MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
04.10.2016 Ne 1037
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 Ta 7 Ilopsiaky [epskaBHOI peecTtpaliii (repepeectparjii) JiiKapCbKHX
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

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH A0 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosnoriuHi mperrapaTv) 3rigHO 3
riepestikoMm (go#aTok 1).

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>KaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHud JfiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTtd) 3riHO 3
riepesikoM (JJoAaToK 2).



3. BHectu 3MiHM [0 peecTpauliHUX MaTepianiB Ta [lepXKaBHOro peecTpy
MKapcbKUX 3aco0iB YKpaiHW Ha JiKapchkKi 3acobw (MeguuHi imyHOoOGiomoriuHi
riperiapaTH) 3TiJJHO 3 repesiikoM (JoAaTok 3).

4. BimMoBUTH Yy [lep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHeCEHHi 3MiH /10
peecTpaLiiiHUX MarepiasiB Ta [lep>aBHOTO peeCcTpy JiKapChKUX 3acobiB YkKpaiHu

MiKapChbKMUX 3aco0iB 3riiHO 3 TIepeslikoM (40/aToK 4).

5. KOHTpO/1b 32 BUKOHAHHAM LIbOT'0 HaKa3y IOK/IaCTy Ha 3acTyrnHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



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

Aopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
04.10.2016 Ne 1037

Ne Hassa dopma sunycky (nikapcbka 3asisBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayi Ymosu Peknamys Homep
n/n JNliKapcbko20 ¢hopma, ynakoska) 3asiBHUKa BUPOGHUK liHa BIiOnycKy aHHS peecmpayitiHo
3acoby a npoyeodypa 2o
nocsio4eHHs1
1. APINPAJEKC Tabnetkn no 10 mr Ne 28 (14x2) y | [Jekcenb NITA4. I3painb AT "Nabopatopioc ICMAHIA peecTpadis 3a He UA/15482/01/01
6nictepax HOPMOH" Ha 5 pokiB peyernmom nionsizae
2. BNTACTO®EPOH | po3unH ans iH'ekuin no 12 maH TOB YkpaiHa TOB "®APMEKC YkpaiHa peecTpadis 3a He UA/15476/01/02
MO (44 mkr) no 0,5 mny "®APMEKC reyn" Ha 5 pokiB peyenmom niossizae
nonepeaHbL0 HaroBHEHUX reym"
wnpuuax Ne 3 (3x1), Ne 12 (3x4)
(nakysaHHs i3 "in bulk"
Bupo6HuLTBa Bio Cigyc C.A.,
ApreHTuHCbka Pecny6nika)
3. BNTACTO®EPOH | po3uuH ans iH'ekuii no 6 mad MO TOB YkpaiHa TOB "®APMEKC YkpaiHa peecTpauis 3a He UA/15476/01/01
(22 mkr) no 0,5 mn y nonepegHsL0 "®APMEKC reyn" Ha 5 pokiB peyenmom niossizae
HanoBHeHux wnpuuax Ne 3 (3x1), reyn"
Ne 12 (3x4) (nakyBaHHS i3 "in
bulk" Bupo6HuyTBa Bio Cigyc
C.A., ApreHTnHcbka Pecny6nika)
4. BOPWUKOHA3O/1 | nNopoLIoK KpUCTaniyHuia CiHepaxeHe IHais CiHepopxeHe AKTIB IHais peecTpadis - He UA/15478/01/01
(cybeTaHuisf) y noaBiiHMX Millkax AkTiB IHrpugieHtc (M) 114 Ha 5 pokiB nionsizae
i3 nonieTuneny ans IHrpugieHTc
(hapmaLleBTUYHOr0 3aCTOCyBaHHA (m nrtp
5. AE3PAOVH® TabneTkn, BKPUTI NNIBKOBOKD KPKA, o.4., CnoseHist BignoBiganbHMIA 3a CnoseHist peecTpadis 6es nionsieae UA/15474/01/01
060/10HKOI0 NO HoBo mecTo BMPO6GHULTBO "in bulk", Ha 5 pokis peyenma
5 mr Ne 10 (10x1), Ne 30 (10x3) y nepBUHHE Ta BTOPUHHE
6nictepax nakyBaHHs1, KOHTPO/b
Ta BUNYyCK cepii:
KPKA, a.4., Hoso




Ne Hassa dopma sunycky (nikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpauyi Ymosu Peknamys Homep
n/n JliKapcbKo20 ¢hopma, ynakosKa) 3asiBHUKa BUPOOBHUK tHa Bionycky aHHs peecmpayitiHo
3acoby a npoyeadypa 20
nocBiO4YeHHs
mecTo, CnoBeHisi/
BiANOBigabHMI 3a
KOHTPO/b cepil:
KPKA, a.4., HoBo
mecTo, CroBeHist
6. IHAABPIO TabneTkn, BKpUTI NIBKOBO BPIO®PAPMEK benbrisa BignosigansHuii 3a Benbrisa/ peecTpauin 3a He UA/15475/01/01
060/10HKO10, N0 2,5 Mr Ne 15 CNnoprPT BMNYCK cepil: MopTyrani Ha 5 pokiB peuyenmom nionsieae
(15x1), Ne 30 (15x2) y 6nictepax c.n.p.n. BPHO®APMEKCIOPT A
c.n.p.n., benvrisa/
Brvpo6HMLTBO:
PAPMATIABOP-
MpopayToc
dapmaceotoTikoc, C.A.,
MopTtyranis
7. KANIKO D,L- NOPOLLUOK abo KpUCTaslivHniA ToBapucTso 3 YkpaiHa TosapucTeo 3 YkpaiHa peecTpaduis - He UA/15483/01/01
ACMAPArIIHATY | nopouwlok, abo kpuctanu 06MexeHo 06MexeHo Ha 5 pokiB nionsizae
HANIBrIgPAT (cybeTaHuisn) y nonieTuneHoBmx BiANoBiJabHi BiANOBIJ&/bHICTIO
naketax ans papmavesTMyHoro CTIHO "dhapmaueBTMyHa
3aCToCyBaHHsA "PapmaueBTny KOMMaHis "3gopos'a”
Ha KoMnaHis
"3p0pos'a"”
8. NEBIHOP po34mH Ans iHdpyaiii 0,5 % no 100 MpuBatHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa peecTpaduin 3a He UA/15477/01/01
My nAaAwWGi no 1 naAwui y navui akuioHepHe TOBapucTBO "IHAy3isa" Ha 5 pokis peyenmom nionsieae
TOBapucTBO
"lHcpy3ia"”
9. NMPAMAEKC XR Tab1eTkM NPOMOHIOBaHOT Ajl No [Jekcenb NTa. I3painb AT "Naboparopioc ICMAHIA peecTpauin 3a He UA/15481/01/02
1,05 mr Ne 30 (10x3) y 6nicTepax HOPMOH" Ha 5 pokiB peuyenmom nionsieae
10. | NIPAMAEKC XR Tab1eTKM NPOIOHIOBaHOT Aji No [Jekcenb NTa. I3painb AT "NabopaTtopioc ICMAHIA peecTpaduis 3a He UA/15481/01/01
0,52 mr Ne 30 (10x3) y 6nictepax HOPMOH" Ha 5 pokis peyenmom nionsieae
11. | PUBO®PJIABIH KpUCTaUsTivHWii MOPOLLOK ACM Liseliyapis LOCM HyTtpuwHen HimeuunHa | peecTtpauis - He UA/15479/01/01
YHIBEPCAJIbHU | (cy6cTaHuis) y nonieTuneHoBmx HyTpuwHen Mpopgaktc MM6X Ha 5 pokiB niossizae
n nakeTtax, JlaMiHOBaHUX aUTtOMIHIEM Mpopaxtc Al
Ansa dapmaLeBTUYHOro
3aCTOCYBaHHA
12. | XONIHY piavHa (cy6cTaHuis) y 3irchpig Lsenuapis 3ircppig EBioHHa CA LWsenuapi peecTpauis - He UA/15480/01/01
CANIUUNNAT 80% | KOHTeiiHepax 3 nonieTuneHy ans EBioHHa CA A Ha 5 pokis nionsieae




Ne Hassa dopma sunycky (nikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpauyi Ymosu Peknamys Homep
n/n JNliKapcbKo20 ¢hopma, ynakoska) 3asB8HUKA BUPOGHUK UHa BionycKy aHHs peecmpayitiHo
3acoby a npoyeadypa 20
nocsBiO4YeHHs
hapmaLeBTMYHOI0 3aCTOCYBaHHS

HavyanbHuK YnpasniHHA
thapmaueBTUUYHOI AiANBHOCTI Ta
AKOCTI dapmMmaueBTUUYHOI NPOAYKLiT T.M. IACcKOBCbLKUM




MEPENIK

Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
340pPOB’s YKpaiHu

04.10.2016 Ne 1037

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

no 10 mr Ne 30 (10x3) y
6nicTepax

Ne Hassa dopma suUnycKy 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
1. ANNECTA® TabneTku, BKpUTI Ankanoig AJ- Pecny6nika Ankanoig A-Ckon’e Pecny6nika nepepeecTtpauis Ha 5 3a peyenmom | He nidnseae | UA/4290/01/01
NAiBKOBOK 000I0HKOH, Ckon’e MakefoHisA MakefoHist pOKiB Yy 3BA3KY i3

3aKiHYEHHAM TepPMiHY
Lii peecTpauiiHoro
noceig4eHHs; 3MiHu |
TMny: 3MiHW 3 SKOCTI.
Ceptucpikar
BignosigHocTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei/MoHorpady
ii. MogaHHs HoBOrO abo
OHOBJ/IEHOr0
cepTugpikata
BiANOBIAHOCTI a60
BU/TyYEHHSA
cepTugpikata
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei: gnsa Adl;
Ans BUXigHoro
martepiany/peareHTy/np
OMIXXHOTO NPOAYKTY, L0
BMKOPVCTOBYIOTbCH Y
BMPO6HMUTBI ADl; ans
[ONOMDKHOT peqyoBMHN
(ceptudpikat
Bif4NOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBreHuii cepTuddikat
Bifl y)ke 3aTBEPKEHOr0
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Ymosu

Peknamysa

Homep

n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

BUPO6HMKA — NOAAHO

Bionycky

HHS peecmpayiliH

020
nocsio4YeHHs1

OHOB/IEHWIA cepTudikat
BignoBigHocTi €E® ans
Lito40i pevyoBuHU
cMmBacTaTuHy Bif,
3aTBEpPXEHOr0
BMpO6HUMKa TEVA
Pharmaceutical Works
Private Limited
Company, YropuumHa.)
nepepeectpauis Ha 5

3a peuenmom

He nionsiecae

UA/4290/01/02

ANNECTA®

TabneTku, BKpUTI
NNIBKOBOK 060J1I0HKOI0,
no 20 mr Ne 30 (10x3) y
6nicTepax

Ankanoig A-
Ckon'e

Pecny6nika
MakefoHis

Ankanoig AL-Ckon'e

Pecny6nika
MakefoHis

POKiB Yy 3BAA3KY i3
3aKiHYEHHAM TepMiHy
Lii peecTpauiiHoro
NoCBiAYEHHST; 3MiHK |
TMny: 3MiHW 3 SKOCTI.
Ceptucpikar
BignoBigHocCTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
hapmakonei/MoHorpady
ii. MogaHHs HoBOrO abo
OHOBJ/IEHOr0
cepTugpikata
BiANOBIgHOCTI abo
BU/TyYEHHSA
cepTugpikata
BiANOBIAHOCTI
€Bponeiicbkil
hapmakonei: gna Adl;
Ansa BUXigHOro
marepiany/peareHty/np
OMIXXHOTO NPOAYKTY, LU0
BUKOPWCTOBYHOTHLCS Y
BMPO6HMUTBI A®l; ans
[ONOMDKHOT peqyoBMHN
(ceptuddikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBeHuii ceptuddikat
Bifl y)Xe 3aTBEPAXEHOr0
BMPOGHMKA — NOAAHO
OHOB/IEHWIA cepTuddikat
BignoBigHocTi €E® ana

L0401 PevyoBUHM
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no 40 mr Ne 30 (15x2) y
6nictepax

3aKiHYEHHAM TEPMiHY
nii peecTpaujitHoro
NOCBiAYEHHST; 3MiHK |
TUMy: 3MiHW 3 AKOCTI.
CepTuddikat
BignosigHocTi/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeichbkii
thapmakonei/moHorpad
ii. MopaHHA HoBOro a6o
OHOBJIEHOrO
ceptudpikata
BignosigHOCTI abo
BU/TYYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeichbkii
thapmakonei: ans Adl;
015 BUXIAHOTO
martepiany/peareHTy/np
OMIDKHOTO NPOAYKTY, L0
BUKOPWCTOBYHOTHLCA Y
BMPO6HMUTBI APIl; ans
[OMOMDKHOT pEYOBUH
(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei) -
OHoBneHuin ceptuddikat
Bif] y)Xe 3aTBEpPAXEHOro
BUPOGHMKa — NOAAHO
OHOB/EHWI cepTuddikat
BignoBigHocTi E® ans
Lito40i pevyoBuHU
cMmBacTaTuHy Bif,
3aTBEPAKEHOr0
BMpOoOHUKa TEVA
Pharmaceutical Works

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
cumBacTaTuHy Big,
3aTBEPKEHOr0
BMpo6HMKa TEVA
Pharmaceutical Works
Private Limited
Company, YropLuHa.)
3. ANNECTA® TabneTku, BKpUTI Ankanoig A- Pecny6nika Ankanoig A-Ckon’e Pecny6nika nepepeectpauis Ha 5 3a peyenmom | He nidnseae | UA/4290/01/03
NAiBKOBOK 060/I0HKOHO, Ckon'e MakenoHis MakeoHis POKiB Yy 3B A3KY i3
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ToBapucTBO 3
06MEXEHOI0
BigNoBiAa/IbHICTIO
"XapkiBcbke
thapmaueBTuuHe
nignpMeEMCTBO
"340p0oB'A Hapoay",
YkpaiHa

reHepuUHUX/riopuaHux/
6ionofibHNX NiKapCbKnx
3acobis nicns
BHECEHHS Tiel camol
3MiHW Ha pethepeHTHWi
npenapar (3miHa He
noTpebye HagaHHs
XOLHNX HOBUX
[0AaTKOBUX fiaHuX), -
3MiHM BHECEHO [0
IHCTPYKLi gns
MeAMYHOro
3aCTOCYyBaHHSA
npenapary Ao po3ginis
"Cnoci6 3acTocyBaHHS
Ta 0o3n" (YTOYHEHHs
[03yBaHHg), "Oitn",
«MpoTunokasaHHs»,
«[M06GIYHI peakuji»,
«[epefo3yBaHHs»,
«OcobnuBocTi
3aCTOCYBaHHA»
BIANOBIAHO A0
pedhepeHTHOro
npenaparty. 3rigHo 3
n.1.13 ta n.2.3 goaarky
15 Haka3zy MO3
Ykpaiuu Big 23.07.2015
Ne460 HapaHo
rapaHTiiiHi nncTn Big
3asBHUKA LLOJ0
HafaHHa MYP ta

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
Private Limited
Company, YropuHa.)
4. AMBPOKCO/- cupon, 30 mr/5 mn no ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa nepepeecTpayjis Ha 6e3 peyenma nionsicae UA/5897/01/02
340POB'A 100 mn y cpnakoHi, no 1 06MEeXeHO BUPOGHMLTBA, He0bMeXeHW TepMIH;
DOPTE dnakoHy pasom 3 BignoBigasIbHICT KOHTPO/b SIKOCTI, 3MiHuM | TUNY: 3MiHK
MiPHOIO JTOXKOIO 10 BUNYCK cepii: o0
"papmaueBTUYH ToBapucTBO 3 6e3nekn/eddeKTUBHOCTI
a KomnaHis obmexeHoro Ta hapmakoHarnsgy.
"3nopos'a” BiANOBIAA/TLHICTIO 3MiHN Y KOpPOTKiii
"GapmaueBTuyHa XapakTepucTuLi
KomnaHis "310pos'a”, nikapcbKoro 3acooby,
YKpaiHa,; TEKCTi MapKyBaHHS Ta
BCi cTagii IHCTPYKLT AnA
BMPOGHMLTBA, MeLNYHOro
KOHTPO/b SIKOCTI: 3aCTOCYyBaHHSA
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no 10 mr Ne 28 (7x4)

3aKiHYEHHAM TepPMiHY
nii peecTpaujitHoro
NOCBiAYEHHST; 3MiHK |
TMny: 3MiHW Woao
6e3nekn/edeKkTUBHOCTI
Ta hapmakoHarnsgy.
BBegeHHs1 abo 3MiHN
[10 y3aranbHeHunx
[JaHnx npo cuctemy
chapmakoHarnsgy
(BepeHHsA
y3arasibHeHNX faHnx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3
chapmakoHarnsgy
3asBHVKa ANs
3/iiCHEHHS
dhapmakoHarnsgy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOB&XEHOI 0co6u,
BiANOBiAabHOT 3a
3/iiCHEHHS
chapmakoHarnsgy
(BK/KOUAKOYM KOHTaKTHI
OaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-
tharina cuctemmn
hapmakoHarnsagy).
3MiHu | TUny: 3miHK 3
AKocTi. [oToBWMIA

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
[OMOBHEHHA [0 OrNsgy
KNIHIYHUX JaHuX yepes
2 poKu Bif, BBEAEHHSA B
aito Mopsaaky
5. APTULLOKY nopoLLoK (cybecTaHuis) y MAT "KuniBcbkuit YkpaiHa "ENO ICTITYTO ITania nepepeecTpaujis Ha - He nidnis2ae UA/
CYXUin naketax noAginHuX BiTaMiHHWI ®APMOKIMIKO HeobMeXeHuit TepMiH 12021/01/01
EKCTPAKT 2,5% nonieTuneHoBux A5 3asofg" PITOTEPAMNIKO
dhapmaLeBTUYHOrO c.p.n.”
3aCTOCyBaHHSA
6. ACITANNIOKC TabneTky BKpUTI Aypob6iHao IHais Aypob6iHgo dapma IHais nepepeectpavis Ha 5 3a peyenmom | He nidasieae UA/
NAiBKOBOK 060I0HKOHO, dapma 114 Nimiten (FOHIT III) POKiB Yy 3B A3KY i3 11661/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

nikapcbkuii 3aci6.
KOHTpO/b roToBOrO
nikapcbKoro 3acooby.
3MmiHa napameTpis
cneumdikauii Ta/abo
[0NyCTUMUX MEX
roTOBOrO /liKapCbKOro
3aco6y (BHECEHHSI 3MiH
[0 JoCbe nicns
OHOBJIEHHA 3arasbHol
CTaTTi Ha roToBy
nikapcbky copmy y
[oY/EBponeiickkili
thapmakone’). CynyTHs
3MiHa: 3MiHM 3 AKOCTI.
[OTOBWIA NikapCbKuii
3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3acoby. 3miHa y
meTofax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3aco6y (OHOBMEHHA
npoueaypu
BUNPOOYBaHHA AN1S
npuBeAeHHs y
BiAMNOBIAHICTb 3i
3MiHEHOI0 3arasibHoI0
ctarTeto AdY abo
€BponericbKoi
thapmakonei) - po3gin
«MikpobionoriyHa
yncToTa» NPUBEAEHO Y
BiANOBIAHICTb 4O BUMOT
Ai04Oro BUAAHHSA
€BponericbKoi
Papmakonei. 3MiHu |
T™Mny: AgMiHICTpaTuBHI
3MiHW. 3miHa
HalilMeHyBaHHs Ta/abo
agpecu micus
NPOBaKEHHS
LOisNIbHOCTI
BMpOo6HUKa/imnopTepa
roTOBOrO /liKapCbKOro
3aco0y, BKIoyaoun
AiNbHWL BUNYCKy cepii
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

abo micue npoBeAeHHs
KOHTPO/IO AKOCTI.
(@isnbHICTB, 3a AKy
Bignosigae
BMPOGHMK/iMNopTeEp,
BK/THOHAK0UM BUNYCK
cepiii) - npuBeAeHHs
ajipecu BUpPO6HVKa A0
BUCHOBKY GMP;
TexHiyHa nomusnka
(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460).
BunpasneHHs
TEXHIYHOT MOMWUSIKK,
3rigHo n.2.4. po3giny VI
Hakasy MO3 YkpaiHun
Bif 26.08.2005p. Ne
426 (y pepakuii Hakasy
MOS3 YkpaiHu Big,
23.07.2015 p Ne 460).
BunpasneHHsa
TEeXHIYHOT NOMUIIKK,
noB’sA3aHoi 3
nepeHeceHHAM
iHdhopmauii 3
OpuriHasIbHOro AOCLE B
MKS (p. "KinbkicHe
BM3HayeHHs"). HagaHo
3areepmxeHi MKA N3,
PN Ha nikapcbkuii
3aci6. 3a3HayeHe
BUMNpaB/IEHHSA
Bignosigae
opuriHanbHii
LoKymeHTauii
BUPOGHMKA

ACITANNIOKC

TabneTky BKPUTI
N1iBKOBOKO 060/10HKOIO,
no 20 mr Ne 14 (7x2) y
6nictepax

Aypob6iHa0
Papma /114,

IHais

Aypob6iHgo dapma
Nimiteq (FOHIT 1)

IHais

nepepeecTpauis Ha 5
POKiB Yy 3B A3KY i3
3aKiHYEHHAM TEPMiHY
nii peecTpaujiiHoro
NOCBiAYEHHST; 3MiHK |
TMny: 3MiHW Wwoao
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy.
BBepgeHHs1 a6o 3MiHN
[0 y3aranbHeHunx
[laHUX Npo cucTemy

3a peyenmom

He nions2ae

UA/
11661/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
chapmakoHarnagy
(BEAeHHSA

y3ara/ibHeHUxX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI
ocobwu, BignoBigansLHoI
3a 3AjiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOi 0cobu 3
thapmakoHarnagy
3asBHVKa A4/1A
3[jiCHEHHS
thapmakoHarnagy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOB&XEHOI 0co6U,
BiANOBIAA/IbHOT 32
3[jiCHEHHS
thapmakoHarnagy
(BK/IHOHAKOYM KOHTAKTHI
OaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3MiHn | TURY: 3MiHK 3
AKOCTI. FOTOBWUA
nikapcbkuii 3aci6.
KOHTpO/b roToBOrO
nikapcbKoro 3acooby.
3MmiHa napameTpis
cneumdikauii Ta/abo
[0NyCTUMUX MEX
roTOBOrO /liKapCbKOro
3aco6y (BHECEHHS 3MiH
[0 JoCbe nicns
OHOBJIEHHA 3arasbHol
CTaTTi Ha roToBy
nikapcbky copmy y
LoY/EBponeiickkili
thapmakone’). CynyTHs
3miHa: 3MiHM 3 AKOCTI.
[OTOBWIA NikapCbKuii
3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3acoby. 3miHa y
mMeTofax
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
BMNPO6YBaHHSA

roTOBOrO /liKapCbKOro
3aco6y (OHOBMEHHS
npoueaypu
BMNPOGYBaHHA ANA
npviBefeHHs y
BifNOBIAHICTb 3i
3MIHEHOI0 3arasibHoI0
ctatTelo AdY abo
€BponelicbKoi
thapmakonei) - po3gin
«MikpobionoriyHa
yucToTa» NPUBEAEHO Y
BIAMNOBIAHICTb 4,0 BUMOT
Aito4oro BuAaHHA
€BponelicbKoi
dapmakonei. 3MiHu |
TMny: AgMiHICTpaTUBHI
3MiHW. 3MmiHa
HaliMeHyBaHHs Ta/abo
agpecy Micus
NpoBaXeHHS
AiSNbHOCTI
BMPOGHMKa/imnopTepa
roTOBOrO /liKapCbKOro
3acoby, BKIYaum
AiNbHWL BUMYCKY cepii
abo micue npoBeAeHHs
KOHTPO/IO AKOCTI.
(@isnbHICTB, 3a AKY
Bignosigae
BMPOGHMK/iMNopTeEp,
BK/THOHAK0UM BUNYCK
cepiii) - npuBeAeHHs
ajipecu BUpPO6HYVKa A0
BUCHOBKY GMP;
TexHiyHa nomusnka
(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460).
BunpasneHHs
TEXHIYHOT MOMUIIKK,
3rigHo n.2.4. po3giny VI
Hakasy MO3 YkpaiHun
Bif, 26.08.2005p. Ne
426 (y pepakuii Hakasy
MOS3 YkpaiHu Big,

23.07.2015 p Ne 460).
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

BunpasneHHs
TEXHIYHOT MOMWUSIKK,
noB’sA3aHoi 3
nepeHeceHHAM
iHchopmawi 3
OPUriHaIbHOTO [JOCLE B
MKS (p. "KinbkicHe
BM3HaueHHs"). HagaHo
3aTBepmxeHi MKA N3,
PN Ha nikapcbkuii
3aci6. 3a3HayeHe
BUMPaB/IEHHSA
Bignosigae
opuriHanbHil
[oKyMeHTauji
BUPOGHMKA

UA/

AYPOJNTAU3A

Tabnetkn no 10 mr Ne 30
(10x3) y bnicTepax

AypobiHgo
dapma /114

IHgis

Aypob6iHgo dapma
Nimiten (FOHIT III)

IHais

nepepeectpauis Ha 5
POKiB Yy 3BAA3KY i3
3aKiHYEHHAM TepMiHy
Lii peecTpauiiHoro
NoCBiAYEHHST; 3MiHK |
TMny: 3miHa
HalilMeHyBaHHs Ta/abo
MiCLIe3HaXOKEHHS
BMPOOGHMKa rOTOBOr0
niKapcbKoro 3acooby,
BK/IHOYaAOUN Micue
NpoBeAEHHS KOHTPO/0
AKOCTI (yCi iHLWi
AinbHuLi) —
npvBeAeHHs agpecun
MiCLLE3HaXOMKEHHS
BMPOOHMKA rOTOBOrO
nikapcbKoro 3acoby Ao
OHOB/IEHOTO BUCHOBKY
LLOA0 NiATBEPAKEHHS
BiANOBIAHOCTI
BMPOGHMLITBA
nikapcbKoro 3acoby
Bumoram GMP,
BMAAHOro
[Lepxnikcnyx60oto
Ykpainu.
3MiHn | TURY: 3MiHN
o0
6e3nekn/edeKTUBHOCTI
Ta papmakoHarnsgy.

3a peuenmom

He nionsiecae

11563/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
BBepneHHs a60 3MiHU

[0 y3aranbHeHUx
[JaHux npo cuctemy
chapmakoHarnsgy
(BEAeHHSA
y3ara/ibHeHUX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI
ocobwu, BignoBigansLHoI
3a 34jiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOi 0cobu 3
thapmakoHarnagy
3asBHVKa A4/1A
3[iACHEHHS
thapmakoHarnagy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOB&XEHOI 0co6U,
BiANOBIAA/IbHOT 32
3[jiCHEHHS
thapmakoHarnagy
(BK/IHOHYAKOYUM KOHTAKTHI
OaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3MiHn | TURY: 3MiHK 3
akocTi. Ceptudikat
BignosigHocCTI/TE-
ceptudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. MopgaHHA HOBOro abo
OHOB/IEHOr0
cepTugpikata
BignoBigHOCTI abo
BU/TyYEHHSA
cepTugpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXiAHOTO
mMartepiany/peareHTy/np

OMDDKHOTO MPOAYKTY, WO
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
BUKOPUCTOBYIOTLCS Y

BMPOGHMLTBI APIl; ans
[OMOMDKHOT PEYOBUHN
(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei) -
OHoBNeHWiA cepTudikar
Bif] y)Xe 3aTBEpPAXEHOro
BMPOGHMKa — NOAAHO
OHOBJIEHWIA cepTudikar
BignoBigHocTi €E® ans
Lito40i pevyoBuHU
nisuHonpuny gurigpar
Bif} 3aTBEPAKEHOro
BMpo6HUKa Aurobindo
Pharma Ltd, IHgis.
3MiHn | TURYy: 3miHK 3
AKoCTi. FoTOBUIA
nikapcbkuii 3aci6.
KoHTponk rotosoro
niKapcbKoro 3acooby.
3mMiHa napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX
roTOBOrO JliKapCbKOro
3aco6y (BHECEHHS 3MiH
[0 Jocbe nicns
OHOBJIEHHSA 3arasbHOI
cTaTTi Ha roToBy
nikapcbky dopmy y
[dY/EBponeiicbkili
thapmakonei). CynyTHs
3MiHa: 3MiHW 3 AKOCTI.
[oTOBWIA NniKapcbKunii
3aci6. KoHTposnb
roTOBOrO /liKapCbKOro
3acoby. 3miHa 'y
meToAax
BMNPO6YBaHHSA
roTOBOrO /liKapCbKOro
3aco6y (OHOBMEHHS
npoueaypu
BMNPOGYBaHHA ANA
npviBefeHHs y
BifNOBIAHICTb 3i

3MIHEHOH 3arasibHoO
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3aKiHYEHHAM TepPMiHy
Lii peecTpauiiHoro
NoCBiAYEHHST; 3MiHK |
TMny: 3miHa
HallMeHyBaHHs Ta/abo
MiCLIe3HaXOKEHHS
BMPOGHMKa rOTOBOr0
niKapcbKoro 3acooby,
BK/IHOYAOUN MicLe
NpoBeAEHHS KOHTPO/0
AKOCTI (yCi iHLWi
AinbHuLi) —
npvBeAeHHs agpecun
MiCLLE3HaXOMKEHHS
BMPOOHMKA rOTOBOrO
nikapcbKoro 3acoby Ao
OHOB/IEHOTO BUCHOBKY
LLOA0 NiATBEPAKEHHS
BiANOBIAHOCTI
BMPOGHMLITBA
nikapcbKoro 3acoby
Bumoram GMP,
BMAAHOro
[Lepxnikcnyx60oto
Ykpainu.
3MiHn | TURY: 3MiHN
o0
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy.
BBepgeHHs1 a6o 3MiHN
[0 y3aranbHeHunx
[JaHnx npo cuctemy
chapmakoHarnsgy
(BepeHHsA
y3arasibHeHNX faHnx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
ctarTteto AdY abo
€BponelicbKoi
thapmakonei) — po3gin
«Mikpob6ionoriyHa
ynucToTa» NPUBEAEHO Y
BigMNOBiAHICTL 4O BUMOT
Aito4oro BuaaHHA €0.
9. AYPONTAU3A Tabnetkn no 20 mr Ne 30 Aypob6iHao IHgis Aypo6iHgo dapma IHais nepepeectpauis Ha 5 3a peyenmom | He nidnsizae UA/
(10x3) y bnictepax dapma N1Ta Nimiten (FOHIT 1II) POKiB Yy 3BAA3KY i3 11563/01/03
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

ocobwu, BignoBiganbHoI
3a 3AjiCHEHHSA
thapmakoHarnsgy;
KOHTaKTHOi 0cobu 3
thapmakoHarnagy
3asBHMKa A1
3[jiCHEHHS
thapmakoHarnagy B
YKpaiHi, AKLL0 BOHA
BigMiHHA Bif
YNOBHOB&XEHOI 0co6U,
BiANOBIAA/IbHOT 32
3[jiCHEHHS
thapmakoHarnagy
(BK/IHOHYAKOYUM KOHTAKTHI
OaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3MiHn | TURY: 3MiHK 3
akocTi. Ceptudpikat
BignosigHocCTI/TE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. MopgaHHA HOBOro abo
OHOB/IEHOr0
cepTugpikata
BignoBigHOCTI abo
BU/TyYEHHSA
cepTugpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXiAHOTO
mMartepiany/peareHTy/np
OMDKHOTO MPOAYKTY, WO
BUKOPWCTOBYIOTLCH Y
BMPOGHMUTBI ADI; ans
[ONOMDKHOT PEYOBUHU
(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBeHWii cepTudpikat
Bif, y>Ke 3aTBEPKEHOro




Hassa
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n/n

JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

10.

AYPOJTIAN3A

BUPOGHMKa — NOAAHO
OHOBJIEHWIA cepTudikar
BignoBigHocTi €E® ans
Lito40i pevyoBuHU
nisuHonpuny gurigpar
Bif} 3aTBEPAKEHOr0
BMpo6HUKa Aurobindo
Pharma Ltd, IHgis.
3MiHn | TURy: 3miHK 3
AKoCTi. FoTOBUIA
nikapcbkuii 3aci6.
KoHTponk rotosoro
niKapcbKoro 3acooby.
3miHa napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX
roTOBOrO JliKapCbKOro
3ac06y (BHECEHHS 3MiH
[0 Jocbe nicns
OHOBJIEHHSA 3arasbHOI
cTaTTi Ha roToBy
nikapcbky dopmy y
[dY/EBponeiicbkili
thapmakonei). CynyTHs
3MiHa: 3MiHW 3 AKOCTI.
[oTOBWIA NikapcbKunii
3aci6. KoHTposnb
roTOBOrO /liKapCbKOro
3acoby. 3miHa 'y
meToAax
BMNPO6YBaHHSA
roTOBOrO /liKapCbKOro
3aco6y (OHOBMEHHS
npoueAaypu
BMNPOGYBaHHA ANA
npviBefeHHs y
BifNOBIAHICTb 3i
3MIHEHOI0 3arasibHoI0
ctatTelo AdY abo
€BponeiicbKoi
hapmakonei) — po3gin
«MikpobionoriyHa
ynucToTa» NPUBEAEHO Y
BIAMNOBIAHICTb 4,0 BUMOT
Aito4oro BMgaHHsa €0.

Tabnetkn no 5 mr Ne 30

(10x3) y 6nicTepax

Aypob6iHa0
Papma /11

IHais

Aypob6iHgo dapma
Nimiteq (FOHIT 111

IHais

nepepeecTpais Ha 5

POKiB Y 3B AA3KY i3

3a peyenmom

He nions2ae

UA/

11563/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

3aKiHYEHHAM TepMiHy
4ii peectpaduiiHoro
NOoCBiAYEHHST; 3MiHK |
TMny: 3miHa
HaliMeHyBaHHs Ta/abo
MiCLIe3HaXOKEHHS
BMPOGHVKa rOTOBOrO
nNiKapcbKoro 3acooby,
BK/IHOYAOUN Micue
NpoBeeHHS KOHTPO/O
AKOCTI (yCi iHLWi
AinbHuLi) —
npvBeAeHHs agpecun
MiCLLe3HaXOMKEHHS
BUPOOHMKA rOTOBOTO
nikapcbKkoro 3acoby [0
OHOBJIEHOrO BVCHOBKY
LLOA0 NiATBEPAKEHHS
BiANOBIAHOCTI
BMPOGHULITBA
nikapcbKoro 3acoby
sumoram GMP,
BUAAHOro
[Jepxnikcnyx60t0
Ykpainu.
3MiHn | TURY: 3MiHK
o0
6e3nekn/eheKTUBHOCTI
Ta hapmakoHarnagy.
BBepgeHHs1 abo 3MiHN
[0 y3aranbHeHnx
[aHux npo cuctemy
chapmakoHarnsgy
(BepeHHsA
y3arasibHeHUX JaHnx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3
chapmakoHarnsgy
3asBHUKA 4715
3[iiCHEHHS
dhapmakoHarnsgy B
YKpaiHi, KLLIO0 BOHA
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
BigMiHHA Bif

YNOBHOB&XEHOI 0co6U,
BiANOBIAA/IbHOI 32
3[jiCHEHHS
thapmakoHarnagy
(BK/IHOHYAKOYUM KOHTAKTHI
OaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnsagy).
3MiHn | TURY: 3MiHK 3
akocTi. Ceptudikat
BignosigHocCTI/TE-
ceptudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. MopaHHA HOBOro abo
OHOB/IEHOr0
cepTugpikata
BignoBigHOCTI abo
BU/TyYEHHSA
cepTugpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXiAHOTO
mMartepiany/peareHTy/np
OMDKHOTO MPOAYKTY, WO
BUKOPWCTOBYIOTLCH Y
BMPOGHMUTBI ADI; ans
[ONOMDKHOT PEYOBUHU
(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBeHWii cepTudpikat
Bif, y)Ke 3aTBEPKEHOro
BUPOOGHMKa — NogaHO
OHOB/IEHWIA cepTuddikaT
BignosigHocTi E® ans
Lit0Y0T peYOBUHN
nisuHonpuny avrigpat
Bif, 3aTBEPAKEHOr0O
BMpo6HUKa Aurobindo
Pharma Ltd, IHgis.
3MiHu | TMNY: 3MiHK 3
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

AKoCTi. FoTOBUIA
nikapcbkuii 3aci6.
KoHTponk rotosoro
niKapcbKoro 3acooby.
3mMiHa napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX
roTOBOrO liKapCbKOro
3aco6y (BHECEHHS 3MiH
[0 Jocbe nicns
OHOBJIEHHSA 3arasbHOl
cTaTTi Ha roToBy
nikapcbky dopmy y
[dY/EBponeiicbkili
thapmakonei). CynyTHs
3MiHa: 3MiHW 3 AKOCTI.
[oTOBWIA NniKapcbKunii
3aci6. KoHTposnb
roTOBOrO /liKapCbKOro
3acoby. 3miHa 'y
meToAax
BMNPO6YBaHHSA
roTOBOrO /liKapCbKOro
3aco6y (OHOBMEHHS
npoueAaypu
BMNPOGYBaHHA ANA
npviBefeHHs y
BifNOBIAHICTb 3i
3MIHEHOI0 3arasibHoI0
ctatTelo AdY abo
€BponeiicbKoi
hapmakonei) — po3gin
«MikpobionoriyHa
ynucToTa» NPUBEAEHO Y
BIAMNOBIAHICTb 4,0 BUMOT
Aito4oro BMgaHHsa €0.

11.

ALETA3O/AMIJ,

NMOPOLLOK KpUCTaNiuHuiA
(cybeTaHuisn) y naketax
noaBinNHMX
nonieTuNeHoBux ansi
dhapmaLeBTUYHOrO
3aCTOCyBaHHS

MAT "KuiBCbKuiA
BiTaMiHHWIA
3aBog"

YkpaiHa

LaHxali [i>koHr
Papma eHg, Kemikan
Ko., NI1g

Kutait

nepepeecTpaLis Ha
HeobMeXeHuin TepMiH

He nions2ae

UA/6806/01/01

12.

BO/IbTAPEH®
PAMIA

TabneTku, BKpUTI
LlyKPOBOI 060/I0HKOH,
no 25 mr Ne 30 (10x3) y
6nictepax

HosapTic ®apma
Al

LLiBeiiuapis

Hosaprtic Carnik, lga
Be Tapim YpyHnepi
CaH. Be Tik. A.C.

TypeuunHa

nepepeecTpauis Ha 5
POKiB Yy 3B A3KY i3
3aKiHYEHHAM TepMiHY
nii peecTpaujiiHoro
NoCBiAYEHHST; 3MiHK |

3a peyenmom

He nionseae

UA/0310/04/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
TMny: 3MiHW 3 SKOCTI.

[oTOBWIA NniKapcbKunii
3aci6. KoHTposnb
roTOBOrO /liKapCbKOro
3acoby. 3miHa 'y
meToAax
BMNPOGYBaHHSA
roTOBOrO NiKapCbKOro
3acoby (He3HauyHa
3MiHa Y 3aTBEpAKEHUX
meToAax
BMMPOGYBaHHS),
npviBeeHHA MeTOANKN
BUNPOGYyBaHHA 3a
posginamun
«lpeHTudikauis,
KinbKicHe BU3HAYEHHS,
CynpoBigHi AOMILLKM,
OfHOpiAHICTb
[030BaHVX OAMHULb
metogom BEPX» o
MeTOZjB KOHTPOIO
BVPOGHMKA (JONOBHEHO
BMMOramu 10
o6nagHaHHA). 3MiHu |
T™Mny: AgMiHICTpaTuUBHI
3MiHW. BunyyeHHs
BMPOGHMYOT AiNbHUL
(BKOYAIOUN [iNbHUL
ons A®l, npomixHoro
npoaykTy abo rotoBoro
niKapcbKoro 3acooby,
OinbHUUi ons
npoBefeHHs
nakyBaHHs, BUPOOHYKa,
BiANoBiAa/IbHOrO 3a
BUMYCK Cepiid, micue
NPOBEEHHSI KOHTPOSO
cepii) abo
noctavasibHuKa
BMXigHOro martepiany,
peareHTy abo
[LONOMDKHOT peqyoBUHN
(AKLLLO 3a3HaYeHo Yy
[0CbE), — BUTyYEHHS
BMPOGHMKa Aitouoil
pPeYOBMHM




25

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

avknodpeHaky kanito
HosaprTic ®apma Al
LBeiuapis. 3minu Il
TMny: 3MiHW 3 AKOCTI.
[oTOBWIA NniKapcbKuii
3aci6. KoHTposnb
roTOBOrO /liKapCbKOro
3acoby. 3miHa
napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX
roTOBOrO /liKapCbKOro
3acoby (3miHa
3HaxoAWTLCS No3a
3aTBEPAKEHNMU
[OMyCTUMUMW MeXamu
cneumdikauiii), — 3MiHM
KpUTEpIiB NPUAHATHOCTI
3a po3gisiom
«CynpoBifHi AOMILLKMN»
(ansa posyBaHHA 25 mr).
3MiHV 3aTBepOKeEHi B
KpaiHi BUpOOHUKa Ta
HasiBHi TOKCVKOMOTIYHI
3BiTV MO 36iMbLUEHHIO
HOPMYBaHHS JOMILLOK
GP 49000 Ta GP49002.

3Minn [l Tuny: 3miHn
o0
6e3nekn/eheKTUBHOCTI
Ta hapmakoHarnagy.
3MiHN Y KOpPOTKiii
xapakrepuctuuj
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT AnA
MeLNYHOro
3aCTOCYBaHHSA Y 3B’A3Ky
i3 HOBMMY AaHUMK 3
AKOCTI, AOK/IHIYHUMU,
KNIHIYHMW faHMKn Ta
AaHumm 3
hapmakoHarnsgy,
3MiHV 040 OHOB/EHOI
iHhopmaLii 3 6e3neku
BHECEHO 10 IHCTPYKLUi
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

ANA MeauyHoro
3acTocyBaHHsA
npenapary Ao po3ginis
"PapMaKonorivHi
BNacTUBOCTI",
«lMpoTunokasaHHs»,
"Cnoci6 3acTocyBaHHs
Ta f03n" (YTOUHEHHS),
«[Mob6iyHi peakwji»,
«3paTHicTb BNAnBaTh
Ha LWBWAKICTb peakLil
npu KepyBaHHi
aBTOTpPaHCNopToM abo
po6OTi 3 iHWKMK
mexaHizmamu»,
«Oco61mBOCTi
3aCTOCYBaHHA»,
«3acTocyBaHHA y
nepiog, BaritHocTi abo
rofyBaHHSA rpyan»
BiANOBIAHO A0
OHOBJ/IEHOT KOPOTKOT
XapaKTepucTUKn
NiKapcbKoro 3acoby)

13.

BO/IbTAPEH®
PAMIA

TabneTku, BKpUTI
LlyKPOBOIO 060/I0HKOH,
no 50 mr Ne 10 (10x1),
Ne 20 (10x2) y
6nictepax

HosapTic ®apma

LLiBeiiuapis

Hosaprtic Carnik, lga
Be Tapim YpyHnepi
CaH. Be Tik. A.C.

TypeuunHa

nepepeecTpauis Ha 5
POKiB Yy 3B A3KY i3
3aKiHYEHHAM TEPMiHY
nii peecTpaujiiHoro
NOCBiAYEHHST; 3MiHK |
TUMy: 3MiHW 3 AKOCTI.
[OTOBWIA NikapcbKuii
3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3acoby. 3miHa y
meTogax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa Y 3aTBEpAKEHUX
meTogax
BMMPOGYBaHHS),
npviBeeHHA MeTOANKN
BUNPOOYBaHHA 3a
posginammn
«lpeHTudikauis,
KinbkicHe BU3HaYeHHs,
CynpoBifHi AOMILLKM,

3a peyenmom

He nions2ae

UA/0310/04/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
OfHOpiAHICTb

[030BaHVX OAMHULb
metogom BEPX» o
MeTOZjB KOHTPOIO
BVPOGHMKA (JONOBHEHO
BMMOramu 10
o6nagHaHHA). 3MiHu |
T™Mny: AgMiHICTpaTuBHI
3MiHW. BunyueHHs
BMPOGHMYOT AiNbHUL
(BKtOYAIOUN [iNbHUL
ons A®l, npomixHoro
npoaykTy abo rotoBoro
niKapcbKoro 3acooby,
OinbHUUi ons
npoBefeHHs
nakyBaHHs, BUPOOHYKa,
BiANoBiAa/IbHOrO 3a
BUMYCK Cepiid, micue
NPOBEEHHSI KOHTPOSO
cepii) abo
noctavasibHuKa
BMXigHOro martepiany,
peareHTy abo
[OO0NOMDKHOT peqyoBUHN
(AKLLLO 3a3HaYeHo Yy
[0CbE), — BUTyYEHHS
BMPOGHMKa Aitouoil
PEYOBWHM
AvkiodeHaky kanito
HosapTic ®apma Al
LBeliuapis. 3minu Il
TUMy: 3MiHW 3 AKOCTI.
[OTOBWIA NlikapCbKuii
3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3acoby. 3miHa
napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX
roTOBOrO /liKapCbKOro
3acoby (3miHa
3HaxoAuTbCS No3a
3aTBEPAKEHNMU
[OMyCTUMUMN MeXamu
cneuudikaiii), — 3MiHN

KpUTEpIiB NPUAHATHOCTI
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
3a po3gisiom

«CynpoBifHi AOMILLKMN»
(ansa posyBaHHA 25 mr).
3MiHV 3aTBepOKeEHi B
KpaiHi BUpOOHUKa Ta
HasiBHi TOKCUKOJIOTIYHI
3BiTW MO 36i/bLUEHHIO
HOPMYBaHHS JOMILIOK
GP 49000 Ta GP49002.

3Minn [l Tuny: 3miHn
o0
6e3nekn/eheKTUBHOCTI
Ta hapmakoHarnagy.
3MiHN Y KOpPOTKiit
xapakrepuctuu
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT AnA
MeLUYHOro
3aCTOCYBaHHSA Y 3B’A3Ky
i3 HOBMMY AaHUMK 3
AKOCTI, AOK/IHIYHUMU,
KNIHIYHMW faHMKn Ta
AaHuMm 3
hapmakoHarnsgy,
3MiHV 040 OHOB/EHOI
iHhopmaLii 3 6e3neku
BHECEHO 0 IHCTPYKL,i
ANA MeuyHoro
3aCTOCYyBaHHSA
npenapary Ao po3ginis
"®apmakonoriyHi
BN1acTMBOCTI",
«[1poTunokasaHHs»,
"Cnoci6 3acTocyBaHHs
Ta 0o3n" (YTOYHEHHS),
«[Mob6iuHI peakwji»,
«3paTtHicTb BN/nBaTm
Ha WBUAKICTb peakuji
npu KepyBaHHi
aBTOTpPaHCNnopTom abo
po6OTi 3 iHLWUMK
MexaHiamamm»,
«OcobnuBocTi
3aCTOCYBaHHS»,

«3acTocyBaHHA y
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
nepiog, BaritHocTi abo
rofyBaHHSA rpyan»
BiANOBIAHO A0
OHOBJ/IEHOT KOPOTKOT
XapaKTepucTUKn
NiKapcbKoro 3acoby)

14. rAnonepvgon NMOPOLLIOK KpiCTasiyHuiA TOB YkpaiHa Neiik Kemikans MBT. IHais nepepeectpauis Ha 5 - He nidnsizae UA/
(cybeTaHuin) y "XapkiBcbke nra. POKIB y 3B A3KY i3 11395/01/01
noABiliHMX thapmaueBTUYHe 3aKiHYEHHAM TEPMiHY
nonieTuIeHoBmX nigNpPUEMCTBO nii peecTpaujitHoro
nakeTtax anas "300poB'a NOCBiAYEHHST; 3MiHK |
hapmaLeBTUYHOIO Hapoay" TMny: AgMiHICTpaTUBHI
3acTOCyBaHHS 3MiHW. 3MiHa

HallMeHyBaHHs Ta/abo
agpecy Micus
NpOBaXEHHS

[iSNbHOCTI BUPOOHMKa

(Brtovatoun, 3a
HeobXifHOCTI, Micue

NPOBeAEHHS KOHTPO/IHO

SIKOCTi), @60 BnacHuKa

macTep-gpaiina Ha Adl,

ab0 nocravasibHMKa
Adl/BnxigHoro
martepiany/peareHTy/np

OMDKHOTO MPOAYKTY, WO

3aCTOCOBYHOTbCA Y

BUPOOHULTBI ADI (SKLLO

3a3HayeHo y OCbE Ha

nikapcbkuii 3acib) 3a

Bif,CYTHOCTI
cepTugpikata
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei y
3aTBEPAKEHOMY [OCbE,

ab0 BUPOGHKKa HOBOT

[OMOMDKHOT PEYOBUHY

(AKW0 3a3Ha4eHo y
[0CbE)— 3MiHa

IOPUANYHOT agpecu Ha

hakTuuHy. Agpeca

BUPOGHWYOT AifTbHULL
3a/IMLLIAETLCA

HEe3MiHHO. 3MiHK |

TMny: 3MiHW 3 SKOCTI.

AQ®|. KoHTposib AdI.
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

3miHa y napameTpax
cneumdikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikauisx Ha Adl,
abo
BUXIigHWA/NPOMIKHWIA
npoaykT/peareHT, LWo
BUKOPWCTOBYIOTLCH Y
npoueci BUPoGHULITBA
A®I (iHWi 3MiHN), —
O6’eaHaHHA OBOX
NMoKa3HWKiIB
«[po30piCTb PO3UNHY»
Ta «KonbopoBicTb
PO3UMHY» B OANH
«Onunc po3ynHy»; 3MiHK
3a NOKa3HNMKOM
«CynpoBiZHi LOMILLKWN»
- NPUBEAEHHS Y
BiAMNOBIAHICTb A0
LoKymeHTauii
BMpO6HUKa APl Ta
MoHorpadii
«Haloperidolum»
Aitoyoro BugaHHsa EP..
CynyTHS 3miHa: 3MiHU 3
AKOCTi. A®Il. KoHTpob
A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo
BUXiAHOTO
martepiany/npomiKHOro
npoAyKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y
npoveci BUpobHuLTBa
A®I (iHWi 3MiHN Y
meToAax
BMNPOGYBaHHSA
(BK/THOHAKOUM 3aMiHY
a60 oonoBHEHHS) ADI
abo
BUWXIiAHOr0/MPOMiXXHOro
npoayKTy). 3miHn |
TUMy: 3MiHW 3 AKOCTI.
A®|. KoHTposnb A®I.
3MiHa y meTogax
BMNpobyBaHHA APl abo
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
BUXiAHOTO

martepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y
npoveci BUpobHuLTBa
A®I (iHWi 3MiHN Y
meToAax
BMNPOGYBaHHSA
(BK/THOHAKOUM 3aMiHY
a60 oonoBHEHHS) ADI|
abo
BWXIiAHOr0/MPOMiXHOro
npoaykTy) - 3MiHa y
MeTOoAMKax
BUMPOOYBaHHA 3a
nokasHukamu "Onuc",
"PO34YMHHICTL",
"laeHTudpikayia”,
"BTpaTta B Maci npu
BUCYLLYBaHHI",
"CynbhaTHa 30na",
"KinbkicHe
BU3HAYEHHS",
"3aLLKOBI KiNbKOCTI
opraHiyHnx
PO3UMHHMKIB".
O6’eaHaHHA OBOX
NoKa3HWKIB
"laeHTudpikauis” Ta
"Temneparypa
nnasfieHHA" B OAUH
"laeHTudikayia” —
npvBeeHHs
NOKa3HWKIB y
BIANOBIAHICTb A0
[oKyMeHTauji
BUPOGHMKA.
3MiHn | TURY: 3MiHK 3
akocTi. A®l. KoHTporb
A®|. 3miHa y
napameTpax
cneundikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneuudikauisix Ha Adl,
abo
BUXiAHWA/NPOMIXHWIA
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

npoAayKT/peareHT, Wwo
BUKOPWCTOBYHOTHLCS Y
npoveci BUpobHuuTBa
ADI (iHWi 3MiHW), -
BUTYYEHHS NOKa3HMKa
"MikpobionoriyHa
yucToTa" 3 MeToais
KOHTpOto sikocTi AD|
(npvBegeHo y
BiANOBIAHICTb A0
LoKymeHTauii
BVPOGHMKA).
MNpuBeneHHA
BUKOPWCTaHHS
cy6cTaHLii BiANoBigHO
A0 sumor EP
(3aTBEpPAXKEHO: ANA
BMPOGHMLITBA
CTepuIbHUX Ta
HecTepuIbHUX
nikapcbkux hopm;
3anporoHoBaHo: Ans
thapmaLeBTUYHOro
3aCcTOCyBaHHs)

15.

