BE TIK. 3acoby, wo He npongHyembCH oo aefp)KaBH.Ol 'peecmlfaqu, J:16] 06.12.2917
(10x3) y ALLL pPeKoMeHO0BaHO Qo BiOMOBU Ha emarii cneg/aqlsoaam.)/ eK.cnepmu3u 32/§Ho
6nicTepax BUCHOBKY Yrpas/niHHS ekcriepmu3u Mamepiasis 3 5loei.(fIBaﬂeHmH00m'l, 'a
came: 3a pesyAbmamamu  ekcrepmusu  peecmpayiliHux — Mamepiasis
BCMAaHOB/IEHO, WO Npeodcmas/ieHo20 00C/IOKEHHSI HeOoCmMamHbo 0/1s1 0oKasy
bioeksisasieHMHoOCMI 3as18/1eHUX Npenapamis, OCKi/IbKU BIOCYMHI pe3y/imamu
0oBeOeHHs1 bioeksiBasieHmMHOCMIi Yy MNOBHOMY 06Csi3i, a came BiOCYymHe
docsliokeHHs1 3 6azamokpamHuM BBEOEHHSIM 003U BIOMOBIOHO 00 BUMO2
KkepisHuymsa  EMA/CPMP/EWP/280/96  Corrl "Guideline  on  the
pharmacokinetic and clinical evaluation of modified release dosage forms" -
2. NOCNUPNH® TabneTku, BKPUTI ToBapucTBO 3 Ykpaina TOB "KYCYM | YkpaiHa 3acigaHHa HEP BigmoBuTN y 3aTBepA)KeHHI 3MiH - 3MiHU, WO NOTPebyoTb HOBOI peecTpauil.
KNLLKOBOPO341H 06MEXEHO PAPM" Ne 2 Big 3MiHa ab0 goaaHHs HOBOI cum gji
HOM Bi4NOBiAA/IbHICTIO 25.01.2018
060/10HKOI0, N0 "KYCYM ®APM" 32i0H0 BucHOBKYy w000 eghekmusHOCMI, 6e3reku ma sKocmi JliKapCbK020
150 mr no 10 3acoby, Wo He nporoHyembcsi 00 OepxasHoi peecmpayii, 8id 31.01.2018
Tabnetok y pekomeHdoBaHo 00 BIOMOBU Ha emarli creyianizosaHol ekcriepmusu 8i0rnosioHO
cTpwvni; no 3 abo 90 eKcriepmHo20 BUCHOBKY YMpas/liHHS — ekcriepmusu  Mamepianis 3
no 10 cTpunis y bioeksigasieHMHOCMi ma 3 ypaxyBaHHsIM pilleHHs1 3acidaHHs Haykoso-
KapTOHHIi ekcriepmHoi padu gio 25.01.2018 npomokosa Ne 02
ynakoBLi
3. TEPBIHOPM kpem 10 mr/r no YOPNA Mpysis K.O. CNABIA | PymyHis 3acigaHHa HEP BiamoBuTY y AepXaBHili peecTpauii - peecTpauis Ha 5 pokis
20Ty o MEAMLINH /T PAPM C.PJL. gcg)ﬂzgqﬂ 32i0H0 BUCHOBKY W0A0 ehekmusHoCmi, 6e3reku ma sSKOCMmi /ikapcbKo2o
3acoby, wo He rnporoHyembcss 00 depxasHoi peecmpayii, 8i0 06.12.2017 -
gioMoOBa 32i0HO BUCHOBKY [lenapmameHmy chapmMayesmuyHoi OisiibHOCMI: 3a
pe3y/ibmamam posedeHOi eKcriepmusu MOX/IUBO 3p0bUMU BUCHOBOK PO
HedocmamHil piseHb Mid2omosku peecmpayiliHux Mmamepiasig 3a Mooynem Il
(Slkicmb) nikapcbkoz2o 3acoby TepbiHopm, kpem 10 ma/2 no 20 2 y my6i. Mema
hapmayesmuyHoi po3pobku He docsicHyma - onmumasibHUll cknad /13 He
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n/n

