MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
16.05.2018 Ne 942
Kuis

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

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

HAKA3Y1O:

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

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

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

5. KOHTpO/1b 32 BUKOHaHHSAM LIbOT'O HaKa3y IOK/IaCTy Ha 3acTyrnmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK

Aopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
16.05.2018 Ne 942

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

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3assBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo20
nocBi0YeHHs1

AMNIOAMMNIH-
TEBA

Tabnetkn no 5 mr Ne30
(10x3) y 6nicTepax

TOB «TeBa
YkpaiHa»

YKpaiHa

AT
dapmaueBTUYHUN
3aBog TEBA

YropLmHa

peecTpauist Ha 5 pokis
MepiognyHICTb NOgAHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTYy 3 6€3neku BiANOBIAHO A0
Mopsiaky 34iCHEeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi oCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxujii Hakasy
MiHicTepcTBa OXOPOHYU
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKamu,
3a3HavYeHMU y NepiogNYHOCTI
NOAAHHSA PerynspHuX 3BiTie 3
6e3neku.

3a
peyenmom

He nionsicae

UA/16717/01/01

AMNIO4MMNIH-
TEBA

Tabnetkn no 10 mr Ne30
(10x3) y 6nicTepax

TOB «TeBa
YkpaiHa»

YKpaiHa

AT
dapmaueBTUYHN
3aBog TEBA

YropLmHa

peecTpauist Ha 5 pokis
MepiognyHICTb NOgAHHSA
perynspHo OHOB/IOBAHOTO
3BiTy 3 6e3neku BiZNOBIAHO A0
Mopsiaky 34iCHeHHS
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3om
MiHicTepcTBa OXOPOHY
3[10pOB’A YKpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcCTBI toCTULT YKpaiHu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy

3a
peyenmom

He nionsicae

UA/16717/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HavyeHnMy y NepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

ATA3AHABIPY
CYNb®AT

KpucTaniuyHuii NopoLLoK
(cybeTaHuis) y noagiriHmux
NosieTUNEHOBMX NakeTax
Ansi (hapMaLeBTUYHOTO
3aCcTOCYBaHHS

leTepo /1a63
Nimiten

IHais

leTepo /1a63
Nimiteq

IHais

peecTpauist Ha 5 pokis

He nionsicae

UA/16718/01/01

rNINTAP

Tabnetku no 50 mr, no 10
Tabnetok y 6nictepi, no 6
6nicTepis B navLi

TOB
"APTEPIYM
nTo”

YKpaiHa

MAT
"Knismegnpenapar”

YkpaiHa

peecTpauis Ha 5 pokiB
MepiognyHICTb NOgaHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6e3Mneku BiANoBiAHO A0
Mopsiaky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayvYeHMU y NepioANYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku

3a
peyenmom

He nionsicae

UA/16719/01/01

rnoa-sill®A

HacToiika no 50 mn1 a6o no
100 mn y dhnakoHax

TOB "AKnN
"®papmaLeBTUyH
a habpuka"

YKpaiHa

TOB "OKM
"®apmMaLeBTnYHa
habpuka"

YkpaiHa

peecTpauis Ha 5 pokis
MepiognyHicTb NogaHHA
perynsipHoO OHOBJIOBAHOTO
3BiTYy 3 6e3neku BiANOBIAHO A0
MopsiaKy 34iCHEHHS
dhapmakoHarnsgy,
3aTBEPAKEHOrO HaKa3oMm
MiHicTepcTBa 0XOpPOHK
34,0p0B’sA YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi ocTULiT YkpaiHm
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pefpakujii Hakasy
MiHicTepcTBa OXOPOHU