E®OKC® JTOHI

Karncynu nposioHrosaHol
Aii no 50 mr Ne 30 (10x3)
y 6rictepax

HOCB dapma
M6X

HimeuunHa

BUPOBHUK
Hepo3dg)acoBaHoi
NpoAyKUil Ta KOHTPO/b
SAKOCTI:
Eicika
dapmacboTuKan3
'M6X, HimeuunHa
BMPOGHMK
BignoBiganbHWi 3a
KOHTPO/Ib SKOCTI
Hepo3dgracoBaHol
NPOAYKUIi:
Eiicika
PapmacboTrKan3
'vm6X, HimeuunHa

HimeyunHa

nepepeecTpauis Ha 5
POKiB Yy 3B A3KY i3
3aKiHYEHHAM TEPMiHY
nii peecTpaujiiHoro
NOCBiAYEHHST; 3MiHK |
Tuny: FroToBuiA
nikapcbkuii 3aci6.
Brpo6HMLTBO. 3MiHW,
LLIO CTOCYy0TbCA
BUNYyCKy cepii Ta
KOHTPOSHO SIKOCTI
roTOBOrO /liKapCbKOro
3acoby (3amiHa abo
[0faBaHHsA AiNbHUL,
Ha AKil 34jACHI0ETbCSA

nepBuHHe Ta KOHTPONb/BUNPOGYBaHH
BTOPVHHE MakKyBaHHSA: 51 cepil), (npvBeAeHHs
Eficika OyHKLi AiNbHULB
dapmacbloTukans3 3apeecTpoBaHoro
'mM6X, HimeyunHa BMpPO6HMKa A0
BMPOGHMK aaMiHiCTpaTUBHUX
BiANoBigabHUI 3a [OKYMEHTIB BUPOGHYKA,
BUMYCK Cepii: a came finbHuui, Ha

3a peyenmom

He nions2ae

UA/4653/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
Eiicika AKilA 34ilicHI0ETECA
dapmacbloTUKan3 KOHTPONb/BUNPOGYBaHH

'm6X, HimeuunHa

2 cepii). 3miHun | Tuny:
[OTOBWIA NikapCbKuii
3aci6. BUpobHMLTBO.
3MiHK, Lo CTOCYIOTbCS
BUNYyCKy cepii Ta
KOHTPOSIO SIKOCTI
roTOBOrO /liKapCbKOro
3acoby (3amiHa abo
[ofaBaHHA AiNbHUL,
Ha SAKili 34jiACHI0ETbCSA
KOHTPO/b/BUNPOGYBaHH
A cepii), (NpuBefeHHs
OyHKLi AiNbHULB
3apeecTpoBaHoro
BMPOGHMKaA A0
aaMiHICTpaTnBHUX
[OKYMEHTIB BUPOGHMKA,
a came JinbHuL, Ha
SIKi 34iACHI0ETBCSA
KOHTPO/Nb/BUNPOGYBaHH
A cepii 6e3 3miH
BMPOGHMKa
BignoBigasIbHOro 3a
BUMNYCK cepii). 3miHu |
Tuny: FoToBui
nikapcbkuii 3aci6.
Brpo6HuLTBO. 3amiHa
ab0 BBeAEHHS
[0aTKOBOT AiNbHALL
BMPOGHULITBA A1
4acTuHK abo BCbOro
BMPOGHMYOro npouecy
roTOBOrO JliKapCbKOro
3acoby (ginbHUUA ans
NepBUHHOTO
nakyBaHHs), (BBefEHHS
[04aTKOBOT AiNbHNLI
AN NepBUHHOTO
nakyBaHHs i AK
HacnifoK yTOYHEHHS
yHKLUi Ans BXe
3aTBEPLKEHNX
BMPOGHUKIB). 3MiHU |
TMny: 3miHa
HaliMeHyBaHHs Ta/abo
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

MiCLIe3HaXOKEeHHS
BMPOGHMKA rOTOBOrO
nikapcbKoro 3acooby,
BK/IIOYaA0UN Micue
NPOBEEHHSI KOHTPOSO
AKOCTI(BMPOGHMYA
AiNbHULS BUNYCKY
cepii), (NpuBeaeHHs
afipecu BUpobHMKa y
BiANOBIAHICTb A0
aAMiHICTpaTUBHUX
[OOKYMEHTIB BUPOGHMKa
Ta BMCHOBKY LLOA0
NiATBEPLKEHHSA
BiANOBIAHOCTI
BMpOOHULTBA
nikapcbKoro 3acoby
Bumoram GMP,
BMAaHOro
[epxnikcnyxo6oto
Ykpainu. Micue
BMPOGHMLITBA HE
3MiHWI0CS.
3minu | TUny: 3miHa
HalilMeHyBaHHs Ta/abo
MiCLLe3HaXOMKEHHS
BUPOOHMKA rOTOBOTO
niKkapcbKoro 3acooby,
BK/IIOUaAOUN Micue
NpPOBefEeHHA KOHTPOJ0
AKOCTi(yCi HLWi
AinbHUu), (NprBeaeHHs
hyHKLi
3apeecTpoBaHoro
BMPOGHMKaA A0
aaMiHICTpaTNBHUX
[OKYMEHTIB BUPOGHMKA,
6e3 3MiHN BUPOBHUYOT
OiNbHULI Ta 6e3 3MiH
YCiX BUPOOHNUMX
onepadijid). 3minm |
Tuny: FroToBui
nikapcbkuii 3aci6.
Brpo6HuuTBO. 3amiHa
ab0 BBeAEHHS
[0aTKOBOT AiNbHALL
BMPOGHUMLTBA AN
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n/n

JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

16.

3BIPOBOIO

Tpasa (cybcTaHLuis) y

4yacTuHK abo BCbOro
BMPOBHMYOro npouecy
roTOBOrO /liKapCbKOro
3acoby (ginbHUUs ans
BTOPWHHOTO
nakyBaHHsl), (BBeAEHHS
[0aTKOBOT AiNbHALL
AN BTOPUHHOIO
nakyBaHHs i K
HacnifoK yTOYHEHHS
dhyHKUi AnsA BXe
3aTBEPKEHNX
BMPOGHUKIB). 3MiHU |
TMny: 3miHn Wwoao
6e3nekn/eheKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHM Yy TepaneBTUYHUX
nokasaHHAX
(BUNYyYeHHSA
TepaneBTUYHOIO
nokasaHHs), (3MiHu
BHECEHO A0 IHCTPYKLUIT
AN MeauyHoro
3aCTOCYyBaHHSA
npenapary 4o po3giny
"MokasaHHsa". 3MiHu |
TUMy: 3MiHW 3 AKOCTI.
[OTOBWIA NikapCbKuii
3aci6. CtabinbHICTb.
3MiHa y TepmiHax
npugatHocTi abo
ymoBax 36epiraHHs
roTOBOrO /liKapCbKOro
3acoby (3miHa B
ymoBax 36epiraHHs
roTOBOrO /liKapCbKOro
3acoby abo nicns
PO34MHEHHSA/BILHOBMEH
HA), (3mMiHa ymoB
36epiraHHsA roToBOro
nikapcbKoro 3acoby.
3MiHa 3aTBepaxeHa B
KpaiHi BUpO6HMKa.)

TPABA

MilLKax, ToKax, Kinax
Ans hapmaleBTUYHOro

3aCTOCyBaHHs

MpAT
"NikTpasun"

YkpaiHa

MpAT "NikTpasn”

Ykpaina

nepepeectpauis Ha 5
POKiB Yy 3BAA3KY i3
3aKiHYEHHAM TepMiHy

4ji peecTpauiiHoro

He nionsiecae

UA/5471/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

nocBigYeHHst; 3MiHK |
T™Mny: AgMIHICTpaTuBHI
3MiHW. 3miHa
HalilMeHyBaHHs Ta/abo
ajipecy 3asBHVKa
(BnacHuka
peecTpadiiHoro
nocBigyeHHs). 3MiHu |
TMny: AgMiHICTpaTUBHI
3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo
agpecy Micus
NpoBaXeHHS
[iSNbHOCTI BUPOOHMKA
(Brrovatoun, 3a
HeobXigHOCTI, Micue
NPOBEEHHSI KOHTPOSO
SIKOCTi), @60 BnacHuka
macTep-gpaiina Ha Adl,
a60 nocravasibHMKa
Adl/BnxigHoro
mMartepiany/peareHTy/np
OMDKHOTO MPOAYKTY, WO
3aCTOCOBYHOTbCA Y
BUPOOHULTBI ADI (SKLWLO
3a3HayeHo y j0CbE Ha
nikapcbkuii 3acib) 3a
BifjCYTHOCTI
cepTugpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei y
3aTBEPAKEHOMY [OCbE,
a60 BMPOBHMKA HOBOI
[ONOMDKHOT PEYOBUHU
(AKWO 3a3Ha4eHo y
[ocbe). 3MiHu | Tuny:
3MiHu 3 aKocTi. AdI.
KoHTponb A®l. 3miHa y
meToAax
BMNpobyBaHHA APl abo
BUXiAHOIO
martepiany/npomiKHOro
npoayKTy/peareHTy, LWo
BUKOPVCTOBYETLCA Y
npoueci BUPoGHULITBA
A®PI (iHWi 3MiHN Y
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
meToAax
BMNPOGYBaHHSA

(BK/THOHAKOUM 3aMiHY
a60 oonoBHEHHS) ADI
abo
BUWXIiAHOr0/MPOMiXXHOro
npoaykTy),
(NpviBegeHHA po3giny
«MikpobionoriyHa
yuctota» y
BIAMNOBIAHICTb 4,0 BUMOT
Aito4oro BuAaHHA
LoY). 3MiHu | Tuny:
3MiHu 3 aKocTi. AdI.
CTabinbHICTb. 3MiHa
nepiofy NOBTOPHWX
BMNpob6yBaHb/nepioay
36epiraHHa abo ymMoB
36epiraHHa A®I (3a
BifACYTHOCTI y
3aTBEPAKEHOMY [OChE
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei, LWo
BK/IIOYaAE nepiog
NOBTOPHOTO
BMNpOGYBaHHS) (nepiog,
NOBTOPHOTO
BMNpOoGyBaHHsA/nepios
36epiraHHs) - 3miHa
ymoB 36epiraHHsa Adl,
(3miHa ymoB
36epiraHHs). 3minu Il
TUMy: 3MiHW 3 AKOCTI.
A®|. KoHTposnb A®I.
3miHa y napameTpax
cneumdikauii Ta/abo
[OMYCTUMUX MEX,
BU3HAYEHUX Y
cneumdikauisx Ha AdI
abo
BUXIigHWIA/NPOMIKHWIA
npoaykT/peareHT, LWo
BUKOPWCTOBYIOTLCH Y
npoueci BUPoGHULITBA

A®I (iHWi 3MiHN),
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
(8ONOBHEHHS
cneumdikauii dopakuiero
noApibHEHOI CMPOBUHN
«MOPOLLIOK KPyNHUi» Ta
[OONOBHEHHS po3ainy
«LlenbHoe cbipbe»
NoKa3HUKOM «CcTebnei
AnameTpom He 6onee 5
MMm»). MpuBeaeHHs
3aCTOCYyBaHHSA
cybcTaHLii y
BigMNOBigHICTL 4O BUMOT
fitoyoro BugaHHa ey
17. IBYHOPM kancysm no 400 mr: Ne ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa nepepeectpauis Ha 5 6e3 niosnsiecae UA/
10 (10x1) abo Ne 20 o6MmexeHo BVMPOGHMLTBA, POKiB Yy 3BAA3KY i3 peyenma 11677/01/02
(10x2) y 6nicTepax B BignosigasbHICT KOHTPO/b SIKOCTI, 3aKiHYEHHAM TepMiHy
Kopoo6Li 10 BUMYCK Cepii: Aii peecTpaujinHoro
"®apmaueBTUYH ToBapuncTBO 3 noceigyYeHHs; 3MiHu |
a KoMnaHis 06MEXEHO TMny: 3miHa
"3p0pos'a” BiANOBIAA/ILHICTIO HallMeHyBaHHs Ta/abo
"GapmaueBTnyHa MicLLe3HaX0MKEHHS
KoMnaHis "3gopos'a”, BUPOBHMKA rOTOBOTO
Ykpaina/ niKapcbKoro 3acooby,
BCi cTagii BK/IHOYAOUN Micue
BMPOBHMLITBA, NpoBeeHHS KOHTPO/O

KOHTPO/b AKOCTI:
ToBapucTBO 3
obmexeHoo
BiANOBIAA/ILHICTIO
"®APMEKC IPy1",
YkpaiHa

AKOCTI(BMPOGHMYA
AiNbHWLSA BUNYCKY
cepii). 3MiHun | Tuny:
3MiHM 3 AKOCTI.
[oTOBWIA NikapcbKuii
3aci6. Cuctema
KOHTeliHep/3akynoptoBa
NbHWI 3aci6. 3miHa
noctavasibHuKa
nakyBaJIbHUX
marepianis abo
KOMMNEKTYUMNX (AKLLO
3a3HayeHo B [OCbE)
(3amiHa abo gofaBaHHs
nocravasnibHuKa), -
BBEJEHHS 104aTKOBOrO
BMPOGHMKa
nakyBasibHOro
MaTtepiany (donbra
antoMiHieBa). 3miHu |
TMny: 3MiHW 3 SKOCTI.
OTOBWIA NiKapCbKMit
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

3aci6. Cuctema
KOHTeliHep/3akynoptoBa
NbHWI 3aci6. 3miHa
napameTpis
cneumdikauii Ta/abo
[0NyCTUMUX MEX
NepBUHHOI YNakoBKK
roTOBOrO NiKapCbKOro
3aco06y (iHLWi 3MiHN).
CynyTHS 3MiHa: 3MiHK 3
AKoCTi. FoTOBWIA
nikapcbknii 3aci6.
Cuctema
KOHTeliHep/3akynoptoBa
NbHWIA 3aci6. 3miHa y
meToAax
BMNPOGYBaHHSA
NepBUHHOI YNakoBKK
roTOBOrO /liKapCbKOro
3aco6y (He3HauHi 3MiHW
y 3aTBEPKEHNX
meToAax
BUNpPoByBaHb), —
npvBeeHHs
cneundikauii Ta
MeTOoZIB BXifHOro
KOHTPOJTI0 NEPBVHHOIO
nakyBaHHs (nniska
noniBiHiNxnopuaHa,
chonbra anomiHiesa) 3a
NOKa3HNKOM
«MikpobionoriyHa
yuctota» y
BiANOBIAHICTb 4O BUMOT
aitoyoro BugaHHsa JPY.
3MiHn | TURy: 3miHK 3
AKoCTi. FoTOBUIA
nikapcbkuii 3aci6.
KOHTPO/b AONOMIKHMX
peyoBuH. 3MiHa
napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX ANS
[ONOMDKHOT PEYOBUHU
(iHWi 3miHW). CynyTHS
3MiHa: 3MiHW 3 AKOCTI.
OTOBWIA NiKapCbKuiA
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

3aci6. KoHTposb
[0MOMDKHUX PEYOBUH.
3miHa y meTogax
BMNPOGYBaHHSA
[ONOMDKHOT PEYOBUHU
(He3HauHi 3MiHn y
3aTBEPMAKEHNX
meToAax
BMMNPOOYBaHb), -
npvBeaeHHs
cneuudikauii BXigHoro
KOHTPOJIIO Ha Kancyu
XenaTuHoBI TBepaj
MOPOXHi 3a
nokasHuKkamm
«KinbkicHe
BU3HAYEHHS»,
«lgeHTudikauis.
BapBHUKM» y
BIANOBIAHICTb A0
marepianis
HOpMaTUBHOI
LoKymeHTauii
BMPOGHMKA.
3MiHu | TUnNy: 3MiHK 3
akocTi. CepTudikat
BignosigHocCTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpady
ii. 3MiHK, NoB'A3aHi 3
HEOoOXiAHICTIO
npvBeAeHHs y
BIANOBIAHICTb A0
MoHorpadii 4PY abo
€BponeiicbKoi
thapmakonei, abo iHLoi
HauioHas/1bHOT
thapmakonei gepxasu
€C (3miHa y
cneuudikauisx,
nos'asaHa 3i 3miHamu B
oYy, abo
€Bponeiicbkil
thapmakonei, abo iHLuii
HaujoHasIbHil
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

thapmakonei gepxasu
€C). CynyTHs 3MmiHa:
3MiHVM 3 AKOCTI.
[OTOBWIA NikapCbKuii
3aci6. KoHTponb
[OMOMKHUX PEYOBUH.
3MiHa y meTogax
BMNPOGYBaHHSA
[OMOMDKHOT PEYOBUHN
(He3HauHi 3MiHn y
3aTBEPKEHNX
meToAax
BMNPOBYBaHb), -
npvBeAeHHs
cneuudikauii Ta
MeTOAiB BXiAHOro
KOHTPO/I0 AOMOMIDKHUX
peyoBWH. 3MiHn | TUny:
3MiHM 3 AKOCTI.
Ceptucpikar
BignosigHocTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpady
ii. 3MiHK, NoB'A3aHi 3
HEOoOXiAHICTIO
npvBeAeHHs y
BIANOBIAHICTb A0
MoHorpadii 4PY abo
€BponeiicbKoi
thapmakonei, abo iHLOoi
HauioHa/1bHOT
hapmakonei gepxasu
€C (3miHa y
cneuudikalisx,
nos'szaHa 3i 3amMiHo0
BMMOr MOHorpadii Y
abo iHwoT
HauioHasIbHOT
hapmakonei gepxasu
€C Ha BumOrK
MOHorpadit
€BponelicbKoi
thapmakonei). CynyTHs
3MiHa: 3MiHW 3 AKOCTI.
OTOBWIA NiKapCbKuiA
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

3aci6. KoHTposb
[0MOMDKHUX PEYOBUH.
3miHa y meTogax
BMNPOGYBaHHSA
[ONOMDKHOT PEYOBUHU
(He3HauHi 3MiHn y
3aTBEPMAKEHNX
meToAax
BMMNPOOYBaHb), -
npvBeaeHHs
cneuudikauii Ta
METOAIB BXiAHOro
KOHTPO/T0 [ONOMDKHUX
peyoBuH MarHito
cTeapaT, KpemHito
Aiokcuza KonoigHmia
6e3B0OAHUIA,
linpomenosa 3a
NOKa3HNKOM
«MikpobionoriyHa
yuctota» y
BiANOBIAHICTb 4O BUMOT
Aitoyoro BugaHHsa JPY.
3MiHn | TURy: 3miHK 3
AKocTi. CepTudikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. 3MiHK, nos'A3aHi 3
HEOO6XiAHICTIO
npviBefeHHs y
BiANOBIAHICTb A0
MOHorpadii AdY abo
€BponericbKoi
thapmakonei, abo iHwoi
HavioHas/1bHOT
chapmakonei gepxasu
€C (3miHa y
cneuudikalisx,
noB'A3aHa 3i 3MiHam B
Loy, abo
€Bponeiicbkili
chapmakonei, abo iHLwii
HaLjioHasbHil
hapmakonei gepxasu
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

€C). CynyTHs 3MiHa:
3MiHu 3 aKocTi. AdI.
KoHTponb A®l. 3miHa y
meToAax
BMNpobyBaHHA APl abo
BUXiAHOIO
martepiany/npomiKHOro
npoaykTy/peareHTy, LWo
BUKOPVCTOBYETLCA Y
npoueci BUPoGHULITBA
A®| (He3HaUHI 3MiHW Y
3aTBEPKEHNX
meTogax
BUNPOBYBaHHSA), -
npvBeeHHs
cneundikauii Ta
MeTOoZIB BXifHOro
KOHTpoNo Ad| 3a
NOKa3HNKOM
«MikpobionoriyHa
yuctota» y
BiANOBIAHICTb 4O BUMOT
Aitoyoro BugaHHsa JPY.
3MiHn | TURy: 3miHK 3
AKocTi. CepTudikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. MopgaHHA HoBOro abo
OHOBJIEHOr0
ceptudpikata
BiANOBIgHOCTI 260
BU/TYYEHHSA
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei: ans Adl;
ONs BUXIAHOTO
maTtepiany/peareHTy/np
OMIDKHOTO NPOAYKTY, L0
BUKOPWCTOBYHOTLCA Y
BMPOGHMLTBI APIl; ans
[OMOMDKHOT PEYOBWHN
(cepTudpikat
BiANOBIAHOCTI
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Hassa

®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
€Bponeiicbkili

chapmakonei) - Hosuii
cepTudikar Bif BXe
3aTBEPAKEHOr0
BMPOGHUMKaA. CynyTHSA
3MiHa: 3MiHW 3 AKOCTI.
A®I. KoHTponb AdI.
3MiHa y napameTtpax
cneundikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneuudikauisix Ha Adl,
a6bo
BUXIZAHWA/NPOMIXHWIA
npoAayKT/pearexT, wWwo
BUKOPWCTOBYHOTLCH Y
npoveci BUpobHuLTBa
A®I, 3MiHM 3 SKOCTI.
A®I. KoHTponb AdI.
3MiHa y meTogax
BMNpobyBaHHA APl abo
BUXiAHOTO
martepiany/npomiKHOro
npoAyKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y
npoveci BUpobHuLTBa
A®| (He3HaYHI 3MiHN Y
3aTBEPMAKEHNX
meToaax
BMMNPOOYBaHHS) -
HajaHHs1 HOBOrO
CepTudpikaty
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei R1-CEP
2002-099-Rev 02 Big,
3aTBEPKEHOr0
BMpo6HMKa APl Hubei
Granules-Biocause
Pharmaceutical
Company CO., Ltd.,
KnTaii 3 yTouHeHHAM
HaliMeHyBaHHS Ta
ajpecu BUpobHUKa, Ta,
SIK Hacnigok,
npvBeAeHHs po3ainy
«CynpoBifHi AOMILLKM»




n/n

Hassa

dopma sunycKy

3asBHUK

45

JNliKapcbKo20
3acoby

(nikapcbka chopma,
ynakoska)

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

18.

IBYHOPM

kancynm no 200 mr in

ToBapucTso 3

YkpaiHa

B cneumaikauii Ta
mMeTofax BXifHOro
KOHTpoNo APl y
BiANOBIAHICTb A0
MoHorpadii Aito4oro
BMAAHHSA €BpOnencbkoi
Papmakonei. 3MiHu |
TUMy: 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. KoHTposb
roTOBOrO JliKapCbKOro
3aco6y. 3miHa
napameTpis
cneumdikauii Ta/abo
[0NyCTUMUX MEX
roTOBOrO /liKapCbKOro
3aco6y (BHECEHHS 3MiH
[0 JoCbe nicns
OHOBJIEHHA 3arasbHol
CTaTTi Ha roToBy
nikapcbky copmy y
LoY/EBponeiickkili
thapmakonei. CynyTHs
3miHa: 3MiHM 3 AKOCTI.
[OTOBWIA NlikapCbKuii
3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3acoby. 3miHa y
meToAax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3aco6y (OHOBMEHHSA
npoueaypu
BUNPOOYBaHHA AN1S
npuBeAeHHs y
BiAMNOBIAHICTb 3i
3MiHEHOI0 3arasibHoI0
ctatTeto AdY abo
€BponericbKoi
thapmakonei)- po3ain
«MikpobionoriyHa
yncToTa» NPUBEAEHO Y
BiA4NOBIAHICTb 4O BUMOT
Aitoyoro BuaaHHsa JPY)

bulk Ne 4000 y nakeTi

nonieTuIeHoBoMy

0bMmexeHo

BiANOBigasIbHICT

BCi cTagii
BUPOGHMLTBA,
KOHTPO/Ib SKOCTI,

YkpaiHa

nepepeecTpaLis Ha 5
pOKiB Yy 3B°AA3KY i3

3aKiHYEHHAM TEPMIiHY

He nidnsi2zae

UA/
14915/01/01




46

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
10 BUNYCK cepil: nii peecTpaujiiHoro
"PapmaueBTUYH ToBapucTBo 3 NoCBiAYEHHST; 3MiHK |
a KomnaHis obmexeHo Tuny: 3miHa
"3p0poB'a” BiANOBiAA/IbHICTIO HalilMeHyBaHHs Ta/abo
"dbapmaLeBTnyHaA MiCLLe3HaXOMKEHHS
KoMnaHis "310poB'a”, BMPOGHMKA rOTOBOTO
Ykpaina/ niKkapcbKoro 3acooby,
BCi cTagii BK/IOYa0UN MicLe
BUPOBHMLITBA, NpOBefEeHHA KOHTPOJ0

KOHTPO/1b AKOCTI:
ToBapucTBo 3
o6MexeHo
Bi4NOBiAA/IbHICTIO
"®APMEKC IPyn",
YkpaiHa

AKOCTI(BMPOGHNYA
[OiNbHULSA BUMYCKY
cepii). 3minu | TUNY:
3MiHM 3 AKOCTI.
[oTOBWIA NniKapcbKunii
3aci6. Cuctema
KOHTelHep/3akynoptoBa
NbHWi1 3aci6. 3miHa
noctavyasibHuKa
nakyBaslbHUX
marepianis abo
KOMMNIEKTYUNX (KO
3a3HayeHo B JOCbE)
(3amiHa abo gofasaHHs
noctavanbHuKa), -
BBEEHHS JOAATKOBOrO
BMPOGHMKa
nakyBaslbHOro
matepiany (cponbra
antoMiHieBa). 3miHu |
TUMy: 3MiHW 3 AKOCTI.
[OTOBWIA NikapCbKuii
3aci6. Cucrtema
KOHTeliHep/3akynopoBsa
NbHWI 3aci6. 3miHa
napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX
NepBUHHOI YNakoBKM
roTOBOrO /liKapCbKOro
3aco06y (iHLi 3MiHW).
CynyTHS 3MmiHa: 3MiHuK 3
AKOCTI. FOTOBUIA
nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3akynopoBsa
NbHWIA 3aci6. 3miHa 'y
meTofax
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
BMNPOGYBaHHSA

NnepBUHHOI YNakoBKM
roTOBOrO /liKapCbKOro
3aco0by (He3HauHi 3MiHW
y 3aTBEPKEHUX
meToAax
BMNPO6YBaHb), —
npvBeAeHHs
cneuudikauii Ta
MeTOAiB BXiAHOIo
KOHTPO/I0 NEPBUHHOIO
nakyBaHHs (n/iBka
nonisiHiIxnopuaHa,
dosbra antomiHieBa) 3a
NOKa3HNKOM
«Mikpob6ionoriyHa
yuctota» y
BigMNOBIAHICTL 4O BUMOT
aitoyoro BugaHHsa AdY.
3MiHn | TURY: 3MiHK 3
AKOCTI. FOTOBUIA
nikapcbkuii 3aci6.
KOHTpOsb AONOMIKHUX
peyvoBUH. 3miHa
napameTpis
cneumdikauii Ta/abo
[ONyCTUMUX MeX ANs
[LONOMDKHOT peqyoBUHN
(iHwWi 3MiHW). CynyTHA
3miHa: 3MiHW 3 AKOCTI.
[OTOBWIA NikapCbKuii
3aci6. KoHTponb
[OMOMKHUX PEYOBUH.
3MiHa y meTogax
BMNPOGYBaHHSA
[OMOMDKHOT PEYOBWHN
(He3HauHi 3MiHn y
3aTBEPLKEHNX
meToAax
BMNPOBYBaHb), -
npvBeAeHHs
cneupndikauii BXigHoOro
KOHTPO/IO Ha Kancyu
XenaTvHoBsi TBepai
MOPOXHi 3a
nokasHuKamm
«KinbkicHe
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Hassa

®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
BU3HAYEHHS»,

«lgeHTudikauis.
BapBHUKM» y
BiANOBIAHICTb A0
marepianis
HOpMaTUBHOI
LoKymeHTauii
BMPOGHMKA.
3MiHn | TURy: 3miHK 3
AKocTi. CepTudikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. 3MiHK, nos'A3aHi 3
HEOO6XiAHICTIO
npvBefeHHs y
BiANOBIAHICTb A0
MOHorpadii AdY abo
€BponericbKoi
thapmakonei, abo iHwoi
HavioHas/1bHOT
chapmakonei gepxasu
€C (3miHa y
cneuudikalisx,
noB'A3aHa 3i 3MiHam B
Loy, abo
€Bponeiicbkili
chapmakonei, abo iHLwii
HaLjioHasbHil
hapmakonei gepxasu
€C). CynyTHs 3MiHa:
3MiHM 3 AKOCTI.
[oTOBWIA NniKapcbKunii
3aci6. KoHTposnb
[OOMOMiXXKHUX PEYOBUH.
3MiHa y meTogax
BMNPOGYBaHHSA
[OO0NOMDKHOT peqyoBUHN
(He3HayHi 3MiHn y
3aTBEPKEHNX
meToAax
BMNPOOYBaHb), -
npvBeeHHs
cneundikauii Ta
MeToZiB BXiHOro
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

KOHTPO/T0 [ONOMIKHUX
peyoBuH. 3MiHu | Tuny:
3MiHVM 3 AKOCTI.
CepTudpikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. 3MiHK, nos'A3aHi 3
HEOO6XiAHICTIO
npviBefeHHs y
BiANOBIAHICTb A0
MOHorpadii AdY abo
€BponericbKoi
thapmakonei, abo iHwoi
HavioHas/1bHOT
chapmakonei gepxasu
€C (3miHa y
cneuudikalisx,
noB'si3aHa 3i 3amiHO0
BUMOT MOHorpadii 4PY
ab0 iHwoi
HauioHa/1bHOT
hapmakonei gepxasu
€C Ha BuMoOru
MoHorpadii
€BponeiicbKoi
thapmakone’). CynyTHs
3miHa: 3MiHW 3 AKOCTI.
[OTOBWIA NikapCbKuii
3aci6. KoHTponb
[OMOMKHUX PEYOBUH.
3MiHa y meTogax
BMNPOGYBaHHSA
[OMOMDKHOT PEYOBWHN
(He3HauHi 3MiHn y
3aTBEPKEHNX
meToAax
BMNPOBYBaHb), -
npvBeAeHHs
cneuudikauii Ta
MeTOAiB BXiAHOIo
KOHTPO/IO AOMOMIKHUX
peyoBuH MarHito
cTeapart, KpemHito
Aiokcua KoNoigHWin
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
6e3B0AHUIA,
Finpomenosa 3a
MOKa3HWKOM

«Mikpob6ionoriyHa
yuctota» y
BigMNOBiAHICTL 4O BUMOT
aitoyoro BugaHHsa AdY.
3MiHn | TURY: 3MiHK 3
akocTi. CepTudpikat
BignosigHocCTI/TE-
ceptudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. 3MiHK, Nos'A3aHi 3
HeobXiaHICTHO
npuBeAeHHs y
BiAMNOBIAHICTb A0
MoHorpadii 4dY abo
€BponelicbKoi
thapmakonei, abo iHLwoi
HauioHasIbHOT
hapmakonei gepxasu
€C (3miHay
crneuudikavisx,
nos'sA3aHa 3i 3miHamu B
Loy, abo
€Bponeiicbkili
thapmakonei, abo iHLuii
HaLioOHa/bHIl
thapmakonei gepxasu
€C). CynyTHs 3MmiHa:
3MiHu 3 akocTi. AdL.
KoHTposnb A®L. 3miHa y
meTofax
BMNpobyBaHHA APl abo
BUXiAHOTO
mMartepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y
npoveci BUpobHuLTBa
A®| (He3HaYHI 3MiHN Y
3aTBEPMAKEHNX
mMeTofax
BMNPOOYBaHHS), -
npvBeAeHHs
cneumdikauii Ta
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

MeTOAiB BXiAHOro
KOHTpoNo AdI 3a
NOKa3HNKOM
«Mikpob6ionoriyHa
yuctota» y
BigMNOBiAHICTL 4O BUMOT
aitoyoro BugaHHsa AdY.
3MiHn | TURY: 3MiHK 3
akocTi. CepTudpikat
BignosigHocCTI/TE-
ceptudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. MopaHHA HOBOro abo
OHOB/IEHOrO
cepTugpikata
BignoBigHOCTI abo
BU/TyYEHHSA
cepTugpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXiAHOTO
martepiany/peareHTy/np
OMDKHOTO MPOAYKTY, WO
BUKOPWCTOBYIOTLCH Y
BMPOGHMUTBI ADIl; ans
[ONOMDKHOT PEYOBUHU
(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei) - Hosui
cepTudikaT Bif BXe
3aTBEPKEHOr0
BUPOGHMKa. CynyTHS
3MiHa: 3MiHW 3 AKOCTI.
A®|. KoHTposib A®I.
3MiHa y napameTpax
cneuudikauii Ta/abo
[OMYCTUMUX MEX,
BU3HAYEHUX Y
cneuugikauisax Ha Adl,
abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BUKOPWCTOBYHOTHLCS Y
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

npoueci BUPoGHULITBA
A®I, 3MiHM 3 AKOCTI.
A®|. KoHTposb A®I.
3MiHa y meTogax
BMNpobyBaHHA APl abo
BUXiAHOIO
martepiany/npomiKHOro
npoaykTy/peareHTy, LWo
BUKOPVCTOBYETLCA Y
npoueci BUPoGHULITBA
A®| (He3HaUHI 3MiHW Y
3aTBEPKEHNX
meTogax
BUNPOBYBaHHSA) -
HafjaHHs1 HOBOTO
CepTudpikaty
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei R1-CEP
2002-099-Rev 02 Big,
3aTBEPKEHOr0
BMpo6GHMKa A®| Hubei
Granules-Biocause
Pharmaceutical
Company CO., Ltd.,
KnTaii 3 yTOUHEHHAM
HaliMeHyBaHHS Ta
agpecu BUPObHWKa, Ta,
K HACNigoK,
npvBefeHHs po3ainy
«CynpoBiZHi LOMILLKN»
B cneuudikauii Ta
mMeToAax BXifgHOro
KOHTpoNo Adly
BIANOBIAHICTb A0
MoHorpadii gito4oro
BMAAHHA €BponencbKoi
dapmakonei. 3miHu |
TUMy: 3MiHW 3 AKOCTI.
[OTOBWIA NikapCbKuii
3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3acoby. 3miHa
napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX

roTOBOrO NiKapCbKOro




n/n

Hassa

dopma sunycKy

3asBHUK

Kpaina
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JNliKapcbKo20
3acoby

(nikapcbka chopma,
ynakoska)

3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

19.

IBYHOPM

Kancynm no 400 wmr in

ToBapucTso 3

YkpaiHa

BCi cTagii

3acoby (BHECEHHS 3MiH
[0 gocbe nicns
OHOBJIEHHA 3arasibHOT
cTaTTi Ha roToBY
nikapcbky opmy y
[dY/EBponeiichkili
hapmakonei. CynyTHsa
3MiHa: 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. KoHTposb
roTOBOrO JliKapCbKOro
3acoby. 3miHa 'y
meTogax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3acoby (OHOBMEHHSA
npoueaypu
BUNPOOYBaHHA 415
npvBeAeHHs y
BiANOBIAHICTb 3i
3MIHEHOI0 3arasibHO0
ctarTteto AdY abo
€BponelicbKoi
thapmakonei)- po3gin
«Mikpob6ionoriyHa
yncTOTa» NPUBEAEHO Y
BigMNOBiAHICTL 4O BUMOT
Aitoyoro BugaHHsA JdY)

bulk Ne 3000 y nakeTi
nosnieTnIeHOBOMY

o6mexeHo
BignosiganbHICT
10
"@apmaueBTUYH
a KoMnaHis
"3popos'a”

BVMPOGHMLTBA,
KOHTPO/1b AKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
obmexeHoto
BiANOBIAA/ILHICTIO
"GapmaueBTnyHa
KoMnaHis "3gopos'a”,
YkpaiHa/

BCi cTagii
BUPOGHMLTBA,
KOHTPO/b AKOCTI:
ToBapucTBO 3
obmexeHoo
BiANOBIAA/ILHICTIO
"®APMEKC IPy1",

YkpaiHa

Ykpaina

nepepeectpauisi Ha 5
POKiB Yy 3BAA3KY i3
3aKiHYEHHAM TepMiHy
Lii peecTpauiiHoro
NoCBiAYEHHST; 3MiHK |
TMny: 3miHa
HallMeHyBaHHs Ta/abo
MiCLIe3HaXOKEHHS
BMPOGHMKa rOTOBOr0

niKapcbKoro 3acooby,
BK/IHOYAOUN Micue
NpoBeeHHS KOHTPO/O
AKOCTI(BMPOGHMYA
AiNbHWLSA BUNYCKY
cepii). 3MiHun | Tuny:
3MiHM 3 AKOCTI.
[oTOBWIA NikapcbKuii
3aci6. Cuctema

KOHTeliHep/3akynoptoBa

He nionsieae

UA/
14915/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

NbHWI 3aci6. 3miHa
noctavasibHvKa
nakyBasIbHUX
Marepianis abo
KOMMNIEKTYUMNX (KL
3a3HayeHo B [JOCbE)
(3amiHa abo gofaBaHHs
nocravasibHuKa), -
BBE[leHHA JOAATKOBOrO
BUPOGHMKA
nakyBaslbHOro
marepiany (donbra
aIOMiHIEBA). 3MiHN |
TUMy: 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. Cuctema
KOHTeliHep/3akynoptoBa
NbHWI 3aci6. 3miHa
napameTpis
cneumdikauii Ta/abo
[0NyCTUMUX MEX
NepBUHHOI YNakoBKK
roTOBOrO NiKapCbKOro
3aco06y (iHLWi 3MiHN).
CynyTHS 3MiHa: 3MiHK 3
AKoCTi. FoTOBWIA
nikapcbknii 3aci6.
Cuctema
KOHTeliHep/3akynoptoBa
NbHWUIA 3aci6. 3miHa y
meToAax
BMNPOGYBaHHSA
NepBUHHOI YNakoBKK
roTOBOrO /liKapCbKOro
3aco6y (He3HauHi 3MiHW
y 3aTBEPKEHNX
meToAax
BUNpPoOYyBaHb), —
npvBeeHHs
cneundikauii Ta
MeTOoZIB BXifHOro
KOHTPOJTI0 NEPBVHHOIO
nakyBaHHs (nniska
noniBiHiNxnopuaHa,
chonbra anomiHiesa) 3a
NOKa3HNKOM
«MikpobionoriyHa
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

yuctota» y
BIAMNOBIAHICTb 4,0 BUMOT
aitoyoro BugaHHsa JoY.
3MiHu | TUnNy: 3MiHK 3
AKOCTi. FoTOBWIA
nikapcbknii 3aci6.
KOHTPO/b AONOMIKHMX
peyoBuH. 3MiHa
napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX ANS
[OMOMDKHOT PEYOBUHN
(iHWi 3miHW). CynyTHSA
3MiHa: 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. KoHTposb
[0MOMDKHUX PEYOBUH.
3miHa y meTogax
BMNPOGYBaHHSA
[ONOMDKHOT PEYOBUHU
(He3HauHi 3MiHn y
3aTBEPMAKEHNX
meToAax
BMNPOO6YBaHb), -
npvBeAeHHs
cneuudikauii BXigHoro
KOHTPOJIIO Ha Kancyu
XenaTuHoBI TBepaj
MOPOXHi 3a
nokasHuKamm
«KinbkicHe
BU3HAYEHHS»,
«lpeHTudikauis.
BapBHUKM» y
BIANOBIAHICTb A0
marepianis
HOpMaTUBHOI
LoKymeHTauii
BMPOGHMKA.
3MiHu | TUnNy: 3MiHK 3
akocTi. CepTtudikat
BignosigHocTI/TE-
cepTudikar
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpady
ii. 3MiHK, NOB'A3aHi 3
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

HeobXiaHICTHO
npuBeAeHHs y
BiAMNOBIAHICTb A0
MoHorpadii 4dY abo
€BponelicbKoi
thapmakonei, abo iHLwoi
HauioHasIbHOT
hapmakonei gepxasu
€C (3miHay
cneuudikawisx,
nos'sA3aHa 3i 3miHamu B
Loy, abo
€Bponeiicbkili
thapmakonei, abo iHLuii
HaliOHa/bHIl
hapmakonei gepxasu
€C). CynyTHs 3MmiHa:
3MiHVM 3 AKOCTI.
[OTOBWIA NikapCbKuii
3aci6. KoHTponb
[OMOMKHUX PEYOBUH.
3MiHa y meTogax
BMNPOGYBaHHSA
[OMOMDKHOT PEYOBWHN
(He3HauHi 3MiHn y
3aTBEPLKEHNX
meToAax
BMNPOBYBaHb), -
npvBeAeHHs
cneuudikauii Ta
MeTOAiB BXiAHOro
KOHTPO/IO AOMOMIDKHUX
peyoBuH. 3MiHn | TUny:
3MiHM 3 AKOCTI.
Ceptucpikar
BignosigHocCTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpady
ii. 3MiHK, NoB'A3aHi 3
HEOoOXiAHICTIO
npvBeAeHHs y
BIANOBIAHICTb A0
MoHorpadii 4PY abo
€BponeiicbKoi
hapmakonei, abo iHLwoi
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
HauioHasIbHOT
hapmakonei gepxasm
€C (3miHay

crneuudikavisx,
noBs'A3aHa 3i 3amiHoI0
BMMOr MOHorpadii Y
abo iHwoi
HaLjioHas1bHOT
chapmakonei gepxasu
€C Ha BuMoOru
MoHorpadii
€BponericbKoi
thapmakonei). CynyTHs
3MiHa: 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. KoHTposb
[0MOMDKHUX PEYOBUH.
3miHa y meTogax
BMNPOGYBaHHSA
[ONOMDKHOT PEYOBUHU
(He3HauHi 3MiHn y
3aTBEPMAKEHNX
meToAax
BMNPOO6YBaHb), -
npvBeAeHHs
cneuudikauii Ta
METOAIB BXiAHOro
KOHTPO/T0 [ONOMIKHUX
peyoBuH MarHito
cTeapaT, KpemHito
Aiokcuza KonoigHmin
6e3B0OAHUIA,
Finpomenosa 3a
NOKa3HNKOM
«MikpobionoriyHa
yuctota» y
BiA4NOBIAHICTb 4O BUMOT
Aitoyoro BugaHHa JPY.
3MiHn | TURYy: 3miHK 3
AKocTi. CepTudikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. 3MiHK, nos'A3aHi 3
HEOO6XiAHICTIO
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

npvBeAeHHs y
BIANOBIAHICTb A0
MoHorpadii 4PY abo
€BponeiicbKoi
thapmakonei, abo iHLOoi
HauioHa/1bHOT
hapmakonei gepxasu
€C (3miHa y
cneuudikalisx,
nos'a3aHa 3i 3miHamu B
oYy, abo
€Bponeiicbkil
thapmakonei, abo iHLuii
HaLjioHasbHil
chapmakonei gepxasu
€C). CynyTHs 3MiHa:
3MiHu 3 aKocTi. AdI.
KoHTponb A®l. 3miHa y
meToAax
BMNpobyBaHHA APl abo
BUXiAHOIO
martepiany/npomiKHOro
npoayKTy/peareHTy, LWo
BUKOPVCTOBYETLCA Y
npoueci BUPoGHULITBA
A®| (He3HaUHI 3MiHW Y
3aTBEPAKEHNX
meToAax
BUNPOBYBaHHS), -
npvBeeHHs
cneundikauii Ta
MeTOoZIB BXifHOro
KOHTpoNo AdI 3a
NOKa3HNKOM
«MikpobionoriyHa
yuctota» y
BiA4NOBIAHICTb 4O BUMOT
Aitoyoro BugaHHa JPY.
3MiHn | TURYy: 3miHK 3
AKocTi. CepTudikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. MopgaHHA HoBOro abo
OHOBJ/IEHOTO
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
cepTudpikara

BiAnNoBigHOCTI abo
BUJTyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei: ana Adl;
Ansa BuUxigHoro
matepiany/peareHty/np
OMIDKHOTO NPOAYKTY, L0
BUKOPWCTOBYHOTLCS Y
BMPO6HMUTBI APl; ans
[L0NOMDKHOT peqyoBMHN
(ceptuddikat
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei) - Hosuii
cepTudikar Bif BXe
3aTBEPKEHOr0
BMPOGHUKaA. CynyTHSA
3miHa: 3MiHM 3 AKOCTI.
A®I. KoHTponb AdI.
3MiHa y napameTpax
cneundikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneuudikauisix Ha Adl,
abo
BUXIZAHWUA/NPOMIXHWIA
npoAayKT/pearexT, wWwo
BUKOPWCTOBYHOTLCA Y
npoveci BUpobHuLTBa
A®I, 3MiHM 3 AKOCTI.
A®I. KoHTponb AdI.
3MiHa y meTogax
BMNpobyBaHHA APl abo
BUXiAHOTO
mMartepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y
npoveci BUpobHuLTBa
A®| (He3HaYHI 3MiHN Y
3aTBEPMAKEHNX
mMeTofax
BMMNPOOYBaHHS) -
HajaHHs1 HOBOrO

CepTudpikaty
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
BiANOBIAHOCTI
€Bponeiicbkili

thapmakonei R1-CEP
2002-099-Rev 02 Big,
3aTBEPKEHOr0
BMpo6HMKa A®| Hubei
Granules-Biocause
Pharmaceutical
Company CO., Ltd.,
KnTaii 3 yTouHeHHAM
HaliMeHyBaHHs Ta
afpecu BUPOOHWKa, Ta,
AK HAcCNigoK,
npuBeAEHHS po3ainy
«CynpoBigHi AOMILLKM»
B cneumaikauii Ta
mMeTofax BXifHOro
KOHTpoNo APl y
BiANOBIAHICTb A0
MoHorpadii Aito4oro
BMAAHHSA €BpOnencbkoi
Papmakonei. 3MiHu |
TUMy: 3MiHW 3 AKOCTI.
[oTOBWIA NikapcbKuii
3aci6. KoHTposb
roTOBOrO JliKapCbKOro
3acoby. 3miHa
napameTpis
cneumdikauii Ta/abo
[0NyCTUMUX MEX
roTOBOrO /liKapCbKOro
3aco6y (BHECEHHS 3MiH
[0 JoCbe nicns
OHOBJIEHHA 3arasbHol
CTaTTi Ha roToBy
nikapcbky copmy y
[oY/EBponeiichkili
thapmakonei. CynyTHA
3miHa: 3MiHW 3 AKOCTI.
[OTOBWIA NikapCbKuii
3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3acoby. 3miHa y
meToAax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro

3aco6y (OHOBMEHHSA
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
npoueaypu
BMNPOGYBaHHA ANs
npvBefeHHs y
BifNOBIAHICTb 3i
3MIHEHOI0 3arasibHoI0
ctatTelo AdY abo
€BponeiicbKoi
thapmakonei)- po3ain
«MikpobionoriyHa
YMCTOTa» NPUBELEHO Y
BIAMNOBIAHICTb 4,0 BUMOT
Aitoyoro BugaHHsa AdY)
20. IBYHOPM Kancynu no 200 mr: Ne ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa nepepeectpauis Ha 5 6e3 niosnsieae UA/
10 (10x1) a6o Ne 20 06MEeXEHO BUPOGHMLTBA, POKIB y 3B A3KY i3 peyenma 11677/01/01
(10x2) y 6bnictepax B BiANOBIgasbHICT KOHTPO/Ib AKOCTI, 3aKiHYEHHAM TEPMiHY
KopoobLi 10 BUNYCK cepil: nii peecTpaujiiHoro
"@apmaueBTUYH ToBapucTBO 3 NOoCBiAYEHHST; 3MiHK |
a KomnaHis obMexeHo Tuny: 3miHa
"3p0poB'a” BiANOBIAA/IbHICTIO HalilMeHyBaHHs Ta/abo
"bapmaLeBTnyHA MiCLLE3HaXOMKEHHS
KoMmnaHis "310poB'a”, BMPOGHMWKA rOTOBOTO
Ykpaina/ niKapcbKoro 3acooby,
BCi cTagii BK/IOYa0UN MicLe
BUPOBHMLITBA, NpOoBefEeHHA KOHTPO/0

KOHTPO/1b AKOCTI:
ToBapucTBO 3
o6MexeHo
BiANOBIAA/IbHICTIO
"®APMEKC IrPynm",
YkpaiHa

AKOCTi(BMPOGHNYA
[OiNbHULS BUMYCKY
cepii). 3minu | TUNY:
3MiHM 3 SKOCTI.
[oTOBWIA NiKapcbkunit
3aci6. Cuctema
KOHTelHep/3akynoptoBa
NbHWUIA 3aci6. 3miHa
noctavasibHuKa
nakyBaslbHUX
marepianis abo
KOMMNIEKTYUnX (AKLWO
3a3HayeHo B [JOCbE)
(3amiHa abo gofasaHHs
noctavanbHuKa), -
BBeJEHHS J0AAaTKOBOro
BMPOGHMKa
nakyBasibHOro
mMartepiany (chonbra
antoMiHieBa). 3miHu |
TUMy: 3MiHW 3 AKOCTI.
[OTOBWIA NikapcbKuii
3aci6. Cucrtema
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
KOHTelHep/3akynoptoBa
NbHWi1 3aci6. 3miHa
napameTpis

cneuudikauii Ta/abo
[0NyCTUMUX MEX
NepBUHHOI YNakoBKN
roTOBOrO /liKapCbKOro
3aco6y (iHLWi 3MiHK).
CynyTHS 3miHa: 3MiHU 3
AKoCTi. FoTOBUIA
nikapcbkuii 3aci6.
Cucrtema
KOHTelHep/3akynoptoBa
NbHWIA 3aci6. 3miHa 'y
meToAax
BMNPO6YBaHHSA
NepBUHHOT YNakoBKM
roTOBOrO /liKapCbKOro
3acoby (He3HauHi 3MiHW
y 3aTBEPXKEHNX
meToAax
BMNPO6YBaHb), —
npvBeAeHHs
cneuudikauii Ta
MeTOAiB BXiAHOro
KOHTPO/TH0 NEPBUHHOIO
nakyBaHHs (n/iBka
noniBiHiIXnopuaHa,
osbra antomiHieBa) 3a
NOKa3HNKOM
«Mikpob6ionoriyHa
yuctota» y
BigMNOBiAHICTL 4O BUMOT
aitoyoro BugaHHsa AdY.
3MiHn | TURY: 3MiHK 3
AKOCTI. FOTOBWUA
nikapcbkuii 3aci6.
KOHTpOsb AONOMIKHMX
peyvoBUH. 3miHa
napameTpis
cneumdikauii Ta/abo
[ONyCTUMUX MeX ANs
[LONOMDKHOT peqyoBUHN
(iHwWi 3MiHW). CynyTHA
3MiHa: 3MiHM 3 AKOCTI.
[OTOBWIA NlikapCbKuii
3aci6. KoHTposnb
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