Hassa
JliKapcbKO20
3acoby

Popma
BUIYCKY

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

rMiocmasa

lpoyedypa

00B8€0€eHO (3 MOYKU 30py thapMmayesmuyHOi po3pobku), pechepeHmHuli /13 He
docmamHbO  Oxapakmepu3osaHo  (BiOCymHi  MOBHI  0aHi), = ompumaHi
pesysbmamu  MOPIBHA/ILHUX — BUMPOGYBaHb  csidYamb PO Pi3HUY0 Y
cmaHdapmax sikocmi 080X /13, 0620B0pEHHSI SIKOI BIOCYmHe 8 Mamepiasax
peecmpauyiliHoeo  docke;  BIOCYmMHSI  MpocsiokosysaHicmb (Y pamkax
«®PapmayesmyuHoi po3pobku» ma 0ocke B8 Uyisiomy) cepili /13, 3adisHUx y
Pi3HUX emarnax po3pPob6KU, K/HIYHUX BUMpPobyBaHb, cmabiibHoCMmi ma IH.
JocnioxeHHsi, nposedeHi BUPOBHUKOM Yy pamkax «®apmayesmuyHor
PO3PO6KU», HE MidmBEPOXYMb M00i6HICMb 0BOX JliKapCbKUX 3acobis, wWo y
CBOI0 Yepey He 0ae MOX/usocmi 3pobumu BUCHOBOK O 00i6HOCMI
BunpobysaHo2o /13 00 pegepeHmHo2o J13. KoxHi HacmyrnHi 000amkosi
Mamepiasnu Micmsimb OHOs/IeHUll po3idin  «PapmayesmuyHa po3pobka» 3
daHuUMU W00 HOBUX BUNpPObyBaHb HOBUX cepili ik peghepeHmHo20, mak U
odocnioxysaHo2o /13. Tobmo, He npodeMoHcmpoBaHo rnoemarnHul rioxio 0o
CMBOPEHHS 2eHepUYHO20 /13, wjo Micmumb mepbiHadghiH y Bu2/sdi Kpemy, Wo
YHEMOXX/IUB/IIOE MPOBEOEHHST EKCriepmusu SIK iHWux po30dinis peecmpayiliHo2o
docbe, mak U oyiHKy peecmpayiliHo2zo Aocbe B8 Uyiiomy. Bpaxosyrouu
BUWEHasedeHe, BBaXAEMO, W0 Mamepiasiu peecmpayiliHo2o docke Mooy 1.
Skicmb, npedcmassieHi y HedocmamHbOMy 0711 NPOBEOEHHST eKCcrepmu3su
06c53i, Wo He 0armb MOX/IUBOCMI 3pO06uUMU BMOMUBOBaHUl BUCHOBOK W000
sskocmi /13

TUPPEHC

TabneTku, BKpUTI
NAiBKOBOIO
060/10HKOI0, MO
80 mr Ne 20
(10x2), Ne 30
(10x3) y
6nictepax

YOPI,
MEAVLMH NiTg

Ipy3ia

YOPI,
MEANLMH
INAY CAH.
BE TIZX.

ALL.

TypeyumnHa

3acigaHHs HEP
Ne 23 Big,
28.12.2017

BiamoBuUTY y AepXaBHili peecTpauii - peecTpauisi Ha 5 pokis

32i0HO0 BucHOBKy w000 eghekmusHOCMI, 6e3rMeku ma SIKOCmi JliKapCbKo2o
3acoby, wo He npornoHyemscs 00 OdepxasHoi peecmpayii, 8i0 10.01.2018 -
pekomeHOosaHoO 00 BIOMOBU Ha emarni creyianizosaHoi ekcriemusu 32i0HO
BUCHOBKY YMpas/iHHsI ekcriepmusu mamepianis 3 6ioeksisaieHmHocmi: 3a
pesysibmamamu eKkcrepmusu peecmpauyiliHux mamepiaaig 8CMaHOB/1EHO, WO
npedcmassieHi pe3ysibmamu 00C/IIOXEeHHST Gi0eKBiBa/IEHMHOCMI HE MOXXYymb
6ymu npulHsmi 0151 dokasy 6ioeksisa/leHmHOCMI 3as8/1eHUX rpenapamis,
OCKi/IbKU ripedcmassieHi HedoCcmosipHi OaHi npo pechepeHmHul Aikapcbkuli
3aci6 (cknad OOMOMDKHUX, KIHEMUKY BUBI/IbHEHHS]), BIOCYMHI OO0C/IOXEHHS
bioekgisasieHmHocmi 8  ymosax  npuliomy  Dki  ma  OOC/IOXeHHS
bioeksisasieHMHOCMi 3 bazamopa3o8uM BBEOEHHSIM 003U BIOMN0OBIOHO 00 BUMO2
KepisHuymsa «Guideline on the pharmacokinetic and clinical evaluation of
modified release dosage forms (EMA/CPMP/EWP/280/96 Corrl)»
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HauanbHuK YnpaBniHHA dphapmMmaleBTUUYHOI
BIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT T.M. T1ACcKOBCbLKUIA
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