6e3
peyenma

nionsieae

UA/16720/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
300pOoB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.
6. | OE3NMOPATAOWH | nopoliok (cybecTaHuis) y [eTepo /1a63 IHAis [eTepo /1a63 IHAjis peecTpauis Ha 5 pokis - He nionsieae UA/16721/01/01
noAgiliHMx Nimiteq NimiTen
nonieTMIeHoOBKX NakeTax
AnA dhapmaueBTU4HOro
3acTOCyBaHHSA
7. MAHKPEA3M TabneTku MpAT Ykpaina MpAT "TexHonor" YkpaiHa peecTpauist Ha 5 pokis 6e3 nidnsieae UA/16722/01/01
10000 ractpopesncTteHTHi Ne20 "TexHonor" MepioAnyHICTb NogaHHA peyenma
(10x2), Ne50 (10x5) y perynsipHO OHOB/IKOBAHOIO
6nictepax 3BiTY 3 6€3neKu BigNOBIgHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
3[10pOB’A YKpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULii YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM
340poB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiognNyYHOCTI
noJaHHsA perynspHuxX 3BiTiB 3
6e3nekn
8. NoniBIHOKC pignHa (cybcTaHuis) B [epxaBHe YkpaiHa [LepxaBHe YkpaiHa peecTpauist Ha 5 pokis - He niidnsiecae UA/16723/01/01
(BIHINIH, MiLlLKax 3 NonieTu1eHoBol nigNpPUEMCTBO nignpueMcTBO
BA/Ib3AM nniBkn Ans "HaykoBo- "HaykoBo-#0cnifgHuWiA
LLOCTAKOBCBbK | chapmaueBTuyHoro OOCNIAHWIA i i NPOEKTHWIA IHCTUTYT
oro) 3acTOCyBaHHS NPOEKTHWA XiMiYHMX TeXHonorii
iHCTUTYT "XimTexHonorisa"
XIMIYHUX
TEXHONOTIN
"XimTexHonoris"
9. | PAMIK/NAB-625 TabneTkn, BKpUTI Inka IHAis Inka SlabopaTopi3 IHAis peecTpauis Ha 5 pokis 3a He nionsieae UA/16724/01/01
NAiBKOBOK 000/1I0HKOK MO Na6opatopi3 NimiTen MepiognyHICTb NogaHHSA peyenmom
500 mr/125 mr Ne21 (3x7) Nimiteq perynsapHo OHOB/IHOBAHOTO

y cTpunax

3BiTy 3 6e3Mneku BiANoBIAHO A0
Mopsaaky 3aiicHeHHs Harnsay
3a NO6GIYHUMM peakuismn
NiKapcbknx 3acobis,
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
[103BOSIEHUX [0 MEANYHOI0o
3aCTOCYBaHHS, 3aTBEPAXEHOro
Hakazom MO3 Bif, 27 rpygHs
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu
29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBUTb: -.
10. PEOVBEK Kancynu Teepgi no 400 mr [O-p Pepgpi'c IHAisA [-p Pepgpi'c IHAis peecTpauis Ha 5 pokis 3a He nionsieae UA/16725/01/02
Ne 30 (10x3) y 6nicTepax Na6opatopic Na6opaTopic /1Tg, peyenmom
Nt (Bupo6Hnunii Bigain
11. PEAVBEK Kancynu Teepgi no 100 mr [O-p Peppi'c IHais O-p Peppi'c IHais peecTpauis Ha 5 pokis 3a He nidnsieae UA/16725/01/01
Ne 60 (10x6) y 6nicTepax NabopaTopic Nab6opaTopic /T4, peyenmom
nTg (B1po6HWUuniA Bigain
-7)
12. | CENTONETE® NboAAHuKKN, 3 Mr/1 Mrno 8 KPKA, a.4., CnoseHis BMPOGHMLITBO "in CnoseHis peecTpalis Ha 5 pokis 6e3 nionsizae UA/16726/01/01
TOTAN TINMOH NbOASHUKIB y 6AicTepi, No HoBo mecTo bulk", nepBrHHa Ta MepioAnyHICTb NOgAHHSA peuyenma
TA BY3VHA 1,no 2, no 3, no 4 abo no BTOPUHHA ynakoBKa: perynspHo OHOB/1OBaHOro
5 6nicTepis y kopobui KPKA, g.4., Hoso 3BITY 3 6e3neku BifnoBiAHO [0
mecTo, C/oBeHis; Mopsiaky 34iCHeHHs
KOHTPO/Ib Cepii: dhapmakoHarnsgy,
KPKA, a.4., Hoso 3aTBEP/)KEHOro Hakasom
mecTo, C/oBeHis; MiHicTepcTBa OXOPOHU
KOHTPO/b Ta BUMYCK 3[10pOB’A YKpainu Big 27
cepil: rpyaHsa 2006 poky Ne 898,
KPKA, a.4a., Hoso 3apeecTpoBaHuii B
mMecTo, CrnoBeHis MiHicTepcTBi tocTuLiT YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepiognUYHOCTI
NoJaHHsA peryssipHuX 3BiTiB 3
6e3neku.
13. | TOH3UNEKC cnpeii 4ns poToBol MAT Ykpaina MAT YkpaiHa peecTpauist Ha 5 pokis 6e3 nionsieae UA/16727/01/01
NOPOXHWHM N0 50 Mny "Ximcpapmsasozg "Ximcpapmsasog MepiognyHicTb NogaHHsA peyenma

onakoHi 3i cnpeli-Hacocom
Ta HacafKo rops10Boto y
nauui 3 kapToHy Nel

"UepBoHa 3ipka"