[OOMOMiXXKHUX PEYOBUH.
3MiHa y meTogax
BMNPOGYBaHHSA
[OO0NOMDKHOT peqyoBUHN
(He3HayHi 3MiHn y
3aTBEPKEHNX
meToAax
BMNPOO6YBaHb), -
npvBeeHHs
cneumaikauii BXigHoOro
KOHTPO/IO Ha Kancysm
XenaTvHoBI TBepai
NOPOXHI 3a
nokKasHukamm
«KinbkicHe
BU3HAYEHHS»,
«lgeHTudikauis.
BapBHUKM» y
BiANOBIAHICTb A0
marepianis
HOpMaTUBHOI
LoKymeHTauii
BMPOGHMKA.
3MiHn | TURy: 3miHK 3
AKocTi. CepTudikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. 3MiHK, nos'A3aHi 3
HEOO6XiAHICTIO
npviBefeHHs y
BiANOBIAHICTb A0
MOHorpadii AdY abo
€BponericbKoi
thapmakonei, abo iHwoi
HavioHas/1bHOT
chapmakonei gepxasu
€C (3miHa y
cneuudikalisx,
noB'A3aHa 3i 3MiHam B
Loy, abo
€Bponeiicbkili
chapmakonei, abo iHLwii
HaLjioHasbHil
hapmakonei gepxasu
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

€C). CynyTHs 3MiHa:
3MiHM 3 AKOCTI.
[oTOBWIA NikapcbKuii
3aci6. KoHTposb
[0MOMDKHUX PEYOBUH.
3miHa y meTogax
BMNPOGYBaHHSA
[ONOMDKHOT PEYOBUHU
(He3HauHi 3MiHn y
3aTBEPMAKEHNX
meToAax
BMMNPOOYBaHb), -
npvBeaeHHs
cneuudikauii Ta
METOAIB BXiAHOro
KOHTPOTI0 JONOMIKHUX
peyoBuH. 3MiHu | Tuny:
3MiHVM 3 AKOCTI.
CepTuddikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. 3MiHK, nos'A3aHi 3
HEOO6XiAHICTIO
npviBefeHHs y
BiANOBIAHICTb A0
MOHorpadii AdY abo
€BponericbKoi
thapmakonei, abo iHwoi
HavioHas/1bHOT
chapmakonei gepxasu
€C (3miHa y
cneuudikalisx,
noBs'si3aHa 3i 3amiHO0
BUMOT MOHorpadii 4dPY
abo iHwoi
HauioHas/1bHOT
thapmakonei gepxasu
€C Ha BuMoOru
MoHorpadii
€BponeiicbKoi
thapmakone’). CynyTHs
3MiHa: 3MiHM 3 AKOCTI.
[OTOBWIA NlikapCbKuii
3aci6. KoHTposnb
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

[OOMOMiXXKHUX PEYOBUH.
3MiHa y meTogax
BMNPOGYBaHHSA
[OO0NOMDKHOT peqyoBUHN
(He3HayHi 3MiHn y
3aTBEPKEHNX
meToAax
BMNPOO6YBaHb), -
npvBeeHHs
cneundikauii Ta
MeTOoZIB BXifHOro
KOHTPOJTIO JONOMIKHUX
peyoBuH MarHito
cTeapart, KpemHito
LioKCWA, KONoigHWiA
6e3B04HUIA,
Finpomenosa 3a
NOKa3HNKOM
«Mikpob6ionoriyHa
yuctota» y
BigMNOBiAHICTL 4O BUMOT
aitoyoro BugaHHsa AdY.
3MiHn | TURY: 3MiHK 3
akocTi. Ceptudpikat
BignosigHocCTI/TE-
ceptudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. 3MiHK, Nos'A3aHi 3
HeobXiaHICTHO
npuBeAeHHs y
BiAMNOBIAHICTb A0
MoHorpadii 4PY abo
€BponelicbKoi
thapmakonei, abo iHLwOoi
HauioHasIbHOT
hapmakonei gepxasm
€C (3miHay
crneuudikavisx,
nos'sA3aHa 3i 3miHamu B
Loy, abo
€Bponeiicbkili
thapmakonei, abo iHLuii
HaLioOHa/bHIl
thapmakonei gepxasu
€C). CynyTHs 3miHa:
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
3MiHu 3 aKocTi. AL,

KoHTposnb A®l. 3miHa y
meToAax
BMNpobyBaHHA A®l abo
BUWXifHOTO
marepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y
npoveci BUpobHuuTBa
A®| (He3HauHi 3MiHW Y
3aTBEPLKEHNX
meToAax
BUNPOOYBaHHS), -
npvBeAeHHs
cneuudikauii Ta
MeTOAiB BXiAHOro
KOHTpoNo AdI 3a
NOKa3HNKOM
«Mikpob6ionoriyHa
yuctota» y
BigMNOBiAHICTL 4O BUMOT
aitoyoro BugaHHsa AdY.
3MiHn | TURY: 3MiHK 3
akocTi. Ceptudpikat
BignosigHocCTI/TE-
ceptudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. MopaHHA HOBOro abo
OHOB/IEHOr0
cepTugpikata
BignoBigHOCTI abo
BU/TyYEHHSA
cepTugpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei: ans Adl;
0151 BUXiAHOTO
mMartepiany/peareHTy/np
OMDKHOTO MPOAYKTY, WO
BUKOPWCTOBYIOTLCH Y
BMPOGHMUTBI ADIl; ans
[ONOMDKHOT PEYOBUHU
(ceptudpikat
BiANOBIAHOCTI

€Bponeiicbkili
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
hapmakonei) - HoBui

cepTudikar Bif Bxe
3aTBEPKEHOr0
BUPOGHMKa. CynyTHS
3MiHa: 3MiHM 3 AKOCTI.
A®|. KoHTposnb A®I.
3miHa y napameTpax
cneumdikauii Ta/abo
[OMYCTUMUX MEX,
BU3HAYEHUX Y
cneuudikauisix Ha Adl,
abo
BUXIigHWA/NPOMIKHWIA
npoaykT/peareHT, LWo
BUKOPWCTOBYIOTLCH Y
npoueci BUpoGHULITBA
A®I, 3MiHM 3 AKOCTI.
A®|. KoHTposb A®I.
3MiHa y meTogax
BMNpobyBaHHA APl abo
BUXiAHOIO
martepiany/npomiKHOro
npoayKTy/peareHTy, LWo
BUKOPVCTOBYETLCA Y
npoueci BUPoGHULITBA
A®| (He3HaUHI 3MiHW Y
3aTBEPAKEHNX
meToAax
BUNPOBYBaHHSA) -
HafjaHHs1 HOBOTO
CepTudpikaty
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei R1-CEP
2002-099-Rev 02 Big,
3aTBEPKEHOr0
BMpo6GHMKa A®| Hubei
Granules-Biocause
Pharmaceutical
Company CO., Ltd.,
KnTaii 3 yTOUHEeHHAM
HaliMeHyBaHHS Ta
agpecu BUPObHWKa, Ta,
K HAcCNigoK,
npvBefeHHA po3ainy
«CynpoBiZHi LOMILLKWN»

B cneuudikauii Ta
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

mMeToAax BXifgHOro
KOHTpoNo APl y
BiAMNOBIAHICTb A0
MOHorpaaii gjto4oro
BUAAHHA EBpPONencbKol
dapmakonei. 3miHu |
TMny: 3MiHW 3 AKOCTI.
[oTOBWIA NniKapcbKuii
3aci6. KoHTposnb
roTOBOrO /liKapCbKOro
3acoby. 3miHa
napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX
roTOBOrO /liKapCbKOro
3acoby (BHECEHHS 3MiH
[0 focbe nicns
OHOBJIEHHA 3arasibHOT
cTaTTi Ha roToBY
nikapcbky opmy y
[dY/EBponeiichbkili
hapmakonei. CynyTHsa
3MiHa: 3MiHM 3 AKOCTI.
[oTOBWIA NikapcbKuii
3aci6. KoHTposb
roTOBOrO JliKapCbKOro
3acoby. 3miHa 'y
meToAax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3acoby (OHOBMEHHSA
npoueaypu
BUNPOOYBaHHA A1A
npvBeAeHHs y
BiANOBIAHICTb 3i
3MIHEHOI0 3arasibHOI0
ctarTteto AdY abo
€BponelicbKoi
thapmakonei)- po3gin
«Mikpob6ionoriyHa
ynucToTa» NPUBEAEHO Y
BigMNOBiAHICTL 4O BUMOT
Aitoyoro BugaHHsA JdY)

UA/6190/01/01

21.

KAMIIO oana,

Tabnetkv no 0,25 r Ne
10, Ne 150 (10x15) y
cTpunax y navui

MAT
"MoHdapm"

YkpaiHa

MAT "MoHdapm"

Ykpaina

nepepeecTpauis Ha
HeoOMeXeHW TepMiH;
3rigHo 3 n.1.13 ta n.2.3

nogatky 15 Hakasy

3a peuenmom

He nionsiecae
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Homep

n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

peecmpayiliH
oz2o0
nocsioYeHHs1

MOS3 YkpaiHu Big,
23.07.2015 Ne460
HaZiaHo rapaHTiliHi
JINCTK Bif 3as1BHUKA
wofo HagaHHA MYP ta
[OMOBHEHHA [0 OrNsgy
KNIHIYHUX AaHnX [0
30.10.2017 p.)

niosisieae

UA/3667/01/01

22,

KONNOMAK®

po3uuH ans
30BHILUHLOIO
3acTocyBaHHs no 10 mn
y donakoHax Nel

ANEKCOAPM
TMBX NITA

Benuka
BpuTaHis

NixTteHxenbaT TM6X
dapmavoiiTile
Pabpik

HimeuunHa

nepepeecTpauis Ha 5
pOKiB Yy 3B°SA3KY i3
3aKiHYEHHAM TEPMIiHY
Aii peecTpaujiiHoro
NnocBiAYeHHsT; 3MiHK |
Tuny: FrotoBui
nikapcbknii 3aci6.
Brpo6HuuTBO. 3aMiHa
abo BBeEHHSA
[04aTKOBOT AiNbHNLI
BMpOOHULTBA AN
4acTUHK abo BCLOro
BMPOGHMYOro npouecy
roTOBOrO /liKapCbKOro
3acoby (ainbHMUSA, Ha
AKili NpoBOAATLCSA
6yab-AKi BUPOOHUUI
cTagji, 3a BUHSATKOM
BWMYCKY CepiiA,
KOHTPOIO AKOCTI,
NepBUHHOTO Ta
BTOPVHHOTO MakKyBaHHS,
AN HECTEPUIBbHUX
nNiKapCbKnx 3acobiB).
CynyTHi 3miHu: [oTOBWMIA
nikapcbkuii 3aci6.
Brpo6HuuTBO. 3amiHa
ab0o BBeAEHHS
[0aTKOBOT AiNbHALL
BMPOGHUMLTBA A8
4acTuHK abo BCbOrO
BMPOGHMYOro npouecy
roTOBOrO /liKapCbKOro
3acoby (ginbHUUA ans
BTOPWHHOTO
nakyBaHHs). FoToBwuiA
nikapcbknii 3aci6.
Brpo6HMuTBO. 3aMiHa

abo BBeiEHHS

6e3 peyenma
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

[0aTKOBOT AiNbHALL
BMPOGHULITBA A1
4acTuHK abo BCbOro
BMPOGHMYOro npouecy
roTOBOro NiKapCbKoro
3acoby (ginbHUUA ans
NepBUHHOTO
nakyBaHHs). (3MiHa
BMpO6HUKa M3
BignoBigasIbHOro 3a
NOBHWIA BUPOBHNYMI
LMK/, BKKOYA0UN
nepBMHHE Ta BTOPUHHE
naxkyBaHHs. 3MiHu |
Tuny: FoToBui
nikapcbkuii 3aci6.
Brpo6HMLTBO. 3MiHW,
LLIO CTOCY0TbCA
BUNYCKy cepii Ta
KOHTPOSHO SIKOCTI
roTOBOrO /liKapCbKOro
3acoby (3amiHa abo
[ofiaBaHHA BUPOOHUKA,
BiAnoBiAa/IbHOrO 3a
BUNYyCK cepii) -
BK/IIOYA0UN
KOHTPONb/BMNPOGYBaHH
A cepii - (3miHa
BMpOGHMKa M3,
BiANoBiAa/IbHOrO 3a
BECb BUPOGHUUNIA LMK,
BK/IO4AI0UN KOHTPOb
cepii).
3MiHu | TUnNy: 3MiHK 3
akocTi. CepTudikat
BignosigHocCTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpady
ii. MogaHHs HoBoro abo
OHOBJIEHOrO
cepTudpikara
BiAnoBigHoCTI abo
BU/TyYEHHSA
cepTudpikara
BiANOBIAHOCTI
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

€Bponeiicbkili
thapmakonei: ansa Adl;

0151 BUXiAHOTO
mMartepiany/peareHTy/np

OMDKHOTO MPOAYKTY, WO
BUKOPWCTOBYIOTLCH Y

BMPOGHMUTBI ADI; ans

[ONOMDKHOT PEYOBUHU

(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili

hapmakonei) - Hosui
cepTudgikar Bif HOBOrO

BMPOGHMKa (3aMiHa abo

[OOMOBHEHHS) -
HafaHHA HOBUX
CepTucpikaTis
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei Big, HOBUX
BMPO6HUKIB ADI:

- Caniynnosa KMcnoTa;
- MosnouHa kucnora.
3MiHu | TUnY: 3MiHN

oo
6e3nekn/edeKkTUBHOCTI
Ta hapmakoHarnsgy.
BBepneHHs a60 3MiHU
[0 y3arasibHeHuX
[JaHux npo cuctemy
chapmakoHarnsgy
(BEAeHHSA
y3ara/ibHeHUX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI
ocobwu, BignoBiganbHoI
3a 34jiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOi 0cobu 3
thapmakoHarnagy
3asBHMKa A1
3[jiCHEHHS
thapmakoHarnagy B
YKpaiHi, AKLL0 BOHA
BigMiHHA Bif
YNOBHOB&XEHOI 0co6U,
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

BiANOBIAA/ILHOT 3a
3[jiCHEHHS
chapmakoHarnsgy
(BK/IKOYAKOYM KOHTaKTHI
AaHi) Ta/abo 3MiHn Yy
PO3MilLEHHI MacTep-
tpaiina cuctemu
thapmakoHarnsgy).
3miHu |l Tuny: 3miHum 3
AKoCTi. FoTOBUIA
nikapcbkuii 3aci6.
KoHTponk rotosoro
niKapcbKoro 3acooby.
3miHa napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX
roTOBOrO JliKapCbKOro
3aco6y (BUyYeHHs
MOKa3HMKa, AKWUIA Moxe
MaTu iCTOTHWIA BNInB
Ha AIKICTb TOTOBOTO
nikapcbKoro 3acoby) -
(BMNYYEHHS MOKa3HUKa
«MikpobionoriyHa
yncToTa». 3MiHa
BBOAWTLCA Y 3B'A3KY 3
0co6/uBICTIO ckagy
nikapcbKkoro 3acoby, a
came: TPy KOMMOHEHTH
nikapcbKoro 3acoby
BO/I0Ail0Tb BUPaXKEHOID
B/1ACHOI0
aHTUMIKPOGHOIO
aKTUBHICTHO (Ha
NiATBEPIKEHHS 3MIHN
HafaHo pe3ynbTatu
nepeBipkx AKOCTI
nikapcbKoro 3acoby 3a
NOKa3HNKOM
«Mikpob6ionoriyHa
yucToTa» AN AEecsTy
cepiid, BUMYyLLIEHMX 3a
OCTaHHi 5 pokiB). 3MiHW
Il Tvny: 3MiHM 3 AKOCTI.
A®I|. BupobHuLTBO.
3MiHa BUpO6HMKa
BWXIiHOr0/MPOMiXHOro
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYHOTHLCS Y
BVMPOGHMYOMY MpoLeCi
A®I, abo 3miHa
BMPOGHMKa
(Brtovatoun, ae
HeobXifHo, Micue
NPOBEEHHSI KOHTPOSO
akocTi) AdI (3a
BifjCYTHOCTI
cepTugpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei y
3aTBEPMKEHOMY [JOCbE)
(BBEAEHHS HOBOrO
BMpOGHUKa APl 3
HaflaHHAM macTep-
(haiina Ha A®l) - (3miHa
BMPOOGHUKa AdDI
nonigokaHon 3
HafiaHHAM mMacTep-
paiina Ha AdI

23.

NNNn KBITKA

KBiTKM Mo 50 Ty naykax 3
BHYTPILLHIM NakeToMm; no
1,5 ry chinbTp-nakeTi, No
20 dhinbTp-nakeTiB y
navkax abo y naykax 3
BHYTPILLHIM MakeTom

MpAT
"NikTpasun"

YkpaiHa

MpAT "NikTpasu”

YkpaiHa

nepepeecTpaujis Ha
HeobMeXeHuit TepMiH

6e3 peyenma

niosisieae

UA/5977/01/01

24.

NIHKAC
MACTUNKN

nacTuIkn 3i CMakom
anenbcuHa Ne 16 (8x2) y
6nicTepax

XepbioH
MakuctaH
MpaiiseT
Nimiteq

MNakncTtaH

XepbioH MakuctaH
MpaiieT MimiTeq,

MakncTaH

nepepeecTpauis Ha 5
pOKiB Yy 3B°AA3KY i3
3aKiHYEHHAM TEPMiHY
aii peecTpaujiiHoro
NocBiAYEeHHST; 3MiHK |
Tuny: FrotoBui
nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby.
3mMiHa y meTogax
BMNPOGYBaHHS
roTOBOrO liKapCbKOro
3aco06y (iHWi 3MiHN Y
meToAax B1NpobyBaHb
(BKKOUAOUM 3aMiHY
ab0 [ONOBHEHHS),
(NpuBefeHHs po3ainy
«MikpobionoriyHa

6e3
peyenma

nionsieae

UA/9890/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
yuctoTa» y

cneuudikauii Ta
meToAax
BMNpo6yBaHHA [N13 'y
BIAMNOBIAHICTb 4,0 BUMOT
EP). 3miHn | Tuny:
3MiHa HaliMeHyBaHHS
Ta/abo
MiCLIe3HaXOKEHHS
BMPOGHVKa rOTOBOrO
niKapcbKoro 3acooby,
BK/IHOYAOUN Micue
NpoBeAeHHS KOHTPO/O
AKOCTI(BMPOGHMYA
AiNbHNLSA BUNYCKY
cepii) (3miHa agpecu
MiCLLe3HaXOMKEHHS
BMpo6HUKa /13. 3miHm |
TMny: 3MiHW 3 SKOCTI.
[oTOBWIA NniKapcbKunii
3aci6. KoHTposnb
roTOBOrO /liKapCbKOro
3acoby. 3miHa 'y
meToAax
BMNPOGYBaHHSA
roTOBOrO NiKapCbKOro
3aco06y (iHWi 3MiHN Y
meToAax B1NpoGyBaHb
(BKKOUAOUM 3aMiHY
ab0 [OMOBHEHHS,
(BBEAEHHA MeTOay
BMNPOGYBaHHSA
«lgeHTudikauis
BasuLMHy (MeTog
TLWX), ockinbku
ineHTndikauis
3anponoHOBaHOro
MapKepy BasuLMHY
6inbL cneuudivHa Hix
iaeHTudikauis
ackop6iHOBOI KNCNOTK 3
ornsay Ha BNacTuBoCTi
Lito40i pevyoBuHU
agxatogm cyguHHOT
JINCTS TyCTUiA
eKcTpakT). 3MiHu |

TUMy: 3MiHW 3 AKOCTI.




3asBHUK

Kpaina
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Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Peknamysa

Ymosu
HHS

Bionycky

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asiBHUKa

[OTOBWIA NikapCbKuii
3aci6. KoHTponb
rOTOBOrO JiKapPCbKOro

XepbioH

MakncTtaH

XepbioH MakuctaH

MakucTaH

3acoby. 3miHa y
meToAax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3aco6by (BUIyYEeHHs
meToAy BUMPOOYBaHHS,
AKLLO BXe
3aTBEPMXEHNI
anbTepHaTUBHWIA
MeTog), (3MiHM 3a
NMOKa3HUKOM
«laeHTudikauis», a
came BUyYeHHs
MeToay BUNpPoByBaHHSA
«lgeHTudikauii
ackopbiHOBOT KMCNOTH
(konbopoBa peakuis)»,
OCKiNlbKN BBOANTLCA
MeTo[, BUNpobyBaHHS
«laeHTudikauis
BasuLMHy (MeTog
TWX), Tak Ak
ineHTudikauis
3anpornoHoOBaHoro
Mapkepy BasuLMHY
6inbLu cneuudivHa HixX
ineHTndikauis
ackop6iHOBOT KMCNOTYH 3
ornsify Ha BNacTuBOCTI
Lit0Y0T peYOBUHN
afxaroamn cyanHHOT

nepepeecTpauis Ha 5
pOKiB Yy 3B°AA3KY i3
3aKiHYEHHAM TEPMIiHY

JINCTA TYCTUIA eKCTPaKT)

6e3
peyenma

niosisieae

UA/9888/01/01

25. NIHKAC
NMACTUNTKN

nacTuIKn 3i CMakom
Meay Ta iMMmoHa Ne 16
(8x2) y bnictepax

MakncTaH
MpaiseT
NimiTeq

MpaiigeT fimiTeq,

Aii peecTpaujiiHoro
NnocBiAYeHHsT; 3MiHK |
Tuny: FrotoBui
nikapcbknii 3aci6.
KoHTponb rotoBoro

3miHa y meTogax
BMNPO6YBaHHSA

nikapcbKoro 3acooby.

roTOBOrO NiKapCbKOro
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
3aco06y (iHLWi 3MiHN Y

mMeTofax BUNpobyBaHb
(BK/THOHAKOUM 3aMiHY
a60 [ONOBHEHHS),
(NpvBegeHHA po3giny
«MikpobionoriyHa
yuctota» y
cneuudikauii Ta
meToAax
BMNpobyBaHHA [N13 'y
BIAMNOBIAHICTb 4,0 BUMOT
EP). 3miHn | Tuny:
3MiHa HaliMeHyBaHHS
Ta/abo
MiCLIe3HaXOKEHHS
BMPOGHVKa rOTOBOrO
niKapcbKoro 3acooby,
BK/THOYAOUN Micue
NpoBeeHHS KOHTPO/O
AKOCTI(BMPOGHMYA
AiNbHNLSA BUNYCKY
cepii) (3miHa agpecu
MiCLLe3HaXOMKEHHS
BMpO6HUKa /13. 3miHu |
TMny: 3MiHW 3 AKOCTI.
[oTOBWIA NikapcbKunii
3aci6. KoHTposnb
roTOBOrO /liKapCbKOro
3acoby. 3miHa 'y
meToAax
BMNPOGYBaHHSA
roTOBOrO NiKapCbKOro
3aco06y (iHWi 3MiHN Y
meToAax B1NpobyBaHb
(BKKOUAOUM 3aMiHY
ab0 [OMOBHEHHS,
(BBEAEHHA MeTOay
BMNPOGYBaHHSA
«lgeHTudikauis
BasuLMHy (MeTog
TLWX), ockinbku
ineHTndikauis
3anponoHOBaHOro
MapKepy BasuLHY
6inbL cneuudivHa HiX
iaeHTudikauis

ackop6iHOBOI KNCNOTK 3




3asBHUK

Kpaina
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Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asiBHUKa

ornsiay Ha BNacTMBOCTI

Lito40i pevyoBuHN
agxarogmn CyanHHOT

BocHanek g.4.

BocHist i

BocHanek a.4.

BocHis i
lepuerosmHa

JINCTS TyCTUiA
eKCTpaKT). 3MiHu |
TUMy: 3MiHW 3 AKOCTI.
[OTOBWIA NlikapCbKuii
3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3acoby. 3miHa y
meToAax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3aco6by (BUIyYEeHHs
meToAy BUMPOOYBaHHS,
AKLLO BXe
3aTBEPMXKEHNI
anbTepHaTUBHWIA
mMeTog), (3MiHM 3a
NOKa3HNKOM
«laeHTudikauis», a
came BUyYeHHS
MeToay BUNpPoByBaHHSA
«lgeHTudikauii
ackopbiHOBOT KUCNOTH
(konbopoBa peakuis)»,
OCKiNlbKN BBOANTLCA
MeTo[, BUNpobyBaHHS
«laeHTudikauis
BasuLMHy (MeTog
TWX), Tak Ak
ineHTudikauis
3anpornoHoOBaHoro
Mapkepy BasuLMHY
6inbLu cneundivHa HixX
ineHTndikauis
ackop6iHOBOT KMCNOTYH 3
Ornsiy Ha BNacTuBOCTI
Ljit0Y0T pevOBUHN
afxaroamn cyanHHOT
JINCTA TYCTUIA eKCTPaKT)
nepepeecTpauis Ha 5
pOKiB Yy 3B°AA3KY i3
3aKiHYEHHAM TEPMIiHY

3a peuyernmom

He nidnsi2zae

UA/3233/01/01

26. nonpun
BOCHA/EK® H

10

Tabnetkn Ne 20 (10x2) y
6nictepax

'epuerosuH
a

Aii peecTpaujiiHoro
NnocBiAYEeHHsT; 3MiHK |

Tmny: 3miHa
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

TOProsesibHOI Ha3BU
nikapcbKoro 3acoby
(3aTBEpMKEHO: Jlonpun
BocHanek H 10). 3miHn
| Tuny: 3miHKn 3 AKOCTI.
Ceptucpikar
BignosigHocCTI/TE-
ceptudikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. MopaHHA HOBOro abo
OHOB/IEHOrO
cepTugpikata
BignoBigHOCTI abo
BU/TyYEHHSA
cepTugpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXIAHOTO
mMartepiany/peareHTy/np
OMDKHOTO MPOAYKTY, WO
BUKOPWCTOBYIOTLCH Y
BMPOGHMUTBI ADI; ans
[ONOMDKHOT PEYOBUHYU
(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBeHuii cepTudpikat
Bif, y)Ke 3aTBEPKEHOro
BMPO6HUKa (MoJaHo
OHOB/EHI cepTudikaTn
BignosigHocTi E® ans
Lit0Y0T peYOBUHN
rigpoxnoptiasugy Big
3aTBEPKEHNX
BMpO6HMKIB Unichem
Laboratories Limited,
IHaia Ta Teva
Pharmaceutical
Industries LTD, I3paisnb)

27.

nonpun
BOCHA/EK® H
20

Tabnetkn Ne 20 (10x2) y
6nictepax

BocHanek g.4.

BocHist i
epuerosuH
a

BocHanek g.4.

BocHis i
lepuerosmHa

nepepeectpauis Ha 5
POKiB Yy 3BAA3KY i3
3aKiHYEHHAM TepMiHy
4ji peecTpauiiHoro

3a peuenmom

He nionsiecae

UA/3233/01/02
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Ne Hassa dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa
3acoby ynakoska)

Peecmpayjitina
BUPOGHUKa

Ymosu
npoyeoypa

Bionycky

Peknamysa

Homep
HHS

peecmpayiliH
oz2o0

nocsioYeHHs1
nocBigYeHHst; 3MiHK |

Tuny: 3miHa
TOProBesibHOI Ha3BwU
nikapcbKoro 3acoby

(3aTBEpPAXKEHO: Jlonpun

BocHanek H 20). 3miHn

| TMNYy: 3MiHM 3 AKOCTI.

Ceptucpikar
BignosigHocCTI/TE-
cepTudikar
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpady

ii. MogaHHs HoBoro abo

OHOBJIEHOrO
cepTudpikata

BiAnNoBigHOCTI abo

BUJTyYEHHSA
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei: gna Adl;
Ansa BuUxigHoro
marepiany/peareHty/np

OMIKHOTO NPOAYKTY, L0

BMKOPUCTOBYIOTbCH Y

BMPO6HMUTBI APl; ans

[LONOMDKHOT peqyoBUHN
(ceptuddikat

BiANOBIAHOCTI

€Bponeiicbkili

thapmakoner) -

OHoBeHunii cepTuddikat

Bifl y)Xe 3aTBEpPAXEHOro
BMpPO6HUKa (nogaHo

OHOBJIEHI cepTudikaTn

BignoBigHoCTI €E® Ans
Lito40i pevyoBuHN

rigpoxnopriasuay Bif

3aTBEPMAKEHNX

BMpPO6HMKIB Unichem
Laboratories Limited,

IHais Ta Teva
Pharmaceutical
Industries LTD, I3paisib)
MAKMIPOP Kancysu BariHasibHi Monikem C.p.n. ITania BiANoBigabHUI 3a ITania nepepeecTpavis Ha
KOMMJIEKC M'sKi, No 8 kancyny BUMYCK Cepii: HeoOMeXeHWn TEPMIH;

3a peyenmom | He nidssieae

UA/3934/02/01




80

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
6nicTepi; no 1 6nictepy [Jonnens 3MiHuM | TUnYy: 3MiHK
B NauLli KAPTOHHIi dapmaueyrTiui C.p.n., oao
ITanis; 6e3nekn/eheKTUBHOCTI

BiANoBigabHUI 3a
NOBHUIA LK
BVMPOGHMLTBA:

Jonnens
dapmaueyrTiui C.p.n.,
ITanis;
BMPOBHUK NPOAYKTY in
bulk:
KataneHT Itani C.n.A.,
ITanisa

Ta hapmakoHarnsgy.
3MiHa y KOpOTKili
xapakrepuctui

niKkapcbKoro 3acooby,

TEKCTi MapkyBaHHs Ta

IHCTpYKLUii gns
MeAMYHOro
3aCTOCYyBaHHA Ha
nigcTasi perynsipHo

OHOB/IIOBAHOTO 3BITY 3

6e3nekn nikapcbKoro

3acoby, abo
pocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA

nikapcbKkoro 3acoby B

nicnspeecTpauiiHnii

nepiog, abo sk
pe3ynbTaT OLiHKY 3BITY
3 fOCNigKEHD,
npoBeAeHnx
BIANOBIAHO A0 NniaHy
negiaTpuyHmUX
npocnigpxens (PIP)
(3MiHy y3romkeHo 3
KOMNETEeHTHUM
YNOBHOBaXEHUM
opraHom), 3MiHu Woa0
6e3nekv BHeCeHo A0
IHCTPYKLi gns
MeAMYHOro
3aCTOCYyBaHHSA
npenapary Ao po3ginis
«[Mob6iyHi peakwji»,
«B3aemogisa 3 iHWMK
nikapcbkrMmn 3acobamu
Ta iHWi B1An
B3a€eMOfii» BiANOBIAHO
[0 6e3nekn gitoyoi
PeyoBMHM
"Hipypatenb” Ta
"HictatuH"). 3rigHo 3
n.1.13 ta n.2.3 goaarky
15 Hakasy MO3
Ykpainu Big 23.07.2015
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
Ne460 HapaHo
rapaHTiiiHi McTu Big
3asBHUKa LLOJ0
HapaHHsa TYP ta
[OMOBHEHHA [0 OrNsigy
KAIHIYHNX AaHUX A0
30.10.2017 p.
29. HOP®/TOKCALM | nopoLuok (cybecTaHuis) y TosapucTBO 3 YkpaiHa HAKOJA KEMIKANC IHAisa nepepeectpaujis Ha 5 - He nidnis2ae UA/
H noABiliHMX o6mexeHo nTa POKiB Yy 3BAA3KY i3 11684/01/01
nonieTuIeHoBmX BignosiganbHICT 3aKiHYEHHAM TepPMiHy
nakeTtax anas 10 "focnigHnii Lii peecTpauiiHoro
hapmaLeBTUYHOIO 3aBog "rHU/C" NoCBiAYEHHST; 3MiHK |
3acTOCyBaHHS TMny: AAMiHICTpaTUBHI

3MiHW. 3miHa
HalilMeHyBaHHs Ta/abo
ajpecu micus
NPOBaKEHHS
[iSNbHOCTI BUPOOHMKa
(BKntovatoun, 3a
HeobXxigHOCTI, Micue
NpoBefeHHA KOHTPO/0
SKOCTI), ab0o Br1acHuKa
mMacTep-goaiina Ha Adl,
abo noctavasibHMKa
Adl/BnxigHoro
martepiany/peareHTy/np
OMIDKHOTO NPOAYKTY, L0
3aCTOCOBYHOTbCS Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y JOCbE Ha
nikapcbkuii 3aciob) 3a
BifCYTHOCTI
ceptudpikata
BiANOBIAHOCTI
€Bponeichbkii
hapmakonei y
3aTBEPAKEHOMY [OCbE,
ab0 BUPOOGHMKA HOBOT
[OMOMDKHOT PEYOBUHN
(AKL,0 3a3HaYeHo y
nocbe), (3miHa agpecu
MiCLisi NPOBa/KEHHS
LisiNIbHOCTI BUPOGHMKA:
npuBeLeHHs Ao
OHOB/EHOT NiLEH3IT Ha
BUPOBHULTBO
niKapcbknx 3acobiB.
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
Bupo6Huya ginbHuus

Ta yci BUpobHWui
onepavujii 3anvwatTbes
HEe3MiHHUMUN. 3MiHun |
TUMy: 3MiHW 3 AKOCTI.
Ceptucpikar
BignosigHocCTI/TE-
ceptudikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. 3MiHK, Nos'A3aHi 3
HeobXiaHICTH
npuBeAeHHs y
BiAMNOBIAHICTb A0
MoHorpadii 4dY abo
€BponelicbKoi
thapmakonei, abo iHLwoi
HauioHasIbHOT
hapmakonei gepxasm
€C (3miHay
crneuudikavisx,
nos'sA3aHa 3i 3miHamu B
Loy, abo
€Bponeiicbkili
hapmakonei, abo iHLuii
HaLioOHa/bHIl
thapmakonei gepxasu
€C). CynyTHs 3MmiHa:
3MiHu 3 akocTi. AdL.
KoHTposnb A®L. 3miHa y
meTofax
BMNpobyBaHHA APl abo
BUXiAHOTO
martepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y
npoveci BUpobHuLTBa
A®| (He3HaYHI 3MiHN Y
3aTBEPMAKEHNX
meTofax
BMNPOGYBaHHS), (3MiHa
[OMyCTUMUX MeX Ta
MeTOAMKM 3a
NOKa3HNKOM
«CynpoBifHi AOMILLIKM».
3MiHu | TMNY: 3MiHK 3
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

AKOCTi. A®Il. KoHTpob
A®I. 3miHa y
napameTpax

cneuudikauii Ta/abo
[OMYCTUMUX MEX,
BU3HAYEHUX Y
cneuugikauinax Ha Adl,
abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, wWwo
BUKOPWCTOBYHOTLCS Y
npoveci BUpobHuuTBa
ADI (iHWi 3MiHW),
(BMNYYEHHS MOKa3HUKa
"MikpobionoriyHa
yucToTa'- NnpuBeaeHHsS
[,0 OHOB/EHOT
cneuudikauii mactep-
thaiiny BUPOGHUKA).
MpuBeaeHHs
BUKOPVCTaHHSA
cybcTaHUil BignosigHo
[0 BUMOT Ait040ro
BUaaHHA EP.

30.

OBITPEN

PO34MH NS iH'EKLA No
250 mkr/0,5 mny
nonepeaHLo
3anoBHeHoOMy LUNpuLi Ne
1 B KOHTYpHIl
YapyHKOBIli yrnakoBLii B
KopoobLi

Apec TpeligiHr
C.A.

LLiBeiiuapis

Mepk CepoHo C.n.A.,
ITanis;
Mepk CepoHo C.A,,
Bi4iNIEHHA Y M.
O60HH, LLBeiuapis

ITania/
LLisefiuapis

nepepeecTpavjis Ha
Heo6MeXeHW TEPMIH;
3MiHu | TURY: 3MiHN
oo
6e3nekn/eeKTUBHOCTI
Ta hapmakoHarnsgy.
BBeneHHs a0 3MiHU
[0 y3arasibHeHnX
[JaHux nNpo cuctemy
chapmakoHarnsgy
(BEeAeHHsA
y3arasibHeHUX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI
ocobu, BignoBigansLHoI
3a 34iliCHEHHS
thapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
thapmakoHarnagy
3asBHMKa A4/1A
3[iACHEHHS
dhapmakoHarnsay B

3a peyenmom

He nions2ae

UA/1175/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

YKpaliHi, K0 BOHa
BiAMiHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOT 3a
3[jiCHEHHS
chapmakoHarnsgy
(BK/IKOYAKOYM KOHTaKTHI
AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-
tpaiina cuctemu
thapmakoHarnsgy).
3MiHu | TUnY: 3MiHN
oo
6e3nekn/edeKkTUBHOCTI
Ta thapmakoHarnsgy
(iHWi 3MiHW), (3MiHK
LLLOA0 OHOB/EHOI
iHcbopma,i 3 6esnekn
BHECEHO A0 IHCTPYKLUIT
O15 MeyyYHOro
3aCTOCYyBaHHSA
npenapary o po3ainis
«[poTunokasaHHs»,
«[Mob6iyHi peakwji»,
«Mepepo3yBaHHA»,
«3AaTHICTb BNANBATH
Ha LWBMAKICTb peakuil
npu KepyBaHHI
aBTOTpPaHCMoOpPTOM abo
po6OTi 3 IHWUMK
MexaHismamm»,
«OcobnuBocCTi
3aCTOCYBaHHSA»,
«B3aemogisa 3 iHWMK
nikapcbkumu 3acobamu
Ta iHWi B1An
B3a€eMOp;ji»,
«3acTocyBaHHA y
nepiog, BaritHocTi abo
roAyBaHHs rpyaao»,
«[liTn» (YTOYHEHHSA
hopMy oBaHHS)
BiANoBiAHO A0
pekomeHaau;i
[enaptameHTy
nicnsipeecTpauiiHoro
Harnsay Ta KopoTkol
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
XapaKkTepucTuKn
NiKapcbKoro 3acoby)
31. OPTO®EH TabneTku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa nepepeecTpayjis Ha - He nidnszae | UA/5048/01/01
060/10HKOI0, "TexHonor" He0bMeXeHW TepMIH;
KMLLKOBOPO3UMHHI Nno 25 3rigHo 3 n.1.13 gopartky
Mr in bulk: no 9000 a6o 15 Hakasy MO3
no 16000 Tabnetok y Ykpaiuu Big 23.07.2015
KOHTeliHepax Ne460 HagaHo
rapaHTiliHiii NCT Big,
3asBHUKA LLOJ0
HagaHHA MYP yepes 2
POKM Bifi BBEJeHHS B
aito Mopsaaky
32. OPTO®EH TabneTku, BKpUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa nepepeecTpavis Ha 3a He nidnszae | UA/5047/01/01
060/10HKOH, "TexHonor" HeobMeXeHW TepMiH; peyenmom

KMLLKOBOPO34MHHI Nno 25
mr no 10 TabneTok y
6nicTepi; no 3 6nictepu
y nauui 3 kapToHy; no 10
TabneTtok y 6nictepi; no
100 6nicTepiB y kopobui
3 KapToHy; no 10
TabneTtok y 6nictepi

3MiHuM | TUNYy: 3MiHK
oo
6e3nekn/eheKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHN Y KOpPOTKiit
XapakTepucTuui
niKapcbKoro 3acooby,
TEKCTi MapkyBaHHs Ta
IHCTPYKLT AnA
MefMYHOro
3acTocyBaHHsA
reHepuyaHuX/riopugHux/
6ionoAibHNX NiKapCbKnx
3acobis nicns
BHECEHHA Tiel camol
3MiHV Ha pechepeHTHWi
npenapar (3miHa He
noTpebye HagaHHs
XO[HUX HOBUX
[0[AaTKOBUX AaHuX) -
3MiHM BHECEHO A0
IHCTPYKLT AnA
MeLNYHOro
3acTocyBaHHs
npenapary fjo po3giny
"lMokasaHHA", a Takox
[0 posgainis "Cnoci6
3acTocyBaHHA Ta f03n"
(yTOuHeHHS
[03YBaHHSA),
«[poTnNoKasaHHsA»,
«B3aemogis 3 iHWMMK
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

nikapcbknmu 3acobamu
Ta iHwWi Buan
B3aEMOA1»,
«3acToCyBaHHA B
nepiog, BaritTHocTi abo
roAyBaHHs rpyaaio»,
BiANoBIAHO A0
pedepeHTHOro
npenapary
(BonbTapeH, Tabnetku
racTpopesnCTeHTHi, 25
mr, 50 mr). 3rigHo 3
n.1.13 gopatky 15
Haka3ly MO3 YkpaiHu
Big 23.07.2015 Ne460
HafiaHo rapaHTiiHuiA
JINCT Bif, 3asiBHUKA
woA0 HajaHHsa MYP
yepes 2 poku Big,
BBE/IEHHS B Ajt0
Mopagky

33.

NMAHYM

TabneTku, BKpUTI
KMLLKOBOPO3UYNHHOO
060/10HKO0, M0 40 Mr Mo
10 TabneTok y 6nicTepi;
no 1 a6o no 2 6nicrepu
y KOpoOLj 3 KapTOHY

"FOHiK
PapmacboTUKa
Na6opaTtopiz"
(BigAineHHs
dipmn "Ox.B.
Kemikans eHpg,
dapmMacboTUKan
3/1ta.")

IHais

HOHiK ®apmacbioTuKan
NabopaTopi3
(BipgineHHs cipmmn
"x. B. Kemikans eHg,
PapmacboTrKan3
nrp.")

IHais

nepepeecTpavjis Ha
Heo6MeXeHW TEPMIH;
-3MiHuW | TUNY - 3MiHK
oo
6e3nekn/eeKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHU Y KOPOTKiii
XapaxkTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLii gns
MeAMYHOro
3aCTOCYyBaHHSA
reHepuyHuX/riopugHux/
6ionoAibHNX MikapCbKnX
3acob6is nicns
BHECEHHS Tiei camoi
3MiHV Ha pechepeHTHWi
npenapar (3MiHa He
notpebye HagaHHSA
XOLHNX HOBUX
[00aTKOBUX AaHuX) -
3MiHV BHECEHO [0
iHCTpYKLii gns
MeAMYHOro
3aCTOCYyBaHHSA

3a peyenmom

He nioss2ae

UA/
11508/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

npenapary 4o po3giny
«lMoka3aHHsI», a Takox
0o po3sginis «Cnoci6
3aCTOCyBaHHA Ta [403U»
(yTOuHeHHs
[03yBaHHs),
«MpoTunokasaHHa»,
«B3aemogijs 3 iHWMMK
nikapcbknMmn 3acobamm
Ta iHWi BMAu
B3aEMOp;in»,
«Ocob6nmBOCTi
3aCTOCYBaHHS»,
«3acTocyBaHHA y
nepiog, BaritHocTi abo
roAyBaHHs rpyaaio»,
«3AaTHICTb BNAMBATH
Ha LWBMAKICTb peakuil
npu KepyBaHHI
aBTOTpPaHCMoOpPTOM abo
po6OTi 3 IHWUMK
MexaHisMamu», «[itu»,
«[epefo3yBaHHs»,
«MobiyHI peakwji»
BiANoBIAHO A0
pedepeHTHOro
npenapary
KOHTPOJIOK®,
TabneTku
racTpopesnCTeHTHI No
40 mr. -3MiHu | TUnYy -
3MiHM Wwozao
6e3nekn/eheKTUBHOCTI
Ta hapmakoHarnsgy.
BBeneHHs a60 3MiHN
[0 y3arasbHeHnx
[JaHux npo cuctemy
thapmakoHarnagy
(BEeaeHHsA
y3arasibHeHUX JaHunx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobwu, BignoBiganbHOI
3a 3[iliCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

chapmakoHarnsgy
3asBHUKA 4715
3[iiCHEHHS
dhapmakoHarnsgy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOB&XEHOT 0cobu,
BiANOBiAaIbHOT 3a
3[iiCHEHHS
chapmakoHarnsgy
(BK/IKOUAKOYM KOHTaKTHI
OaHi) Ta/abo 3MiHn y
pO3MiLLEHHI MacTep-
thaiina cuctemu
hapmakoHarnsgy).
3rigHo 3 n.1.13 tan.2.3
nogatky 15 Hakasy
MO3 YkpaiHu Big,
23.07.2015 Ne460
HaflaHO rapaHTiiHi
JINCTK Bif 3as1BHMKA
Wwoa0 HadaHHA MYP Ta
[OMOBHEHHA [0 OrNsigy
KAIHIYHNX AaHUX A0
30.10.2017 p)

34.

PEANTIH

PO34nH ANS iH KL No
5 mn B amnynax Ne 5, Ne
10

TOB "®APMAT
nTa”

YkpaiHa

MAT "Ny6Hucbapm"

YkpaiHa

nepepeectpauis Ha 5
POKiB Yy 3BAA3KY i3
3aKiHYEHHAM TepMiHy
Lii peecTpauiiHoro
NoCBiAYEHHST; 3MiHK |
TMny: 3MiHM WoA0
6e3nekn/eteKTUBHOCTI
Ta hapmakoHarnsgy.
BBeneHHs a0 3MiHU
[0 y3arasibHeHnX
[JaHux nNpo cuctemy
chapmakoHarnsgy
(BEeAeHHsA
y3arasibHeHUX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI
ocobu, BignoBigansLHoI
3a 34iliCHEHHS
thapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
hapmakoHarnagy

3a
peyermom

He nionsiecae

UA/4136/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

3asBHUKa A1
3[jiCHEHHS
dhapmakoHarnsgy B
YKpaliHi, K0 BOHa
BiAMiHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOT 3a
3[jiCHEHHS
chapmakoHarnsgy
(BK/IKOYAKOYM KOHTaKTHI
AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-
tpaiina cuctemu
thapmakoHarnsgy).
3MiHn | TURYy: 3miHK 3
AKoCTi. FoTOBUIA
nikapcbkuii 3aci6.
KoHTponk rotosoro
niKapcbKoro 3acooby.
3mMiHa napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX
roTOBOrO NiKapCbKOro
3aco6y (iHLWi 3MiHK) -
npvBeAeHHs po3ainy
«MexaHiuHi
BK/TIOYEHHS» Y
BiANOBIAHICTb A0
aitoyoro BugaHHsa JPY.
3MiHn | TURYy: 3miHK 3
AKoCTi. FoTOBUIA
nikapcbkuii 3aci6.
CTabinbHicTb. 3miHa y
TepMiHax npuaaTHOCTI
abo ymoBax 36epiraHHs
roTOBOrO /liKapCbKOro
3acoby (3miHa B
ymoBax 36epiraHHs
roTOBOrO /liKapCbKOro
3acoby abo nicns
PO34MHEHHSA/BILHOBNEH
HA). 3miHm |l Trny:
3MiHu 3 aKocTi. AL,
Brpo6HmuTBO. 3MiHa
BMPOGHMKa
BMXiZAHOr0/NPOMIiXHOro
npoAayKTy/peareHTy, LWo
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

BUKOPWCTOBYHOTLCA Y
BVMPOGHMYOMY MpoLeci
A®l, abo 3miHa
BUPOGHMKA
(Bxkntovaroum, e
HeobXigHo, Micue
NpoBeeHHS KOHTPO/O
akocTi) AP (3a
BifACYTHOCTI
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei y
3aTBEPAKEHOMY [1OCHE)
(BBEAEHHS HOBOIO
BMpOGHUKa APl 3
HaflaHHsAM MacTep-
haiina Ha Adl)

35.

CENTOJIETE®
nnoc

cnpeii Ans poToBoi
NOPOXHWHK no 30 My
nnacTyKoBOMy (ON1aKOHi
3 Ny/IbBEPM3aTOpPOM, MO
1 dhnakoHy B KapTOHHI
KopooLi

KPKA, a.4.,
HoBso mecTo

CnoBeHis

KPKA, a.4., Hoso
MEeCTO

CnoseHis

nepepeecTpavjis Ha
Heo6MeXeHN TEPMIH;
3MiHu | TURY: 3MiHN
oo
6e3nekn/eteKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KOpOTKiit
XapaxkTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLii gns
MeAMYHOro
3aCTOCyBaHHA Ha
nigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii
nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY
3 AocnigpKeHb,
npoBeAeHnx
BIANOBIAHO A0 NiaHy
neajaTpnyHmx
npocnipxeHs (PIP) (iHLwi
3MiHW) - 3MiHW BHECEHO

6e3
peuyenma

nionsieae

UA/8560/02/01
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliH
oz2o0
nocsioYeHHs1

[0 IHCTpYKUiT Ansa
MeAMYHOro
3aCTOCYyBaHHSA
npenapary o po3ainis
«B3aemogijs 3 iHWMMK
nikapcbkvMu 3acobamu
Ta iHWi B1An
B3a€EMOp,in»,
«OcobnuBocTi
3aCTOCYBaHHS»,
«Mob6iyHi peakwii»
BiANOBIAHO A0
iHbopMmawii cTocoBHO
6e3nekun giroumx
PEYOBUH)

UA/

36.

cynoniPnA-3H

PO34mH NS iH'ekuii 50
Mr/Ma no 2Mn B
amnynax Ne 10 y
Kopo6bui, Ne 10 (5x2), Ne
10 (10x1) y 6nictepax

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

YkpaiHa

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b IKOCTI,
BUNYCK cepil:
TOB "XapkiBcbke
thapmaueBTUYHe
nigNpPUEMCTBO
"3a0poB's Hapoay",
YKpaiHa,;

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b SKOCTI:
ToBapucTBO 3
06MEXEHOI0
BigNoBiAa/IbHICTIO
"GapmaueBTuyHa

KomnaHis "3g0pos'a”,

YkpaiHa

YKpaiHa

nepepeecTpauis Ha 5
POKiB Yy 3B AA3KY i3
3aKiHYEHHAM TEPMiHY
nii peecTpaujiiHoro
NOCBiAYEHHST; 3MiHK |
TMny: 3MiHW Wwoao
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnagy.
BBepgeHHs1 abo 3MiHN
[0 y3aranbHeHnx
[aHuX Npo cuctemy
chapmakoHarnsgy
(BepeHHsA
y3arasibHeHUX JaHux
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOI 0cobwu 3
chapmakoHarnsgy
3as1BHUKA 4715
3[iiCHEHHS
dhapmakoHarnsgy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOB&XEHOI 0cobu,
BiANOBiAaIbHOT 3a
3[iiCHEHHS
chapmakoHarnsgy
(BK/IKOYAKOYM KOHTaKTHI

3a peyenmom

He nionszae

11476/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

OaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3MiHn | TURY: 3MiHK 3
akocTi. A®l. KoHTposb
A®|. 3miHa y
napameTpax
cneundikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneuudikauisix Ha Adl,
abo
BUXIZAHWA/NPOMIXHWIA
npoAayKT/pearexT, wWwo
BUKOPWCTOBYHOTLCH Y
npoveci BUpobHuLTBa
A®I (iHWi 3MiHN).
CynyTHS 3MiHa: 3MiHuK 3
akocTi. A®l. KoHTponb
A®l. 3miHa y meTogax
BMNpobyBaHHA A®l abo
BUWXifHOTO
marepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y
npoveci BUpobHuuTBa
A®| (He3HauHi 3MiHW Y
3aTBEPKEHNX
meToAax
BMNPO6YBaHHS), po34i/
"Mikpob6ionoriuHa
yucroTta" npuBeAeHo y
BiANOBIAHICTb 4O BUMOT
aitoyoro BugaHHsa JPY.
3MiHn | TURy: 3miHK 3
AKocTi. CepTudikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. 3MiHK, nos'A3aHi 3
HEOO6XiAHICTIO
npviBefeHHs y
BiANOBIAHICTb A0
MOHorpadii AdY abo
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
€BponeiicbKoi
thapmakonei, abo iHLOoi
HauioHas/1bHOT
thapmakonei gepxasu
€C (3miHa y

cneuudikauisx,
nos'a3aHa 3i 3miHamu B
oYy, abo
€Bponeiicbkil
thapmakonei, abo iHLuii
HavjioHasbHil
chapmakonei gepxasu
€C), po3gainu
«laeHTudikauis»,«Hitp
ntn» Ta «Coni aMoHito»
0151 ONOMIXHOT
peyosuHn Hatpito
X/10pUA, NPUBELEHO Y
BiA4NOBIAHICTb 4O BUMOT
MoHorpadii «Sodium
chloride» gitouoro
BMAAHHA €BpOMnencbKoi
dapmakonei;po3gin
«MikpobionoriyHa
yncToTa» Ans
[ONOMDKHOT PEYOBUHYU
Boga g5 iH'ekuin
npvBeAeHo y
BIAMNOBIAHICTb 4,0 BUMOT
aitoyoro BugaHHsa JoY.
3MiHu | TUnNy: 3MiHK 3
akocTi. CepTtudikat
BignosigHocTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpady
ii. 3MiHK, NoB'A3aHi 3
HEOoOXiAHICTIO
npvBeAeHHs y
BIANOBIAHICTb A0
MoHorpadii 4PY abo
€BponeiicbKoi
thapmakonei, abo iHLoi
HauioHa/1IbHOT
thapmakonei gepxasu
€C (3miHa y
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1

crneuudikavisx,
nos'sA3aHa 3i 3miHamu B
oY, abo
€Bponeiicbkili
thapmakonei, abo iHLuii
HaLioOHa/bHIl
hapmakonei gepxasu
€C), po3ginu
«lpgeHTudikayis» Ta
«CynpoBiZHi LOMILLKWN»
nprvBesAeHo y
BiAMNOBIAHICTb A0
MoHorpadii «Sulpiride»
Ai04Oro BUAAHHSA
€BponericbKoi
dapmakonei. 3MiHu |
TUMy: 3MiHW 3 AKOCTI.
Ceptudpikar
BignosigHoCTI/TE-
ceptudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. MopgaHHA HOBOro abo
OHOB/IEHOr0
cepTugpikata
BignoBigHOCTI abo
BU/TyYEHHSA
cepTugpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXiAHOTO
martepiany/peareHTy/np
OMDKHOTO MPOAYKTY, WO
BUKOPWCTOBYIOTLCH Y
BMPOGHMUTBI ADIl; ans
[ONOMDKHOT PEYOBUHU
(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBeHWii cepTudpikat
Bif, y)Ke 3aTBEPKEHOro
BUPOOBHWNKA, OHOBJIEHHS
ceptugikaty
BiANOBIAHOCTI
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
€Bponeiicbkili

hapmakonei ans
Ljt0Y0T pevOBUHN
Cynbnipug Big Aito4oro
BMPOGHMKA. 3MiHK |
TUMy: 3MiHW 3 AKOCTI.
[OTOBWIA NlikapCbKuii
3aci6. KoHTponb
[OMOMKHNX PEYOBUH.
3MmiHa napameTpis
cneumdikauii Ta/abo
[ONyCTUMUX MEeX ANs
[L0NOMDKHOT peqyoBMHN
(iHLWi 3miHW), po3ain
"MikpobionoriyHa
yucrorta” gns
[ONOMDKHOT PEYOBUHU
Hartpito xnopug
npvBeAeHo y
BIAMNOBIAHICTb 4,0 BUMOT
Aito4oro BuAaHHA
€BponeiicbKoi
Papmakonel, a Takox
BUJyYEHO Po34in
"ATIOMIHIIA", OCKiNbKN
cybcTaHuis He
npv3HayeHa ans
NepuToHeasIbHoro
nianisy,remogianisy ta
reModinbTpauii. 3MiHN
| TMNYy: AOMIHICTpaTUBHI
3MiHW. 3miHa
HalilMeHyBaHHs Ta/abo
agpecu Micus
NpOoBaXXEHHS
OisNbHOCTI
BMpoGHUKa/imnopTepa
roTOBOrO NiKapCbKOro
3aco0y, BK/Ioyaoun
OinbHUL BUNYCKY cepil
abo micue nposefeHHs
KOHTPOJIO AKOCTI.
(BiANbHICTb, 3a AKY
Bignosigae
BMPOGHMK/iMNopTep,
BK/THOHAK0UM BUNYCK

cepiit), yTOUHEHHS
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Ymosu

Homep

n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyeoypa

Bionycky

Peknamysa
HHS

peecmpayiliH
oz2o0
nocsioYeHHs1

agpecu BUpobHMKa
TOB "XapkiBcbke
hapmaLeBTUUHe
nignpueMcTBo
"3a0poB's Hapoay",
YkpaiHa.
3MiHu | Tuny:
ALMIHICTPaTUBHI 3MiHN.
3miHa HaliMeHyBaHHS
Ta/abo agpecu
3asBHUKa (BNacHvKa
peecTpauiiHoro
NnocBigYEHHS)

UA/3194/01/01

37.

CYMETPONIM®

CycCneHsis opasibHa no
100 mn y conakoHax Ne 1

3AT
dapmaueBTUYHU
1 3aBog ETIC

YropwuHa

3AT dapmaueBTUYHMIA
3aBof ElC

YropLmHa

nepepeectpauis Ha 5
POKiB Yy 3BAA3KY i3
3aKiHYEHHAM TepMiHy
Lii peecTpauiiHoro
NoCBiAYEHHST; 3MiHK |
TMny: 3miHa
HallMeHyBaHHs Ta/abo
MiCLIe3HaXOKEHHS
3anBHUKa (BNacHMKa
peecTpauinHoro
nocBigyeHHs). 3MiHu |
TMny: 3miHa
HalilMeHyBaHHs Ta/abo
MiCLIe3HaXOKEHHS
BMPOGHMKa rOTOBOr0
niKapcbKoro 3acooby,
BK/IHOYAOUN Micue
NpoBeeHHS KOHTPO/O
AKOCTI (BMPOBHUYA
AiNbHWLSA BUNYCKY
cepiid). 3miHu | Tuny:
Jikapcbki 3aco6u.
3MiHa y KopoTKiii
xapakrepuctuui
niKapcbKoro 3acooby,
iHCTpYKLii gns
MeAMYHOro
3acToCcyBaHHA abo
MapKyBaHHi ynakoBOK
(noTpebye BHECEHHS
BIANOBIAHO A0
iHchopmawii
pedhepeHTHOro/opuriHa

NbHOro NiKapcbkoro

3a peuenmom

He nionsiecae
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
3aco6y 6e3 HaflaHHs

XOLHNX HOBUX
[08aTKOBUX AaHnX
3a5BHVKOM) - 3MiHU

BHECEHO 0 IHCTPYKL,i
ANA MeuyHoro
3aCTOCYyBaHHSA
npenapary A0 po3giny
"lMoka3aHHA", a Takox
[0 posgainis "Cnoci6
3acToCyBaHHA Ta f03un"
(yTOUHeHHS
[o3yBaHHs), "Oitn"
BiANOBIAHO A0
pedhepeHTHOro
npenaparty (bakTpum,
CeHekci CAC, ®paHuis
ana ®. XodpdmaHH-/15
Pow Nta). 3miHm |
Tuny: CepTtudikar
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/Ceptudik
aT BignoBigHOCTI
€Bponeiicbkili
thapmakonei Wwoao
rybuaroi
eHuedanonarii.
MoaaHHA HoBoro abo
OHOBJIEHOrO
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
chapmakonei ana APl
abo gitoyoi
peyoBuHW/ans
BUXiAHOTO
maTtepiany/peareHTy/np
OMIDKHOTO NPOAYKTY, L0
BUKOPWCTOBYHOTLCA Y
BMPO6HMLTBI APl abo
Ailo4oi pevoBuHWU/aNs
[LONOMDKHOT peqyoBUHN
(ceptuddikat
BiANOBIAHOCTI
€Bponeiicbkili

hapmakoner) -
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
OHOBJIEHWIA cepTuddikaT
BiANOBIAHOCTI Bif,
Ail04oro BUPo6HUKa —
Ha/fiaHO OHOBEHWIA
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
dapmakonei R1-CEP
1999-172-Rev 01
38. DEHXE/HO nnoam no 50 r y navkax MpAT YkpaiHa MpAT "NikTpasn" YkpaiHa nepepeecTpawis Ha 6e3 peyenma niosnsieae UA/6032/01/01
nnoau 3 BHYTPILUHIM NakeTom "NikTpasun" HEOBMEXEHUI TEePMiH
39. DJIABO3IA® cupon no 60 mny TOB "HBK YkpaiHa MAT "®apmak”, YkpaiHa nepepeectpauis Ha 5 3a peyenmom | He nidnseae | UA/5013/01/01
cknsHOMY chnakoHi; no 1 "Ekocpapm” YKpaiHa,; POKiB Yy 3B A3KY i3
hnakoHy 3 403YY0L0 TOB "TepHodapm”, 3aKiHYEHHAM TepPMiHY
EMHICTIO B KQPTOHHIA YkpaiHa,; nii peecTpaujiiHoro
nauui KomyHasibHe nocsigyeHHs; 3MiHn |1

nigNpPUEMCTBO
"/lyraHcbka obnacHa
"®apmauisa”,
hapmaueBTnyHa
habpuka, YkpaiHa

TMny: 3MiHW Woao
6e3nekn/edeKkTUBHOCTI
Ta hapmakoHarnsgy.
3MiHN Y KOpPOTKiii
Xapakrepuctuu,j
NiKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT AnA
MeLNYHOro
3aCTOCYBaHHSA Y 3B'A3KY
i3 HOBMMY AaHUMK 3
SAKOCTI, AOK/iIHIYHUMMU,
KAiHIYHMY JaHuMK Ta
JaHuMm 3
hapmakoHarnsgy,
3MiHM BHECEHO A0
IHCTPYKLT AnA
MeLNYHOro
3aCTOCYyBaHHS
npenapary 0 po3ainis
"MokasaHHa" (BUNyYeHi
nokasaHHs: y cknagi
KOMM/IEKCHOro
NiKyBaHHS BipYCHUX
renatuTie B, C; y
cKnagi KoMnaeKkcHoro
nikyBaHHS BI/T-iHdbekuii
Ta CHIfy),
"MpoTunokasaHHa",
"MobiyHi peakuyii”,
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayiliH
3acoby ynakoska) 020
nocsioYeHHs1
"MNepepo3yBaHHA",
"Oco6nuBocCTi
3acTocyBaHHsA"
BiANoBIAHO A0
BUCHOBKY
KOHCY/IbTATUBHO-

eKCcnepTHOT rpynu
"MpOTUMIKPOGHI,
aHTUreNbMiHTHI Ta
NPOTUBIPYCHI NiKapcbki
3acobu", KOpoTKOT
XapakTepucTukn
npenapary Ta
pekomeHaau;i
[enaptameHTy
nicnsipeecTpauiiHoro
Harnsgy). 3rigHo 3
n.1.13 ta n.2.3 goaarky
15 Hakasy MO3
Ykpainu Big 23.07.2015
Ne460 HagaHo
rapaHTiiiHi nncTu Big
3asBHMKA LLOA0
HagaHHsa MYP Ta
[OMOBHEHHA [0 OrNsgy
KMIHIYHUX JaHuX He
ni3Hiwe BepecHsa 2017

p.

HauyanbHUK YnpaBniHHA
thapmaneBTUYHOI AiANBHOCTI Ta
AKOCTI (hapmMmaueBTUUHOI NPOAYKLii

T.M. JIacKOBCbKUM




NEPENIK

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
04.10.2016 Ne 1037

NIKAPCBbKUX 3ACOBIB (MEAUYHNX IMYHOBIONIONYHUX NPENAPATIB), WLOAO AKNX BYNN BHECEHI 3MIHU O PEECTPALIAHNX
MATEPIANIB, AKI BHOCATbCA A0 AEPXABHOI'O PEECTPY NIIKAPCbKNX 3ACOBIB YKPAIHA

BCi cTagii BUPO6HMLTBA,
KOHTPO/b SIKOCTI:
ToBapucTso 3
06MEXEHOI
BiANOBiAA/IbHICTIO
"XapkiBcbke
hapmauleBTUyHe
nignpMeMCTBO
"340p0oB'a Hapoay",
YkpaiHa

TOB "dapmaueBTnyHa koMmnaHisa "3g0pos™s",
YkpaiHa y BignoBigHICTb A0 NiLeHsii Ha
BUPOOGHULTBO, 6€3 3MiHN MiCLA BUPOOHULTBA);
3MiHn | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
NpoBapKEHHS Ais/IbHOCTI BUPOBOHUKa/imnopTepa
rOTOBOrO NikapCbKOro 3acoby, BKIYaum
OinbHWL BUMYCKy cepii abo micle npoBeAeHHs
KOHTPOJIO SKOCTI. (AiSNbHICTb, 3a Ky BiAgnosigae
BMPOGHMK/iIMMOPTEP, HE BK/THOHAKOUM BUNYCK CEPIi)
(NnpvBeAeHHs MicLe3HaxomkeHHs BUpo6HuKa 13
TOB "XapkiBcbke hapmavleBTuyHe NignpueMcTBo
"340poB'a Hapoay", YKpaiHa y BiANoBigHICTb A0
NiUeHsii Ha BUPOBHULITBO, 6€3 3MiHN Micus

Ne Hassa dopma Bunycky 3asasHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKa BionycKky | peecmpayiliHo
3acoby ynakoska) 2o
nocsio0YeHHs1
1. ANbMEP TabneTku, BKpUTI AxTasic rpyn IcnaHgais AxTtasic 1TA ManbTa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a UA/5816/01/01
N/1iBKOBOK 060/IOHKOMD, AT 3MiHY | TUNy - 3MiHKU WoA0 6e3nekn/echeKTUBHOCTI peyenmom
no 5 mr no 10 TabneTok Ta (hapmakoHarnsgy - amiHa rpadivuHmux
y 6nicTepi, no 3 306paXeHb NEPBUHHOI Ta BTOPUHHOT YyNakoBOK Ha
6nicTepy B KapPTOHHIA TEKCT MapKyBaHHS NepBUHHOT Ta BTOPUHHOT
nauui ynakosok. BBefieHHA 3MiH npoTArom 3-x micsAuis
nicns saTBepAKeHHsA
2. ANbMEP TabneTku, BKpUTI AkTasBic rpyn IcnaHpis AxTtasic /1T, ManbTa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis: 3a UA/5816/01/02
N/1iBKOBOK 060/I0HKOIO, 3MiHY | TUNY - 3MiHK WoA0 6e3nekn/ethekTUBHOCTI peyenmom
no 10 mr no 10 TabneTok Ta thapmakoHarisgy - aMmiHa rpadpivuHmx
y 6nicTepi, no 3 300paxeHb NepBUHHOT Ta BTOPVHHOI YNakoBOK Ha
6nicTepy B KAPTOHHIl TEKCT MapKyBaHHs NEePBUHHOT Ta BTOPUHHOT
nauui ynakoBOK. BBeA€HHSA 3MiH NPOTArom 3-x MicsuiB
nicnsa 3saTBepAKEeHHsA
3. AMBPOKCO/- cupon, 15 mr/5 mn no ToBapucTBo 3 YkpaiHa BCi cTagii BUPO6HMLTBA, YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 6e3 UA/5897/01/01
340POB'A 100 mn y chnakoHax Nel 0bMexeHoto KOHTPO/b AKOCTI, 3MiHn | TURNY - AgMIHICTPaTMBHI 3MiHW. 3MiHa peyenma
pa3om 3 MipHOIO JIOXKOI | BignoBigasbHic BUNYCK cepi: HallMeHyBaHHs Ta/abo agpecu Micus
B KOpPOOLL TO ToBapucTBo 3 NpoBaKEHHS Ais/IbHOCTI BUPOBGHUKa/imnopTepa
"dapmauesTny 06MEXEHO roTOBOrO /liKapCbKOro 3acoby, BKIOYaun
Ha KoMMaHis BiANOBIAANILHICTIO LOinbHUL BUNYCKY cepii abo MicLe npoBefeHHs
"3p0pos'a” "papmaneBTnyHa KOHTPOJIIO AIKOCTI. (AiANbHICTb, 3a AKy BignoBsifae
KomnaHis "3gopoB'a", BMPOGHUK/IMNIOPTEp, BK/IKOUAKUM BUMYCK Cepiii)
YKpaiHa; (NpvBeeHHA MicLe3HaxomKeHHs BUpobHuka MN13
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400 mn y naswkax Nel
abo no 3 mn abo no 5
mn 'y coriakoHax Ne 1, Ne
5 y naykax

3aci6. Cuctema KoHTeliHep/3aKynopoBasbHiA
3aci6. 3miHa po3Mipy ynakoBKU rOTOBOro
NikapcbKoro 3acoby (BUTyYEHHS YNakoBKy NeBHOrO
posmipy) -

BW/TYYEHHS YNaKoBKM MO 2 M1 nonepesHbLo
3aMOBHEHWI LINPWL, Y KOHTYPHIlA YapyHKOBIi
ynakosLi Nel y nayui abo Ne5. BBefeHHs 3MiH
NPOTAroM 6-T MICALIB MICNSA 3aTBEPLKEHHS.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NpoBafPKEHHA AiSNIbHOCTI BUPOOHUMKa/imnopTepa
roTOBOrO /liKapCbKoro 3acoby, BKIYaoun
LinbHUL BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOJIH0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/iMMopTep, BKIKOYAUM BUMYCK Cepiif) -

Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
BMPOOHULTBA); 3MiHN | TUNY - AAMIHICTpaTMBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
3anBHUKa (BNacHMKa peectpauiiioro
noceigyeHHs) (3miHa agpecy 3asiBHUKA)
4, AMBPOKCO/1- cupon, 15 mr/5 mn no ToBapucTso 3 YKkpaina BCi cTagii BMpobHMUTBa, YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHnX maTtepiasiis: 6e3 UA/5897/01/01
340POB'A 100 mn y cpnakoHax Nel 06MeXeHoH KOHTPO/b AKOCTI, 3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NikapCbkuii peuyenma
pa3oM 3 MipHOIO JIOXKOIO | BiANOBIAa/IbHIC BUMNYCK cepil: 3aci6. CTabinbHICTb. 3MiHa y TepMiHax
B KOpPOOLL THo"®apmanes ToBapucTBo 3 npuaaTHocTi abo ymoBax 36epiraHHsi roTOBOrO
TUYHa o6MexeHo nNikapcbKoro 3aco6y (36inbLIeHHs TepMiHY
KOMnaHis BiAANOBIAALHICTIO npuAaTHOCTI rOTOBOrO NiKapCbKOro 3acoby) - [ns
"3popos'a” "®apmaueBTMyHa TOProBOi ynakoBku (MiATBEPAKYETLCA AAaHUMMU
KoMnaHia "3gopos'a”, peanbHOro yacy) (36i/1bLUeHHs TEPMIHY
YkpaiHa; NpUAATHOCTI FOTOBOrO JliKapCbKOro 3acoby 3 2-X A0
BCi cTagii BMpobHMuTBa, 3-x pokiB) (TepMiH BBEAEHHS 3MiH - NPOTArom 3-X
KOHTPO/b AKOCTI: MiCALB NicNa 3aTBepAKEHHS)
ToBapucTso 3
06MEXEHO
Bi4NOBIAA/ILHICTIO
"Xapkiscbke
hapmaueBTNYHE
nignpUeEMCTBO
"340p0oB'a Hapoay",
YKpaiHa
5. AMIAK po34uH Ans TOB "OKnM YkpaiHa TOB "OKnN Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis: 6e3 UA/3179/01/01
30BHILLHLOIO "dapmaveBTny "papmaueBTnyHa 3MiHM | TUny - 3MiHa y MeToax BUNpobyBaHHS peyenma
3actocyBaHHs 10 % no Ha chabpuka" habpuka" rOTOBOrO JliKapCbKoro 3acoby (iHLWi 3MiHW y
40 mn 'y chnakoHax MeTofax BUNpobyBaHb (BK/IYaoumn 3amMiHy abo
[OMOBHEHHS)); CYNyTHA 3MiHa: 3MiHa napameTpis
cneumdikauin Ta/abo fonycTMMUX MEX roTOBOro
niKapcbkoro 3acoby (iHwi 3MiHW)
6. AMIHON® pO3unH A4Ns iHdys3ili no TOB "lOpis- YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLliinHux maTepiasis: 3a UA/5616/01/01
100 mn, mo 200 mn, no dapm” 3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKnii peyenmom
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(10x1) y 6nictepax y
nauuj

3aBof
"rHUnAC"

Bi4NOBIAA/ILHICTIO
"[locnifHwii 3aBog,
"THUNC", YKpaiHa,;
BCi cTafii BAPOGHMLTBA,
KOHTPO/b AKOCTI,
BUNYCK cepii:
ToBapucTso 3
obmexeHoto
Bi4NOBiAA/IbHICTIO
"dapmaueBTuyHa

HalilMeHyBaHHs Ta afpecu 3asBHUKa) (TepMiH
BBE/IEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
3aTBEPAKEHHS); 3MiHM | TUnNy - AgMiHICTpaTMBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecu micus
NpoBapPKEHHA AiSNIbHOCTI BUPOOHUMKa/iMnopTepa
roTOBOrO JliKapCbKOro 3acoby, BKIoYaoun
OinbHUL BUNYyCKy cepii abo micle npoBeAeHHs
KOHTPOJIIO AIKOCTI. (AiANbHICTb, 3a AKYy Bignosifae
BMPOGHUK/IMMOPTEp, BK/IHOYAKOUN BUMYCK Cepiif)
(NpuBeAEHHSI MiCLIe3HAX0MKEHHS BUPOOHMKIB 13

Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
3MiHa agpecy BUpPO6HMKa, 6e3 3MiHn Micus
BMPOGHMUTBA, 3MiHA OPUANYHOT agpecu Ha
hakTnyHe agpecy (NpUBeAEHHS Y BIAMNOBIAHICTb
[0 [OKYMEHTIB BUpOOHMKa). BBeAeHHA 3MiH
NPOTAroM 6-T MICALIIB MiC/1A 3aTBEPKEHHS.
7. AMNOAUNIH-KB Tabnetkn no 5 mr Ne 30 MAT Ykpaina MAT "KuiBcbKuii Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis: 3a UA/7831/01/01
(10x3) y 6nicTepax "KuniBcbkuii BiTamiHHWIi 3aBoA” 3MiHK | TUNY - 3MiHW [0 IHCTPYKLiT AN18 MeguYHoro peyenmom
BiTaMiHHWIA 3acTocyBaHHsl. BBeeHHs1 3MiH NpoTsArom 3-x
3asofa” MicALiB nicnsa 3aTrBepAXeHHA
8. AMMOAUNIH-KB Tabnetky no 10 mr Ne 30 MAT Ykpaina MAT "KuiBCbKuiA YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/7831/01/02
(10x3) y 6nicTepax "KniBcbkuin BiTamiHHWI 3aBo4" 3MiHM | TUMY - 3MiHX 80 IHCTPYKUiT A4NS MeANYHOro peyenmom
BiTaMiHHUIA 3acTocyBaHHs. BBefieHHA 3MiH npoTarom 3-x
3aBsog" MicAiLiB NicnsA 3aTBepAKEHHA
9. ACMAHEKC® MOPOLLOK A5 iHrasIsALIl, LepiHr-Mnay LLiBeiuapis KOHTPO/b AKOCTI, Benebrisi/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/9255/01/01
[030BaHuit, 200 CeHTpan Ict BTOPWHHE NakKyBaHHS, CiHranyp 3MiHK | TUNy - 3aMiHa rpadivyHOro ohopMAEHHS peuenmom
MKr/go3y no 30 go3s abo Al BUNycK cepii: LLepiHr- yMaKoOBKM FOTOBOrO /liKapCbKOro 3aco0y Ha TEeKCT
no 60 f03 B iHranATopi Mnay Na6o H.B., MapKyBaHHs (3 BUNpaB/IEHHAM HETOYHOCTI y
Teuctxeiinep®, Benbrisi; BUpOOHUK in MapKyBaHHi BTOPUHHOT yNakoBkun). BBefeHHA 3MiH
ynaxkoBaHoMy B bulk, nepsuHHe npoTArom 3-x MicauiB Nicnsa 3saTBepAKEeHHs
anoMiHieBy donbry; no nakyBaHHs: MC/L,
1 ynakosaHomy IHTepHewwHN MTM6X
iHraNsATOpYy B KAPTOHHIl (chiniss Cinranyp),
Kopo6ui Cinranyp
10. ACMAHEKC® MOPOLLOK ANs iHransuii, LepiHr-Mnay LLIBeiiuapis KOHTPO/b SKOCTI, Benbris/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3a UA/9255/01/02
[o3oBaHuit, 400 CeHTpan Ict BTOPVHHE NakKyBaHHS, CiHranyp 3MiHM | TRy - 3amMiHa rpaciyHoro ohopMIEHHS peyenmom
mkr/go3y no 30 fo3 abo Al BUNycK cepii: LLepiHr- yNakoBKM rOTOBOTO /iKapCbKOro 3acoby Ha TeKkCT
no 60 f03 B iHranATopi Mnay a6o H.B., MapKyBaHHS (3 BUNPaBfIeHHSAM HETOYHOCTI y
Teuctxelinep®, Benbris; BUPOOHUK in MapKyBaHHi BTOPUHHOI ynakoBk/). BBegeHHA 3MiH
yrnakoBaHoOMy B bulk, nepsuHHe npoTArom 3-X mMicsiliB nicns saTrBepaXeHHsA
anoMiHieBy honbry; no nakysaHHs: MC/,
1 ynakoBaHoMy IHTepHewHn M6X
iHransATopy B KAPTOHHIl (dinis Cinranyp),
Kopobui Cinranyp
11. ATPOMNIHY PO34MH ANs iH'exuil, 1 ToBapucTso 3 YKkpaina KOHTPO/b SIKOCTI, YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: 3a UA/5461/02/01
CYNb®AT mr/mnno 1 mn B 06MeXeHoH BUNYCK cepi: 3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa peuyenmom
amnynax Ne 10 y nauuj; BiAnoBifAasIbHIC ToBapucTso 3 HallMeHyBaHHs Ta/abo agpecy 3asBHMKA
Ne 10 (5x2), Ne 10 Tio "[ocnigHunii 06MEXeEHO (BnacHvKa peecTpavuiitHoro Noceig4eHHs) (3MiHa
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Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

KoMnaHia "3gopos'a”,
YkpaiHa

Y BiANOBIAHICTb 0 OPUTriH&/TIbHUX AOKYMEHTIB (konii
niuensii Ha BMpo6bHULTBO Ta cepTudpikaty HBM),
6e3 3MiHM Micus BUpo6bHMLTBa) (TepMiH BBEAEHHS
3MiH NPOTAroM 3-X MicALIB NiCNSA 3aTBEPLKEHHS);
3MiHn | TURY - AAMIHICTPATVBHI 3MiHW. BunyyeHHs
BMPOGHMYOT AinbHUL (BKIKOYAKOUM AiNbHULI ANS
A®I, npomixxHOro NnpoAykTy abo rotoBoro
NikapcbKoro 3acoby, AiNbHULi AN NPOBEeAEHHS
nakyBaHHs1, BUPOOHWMKa, BifNOBIgaIbHOMO 3a
BWMYCK Cepiii, MicLle NPOBEAEHHSI KOHTPOSIHO cepil)
abo noctavanbHVKa BUXIAHOTO maTepiasny,
peareHTy abo AONOMDKHOT pe4YOBUHY (AKLLO
3a3HaYeHo Y A0CbE) (BUTYUYEHHST OYHKLT — BCi
cTagii BUPO6HMLTBA — 3 BUKOHYBaHMX (DYHKLi(BCI
cTagii BUPOOHNLTBA, KOHTPO/Ib AKOCTI, BUMYCK
cepii) Ana BUpO6HMKa ToBapMCTBO 3 06GMEXEHOD
BignosiganbHicTio "focnigHuii 3aBog, «THLJ1C»,
YkpaiHa); 3MiHu | Tuny - 3MiHn 3 sKocTi. FoToBwMiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHMIA 3aci6. 3miHa
PO3Mipy YnakoBK¥ roTOBOrO /iKapcbkoro 3acoby
(BUNYyYEHHA yNakoBKU MEBHOr0 Po3Mipy)
(BWTyYEHHS1 YNakoBOK rOTOBOrO J1iKapCbKOro
3acoby - no 1 mn B amnyni, no 5 amnyn y 6nictepi,
no 1 6nictepy B nayui Ta ynakoBok in bulk Ne100:
nol mn B amnyni, no 100 amnyn y kopo6u,; in bulk
Ne100: no 1 mn B amnysni, no 10 amnyn y 6nictepi,
no 10 6nicTepiB y kopobui) (TepMiH BBEAEHHS 3MiH
npoTArom 3-x MicAUIB Mic/1A 3aTBEPKEHHS)

12.

BANBb3AMIYHUNA
NIHIMEHT (3A
BULLHEBCbKUM
)

niHimeHT N0 401y
6aHkax, no 40 r y Ty6ax,
no40ryTybax Ne 1B
nauui

NAT
"Ny6Huchapm"”

YkpaiHa

MAT "Nly6Hucpapm”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis:
3MiHW | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKAPChKMIA
3aci6. CTabifibHICTb. 3MiHa y TepMiHax
NpVAATHOCTI @60 ymoBax 36epiraHHsi roToBOro
nikapcbKoro 3acoby — 3mMiHa ymMoB 36epiraHHs
rOTOBOIO JIiKAPCbKOro 3acoby

6e3
peyenma

UA/6659/01/01

13.

BETArICTUH-
TEBA

Tabnetkn no 8 mr Ne 30
(10x3) y 6nicTepax

patiohapm
M6X

HimeuunHa

Mepkne 'mbX,
HimeuunHa (nepsrHHa
Ta BTOPVHHA YMakoBKa,
KOHTpO/b cepil; A03BIN
Ha BUNYCK cepii);
KataneHT [hxepmati
WopHaopd MmoX,
HimeuunHa
(BMpOGHMLTBO
Hepo3acoBaHol
NpPOAYKL,ii, KOHTPOsb
cepii)

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis:
3MiHn | TUNY - AAMIHICTPATUBHI 3MiHW. 3MiHa Ha3Bu
nikapcbKoro 3acoby (6yno - BETAIMCTUH-
PATIO®APM) (TepMiH BBEAEHHS 3MiH NPOTAroM
6-TV MicALiB NicNsA 3aTBEPLYKEHHS)

3a
peyenmom

UA/7806/01/01
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
14. BETATICTUH- Tabnetky no 16 mr Ne 30 patiohapm HimeuunHa Mepkne 'vbX, HimeuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3a UA/7806/01/02
TEBA (10x3) y 6nicTepax M6X HimeuunHa (nepBuHHa 3MiHu | TUNY - AAMIHICTPaTMBHI 3MiHW. 3MiHa Ha3BuW peyenmom
Ta BTOPVHHA YNaKkoBka, nikapcbkoro 3acoby (6yno - BETAICTUH-
KOHTPO/b cepii; A03BIN PATIO®APM) (TepMiH BBEAEHHS 3MiH NPOTArOM
Ha BUMYCK cepii); 6-TV MicsALiB NicNsA 3aTBEPAYKEHHS)
KataneHT DxepmaHi
LWopHaopc MmbX,
HimeuunHa
(BMpOGHMLTBO
Hepo3acoBaHol
NpoAYKL,ii, KOHTPOsb
cepil)
15. BETATICTUH- Tabnetkv no 24 mr Ne 20 paTiothapm HimeuunHa PoTTengopd Papma HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/7806/01/03
TEBA (10x2) y 6nicTepax 6X 'M6X, HimeuunHa 3MiHu | TUNYy - AGMIHICTPATUBHI 3MiHW. 3MiHa Ha3BuW peuyenmom
(B1pOGHMLTBO nikapcbkoro 3acoby (6yno - BETAICTUH-
Hepo3sacoBaHoi PATIO®APM) (TepmiH BBELIEHHS 3MiH NPOTArOM
npoaykuii); Mepknie 6-Tn MicAUIB NicNs 3aTBEPAKEHHS)
'mM6X, HimeuunHa
(nepBrHHa Ta BTOPUHHA
ynakoBka, KOHTPO/1b
cepil; 403BiN Ha BUMNYCK
cepii); KataneHt
xepmaHi LopHaopd
'mM6X, HimeuunHa
(B1pO6HULTBO
Hepo3gacoBaHol
NPOAYKLT, KOHTPOS1b
cepii)
16. BON-PAH® Tabnetkn Ne 10 B CKAH BIOTEK IHAjs BadHa IHAaisa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/13388/01/01
6nictepi, Ne 100 (10x10) nTa dapwmacstoTikanc Nta,., BUNPAaB/IEHHS TEXHIYHOT NOMUKM B IHCTPYKLIT 4115 peuyenmom
B 6nictepi IHAis; LWAPOH BIO- Me[MYHOr0 3aCTOCYBaHHA Y P. «BUPO6HMK»,
MEACWH NIMITEL, «MicuesHaxomKeHHs»
IHAis
17. BPOHXO®IT 36ip no 100 r y nakerTi, TOB YKkpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTepiais: 6e3 UA/3546/01/01
BK/1aA€HOMY B Nauky; no "HaykoBo- BMPOGHMYaA 3MiHM | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenma
1,5y chinbTp-naketi Ne BMpO6GHMYa hapmMaueBTUYHA Ta (papmakoHarnsgy — 3MmiHuM y MapKyBaHHs
20 hapmauesTUy KomnaHis "EVM" NepBUHHOT Ta BTOPMHHOI yNakosk/. BBeaeHHs
Ha KoMMaHis 3MiH NpoTArom 6-Tu micayis nicna
"ENM" 3aTBEPAXEHHS; 3MiHW | TUNY - 3MiHU 3 AKOCTI.
["oTOBWMIA Nikapcbkunii 3aci6. KOHTPob roToBoro
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPO6YBaHHS rOTOBOIO NikapCbKoro 3acoby (iHLwi
3MiHM Yy MeTogax BUnpobysaHb (BKIHOHaKuM
3aMiHy ab0 AOMNOBHEHHS))
18. BA/IbCAKOP® H | TabneTku, BKpUTI KPKA, 4.4., CnoBeHisn KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3a UA/9451/01/02
320 NAiBKOBOK 060/IOHKOIO, HoBso mecTo MecTo BUNpaB/IeHHA HeBignoBigHocTell B Haka3i MO3 peyenmom

320 mr/12,5 mr no 10

YKpainu Ne 730 Big 19.07.2016 wono
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Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

TabneTtok y 6nictepi; no
3 abo 6 6nictepiB y
KapTOHHIA KopobLi; no
14 TabneTok y 6nicTepi;
no 1, 2 abo 4 6nictepu B
KapTOHHIA KopobLi; no
15 TabneTok y 6nictepi;
no 2 a6o 4 6nictepn B
KapPTOHHIi KOpOoOLi

[,03yBaHHA B NpoLeci BHECEHHSA 3MiH - 3MiHK |
TUMY - NoAaHHA HoBoro ceptucpikata RO-CEP
2011-148-Rev 02 Big HoBOro Brpo6Hrka KRKA,
d.d., Novo Mesto, Slovenia (Bupo6bHuYa ginbHULS
Anhui Menovo Pharmaceutical Co., Ltd.) (6yno -
TaG/1eTKU, BKPUTi NNiBKOBOI 060/1I0HKOIO, 160
mr/12,5 mr)

19.

BIBAPCUH® Q-
TAB®

TabneTku, Lo
AncnepryoTbes B
POTOBI NOPOXHMHI, NO
25 mr, no 1 tabnetuyiy
6nictepi; no 1 abo no 2
6nicTepy B KapTOHHIiA
Kopobui; no 4 TabneTku
y 6nicTepi; no 1, abo no
2, abo no 3 6nictepu B
KapTOHHIA KOpO6L

KPKA, a.4.,
HoBo mecTo

CnoBeHisa

KPKA, a.4., Hoso
MECTO

CnoBeHisa

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:
3MiHn | TMNy - 3MiHK WoAao 6e3nekn/etheKTMBHOCTI
Ta dpapmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 Meiu4HOro
3acTocyBaHHS Ha NigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku NikapCbKoro
3acoby, abo JocnimkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iAspeecTpaviiiHvii nepios,
ab0 Sk pe3ynibTar OLiHKM 3BITY 3 AOCNIAKEHD,
NpoBeAEeHVX BigMnoBigHO A0 MaHy neaiatpudHnx
pocnipkeHs (PIP) (3MiHy y3rofkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHom) (3MiHu
00 HCTPYKLT y po3ginu: MokasaHHs,
MpoTunokasaHHs, Cnoci6 3acTocyBaHHA Ta A03K,
Mo6iuHi peakuii, Mepeno3yBaHHA, 3aCTOCyBaHHSA y
nepiog BaritTHOCTi abo rogyBaHHs rpyaaHo,
Oco6/1MBOCTI 3aCTOCYBaHHSA, 3A4aTHICTb BNIMBATH
Ha WBWAKICTb peakLil Npu KepyBaHHi
aBTOTPaHCMOPTOM ab0 pobOTi 3 IHWMMK
MexaHisMamu, Baaemogis 3 iHWUMY NiKapCbKUMU
3acob6amMu Ta iHLWi BUAW B3aEMOSil, 3rifgHO 3
iH(hopMaLieto Woa0 6e3nekn 3acToCyBaHHs Ajto4oi
peyoBuHM cungeHacdin) (TepmiH BBeAEHHSA 3MiH
npoTArom 3-x MicAUiB Mic/1A 3aTBEPLKEHHS)

3a
peyenmom

UA/13484/01/01

20.

BISAPCUH® Q-
TAB®

TabneTku, o
ZAucnepryoTbes B
POTOBI NMOPOXHWHI, NO
50 mr, no 1 Tabnetyiy
6nicTepi; no 1 abo no 2
6nicTepy B KAPTOHHIl
kopobui; no 4 Tabnetkn
y 6nicTepi; no 1, abo no
2, abo no 3 6nictepu B
KapTOHHIlA Kopoo6Li

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4a., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/echeKTUBHOCTI
Ta (papmakoHarnsgy. 3mMiHa y KopoTkili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4N MeANYHOro
3acToCyBaHHA Ha NigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku NiKapCbKoro
3acoby, abo focnimkeHb 3 6e3nekn 3acTocyBaHHsA
nikapcbkoro 3acoby B nicnapeecTpaviiiHunii nepiog,
ab0 sk pe3ysibTat OLiHKM 3BiTY 3 AOCNIOKEHb,
npoBeAeHnX BigNoBIAHO A0 NnaHy negiatpuyuHux
pocnigxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHNM YMOBHOBaXXEHUM OpraHom) (3MiHu

3a
peyenmom

UA/13484/01/02
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Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

00 HCTPYKLT y po3ainu: MNMokasaHHs,
MpoTtunokasaHHs, Crnoci6 3acTocyBaHHsA Ta 403U,
Mob6iuHi peakuii, NMepeao3yBaHHs, 3acTOCyBaHHA Y

nepiog BaritTHOCTi abo rofyBaHHs rpyanio,
Oco6MBOCTi 3aCTOCYBaHHSA, 34aTHICTb BN/MBaTK
Ha WBUAKICTb peakuii Npu kepyBaHHi
aBTOTPaHCMOPTOM ab0 pobOTi 3 IHWMMK
MexaHisMamu, Bzaemogis 3 iHWMMK nikapcbkumm
3aco6amu Ta iHLWi BUAM B3aEMOi, 3rigHo 3
iH(hopMaLieto LWoao 6e3nekn 3acToCyBaHHs Aito4ol
peyoBuHM cungeHadin) (TepmiH BBEAEHHSA 3MiH
NpOTArom 3-x MicsuiB Nicas 3aTBepaKEHHS)

21.

BIBAPCUH® Q-
TAB®

TabneTku, Lo
AncnepryoTbes B
POTOBI NOPOXHWHI, NO
100 mr, no 1 Tabnetyjy
6nictepi; no 1 abo no 2
6nicTepy B KapTOHHIiA
Kopobui; no 4 TabneTku
y 6nicTepi; no 1, abo no
2, abo no 3 6nictepu B
KapTOHHIA KOpO6L

KPKA, a.4.,
HoBo mecTo

CnoBeHisa

KPKA, a.4., Hoso

MecTo

CnoBeHis

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:
3MiHn | TMNy - 3MiHK WoAao 6e3nekn/etheKTMBHOCTI
Ta papmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 Meiu4HOro
3acTocyBaHHS Ha NigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku NikapCbKoro
3aco6by, abo AocnimkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iAspeecTpaviiiHvii nepios,
ab0 Sk pe3ynibTar OLiHKM 3BITY 3 AOCNIAKEHD,
NpoBeAEeHVX BigMnoBigHO A0 MaHy NeaiaTtpudHnx
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHom) (3MiHu
00 HCTPYKLT y po3ginu: MokasaHHs,
MpoTunokasaHHs, Cnoci6 3acTocyBaHHA Ta A03K,
Mo6iuHi peakuii, Mepeno3yBaHHA, 3aCTOCyBaHHS y
nepiog BaritTHOCTi abo rogyBaHHs rpyaaHo,
Oco6/1MBOCTI 3aCTOCYBaHHSA, 3A4aTHICTb BNIMBATH
Ha WBWAKICTb peakLil Npu KepyBaHHi
aBTOTPaHCMOPTOM ab0 po6OTi 3 IHWMMK
MexaHismamu, Baemogisi 3 iHWUMY NiKapCbKUMU
3acob6amMu Ta iHLWi BUAW B3aeMOSil, 3rigHO 3
iH(bopMaLieto Woa0 6e3nekn 3acToCyBaHHs Ajto4oi
peyoBuHM cungeHacdin) (TepmiH BBeAEHHSA 3MiH
npoTArom 3-x MicAUiB Mic/1A 3aTBEPLKEHHS)

3a
peyenmom

UA/13484/01/03

22,

BINbMPA®EH
CONIOTAB

TabneTku, o
aucnepryloTbes, no
1000 mr no 5 Tabnetok y
6nicTepi; no 2 6nictepu
B KapTOHHIl Kopo6uyi

AcTtennac
dapma KOpon
B.B.

HigepnaHngn

BMPOGHUK

Hepo3dacoBaHoro
npoaykty (bulk),
nakyBasIbHVIK, KOHTPO b
AKOCTI, BUNYCK cepil:

damap JlioH

dpaHLis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBMIA NikapCbkuii
3aci6. CtabinbHICTb. 3MiHa y TepmiHax
npugaTHocTi abo ymoBax 36epiraHHsi rOTOBOro
niKapcbKoro 3acoby (36i/bLUEHHS TEPMiHY
nNpuAAaTHOCTI FOTOBOTO JIiKAPCLKOro 3acoby) - Ans
TOProBoOi YNakoBKy (NiATBEPMKYETLCA faHUMU
peanbHOro yacy) (36i/1bLUeHHS TEPMIHY
npugatHocTi N3 3 2-x go 3-x pokis) (TepmiH
BBEEHHS 3MiH - NPOTArom 6-Tu MicsALiB nicas

3a
peyenmom

UA/4350/02/01
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
3aTBEPKEHHS)
23. BITAKCOH® PO34rH ANs iH'exkuii no 2 | MAT "®dapmak” YKkpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: 3a UA/10507/01/01
M/ B amnyni; no 5 3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii peuyenmom
amnyn y énictepi; no 1 3aci6. CtabinbHICTb. 3MiHa y TepMiHax
abo 2 6nictepun B navui npuaaTHocCTi abo ymoBax 36epiraHHsi roTOBOrO
nikapcbKkoro 3acoby (3MiHa B ymMoBax 36epiraHHs
roTOBOro NlikapCbKoro 3acoby abo nicns
PO3YNHEHHA/BIAHOB/IEHHA) — BHECEHHS A0AAaTKOBOI
iHchopma,ii LWoAo yMOB 36epiraHHs NMikapcbKoro
3acoby. BeefieHHs 3MiH npoTarom 3-x Micauis
nicns saTBepAKeHHs
24. FEK 130/0,42 MOPOLLIOK (Cy6CcTaHLis) y AT Yecbka AT «3epymBepk HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: - UA/6812/01/01
nonieTnIeHoBmx «/IMKo®apma Pecny6nika BepHbypr» BUMNpaB/IeHHs1 HeBigNoBiAHOCTel B Hakasi MO3

nakeTtax Ass
BMPOGHULITBA
CTEPUIBHUX NIKAPCbKNX
chopm

»

YKpaiHu Ne 787 wo[0 HanvcaHHA npoueaypu, a
came: TepMiHy NpUAaTHOCTI B NpoLEeCi BHECEHHS
3MiH - 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
(BNacHvKa peecTpauiiHoro NocBifYEHHS) - 3MiHa
HaliMeHyBaHHs Ta MiCLLe3HaxXOIKEHHS 3asBHUKA,;
3miHu | TUny - 3miHk 3 AkocTi. CepTudikar
BignosiaHoCTI/IE-cepTudpikat BignosigHocCTi
€Bponeiicbkili hapmakonei/MmoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO MPVYBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHLwoT
HaujioHanbHOI dhapmakonei gepxasu €C (iHLi
3MiHW) - NpYBeAeHHs cneumndikayii APl y
BiANOBIAHICTL A0 BUMOr EP 3a nokasHvkamu:
«Onuc», «Mpo3opicTb Ta KONIbOPOBICTb PO3UNHY»,
«pH», «CTpYKTypHE 3aMilLleHHs», «Baxki
mMeTanm», «CTyniHb MONSPHOTO 3aMiLLleHHS»,
«CepefHA MonekynspHa maca», «Btpata B maci
npu BUCYLLYBaHHI», «MBY» - 3MiHa KpuTepiii
NPWAHATHOCTI; ONOBHEHHS cnevuudikaLii TecTom
«ABCop6Ujs», BUTYYEHHS MNOKA3HWKIB SKOCTI
«Xnopuau», «HaTtpiii», «CynbartHa 30na»,
«BigHoBNtOOYI peyoBUHW», «KifbkicHe
BM3HAYEHHS» -3MiHM | TMny - 3MiHKW 3 AkocTi. API.
KoHTposnb A®L. 3miHa y MeTodax BUNPOo6yBaHHS
A®| abo BuxigHOro marepiany/npoMixXHOro
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSH Y
npoueci BupobHMLUTBa A®I (iHWi 3MiHK Y MeToAax
BMNpobyBaHHA (BK/IOYatoun 3amiHy abo
[0NoBHEHHS) A®| abo BUXiAHOro/NPOMIXKHOTO
NPoAyKTY) - 3MiHW Y MeTofax KOHTPOSIt0 AKocTi AdI
3rigHO MaTepianis BUPOGHMKA 3a NOKa3HMKaMK:
«ETuneHnrnikonb», «CTyniHb CTPYKTYPHOrO
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
3aMiLLeHHs», «2-XnopeTaHon», «CTyniHb
MOJISIPHOrO 3aMilLeHHs», «bakTepiasibHi
€HAOTOKCUHU», «MBUY»; 3MiHK | TUny - 3MiHn 3
AKocTi. A®l. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUMNPOGYBaHb/nepiogy 36epiraHHA abo
ymoB 36epiraHHsa A®I (3a BigcyTHOCTI y
3aTBEpPKEHOMY [10CbE cepTudiikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonel, LWo BKIYae nepiog,
NMOBTOPHOro BMNpo6yBaHHS) (Nepiog, NOBTOPHOTO
BUNPO6YBaHHs/Nepios, 36epiraHHs) - 36iNbLUEHHS
abo BBefeHHsA nepiogy NOBTOPHOroO
BMNpo6yBaHHs/nepiody 36epiraHHs Ha OCHOBI
pe3ynbTaTiB AOCNiIAXKEHb Y peasibHOMY Yaci -
36iNbLUEHs TEPMiHY NEPEKOHTPOIO.
3arBepaKeHO: 3 pOKU. 3anponoHoBaHo: 5
pokiB (6y/10 - 3aTBEPAKEHO: 3 POKM.
3anponoHoBaHo: 4 pokn)
25. FEKCOPAN® NboasHVKN Ne 1 B TOB Ykpaina tOHiK ®apmacbioTuKas IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis: 6e3 UA/2173/01/01
NOPCENT 3l nnisui; Ne 100 B nniBuj y "[IXXOHCOH i Na6opaTopi3 3MiHK | TUNY - 3MiHa NapameTpiB cnewudikadii peyenma (Ne
CMAKOM 6aHkKuj; Ne 8 (4x2), Ne 12 L[KOHCOH (BiagineHHs dpipmm “IxK. Ta/abo foNyCTMMUX MEX rOTOBOTO /liKapCbKOro 1,8, 12, 16,
ANENbCUHA (4x3), Ne 16 (4x4) y YkpaiHa" B. Kemikans eHg 3ac06y (AONOBHEHHS cnevuudikalii HOBUM 24);
cTpuni; Ne 16 (8x2), Ne PapmacsioTukans J11g") NOKa3HWKOM 3 BifNOBifH/M METOAOM 3a
24 (8x3) y bnicTepi BMNPOGYBaHHS) peuyenmom
(Ne 100)
26. FEKCOPA/® NboAAHNKM Ne 1 B TOB YkpaiHa HOHiK ®apmacbioTuka IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/2174/01/01
NOPCENT 3l nnisui; Ne 100 B nniBuj y "[I>XOHCOH i Nabopatopis 3MiHM | TUNY - 3MiHa napameTpiB crnevumdikauii peyenma (Ne
CMAKOM 6aHui; Ne 8 (4x2), Ne 12 L[bKOHCOH (BipaineHHs dpipmu "Ix. Ta/abo fonyCTUMUX MEX rOTOBOrO NikapCbKoro 1, 8, 12, 16,
NMMMOHA (4x3), Ne 16 (4x4) y YkpaiHa" B. Kemikans eHg 3aco6y (foNOBHEHHS cneuudikauii HoBUM 24);
cTpuni; Ne 16 (8x2), Ne dapmacbloTrKan3 NMOKa3HUKOM 3 BifMOBiAH/M METOAOM 3a
24 (8x3) y 6nicTepi nra.") BMNPO6YBaHHS) peuyenmom
(Ne 100)
27. FEKCOPAN® nboasHKN Ne 1 B TOB YkpaiHa HOHik ®apmacbloTrkan IHAaia BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 6e3 UA/10278/01/01
NOPCENT 3lI nnisyi; Ne 100 B nniBLi y "[>XOHCOH | Nab6opaTtopi3 3MiHM | TUNY - 3MiHa NapameTpiB cnewudikauii peuenma (Ne
CMAKOM MEAY 6aHuj; Ne 8 (4x2), Ne 12 JXoHCOH (BipggineHHs dipmu "Ox. Ta/abo foMyCTUMUX MEX roTOBOro MiKapCbKOoro 1, 8, 12, 16,
TA TMMOHA (4x3), Ne 16 (4x4) y YkpaiHa" B. Kemikans eHg 3ac06y (fONOBHEHHS crneuwudikauii HOBUM 24);
cTpuni; Ne 16 (8x2), Ne $apmacbroTukans Jitg") NOKa3HWKOM 3 BifNoBigHUM MEeTOA0M 3a
24 (8x3) y 6nicTtepi BMNPOGYBaHHS) peyenmom
(Ne 100)
28. FEKCOPAN® NboAsHKN Ne 1 B TOB YkpaiHa HOHiK ®apmacbioTukas IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 6e3 UA/2176/01/01
NOPCENT 3l nnisui; Ne 100 B nniBuj y "[IXOHCOH i Na6opaTopi3 3MiHM | TUNY - 3MiHa napameTpis cnevmdikauii peyenma (Ne
CMAKOM 6aHuj; Ne 8 (4x2), Ne 12 J[bKOHCOH (BipgineHHs dpipmm “Ox. Ta/abo [oMyCTUMUX MeX roTOBOro NMikapcbKoro 1, 8, 12, 16,
YOPHOI (4x3), Ne 16 (4x4) y YkpaiHa" B. Kemikans eHg 3acoby (fONOBHEHHS creuugikaLii HoBUM 24);
CMOPOAUNHN cTpuni; Ne 16 (8x2), Ne PapmacboTnkan3 NMOKa3HNKOM 3 BifMnOBifH/M METOAOM 3a
24 (8x3) y 6nicTepi nrp.™) BMNPOGYBaHHS) peyenmom
(Ne 100)
29. rnoagy HacToiika no 25 ms, 80 MpAT YKkpaina MpAT dapmaueBTUyHa YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: 6e3 UA/2121/02/01
HACTOWNKA M/, 100 mn y donakoHax dapmaueBTmy habpuka "Biona" 3MiHM | TMNY - 3MiHK 3 SIKOCTi. FOTOBWIA NiKAPCbKUIA peyenma
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
y naukax abo 6e3 nauku Ha habpuka 3aci6. KoHTposib roTOBOro NiKapcbkoro 3acooby.
"Biona" 3MiHa y MeTogax BMNpo6yBaHHsS FOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX BUNPOGYBaHHS)
30. AANEPOH® C rpaHynun Ans opasibHOro KPKA, 4.4., CnoBeHis BiANOBiAA/IbHWIA 32 CnoseHis BHECEHHS 3MiH A0 peecTpaviiHnX maTtepiasiis: 6e3 UA/4753/01/01
po3unMHy no 5ry HoBo mecTO BMPO6HMLTBO "in bulk”, 3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs peuyenma
nakeTtuky; no 10