"UepsoHa 3ipka"

perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6e3neku BigNOBIAHO A0
Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOoHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK,
3a3HavyeHnMy y NepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.
14. LUNTUKONIH KpucTtanu abo ToBapucTBO 3 Ykpaina Cywkoy TAHbMa Kutaiicbka peecTpauist Ha 5 pokis - He nidnsieae UA/16728/01/01
HATPIO KpucTanivyHuin NopoLIoK 06MexeHot CneuwianTi Kemikans HapogHa
(cybcTaHuis) y noagiliHmx BiANOBIga/bHICT Ko., T4, Pecny6nika
nonieTUNeHOBUX NakeTax 10
015 hapmaueBTUUHOTO "®apmaueBTUYH
3aCTOCyBaHHSA a Komnais
"3popos'a”

HavyanbHuk YnpasniHHA cpapmManeBTUYHOIT

AIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOoAYKLUil T.M. NIAcKOBCbKUI



MEPENIK

Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

16.05.2018 Ne 942

NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX MPENAPATIB), AKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
1. L-UET® TabneTku, BKPUTI KYCYM IHais KYCYM XENTXKEP IHais MepepeecTpavia Ha bes nionsieae UA/8612/01/01
o6onoHkoto, no 5 mr no 10 | XEATXKEP MBT MNBT NTA, HeobMeXeHuin TepMiH. 3MiHu | peyenma
Tabnetok y 6nictepi; no 1, nTa TMny - 3MiHK WoA0

a6o no 3, a6o no 10
6nicTepiB y KAPTOHHIN
ynakoBL;i

6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3mMiHu y
KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TekcTi
MapKyBaHHs Ta IHCTPYKLUii Ans
MeAMYHOro 3aCTOCyBaHHA
reHepuyHux/ribpugHux/6ionogi
6GHMX Nikapcbkyx 3acobis nicns
BHECEHHA TiEl caMol 3MiHM Ha
pedepeHTHMIA npenapaT (3MiHa
He noTpebye HafaHHsA XOLHWNX
HOBUX [0LATKOBUX AaHWX) -
3MiHU BHECEHI [0 IHCTPYKLi Y
po3ginu: "®apmakosnoriyHi
BacTMBOCTI",
"MpoTunokasaHHs", "B3aemogis
3 iHWMMU TiKapCbKUMM
3acobamu Ta iHWi BUAK
B3aemogijit”, "OcobmBoCTi
3acTocyBaHHsa" (y T.u.
"3acTocyBaHHA y nepiog
BariTHocCTi abo rofyBaHHsA
rpyaar”, "3aatHicTe BnMBaTtu
Ha WBUAKICTb peakuii npn
KepyBaHHi aBTOTPaHCMopTOM
abo iHWyMKn mexaHiamamn'),
"Cnoci6b 3acTocyBaHHA Ta
[o3un", "Mo6iyHi peakuii”.
YTO4YHEeHO Ha3By
thapmakoTepaneBTUYHOI rpynu
BIANOBIAHO A0 Knacudikaropa
chapm. rpyn i kogis ATX BOO3.
BigpefaroBaHo TEKCT po3aisy
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

"MokasaHHsA". 3MiHK BiANOBIAHO
00 iHdopmauii pedpepeHTHOro
nikapcbkoro 3acoby KCU3AN®,
TabneTkn, BKpUTI NNIBKOBOO
060/10HKOI0, M0 5 Mr.

MepiognyHicTb NogaHHsA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6€3neku BigNOBIAHO A0
Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
370poB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiognUYHOCTI
NOAAHHSA PerynsipHux 3BiTiB 3
6e3neku.

AKBATEPIIH

nopoLLoK (cybcTaHuis) y
nakeTax noAginHuX i3
nNiBk1 NONieTUNEHOBOT
415 BUpobHULTBA
HECTEPWU/TbHUX MIKaPCbKMX

topm

ToBapucTBO 3
[0aTKOBOO
BignosiganbHICT
10 "IHTEPXIM"

Ykpaina

[lecTinaujonec
Bopgac YiHuyppeTta
CA.