NakeTUKIB Y KAPTOHHIN
KopoobLi

NepBUHHY YNaKoBKy,
BTOPUHHY YNaKOBKY,
KOHTPO/Ib Ta BUMYCK

cepiii:
KPKA, a.4., Hoso
mMecTo, CrnoBeHis;
BMPOBHUK, LLLO
BiNOBIAAE 3a KOHTPO/Ib
cepii:
KPKA, a.4., Hoso
mecTo, CroBeHis

BMPOGHMYOT AinbHUL (BKIHOYAK0UN AiNbHULI ANS
A®l, NpoMiXXHOro NPOAYKTY abo roToBoro
nikapcbKoro 3acoby, AinbHULi AN NPOBEAEHHS
nakyBaHHs!, BUPOOHMKa, BiANoBifabHOro 3a
BUNYCK Cepili, MicLLe MPOBEAEHHST KOHTPOIO cepii)
abo nocTavasibHVKa BUXIgHOro Matepiany,
peareHTy abo A0NOMIKHOT PEHOBUHM (SKLLLO
3a3HayeHo y fl0CbE) - BunyyeHHs1 BUpOBGHUKa
Lit040T PeYOBUHM KMCOTK ackopbiHoBoi DSM
NUTRITIONAL PRODUCTS, LTD., Switzerland;
3MiHM | TMNy - 3MiHK 3 AKOCTIi. [OTOBWUIA NiKapCbKni
3aci6. 3mMiHM y BUpO6HULTBI. 3MiHa
iMnopTepa/3aMiHu, LLIO CTOCYOTLCS BUMYCKY cepil Ta
KOHTPOJI0 SIKOCTi FOTOBOrO flikapCbKoro 3acoby
(3amiHa abo foAaBaHHSA AiNbHUL, Ha SKil
3[iAICHIOETLCA KOHTPO/L/BMNPOBYBaHHA cepii) -
[04aBaHHS BUPOOHMYOT AiNbHULI, Ha SKui
3[iICHIOETLCS KOHTPOSb cepii; 3MiHu | Tuny -
3MiHK 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapCbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMmX
MEX rOTOBOr0 NiKapcbKoro 3acoby (iHLWi 3MiHu) -
3MiHM B cnevicpikauii [N13 (nogin Ha Bunyck Ta
TEPMiH nNpuaaTHocTi); 3MiHn | Tuny - 3MiHn 3
AKoCTi. FoTOoBUIA Nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbKoro 3acoby. 3miHa y MeTogax
BMNPO6YBaHHA roTOBOro MikapcbKoro 3acoby (iHLwi
3MiHM Yy MeTofax BUNpobysaHb (BKIHOHa0UM
3amiHy abo foMoBHEHHS)). CynyTHSI 3MiHa - 3MiHN
3 KocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapcbKoro 3acoby. 3MiHa napameTpis
crneungikauii Ta/abo 4ONyCTMMUX MEX rOTOBOTo
nikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHW Y
mMeToaunui T. "Mikpo6ionoriyHa uictoTa" N3
(BHECEHO 0NKMC BUMPOOGYBaHHS, 3MIHEHO 3amnuc
HOpPMYBaHHS); 3MiHW | TUnNy - 3MiHW 3 SKOCTI.
[oTOBWI1 nikapcbkuii 3aci6. KOHTPOIb roToBOro
niKkapcbKoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo fonycTMMKUX MEX roTOBOro
nikapcbKoro 3acoby (iHwi 3MiHK) - 3miHa
nokasHuka "OfHopiAHICTb A030BaHMX OAMHULB";
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
CynyTHS 3MiHa - 3MiHK 3 sIKOCTi. [0TOBWIA

nikapcbknii 3aci6. KOHTpoNb roToBOro NiKapCbKoro
3acoby. 3miHa napameTpis cneyudikauiin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(BUAyYEHHA HE3HAYHOrO NoKasHuKa (Hanpvknag
3aCTapifioro NokasHvka, Takoro Ak 3anax Ta cMak,
a60 ifeHTUiKaLis 6apBHUKIB UM CMaKOBMX
[06aBoK)) -3aMiHa n. "OAHOPIAHICTb [030BaHUX
OAMHULb - 3MiHA Macu napaueTamosny Ta KUCnoTu
ackop6iHOBOI " Ha NokasHUKKM "O4HOPIAHICTb
[,030BaHVX OAWHWLb - OAHOPIAHICTb Macu
napauetamony” Ta "OfHOPIAHICTb [030BaHMX
OVHMLb - OAHOPIAHICTb MAcK KNCNOTK
ackop6iHoBoi ", BuganeHHs n. "HomiHanbHa maca
BMICTY NakeTuka" Ta BHECEHHS faHHOI iHdhopMalii
(51) go n. "OAHOPIAHICTL AO30BaHNX OAUHULb -
OAHOPIAHICTb Macu napaueTtamony” Ta
"O[HOPILHICTb 4030BAHNX OANHUL - OAHOPIAHICTb
Macu KUCnoTu ackopbiHOBOI . 3MiHM | TUny - 3MiHK
3 aKocTi. CepTudikar BignosigHocTi/lE-
cepTudiikaT BiANoBIigHOCTI EBpoNechkili
hapmakonei/moHorpadii. NMogaHHsA HoBOro abo
OHOB/IEHOrO cepTuchikaTa BiANOBIAHOCTI a6o
BWJTyYeHHs cepTudikaTa BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BUXiAHOrO Marepiany/peareHTy/npoMikKHOro
NPOAYKTY, WO BUKOPMUCTOBYIOTHCA Y BUPOOHWLITBI
A®I; ona ONOMKHOT pevoBrHU (cepTudikat
BiANoOBiAHOCTI EBponelichbkin hapmakonel) -
OHoB/EHWIA cepTUdIKaT Bif yXe 3aTBepAXEHOro
BMPO6HMKA - NOAaHHA OHOB/IEHOro cepTudikara
BignosigHocTi E® ans AP| kucnota ackopbiHoBa
Bif 3aTBepxeHoro BupobHnka HEBEI WELCOME
PHARMACEUTICAL CO., LTD, China R1 -CEP
2008- 185- Rev 00. 3miHu | TMNy - 3MiHW 3 AKOCTI.
CepTtudpikar signosigHocTi/lE-cepTudpikat
BiANOBiAHOCTI EBpONelichkiit
thapmakonei/moHorpadii. NMogaHHsA HoBoro abo
OHOBJIEHOrO cepTudikaTa BiANOBIAHOCTI a6o
BW/IyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponelicbkiin thapmakonei: ana A®l; ans
BMXIZAHOro MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA Y BUPOOHWLTBI
A®I; ona 4ONOMDKHOI peyoBuHM (cepTudikart
BiANoBiAHOCTI EBponelickbkin hapmakone) -

OHoB/EHMIA cepTUIKaT Bif yXe 3aTBEPKEHOrO

BMPOGHMWKA - MOAaHHS OHOB/IEHOTO cepTudikara
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Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

BignosigHocTi EP ana API napauetamony Big yxe
3aTBepmxeHoro BupobHuka ANQIU LUAN
PHARMACEUTICAL CO., LTD ., China R1 —-CEP
2000- 124- Rev 06

31.

JVNDNIOKAH®

PO34uMH ANs iHdysild, 2
mr/mn no 50 mn a6o 100
My donakoHax Ne 1

Mdpaiizep IHK.

CLWA

dapeBa Ambyas

dpaHuis

BHECEHHS 3MiH A0 peecTpaviiHnX maTtepiasiis:
3MiHu |l TNy - 3MiHW [0 IHCTPYKLUIT 418 MeANYHOro
3aCTOCYBaHHA y po3ainn: MpoTunokasaHHs.
B3aemogisi 3 iHWMMKM flikapcbKuMKn 3acobamm Ta
iHWI BMAaW B3aemogjin. Ocob6/MBOCTi 3aCTOCYBaHHS.
3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHS
rpyaato. MoGiyHi peakuii. BBeA€HHA 3MiH
npoTarom 3-x MicAuiB nicna 3atBepaKeHHs

3a
peyenmom

UA/5970/01/01

32.

[IA30MNIH®

Tabnetkn no 0,1 r Ne 10
(10x1), Ne 20 (10x2) y
6nictepi

MAT "®dapmak”

Ykpaina

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHu Il Tuny - 3MiHa BUPOGHKKa
BVXiZAHOro/NPOMIXHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCSA Yy BUPOOHUYOMY npoueci AP,
abo 3miHa BUpOGHKMKa (BKIO4aouu, Ae HeobXigHo,
MicLile NpoBefeHHS KOHTPOsto fkocTi) AdI (3a
BiICYTHOCTI cepTucpikata BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHS HOBOrO BUPOOHUKa AdI 3
HafiaHHsAM MacTep-ghaiina Ha A®l) - BBeAeHHS
[0[aTKOBMX BUPOBHUKIB AD| MebrigposiHy

6e3
peyenma

UA/0270/01/01

33.

AIA30NIH®

Tabnetkn no 0,05 r Ne
10 (10x1), Ne 20 (10x2)
y 6nicTepi

MAT "®apmak”

YkpaiHa

MAT "dapmak”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis:
3MiHu Il Tuny - 3MiHa BUPOGHMKa
BUWXi4HOro/MpOMiXXHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOBHUYOMY npoLieci AdI,
abo 3miHa BUpOGHMKa (BKIOYaouu, Ae HeobXifHo,
MicLe npoBeeHHs KOHTPOsIo sakocTi) AdI (3a
BIACYTHOCTI cepTudpikata BignoBiAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepapkeHoMy
[0Cbe)(BBEAEHHS HOBOTO BMPO6HUKa Ad| 3
HaZaHHAM macTep-chaiina Ha Adl) - BBeAEHHS
[04aTKOBUX BUPOGHWKIB AD| mebrigponiHy

6e3
peuyenma

UA/0270/01/02

34.

[IA30MNIH®

apaxe no 0,051 Ne 10 y
6nictepax; Ne 20 (10x2)
y 6nicTepax B nauu,i

MAT "®apmak”

YkpaiHa

MAT "dapmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHK |l TNy - 3MiHa BUPOGHWMKa
BWXIi4HOro/MPOMiXHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYOTbCS Y BUPOOHMYOMY npoueci Adl,
a60 3MiHa BUPOGHYMKa (BKNtOYatouu, ae HeobxigHo,
MicLe NnpoBeAeHHs KOHTPOsIo akocTi) AP (3a
BiICYTHOCTI cepTudpikata BignoBiAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0CLE)(BBEAEHHSI HOBOTO BMPOOHUKa ADI 3
HajaHHAM macTep-caiina Ha A®l) - BBeAEHHS
[0aTKOBMX BUPOOHUKIB AD| MebrigponiHy

6e3
peyenma

UA/0270/02/01

35.

[IA30NIH®

apaxe no 0,05 rin bulk
no 5 Kr y naketax

MAT "®apmak”

YkpaiHa

MAT "dapmak”

YKkpaiHa

BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis:
3MiHK |l TNy - 3MiHa BUPOGHMKa

6e3
peuyenma

UA/7466/01/01
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Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

BVXiAHOrO/NPOMIXHOr0 NPOAYKTYy/peareHTy, LWo
BMKOPUCTOBYIOTbCSA Yy BUPOOHUYOMY npoueci AP,
abo 3miHa BUpOGHKMKa (BKOYakouu, Ae HeobXxigHo,
MicLle NpoBefEeHHS KOHTPOsLO fkocTi) AdI (3a
BiICYTHOCTI cepTucpikata BiAnNoBigHOCTI
€Bponeiickkili hapmakonei y 3aTBepgkKeHoMy
[0Cbe)(BBEAEHHS HOBOrO BUPOOHUKa ADI 3
HagaHHAM macTep-caiina Ha APl) - BBeAEHHA
[0[aTKOBMX BUPOGHUKIB AD| MebrigponiHy

36.

AIA30/NIH®

apaxe no 0,1 r in bulk
no 5 Kr y naketax

MAT "®apmak”

YkpaiHa

MAT "®apmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:
3MiHK || TUNYy - 3MiHa BUPOGHMKa
BVXiZAHOrO/NPOMIXHOr0 NPOAYKTYy/peareHTy, Lo
BMKOPUCTOBYIOTLCSA Yy BUPOOHUYOMY npoueci AP,
a60 3MiHa BMPOGHYMKa (BKOHakoun, ge HeobxigHo,
MicLle NpoBefeHHS KOHTPOsIO AkocTi) AdI (3a
BiICYTHOCTI cepTucpikata BifAnNoBigHOCTI
€Bponeiickkiin hapmakonei y 3aTBepaKeHoMy
[0Cbe)(BBELEHHSI HOBOTO BUPOGHUKa Ad| 3
HafiaHHAM macTep-chaiina Ha A®l) - BBeeHHS
[0[aTKOBMX BUPOBHUKIB AD| MebrigposiHy

6e3
peyenma

UA/7466/01/02

37.

AIA30NIH®

apaxeno 0,1rNe 10y
6nictepax; Ne 20 (10x2)
y 6nicTepax B nayuij

MAT "®apmak”

YkpaiHa

MAT "dapmak”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis:
3MiHu Il Tuny - 3MiHa BUPOGHMKa
BUWXi4HOro/MPOMiXXHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHUYOMY npoueci Adl,
abo 3miHa BUpPOGHMKa (BKIOYaouu, e HeobXifHo,
MicLe NnpoBeAeHHs KOHTPOsIo akocTi) AdI (3a
BiCYTHOCTI cepTudpikata BignoBiAHOCTI
€Bponeiicbkiil hapmakonei y 3aTBepaKeHOMy
[0Cbe)(BBEAEHHS HOBOTO BMPO6HUKa Ad| 3
HafaHHAM macTep-chaiina Ha A®l) - BBEAEHHS
[04aTKOBUX BUPOGHWKIB AD| MebrigponiHy

6e3
peuenma

UA/0270/02/02

38.

OIAHINNA 4 3
BMICTOM
rNIOKO3U 1,36%
M/OB/13,6 MM/

PO34MH ANA
nepuToHeasIbHOro
aianizy no 2000 mn
PO3YnHYy y
NNacTVKOBOMY MiLLIKY
“Biadpnekc” PL 146-3,
OfIMHaPHOMY,
obnagHaHoMy
iH'EKLiiHMM MOpTOM Ta
3'egHyBayem, abo y
MKy “TBiH Ber”,
obnagHaHomy
iH'EKLiiHMM MOpTOM, 3
iHTErpoBaHMM 3a
[0NOMOroK ABOX
marictpaneii Ta Y-

Bakctep
Xenckea C.A.

IpnaHgis

Bakctep Xenckea C.A.,
Ipnangis; bakctep
MeHbtochekyepiHr
Cn.,3.0.0., MonbLwa

Ipnangisa/
MonbLa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis:
3MiHu | TUNY — nogaHHsA HoBoro CEP Ne R1-CEP
2006-263-Rev 00 gnsa Ad| kanbLito xnopugy
ovrigpaTy Big, HOBOro BUpo6HKKa Macco
Organiques, s.r.o., Czech Republic go Bxe
3aTBepAXeHoro Bupo6Huka Merck, Germany;
3MiHM | TNy — nogaxHsa Hosoro CEP Ne R1-CEP
2006-264-Rev 00 gna A®| marHito xnopugy
rexkcarigpary Bif, HOBOro Bupo6Huka Macco
Organiques, s.r.o., Czech Republic go Bxe
3aTBepAKeHoro BupobHuka Merck, Germany

3a
peyenmom

UA/12425/01/03
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Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

3'eHyBaYa NOPOXHIM
NAacTMKOBUM MiLLKOM
ANA ApeHaxy,
BKMafeHNX Y Npo3opuii
N1acTUKOBUIA NakeT; no
5 KoMnNekTiB y
KapTOHHI KopobLj;

no 2500 M po3ynHy y
NNacTVKOBOMY MiLLIKY
“Biadhnekc” PL 146-3,
OfViHapHOMY,
obnagHaHoMy
iH'EKLiiHMM MopTOM Ta
3'egHyBayem, abo y
MiWwKy “TBiH Ber”,
obnagHaHoOMy
iH'EKLiiHUM MOpTOM, 3
iHTErpoBaHMMm 3a
[10NOMOro0 BOX
marictpaneii Ta Y-
3'eHyBaya NOPOXHIM
NNacTVKOBMM MiLLKOM
ANs APEHaXy,
BK/af€HNX Y NPO30puii
nNacTyKoBuiA NakeT; No
4 xoMnnekTn y
KapTOHHI KopobL;

no 3000 m/1 pO34UHY y
N1acTMKOBOMY MiLLIKY
“Biachnekc” PL 146-3,
OfIMHapHOMY,
obnagHaHomy
iH'EKLiiHMM MOpTOM Ta
3'egHyBayem, abo y
MiLLKy “TBiH Ber”,
obnagHaHoMy
iH'EKLiiHMM MopTOM, 3
iHTerpoBaHnmM 3a
[I0MOMOro0 BOX
marictpanei Ta Y-
3'eAHyBaya NOpPOXHIM
NNacTVKOBMM MILLKOM
ANA ApeHaxy,
BKNaAEHNX Y Npo30puii
NNacTVKOBUIA NakeT; No
3 KoMnnekTn y
KapTOHHI Kopobu;
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Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

no 5000 m/1 pO34UnHY y
N1acTMKOBOMY MiLLKY
“Biachnekc” PL 146-3,
ofiiHapHoOMY,
obnagHaHomy
iH'EKLiiHMM MOpTOM Ta
3'eHyBayem,
BKM1aAEeHOMY Y NMpo30opuii
NNacTVKOBUIA NakeT; No
2 KOMMAeKTn y
KapTOHHI Kopobui

39.

DIAHIN N4 4 3
BMICTOM
r/IFOKO3U 3,86%
MI/OB/38,6 MIIM/T

PO34MH ANa
nepuToHeasIbHOro
aianizy no 2000 mn
PO3YMHYy y
N1acTMKOBOMY MiLLKY
“Biacdonekc” PL 146-3,
OfIMHaPHOMY,
obnagHaHomy
iH'EKLiAHMM NopTOM Ta
3'egHyBayem, abo y
MiLLKy “TBiH Ber”,
obnagHaHoOMy
iH'EKLiiHMM MOpTOM, 3
iHTerpoBaHnmM 3a
ZI0MOMOrot0 BOX
marictpanei Ta Y-
3'eHyBaya NOPOXHIM
NNacTVKOBMM MILLKOM
ANA ApEHaxy,
BKafeHNX y Npo3opuii
NNacTVKOBUIA NakeT; No
5 KoMnekTiB y
KapTOHHIlA KOpO6L;

no 2500 ms1 po34uHy y
NNacTVKOBOMY MiLLIKY
“Biadpnekc” PL 146-3,
OfIMHaPHOMY,
obnagHaHoMy
iH'eKUiiHMM nopTom Ta
3'egHyBayem, abo y
MiWwKy “TBiH Ber”,
obnagHaHomy
iH'EKLiHMM nopToM, 3
iHTErpoBaHM 3a
[0MOMOroK ABOX
marictpaneii Ta Y-

Bakctep
Xenckea C.A.

IpnaHgis

Bakctep Xenckea C.A.,
Ipnangis; bakctep
MeHblochekuyepiHr
Cn.,3.0.0., MonbLa

Ipnangis/
Monblya

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis:
3MiHM | TNy — nogaHHa Hosoro CEP Ne R1-CEP
2006-263-Rev 00 ana Ad| kasbLito xnopuay
avrigpaTy Bif HOBOro BMpobHuka Macco
Organiques, s.r.0., Czech Republic go Bxe
3aTBepxeHoro Bupo6Huka Merck, Germany;
3MiHu | TNy — nogaHHsA HoBoro CEP Ne R1-CEP
2006-264-Rev 00 gns A®| marHito xnopuay
rekcarigpaTty Big HOBOro BUpo6HMKa Macco
Organiques, s.r.o., Czech Republic go Bxe
3aTBepAKeHoro Bupo6Huka Merck, Germany

3a
peyenmom

UA/12425/01/01
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Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

3'eflHyBaya NopPoXHim
NAacTMKOBUM MiLLKOM
ANA ApeHaxy,
BKMafeHNX Y Npo3opuii
N1acTUKOBUIA NakeT; no
4 KOMNNEeKTN y
KapTOHHI KopobLj;

no 3000 M po3ynHy y
N1aCTUKOBOMY MiLLKY
“Biadhnekc” PL 146-3,
OfViHapHOMY,
obnagHaHoMy
iH'EKLiiHMM MopTOM Ta
3'egHyBayem, abo y
MiWwKy “TBiH Ber”,
obnagHaHoOMy
iH'EKLiiHUM MOpTOM, 3
iHTerpoBaHnmM 3a
[10MOMOror ABOX
marictpaneii Ta Y-
3'eflHyBaya NopoxHim
N1acTUKOBUM MiLLKOM
ANs APEHaXy,
BK/af€HNX Y NPO30puii
nNacTyKoBuiA NakeT; No
3 KOMNEeKTU y
KapTOHHI KopobL;

no 5000 m/1 pO34UHY y
N1acTMKOBOMY MiLLIKY
“Biachnekc” PL 146-3,
ofiiHapHoOMY,
obnagHaHomy
iH'EKLiiHMM MOpTOM Ta
3'eHyBayem,
BKM1aAEeHOMY Y NMpo30opuii
NNacTVKOBUIA NakeT; No
2 KOMMAeKTn y
KapTOHHI Kopobui

40.

DIAHIN A4 3
BMICTOM
rNIHOKO3M 2,27
% MIOB | 22,7
MEIMA

pO34MH Ans
nepuToHeasIbHOro
nianizy no 2000 mn
pO34UHY y
N1acTMKOBOMY MiLLKY
“Biachnekc” PL 146-3,
oAviHapHOMY,
obnagHaHomy
iH'EKLiAHMM NOpTOM Ta

Bakctep
Xenckea C.A.

IpnaHgis

Bakctep Xenckea C.A.,
Ipnangis; bakctep
MeHblochekuyepiHr
Cn.,3.0.0., MonbLa

Ipnangis/
Monblya

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis:
3MiHM | TNy — nogaHHa Hosoro CEP Ne R1-CEP
2006-263-Rev 00 ana Ad| kasbLito xnopuay
avrigpaTy Bif HOBOro BMpobHuka Macco
Organiques, s.r.0., Czech Republic go Bxe
3aTBep/xeHoro Bupo6Huka Merck, Germany;
3MiHu | TNy — nogaHHsA HoBoro CEP Ne R1-CEP
2006-264-Rev 00 gns A®| marHito xnopuay
rekcarigpaTy Bif HOBOro BUpo6Huka Macco

3a
peyenmom

UA/12425/01/02
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Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

3'egHyBayem, abo y
MiLLKy “TBiH Ber”,
obnagHaHoMy
iH'EKLiiHMM MopTOM, 3
iHTerpoBaHnmM 3a
[10MOMOro0 BOX
marictpanei Ta Y-
3'eAHyBaya NOpPOXHIM
NNacTVKOBMM MILLKOM
ANA ApeHaxy,
BKNaAEeHNX y Npo30puii
NNacTVKOBUIA NakeT; No
5 KoMnekTiB y
KapTOHHI Kopo6Lj;

no 2500 M po34nHy y
NNacTVKOBOMY MiLLIKY
“Biadpnekc” PL 146-3,
OfIMHapPHOMY,
obnagHaHoMy
iH'EKLiiHMM MOpTOM Ta
3'egHyBayem, abo y
MKy “TBiH Ber”,
obnagHaHomy
iH'EKLiiHMM MOpTOM, 3
iHTErpoBaHUM 3a
[0MOMOrol ABOX
marictpanei Ta Y-
3'eHyBaYa NOPOXHIM
NAacCTMKOBUM MiLLKOM
ANA ApeHaxy,
BKMafeHNX Y Npo3opuii
N1acTUKOBUIA NakeT; no
4 KOMNNEeKTN y
KapTOHHIA KopobLj;

no 3000 M po3ynHy y
NNacTVKOBOMY MiLLIKY
“Biadhnekc” PL 146-3,
OfViHapHOMY,
obnagHaHoMy
iH'EKLiiHMM MopTOM Ta
3'egHyBayem, abo y
MiWwKy “TBiH Ber”,
obnagHaHoOMy
iH'EKLiiHUM MopTOM, 3
iHTErpoBaHM 3a
[10NOMOro0 BOX
marictpaneii Ta Y-

Organiques, s.r.o., Czech Republic go Bxe
3aTBEepMAKeHoro BMpo6Hunka Merck, Germany
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
3'eHyBaYa NOPOXHIM
NAacTMKOBUM MiLLKOM
ANA ApeHaxy,
BKMafeHNX Y Npo3opuii
N1acTUKOBUIA NakeT; no
3 KOMNEKTU Y
KapTOHHI KopobLj;
no 5000 M po3ynHy y
NNacTVKOBOMY MiLLIKY
“Biadhnekc” PL 146-3,
OfViHapHOMY,
obnagHaHoMy
iH'EKLiiHMM MopTOM Ta
3'eiHyBayemM,
BK/1afleHOMY Y NPO30puii
nNacTyKoBuii NakeT; No
2 KOMNEKTU Yy
KapPTOHHI KOpOoOLi
41. AlPOCHOLUNH PO34nH AN iH'ekuili, 500 Maric ITanisa Mitim C.p.n. ITanisa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/13936/01/01
mr/4 Mnno 4 mn B dapmacbtoTivi 3MiHM | TMny - Jlikapcbki 3aco6un. 3miHa y KOPOTKili peuyenmom
amnynax Ne 5 C.n.A. XapaKTepucTuLi NikapcbKoro 3acoby, IHCTPYKLUl
ANA MenYHOro 3acTocyBaHHs, MapKyBaHHi
yNaKoBOK reHepUYHNX/koMbiHOBaHUX/6ionodibHMX
Nikapcbkyx 3aco6iB MiC/1A OLHKK TiET X 3MiHN
040 pedhepeHTHOro/opuriHasIbHOro NikapCbKOro
3acoby (BNpoBamKeHHs 3MiH(1), WwoA0 skux(or)
3a8BHUK HE HAAAE XOAHNX HOBUX AOAATKOBMX
AaHnx) (3MiHV A0 IHCTPYKLiT 4158 MeguyHoro
3acToCyBaHHSA y po3ginu: "MokasaHHs",
"MpoTunokasaHHA", "B3aemogisa 3 iHWKMU
nNikapcbkMK 3aco6amu Ta iHLi BUAW B3aemogiii",
"Oco6/MBOCTI 3aCTOCyBaHHSA", "3acTOCyBaHHS y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”,
"3paTHICTb BNAMBATY Ha LIBWAKICTL peakLii npu
KepyBaHHi aBTOTPaHCMOPTOM ab0 iHWKMK
MexaHismamu", "Cnoci6 3acTocyBaHHs Ta fo3m",
"Aitn", "MepenosysaHHa”, "Mob6iyHi peakuii” 3rifHo
3 iHhopmauieto WwoA0 MeguyHoOro 3acTocyBaHHs
pedhepeHTHOro (LLEPAKCOH) nikapcbkoro 3acoby)
(TepMiH BBEAEHHS 3MiH NPOTArOM 3-X MicsiLiB
nicns 3aTBEPAKEHHS)
42, AldOCHOLVH PO34MH ANS iH'EKUIN, Maric ITanis MiTim C.p.n. ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis: 3a UA/13936/01/02
1000 mr/4 mn no 4 mn B dapmacboTivi 3MiHu | TUNY - Jlikapcbki 3aco6u. 3miHa y KOPOTKilA peyenmom
amnynax Ne 3 C.n.A. XapaKTepucTuLi NikapcbKoro 3acoby, IHCTPYKLl

[ANs MeMYHOro 3acTocyBaHHS, MapKyBaHHi
yNaKoBOK reHepuUYHNX/KoMbBIHOBaHUX/6ionoAdibHMX
NiKapcbknx 3aco6iB NiC/1A OLiHKM TiEl X 3MiHW
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
040 pedhepeHTHOro/opuriHasIbHOro NikapCbKOro
3aco6y (BNpoBamKxeHHs 3MiH(1), Wwoao skmx(or)
3aABHUK HE Hala€ XOAHNX HOBUX AOAATKOBUX
AaHunx) (3MiHW [0 IHCTPYKLiT 418 MeguYHOoro
3acTocyBaHHSA y po3ginu: "MokasaHHs",
"MpoTunokasaHHA", "B3aemogia 3 iHWMK
nikapcbkMK 3acobamu Ta iHWi BUAW B3aeMoSiid",
"Oco61MBOCTI 3acTocyBaHHSA", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpygar”,
"3[4aTHICTb BNAMBATU Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWMK
MexaHismamu", "Cnocib 3actocyBaHHs Ta fo3mn”,
"Oitn", "Mepepo3sysaHHA", "Mo6ivHI peakuii” 3rigHO
3 iHChopmavieto WwoA0 MegnyHoro 3acTocyBaHHs
pedhepeHTHOro (LLEPAKCOH) nikapcbkoro 3acoby)
(TepMiH BBEAEHHS 3MiH NPOTArOM 3-X MicsiLiB
nicns 3aTBepmAkeHHs)
43. OONAPEH® Tabnetku Ne 4 (4x1) - no Ha6poc IHais Habpoc ®apma lMBT. IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis: 3a UA/1004/02/01
4 TabneTkun y 6nictepi; dapma IMBT. nrpa. 3MiHU | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenmom
no 1 6nictepy B NTa. Ta hapmakoHarnsgy. BeegeHHs abo 3MiHM go
nanepoBoMy KOHBEepTi, y3arasibHeHUX JaHnx npo cuctemy
Ne 200 (4x50) - no 4 hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHOT ocobu,
Tabnetkn y 6nictepi; no BiAMOBIAa/IbHOT 3a 34iICHEHH: thapMmakoHarnsagy
1 6nicTepy B
nanepoBOMY KOHBEpTI,
no 50 nanepoBunx
KOHBEPTIB Y KAPTOHHIl
kopo6ui; Ne 10 - no 10
TabneTok y 6rictepax;
Ne 10 (10x1) - no 10
TabneTok y 6nictepi; no
1 6nicTepy B KapTOHHIWA
kopo6bui; Ne 100
((10x1)x10) - no 10
TabneTok y 6nictepi; no
1 6nicTepy B KAPTOHHIi
Kopobui; no 10 kopo6ok
B kopo6ui; Ne 100
(10x10) - no 10
Tabnetok y 6nictepi; no
10 6nicTepiB y
KapPTOHHI KOpOoOLi
44, APOTABEPUH Tabnetkv no 80 mr, no ToBapucTBo 3 YkpaiHa BCi cTagii BUPO6HMLTBA, YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 6e3 UA/10344/01/02
®OPTE 10 a6o 20 TabneTtok y 0bMexeHoto KOHTPO/b AKOCTI, 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBMIA NikapCbKnii peyenma

6nicTepi; no 1 abo 2
6nictepu no 10
TabneTok abo 1 6nictep

BignoBifasbHIC
Tio "[ocnigHuii
3aB0of

BUNYCK cepi:
ToBapucTBo 3
obmexeHo

3aci6. 3MiHN y BUPO6HMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYOTLCS BUMYCKY cepil Ta
KOHTPOJIH0 SIKOCTi rOTOBOrO flikapCbKOoro 3acoby
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
no 20 TabneTok B "rHUAC" Bi4NOBIAANLHICTIO (3amiHa abo gofaBaHHA BUPOOHUKA, L0
KOpO6Lii 3 KapTOHY "[locnigHwin 3aBog, BiANOBiAaE 3a BBE3EHHA Ta/abo BMMNYCK cepil) -
"rHunc Bkntoyaroun KoHTposib/BUNpobyBaHHS cepil
YkpaiHa, (BHECEHHSA (PYHKUIT - BUNYCK Cepil A0 BUKOHYBaHUX
BCi CTagii BUPO6HMLTBA, dhyHKLUil (BCI cTadii BUPOGHMLTBA, KOHTPO/b
KOHTPO/b IKOCTI, AKOCTI) 419 BUPO6HMKa TOBapuCTBO 3 06MEXEHOI0
BUNYCK cepii: BignoBigasbHICTIO "®apmaleBTVyYHa KOMNaHis
ToBapucTso 3 "3popos'a", YkpaiHa) (TepMiH BBBELEHHS 3MiH
obmexeHo NpoTArom 3-X MicALiB NicNa 3aTBepAXeHHs)
Bi4NOBIAANLHICTIO
"papmaueBTnYHa
KoMnaHia "3gopos'a”,
YKpaina
45, EKC®POPX H TabneTkn, BKPUTI Hosapric LLIBeliyapis Bupo6bHMLTBO, LLiseliyapisi/ BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasiis: 3a UA/12679/01/01
N/1iBKOBOK 060/IOHKOMD, dapma Al KOHTPO/b AKOCTI, IcnaHis/ 3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs peuyenmom
no 5 mr/160 mr/25 mr, no nakyBaHHs1, BUMYCK Lseliuapis BMPOGHMYOT AinbHUL (BKIHOYA0UN AiNbHULI ANS
14 TabneTok y 6nictepi; cepi: A®I|, NPOMIKHOTO NPOAYKTY abo roToBOro
no 1 a6o 2 6nictepu B HosaprTic ®apma nikapcbKoro 3acoby, AiNbHULi AN NPOBEAEHHS
KapTOHHIA KOpO6L LTeiiH AT, LUBeiiuapis nakyBaHHs!, BUPOOHMKa, BiANoBifasbHOro 3a
abo BMNYCK Cepili, MicLLe MPOBEAEHHST KOHTPOIO cepii)
Hosapric ab0o nocTtavasibHVKa BUXIQHOTO MaTepiany,
dapmacbiotuka C.A., peareHTy abo A0NOMIKHOT PEHOBUHM (SKLLLO
IcnaHis 3a3HayveHo y JOCbE) (BUTYHYEHHST BUPObOHMKaA IBEpC-
KOHTpO/b SIKOCTI: Ni AT, wo Bignosigae 3a nakyBaHHs) (TepMmiH
PapmaHanituka CA, BBE/IEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
LLiseliyapis 3aTBEPMKEHHS) ; 3MiHKM | TunNy - AOMIHICTpaTVBHI
MakyBaHHS: 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu micus
Onnak 'pyn AT, NpoBapPKEHHA AiSNIbHOCTI BUPOOHUMKa/iMnopTepa
LLIseliyapis rOTOBOrO NiKapCbKOro 3acoby, BK/IYaKum
KoHadhapma Al OinbHWL BUNYyCKy cepii abo micle NnpoBeAeHHs
LLiBeiiuapis KOHTPOJIO SKOCTI. (4iSNbHICTb, 3a Ky BiANoBiAae
BMPOGHUK/IMMOPTEP, HE BK/OYAKYM BUMYCK Cepiil)
(npuBepeHHs agpecy BUpoGHMKa PapmaHaniTika
CA, LBeliLapis 00 opuriHaIbHUX AOKYMEHTIB
(niueHsii Ha BMpobHULTBO, CepTudiikaty GMP),
6e3 3MiHM Micus BUpo6bHMLTBa) (TepMiH BBEAEHHS
3MiH NpoTarom 3-X Micsuis nicns 3aTBepikeHHs)
46. EKC®OPXX H TabneTku, BKpUTI HoBaprtic LLiBefiuapis Brpo6HMUTBO, Lseiuapis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/12679/01/02
NNiBKOBOK 060/IOHKOHO, dapma Al KOHTPO/b AKOCTI, IcnaHis/ 3MiHu | TUNY - AQMIHICTPaTUBHI 3MiHWU. BunyyeHHs peuyenmom
no 10 mr/160 mr/25 wr, nakyBaHHs, BUMYCK LBeliuapis BMPOGHWYOT AinbHNL (BKIHOYAK0UN AiNbHULI 415

no 14 tabnetok y
6nicTepi; no 1 abo 2
6nicTepy B KAPTOHHIl

cepii:
HosapTic ®apma
LTeiiH AT, LBeiiuapis

A®l, NpOMiXXHOro NPOAYKTY abo roToBOro
nikapcbKoro 3acoby, AinbHULI ANS NpoBeAeHHS
nakyBaHHs!, BUPOOHWKa, BiANoBifaIbHOTo 3a

Kopobui a6bo BWMYCK CePiii, MicLle NPOBEAEHHS KOHTPOJIHO cepil)
HosapTic ab0o nocTtavasibHVKa BUXIQHOTO MaTepiany,
Papmackiotuka C.A., peareHTy abo A0NOMIKHOT PEHOBUHM (SKLLO

IcnaHis 3a3HayYeHo Y A0CbE) (BUIYHYEHHST BUPObOHMKaA IBEpC-
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
KOHTpO/b SIKOCTi: Ni AT, wo BignoBigae 3a nakyBaHHs) (TepMmiH
dapmaHanituka CA, BBE/EHHS 3MiH MPOTAroM 3-x MicsALiB nicns
LLiBefiuapis 3aTBEePKEHHS) ; 3MiHKM | Tuny - AOMiHICTpaTVBHI
MakyBaHHS: 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecu miclst
Onnak 'pyn AT, NpoBafpKeHHs AiSNIbHOCTI BUPOOHUKa/imnopTepa
Lseliuapis roTOBOrO /liKapCbKOro 3acoby, BKIOYaun
KoHadhapma Al LinbHUL BUNYCKY cepii abo MicLe npoBefeHHs
LLIseliapis KOHTPO/HO SKOCTI. (AiSNbHICTb, 3a Ky BigNoBigae
BMPOGHMK/iMNOpTEpP, HE BK/IKOYaKUM BUMYCK Cepili)
(NpuBeAeHHs aapecn BUPOBGHUKa dapmaHaniTnka
CA, lBeliyapis A0 opuriHa/IbHUX JOKYMEHTIB
(niueHsii Ha BUpobHuLTBO, CepTuddikaty GMP),
6e3 3MiHM MicLa BUpo6HULTBA) (TepMiH BBEAEHHS
3MiH NpoTArom 3-X MicsiuiB nicns 3aTBepAkKeHHs)
47. EKC®POPX H TabneTku, BKpUTI Hosapric LLiBefiuapis Brpo6HMUTBO, LBeiiuapis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis: 3a UA/12679/01/03
N1iBKOBOK 060/IOHKOIO, Papma Al KOHTPO/b AKOCTI, Icnanis/ 3MiHN | TUNY - AAMIHICTPATUBHI 3MiHW. BunyyeHHs peyenmom
no 5 mr/160 mr/12,5 wr, nakyBaHHs1, BUMYCK LLIBeliyapis BUPOBHMYOT AiNbHUL (BKIKOYAOUN AiNbHULi A5
no 14 tabnetok y cepi: A®I, npomiXHOro NpoAykTy abo rotoBoro
6nicTepi; no 1 abo 2 HosapTic ®apma NikapcbKoro 3acoby, AiNbHULi AN NPOBEAEHHS
6/1icTepy B KAPTOHHIN LTeiH AT, LLiBeliLapis nakyBaHHs1, BAPOOHMKA, BiANOBIga/IbHOMO 3a
KopoobLi a6bo BWMYCK Cepiii, MicLle NPOBEAEHHS KOHTPO/IHO cepil)
HosapTic abo nocTayasibHMKa BUXIOHOTO MaTepiasy,
®dapmacbiotuka C.A., peareHTy abo AOMNOMIKHOT PeYOBUHY (AKLLO
Icnanis 3a3HayeHo y focbe) (BUNYyUYeHHs1 BUPOGHUKa IBEpC-
KoHTponb skocTi: Ni A, wo signosigae 3a nakysaHHs) (TepmiH
dapmaHanitika CA, BBEJEHHS 3MiH MPOTAroM 3-x MicsLiB micns
LLiBefiuapis 3aTBEePKEHHS) ; 3MiHM | Tuny - AAMiIHICTpaTVBHI
MakyBaHHA: 3MiHU. 3MiHa HallMeHyBaHHA Ta/abo afpecy micus
Onnak pyn AT, NPOBaYKEHHS AiS/IbHOCTI BUPOBGHUKa/imnopTepa
Lseliuapis roTOBOrO fiKapCcbKoro 3acoby, BKIYaun
Konadhapma AT, AiNbHUL BUNYCKy cepii abo micle nposefeHHs
LLIBeliyapis KOHTPOJI0 SIKOCTI. (AiSNIbHICTb, 3a 5Ky BiANOBigaE
BMPOGHMK/iMNOpTEpP, HE BK/IKOYaK4YM BUMYCK cepili)
(NpvBeaeHHA agpecu BUPOGHMKa PapmaHanitika
CA, LLiBeliLapist 40 OpUriH/TbHUX AOKYMEHTIB
(niueHsii Ha BUpobHuLTBO, CepTuddikaty GMP),
6e3 3miHn Micus BUpobHuLTBa) (TepMiH BBEAEHHS
3MiH NPOTArom 3-X MicALIB NicNsl 3aTBEPAKEHHS)
48. EKC®POPX H TabneTku, BKpUTI Hosapric LLiBeiiuapis Bupo6bHnuTBO, LBeiiuapis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/12679/01/04
N/1iBKOBOK 060/IOHKOIO, Papma Al KOHTPO/b AKOCTI, Icnanis/ 3MiHN | TUNY - AAMIHICTPATUBHI 3MiHW. BunyyeHHs peyenmom
no 10 mr/160 mr/12,5 wr, nakyBaHHs1, BUMYyCK LLiBefiuapis BVMPOGHMYOT AinbHUL (BKIHOYAKOUM AiNbHULI ANS

no 14 tabnetok y
6nictepi; no 1 a6o 2
6nicTepy B KapPTOHHIi
Kopobui

cepi:
HoBapTic ®apma
LTeiH Al, LWBeiiyapis
a6bo
HosaprTic
dapmacbioTuka C.A,,

A®I, npomixXHOro NpoAykTy abo rotoBoro
NiKapcbKOro 3acoby, AiNbHULi AN NPOBEAEHHS
nakyBaHHs1, BUpOGHYKa, BigNoBiJabHOTo 3a
BUWMYCK CEPiii, MicLle NPOBEAEHHS KOHTPOSIHO cepil)
ab0o noctavasnibHVKa BUXIAHOTO maTepiasy,
peareHTy abo [0NOMiXXHOI pe4oBMHYM (KO
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
IcnaHis 3a3HayveHo y focbe) (BUYYEHHST BUPOOHMKa IBepc-
KoHTponb sikocTi: Ni AT, wo Bignosigae 3a nakyBaHHs) (TepmiH
PapmaHanituka CA, BBEJEHHS 3MiH NpoTAroM 3-x MicsuiB nicns
LLiBeiiuapis 3aTBEPMAKEHHS) ; 3MiHM | TUNy - AAMIHICTpaTVBHI
MakyBaHHs: 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus
Onnak 'pyn AT, NpPOBaPKEHHS AiSNIbHOCTI BUPO6HUKa/imnopTepa
LLiBeiiuapis roTOBOro NikapcbKoro 3acoby, BKIYauu
Konadhapma AT, AiNbHWL BUNYCKy cepii abo micue npoBefeHHs
LLiBefuapis KOHTPOJIHO AAKOCTI. (AiSNIbHICTb, 3a AKy BiAnosigae
BMPOGHMK/iMNOPTEP, HE BK/IKOYAKUM BUMYCK cepili)
(npvBeaeHHs agpecu BUPo6HMKa GapmaHanitika
CA, WWBeiiyapis 80 opuUriHa/IbHUX JOKYMEHTIB
(niuensii Ha BMpobHULTBO, CepTudiikaty GMP),
6e3 3miHn Micus BUpobHuLTBa) (TepMiH BBEAEHHS
3MiH NpOTAroM 3-X MicSILIB NicNs 3aTBepAXKEHHS)
49. ENILEA TabneTku, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3a UA/13686/01/01
NAiBKOBOK 060/IOHKOIO, HoBo mecTo MecTo 3MiHM | TMNy - 3MiHK 3 AKOCTIi. [OTOBWUIA NiKapCbKni peuyenmom
no 5 mr, no 7 TabneTtok y 3aci6. CTabisibHiCTb. 3MiHa y TepMiHax
6nicTepi; no 4 abo no 8, npuaatHocTi abo ymoBax 36epiraHHsi roTOBOro
ab6o no 14 6nictepiB y NiKapCcbKoro 3acoby (36i/1bLUEHHST TEPMiHY
kopo6ui; no 10 TabneTok npuAaTHOCTI FOTOBOrO fikapcbKoro 3acoby) - Ans
y 6nicTepi; no 3 abo no TOProBoi ynakoBky (NiATBEPAXKYETLCA fAaHUMM
6, abo no 9 6niictepiB y peanibHOro yacy) (36iNbLUeHHsS TEPMiHY
KopoobLi npuAaTHOCTI TOTOBOrO NikapcbKoro 3acoby (3 2-x
[0 3-x pokis) (TepMiH BBeiEHHA 3MiH NPOTAroM 3-X
MicsILiB Nic/1a 3aTBepAKEHHS)
50. ENILEA TabneTkn, BKpUTI KPKA, a.4., CnoseHisa KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis: 3a UA/13686/01/02
NAiBKOBOK 060/IOHKOHO, HoBo mecTo MecTo 3MiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBUIA NikapCbKuii peuenmom
no 10 mr, no 7 TabneTok 3aci6. CTabisibHICTb. 3MiHa y TepMiHax
y 6nicTepi; no 4 a6o no npuaatHocTi abo ymoBax 36epiraHHsi roTOBOro
8, abo no 14 6nictepis y NikapcbKoro 3acoby (36inbWeHHsA TepMiHy
kopobui; no 10 TabneTok npuAaTHOCTI rOTOBOrO fikapcbKoro 3acoby) - Ans
y 6nicTepi; no 3 abo no TOProBoi ynakoBku (MiATBEPIKYETLCA AaHUMU
6, abo no 9 6nictepis y peasibHOro yacy) (36i/1bLeHHs TeEPMiHY
Kopobui npuAaTHOCTI TOTOBOrO NiKaPCbKOro 3acoby (3 2-x
00 3-X pokiB) (TepMiH BBEAEHHS 3MiH MPOTAroM 3-X
MicsLiB NicNs 3aTBEPAYKEHHS)
51. ENILEA TabneTkn, BKpUTI KPKA, a.4a., CnoBeHis KPKA, a.4., HoBo CnoBeHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis: 3a UA/13686/01/03
NNiBKOBOK 060/IOHKOHO, HoBo mecTO MecTo 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBMIA Nikapcbkuii peuenmom

no 20 mr, no 7 TabneTok
y 6nicTepi; no 4 a6o no
8, abo no 14 6nictepiB y
Kopobui; no 10 TabneTok
y 6nicTepi; no 3 a6bo no
6, abo no 9 bnictepiB y
Kopobu,i

3aci6. CtabinbHICTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHsi rOTOBOro
nNiKapcbKoro 3acoby (36i/bLUEHHS TEPMiHY
NpWAATHOCTI FOTOBOTO JIiKAPCLKOro 3acoby) - Ans
TOProBoOi yNakoBKy (NiATBEPMKYETLCA faHUMU
peanbHoro vacy) (36iNbLUeHHA TEPMiHY
NPWAATHOCTI FOTOBOTO J1iKApCbKOro 3acoby (3 2-x
00 3-X pokiB) (TepMiH BBEAEHHS 3MiH MPOTArOM 3-X




122

Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
MicALiB Nicasa 3aTBepAKEHHS)
52. EMOKNOT 1000 nioginisar 4na po3umHy KEAPIOH ITanis KEAPIOH C.n.A. ITanis BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: 3a UA/13025/01/02
MOJ/10 MN Ans iHdy3i no 1000 C.n.A. 3MiHM | TUNy - BBEAEHHS ab0 3MiHM A0 peuyenmom
DAKTOP MOy conakoHi Ne 1y y3arasibHeHUX AaHux Npo cuctemy
KOATYNnaALl KOMMNJIEeKTi 3 thapmakoHarniagy (BKIYaoun KOHTaKTHI gaHi)
KPOBI N0 ANHA pO34MHHMKOM (BOda Ans Ta/abo 3MiHW y po3MilLleHHI MacTep-haiina
VIIl EMOCLOT iH'ekuit) no 10 mny cuctemu hapmakoHarnagy
1000 1.U./Z20 ML onakoHi Ne 1 Ta
HUMAN HabopoMm Ans
COAGULATION PO3UYMHEHHS | BBEEHHSA
FACTOR VIII
53. EMOKNOT 500 nioginisar Ana po3vnHy KEAPIOH ITanis KEAPIOH C.n.A. ITania BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/13025/01/01
MO/10 MN Ans iHdysiii no 500 MO C.n.A. 3MiHK | TUNY - BBEAEHHA abo 3MiHM A0 peyenmom
DPAKTOP y thnakoHi Ne 1y y3arasibHeHuUX AaHux Npo cuctemy
KOArynauli KOMMNIeKTi 3 thapmMakoHarnagy (BKIovaoUun KOHTaKTHI gaHi)
KPOBI NtOANHN PO34YMHHMKOM (BOAA ANSA Ta/abo 3MiHU Y po3MilLeHHI MacTep-daiina
VIl EMOCLOT iH'ekyjin) mo 10 mny cuctemn chapmakoHarnsgy
500 1.U./10 ML thnakoHi Ne 1 Ta
HUMAN Habopom ans
COAGULATION PO34YMHEHHS | BBEAEHHS
FACTOR VIl
54. EHBPEN | pO3unH ANA iH'ekuiin, 50 Mdpainzep CWA BepuvHrep IHrenbxaim Himeuunna/ BHECEHHS 3MiH 0 peecTpaLliinHux maTepiasis: 3a UA/13011/01/01
ENBREL® Mr/Mn y nonepesHbo Eiu.Ci.Mi. ®apma N'v6X & Ko K, Benwuka BWMpaB/IEHHS TEXHIYHOT NOMUIKK B N.4 “Jlikapcbka peyenmom
HanoBHEHMX LUNPULLAX KopnopeiiLH HimeuuunHa; Baet BpuTaHia/ hopMa Ta KiNbKiCTb OAVHULLL B YNAKoBL," y TEKCTI
no 1 mn (50 mr) Ne 4, no PapmaceyTumkanic, Ipnangis MapKyBaHHS1 BTOPMHHOT YNakoBKK Ta Y TEKCTI
0,5 mn (25 mr) Ne 4 a6o Benwvka BputaHis; MapKyBaHHs cTukepy anst EH6pen / Enbrel®,
y nonepegHbLo BeTtep ®apma- PO34MH ANA IH'EKL Y nonepegHbo HANOBHEHUX
HanoBHEHMNX pyykax no 1 ®epTuryHr rm6X & Ko. pyukax no 1 mn (50 mr) Ne 4 y nnactukosomy
mn (50 mr) Ne 4y K, HimeuunHa; KOHTeWHepi, B .2 "KinbKicTb Ajto4oi peyoBuHn" y
nNacTyKoBOMYy Mdcpaiizep IpneHs, Ha3Bi [il0401 PEYOBUHW Y TEKCTi MapKyBaHHS
KOHTEliHepi dapmaceyTukasic, BTOPUHHYMX YNaKOBOK Ta Yy TEKCTi MapKyBaHHS
Ipnangis CTMKEpIB ANs LUNPULIB Ta PY4OK
55. EHBPEN NIO | MOPOLLOK A1 PO3UUHY Mdcpaiizep CLWA Betep ®apma- Himeuwunna/ BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a UA/13012/01/01
ENBREL® LYO Ans iH'ekui no 25 mry Eiu.Ci.Mi. ®epTuryHr rm6X&Ko. Benuka 3miHu | TUny - FoToBMIA Nikapcbkuii 3aci6. peyenmom
chnakoHi Ne 4y KopnopeiiLH K, BputaHis/lpn Brpo6HMLTBO. 3MiHM BUNpo6yBaHb abo
KOMNIeKTi 3 HimeyunHa aHgis/ LOMYCTUMMUX MEX, BCTAHOB/IEHUX Y cneuudikaulisx,
PO34YMHHMKOM (1 mn) y BepuviHrep IHrenbxaim Benebris nig Yyac BUPO6HMULITBA FOTOBOTO NiKapCbKOro
nonepegHb0 dapma 'mM6X&Ko. K, 3aco06y (3BY)XEeHHS foMyCTUMUX Mex) (3miHa

HanoBHeHoMy Lwnpui Ne
4 Ta cTepuibHUM
KOMMNIEKTOM A5
iH'eKLili y nnacTUkoBoMy
KOHTeliHepi

HimeyunHa
Mdpaiizep Ipnensg,
dapmaceyTumKaic,

Ipnangis
Baet ®apmaceyTukasic,
Benvka bputaHis

Mdpaiizep
MeHtodekuypuHr

Benbrig HB,

[OMYyCTUMUX MEX 3a NOKa3HWKOM
«BioHaBaHTaxeHHs» Ha cTagii in-process control.)
(TepMiH BBEAEHHS 3MiH MPOTArOM 3-X MicsLiB
nicnsi 3aTBepmkeHHs); 3MiHu | Tuny - FoToBwMIA
nikapcbkuii 3aci6. BUpobHNLTBO. 3MiHN, LLIO
CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IO AKOCTI
roToBOro NikapcbKoro 3acoby (3amiHa abo
[ofaBaHHsA OiNbHUL, Ha KA 3AiCHIOETLCA
KOHTPONb/BUNPOGYBaHHs cepii) (JogaBaHHs
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Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

Benbris

BMPOBHMKA, BiANOBIA&/ILHOIO 3@ KOHTPO/Ib AKOCTI
(kpim nokasHukis "CneuudiivyHa akTUBHICTb.
BioaHani3 anonto3y" Ta "CnonyyHa 34aTHiCTb")
(TepMiH BBEAEHHS 3MiH NPOTArOM 3-X MicsiLiB
nicns 3aTBepmxeHHs); 3MiHu Il Tuny - FoToBwiA
nikapcbkuii 3aci6. BupobHuuTtBo. 3amiHa abo
BBEEHHS [0AATKOBOI AiNbHULI BUPOOGHMLUTBA AN
YyacTvHN abo BCbOro BUPOOGHMYOro npoLiecy
rOTOBOrO JliKkapCbKOro 3acoby (AibHULSA, Ha SKii
npoBoAATLCA ByAb-AKi BUPOOHUYI cTagjl, 3a
BMHATKOM BUMYCKY Cepiii, NPOBEAEHHS KOHTPO/O
AKOCTi Ta BTOPUHHOIO NakyBaHHA, 415 NiKapCbKuX
3aco6iB 6i010rYHOro/iMyHOOMNYHOrO NOXOKEHHS)
(JopaBaHHsA BUPOGHYKa, BigNOBIAaNIbHOTO 3a
BVMPOGHMLTBO NpoaykTy y chopmi in bulk) (TepmiH
BBEJEHHS 3MiH NPOTAroM 3-x MicsiLiB nicns
3aTBepMxeHHs); 3miHu Il Tuny - MoToBwiA
nikapcbkuii 3aci6. BupobHuuTBo. 3MiHa po3mipy
cepii (BKItOYaKOUM AianasoH po3mipy cepii)
roTOBOrO NikapCbKoro 3acoby (3miHa BuMarae
OL|iHKM MOPIBHAHHOCTI (NPOBeAEHHS MOPIBHAIbHUX
[ocnimkeHb) Nikapcbkoro 3acoby
6i0N10rYHOro/iMyHO/IONYHOTO NOXOAKEHHS) (3MiHa
po3mipy cepii M3 3 54.000-94.000 Ha 21.000-
150.000 chnakoHiB A8 BUPOBHWUYOI AiNbHUL:
Mdpaiizep MeHtotbekuypuHr Benbria HB, Benbrist)
(TepMiH BBEAEHHS 3MiH MPOTArOoM 3-X MicsLiB
nicns 3aTBEPAKEHHS)

56.