IcnaHis

MepepeecTpauia Ha
HeobMeXeHnin TepMiH

He nionsizae

UA/8597/01/01

ACKOPBIHOBA
KUCNOTA

pPO3unH ANs iH'ekuiin, 100
Mr/mn, no 2 Mn B amnyni;
no 10 amnyn y KapTOHHii
nauj 3 neperopogkamu;
no 2 mn B amnyni; no 5
amnyn B 0gHO6IYHOMY
6nicTepi, no 2 6nictepn y
nadui; no 2 ma B amnyni;
no 100 amnyn y KapTOHHIl
Kopo6Li 3 neperopoakamu

MpusatHe
akuioHepHe
TOBapUCTBO

"Nekxim -
Xapkis"

Ykpaina

MpuBaTHe
akuioHepHe
TOBapUCTBO "Jlekxim
- Xapkis"

YkpaiHa

MepepeecTpauia Ha
HeobMeXeHWi TepMiH. 3MiHu |
TMny - 3MiHK WoA0
6e3nekn/eeKkTBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKIili XxapakTepucTuui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHs Ta IHCTPYKLUIT A1
MeJMYHOrO 3aCTOCYBaHHS Ha
nigcrasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3acTOCyBaHHSA NiKapCcbKoro
3acoby B nicnapeecTpauiliHuii
nepiog, abo sk pesynbTart

3a
peyermom

He nionsizae

UA/12847/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

OLjiHKM 3BITY 3 AOCIXEHD,
npoBeeHnX BifnoBigHoO A0
nnaHy negjatpuyHmx
pocnigpxens (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHoMm) -
3MiHW BHECEHI A0 iHCTPYKLiT
ONA MeAUYHOrOo 3aCTOCYBaHHS
niKkapcbKoro 3acoby o posainy
"Mo6iuHi peakwyji" BigNoBigHO
[,0 OHOBJIEHOI iHdhopMaLiT 3
6e3nekn 3acTocyBaHHs filo4oi
PeYOoBNHM

MepiognyHICTb NOgaHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsaaky 34iAcCHEeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
300poB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamy,
3a3HavyeHnMY y nepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

ACKOPBIHOBA
KUCNOTA

PO34uMH NS iH'eKLiin, 50
Mmr/mn, no 2 ma B amnyni;
no 10 amnyn y KapTOHHii
nauui 3 neperopoakamu;
no 2 mn B amnyni; no 5
amnys B 04HOGIYHOMY
6nictepi, no 2 6nictepn y
nauuyj; no 2 mna B amnyni;
no 100 amnyn y KapTOHHIl
KopobLi 3 neperopoakamu

MpuBatHe
akujioHepHe
TOBapuCTBO

"Nlekxim -
Xapkis"

YKpaiHa

MNpuBaTtHe
akuioHepHe
TOBapuCTBO "JlekxiMm
- XapkiB"

YKpaiHa

MepepeecTpalis Ha
HeobMeXeHWin TepMiH. 3MiHu |
TUny - 3MiHM WoAao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTumui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKkoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3aCTOCYBaHHS N1iKapCbKOro

3a
peyenmom

He nionsicae

UA/12847/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

3acoby B nmicnspeecTpauiiiHmii
nepiod, abo K pe3ynbtart
OLjiHKW 3BITY 3 AOCAIXEHD,
npoBeAeHUX BigNoBiAHO A0
nnaaHy negiaTpuyHux
pocnigpkens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHW BHECEHI A0 IHCTPYKLT
AN19 MEeAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby o posginy
"Mo6iuHi peakuji" BigNoBigHO
[0 OHOBJIEHOT iHdhopMmaL,i 3
6e3nekun 3acTocyBaHHA Ajito4oil
PEYOBWHM

MepiognyHICTb NogaHHSA
perynspHo OHOB/IHOBAHOTO
3BiTy 3 6e3Mneku BiANoBIAHO A0
Mopsiaky 34iiCHeHHs
thapmakoHarnagy,
3aTBEPAKEHOrO HaKka3oMm
MiHicTepcTBa OXOPOHU
370poB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOoB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.

BEPE3OBI
BPYHbKU

6pyHbKM (CybCTaHUis) y
MilLKax a5 BUpobHMUTBa
HeCTepUsIbHUX NiKapCbKmxX

dopm

MpAT
"NikTpasun"

YkpaiHa

MpAT "MikTpasu”

Ykpaina

MepepeecTpadis Ha
HeobMeXeHunit TepMiH

He nidnsieae

UA/13401/01/01

FENATOKC

KOHL,EHTpaT A5 pO3UnHYy
Ans iHdysiii, 500 mr/mn no
10 mn B amnyni; no 10
amnyn y nadui 3 KapToHy

TOB
«®APMACE/»

YKpaiHa

BTopuHHa ynakoBka,
KOHTPO/b:
XONOMAK
depnakyHrcTexHIK
mM6X
HimeuyunHa

Brpo6HMLTBO

Himeuunna/
YkpaiHa

MepepeecTpadis Ha
HeobMeXeHWin TepMiH. 3MiHu |
TMny - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnsgy. BeegeHhs
a60 3MiHW [0 y3arasibHEeHNX
[aHux npo cuctemy
dhapmakoHarnsgy (eBefieHHs

3a
peyenmom

He nionsicae

UA/12890/01/01




dopma sunycky

3asBHUK

KpaiHa
3asiBHUKa

12

Bupo6Huk

PeecmpayjitiHa npoyedypa

y3aras/lbHeHVX faHux npo
cucTemy chapMakoHarnagy,

Ymosu
Bionycky

Peknamysa
HHS

Homep

peecmpayitiHo2o
nocsioYeHHs

n/n

Hassa
JliKapcbKO20
3acoby

(nikapcbka chopma,
ynakoska)

Hepo3acoBaHoi
npoAayKuii, nepBnuHHa
Ta BTOPUHHa

3MiHa YNOBHOB&aXeHOI 0co6H,
BiAgNOBiga/IbHOI 3a 34iACHEHHSI
thapmakoHarnagy; KOHTakTHol

KPKA, o.4.,

ynakoBKa, KOHTPO/1b:

ocobu 3 hapmakoHarnagy

XONOMAK
depnakyHrcTexHik
v6X, HimeuunHa

KoHTpO/ib, BUMYCK

TOB "HIKO"

cepii:

YkpaiHa

BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarniagy (Bkiovaoum

CnoBeHisa

Bupo6HuyTBO "in
bulk", nepBuHHe Ta

CnoBeHis

3as1BHMKA A1 34iACHEHHS

thapmakoHarnsgy B Ykpaii,
AKLLO BOHA BigMiHHA Bif,

YMOBHOBaXeHOT 0cobwm,

KOHTaKTHI faHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-ghaiina
cmucTeMu chapmakoHarnsgy)

3MiHa KOHTaKTHWX AaHuX

YNOBHOB&XEHOT 0cobu,

BiNOBIfa/1bHOT 3a 34iICHEHHS

thapmakoHarnsgy. 3miHa micus

3[iACHEHHS] OCHOBHOT

AiSNbHOCTI 3 chapmakoHarnagy.

BBeneHHs1 macTep-aiiny

cucteMun chapmakoHarnsgy.

MepiognyHicTb NogaHHsA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6e3neku BigNOBIAHO A0
Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULT YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
370poB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiognUyYHOCTI
NOAAHHSA PerynsipHux 3BiTiB 3
6e3neku.

MepepeecTpauia Ha

HeobMeXeHW TepMIH.

BTOpUHHE

3a

peyernmom

He nionsizae

UA/8538/01/01

AEKCAMETA3O
H

PO34nH ANS iH'eKUin, 4
Mr/Mi, o 1 M B amnyi;
no 5 amnyn y 6nictepi; no

HoBo mecTto
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

5 6nicTepiB y KapTOHHil
KopoobLi

nakyBaHHs,
KOHTPONb Ta BUMYCK
cepii:
KPKA, a.4a., Hoso
mMecTo, CrnoBeHis;
KoHTponb cepii:
KPKA, a.4a., Hoso
MecTo, CrnoBeHis;
KoHTponb cepii:
HN30X
(HauioHanbHi
nab6opaTtopis 3a
34paB'e, OKOJIE iH
XpaHo), CnoBseHis

MepiognyHicTb NogaHHsA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6€3neku BigNOBIAHO A0
Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
370poB’A YKpainu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiogUyYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6e3neku.