EHTEPO)>XEPMIH
A®

CyCrneH3is opasibHa no 5
MmNy dpnakoHax NelO
(10x1), Ne20 (10x2)

TOB "CaHoi-
ABeHTIC
YkpaiHa"

YkpaiHa

NABOPATOPII
IOHITEP, ®paHujis;
CaHodpi C.n.A., Itanis

dpaHuis/
ITanis

BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis:
3MmiHu | TUNY - 3MiHa HalimeHyBaHHS Ta/abo
MicLie3HaX0KEHHSA BUPOGHMKA roTOBOrO
NiKapcbKoro 3acoby, BK/OUakum micue
NPOBELEHHSI KOHTPOJKO SKOCTi (BUPOBHMYA
AiNbHWLSA BUNYCKY cepil) (3MiHa HaliMeHyBaHHs
BMPOOHUKA, 6€3 3MiHM MiCcLisi BUPOOHULITBA)
(TepMmiH BBEAEHHS 3MiH MPOTArOM 9-TW MicALiB
nicns 3aTBepKeHHs)

6e3
peyenma

UA/A234/01/01

57.

EHTEPOXXEPMIH
A®

MOPOLLIOK A4J15 CyCneHsii
opasibHOI No 2 ry calle
Ne 10 (2x5)

TOB "CaHodpi-
ABEHTIC
YkpaiHa"

YkpaiHa

CaHodi C.n.A.

ITanis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu, WO NOTPebyroTb HOBOI peecTpauil
nikapcbKoro 3acoby (3rigHo Hakaszy MO3 Big
04.01.13 Ne3) - 3miHa cvu gii, nikapcbkoi hopmMm
Ta cnocoby 3acTocyBaHHs, 3MiHa abo foaaBaHHSA
HOBOI NikapcbKoi hopmu: fofaBaHHS HOBOT
nikapcbKoi hopmu i3 4OAATKOBMM [03yBaHHAM Ta
iHLUMM BUPOBHUKOM

6e3
peyenma

UA/4234/03/01

58.

ETAM3UNAT

PO34MH NS iH'ekuin 12,5
% no 2 mn B amnynax Ne

ToBapucTso 3
06MEXEHO

YkpaiHa

KOHTPO/b SIKOCTI,
BUNYCK cepii:

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis:
3MiHu | TMNy - 3MiHK 3 AKOCTIi. [OTOBWUIA NikapCbKnii

3a
peyenmom

UA/5470/01/01




Ne

Hassa
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n/n

JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
2o

59.

Ne 10 (5x2) y 6nictepax
y nauuj

10 y nauui; Ne 10 (10x1),

BignoBifasbHIC
Tio "AocnigHnii
3aBof,
"rHuAC!

ToBapucTso 3
06MEXEHO
Bi4nNoBiAaNbHICTIO
"[locnigHwii 3aBog,
"THUNC", YkpaiHa;
BCi cTafii BUPOGHMLTBA,
KOHTPO/b AKOCTI,
BWNYCK cepil:
ToBapucTBO 3
obmexeHoto
BiANOBIAA/LHICTIO
"PapmaueBTnyHa
KoMnaHia "3g0pos'a”,
YkpaiHa

3aci6. Cuctema KoHTeliHep/3aKynopoBasbHiA
3aci6. 3miHa po3Mipy ynakoBKU rOTOBOro
NikapcbKoro 3acoby (BUTyYEHHS YNakoBKy NeBHOTO
po3Mipy) (BUIYYEHHS YNakoBKY rOTOBOrO
nikapcbKoro 3acoby - no 2 ma B amnysii, no 5
amnyn y 6nictepi, no 1 6nictepy B nayyj, in bulk:
no 2 mn B amnysii, no 100 amnyn y kopoo6Li; in
bulk: no 2 mn B amnyni, no 10 amnyn y 6nictepi,
no 10 6nicTepiB y kKopo6ui); 3miHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. BunyyeHHss BUPOGHMYOT
AinbHUUI (BKAOYaoumn AinbHuLi ana Ad®l,
NPOMDKHOrO NPoAyKTY abo roToBOro /iKapCcbKoro
3aco0by, AiNbHUL ANS NPpOoBeAEHHS NaKyBaHHS,
BMPOGHWKA, BifMNOBifaIbHOr0 3a BUMYCK Cepil,
MicLie NpoBeAEHHS KOHTPOJIO cepil) abo
noctavasibH1Ka BUXifHOTO MaTepiany, peareHTy
ab0 fONOMIXKXHOT PeYOBMHU (SIKLLO 3a3HavYeHo y
00CbE) (BUNYyYeHHs PyHKLIT - BCi cTagail
BMPOGHMLTBA - 3 BUKOHYBaHUX (PYHKUIl (BCi cTagii
BMPOGHMLITBA, KOHTPO/Ib SKOCTI, BUNYCK cepil) Ans
BUPOGHMKa TOBapVCTBO 3 0OMEXEHOI0
BignoBigasbHicTo "focnigHuii 3aBog "THLNC",
YkpaiHa); 3miHu | Tuny - AAMiHiCTpaTUBHI 3MiHW.
3MiHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBapPKEHHS AisS/IbHOCTI BUPOBGHUKa/imnopTepa
rOTOBOrO NiKapCbKOro 3acoby, BKIYaum
OinbHUL BUMYCKy cepii abo micle NnpoBeAeHHs
KOHTPO/IO SIKOCTI. (AiSNbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/IMNIOPTEp, BK/IKOYAKYM BUMYCK Cepili)
(3miHa Ha3BuM Ta NpMBEAEHHSA MiCLEe3HaxXOKeHHs
BUPOGHMKIB [M13 y BigNOBIAHICTL 40 OpUrIHANBHUX
[OKYMeHTIB (konii NiLeHsii Ha BUpobHULTBO Ta
ceptucpikaty GMP), 6€3 3MiHN MicLA
BUpO6HMLUTBA) (TepMiH BBEAEHHS 3MiH NPOTArOoM
6-Tv1 MicALIB MiCNA 3aTBEPAKEHHS); 3MiHM | Tuny -
AZMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asaBHUKA (BNacHUKa
peecTpauiiHoro nNocBig4eHHs) (3MiHa Ha3Bu Ta
npvBeAEeHHA MiCLe3HaXO0MKEHHS 3asBHUKA Y
BIANOBIAHICTb 4O OPUTiHA/IbHUX [OKYMEHTIB)
(TepmiH BBEAEHHSI 3MiH MPOTArOM 6-TK MicALUiB 3
[aTun 3aTBEPLKEHHS)

nocBi04YeHHs

60.

EY®OPBIYM
KOMMO3NTYM
HA3EHTPOMN®E
HC

30BIPAKC™

cnpeii HazanbHUiA no 20
M1y po3nunitoBadax Ne
1

Bionoriwe
XannoMmitrenb
Xeenb M'm6X

HimeuunHa

Bionoriwe
Xannemitrenb Xeenb
m6X

Himeuunna

BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis:
3MiHu |l TNy - 3MiHa NapameTpiB cnewmdikawin
Ta/abo [oMyCTUMUX MeX roTOBOro MikapCbKoro

3acoby

6e3
peyenma

UA/6010/01/01

Ma3b 04Ha 3% no4,5r

nakcoCwmitKn

Benvka

LKy6ineHt

KaHaga

BHECEHHS 3MiH A0 peecTpaLiiHnX maTepiais:

3a

UA/8281/02/01
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
y Ty6i; no 1 1y6i B AH EkcnopT BpuTaHis XonnictepCriep 3MiHu | TUNy - nogaHHs oHoBneHoro CEP Ne R1- peuenmom
KapTOHHI KOpOOLyi Nimiteq [xeHepan MapTHepwwin CEP 1998-029-Rev 06 ana Adl Aciclovir Big,
3aTBepAxeHoro BupobHuka Mylan Laboratories
Limited, IHAiS; 3MiHW | TUNY - BUNYYEHHSA
BMPOGHMYOT AinbHUL (BKIKOYAOUN AinbHULI ANS
A®I, npomiXHOro NpoAykTy abo roToBoro
nikapcbKoro 3acoby, AiNbHULI ANS NPpOBeAEHHS
nakyBaHHs!, BUPOGHYKa, BiANoBifanbHOro 3a
BWMYCK Cepiii, MicLle NPOBEAEHHS KOHTPO/IHO cepil)
ab0 nocTavyasibHUKa BUXIOHOTO MaTepiasy,
peareHTy ab0 A0NOMIKHOT PEYOBUHM (SKLLLO
3a3HaYEHO y OCLE)
61. 30/IEAPOHOBA KOHLieHTpaT ans Mictpan Benuka AxTasic ITania C.n.A. ITanisa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/14456/01/01
KNCNOTA-BICTA | po3uvHy ans iHdysiii, 4 Kenitan BpwuTaHis BMNPAB/IEHHSI TEXHIYHOT MOMUSIKN B TEKCTI peuyenmom
Mmr/5 M, 1 donakoH 3 MeHeXmeHT MapKyBaHHS yNakoBKN
KOHLEHTpaToM B nrg
KapPTOHHI KOpoobLii
62. 30/1IEYM KOHUeHTpaT ans AHaHTa Benuka Na6opaTtopio ITanbsHo ITania BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/14498/01/01
pO34nHy ANs iHgysil, 4 Megikeap N14. BpuTaHis Biokimiko ®apmayeBTiko BUNPAB/IEHHS TEXHIYHOI MOMW/IKM - Pi3HOUYUTAHHSA B peyenmom
mr/5 Mnno 5 mny Nizadpapma C.IM.A. MeXax 0flHOro AJOKYMeHTa, a came: B p.
hnakoHi; no 1 dpnakoHy «MapKyBaHHs», Ta B PO34ini «YMOBW 36epiraHHs»
B KAPTOHHIl KOpo6Li (HaBefieHO pi3Hi pefakLii ymoB 36epiraHHs)
63. 30®P/10KC-200 TabneTku, BKpUTI €Bpo Benwuka ®AC Nimiteq IHAaia BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: - UA/7686/01/01
NNiBKOBOK 060/IOHKOHO, Navicokep NTg, BpuTaHis 3MiHM | TUNY - 3MiHa NapameTpiB cnewudikauii
no 200 mr in bulk Ne Ta/abo foMyCTUMUX MEX roTOBOro MiKapCbKoro
1000 y 6aHkax 3aco6y (3BYXXEHHS JOMYCTUMMUX MEX) -
NpUBELEHHS KPUTEPIiB NPUIHATHOCTI cneumdikawi
rOTOBOrO JliKApCbKOro 3acoby 3a NOKa3HWKOM
"CynpoBigHi gomiwwkun" o sumor USP; cynyTHs
3MiHa: 3MiHa y MeToAax BUNpobyBaHHS roTOBOro
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax BUNPoOyBaHHS); 3MiHN Y
MeToAax BUNPo6YyBaHHSA rOTOBOTO MiKapCbKOro
3aco0by 3a Noka3HMKOM «CynpoBigHi AOMILLKM» Y
3B'A3KY 3 NPUBEAEHHAM KpUTEPIiB NPUAHATHOCTI J0
Bumor USP
64. 30dJ/T0KC-200 TabneTku, BKpUTI €Bpo Benuka ®AC NMimiteq IHAaia BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 3a UA/7685/01/01
N/1iBKOBOK 060/IOHKOMD, Navicokep NTg, BpuTaHis 3MiHM | TUNY - 3MiHa NapameTpiB cnewudikauii peyenmom

no 200 mr Ne 10 (10x1) y
6nicTepi

Ta/abo [onyCTUMMUX MEX rOTOBOrO MiKapCbKoro
3ac06y (3BY)XXEHHS fONYCTUMUX MEX) -
npuBELEHHS KpUTEpIiB NPUIAHATHOCTI cneumdikawi
roTOBOrO NiKapCbKOro 3acoby 3a NoKasHWKOM
"CynpoBigHi gomilkun" go sumor USP; cynyTHs
3MiHa: 3MiHa y MeTofax BUnpobyBaHHA roTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MmiHa y
3aTBEPMKEHUX MeToAax BUNPoByBaHHS); 3MiHN Y
MeToAax BUNpobyBaHHSA rOTOBOTO /1ikapCbKOro
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Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

3acoby 3a nokasHMKoM «CynpoBiaHI OMILLKU» Y
3B'A3KY 3 MPVMBEAEHHAM KpUTEPIiB MPUAHATHOCTI A0
Bumor USP

65.

30D/I0KC-400

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOIO,
no 400 wmr in bulk Ne
1000 y 6aHkax

€8Bpo
Naiidpkep N1

Benuka
BpwuTaHis

®AC NMimiten

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:
3MiHKM | TUNY - 3MiHa NapameTpiB cneuugikawii
Ta/abo [oNyCTUMUX MEX rOTOBOTO MiKapCbKOro
3aco6y (3BYXXEHHS [OMYCTUMUX MEX) -
NpUBEAEHHS KpUTEPIiB NPUIRHATHOCTI cneuudikauii
roTOBOrO NiKapCbKOro 3acoby 3a NokasHWKOM
"CynposigHi fomilkn" fo sumor USP; cynyTHs
3MiHa: 3MiHa y MeToAax BUNpPobyBaHHS rOTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHUX MeToAax BUNPoBYyBaHHSA); 3MiHW Y
MeToAax BUNpobyBaHHA rOTOBOTO /liKapCbKOro
3aco6y 3a nokasHukom «CynpoBigHI OMILLKU» Y
3B'A3KY 3 NPUBEAEHHAM KPUTEPITB NPUAHATHOCTI 0
Bumor USP

UA/7686/01/02

66.

30®dJT0KC-400

TabneTku, BKPUTI
MNiBKOBOK 060/10HKOIO,
no 400 mr Ne 5 (5x1) y
6nictepi

€8Bpo
Navicokep NTg,

Benvka
BpuTtaHis

dAC Nimiteq,

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis:
3MiHK | TUMY - 3MiHa NapameTpiB cnewudikadii
Ta/abo [oNyCTUMUX MEX rOTOBOTO /liKapCbKOro
3aco0y (3BYXEHHS [ONYCTUMUX MEX) -
npvBeAEHHsA KpUTEpIiiB NPUIAHATHOCTI cneuumdikavii
roTOBOrO NKapPCbKOro 3acoby 3a NOKa3HMKOM
"CynpoBigHi gomiwwku" go sumor USP; cynyTHSA
3MiHa: 3MiHa y meTofax BUnpobyBaHHs roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpPKEHVX MeTofax BUNPOBYBaHHS); 3MiHU Y
MeTofax BUNPOGYyBaHHS rOTOBOIO J1iKapCbKOro
3aco6y 3a NokasHUKOM «CynpoBifgHi AOMILLKM» Y
3B'AI3KY 3 NPUBEAEHHSIM KPUTEPITB NPUAHSATHOCTI 10
sumor USP

3a
peyenmom

UA/7685/01/02

67.

nopa i
NEYAEBCBLKUI

PO34MH ANA
30BHILLHLOIO
3actocyBaHHsa 10%, no
30 MmNy chnakoHi 3
npo6Koto-
KpanensHuueto; no 1
chnakoHy B nauuj i3
KapTOHY;

no 1000 mny
KOHTeliHepax
nnactmacosux abo no
120 mn y 6aHkax 3
npo6Koto-
KpanenbHuLeto

MpAT
"TexHosnor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBMIA Nikapcbkuii
3aci6. KOHTpO/ib rOTOBOro NiKapcbKoro 3acooby.
3miHa napameTpiB cneuudikauii Ta/abo
[OMyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(BHECEHHSA 3MiH [0 AOCHE NiCNS OHOB/IEHHSA
3arasibHOI CTaTTi Ha rOTOBY NiKapcbKy hopmy y
LoY/Esponelicbkiin hapmakonei) CynyTHsi 3MiHa
- 3MiHM 3 AAKOCTi. FOTOBWMIA NiKapcbkuii 3acio.
KoHTposb rotoBoro fikapcbkoro 3acoby. 3MiHa y
MeToAax BUNPo6YyBaHHSA rOTOBOTO MiKapCbKOro
3acoby (aNs NpuBeAeHHs y BigNoBIgHICTb 3 AdY
abo €sponeiicbkolo hapmMakoneeo Ta BUTyYEHHS
NMOCUNaHHS Ha 3acTapinuii BHYTPILLHIA MeToa
BMNPOBYBaHHS i 1ioro Homep) (NpuBeaeHHs
cneumdikaujii Ta aHa/liTUYHOI MeTOAMKM 3a

6e3
peyenma

UA/12321/01/01
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Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

nokasHUKom «Mikpo6iosioriyHa uncToTa»
BiAnNoBigHO Ao Bumor A®Y); 3MmiHu | Tuny - 3miHu 3
sKocTi. FoToBMiA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBasibHWiA 3aci6. 3MiHa y
NepBUHHI yNakoBL,i rOTOBOrO JlikapCbKoro 3acoby
(Tvin KoHTeliHepa abo fofaBaHHSA HOBOrO
KOHTeliHepa) - TBepai, M'siki Ta HECTEPUSIbHI piaki
nikapcbki hopmu. CynyTHSA 3MiHa - 3MiHU 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHUii 3aci6. 3MiHa
PO3Mipy ynakoBKv roTOBOrO JlikapCbKoro 3acoby
(3miHa macu/o6'emy BMICTY KOHTelHepa
6araTto030B0ro Mikapcbkoro 3acoby ans
HenapeHTepasibHOro 3acTocyBaHHs (abo
O[IHOA,030BOr0, YaCTKOBOrO BUKOPUCTaHHS)
(BBELEHHA 00AATKOBOT ynakoBku no 120 mn y
6aHKax nofiMepHUX 3 rBUHTOBOO FOP/IOBMHOKO Ta
KPWLLIKOKO 3 KOHTPO/IEM MEPLLOro PO3KPUTTA 3
NPO6KOI KpanenbHULEo 3 BigNoBigHUMUN 3MiHAMU
00 MKA y posginax «O6’eM BMICTY ynakoBKu» Ta
«YnaKoBKa»)

68.

MNOHOCTEPUN

pO34nH ANA iHdy3ii no
500 My chnakoHax
Ne10, no 500 My MiLlKy
Freeflex Ne 1

PpeseHiyc
Kabi
Loiunang
6X

HimeuunHa

®pe3seHiyc Kabi
Loriunang M6 X

Himeuunna

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:
3MiHun Il TUny - FOTOBMIA NiKapPCbKMii 3aci6.
CuncTema ynakoBka/ykynopka. 3miHa y NepBuHHii
ynakoBL{i FOTOBOro NikapcbKoro 3acoby (Tun
KOHTeliHepa) - CTepusbHi Nikapcbki 3acobu Ta
nikapcbki 3acobu 6ionorivHoro/iMyHoNnoriYHoro
NOXOAXEHHS (BBELEHHSA [,0ATKOBOI yNakoBKM
«Miwok freeflex» no 500m). CynyTHA 3MiHa
- FoToBwMIA nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y
TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
roTOBOrO /iKapCbKOro 3acoby: (3MEHLLEHHS
TepMiHy NpuAaTHOCTI rOTOBOrO NikapCbKoro
3acoby:) - 415t TOproBeibHOI ynakoBku (HoBwii
TepMiH NPUAATHOCTI 4719 HOBOI YNaKoBKK:
3aTBEPMXEHO: 5 POKiB; 3anpOMNOHOBaHO A/151 HOBOT
ynakoBku: 3 poku). FoToBUIA Nikapcbkuii 3acio.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMmX
MEX roTOBOro NiKapCbKoro 3acoby (iHLUi 3MiHK)
(3minn gna MN3 B ynakosu, freeflex: gogaHHsA
OKpeMmoi 3BY)XeHOI pernameHTauii 3a p. «KisibkicHe
BU3HAYEHHA» 4115 ynakosky freeflex, JonoBHeHHA
BMMOT 3a p. «BTpaTta macu» ans ynakosku freeflex
Ha TepMiH npugaTHocTi ? 5%). 3MiHu | Tuny -
Nikapcbki 3aco6u. 3miHa y KOpPOTKili
XapakTepucTuLi NikapcbKoro 3acoby, iHCTpyKUii

3a
peyenmom

UA/0950/01/01




3asisBHUK

Kpaina
3asiIBHUKa
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Bupo6Huk

BUPOGHUKa

Kpaina

PeecmpayitiHa npoyedypa Ymosu

BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,

ynakoska)

ANA MefMUHOro 3acToCcyBaHHa a60 MapKyBaHHi

(BBefeHHs1 MapkyBaHHs A1 ynakosku freeflex).

ynakoBOK (iHLWi 3MiHN)

HOCB dapma

HimeuunHa

Brnpo6bHMuTBO Ta
nakyBaHHS1:

(@2
nomusn

HimeuunHa

3MiHu | TUNY - FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHA rOTOBOTO NiKapCbKOro
3aco6y (iHWi 3MiHK y MeToAax BUNpobyBaHb
(Brtovatoum 3amiHy abo AOMNOBHEHHS).

LLIO BUTSAraeTLCA» BifNOBIAHO 40 3aTBEPAXKEHOT

3a3HayeHo : 06 €M HE MeHLLIE HOMIHa/IbHOrO.
BipHa pefakuis: Ha MOMEHT BUMYCKY: 06" €M
6ifblUe HOMIHa/IBHOTO, Ha TEPMIH NPUAATHOCTI: He
MeHLLEe HOMiIHa/IbHOr0). 3MiHV B MeToAMKax

BMNPOOYBaHHA B 3B 513Ky 3 BBEAEHHSIM HOBOT
ynakoBku freeflex: goaaHHs oKpemoi 3BYXXeHOT
pernameHTauii 3a p. «KifibkicHe BU3HaYeHHs» A/1s
ynakoBku freeflex, 4ONOBHEHHS BUMOT 3a p.

«BTtparta macu» ansa ynakosku freeflex Ha TepmiH

BHECEHHS 3MiH 4,0 peecTpaviiHnX maTtepiasiis:
3MiHu |l TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI

TOYHEHHS pernameHTadii (BUNpasneHHs
KM)B MeToaMLi BUNpobyBaHHA 3a p. «O6 eM,

cneuudikavii 4na ycix ynakoBok. byno

npugartHocti ? 5%

Ta thapmakoHarnsgy. 3miHu y KOpOTKili

3a
peyenmom

UA/3055/02/01

69. ISOKET®

PO34urH ANs iHdysiii 0,1
% no 10 mn B amnynax
Ne 10 y nauuj

meX

TOB "3eHriBa"

Yecbka

Esep ®apma Viena
M6X, HimeuunHa,;
BignoBiganbHuii 3a
BUNYCK cepil:
Elicika
dapmacboTikans Mv6X,
HimeuunHa

Brpo6HMLTBO 3a

n

Kinp/Manbta

NOBHUM LIMK/1IOM

Pecny6nika

LaHumn 3 dpapmakoHarnsagy (3mMiHu B iHCTPYKLUIT Y
posginu: MpoTunokasaHHsa. B3aemogdist 3 iHLWLMMK

XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi

MapKyBaHHS Ta iIHCTPYKLUiT 4151 MeAnYHOro
3aCcTOCyBaHHS Y 3B'A3KY i3 HOBUMMW AaHUMU 3
SKOCTi, AOK/TIHIYHMMMU, KNIHIYHUMW JaHUMK Ta

iKapCbKUMK 3ac06aMm Ta iHLWI BUAM B3AEMOS,i.
Oco06/MBOCTi 3aCTOCYBaHHSA. 3aCTOCyBaHHS Y
nepiog, BariTHOCTi abo rofyBaHHsA rpyagato.
3AaTHICTb BNIMBATY Ha LUBUAKICTb peakujii npn
KepyBaHHi aBTOTpaHCMopToM abo iHWMMHK
MexaHismamu. Cnocib 3acTocyBaHHA Ta 403U.
Mepeno3yBaHHs. MobivHi peakwii. HecymicHiCTb.
$apmakonorivyHi BnactuBocTi); 3MiHu Il Tuny -
3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y TepaneBTUYHNX
nokasaHHsIX (4ofaBaHHs HOBOro TepaneBTUYHOro
nokasaHHs abo 3MiHa y 3aTBepKEHOMY
nokasaHHi) (3MiHU B iIHCTPYKL,iT y po34in:
[NokasaHHs)
BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHM | TMNy - 3MiHK Woao 6e3nekn/edpeKTMBHOCTI

UA/14383/01/01

3a

peyenmom

IMATUHIB

TabneTku, BKPUTI

70.

SEHTIBA

NAiBKOBOK 060/I0HKOHO,
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
no 100 wmr, no 10 (BUPOGHULTBO Ta thapmakoHarnagy. 3MiH1 y KOpOoTKiii
TabneTok y 6nictepi; no TabneTok, NepBuMHHE Ta XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
3 abo 6 6nicTepiB y BTOPWHHE NakKyBaHHS, MapKyBaHHS Ta IHCTPYKLUIT 4719 MeANYHOro
KapTOHHIlA KopooLi KOHTPO/1b Ta BUMYCK 3aCTOCYBaHHSA reHepnUYHNUX/TibpnaHNX/6ionoai6HNX
cepiit): NiKapcbknx 3acobiB nic/1s BHECEHHS TiET camoi
Pewmegika /tg, Kinp; 3MiHV Ha pedhepeHTHW1 NpenapaT (3MiHa He
BTOpvHHE nakyBaHHS: notpebye HafaHHA XOAHNX HOBKX AOAATKOBUX
Papmagokc Xenckep AaHnx) (BHecTu 3MiHW A0 iHCTPYKLi y po3ginu:
Nta., ManbTa Moka3saHHsA, ®apmakosioriyHi BNacTuBoCTi,
B3aemogis 3 iHW1MK nikapcbkummn 3acobamm Ta
iHLWI BMAW B3aemogiin, Ocob/MBOCTi 3aCTOCYBaHHS,
Cnioci6 3acTocyBaHHs Ta A03u, [itn, MNo6ivHi
peaxuii, 3rigHo 3 iHchopmaLieto Woa0 MeanyHoro
3acToCcyBaHHSA NikapcbKkoro 3acoby IMiBek
(BBefeHHs 3MiH npoTaromM 3-x MicsuiB nicns
3aTBEPAKEHHS)
71. IMATUHIB TabneTkn, BKpUTI TOB "3eHriBa" Yecbka Brpo6HMLTBO 3a Kinp/ManbTa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis: 3a UA/14383/01/02
3EHTIBA NAiBKOBOK 060/IOHKOHO, Pecny6nika NOBHUM LK/IOM 3MiHu | TYNY - 3MiHK Woao 6e3nekn/etheKTUBHOCTI peyenmom
no 400 wmr, no 10 (BUPOGHNLTBO Ta thapmakoHarnsgy. 3MiHn y KOpOTKii
TabneTok y 6nictepi; no TabneTok, NepBuUHHe Ta XapakTepucTuLi Nikapcbkoro 3acoby, TeKCTi
3 abo 6 bnicTepis y BTOPUHHE NakyBaHHs, MapKyBaHHA Ta IHCTPYKLIT 4719 MeANYHOro
KapTOHHIi KOpOOLyi KOHTPO/Tb Ta BUMYCK 3aCTOCYBaHHS reHepUYHNX/TioPUAHNX/6IONOAIGHNX
cepii): nikapcbKux 3acobiB Mic/s BHECEHHS Tiei camol
Pewmegika N1a, Kinp; 3MiHU Ha pedoepeHTHUIA Npenapar (3MiHa He
BTopvHHe nakyBaHHS: notpebye HaflaHHA XOAHWNX HOBKX AOAATKOBUX
dapmagokc Xenckep naHux) (BHecTv 3MiHU [0 iIHCTPYKLT Yy po3ainu:
Nta., Manbta MokasaHHs1, ®apmakonoriyHi BNacTuBocCTi,
B3aemogisi 3 iHWMMKM NlikapCcbKuMK 3acobamm Ta
iHWI BMAaW B3aemogiin, Ocob6/MBOCTi 3aCTOCYBaHHS,
Cnioci6 3acTocyBaHHsA Ta f03u, [itn, MNobiyHi
peaxuii, 3rigHo 3 iHchopmalieto Wwoa0 MeanyHoro
3aCTOCyBaHHSA nikapcbkoro 3acoby Misek
(BBegeHHsA 3MiH npoTsAroM 3-x micsuis nicns
3aTBEPAKEHHS)
72. 1PILNPO® PO34MH ANA iHdysii, 2 "FOHiK IHAis "FOHik ®apmacbioTukan IHAaia BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a UA/3061/01/01
mr/mn no 100 mn B dapmacbloTrK Na6opaTtopiz" BMMNpPaB/IEHHS TEXHIYHOI MOMW/IKM Y crnieumdikaw,ii peyenmom
0fHOPa3oBOMY, an (BipaineHHs dpipmm "Ix. Ta MeTofax KOHTPO/IK0 AKOCTI B po3Aini 7.
npo3opomy Na6opatopiz" B. Kemikans eHg «BbakTepianbHi eHA0TOKCUHW»
N1acTMKOBOMY (h/1aKOoHi; (BipgaineHHs dapmacbloTrKan3
no 1 conakoHy y naketiy | dipmum "Ox. B. nra.")
KOpo6L,i 3 KapTOHY Kemikans eHp,
PapmacboTnK
ans Jitg.")
73. IXTION Ma3b 20 % no 25ry MAT YKkpaina MAT "/ly6Hncpapm” YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiais: 6e3 UA/5472/01/01
Ty6ax Ne 1, y 6aHkax Ne "Jly6Hndhapm” 3MiHM | TMNY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKUIA peyenma
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Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

3aci6. CtabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs roTOBOro

nikapcbKoro 3acoby (3MiHa B ymMoBax 36epiraHHs

roTOBOrO NikapcbKoro 3acoby abo nicns

PO3YUMHEHHSA/BIAHOBMEHHS) - 3MiHA B YMOBaXx
36epiraHHsA roTOBOrO J1iKapCbKOro 3acoby.
BBepeHHA 3MiH NpoTAromM 6-Tm mMicAwiB nicnsa
3aTBepPAKEHHSA

74.

KAHOECAP

Tabnetku no 4 mr, no 10
TabneTok y 6nictepi, no
1 6nicTepy B KapTOHHIlA
KopoobLi

CaH
PapmMacboTnK
an lHgacTpis
Nimiteq

IHais

CaH dapmacbioTuKan
IHpacTpi3 Nimites

IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis:
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHA AiS/IbHOCTI BUPOGHUKA (BK/IHOYaKUM,
3a Heob6XigHOCTI, MicLie NPOBeAEHHSA KOHTPOSTIO
SIKOCTI), @60 BnacHuka macTtep-caina Ha A®l, abo
nocravanbHuka AdPl/BuxigHoro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
3aCTOCOBYHOTLCS Y BUPOOHMUTBI ADI (SIKLLLO
3a3Ha4eHo y 0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTucpikata BifAnoBigHOCTI
€Bponeickkiin hapmakonei y 3aTBepaKeHomMy
[ocbe, abo BUPOGHVKA HOBOI LOMOMKHOI
PeyvoBUHM (SKLLO 3a3HaYeHO Y [0CbE) (3MiHA
HaliMeHyBaHHs1 BUpo6H1Kka A®| KaHgecapTaHy
uunekeuTuny); 3miHu | Tuny - AgMiHicTpaTuBHi
3MiHU. 3MiHa HallMeHyBaHHSA Ta/abo afpecy micus
NPOBaYKEHHS AiS/IbHOCTI BUPOBGHUKa/imnopTepa
roTOBOrO fiKapcbKoro 3acoby, BKIOYaun
AiNbHUL BUNYCKy cepii abo miclie nposefeHHs
KOHTPOJI0 SIKOCTI. (AiSNIbHICTb, 3a 5Ky BiANOBigaE
BMPOGHUK/IMNOPTEp, BK/IKOYAKUM BUMYCK cepili)
(3MiHa HaliMeHyBaHHs1 BUpo6HuKa N13)

3a
peyenmom

UA/6363/01/01

75.

KAHAECAP

Tabnetku no 8 mr, no 10
TabneTok y 6nictepi, no
1 6nicTepy B KapTOHHiiA
Kopobui

CaH
dapMacbTUK
an lHgacTpis
Nimiteq

IHgis

CaH ®apmacbloTuKas
IHaacTpi3 Nlimites

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHSA AiS/IbHOCTI BUPO6HUKA (BK/THOYaOuM,
3a HeobXigHOCTI, MicLie NPOBEeAEeHHSA KOHTPO/THO
SIKOCTi), ab0o BnacHuka mactep-gpaiina Ha A®l, abo
noctavanbHuka Adl/BnxigHoro
MaTepiany/peareHTy/MpoMKHOro NPoAaykTy, Lo
3aCTOCOBYHOTbCA Y BUPOOHULTBI ADI (AKLLO
3a3Ha4yeHo y J0CbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudpikata BignoBiAHOCTI
€Bponeiicbkiil hapmakonei y 3aTBepaKeHOMy
[ocbe, abo BUPOGHVKA HOBOT OMOMDKHOI
PEYOBMHM (SIKLLO 3a3HAYEHO Y A0CLE) (3MiHa
HalimeHyBaHHs BUpo6HUKa A®| KaHaecapTaHy
uniekeutuay); 3mibm | Tvny - AgmiHicTpaTuBHI

3a
peyenmom

UA/6363/01/02
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecu miclsi
NpoBafpKeHHs AiSNIbHOCTI BUPOOHUKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIOYaun
LinbHUL BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPO/IH0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/IMNOPTEp, BK/IKOYAKUM BUMYCK cepili)
(3MiHa HaliMeHyBaHHs BUpo6HUKa [/13)
76. KAHOECAP TabneTtky no 16 mr, no CaH IHgis CaH ®apmacbkloTrkan IHais BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: 3a UA/6363/01/03
10 TabneTok y 6nicTepi, PapmacboTUK IHoacTpi3 Nlimites 3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa peuyenmom
no 1 6nictepy B an lHgacTpis HaliMeHyBaHHs Ta/abo agpecu micus
KapTOHHI KOpOOLii Nimiteq NPOBaYKEHHS AiS/TbHOCTI BUPOOHMKA (BK/THOHAOUM,
3a HEeOOXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJTHO
SIKOCTi), abo BNacHvka mactep-gpaiina Ha A®l, abo
noctavaibHuka Adl/BnxigHoro
MaTepiany/peareHTy/NMpoMiKHOIo NPoAayKTy, Lo
3aCTOCOBYOTbCA Y BUPOOHULTBI ADI (AKLLO
3a3HayeHo y AOCLE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudpikata BignoBiAHOCTI
€Bponeicbkiil hapmakonei y 3aTBepaKeHOMy
[0Cbe, abo BMPOOHMKA HOBOI AOMOMIXKHOI
PEYOBMHM (SIKLLO 3a3HAYEHO Y A0CHE) (3MiHa
HalilMeHyBaHHs BUpo6HUKa A®| KaHaecapTaHy
uunekeutuny); 3minu | Trny - AgMmiHiCTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecu micus
NpoBapPKEHHA AiSNIbHOCTI BUPOOHUMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaoun
OinbHWL BUNYyCKy cepii abo micle npoBeAeHHs
KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKYy Bignosifae
BMPOGHUK/IMMOPTEp, BK/IHOYAKOUMN BUMYCK Cepiif)
(3miHa HalimeHyBaHHs1 BUpobHuka /13)
77. KETOPO/AK- PO34MH AN iH'ekuili, 30 ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a UA/4961/01/01
340POB'A mr/Mn, no 1 mn B 0bMexeHoto obmexeHo 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBMIA NikapCbKni peyenmom
amnyni, no 10 amnyn y BignoBifasbHIC BiANOBIAANILHICTIO 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
KapTOHHIA KopobLi; no 1 TO "PapmaueBTnyHa npuaaTHocTi abo ymoBax 36epiraHHsi roTOBOro
M B amnysii, no 5 "dapmaveBTuy KommMaHis "3gopoB'a" NiKapcbKoro 3acoby (36inbLIeHHs TepMiHy
amnyn y 6nictepi; no 1 Ha KoMMaHis NpUAATHOCTI FOTOBOTO JIIKAPCLKOro 3acoby) - Ans
abo 2 6nictepu y "3popos'a" TOProBoi ynakoBky (NiATBEPAXKYETLCA fAaHUMM
KapTOHHI/ Kopobui; no 1 peasibHOro yacy) (36i/bLeHHs TEPMiHY
M B amnyni, no 10 NpWAATHOCTI FOTOBOrO J1iKAPCLKOro 3acoby (3 2-x
amnyn y 6nictepi; no 1 [0 3-X pokiB)
6nicTepy y KapTOHHIi (TepmiH BBeAEHHS 3MiH MPOTAroM 3-X MicsL,iB
Kopobui nicns 3aTBepKEHHS)
78. KETOTU®EH Tabnetkn no 1 mr Ne 30 TOB Ykpaina BCi CTagii BUPO6HMLTBA, Ykpaina BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3a UA/1942/02/01
y 6aHkax abo "[ocnigHwii KOHTPO/b AKOCTI, 3miHu | TUNYy - FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
KOHTeliHepax, Ne 10 y 3aB0[, BUNYCK cepii: ynakoBKka/ykyrnopka. 3MiHa y NepPBUHHII ynakoBLi
6nictepi, Ne 10x3 y "rHUIC ToBapucTBo 3 roTOBOrO MikapCbKOro 3acoby (Tvn KoOHTelHepa) -
6nictepax y nauui 06MEXEHO TBEPAi, M'siKi Ta HECTEPW/IbHI pifKi NiKapCbki
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
Bi4NOBIAANLHICTIO chopmu (BBELEHHSI [,OAATKOBOIO TUMY KOHTENHepy
(koHTeHep nnacTmacosuii Tuny K 1.1-20 3

"[locnigHwin 3aBog,
"THLIC", Ykpaina;
BCi cTagii BUpobHMLUTBa,
KOHTPO/b SIKOCTI,
BUNYCK cepii:
ToBapucTso 3
06MEXEHO
Bi4NoBiAaNbHICTIO
"PapmaueBTnyHa
KomnaHis "3g0pos'a",
YKpaiHa,;

BCi cTagii BUpobHMLUTBa,
KOHTPO/b SIKOCTI,
BUNYCK cepii:
ToBapucTso 3
06MEXEHO
Bi4NoBiAaNbHICTIO
"®APMEKC IPy1",
YkpaiHa

Kpuwkoto KK4-1 (BupobHuK 3AT «®ipma «Eninc»),
KOHTeliHep nnacTMacoBuii Tuny BlM-1 3 KpULLKOto
KBIM-1 (Bupo6HuK TOB «®apmaveBTuyHa dipma
«BepTekc»), koHTelHep BIM-8 3 kpuwwkoto K6IM-8
(BUpOo6HKK TOB «®apmaLeBTUYHa hipma
«Beptekc»); MoToBuiA nikapcbkuii 3aci6. Cuctema
ynakoBka/ykynopka. 3MiHa hopmun abo po3mipy
KOHTelHepa 4u 3aKyrnoproBasIbHOro 3acoby
(NepBMHHOI yNakoBKu) (HECTePUbHI MikapCbki
3aco6w); FoToBwui nikapcbkuii 3aci6. Cuctema
ynakoska/ykynopka. 3miHa noctavasibHuka
nakyBas/lbHNX MaTepianis abo KOMMNEKTYUNX
(AKLLO 3a3HaYeHOo B O0CbE) (3amiHa abo
[ofaBaHHA noctavyasibHUKa) (BBEAEHHS
[04aTKOBOTO TUMY KOHTeWHepy (KoHTeliHep
nnactmacosuii Tuny K 1.1-20 3 kpuwkoto KK4-1
(Bpo6HKK AT «Dipma «Eninc»), KoHTelHep
nnactmacoswuii Tuny BIM-1 3 kpuwkoto KBIM-
1(BMpo6bHUK TOB «®dapmaueBTuyHa ipma
«BepTekc»), koHTelHep BM-8 3 kpuwkoro KBIM-8
(Bnpo6HKK TOB «®apmaueBTuyHa thipma
«BepTeKke»);
3MiHu | TUNY - Jlikapcbki 3aco6um. 3MiHa y KOpOTKili
XapaKkTepucTuLi NikapcbKoro 3acoby, IHCTPYKLT
4N MeAnyHOro 3acTocyBaHHA abo MapKyBaHHi
yNakoBOK (iHLWi 3MiHW) (OHOBNEHHS TEKCTY
MapKyBaHHS (AeTasisauis (yHKLUi BUPOOHUKIB,
3a3HaveHHs iHhopMalii, Ska BiANOBiAae KOPOTKil
XapakTepucTuLi NnikapcbKoro 3acoby Ta €
KOPWCHOIO [/1 naujieHTa, AoAaBaHHsA YMOB
BifjNyCKy Ta cnocoby BBELEHHS NiKapCbKoro
3ac06y, 3a3Ha4YeHHs1 JONOMIKHUX PEYOBUH Y
BIANOBIAHICTb A0 Hakaly MO3 YkpaiHn Ne4d26 Big
26.08.05 p.);
3MiHu | TUNY - FOTOBWIA Nikapcbkuii 3aci6.
Brpo6HMLTBO. 3MiHW, L0 CTOCYTHCSA BUMYCKY
cepii Ta KOHTPOJI0 SAKOCTi FOTOBOTO JlikapCbKOro
3acoby (3amiHa abo foaaBaHHs BUPOOHMKA,
BiANOBIA&IbLHOrO 3a BMNYCK Cepil) - BKOYaoun

— BUMYCK cepii - 0 BUKOHYyBaHMX (PYHKLl (BCi
cTagii BUPO6HMLTBA, KOHTPOSb SKOCTI) A8
BUpPOGHMKa TOBapMCTBO 3 0OMEXEHOI0

KOHTPONb/BMNPOGYBaHHSA cepii (BHeCEHHS dDyHKLT

BignoBiganbHICTIO "®apmekc Mpyn”, YkpaiHa Ta

BHECEHHS (DYHKLiIli — KOHTPO/1b SIKOCTi, BUMYCK




133

Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

cepii — Ans BUpobHMKa TOBapnCTBO 3 0OMEXEHOI
BiANOBIAa/IbHICTIO "dPapMaLieBTUYHa KOMNaHis
"3popos's”, YkpaiHa); 3miHu | Tuny - FoToBuiA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHsi roTOBOro
NiKapcbKoro 3acoby (36inbLIeHHs TepMiHy
NPUAATHOCTI FOTOBOIO JiKaPCbKOro 3acoby) - ons
TOProBesibHOI ynakoBky (NiATBEPMAXKYETLCA fJaHUMU
CTabiNbHOCTI peasibHOro Yacy) (3 3-x 40 4-X poKiB);
3MiHu | TUNY - FOTOBWIA Nikapcbkuii 3aci6.
Brpo6HMUTBO. 3amiHa abo BBeAEHHS A0AATKOBOT
AiNbHULI BUPOBHMLTBA AN1A YacTUHKN abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro
3aco6y (AinbHULA, Ha AKili NPOBOAATLCA Oy b-AKi
BMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPO/I0 SKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, 4715 HECTEPUIbHUX NiKaPCbKNX
3aco6iB) (BBeAEHHS AOAATKOBOI Ai/TbHULL
BMPOGHMLTBA); OTOBWIA Nlikapcbkuii 3aci6.
Brpo6HMUTBO. 3aMiHa abo BBeAEHHS A0AATKOBOT
AiNbHULI BUPOBHMLTBA A8 YacTUHKN abo BCbOro
BMPOBHMYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (4ibHMUSA 415 BTOPUHHOTO NaKyBaHHS);
['oTOBWIA Nikapcbkuii 3aci6. Bupo6bHMLTBO. 3amiHa
a60 BBeieHHA 40AATKOBOI AiNbHULI BUPOGHULTBA
A/15 YacTUHU abo BCbOro BMPOGHMYOTO npouecy
rOTOBOrO /iKapCbKOro 3acoby (AinbHNLA Ans
NepBUHHOTO NakyBaHHs) (BBeAEHHS [,0AATKOBOT
AinbHUUI BUpOGHMLTBA); 3MiHu | TURY - FoToBMIA
nikapcbkuii 3aci6. BupobHuuTBo. 3MiHa po3mipy
cepii (BKItOYaKOUM AianaszoH po3mipy cepii)
rOTOBOrO /iKapCbkoro 3acoby (iHLLi 3MiHW)
(BBEAEHHA [,0AATKOBOrO PO3MIipy cepii npenapary
0151 BUPOBHULTBA Ha [OAATKOBIN BUPOOHMUIl
AinbHULI TOBapnCTBO 3 0GMEXEHOID
BignoBigasibHICTIO "®apmaueBThyHa KOMNaHis
"3popos'a") (TepMiH BBEAEHHS 3MiH - NPOTAroM 3-
X MicAUIB Micns 3aTBEPAKEHHS)

79.

KO-PEHITEK®

Tabnetku no 20 mr/12,5
Mr 1o 14 Tabnetok y
6nicTepi; no 2 6nictepn
B KapTOHHIl kopo6uyi

Mepk LWapn i
[oym lgea IHK

LLiBefiuapis

BMPOGHUK
Hepo3acoBaHol
npoAayKLUii, TECTyBaHHS:
Mepk Wapn i Joym
Nimiten, Benuka
BpuTaHis; nepBuHHa Ta
BTOPVHHA yNakoBKa,
[03BiN Ha BUNYyCK cepi:
Mepk LWapn i Jloym

Benuka
BputaHis/
HigepnaHgn

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis:
3MiHY Il TUNY - 3MiHW [0 IHCTPYKLUIT 4719 MeANYHOro
3acTOCyBaHHS y po3ginu: "B3aemogis 3 iHWmMm
nikapcbknMKM 3acobamu Ta iHLWi BUAW B3aeMoSiii",
"Oco6nMBOCTI 3aCcTOCyBaHHA". BBeA€HHA 3MiH
npoTArom 3-x MicsiliB nicnsa 3aTBepLKeHHs

3a
peyenmom

UA/4279/01/01
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
b.B., Hinepnanan
80. KCANATAH® Kpansii 04Hi, po3ynH Mdpaiizep IHK. CLWA Mdpaiizep Benbris BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: 3a UA/11617/01/01
0,005 % no 2,5 mny MeHtohekuypuHr 3MiHM Il Tuny - 3MiHa y NEPBUHHINA ynakoBLi peuyenmom
nonieTueHoBoMy Benbria HB rOTOBOrO /iKapCbKOro 3acoby — BBEAEHHSA
onakoHi; no 1 doakoHy anbTepHaTMBHOIO B1ay cmosnm (Flexirene MR
B KapTOHHIiA kopobL; no 50A), 3 AIKOT BUTOTOB/IAETLCA HAKOHEYHUK-
25mvny KpanenbHuUA. [n3aiiH, 30BHiLLHI po3Mip 0TBOPY
nosieTnieHoBoMy HaKOHeYHVKa-KpanenbHULi 3avLLaeTbes
hnakoHi; no 1 dpnakoHy He3MiHHUM; MeXi cnevumndikauii 415 KPUTUYHUX
B KAPTOHHIli kOpo6Li; No po3MmipiB (3arasibHa BUCOTa Ta fiaMeTp 3BY)XEHHS
3 KapTOHHI KOPOGKM, HaKOHEYHWUKa) He 3MiHMAnCS
ynakoBaHi pasom y
KapTOHHY KOPOGKyY; No
25mny
nonieTnaeHoBoMy
thnakoHi; no 3 donakoHn
B KQPTOHHI1 KOpooui
81. KCEN/IOH® CycneHsist ons iH'ekuiii TOB Pocilicbka fAHcceH ®apmaueBTrKa Benbrisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/13547/01/01
NposIoHroBaHoi Aji 100 "[IXOHCOH & Pegepauis H.B., Benebrisa; Cinar LBeliuapis 3MiHY Il TUNY - 3MiHW [0 IHCTPYKUIT 4719 MeANYHOro peyenmom
mr/mn no 0,5 mn, abo no [xoHCOoH" Ar, LLiseliuapis 3aCcTOCyBaHHS y po3ainu: "®apmakonoriyHi
0,75 mn, a6o no 1,0 mn, BNacTMBOCTI", "B3aeMogis 3 iHLIMMU NiKapCbKUMMn
abonol,5mvnB 3acobamu Ta iHWi Buav B3aemogiii", "OcobnuBocTi
nonepeaHL0 3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta fo3un",
HanoBHeHoOMY LwnpuLi Ne "Mepeno3yBaHHs", "No6i4HI peakuii”
1ironkamu ans
BHYTPILLHEOM'A30BUX
iH'ekUin Ne 2 y Kopobui
82. KYTIBEUT™ Kpem 0,05 % no 15ry nakcoCwmitKn Benuka nakcoCwmiTKnsiiH Monbwa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTepiais: 3a UA/2677/02/01
Ty6ax Ne 1 B KapTOHHIiA AiH EkcnopT BpuTtaHis dapmacbioTrkans C.A. 3MiHY Il TRy - 3MiHW 80 IHCTPYKUIT 4519 MeANYHOro peyenmom
ynakoBLi Nimiteq 3aCTOCYyBaHHSA y po3ainu: "B3aemogis 3 iHwWmMu
nikapcbkMun 3acobamu Ta iHWi B1an B3aemMogiii',
"Ocob6nmBoCTi 3acTocyBaHHSA", "TMobiuHI peakwii”.
BBepeHHs 3MiH npoTsarom 3-x MicAuis nicnsa
3aTBEepPAKEHHSA
83. KYTIBEAT™ mMa3b 0,005 % no 15ry nakcoCmiTKn Benuka "nakcoCmiTKnsiiH Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/2677/01/01
Ty6ax Ne 1 AH EkcnopT BpuTaHis dPapmacbioTukans C.A. 3MiHK |l TUNYy - 3MiHK [0 IHCTPYKLUIT 418 MeANYHOro peuenmom
Nimiteq 3acTocyBaHHs y po3ainu: "B3aemogis 3 iHwmmn
nikapcbkMun 3acobamu Ta iHWi BUAn B3aeMogiii",
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iYHI peakuii”.
BBegeHHA 3MiH npoTArom 3-x micAwiB nicnsa
3aTBEPAKEHHSA
84. NAHTYC® pO34MH AN iH'ekuild, 100 | TOB "CaHodi- YkpaiHa CaHoi-ABeHTIC HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/6531/01/01
Og./mnno3mny ABEHTIC Loliunang M6 X 3MiHu Il TNy - 3MiHK Woao 6e3nekn/edheKTMBHOCTI peuyenmom
KapTpuoxi no 5 YkpaiHa" Ta chapmakoHarnagy. 3MiH1 y KOpOTKiii

KapTpuaxis y 6nictepi;
no 1 6nictepy B
KapPTOHHI KopobLii, No

XapakTepucTuLi nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeanYHOro
3aCTOCYBaHHSA Y 3B'sI3KY i3 HOBUMMW fiaHUMK 3
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
10 mn y dpnakoHi; no 1 AKOCTI, AOKTIHIYHUMU, KNIHIYHUMW AaHUMK Ta
h1aKkoHy B KapTOHHIi JaHnmn 3 chapmakoHarnsagy - 3MiHM [0 iHCTPYKLT.
Kopoobui BBepeHHs 3miH npoTsrom 3-x MicAuis nicns
3aTBEPAKEHHSA
85. NA®EPOBIOH Kpansi Ha3asibHi No TOB "®3 YKkpaina TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHnX maTtepiasiis: 6e3 UA/13779/02/01
100000 MO/mn no 5 mn "BIO®APMA" 3MiHa iHchopMaLii LWoA0 peknaMyBaHHS BHAC/iL0K peuyenma
y thnakoHax Ne 1 3MiH, 3aTBepKeHNxX HakazoM MO3 YkpaiHu Big,
28.07.2016 Ne 787 (6ys10: He nidsisizae; cmasio:
nionseae)
86. NA®EPOBIOH cnpeii HazasbHUiA No TOB "®3 Ykpaina TOB "$3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/13779/03/01
100000 MO/mn no 5 mn "BIO®APMA" 3MiHa iHhopMmaL,i LWoA0 pekiamMmyBaHHA BHACIAOK peyenma
y chnakoHax Ne 1 3MiH, 3aTBepoKeHnX Hakazom MO3 YkpaiHu Big
26.08.2016 Ne 897 (6ys10: He nidsisizae; cmaso:
nionsi2ae)
87. NEBO®JIOKCAL, | Tabnetku, BKpUTI ToBapucTBo 3 Ykpaina BCi cTajii BUpobHMUTBa, YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3a UA/9075/01/02
NH-340POB'A 060/10HKO0, M0 500 mr 06MEXEHO KOHTPO/b SIKOCTI, 3MiHu | TMNy - FOoTOBWMIA Nikapcbknii 3aci6. peyenmom
no 7 a6o no 10 BiANOBIAa/bHIC BWMNYCK cepil: CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
Tabnetok y 6nictepi; no TIO ToBapucTBo 3 yMoBax 36epiraHHsi roTOBOr0 MikapcbKoro 3acoby:
1 6nicTepy B KAPTOHHIi "®apmaveBTny obmexeHor (36iNbLUEHHA TEPMiIHY NPUAATHOCTI FOTOBOIO
Kopobui Ha KomMaHis BiANOBIAA/LHICTIO nikapcbKoro 3acoby:) - 4719 TOProBesbHOI
"3popos'a" «®apmMaLueBTUyHa ynakoBku (NigTBEPAKYETLCA AaHNMU CTabiNbHOCTI
KOMNaHis «340p0B'A», peasibHOro yacy) (36iNbLUEHHS TEPMIHY
YkpaiHa npuAaTHOCTI FOTOBOrO NiKapCbKoro 3acoby (3 2-x
BCi cTajii BUpobHMUTBa, 0o 3-x pokiB) (TepMiH BeieHHS 3MiH NPOTArom 3-X
KOHTPO/b AKOCTI: MiCALIB MiCNA 3aTBEPKEHHS); 3MiHW | Tuny -
ToBapucTBO 3 3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
06MEXEHO BMPOGHMUTBI. 3amMiHa abo BBeLeHHS A04aTKOBOT
BiANOBIAALHICTIO [OiNbHULI BUPOBGHMLTBA A/19 YacTUHM abo BCbOro
«®APMEKC IPYI», BMPOGHMYOrO MPOLECY rOTOBOrO MiKapCbKoro
YkpaiHa 3aco06y (iHWi 3MiHK) (3a3HAYEHHS (DYHKLIiA
BMPOGHWKIB (NPUBEAEHHS Y BiANOBIAHICTb A0
NiueHsii Ha BUPOBHULITBO)
88. NEBO®JIOKCAL, | Tabnetku, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii BUpobHMLUTBa, YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3a UA/9075/01/01
NH-340POB'A 060/10HKO10, M0 250 Mr 06MEXEHO KOHTPO/b SIKOCTI, 3MiHu | TMNy - FOTOBWIA Nikapcbknii 3aci6. peyenmom
no 10 Tabnetok y BiAnoBifasbHIC BUNYCK cepii: CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
6nictepi; no 1 6nictepy TIO ToBapucTso 3 ymoBax 36epiraHHsi roTOBOro MikapcbKoro 3acoby:
B KapTOHHIi kopo6Lyi "®apmaveBTny obmexeHoro (36iNbLUEHHA TEpPMiHY NPUAATHOCTI FOTOBOrO
Ha KoMmnaHis BiANOBiAA/IbHICTIO nikapcbKoro 3acoby:) - 4719 TOProBesbHOI
"3popos'sa" «®apmaLeBTNyHa ynakoBku (NigTBEPMAKYETLCA AaHNMU CTabiNbHOCTI
KOMNaHis «340p0oB'A», peasibHOro yacy) (36iNbLUEHHS TEPMIHY
YkpaiHa npuAaTHOCTI FOTOBOrO NiKapcbKoro 3acoby (3 2-x

BCi cTagii BUpobHMLUTBa,
KOHTPO/b AKOCTI:
ToBapucTBO 3
obmexeHoto
BiANOBIAA/LHICTIO
<«PAPMEKC 'PYI»,

00 3-x pokiB) (TepMiH Be,eHHS 3MiH NpOTArom 3-X
MiCAUIB MiCN1A 3aTBEPKEHHS); 3MiHM | Tuny -
3MiHu 3 sKoCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMUTBI. 3amiHa abo BBeLEeHHS A04aTKOBOT
AiNbHULI BUPOGHMLTBA A1 YacTUHM abo BCbOro
BMPOGHMYOro NpoLecy rotToBoro Nikapcbkoro
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
YkpaiHa 3aco06y (iHWi 3MiHK) (3a3HaYEHHS DYHKLIiA
BMPOGHWKIB (MpUBEAEHHS Y BiANOBIAHICTb A0
NiUeHsii Ha BUPOBHULITBO)
89. NEAQICENT- necapii no 16 mr no 5 TOB YkpaiHa TOB "®APMEKC YKpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 6e3 UA/12023/01/01
PAPMEKC necapiis y cTpwvni; no 2 "®APMEKC reyn" 3MiHu | TNy - 3MiHK 3 sikocTi. CepTudikat peyenma
CcTpunu B nNavi 3 reyn BignosigHocTI/lE-cepTudpikat BignosigHocCTi
KapToHy €Bponeiicbkiii hapmakonei/moHorpadii. 3mMiHu,
noB'si3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii AdY abo
€Bponeiicbkoi hapmakonei, abo iHLWoT
HauioHasIbHOT hapmakonei gepxasun €C (3miHa y
cneumdikauisix, nos's3aHa 3i 3miHamm B 4dY, abo
€Bponeiicbkili hapmakonei, abo iHLwii
HauioHabHIN dhapmakonei gepxasu €C); 3MiHu |
TUMy - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkunii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo AonycTUMMX
MEX roTOBOrO JliKapCbKoro 3acoby (BHECEHHS 3MiH
[0 [OCbE NIC/IA OHOB/IEHHS 3arasibHOI CTaTTi Ha
roToBY fikapcbky doopmy y AdY/EBponelicbkili
cthapmakonei)
90. NENKEPAH™ TabneTku, BKPUTI AcneH dapma Ipnangis Ekcenna rm6X HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/3396/01/01
NNiBKOBOKO 060J10HKOIO, TpengiHr BUMNpaBJ/IeHHA HeBignoBigHocTeli B Hakasi MO3 peyenmom
no2mrNe25y Nimiteq YkpaiHu Ne 614 Big 21.09.2015 wopao
hnakoHax HanucaHHA nikapcbKoi hopMu B NpoLieci
nepepeectpauii (6ys10 - mabsnemku, sBkpumi
060/10HKOK)
91. MAKMIPOP Kancynu BariHasbHi Monikem ITanis BiANoBiAa/IbHWIA 32 ITanis BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTepiais: 3a UA/3934/02/01
KOMMNJIEKC M'siKi, no 8 kancyny C.p.n. BMNycK cepii: Jonnenb BMNPaB/IEHHS TEXHIYHOT NOMUIIKM B PO34ini peyenmom
6nictepi, no 1 6nictepy dapmaueyrTiui C.p.n., «Onue»
B NauyLj KApTOHHIN ITanis; BignosiganbHWi
3a MOBHUI LMK
BMpPOGHMLTBA: Jonnenb
dapmaueyTiui C.p.1.,
ITanis; BUPO6HUK
npoaykty in bulk:
KataneHT ITani C.n.A,,
ITanis
92. MATW-IA- nucta (cybcTaHuis) y MpAT YkpaiHa MpAT "NikTpasu" YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: - UA/5679/01/01
MAYYXU NNCTA MiLLKax, ToKax Asis "NikTpasn" 3MiHu | TMNY - AAMIHICTPATUBHI 3MiHW. 3MiHa

BMPO6HULTBA
HecTepuIbHNUX
nikapcbknx hopm

HaliMeHyBaHHS Ta/abo agpecy 3asiBHMKA
(BnacHvka peecTpauiiiHoro noceigYeHHs) (3mMiHa
HalilMeHyBaHHS Ta afgpecu 3asBHUKa); 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecun micusa NPOBafXeHHS OisfIbHOCTI
BMPOGHUKa (BK/THOYAOYM, 32 HEOOXIAHOCTI, MicLe
NpPOBefieHHA KOHTPOJII0 SIKOCTi), ab0 BacHuKa
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
MacTep-halina Ha A®l, abo noctavasibHMKa
Adl/BnxigHoro matepiany/peareHTy/MPOMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y BUPOOHMLTBI ADI
(SIKLLLO 3a3HAYEHO Y AOChE Ha JlikapCbKuii 3acif) 3a
BiICYTHOCTI cepTucpikata BiAnNoBigHOCTI
€Bponeiickkili hapmakonei y 3aTBepgkKeHoMy
[ocbe, abo BMPOOHUKA HOBOT AOMOMIKHOI
PeyYOoBUHM (SKLLO 3a3HAYEHO Y A0CbE) (3MiHA
HalilMeHyBaHHs Ta afpecu BUPOOHMKa, 6e3 3MiHN
MicLisi BUPOBHULITBA)
93. METPOHIAA30/1 | TabneTkn no 250 mr Ne ToBapucTso 3 YKpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: 3a UA/6100/01/01
-340POB'A 10, Ne 20 (10x2), Ne 20 06MeXeHoH o6MexeHo BUMpaBJ/IeHHA HeBigNoBigHocTeli B Haka3i MO3 peuyenmom
(20x1) y 6nicTepax BiANoBiAa/bHIC BiAANOBIAA/LHICTIO Ykpainu Ne 872 Bip 19.08.2016 wopn0: TepmiH
THO "hapmaueBTNYHA BBEAEHHA 3MiH NPoTsromM 3-x MicsAuiB nicns
"®GapmaueBTuy KoMnaHia "3g0pos'a”, 3aTBepMAKEHHs (6y/10 He 3a3Ha4YeHo)
Ha KOMMaHis Ykpaina; TOB
"3popos'a" "®APMEKC I'PY1",
YkpaiHa
94. MIKOHA3ONY NMOpOLLOK MAT YkpaiHa lypik BiocaiHcec IHais BHECEHHS 3MiH 0 peecTpaviiHmX - UA/11632/01/01
HITPAT (cybeTaHuis) y "®iTohapm" Nivitep marepianis:
noABiliHMX 3MiHM | TUNy - AOMiHICTpaTVBHI 3MiHW. 3MiHa
nonieTuIeHoBMX HallMeHyBaHHsA Ta/abo afpecu 3asBHMKa
naketax ans (BNacHMka peecTpauiiniHOro NocBigYeHHs)
hapmaL,eBTUYHOro (3miHa MicLe3HaxoMkKeHHS 3aABHUKA)
3aCTOCyBaHHA
95. M'ATU nncta (cybeTaHuis) y MpAT YkpaiHa MpAT "MlikTpasu" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: - UA/6020/01/01
NEPLEBOI MiLLKax, TIoKax ans "NikTpasn" 3MiHn | TURNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
nmncT4a BMPO6HULTBA HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
HeCcTepusIbHUX (BnacHvka peecTpauiiiHoro noceigyeHHs) (3mMiHa
Nikapcbknx hopm HallMeHyBaHHA Ta afgpecu 3asBHUKa); 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecun micusa NPOBafXeHHs LisNIbHOCTI
BMPOOHMKa (BK/THOYAOYM, 38 HEOOXIAHOCTI, MicLe
NpoBefeHHS KOHTPO/II0 SIKOCTI), ab0 B1acHuKa
MacTep-haiina Ha A®l, abo nocTavanbHMKa
Adl/BnxigHoro matepiasy/peareHTy/NPOMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCS Y BUPOOHMLTBI ADI
(SIKLLLO 3a3HAYEHO Y AOChE Ha JlikapCbKuii 3acib) 3a
BiICYTHOCTI cepTucpikata BiANoOBIgHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHUKA HOBOT AOMOMIKHOI
PEeyYoBUHM (SKLLO 3a3HAYEHO Y A0CbE) (3MiHA
HalilMeHyBaHHs Ta afpecu BUPOOHMKa, 6e3 3MiHN
MicLisi BUPOBHULITBA)
96. HAMNA3NM KOHLeHTpaT ans BioMapwuH Benwuka Bupo6HuLTBO Gasky, CLUA/ BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 3a UA/13183/01/01
PO34MHy ANs iHdysi, 1 KOpoyn BputaHis HanoBHEHHSA B HimevunHa/ 3MiHM | TUny - 3MiHK 3 AkocTi. A®I. CTabinbHICTb. peyenmom
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Ne Hassa dopma BUMNyCcKy 3asisBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1

Mmr/mnno 5 mny Nimiten NnepBUHHY YNakoBKy Ta Benuka 3MiHa nepiogy NOBTOPHMX BUNPOGYBaHb/Nnepioay

chnakoHi, no 1 dpnakoHy KOHTPO/b 6aUiky: BputaHis/ 36epiraHHsa abo ymMoB 36epiraHHa AdI (3a

B KapTOHHIi Kopo6ui Lxy6inaHTt IpnaHgis BiJCYTHOCTI Y 3aTBEpKEHOMY [0CbE cepTudikaTa

XonnictepCrep JI/1C, BiANoBIgHOCTI EBponeiickkili hapmakonei, LWo
CLIA

BeTtTep ®apma-
®epTiryHr MTm6X i Ko.
KI', HimeuunHa
KoHTpOsb sKoCTi
rOTOBOrO /1iKapCbKOro
3acoby:
BeTTep ®apma-
®epTiryHr Mm6X i Ko.
KI', HimeuunHa
BeTTep ®apma-
®epTiryHr Mm6X i Ko.
KI', HimeuunHa
EHBiro AHanitukc
NimiTen, Benuka
BpuTtaHis
MapKyBaHHs Ta
BTOPUHHE NaKyBaHHSA
rOTOBOrO /iKapCbKOro
3acoby:
AHpepcoHBpekoH (FOK)
NimiTen, Benuka
BpuTaHis
MapkyBaHHs Ta
BTOPUHHE MaKyBaHHS
roTOBOrO J1iKapCbKOro
3acoby, BUPOOHUK,
BiANOBIAa/IbHMI 3a
BUNYCK cepii:
KatasieHT FOK
MekemxuHr NimiTes,
Benvka bpuTaHis
KoHTpOonb sKocTi
rOTOBOrO /iKapCbKOro
3aco0y, MapKyBaHHs,
BTOPUHHE NakyBaHHs,
BiANOBIAa/IbHUI 3a
BUNYCK cepii:
BioMapuvH IHTepHeLUHN
Nimviten, lpnaxgis

BK/ItOYAE Nepiog, NOBTOPHOTO BMNPOGYBaHHS) (iHLUi
3MiHVW) (BULAIEHHS TECTYBAHHSA. 3MiHW [0 p.
3.2.S.5 Reference Standards or Materials:
BupaneHHs TecTyBaHHS KOHLEeHTpawil
nonicop6aty 80 3 NPOTOKO/Y BUBYEHHS
cTabinbHOCTI cTaHgapTHOro 3pasky. Monicopbar
80 fofaeThbea y peuenTypy 4151 06MEXeHHs
MynbTimMepi3auji/arperauii 6inky Ta BTpar
BHACNifoK aacopbuii NpoTArom BUPOOHULITBA.
KoHueHTpauis nonicop6aty 80 He BBaXaETbCA
BMNPOGYBaHHSM, LLO Bifo6paxae CTabisbHICTb.
Ockinbkn MynbTiMepi3ayito 6inKy y npoTokoni
CTabifIbHOCTI YXKe OLiHIOTb 3a A0NOMOroK
eKCK/1o3MBHOT XpomMaTorpadii (SEC), To
KOHUeHTpauis nonicopbaty 80 He € KPUTUYHUM
napameTpom A5 cTabiNbHOCTI CTaHAApPTHOrO
3pasky); 3MiHun | Tuny - 3miHn 3 AkocTi. AdI.
Bupo6HMLTBO. 3MiHM BUNpobyBaHb abo
[0NyCTUMUX MEeX Y npoueci BupobHuuTtea Adl, wo
BCTaHOB/EHI Y cneumdikayisx (iHwi 3miHK) (3amiHa
aHaNTUYHOT MEeTOAMKMN 151 KOHTPOJIKO B MPOLLECi
BMPOGHULITBA, SiKa BUKOPUCTOBYETHLCS A5
po3paxyHKy BUXOAY Ha cTagii 04nNCTKN
rancynsasun (rhASB) gns: 1)cragii
xpomatorpadii heHin-uedaposHiin koNoHui Ta 2)
cTagii ynetpadinstpauii/giadinstpadii (UF/DF),
[HK/BipycHOT thinbTpadii, npUroTyBaHHsA po34nHYy
3a peuenTypoto, thinbTpauii
0,2 MKM (B OCHOBHOMY Y 3MiHi Ta 3BiTax
3ragyeTbes Ak «3aknoyHa UF/DF»); 3minm | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHMKa (B/lacHUKa
peecTpauiiiHoro nNocBig4eHHs1) (3MiHa
MiCLLe3HaXOMKEHHS 3asBHMKa); 3MiHW | Tuny -
3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMUTBI. 3amMiHa abo BBeLEeHHS A04aTKOBOT
AiNbHULI BUPOGHMLTBA A1 YacTUHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro
3aco0by (4iNbHMUA ANS BTOPUHHOTO NakyBaHHS) ¢
BioMarin International Limited (BioMapuH
IHTepHewwHN JlimiTen), Wo po3TalloBaHa 3a
aapecoto Shanbally, Ringaskiddy, Co. Cork,
Ireland (LWaH6anni, PiHrackigai, Ko. Kopk,
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs

IpnaHgis) « AndersonBrecon (UK) Limited
(AHpepcoHbpekoH (FOK) NMimiten), wo
po3TalwloBaHa 3a agpecoto Units 2-7, Wye Valley
Business Park, Brecon Road, Hay-on-Wye
Hereford HR3 5PG, United Kingdom (tOHiTc 2-7,
Bain Banni bisHec MNapk, bpekoH Poag, Xei-oH-
Baii lepedpopg HR3 5PG, Benuka BpuTaHisi) B
AKOCTI OAATKOBUX aNlbTEPHATUBHUX AiNTbHULb, SKi
MOXYTb BUKOHYBaTV (DYHKL,iT MapKyBaHHS Ta
BTOPVHHOTO NakKyBaHHS NikapcbKoro 3acoby; 3MiHn
| Tuny - 3MiHK 3 AKoCTi. FOTOBMIA NikapcbkWii 3acib.
3MiHN Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IHO AKOCTI
roTOBOrO MikapcbKoro 3acoby (3amiHa abo
[0[laBaHHA OiNbHULI, Ha 5K 34iiCHIOETbCSA
KOHTPONb/BUNPOGYBaHHSA cepii) (BBeaeHHs
KomnaHii Vetter Pharma-Fertigung GmbH & Co.
KG (Bettep ®apma-®PepTiryHr F'm6X i Ko. Kr),
po3TalloBaHol 3a agpecoto: Mooswiesen 2, 88214
Ravensburg, Germany (MycsaiiceH 2, 88214
PaBeHcOypr, HimeuunHa) B AKOCTi aflbTepHaTUBHOT
LinbHUL AN BUNPOGYBaHHA CTEPU/ILHOCTI Ta
Bi3yasIbHOr0 KOHTPOS0); 3MiHM | TURy - 3MiHK 3
AKocTi. [0TOBWiA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYOTbCS BUMYCKY cepii Ta KOHTPOSIO SAKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHs AinbHUL, Ha SIKil 3AiACHI0ETLCA
KOHTpO/b/BMNPOGYBaHHSA cepii) (BBeaeHHs
KomnaHii Vetter Pharma-Fertigung GmbH & Co.
KG (BeTttep dapma-depTiryHr F'moX i Ko. KI),
posTalloBaHol 3a agpecot: Helmut-Vetter-Str. 10,
88213 Ravensburg, Germany (XenbmyT-Bettep-
Ltpacce 10, 88213 PaBeHcHypr, HimeuunHa) B
AKOCTI aNlbTEePHATUBHOI AiNbHUL 415 BUKOHAHHSA
Bi3ya/IbHOIO KOHTPO/110); 3MiHK | TUNY - 3MiHK 3
AKocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BMnpobysaHHA APl abo BUXigHOTO
MaTepiany/npomMiKHOro nNpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y npoLeci BUpo6bHuLTa AdI
(iHWi 3MiHM y MeTogax BUNpobyBaHHA (BKIOYaoum
3amMiHy abo fonoBHeHHs) APl abo
BMXIAHOrO/NPOMIXHOro NpoAykTy) (BnpoBamKeHHs
[BOpPIBHEBOI cucTemy KBasidikauii 3
BUKOPVCTaHHAM NEPBUHHOIO Ta po6040ro
CTaHAapPTHOro 3pasky; 3BY)XXEHHS KpUTEpIiB

NPUIAHATHOCTI (A€ Lie MOX/MBO 3acTocyBaT) Ta
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs

UiTKe BU3HAYEHHS SIKICHUX KpUTEPIiB NPUIAHATHOCTI;
[0faBaHHA TeCTyBaHHS [0AATKOBUX
XapakTepucTVK A0 NPOTOKONY KBautidhikauit
NepBUHHOTO Ta PO60OYOro CTaHAapTHOrO
maTtepiany); 3miHu | Tuny - 3MiHn 3 siKocTi. AdI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpO6yBaHb/Nepiogy 36epiraHHA abo ymoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEPA)KEHOMY
[ocbe cepTudikaTa BignoBigHOCTI EBpoNeiChKii
thapmakonei, Lo BK/IKYaE nepiog, NOBTOPHOTO
BMNPo6YyBaHHS) (Nepiog NOBTOPHOTO
BMNpo6yBaHHs/nepio 36epiraHHs) - 3miHa ymoB
36epiraHHa A®I (JofaBaHHA anbTepHaTUBHNX
YMOB 36€epiraHHsi po6040ro cTaH4apPTHOrO 3pasky y
thnakoHax Ans nikapcbkoro 3acoby npu 2°C —
8°C); 3MmiHu Il TMny - 3MiHKW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHy, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJIO SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo goAaBaHHS AiNTbHULI, Ha AKil
3[iICHIETLCS KOHTPO/Ib SIKOCTI/BUNPOBYBaHHSA
cepii gnsA 6ionoriyHoro/iMyHONOriYHOro
NiKapcbKoro 3acoby, Ta 6yab-AKoi Ai/IbHUL, Ha
SKili 3aCTOCOBYETHCA 6Gi0NOTiYHMIA/IMYHONOTIYHNIA
MeToZ BunpobyBaHHs) (MpuBeaeHHs
peecTpauiiHnux matepianis y BiANoBigHICTb [0
€BponencLKOro A0CkE ikapCbKoro 3acoby, a came
[ofaBaHHA BUPOOHUYOI AiNbHULI EHBIrO
AHnanitukc flimites (nonepeaHsa Hassa NDA
Analytics Ltd.), Lo BUKOHYE OYHKLT KOHTPOSIO
SAKOCTi rOTOBOrO NikapcbKoro 3acoby); 3MiHu |l
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkWii 3acib.
3MiHN Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IO AKOCTI
roTOBOrO MikapCcbKoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHKKa, LLO BiAgnoBigae 3a
BBE3€eHHs Ta/abo Bunyck cepii) - Bknovatoun
KOHTPONb/BMNPOGYBaHHSA cepii ANs NikapCbKoro
3aco6y 6i0/10riYHOro/iMyHOSIOTYHOTO NOXOMAXKEHHS
Ta OfMH 3 METOAIB aHani3sy, L0 3aCTOCOBYETLCA Ha
AinbHuui, €
6i0N10rYHMM/IMYHONOTIYHUM/IMYHOXIMIYHUM
MeToLOM (fofaHHSA BUpOo6HMKa BioMapuH
IHTepHewHn NimiTeq, Ipnangis, ), wo
posTawoBaHa 3a agpecoto Shanbally,

Ringaskiddy, Co. Cork, Ireland (Lan6anni,

Pinrackiggi, Ko. Kopk, IpnaHgis) B sikocTi
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
aNbTePHATUBHOI AiNbHULL 415 NPOBEAEHHS
KOHTPO/I0 SIKOCTi FOTOBOrO JliKapCbKoro 3acoby Ta
BifNoBiga/IbHOro 3a BMMNYCK JlikapCcbKoro 3acoby)
97. HANBY®IH- PO34MH AN iH'ekuil, 10 TOB YkpaiHa BCi cTagii, BKIoYaoum YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/11606/01/01
PAPMEKC mr/mn, no 1 a6o no 2 mn "®APMEKC BUNYCK cepii: BUNpaB/IeHHA HeBigNoBigHocTell B Haka3i MO3 peuyenmom
y nonepeaHL0 reyn” TOB "®APMEKC YkpaiHu Ne 685 Big 07.07.2016 w040 6inbLu
HanoBHEHMUX LWnpuLuax FPYIM", Ykpaina, KOPEKTHOro HanucaHHs Tuny ynakosku (6ys1o - y
Yy KOMMJ/IEKTi 3 rosikamu BCi CTagji, okpim rornepedHLO 3anoBHEHUX Wpuyax)
Nel (1x1), Ne 5 (5x1); no BUNYCKY cepii:
1a6ono2wmns TOB "X®I1 "3a0poB'a
amnynax Ne 5 (5x1) abo Hapogy", YkpaiHa
Ne 10 (5x2)
98. HITPOCOPBI], Tabnetkv no 10 wmr, no TOB HaykoBso- YkpaiHa TOB HaykoBo- YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a UA/6831/01/01
50 TabneTok y 6aHLj; no BMPOGHMYA BMPOGHMYa hipma 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBMIA NikapCbKni peyenmom
1 6aHuj B Nayw;j 3 hipma "Mikpoxim" 3aci6. Cuctema KoHTeliHep/3aKynopoBasbHWiA
KapToHYy "Mikpoxim" 3aci6. 3miHa po3mipy ynakoBKv roToBOro
NikapcbKoro 3acoby (BU/TyYEHHS YNakoBKW NeBHOTO
po3Mipy (BUNy4eHHs ynakoBku no 20 TabneTok y
6aHL)
99. HOBOKAIH- PO3uuH AnAa iH'ekuii, 5 ToBapucTBoO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/4539/01/01
340POB'A mr/mn no 2 mn B 06MexeHoto obmexeHoto BUMpPaBJ/IEHHA HEBigNoBigHOCTeli B Hakasi MO3 peuenmom
amnynax, Ne 10 B BiANOBIA&/bHIC BiANOBIAALHICTIO Ykpainu Ne 872 Big 19.08.2016 wopo
kopobui, Ne 5 (5x1), Ne THO "®apmavneBTUYHa HanucaHHA A03yBaHb B NMPOLECi BHECEHHS 3MiH -
10 (5x2), Ne 10 (10x1) y "apmaueBTny KoMnaHis "3popos'a” BUMNPAB/IEHHS TEXHIYHOI NOMUKM B crieuudikaLi
6nictepax B kopobLi; No Ha KOMMaHis 3a NOKa3HMKOM «OB6’eM, L0 BUTAraeTLCA» (B
5 mn B amnynax Ne 10 B "3p0pos'a” pamkax 0fHOro JOKYMEHTY), B MeTOAax KOHTPO/II0
Kopobui, Ne 5 (5x1), Ne SAKOCTi 3a NOKa3HUKOM «CynpoBifHi fOMILLKM»
10 (5x2) y bnictepax B (6ys10 3a3HayeHe nuwe 00HO 003yBaHHs 20
Kopo6ui ma/mn)
100. | HOPMA3E cupon, 10 r/15 mn no . MonteHi i K. ITania BupobHuymso 3a ITania/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 6e3 UA/9542/01/01
200 mny dpnakoHax Ne 1 | pei Ppatenni MOBHUM YUK/IOM: ABCTpis BUMNpaB/ieHHA HeBignoBigHocTell B Haka3i MO3 peyenma

pasom 3 MEH3YPKO B
KapTOHHIlA KopooLi

AnitTi CocieTa
4i Esepuuuio
C.n.A.

J1. MonTeHi i K. gei
®.nni Anitti Cocieta gj
E3epuuuio C.n.A,,
ITanis;
Bupo6HMLTBO iH Basik,
nepByHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO b
cepi:
dpeseHiyc Kabi ABCTpisi
M6X, ABCTpis

YkpaiHu Ne 484 Big, 30.05.2016 wopno
HanucaHHA 3asiBHUKA B NPOLLECi BHECEHHS 3MiH -
3MiHW | TUny - nikapcbki 3acobun. 3MiHn A0 iCHytouoil
cucteMu dhapmakoHarnsgy, sk 3asHaveHo B Onuci

cuctemn dhapmakoHarnagy (3mMiHa B KOHTaKTHUX
[aHyX YNOBHOBaXEHOI 0Co6WU, BiAMNOBIAA/IbHOI 3a
thapmakoHarnag) - 3arsepmkeHo: Global QPPV -
llaria Masini.
3anponoHoBaHo: Global QPPV- Francesco
Tescione; 3MiHK | TUNY - Nikapcbki 3aco06U. 3MiHN
[0 iCHyto4Oi cucTemu chapmakoHarnagy, sk
3a3HayeHo B onuci cucteMun papmakoHarnsgy
(3miHa o 6a3u faHux 3 6e3nekn (3MiHu B
KOHTPaKTHMX [AOMOB/EHOCTAX 3 iHLLNMU
i3MYHNMKM abo tPUANYHUMK 0cobamu, Lo
3aU/Ty4YeHi 40 BUKOHaHHA BUMOT 3 dapMakoHarnagy
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
Ta onucaHi B cucteMi hapmakoHarnsgy, a came:
AKLWO CKNaJaeTbcs 4OroBip cybniapsaay npo
nofAaHHA eNekTPOHHWX MOBIAOM/IEHb NMPO
iHOMBIQYaNbHUIA BUNAAOK, NOB’sI3aHWi 3 6e3MneKo
nikapcbKoro 3acoby; Npo BeAeHHS ro/IoBHYX 6a3
[JaHuX; Npo BIACTEXEHHSA curHany abo npo
niAroTOBKY perynsipHo OHOB/IIOBAHOTO 3BiTY 3
6e3nekn); cynyTHA 3MiHa: NiKapcbki 3ac06U. 3MiHM
[0 iCHytouoi cuctemu chapmakoHarnagy, sk
3a3HayeHo B onuci cucteMu chapmakoHarnsgy
(3MiHa ynoBHOBaXxeHOi 0co6W, BiANOBIAa/IbHOI 3a
thapmakoHarnag) - 3aTBepKeHo: YNoBHOBaXKeHa
ocoba, BignosigasbHa 3a hapMakoHarnag Ha
TepuTopii YkpaiHu OnekcaHgp TepeHTbEB.
3anponoHoBaHO: YNoBHOBaXeHa ocoba,
BignoBiganbHa 3a hapmakoHarnsg Ha Teputopii
Ykpainu FOnia AHaHkiHa (6ys10 - /1.Moimeri i K. dei
@.ni Animmi Cociema 0i Ezepuuyio C.n.A.,
Imanisi)
101. | HO-WUNA® Tabnetkn no 40 mr, Ne20 | TOB "CaHodi- YKkpaina XIHOIH 3aBop YropwmHa BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: 6e3 UA/0391/01/02
(10x2): no 10 TabneTok ABeHTIC PapmaueBTUYHNX Ta TexHiuHa nomurika (3rigHo Hakasy MO3 Big, peuyenma
y 6nicTepi; no 2 YkpaiHa" XimiyHux MpoaykTis 23.07.2015 Ne 460), MKA N3 Ta iHCTPYKUiT Ans
6/1icTepy B KAPTOHHIN Mpaieit Ko. /174. MeAUYHOro 3aCToCyBaHHs p. "YnakoBka':
kopo6ui; Nel2: no 12 YTOUHEHHS MiCLiAl PO3MILLIEHHSI HaKNelkn ans
TabneTtok y 6nictepi; no KOHTPOJIH0 MEPLLOro PO3KpUTTA 415 YNaKoBKY
1 6nicTepy B KapTOHHIWA Ne100 y ch/iakoHi y KapTOHHI KOpPOO6Li y 3B’A3KY 3
kopo6Li; Ne24: no 24 HEBIANOBIAHICTIO, AONYLLEHOI0 Y 3aTBEPIKEHNX
TabneTku y 6nictepi; no MK$A N13 Ta iHCTpyKUii 415 MeguyuHoro
1 6nicTepy B KapTOHHIlA 3aCTOCyBaHHS MpW BHECEHHi 3MiH 3a n. 2.2.5.6. (6).
kopo6Li; Ne60: no 60 IB (NnepeHeceHHs1 HaKNenkn AN KOHTPOsIH
TabneToK y fo3ytoHomy nepLIoro po3kpuTs i3 hNakoHy, Lo MicTUTb 100
KOHTEeHepi, 3aKkpuTomy TabneTok Ha KapTOHHY KOpPOOKy) - He Byno
KPWLLKOIO 3 3aX1CHOI0 BHECEHO BIAMNOBIAHOT 3MiHM [0 p. «YnakoBka» MKA
CTPIYKOIO Bif, BIAKPUTTS; N3 Ta iHCTPYKUIT ANS MEAWYHOrO 3aCTOCYBaHHS
no 1 gosyw4omy
KOHTEiHepy B KapTOHHIl
kopo6ui; Ne100: no 100
TabneToK y h1akoHi; no
1 donakoHy B KapTOHHIlA
KOpOOGLii 3 HakKeliKoto
N1 KOHTPOJIO NEePLLOro
BiAKPUTTS Ha KOPOOL
102. | HYNMUHTWUH kancynu no 100 mr, no CaH IHais CaH ®apmacbloTmkan IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/9920/01/01
20, a6o 50, abo 100 dapmacbloTrK IHpacTpi3 Nimiteq 3MiHn | TURNY - AgMIHICTPaTMBHI 3MiHW. 3MiHa peyenmom
Kancyn y cpnakoHi, no 1 an lHpacTpis HalilMeHyBaHHs Ta/abo agpecu Micus
dhnakoHy B KapPTOHHIl Nimiteq NpoBapKEHHA AiSNIbHOCTI BUPOOHUMKa/iMnopTepa

Kopoo6uji

roToBoro ﬂiKapCbKOI'O 3ac06y, BK/1l0OHaK4u
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Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

LinbHUL BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPO/IH0 SKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKUM BUMYCK cepili)
(3miHa HalimeHyBaHHsA BUpo6HUKa N13); 3MiHu |
TMny - AQMIHICTPaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy Micus
NPOBaPKEHHSA AiS/IbHOCTI BUPOBOHMKA (BK/IHOHaOUW,
3a HeObXiAHOCTI, MicLLe MPOBEAEHHSI KOHTPOSTHO
SIKOCTi), abo BnacHvka mactep-gpaiina Ha A®l, abo
noctavanbHuka Adl/BnxigHoro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
3aCTOCOBYOTbCH Y BUPOOHULTBI ADI (SKLLO
3a3Ha4YeHo y A0CkE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTucpikata BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepgkKeHoMy
[ocbe, abo BUPOOHUKA HOBOT AOMOMIKHOI
PeyYOoBUHM (SKLLO 3a3HAYEHO Y A0CbE) (3MiHA
HaliMeHyBaHHs BUpoGHMKa AdI)

103.

HYNMHTUH

kancynu no 300 mr, no
20, a6o 50, abo 100
Kancyn y cpnakoHi, no 1
(h1aKoHY B KapTOHHIlA
Kopoo6u,ji

CaH
dapMacboTUK
an lHpacTpis
Nimiteq

IHAis

CaH PapmacbioTukan

IHgacTpi3 fliviteq

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:
3MiHu | TUNY - AAMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NpoBapPKEHHA AiSNIbHOCTI BUPOOHUMKa/iMnopTepa
roTOBOrO JliKapCbKOro 3acoby, BKIoYaoun
OinbHUL BUNYyCKy cepii abo micle NnpoBeAeHHs
KOHTPOJIIO AIKOCTI. (AiANbHICTb, 3a AKYy Bignosifae
BMPOGHUK/IMMOPTEp, BK/IHOYAKOUN BUMYCK Cepiif)
(3miHa HalimeHyBaHHs BUpo6HuKa N13); 3MiHu |
TMNy - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHSA AiS/IbLHOCTI BUPOGHUKA (BK/IKOYaKUM,
3a Heob6XigHOCTI, MicLie NPOBEAEHHSA KOHTPO/TIO
SIKOCTI), @60 BnacHuka macTtep-caina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
3aCTOCOBYHOTLCS Y BUPOOHMUTBI ADI (SIKLLO
3a3Ha4eHo y [0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTucpikata BifAnoBigHOCTI
€Bponeiickkiin hapmakonei y 3aTBepaKeHomy
[ocbe, abo BUPOGHVKA HOBOI LOMOMKHOI
PeyvoBUHM (SKLLO 3a3HAYEHO Y [0CbE) (3MiHA
HaliMeHyBaHHs BUPOoGHMKa API)

3a
peyenmom

UA/9920/01/02

104.

HYNMHTUH

kancynu no 400 mr, no
20, a6o 50, a6o 100
kancyn y cnakoHi, no 1
(hN1aKoHyY B KapTOHHIlA
KopooLii

CaH
PapmacboTnK
an lHgacTpi3
Nimiteq

IHais

CaH dapmacbioTuKan

IHpacTpi3 Nimites

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis:
3MiHn | TURNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
NpoBapKEHHS Ais/IbHOCTI BUPOBOHUKa/imnopTepa
rOTOBOrO NikapCbKOro 3acoby, BKIYaum
LOiNbHUL BUNYCKY cepii abo Micle npoBedeHHs

3a
peyenmom

UA/9920/01/03




144

Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

KOHTPOJIO SIKOCTI. (AiSNbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/IMNIOPTEp, BKIKOYAKUM BUMYCK Cepili)
(3miHa HalimeHyBaHHs BUpo6HuKa N13); 3MiHu |
TMNy - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaPKEHHA AiS/TIbLHOCTI BUPO6HUKA (BK/IHOYauM,
3a HeobXigHOCTI, MicLle NPOBEAEHHS KOHTPO/IHO
AKOCTI), @60 BnacHuka mactep-caina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/NpoOMKHOro NPoAyKTy, L0
3aCTOCOBYHOTLCA Y BUPOOHNLTBI AD| (AKLLO
3a3Ha4YeHo y J0CbE Ha Nikapcbkuii 3acib) 3a
BIACYTHOCTI cepTudpikata BignoBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOGHYKA HOBOT OMOMKHOI
PEYOBMHM (SIKLLO 3a3HAYEHO Y AOCLE) (3MiHa
HalilMeHyBaHHsA BUpo6HUKa AdI)

105.

OPMAKC

NOPOLLOK 4719 OpaUTbHOT
cycneHsii, 100 mr/5 mn
no 20 mn (400 mr) B
KOHTeliHepax Ne 1

CninbHe
YKpaiHCbKO-
icnaHcbke
nigNPUEMCTBO
"Cnepko
YkpaiHa"

YkpaiHa

CniflbHe yKpaiHCbKO-
icnaHcbke
nignpuemcTao "Cnepko
YkpaiHa"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis:
3MiHW | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKAPCbKMIA
3aci6. Cuctema KoHTeliHep/3akynoptoBasibHNIA
3aci6. 3MiHa y NepBUHHiIli yNakoBLji roTOBOro
NikapcbKoro 3acoby - BBeiEHHSA [0AaTKOBOro
KOHTeliHepa 3 nonieTUIeHy Ta KpULKN 3
nonieTusieHy 3 KOHTPoJsIEM NepLUIOro BiAKPUTTS, 3
3aXMCTOM Big, AiTeld; CynyTHA 3MiHa: 3MiHK 3
SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHKii 3aci6. 3MiHa chopmu
a60 po3Mmipy KOHTelHepa uM 3aKynopoBasIbHOTO
3aco6y (NepBMHHOT yNakoBKM); 3MiHW 3 SIKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHUA 3aci6. 3MiHa 6yapb-
SIKOT YaCTUHU MaTtepiasly NePBUHHOI YNaKOBKW, LLLO
He KOHTaKTYy€ 3 TOTOBUM JliKapCbKM 3aC060M

3a
peyenmom

UA/11108/02/01

106.