[IIOKOP 160

TabneTku, BKpUTI
NNiBKOBOI 060J1I0HKOHD, MO
160 mr/12,5 mr, no 10
Tabnetok y 6nictepi; no 1,
no 3, no 4 a6o 9 6nictepis
y nayLi KapToHy

TOB "®apma
Crapt”

Ykpaina

TOB "®apma Crapt”

YkpaiHa

MepepeecTpauia Ha
HeoOMeXeHWn TepMiH.

MepiognyHICTb NOgAHHSA
perynsipHo OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsiaky 34iCHEeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOpPOHK
3[,0p0B’A Ykpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKamu,
3a3HavyeHnMn y nepioguyHoCTi
NOAAHHSA PerynspHuX 3BiTie 3
6e3neku.

3a
peyerimom

He nionsizae

UA/8318/01/01

AIOKOP 80

TabneTku, BKpUTI
NAiBKOBOK 06010HKOIO, MO
80 mr/12,5 mr no 10
Tabnetok y 6nictepi; no 1,

no 3, no 4 a6o 9 6nicTepis

TOB "®apma
Crapt”

YKpaiHa

TOB "®apma Crapt”

YKpaiHa

MepepeecTpauis Ha
HeoOMeXeHWn TepMiH.

MepiognyHICTb NOgaHHSA
perynsipHoO OHOBJ1OBAHOTO

3a
peyenmom

He nionsicae

UA/8318/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

y nayui KapToHy

3BiTy 3 6e3Mneku BiANoBIAHO A0
Mopsiaky 34iiCHeHHs
thapmakoHarnagy,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHU
370poB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOoB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.

10.

JIOKTOP MOM®

Masb, no 20 r y 6aHouL;
no 1 6aHouLi B KAPTOHHIl
Kopoo6Li

TOB "[KOHCOH i
[>XOHCOH
YkpaiHa"

YkpaiHa

"FOHiK
dapmMacboTUKa
Nabopatopis"
(BipgineHHs dipmmn
"Ix. Bb. Kemikan3
eHg,
PapmacboTrKan3
")

IHais

MepepeecTpadis Ha
HeobMeXeHui TepMiH. 3MiHu |
MMy - 3MiHM WoAo
6e3nekn/edeKTUBHOCTI Ta
hapMakoHarnagy. 3miHa y
KOPOTKIill XapakTepucTumui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLUiT A1
MeJMYHOro 3acTOCyBaHHS Ha
nigcrasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCcTOCyBaHHS NikapcbKoro
3acoby B nicnspeecTpauiiiiuii
nepiog, abo sk pesynbtart
OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BignoBigHO A0
nnaxy negiaTpuuHux
pocnipkeHb (PIP) (3MiHy
Y3rOKEHO 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpraHom) -
3MiHM BHECEHO A0 IHCTpYKU;i
015 MeAUYHOT0 3acTOCyBaHHS
nikapcbKoro 3acoby Ao
po3ginis "MpoTunokasaHHs",
"B3aemogis 3 iHWy1MK
nikapcbknMmn 3acobamu Ta iHLWi
BMAW B3aemogii",
"Oc06/1MBOCTI 3aCTOCYBaHHSA",

6e3
peuyenma

nidnsieae

UA/7868/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

"Mo6iuHi peakwyji" BigNoBigHO
00 iHdhopMmaLil CTOCOBHO
6e3neku, Lo MICTATbCS B

mMartepianax peecTpaujiinHoro

[0CbE.

MepiognyHicTb NogaHHsA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6€3neku BigNOBIAHO A0
Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
370poB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiognUYHOCTI
NOAAHHSA PerynsipHux 3BiTiB 3
6e3nekw.

11.

AYBA KOPA

Kopa no 50 r a6o no 100 r
y Maykax 3 BHyTPILLHIM
nakeTom

MAT
"Nly6Hndhapm"

Ykpaina

MAT "Nly6Huchbapm"

YkpaiHa

MepepeecTpauia Ha
HeoOMeXeHWn TepMiH.