OPMAKC

MOPOLLOK A1 OPaUTbHOT
cycneHsii, 200 mr/5 mn
no 20 mn (800 mr) abo
30 mn (1200 wmr) B
KOHTeliHepax Ne 1

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpueMcTBo
"Cnepko
Ykpaiva"

Ykpaina

CninbHe yKpaiHCbKO-
icnaHcbke
nignpuemcTso "Cnepko
YkpaiHa"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHM | TURY - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKuMii
3aci6. Cuctema KoHTeliHep/3aKynopoBasbHUiA
3aci6. 3MiHa y NepBWHHIii ynakoBLji roTOBOro
NiKapCbKoro 3acoby - BBeieHHs1 J0AaTKOBOrO
KOHTelHepa 3 nofieTueHy Ta KpULLIKA 3
nonieTuneHy 3 KOHTPOSIEM NEPLLOTrO BiAKPUTTS, 3
3axVCTOM Bif AiTel; cynyTHS 3MiHa: 3MiHu 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3aci6. 3MiHa chopmu
ab0o po3mipy KOHTelHepa 41 3aKynopoBasIbHOrO
3aco6y (NepBMHHOT yNakoBku); 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBa/ibHUIA 3aci6. 3miHa 6yab-

3a
peyerimom

UA/11108/02/02
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
SKOI YaCTUHW MaTepiany NepBUHHOI yNakoBKu, L0
He KOHTaKTY€ 3 TOTOBMM JIiKapCbKM 3ac060M
107. | OPHITOKC pO34uH ANA iH'eKUi, 5 Mini Xenckepe Benuka BeHnyc Pemegic NlimiTeq IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis: 3a UA/7538/01/01
r/10 mn no 5 amnyn (10 Nimiten BpuTaHis BUNPaBEHHS TEXHIYHNX NOMUIOK Y creumdikaLi peyenmom
MJ1) Y N1acTUKOBOMY niKapcbKoro 3acoby 3a nokasHnkom «CynpoBigHi
NiAfOHI Y KAPTOHHIN LOMILLKM» L-apriHuH
ynakoBLii
108. | ODP/IOKCALUH- po34nH ANna iHdysii, 200 M-IHBECT Kinp BEHYC PEMEZAIC IHAaisa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/12053/01/01
KPEAO®DPAPM Mr/100 mn no 100 mn y NIMITEL, NIMITEL, BUNPaBNEHHS TEXHIYHOT NOMUNKM 3a Nigpo34iioM peyenmom
donakoHi, no 1 dpnakoHy «MexaHiyHi BKNIOYEHHS. Buanmi yacTtku» B
B KapTOHHIi Kopo6ui MeToAMKax BUNPObyBaHHSA NikapCbKoro 3acoby,
AKe NoB’A3aHe 3i CTUICTUYHUM BUKNAAEHHAM Ta
HEKOPEKTHUM Nepeknafom NepBruHHOT yNakoBK1
109. | OPNIOKCUH® TabneTkn, BKpUTI TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/8147/02/01
200 060/10HKO10, N0 200 Mr Pecny6nika Pecny6nika BUMpaBJ/IEHHA HEBigNoBigHOCTeli B Hakasi MO3 peuenmom
Ne 10 (10x1) y Ykpainu Ne 872 Big 19.08.2016 w040 nikapcbKoi
6nicTepax y KapTOHHil dhopmy Ta f03yBaHHS B NPOLIECi BHECEHHS 3MiH -
Kopobui BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis:
NpUBELEHHS Y BiANOBIAHICTb €AVHOI IHCTPYKLT y
3B'AA3KY i3 3MIHOI0 Y cKknagi (4ONOMiIKHMX
peyoBUHax) roToBOro NikapcbKoro 3acoby
O®J/IOKCVH® 400 3 BignoBigHMN 3MiHaMK Y p.
«Cknafg» eAUHOI IHCTPYKL,T, 3aTBEpAKEHOT
Haka3zoM MO3 YkpaiHu Big 16.03.2016 Ne 195
(6ys10 - mabaemku, sBkpumi 060/10HKO0, 1o 400
me)
110. | MAHFACTPO NMOPOLUOK A1 PO3UUHY CaHpo3 CnoBeHisn ek ®apmaveBTuyHa CnoseHis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3a UA/14142/01/01
ONs iH'eKuin no 40 mry dapmacbioTika KOMNaHis 4.4. 3MiHM | TUNY - 3MiHa B Npoueci BUpobHULTBa peyenmom
nakoHax Ne 1, Ne 5, Ne n3 a.a. rOTOBOrO J1iKapCbKOro 3acoby y 3B A3Ky 3
10 onTuMI3aLieto Luky niodinizayii, CKOPOUEHHs
npotecy Ha 4 roguHu; 3miHn | TMny - 3MiHa po3mipy
cepii (BkItoYaroun gianasoH po3mipy cepii)
roToBOro MikapcbKoro 3acoby (36inbLieHHs go 10
pasiB NOPIBHAHO i3 3aTBEPAKEHUM PO3MipOM)
111. | NEKTO/IBAH® L, | cupon no 100 mny MAT "®dapmak” Ykpaina MAT "®apmak” Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis: 6e3 UA/10675/01/01
thnakoHax Ne 1 3 3MiHW | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKAPChKMIA peyenma

JTOXXKOK [,03YBaU/1bHOKO

3aci6. KOHTpOo/ib rOTOBOro NiKapcbKoro 3acooby.
3miHa y MeToax BUNpobyBaHHS rOTOBOro
nikapcbkoro 3acoby (iHwi 3MiHW Yy MeTogax
BMNPOGYBaHb (BK/OUAKUM 3aMiHy abo
[LOMNOBHEHHS)); 3MiHM | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWIA 3aci6 - BBEAEHHS
anbTepHaTUBHOIO BUPOGHVKA NEPBUHHOMO
nakyBaHHS (KPULLIKM 3aKyrnoptoBasibHO-
HarBMHYYB&aJIbHOI 3 KOHTPOJIEM MEPLLIOrO BigKPUTTS
Tvn 1.4 [1) - TOB «®apmmall». YkpaiHa; cynyTHs
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
3MiHa: 3MiHM 3 AKOCTi. FOTOBWIA NlikapcbKuMii 3aci6.
CucTema KoHTelHep/3akynopioBasibHUIA 3aci6.
3MiHa y NepBUHHI/ yNakoBL,i rOTOBOrO JlikapCbKOro
3aco6y (sIKiCHWIA Ta KinbKicHUIA cknaa)
112. | NPOCTAH TabneTkn, BKPUTI MpAT YKkpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHnX maTtepiasiis: - UA/15473/01/01
060/10HKOI0, TABNETKN, "TexHonor" 3MmiHu |l TUny - 3MiHK 3 SiKOCTi. [OTOBWMIA Nikapcbkuii
BKPUTi 060/10HKOO, N0 5 3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHiA
Mr in bulk Ne 8000 y 3aci6. 3miHa po3mipy ynakoBKU FrOTOBOr0O
naketax i3 nsisku nikapcbKoro 3acoby (iHwWi 3mMiHW) (BBeAEHHS
nonieTuaeHosor; no 1 AopaTtkoBoi ynakosku y doopmi “in bulk” 3
nakeTy y KOHTenHepi BiAMOBIAHMMM 3MiHaMK y p. "YnakoBka") CynyTHs
3MiHa- 3MiHu 3 sIKoCTi. F0TOBWMIA Nikapcbkuii 3aci6.
Cuctema KoHTelHep/3akynopoBasibHKiA 3aci6.
3MmiHa chopmu abo po3mipy KOHTelHepa un
3aKynopBasIbHOTO 3acoby (NEPBUHHOT ynakoBku)
(HecTepusbHI NliKapcbki 3acobm)
113. | NPOTEKOH® TabneTku, BKpUTI OpraHocuH IHAjs EBepTomxeH Navid IHAaisa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: - UA/3348/01/01
060/10HKO10, in bulk: no Naindp CaeHcu3 Jlimitep 3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
2500 Tabnetok y CaeHcu3 MMBT. HaliMeHyBaHHs Ta/abo agpecu micus
naketax y kopobuj 3 nra. NPOBaPKEHHS AiSNIbHOCTI BUPO6HUKa/imnopTepa
rocppokapToHy roToBOrO fiKapcbkoro 3acoby, BKIoYaoun
AiNbHUL BUNYCKy cepii abo micue npoBefeHHs
KOHTPOJII0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBigae
BMPOGHUK/IMNOPTEp, BK/IHOUAKUM BUMYCK cepili)
(3MiHa HalimeHyBaHHs BUpO6HUKa /13, 6e3 3MiHK
Micus BUpO6HMLTBA) (TepMiH BBEAEHHS 3MiH -
npoTsarom 3-X MicsALiB nicnsa 3aTBepXeHHs)
114. | NPOTEKOH® TabneTku, BKpUTI OpraHocuH IHAjs EBepTomxeH Navid IHAain BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 6e3 UA/3347/01/01
obonoHkoto, no 10 Nand CaeHcu NlimiTeq 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenma
Tabnetok y 6nictepi; no CaeHcu3 IMBT. HallMeHyBaHHs Ta/abo agpecy Micus
3 6nictepn y nauu;j 3 nra. NpoBafPKEHHA AiNIbHOCTI BUPOOHUMKa/imnopTepa
kapToHy; no 10 roTOBOrO /liKapCbKOro 3acoby, BKIoYaun
Tabnetok y 6nictepi; no LinbHUL BUNYCKY cepii abo MicLe npoBefeHHs
3 6nictepn y nauu;j 3 KOHTPOJIH0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
KapToHy; Mo 3 maykn y BMPOGHUK/iIMNIOpPTEp, BK/IKOYAKUM BUMYCK Cepiii)
naJui 3 KapToHy; no 60 (3MmiHa HalimeHyBaHHs BUpo6HUKa /13, 6e3 3MiHK
Tabnetok y Micus BUpO6HULTBA) (TEPMIH BBEAEHHS 3MiH -
KOHTeliHepax; no 1 NpOTArom 3-X MiCAUIB MiC/1A 3aTBEPLKEHHS)
KOHTelHepy B nauuii 3
KapTOHY
115. | NPOTEKOH® TabneTku, BKpUTI OpraHocuH IHais OonTimyc [xeHepikc IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/3347/01/01
060710HKO0, Ne 30 Naidp Nivitepq 3MiHu | TUNY - BBEAEHHA abo 3MiHM A0 peuenma
(10x3), Ne 90 (10x3)x3) CaeHcu3 lMB.T. y3araslbHeHNX AaHux rnpo cucrtemy
y 6nictepax, Ne 60 y nra. thapmakoHarnagy (BKIovaoUn KOHTaKTHI AaHi)
KOHTeliHepax Ta/abo 3MiHM y po3MilLleHHI MacTep-halina
cuctemu dapmakoHarnsgy
NMPOTEKOH® Tab/1eTkn, BKPUTI OpraHocuH IHais OonTimyc )xeHepikc IHAis BHECEHHS 3MiH 10 peecTpaLiiiHux MmaTepiasis: - UA/3348/01/01
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
060710HKOI0, in bulk: no Naidp Nivitepq 3MiHu | TUNY - BBEAEHHA abo 3MiHM A0
2500 TabneTok y CaeHcus MMB.T. y3araslbHeHNX AaHux npo cucrtemy
naketax y kopobui 3 nra. thapmakoHarnagy (BKIovaoUn KOHTaKTHI AaHi)
rogopoKapToHy Ta/abo 3MiHW y po3MilLleHHI MacTep-halina
cuctemu dpapmakoHarnsgy
116. | PAHCE/NIEKC Kancynu no 200 mr, no CaH IHais CaH ®apmacbloTuKan IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis: 3a UA/6370/01/02
10 kancyn y 6nictepi, no | ®apmMacboTUK IHpacTpi3 Nimites 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
1 6nicTepy B KapTOHHIWA an lHgacTpis HaliMeHyBaHHs Ta/abo agpecu micus
KopoobLi Nimiteq NpOBaPKEHHS AisNIbHOCTI BUPO6HUKa/imnopTepa
roTOBOrO JliKapCbKOro 3acoby, BKIoYaoun
LiNbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOJIH0 AKOCTI. (AifNIbHICTb, 3a Ky BiAnosigae
BMPOGHMK/iIMMOPTEp, BK/IOYAKOUMN BUMYCK CEPiid)
(3miHa HallmeHyBaHHs1 BUpobHuka /13)
117. | PAHCE/IEKC Kancynu no 100 mr, no CaH IHAis CaH ®apmacbloTukan IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/6370/01/01
10 kancyn y 6nictepi, no | ®apmMacboTUK IHpacTpi3 Nimites 3MiHn | TURNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
1 6nicTepy B KAPTOHHIi an lHgacTpis HallMeHyBaHHs Ta/abo agpecu Micus
Kopobui Nimiteq NpoBapKeHHS Ais/IbHOCTI BUPOBHUKa/imnopTepa
roTOBOrO NikapCbKOro 3acoby, BKIYaum
OinbHWL BUMYCKy cepii abo micle npoBeAeHHs
KOHTPOJIO SKOCTI. (AiSNbHICTb, 3a Ky BiAgnosigae
BMPOGHMK/iMMOPTEp, BK/IOYAKOUMN BUMYCK CEPiid)
(3miHa HallmeHyBaHHs1 BUpobHuka /13)
118. | PAH®EPOH-12 Kancynu, no 10 kancyny CaH IHAis CaH ®apmacbloTmkan IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/7500/01/01
6nicTepi, no 3 6nictepu PapmacboThK IHpacTpi3 Nimiteq 3MiHn | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
B KapTOHHIi Kopo6ui an lHgacTpis HalilMeHyBaHHs Ta/abo agpecu Micus
Nimiteq NpoBapKEHHS Ais/IbHOCTI BUPOBOHUKa/imnopTepa
rOTOBOrO NiKapCbKOro 3acoby, BKIYaK4m
OinbHWL BUMYCKy cepii abo micle npoBeAeHHs
KOHTPOJIO SIKOCTI. (AiSNbHICTb, 3a Ky BiAnosigae
BMPOGHMK/IMNOPTEp, BKIKOYAKOYM BUMYCK Cepili)
(3miHa HallmeHyBaHHs1 BUpobHuka /13)
119. | PEKYTAH® pignHa no 100 mn y MAT YkpaiHa MAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 6e3 UA/8838/01/01
chnakoHax CknsHNX abo "Tannudapm” 3MiHM | TMny - 3MiHK 3 AKOCTI. FOTOBWUIA NiKapCbKUiA peyenma
noniMepHUX y nadi; no 3aci6. Cuctema KoHTeliHep/3aKynopoBabHWiA
100 mn y 6aHKax y nauii 3aci6. 3miHa hopMu abo po3mipy KOHTelHepa un
3aKyrnoproBasibHOro 3acoby (MepBMHHOI YNaKkoBKM)
(3MiHa dhopMun abo po3mipy OCHOBHOI YacTUHW
nakyBaslbHOrO mMaTtepiasny, Lo MOXe MaTu 3HauHui
BM/IVMB Ha [OCTaBKy, 3aCTOCYBaHHS, 6e3neky Ta
CTabiNbHICTL FOTOBOrO NiKapCbKOro 3acoby) - 3miHa
00 p. "Ynakoska"
120. | PEKYTAH® pignHa no 100 mn in MAT YKkpaina MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: - UA/9514/01/01
bulk: y donakoHax "Tanuudapm” 3MiHu |l TMny - 3MiHW 3 AKOCTIi. FOTOBWIA NiKapCbKuii

cKNsAHMX Ne 48; y
donakoHax nosliMepHuxX
Ne 48; y 6aHkax Ne 48

3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHNI
3aci6. 3miHa hopMm abo po3Mipy KOHTeliHepa un
3aKynopBasIbHOTO 3aco6y (NEPBUHHOI yNakoBKM)
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
(3miHa hopmu abo po3Mipy OCHOBHOI YaCTUHU
nakyBaslbHOr0 MaTepiany, WO MOXe MaTh 3Ha4YHNi
BN/IMB Ha JOCTaBKy, 3aCTOCYBaHHs, 6e3neky Ta
CTabiNbHICTb rOTOBOrO NiKapcbKoro 3acoby) - 3MiHa
40 p. "Ynakoska"
121. | PUCNONENT NMOPOLUOK Ta PO3YUHHUK TOB Pocilicbka Brpo6HMLTBO Ta LBeiiuapis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis: 3a UA/1683/01/01
KOHCTA® Ana cycnensii gns "[IXOHCOH & Pepepauis nepBrHHa ynakosKa CLUA/ 3Minn [l TURYy - Nikapcbki 3ac06u. 3MiHK, Lo peyenmom
iH'EKUI NPOOHrOBaHOI LDKOHCOH" PO3YMHHMKA: LLIBeliyapis NOB’AA3aHi 3i 3HAYHNMM 3MIHAMMW Y KOPOTKIi
4ii no 25 mr y chnakoHax Cinar AT, LUBeiiuapis XapaKTepucTuLi NikapcbKoro 3acoby, IHCTPYKLUl
Ne 1y komnnekTi 3 Bupo6HuLTBO Ta A5 MeAUYHOro 3acTOCyBaHHS 3rifiHO 3 HOBUMU
PO3YMHHMKOM MO 2 M1y nepBrHHA ynakoBKa LAHUMN 3 SKOCTi, AOKAIHIYHUMU, KAIHIYHMUN
wrpuruax Ne 1, ogHnM MOPOLLIKY: JaHuMu Ta gaHnmn hapmakoHarnagy (3MiHn o
6€e3ro/IKoBUM Ankepwmec IHk., CLLIA IHCTPYKLi 415 MeAMUYHOro 3acTOCyBaHHS Y po3fin:
npucTtpoem Alaris™ BTopuHHa ynakoBka Ta "MokasaHHs" (YyTOUHEHHS), "dapMakoIorivHi
Smart Site® ans BUNYCK cepi: BNacTMBOCTI", "B3aeMogis 3 iHWMMU NiKapCbKUMMn
NPUroTyBaHHA cycneHsii Cinar AT, Lseliuapis 3acobamu Ta iHWi BuAaW B3aemogiii", "OcobnnBocTi
Ta 1 ronkoto Needle- 3acTocyBaHHS", "3acToCyBaHHS y nepiog,
Pro® (i3 3axucHumM BariTHocTi abo rogyBaHHs rpyaat”, "Cnocio
NPUCTPOEM) AN 3acTocyBaHHA Ta 003K (pefaryBaHHs po3giny),
BHYTPILLUHEOM'I30B1X "MoGiuHI peakuji™)
iH'eKLUji y nayyi abo y
dhnakoHax Ne 1,y
KOMM/IeKTi 3
PO3YMHHWMKOM N0 2 M1y
wnpuuax Ne 1, ogHum
6e3ro1KoBUM
NpUCTPOEM
West/Medimop ana
NpPUroTYBaHHA CycneHsii
Ta 2 ronkamu (i3
3axXUCHUMKN
NpUCTPOAMK) ANs
BHYTPILLIHLOM'A30BUX
iH'eKLIN y nayui
122. | PUCNONENT MOPOLLIOK Ta PO3YMNHHUK TOB Pocilicbka Brpo6HMLUTBO Ta Lseiuapis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/1683/01/02
KOHCTA® 4ns cycneHsii gns "[>XOHCOH & Pepnepauis nepBrHHa ynakoBKa CuwA/ 3MminHu 1l TUnYy - Nlikapcbki 3ac06U. 3MiHW, LLLO peuyenmom
iH'eKLLI NPO/IOHTOBaHOI [XoHCOoH" PO3YMHHMKA: LBeliuapis NoB'A3aHi 3i 3HAYHVMW 3MiHaAMW Y KOPOTKiiA

aiino 37,5 mry
hnakoHax Ne 1y
KOMMNEKTi 3
PO3YMHHWKOM MO 2 MY
wnpudax Ne 1, ogHUM
6€e3ro/IKoBUM
npuctpoem Alaris™
Smart Site® gns
NPUroTYBaHHS CycneHaii
Ta 1 ronkoto Needle-

Cinar AT, LLBeiiuapis
Brvpo6HMuTBO Ta
nepBMHHA ynakoBka
MOPOLLIKY:
Ankepmec IHK., CLLIA
BTopuHHa ynakoBka Ta
BWMNYCK cepil:
Cinar AT, LUBeiiuapis

XapaKTepucTuLi Nikapcbkoro 3acoby, IHCTPYKLUl
ONA MeAUYHOro 3acTOCYBaHHS 3rifHO 3 HOBUMM
OaHVIMU 3 SKOCTI, AOK/IHIYHUMW, KAIHIYHUMUN
JaHvmn Ta jaHumun chapmakoHarnsgy (3miHu go
IHCTPYKLU|T A9 MEAUYHOro 3aCTOCYBaHHA y po3gin:
"MokasaHHa" (YTOUHEHHS), "®apmakonoriyHi
BnacTmBocCTi", "B3aeEMofis 3 iHLLIMMMW NiKapCbKNMM
3aco6amMu Ta iHLWi BUAY B3aemogiit”, "OcobnmBocCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog,
BariTHOCTi abo rogyBaHHsa rpyaar”, "Cnocio
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Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

Pro® (i3 3axmcHum
NPUCTPOEM) Ans
BHYTPILLHEOM'A30BUX
iH'eKLji1 y nauyi abo y
chnakoHax Ne 1,y
KOMINEKTi 3
PO3YMHHMKOM N0 2 M1 Y

wnpuuax Ne 1, ogHUM
6€e3ronkoBmUM
NpUCTPOEM

West/Medimop gns
NpUroTyBaHHA CycneHsii

Ta 2 ronkamu (i3

3axXUCHUMU
npucTpoAMHU A
BHYTPILLIHLOM'SI30B1X
iH'EKUIA Y nayui

3acTocyBaHHA Ta 403K (pefaryBaHHs po3giny),
"Mo6iuHI peakwii*)

123.

CEPEBEHT™
EBOXANEP™

aepo3o0/b Ans
iHranAauin, cycnexsis,
[030BaHwnit, 25 MKr/gosy
no 120 fo3 y 6anoHi; no
1 6a/10HYy B KApTOHHIl
Kopo6ui

nakcoCmiTKn
SMH EkcnopT
Nimiteq

Benuka
BpwuTaHis

nakco Bennkom

MNpopakwH

PpaHLin

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:
3MiHK |l TUny - 3MiHK [0 IHCTPYKUIT 418 MeanYHOro
3acTocyBaHHA y po3gin "MNepeno3yBaHHA".
BBegieHHA 3MiH npoTArom 3-x micAwiB nicnsa
3aTBEPAKEHHSA

3a
peyenmom

UA/4045/01/01

124.

CUHEPIMEH

MOPOLLIOK A48 PO3UMHY
Ans iHdyysii, 1 donakoH
(06°emom 30 mn abo
100 M) 3 NOPOLLUKOM Y
KapTOHHIA KopoobLi

CaH
PapmacboTUK
an lHpacTpis
Nimiten

IHais

CaH PapmacbioTukan
IHpacTpi3 Nimiteq

IHais

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHn | TURNY - AgMIHICTPaTMBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
NpoBapKEHHA AiSNIbHOCTI BUPOOHUMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIOYaun
LinbHULU BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOJIIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHUK/IMNIOPTEp, BK/IKOUAKUM BUMYCK Cepiii)
(3miHa HalimeHyBaHHs BUpo6HUKa N13); 3MiHu |
TMNy - AQMIHICTPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
NpoBaPKEHHS Ai/IbHOCTI BUPOOHMKA (BK/THOHaOUW,
3a HeobXiAHOCTI, MicLe NPoBEeAEHHS KOHTPOO
SKOCTi), abo BnacHvka mactep-hainna Ha A®l, abo
nocravanbHuka AdPl/BuxigHoro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
3aCTOCOBYIOTbCH Y BUPO6HMLTBI ADI (SKLLLO
3a3Ha4YeHo y 0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTucpikata BiAnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOGHYKA HOBOT LOMOMKHOI
PEeYOBUHM (SKLLO 3a3HAYEHO Y [0CbE) (3MiHA
HaliMeHyBaHHs BUpPo6HuKa AdI)

3a
peyerimom

UA/9191/01/01
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
125. | CUHYNPET® TabneTku, BKPUTI BioHopuka CE HimeuunHa nepBrHHE Ta BTOPUHHE HimeuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 6e3 UA/15267/01/01
EKCTPAKT 060/10HKOI Ne 20 nakyBaHHs, KOHTPOJ1b BUNpaB/IeHHA HeBignoBigHocTell B Haka3i MO3 peyenma
(10x2), Ne 40 (10x4) y Ta BMNYyCK cepil: YkpaiHu Ne 836 Big 15.08.2016 w00 KaTeropii
6nictepax BioHopuka CE, BiNyCKy /likapCbKOro 3acoby Ta pekiaMmyBaHHs B
HimeuumnHa; npoueci peectpadii (6yno - 3a peLenTtom,
BMPO6HULTBO in-bulk: peknamyBaHHs - He nignsrae; ctano — 6e3
PotTeHgopg ®apma peuenTa, peknaMyBaHHS - NignAarae)
m6X, HimeuunHa;
BMPOGHMLTBO in-bulk
Bisenbxose MM6X,
HimeuyumnHa;
BMPO6HULTBO in-bulk:
[pareHodhapm
Anotekep Mowwb
'm6X, HimeyunHa
126. | CONOAKN KopeHi (cybcTaHLis) y MpAT Ykpaina BAT "Kapakannak6osH" Y3bekuctaH BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: - UA/11907/01/01
KOPEHI MiLKax, THoKax, Kinax "NikTpasn" BUNpaB/IeHHA HeBigNoBigHocTell B Haka3i MO3
Ans BUpobHMLTBa YkpaiHu Ne 836 Big 15.08.2016 w040
HecTepUIbHNX peecTpauiiHoro HomMepa B NPOLEeCi BHECEHHS 3MiH
nikapcbknx doopm - BHECEHHS 3MiH [0 peecTpauiiiHix MaTepianis:
3MiHu | TUnYy - 3MiHK 3 aKocTi. A®Il. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHsa APl abo
BMXIAHOTO MaTepiany/MpomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci Bupo6HuLTBa A®| (iHWi 3MiHWM Y MeTogax
BMNPOOGYBaHHSA (BK/OUAOUM 3aMiHy abo
[ONOBHEHHSA) A®| abo BUXiAHOro/NPOMIXKHOTO
npoaykTy) (MpUBEeAEHHA METO/iB BUNPOOYBaHHA 3a
n. «KifibkicHe BU3Ha4YeHHs» Ta n. «MBY» go Bumor
Airoyoro BuaaHHsA EP Ak Hacnifok, BHECEHHS 3MiH
3a n. «<MBY» po Cneuuddikauii); 3MiHu | TURY -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecy 3asiBHMKa (B/lacHUKa
peecTpaLiiHoro nNocBiayYeHHs) (3MiHa
HaliMeHyBaHHS Ta MiCLe3HaXOAKEHHS 3asiBHUKA)
(peecTpaliiiHnii Homep 6yn10 NPoNyLLEHO)
127. | CTENAPA® PO34uH ANs iH'eKUil, 45 TOB Pocilicbka Cinar Al LLiBeiiuapisi BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/9728/01/01
mr/0,5 mn no 0,5 mn (45 "[I>XKOHCOH & depepauis 3MiHn Il Tuny - Nlikapcbki 3acobu. 3miHa(n) oo peyenmom
mr) a6o 1 mn (90 mr) y [>KOHCOH" TepaneBTUYHKX NoKa3aHb (JoAaBaHHA HOBOTO

thnakoHax Ne 1y
KopobLi abo y
nonepegHLo
3aMoBHEHMX LUNpULax
Ne 1 3 npucTpoeEmM ansA
BBefeHHs UltraSafe
Passive® y kopobui

TepaneBTUYHOrO NoKa3aHHSA abo 3MiHU
3aTBEPKEHOr0 NokKasaHHs) (3MiHM B iHCTPYKL,i
[ONA MeAMYHOro 3acToCyBaHHA y po3fin
"lMoka3aHHA" LWoA0 3aTBEePMAXKEHNX NOKa3aHb
"BrsiwkoBwuii ncopias Ta lNcopiaTuyHnin apTpuT);
3miHu 1l Tuny - Nikapcbki 3acobu. 3miHa(n) fo
TepaneBTUYHMX NOKa3aHb (J0faBaHHSi HOBOTO
TepaneBTUYHOTO MoKa3aHHs abo 3MiHu
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
3aTBEPKEHOr0 NokasaHHs) (3MiHW B IHCTPYKLT
ONs MeAMYHOro 3aCTOCyBaHHS Yy po3gin
"lNoka3aHHsA", a caMe [04aHHA NoKasaHHA
Bnswkosuii ncopias y fiteli BikoM Big 12 pokiB);
*3miHu Il TNy - flikapcbki 3aco6u. 3miHa y
KOPOTKIil XapakTepucTunLi NikapcbKoro 3acoby,
IHCTPYKUIT 418 MeguyYHOro 3actocyBaHHs abo
MapKyBaHHi ynakoBok (MoTpebye BHECEHHS
BifNOBIAHO A0 NocufiaHb Ha HOBI AOAATKOBI AaHi,
HafaHi 3asBHUKOM) (OCO6/IMBOCTI 3aCTOCYBAHHS.
Cnoci6 3acTocyBaHHs Ta fo3u. [itn. MobiyHi
peakuii. PapMakonorivyHi BlacCTUBOCTI)
128. | CTEPUINIYM® PO34MH HaLLKIPHWiA Mo Bone Xewmi HimeuunHa Bone Xemi TM6X HimeuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 6e3 UA/4627/01/01
100 mn, 500 mn, 1000 6X BMMNPAaB/IEHHSI TEXHIYHOT MOMUIKM B MeTogax peyernma
My donakoHax; no 5 ny KOHTPOJIIO AKOCTi, & came: Npy NepeHeceHHi
KaHicTpax indpopmauii B Cnevudpikaii He 6y 3a3HaveHi
BMMOTY 3a MOKa3HMKOM «laeHTudikavis
apomMarusaropa»
129. | CTEPUINIYM® PO34MH HALLKIPHWIA in Boge Xewmi HimeuunHa Boae Xemi TM6X HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: - UA/0470/01/01
bulk: no 100 mny M6X BMMpPaB/IEHHS TEXHIYHOI NOMWU/IKA B METOAAX
dhnakoHi; no 45 KOHTPO/II0 SIKOCTI, & came: Npu nepeHeceHHi
thnakoHiB y kopobui 3 iHcpopmauii B Cneuudpikaii He 6y 3a3HaveHi
KapToHy, in bulk: no 500 BMMOTU 3a NOKa3HUKOM «laeHTudikayis
MN 'y cpnakoHi; no 20 apomMaTtusaTopa»
thnakoHiB y kopobui 3
KapToHy, in bulk: no
1000 mn 'y chnakoHi; no
10 dhnakoHiB y kopobL;i 3
KapToHy, in bulk: no 5 n
y KaHicTpi; no 128
KaHicTp y Kopob6uii 3
KapTOHY
130. | CY/Ib®ACAJNA3 TabneTtku KPKA, a.4., CnoseHisa KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/0420/02/01
NH-EH KMLLKOBOPO34MHHI NO Hoso mecTo MecTo 3MiHn | TMNy - 3MiHK WoAao 6e3nekn/etheKTMBHOCTI peyenmom

500 mr, no 10 TabneTtok
y 6nictepi, no 5
6nicTepiB y KAPTOHHIN
Kopobui

Ta dpapmakoHarnagy. 3miHa y KopoTkii
XapakTepucTuLi nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 4719 MeANYHOro
3acTocyBaHHSA Ha NigcTasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku NikapCbKoro
3acoby, abo AocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHvii nepiof,
abo AK pe3ybTar OUiHKM 3BITY 3 LOCNIKEHD,
npoBefeHnX BiANOBIAHO A0 NNaHy negiaTpuyuHmX
pocnipxeHs (PIP) (3MiHy y3rogpxeHo 3
KOMMNETEHTHNM YNOBHOBaXXEHUM OpraHom) (3MiHu
[0 IHCTPYKUiT y po3ginu: MNMokasaHHs,
MpoTMNOKa3aHHs.
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Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

Cnoci6 3acTtocyBaHHs Ta fo3u. [itu.
Mo6iuHi peakuii, NMepenosysBaHHa, OcobaMBOCTI
3acTocyBaHHs, Bzaemogis 3 iHLWMMK NikapCbKMun
3aco6amu Ta iHLWi BUAWY B3aeMOAIi, 3rigHo 3
iHhopmavieto WoA0 MegnyHoro 3acTocyBaHHs
pedhepeHTHoro (CANTA30MIPVH EN-Ta6c)
nikapcbkoro 3acoby) (TepMiH BBEAEHHS 3MiH -
npoTArom 3-x MicAUIB Mic/1A 3aTBEPKEHHS)

131.

TAMINYN®

kancynu no 10 kancyny
6nicTepi, no 1 6nictepy
B KapTOHHI nav,i

MPO®APMA
IHTEepHeLUHN
TpengnHr
Nimiteq

ManbTa

AT "T'piHoekc”

Natsis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis:
3MiHK | TUNY - 3MiHa NapameTpiB cnewudikadii
Ta/abo foNyCTMMUX MEX rOTOBOTO /liKapCbKOro
3aco0y (BMlyYeHHS HE3HAYHOrO NOKa3HMKa
(Hanpuknag, 3acTapiforo NokasHyka, Takoro sk
3anax Ta cMak, abo iaeHTugikalisi 6GapBHUKIB un
CMakoBUX [,06aBOK)) - BUMYYEHHS] HE3HAYHOTO
nokasHuka 3i cneuudikadii MN13. BeefeHHs 3MiH
NpPOTArom 3-x MicAUIB NiC/1A 3aTBEPMAKEHHS; 3MiHK |
Tuny - 3MiHa oopmy abo po3MipiB fikapcbKoT
hopmu (TabneTkn 3 HeraliHUM BUBISIbHEHHAM,
Kancynu, cynosuTopii Ta necapii). BBegeHHs 3MiH
NPOTAroM 6-TW MICALIB NICNA 3aTBEPAXEHHS;
CynyTHA 3MiHa: - 3MiHa napameTpiB cneumdikauiii
Ta/abo foNyCTMMUX MEX rOTOBOTO /liKapCbKOro
3aco6y (iHLwWwi 3miHK). BBEAEHHS 3MiH NpOTArom 6-
TV MicsLiB NicNs 3aTBEpPKEHHS. - 3MiHa Y
MeToAax BUNpobyBaHHA rOTOBOTO /liKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepXeHNX MeTodax
BMNPOBYBaHHSA) - 3MiHa PO3MIpy Kancynu, siK
HacnigoK, He3HauHi 3MiHM y cneyndikauil Ta
MeToAax BUNPoOGyBaHHs /13 3a NokasHMKOM
«Onuc». BeefeHHs 3MiH NpoTAroM 6-x micsLis
nicnsa 3aTBepkeHHs

6e3
peyenma

UA/8943/01/01

132.

TAYMIT

KpvcTaniyHuii NopoLLOK
(cybeTaHuis) y nakeTax
nonieTUIeHoBNX ANns
BMPOGHULITBA
CTepuIbHUX Ta
HecTepuIbHNX
nikapcbknx goopm

TOB
"Xainsen"

YkpaiHa

LisaHbU3sH FKOHaHb

dapmachbtoTikan Ko.,

n1g

Kutaii

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis:
3MiHn | TURNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
(BnacHvKa peecTpauiiiHoro noceig4YeHHs) (3miHa
azpecy 3asiBHMKA)

UA/11663/01/01

133.

TEPU3NAOH

Kancynu TBepai no 250
Mr o 10 kancyny
6nictepi; no 1 6nictepi B
naJui 3 KapToHy

MpAT
"TexHosor"

Ykpaina

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis:
3MiHM | TUNY - 3MiHK 3 AKOCTI. [OTOBWI NiKapCbKuii
3aci6. KOHTposib roTOBOro NiKapcbkoro 3acoby.
3miHa napameTpiB cneuyndikauii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(BHECEHHSA 3MiH 10 A,OCLE NIC/S OHOBJ/IEHHSA
3arasibHOI CTaTTi Ha rOTOBY JliKapCbKy dhopmy Y
[dY/EBponeiickkiit hapmakonei); cynyTHs 3MiHa:

3a
peyerimom

UA/12302/01/01
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damap Xenc Keap
Cepsicus Magpug,
C.A.Y., IcnaHia

OiNbHULI BUPOGHMLTBA A/181 YaCTUHN abo BCbOro
BMPOGHMYOro NPOLECY rOTOBOrO NMikapCbKoro
3acoby (AiNbHULA, Ha SKii NPOBOAATLCSA By Ab-AKi
BMPOOHMYI CTagji, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJIO SIKOCTi, NEPBNHHOIO Ta BTOPUHHOTO
nakyBaHHs, 4151 HECTEPUSIbHUX NiKAPCbKNUX
3aco6iB) (BBeAEHHS1 [OAATKOBOI Ai/TbHUL
BMpo6HULTBa ®amap Xenc Keap Cepsicu3
Magpug, C.A.Y., IcnaHis) CynyTHA 3miHa -
[oToBMIA Nikapcbkmii 3aci6. BUpo6bHMLTBO. 3amiHa
ab0 BBeAEHHSA A04ATKOBOI [ifIbHULL BUPOGHULTBA
[ANSA YacTUHK abo BCbOro BUPOBHMYOro npouecy
rOTOBOrO JliKAPCbKOro 3acoby (AiNbHUUS oNs
BTOPUHHOIO NakyBaHHs) - [0TOBWIA NikapcbKuii
3aci6. BupobHuuTBo. 3amiHa abo BBEAEHHS
[,04aTKOBOI Ai/TbHUL BUPOBHULTBA A/18 YAaCTUHN
ab0o BCbOro BUPO6GHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHULA 415 NEPBUHHOMO
nakyBaHHs) (BBeAEHHS [OAATKOBOI Ai/TbHULL
BMpo6HUMLTBa ®amap Xenc Keap Cepsicu3
Magpug, C.A.Y., IcnaHis); 3miHun | TUNYy - FoTOBWIA
nikapcbkuii 3aci6. BUpobHULTBO. 3MiHK, WO
CTOCYHTbCS BUMYCKY Cepil Ta KOHTPOJ/IH SIKOCTI
roToOBOro NikapcbKoro 3acoby (3amiHa abo
[ofaBaHHsA BMPOOHMKA, BiANOBiga/IbHOMO 3a
BUNYCK cepii) - BKoYarum
KOHTPONb/BUNPOGYBaHHSA cepii (BBEAEHHSA
[04aTKOBOI AifibHUL BUPo6HULTBa ®amap Xenc
Keap Cepsicus Magpug, C.A.Y., Icnanis); 3MiHu |
TMny - FoToBUIA Nikapcbkuii 3aci6. KOHTponb
roToOBOro fikapCcbKoro 3acoby. 3miHa y MeTogax
BMNPO6YBaHHA roTOBOro MikapcbKoro 3acoby (iHLwi
3MiHM Yy MeTofax BUNpobysaHb (BKIHOHa0UM
3aMiHy ab0 JOMOBHEHHS) (3MIHIOETLCSA METOL
BEPX ansa aHanitnyHmx MetoAis laeHTudikauis,
KinbkicHoro BusHaueHHsi, CynyTHi AOMiLLKKM); 3MiHU

| TMNy - 3MiHK WoA0 6e3nekn/edPeKTNBHOCTI Ta

Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
3MiHK 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHA rOTOBOTO NiKapCbKOro
3acoby (4N npYBeAeHHs Y BIANOBIAHICTL 3 APY
abo €Bponelicbkol thapmakoneeto Ta BUNyYeHHs
NocuIaHHA Ha 3acTapinuii BHYTPILLHIA MeToa
BMNPOGYBaHHs i lioro Homep)
134. | TUBNH® BIO cnpeli HazanbHWiA, MakHin Benvka Ypcadhapm HimeyunHa/ BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: 6e3 UA/14228/01/01
po3uuH 0,1% no 10 mny Mpopaktc BputaHis ApuHalimitTrens M6X, IcnaHis 3miHu | TMny - FoTOBWMIA NiKapcbkuid 3aci6. peuyenma
thnakoHi Nel Nimiteq HimeuumnHa,; Brpo6HMuUTBO. 3aMiHa abo BBEAEHHS A0AATKOBOT
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Ne
n/n

HasBa
JliKapCcbK0O20
3acoby

dopma BUMNyCcKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayitiHo
20
nocBi04YeHHs

thapmakoHarnagy (iHwi 3miHn) (4o4aHHA B
IHCTPYKLiO p. «3assBHMK», «MicL,e3HaxX04KEeHHS
npeAcTaBHMKa 3aBHUKa» 3rigHO 3 NigMYyHKTOM

7.20 nyHKkTy 7 Jopatky 20 Mopagky nposefeHHA
eKkcnepTn3n marepianis Ha nikapcbki 3acobwm, Lo
noAalnTbCA Ha AepXasBHy peecTpadiio
(nepepeecTpalis), a Takox ekcnepTnsn
mMarepianis Npo BHECEHHS 3MiH A0 peecTpauiliHuiX

Marepianis NpoTArom Aii peecTpauiiHoro

NoCBiJYEHHS, 3aTBepaKeHoro Hakazam MO3
Ykpainu Big 26.08.2005 Ne 426(y pegakLii Hakasy
MO3 Ykpainu Big 23.71.2015 Ne 460):
"HaliMeHyBaHHS | MiCLLe3HaX0AKEHHSI BUPOGHMKA
Ta agpeca Micus NPOBaXeHHS Noro Aisi/IbHOCTI
(3a3HavalTbCs BUPOOHNK, BiAMOBIAaIbHUIA 32
BUWMYCK Cepiii Nlikapcbkoro 3acoby, a 3a 6axaHHsIM
3a3HavaloTbCs iHLLI BUPOBHWKK, 3a4isHi y
BMPOGHMLTBI) i 32 HEO6XiAHOCTI HaliMeHyBaHHs Ta
MiCLie3HaXOMKEHHS 3asiBHMKa abo npeAcTaBHuKa
3asBHMKA")

135.

TOPACEMIA-
TEBA

Tabnetku no 10 mMr no
10 TabneTok y 6nicTepi;
no 2 6nictepny
KapTOHHIiA KopobLii; no
10 TabneTok y 6nicTepi;
no 3 6nictepny
KapTOHHIlA KopoobLi

MNiBA
XpBaTcka
4.0.0.

Xopsaris

MNIBA XpBartcka f.0.0.

Xopsaris

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis:
3MiHu | TURNY - AAMIHICTPATUBHI 3MiHW. 3MiHa Ha3BU
nikapcekoro 3acoby (6yso - IYBEP) (TepmiH
BBEJEHHS 3MiH NMPOTAroM 6-Tn MicsALiB 3 AaTn
3aTBEPKEHHSR); 3MiHM | TUNY - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuit 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHuii 3aci6. 3MiHa
PO3Mipy YNakoBKv roTOBOrO JliKapCbKOro 3acoby
(3MiHa KifIbKOCTi ognHMUG (Hanpukiag TabneTok,
amnys TOLLO) B ynakosLi:) - 3MiHa no3a
AianasoHoM 3aTBepAyKEHNX PO3MIPIB yNakoBKn
(BBEAEHHA 4OAATKOBOTO BUAY NaKyBaHHA
Ne30(10x3) y 6nictepax) (TepMiH BBe4EHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNSA 3aTBEPKEHHS)

3a
peyenmom

UA/10754/01/02

136.

TOPACEMIA-
TEBA

Tabnetku no 5 mr no 10
TabneTok y 6nictepi; no
2 6nicTepn y KapTOHHIl
kopobui; no 10 TabneTok
y 6nicTepi; no 3
6nicTepy y KapTOHHIl
Kopobui

MniBA
XpBarcka
4.0.0.

XopBaTis

MNIBA XpBartcka f.0.0.

XopBarTis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa Ha3Bu
nikapceKoro 3acoby (6yno - A1YBEP) (TepmiH
BBE/EHHS 3MiH MPOTAroM 6-T MicsALIB 3 AaTu
3aTBEpPKEHHS); 3MiHU | TUny - 3MiHW 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBanbHWii 3aci6. 3MiHa
PO3Mipy ynakoBK¥ roTOBOro Nikapcbkoro 3acoby
(3MiHa KinlbkoCTi 0AMHMLE (Hanpuknag TabneTok,
ammnyn TOLLO) B yNakoBLj:) - 3MiHa nosa
Jiana3oHoM 3aTBepXeHNX PO3MipiB yNakoBKu
(BBEAEHHS AOAATKOBOTO BUAY NakKyBaHHS
Ne30(10x3) y 6nictepax) (TepmiH BBeAEHHS 3MiH

3a
peyenmom

UA/10754/01/01
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
NpPOTAroM 6-TW MiCALIB NiC/A 3aTBePAKEHHS)
137. | TPUAEPM® kpemno 15rTa30ry LepiHr-Mnay LLIBeliyapis LLepinHr-Mnay /1a6o Benbris BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: 3a UA/2022/01/01
Ty6i Nel CeHTpan Ict H.B. 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBMIA NikapCbkuii peuyenmom
Al 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npuaaTHocCTi abo ymoBax 36epiraHHsi roTOBOrO
nNikapcbKoro 3acoby (3MeHLLIEHHS TEPMIHY
nNpuAAaTHOCTI FOTOBOTO JliKapCLKOro 3acoby) - Ans
TOProBOi YNakoBKN (3MEHLUEHHSI TEPMIHY
npugatHocTi MN3 3 3-x 8o 2-x pokis) (TepMiH
BBE/IEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
3aTBEPAKEHHS)
138. | YNIbTPAKAIH®L- | posunH ans iH'eKujii TOB "CaHoi- YkpaiHa CaHodpi-ABeHTiC HimeyunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/3406/01/01
C amnynu: Ne100 (10x10): ABeHTIC Loiunang Mv6X, PpaHLin 3MiHn | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 2 mn B amnysii; no 10 YkpaiHa" HimeuyumnHa, HallMeHyBaHHs Ta/abo agpecu Micus
amnyn y KapTOHHil CaHodpi BiHTpon NpoBapKEHHS Ais/IbHOCTI BUPOBOHUKa/imnopTepa
YapyHKOBIli ynakoBLi; No IHpacTpia, ®paHuisa rOTOBOrO JiKapCbKOro 3acoby, BK/IYaoum
1 KapTOHHI YapyHKOBIl OinbHWL BUMYCKy cepii abo micle npoBeAeHHs
yNaKoBLi B KAPTOHHIl KOHTPOSIO SAKOCTI. (AiSNbHICTb, 3a Ky BiAgnosigae
Kopo6ui; no 10 BMPOGHMK/iMMOPTEp, BK/IOYAKOUMN BUMYCK CEPiid)
KapTOHHMX KOPO6OK, (3MiHa agpecy Micus NPOBaKEHHS AiS/IbHOCTI
O0BTArHEHNX MiBKOO BMpOGHUKa CaHodpi-ABeHTic JoiunaHg MM6X,
LM IEHOBOIO, HimeuuunHa, 6e3 3miHV Micusi BUpOBHULTBA
kapTpmaxi: Ne 100 (NMpviBeAEHHA y BiMOBIAHICTb [0 peecTpauiiHniX
(10x10) no 1,7 mny O0oKyMeHTIB) (TepMiH BBEEHHS 3MiH NPOTArom 3-X
KapTpuaxi; no 10 MicSLiB NiCNsA 3aTBEPAYKEHHS)
KapTpWAXIB Y KAPTOHHIl
YapyHKOBIli ynakoBLii; no
10 KapTOHHUX
YapyHKOBUX YNaKkoBOK Y
KapTOHHI KopoobLi
139. | YNIbTPAKAIH®A- PO34nH NS iH'eKLiR TOB "CaHodpi- YkpaiHa CaHodi-ABeHTIC Himeuunna/ BHECEHHS 3MiH 0 peecTpaLliinHux maTepiasis: 3a UA/3406/01/02
C ®OPTE amnynu: Ne100 (10x10): ABeHTIC [oiunang MmoéX, dpaHLis 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 2 mn B amnysi; no 10 YkpaiHa" HimeuuunHa, HallMeHyBaHHs Ta/abo agpecy Micus

amnyn y KapTOHHIl
YapyHKOBIli ynakoBLij; Mo
1 KapTOHHIli YapyHKOBIi
yNakoBLi B KAPTOHHIN
Kopo6ui; no 10
KapTOHHMX KOPOGOK,
06TArHEHNX NAiBKOO
undpIeHoBO,
KapTpuaki: Ne 100
(10x10) no 1,7 mny
KapTpuaxi; no 10
KapTPUIKIB Y KAPTOHHIl
YapyHKOBIli ynakoBLij; no
10 KapTOHHUX

CaHodi BiHTpon
IHpacTpia, dpaHuis

NpoBafPKEHHA AiSNIbHOCTI BUPOOHUMKa/imnopTepa
roTOBOrO /liKapCbKoro 3acoby, BKIYaoun
LinbHUL BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOJIH0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/iIMNIOpPTEp, BK/IKOYAKUM BUMYCK Cepiii)
(3miHa agpecu Micusa NPOBaXeHHN OisNIbHOCTI
BMpo6HuKa CaHodi-ABeHTic [loiunang MmoX,
HimeuumnHa, 6e3 3MiHM Micus BUpo6HULTBA
(NpviBeAEHHSA Y BiAMNOBIAHICTb [0 peecTpauiliHuiX
[oKymeHTIB) (TepMiH BBEAEHHS 3MiH NPOTAroM 3-x
MicALIB MicNsA 3aTBEepA)KEHHS)
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Ne Hassa dopma BUMNyCcKy 3asisBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
YapyHKOBUX YNaKkoBOK Y
KapTOHHI Kopoo6Lli
140. | PACTUH mMasb no 25 ry Ty6i; no 1 MAT Ykpaina MAT "Nly6Hucpapm” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis: 6e3 UA/4614/01/01
Ty6i y nayui 3 KapToHy "ly6Hnchapm" 3MiHu |l Tuny - 3miHK 3 skocTi. APl BUpoBHULITBO. peyenma
3MiHa BUpO6HMKA BMXiAHOTO/MPOMIXXHOTO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHUYOMY npoLieci AD|, abo 3miHa BUPOOHUKa
(BKtOYaroum, ae HeobXigAHO, MicLe NPOBEAEHHS
KOHTPO/It0 siKOCTi) ADI (3a BiACYTHOCTI
cepTudcpikaTa BiANOBIAHOCTI EBpONEchbkili
hapmakonei y 3aTBepaKeHOMY 4OCLE)(BBEAEHHS
HOBOro BMpo6HUKa A®I| 3 HafaHHsAM MacTep-
thaiina Ha A®I) - BBeJeHHS1 HOBOTO BUPOGHUKA
A®| AHecTesnHy (6eH30KaiHy)
141. | ®/IABO3IA® cupon no 60 mny TOB "HBK YkpaiHa KomyHasbHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/5013/01/01
chnakoHi cknsiHomy; no 1 "Ekochapm” nignpUeMCTBO 3MiHK |l TUny - 3MiHK 3 AkocTi. ADl. BupobHMUTBO. peyenmom
(IaKOHY 3 403YH0UOK0 "ﬂyr?HCbKa o§11aCHa 3MiHa BUPOGHYMKa BUXiAHOTO/MPOMIXXHOIO
EMHICTIO B KapTOHHilA dapmauis”, npoAyKTy/peareHTy,_ L0 BMKOPWCTOBYIOTLCA Y
. PapmaneBTUYHa BMPOBHUYOMY npoLieci AD|, abo 3miHa BUPOOHUKa
nasy thabpuka, YkpaiHa; (Brtovaroun, fe HeobxigHO, MicLe NPOBeAEeHHS
TOB "TepHodapm”, KOHTpOsIt0 siKocTi) ADI (3a BiACYTHOCTI
Ykpaina; NAT cepTudikaTa BignoBigHOCTI EBponeicbkiii
"®apmak”, YkpaiHa thapmakonei y 3aTBepkeHOMY [,0CbE)(BBEAEHHS
HOBOro BMpOGHMKa APl 3 HagaHHSAM MacTep-
chaiina Ha A®l) - BBeeHHS 10AATKOBUX
BMPOGHUKIB Aito4oi peyoBmHu MpoTednasig®
pigkunii ekcTpakT - MAT «®iTochapm», YkpaiHa;
TOB "TepHothapm”, Ykpaina; MpAT "Bionik",
YKpaiHa
142. | ®Y3IKYTAH Ma3b2%no5r,15r Jepmadhapm HimeuunHa Mi6e Mv6X HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/10307/02/01
abo 30ryTy6i; no 1 Al ApuHarimitTens BUMNpPaBIEHHS TEXHIYHOI noMuakn y Cneumdikawii peyenmom
Ty6i B KAPTOHHIl nayuj npu BUMYCKy Ta NPOTAroM TepMiHY NpUAATHOCTI 3a
NYHKTOM «B’s13KiCTb», a caMe — HEKOPEKTHO
BKa3aHi OfJMHULi BUMIpIOBaAHHS A@HOro NokasHuka
143. | ®PY3IKYTAH Kpem 2% no5r, 10T, Jepmadhapm HimeuunHa Mi6e Mm6X HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/10307/01/01
15r, a6o 30 ry Ty6i; no Al ApuHaiimitTTens BUNPABEHHS TEXHIYHOT NOMUNKK y Crneundikawi peuenmom
1 Ty6i B KAPTOHHIl NayLi npu BUNYCKy Ta NPOTAroM TepMiHy NpUAATHOCTI 3a
NYHKTOM «B’s13KiCTb», a caMme — HEKOPEKTHO
BKa3aHi 0AVHULI BUMIpIOBaHHA AaHOro NoKasHuKa
144. | UMHKOBA MA3b | ma3b 10% no 251y MpAT YKpaiHa MpAT dapmaueBTnyHa YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: 6e3 UA/6626/01/01
KOHTeliHepax; no 20 abo | ®apmaueBTuy thabpuka "Biona" 3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii peuyenma
no 30 ry Ty6ax; no 20 Ha pabpuka 3aci6. KoOHTposib roTOBOro NiKapcbkoro 3acooby.
a6o no 301y Ty6i; no 1 "Biona" 3MiHa y MeTogax BMnNpo6yBaHHsi FOTOBOTO

Ty6i B NauLli 3 KapToHY

nikapcbkoro 3acoby; 3MiHu Il Tuny - 3MiHK 3 SAKOCTI.
A®|. Bupo6HuLTBO. 3MiHA BUPOGHMKA
BVXiAHOrO/MPOMIXXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUPO6HMYOMY npoLieci AdI,
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Ne Hassa dopma BUMNyCcKy 3asisBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKA BUPOGHUKa Bionycky | peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
a60 3MiHa BUPOGHMKa AP - BBEEHHS HOBOrO
BMPO6HMKa AP| LIMHKY oKCcnAay
145. | WWNWWHN nnoau (cybecTaHuis) y MpAT Ykpaina MpAT "“NlikTpasun" Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis: - UA/5894/01/01
nnoan MiLLKax Ans "NikTpasn” 3MiHn | TURNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
BMPOOHULTBA HaliMeHyBaHHs Ta/abo agpecu 3asiBHUKa
HeCcTepu/IbHUX (BnacHvka peecTpauiiiHoro noceig4YeHHs) (3miHa

NikapcbKnx hopm

HaliMeHyBaHHs Ta afpecu 3asaBHUKa); 3MiHKW | Tuny
- AOMIHICTpaTVBHI 3MiHW. 3MiHA HaliMEeHyBaHHs
Ta/abo agpecy MicLsi NPOBaKEHHS AiSNIbHOCTI
BMPOOHUKA (BK/THOYAIOUM, 38 HEOOXIAHOCTI, MicLe

NpoBeAEeHHS KOHTPOJIO SIKOCTI), a60 BNacHMKa
MacTep-halina Ha A®l, abo nocTavanbHuKa
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCSA Yy BUPOOHNLTBI ADI
(AIKLLLO 3a3HAYEHO Y AOCLE Ha JlikapCbkuii 3acib) 3a
BiICYTHOCTI cepTucpikata BifAnNoBigHOCTI
€Bponeiickkiin hapmakonei y 3aTBepaKeHoMy
[ocbe, abo BUPOGHYKA HOBOT LOMOMKHOI
PeyvoBUHM (SKLLO 3a3HAYEHO Y [0CbE) (3MiHA
HaliMeHyBaHHS Ta agpecu BUPOGHVKa, 6€3 3MiHK
MicLisi BAPOBGHULITBA)

HauyanbHUK YnpaBniHHA
thapmaueBTUUYHOI AiANBbHOCTI Ta

AKOCTI (hapMmaueBTUUHOI NPOAYKLiT

T.M. JIackoBCbKUM




NMEPENIK

Aopatok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

04.10.2016 Ne 1037

NIKAPCbKUX 3ACOBIB (MEAVNYHUX IMYHOBIOJTOMNYHUX NPENAPATIB), AKUM BIAMOBJ/IEHO ¥
AEPXXABHIN PEECTPALLII, NEPEPEECTPALII TA BHECEHHI 3MIH A0 PEECTPALINHUX MATEPIANIB
TA AEPXXABHOI'O PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa dopma 3assHUK KpaiHa Bupo6Huk KpaiHa riocmasa lpoyedypa
n/n | nikapcbKo20 BUIYCKY
3acoby
1. BPOHXO®IT 36ipno 100ry TOB "HaykoBo- YkpaiHa TOB "HaykoBo- YkpaiHa 3acigaHHa TEK Ne 28 | BigMOBUTY y 3aTBEepPA)KEHHI 3MiHM -
nakerTi, Bk1ageHomy BUPOGHNYA BUPO6GHMNYA Big 09.08.2016 BUNPaB/IEHHA TEXHIYHOT NOMWUIIKK Y po34ini
Brauky; no1,5ry thapmaueBTUYHa hapmaueBThyHaA «YnakoBKa» LWoa0 iHpopMmauii npo cTikep,
inbTp-nakeTi Ne 20 Komnais "EAM" komnaHis "EAM" AKUIA HAKNETb Ha KnanaHy navkm,
OCKi/IbKM flaHe BUMNpaB/IeHHA He Bianosigae
BMMOram Hakaly MO3 YkpaiHu Big
26.08.2005 p. Ne 426 (y pepakuii Hakasy
MO3 Ykpainu Big 23.07.2015 Ne 460)
(3rigHO HagaHOT JoKyMeHTaUl Big,
BMPOGHWMKa Biabynacs 3miHa CcTikepy)
2. TAYMIT KpUCTasivHmiA TOB "Xainsen" YkpaiHa LisHbL3AH KnTaii 3acigaHHa TEK Ne 29 | BigaMoBUTM y 3aTBEpPAXEHHI 3MiHU —
NOPOLLIOK OHaHb Bifg 16.08.2016 3MiHy | TUNY - 3MiHa agpecu BUPO6HMLTBA
(cybeTaHuis) y PapmacbloTika ADI, OCKI/IbKM HE BUKOHYETLCA yMoBa 1 3a
nakertax n Ko., 1Itg n. A.4. Jopatky 17 po Mopagky:
nonieTnIEeHoBNX Bupo6Hunya ginbHuuysa Ta yci BUPo6HMYi
Ans BUpobHMLTBa onepavii 3a/IMLaTbCA HE3MIHHUMM
CTepusibHMX Ta
HecTepubHNX
Nikapcbknx dopm

HauyanbHUK YnpaBniHHA
thapmaueBTUUYHOI AiANBbHOCTI Ta
AKOCTI (hapmMmaLeBTUYHOI NpoAayKuii

T.M. JIAcKOBCbKUM
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