MepiognyHICTb NOgAHHSA
perynsipHo OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsiaky 34iCHEeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOpPOHK
3[,0p0B’A Ykpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKamu,
3a3HavyeHnMY y NepioguyHoCTI
NOAAHHSA perynsipHuX 3BiTiB 3

6e3
peyenma

nidnsieae

UA/8278/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0OYeHHs1
6e3neku.
12. ETIN po3urH 96 % no 100 mny ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa MepepeecTpavia Ha 3a He nidnsieae UA/7684/01/01
hnakoHax 06MexeHot 06MexeHo HeobMeXeHuin TepMiH peyenmom
BignoBiganbHICT BiANOBIAA/IbHICTIO
10 "BUpo6HMUa "BupobHuya
thapmaueBTuyHa thapmaveBTUYHa
KomnaHis "bio- komnaHia "BIO-
dapma nntoc” ®PAPMA NTA"
13. | 30/10TOTUCAY TpaBa (cybcTaHuisi) B MpAT Ykpaina MpAT "NikTpasu" YkpaiHa MepepeecTpavia Ha - He nidnsieae UA/8245/01/01
HUKA TPABA MiLLKax, TIoKax ans "NikTpasun" HeobMeXeHunit TepMiH
BMPOGHMLTBA
HeCTepUsIbHNX NiKapCbKunx
dopm
14. | NIJOKAIH cnpeii 10 %, no 38 1 3AT YropwmHa 3AT YropwumHa MepepeecTpauis Ha 3a He niidnsiecae UA/0655/01/02
cnpeto y pnakoHi; no 1 dapmMaLeBTUYHN dapmMaveBTUYHUIA HeobMeXeHUi TepMiH. 3miHu | peyenmom
hnakoHy + 1 7 3aBof EFIC 3aBof ElC TUny - 3MiHu LWoAao

nnacTMacoBuii knanaH-
[103aTOp Y KapTOHHii
Kopoo6Li

6e3nekn/edeKTNBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOpOTKili xapakTepucTui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLUIT A5
MeMYHOro 3acTOCyBaHHsA Ha
nigcTaBi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3acToCyBaHHS NikapcbKoro
3acoby B nicnsipeecTpauiiHnii
nepiog, abo sk pesynbrart
OLLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnxX BignoBigHO A0
nnaxy negiaTpuyHnux
pocnimpkeHb (PIP) (3MiHy
Y3rOPKEHO 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpraHom) -
3MiHM BHECEHO A0 IHCTpYKU;i
015 MeAUUYHOTo 3acTOCyBaHHS
nNiKapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHLWMMK
nNikapcbknmy 3acobamu Ta iHLUi
BMAN B3aEMOSn",
"Oco61MBOCTI 3acTOCyBaHHS",
"Cnocib 3acTocyBaHHA Ta
[031" (YTOUHEHHS iHchopmalyii)
BiANOBIAHO 4O OHOBNEHOT
iHdhopmauii 3 6e3neku gitoyoi
Ta AONOMDKHUX PEYOBUH
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

nikapcbKoro 3acoby.

MepiognyHICTb NOfAHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO A0
Mopsaaky 34iicHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
300pOoB’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOoHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKamu,
3a3HavyeHnMY y nepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

15.

NOPAHO

cycneHsisi opasibHa, 5 Mr/5
M 1o 120 mA 'y dprakoHi,
no 1 conakoHy y KOMMEeKTi
3 MipHOIO JIOXKOIO B
KapTOHHI KOpoo6Li

CaHpo3
dapmacboTikan
3 4.4

CnoseHisa

BUPOBHMLTBO in
bulk, TecTyBaHHs,
nakyBaHHS1, BUNYCK

cepi:

Nex
dPapmaueBTnyHa
KoMnaHia a.4.,
CnoBeHisi;
BMPOGHULITBO in
bulk, nakyBaHHs:
CaHpo3 lnak CaHali
Be TikapeT A.C.,
TypeyuuHa;
KOHTPO/1b/BMNPOGYB
aHHs cepii:
C.K. CaHpgos C.P.J1.,
PymyHis

CnoseHis/
TypeuunHa/
PymyHis

MepepeecTpalis Ha
HeobMeXeHuin TepMiH. 3MiHu |
TUny - 3MiHM WoAao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHhs
a60 3MiHW [0 y3arasibHEHNX
[aHux npo cuctemy
hapmakoHarnsagy (eBefeHHs
y3arasibHeHUX JaHnx npo
cuctemy hapmakoHarnagy,
3MiHa YNOBHOB&XEHOI 0co6H,
BiAgNOBiga/IbHOI 3a 3AiACHEHHSI
hapmakoHarnagy; KOHTakTHol
0cobu 3 hapmakoHarnsgy
3asBHMKA A1 34iACHEHHS
thapmakoHarnsgy B Ykpaii,
SKLLO BOHA BigMiHHA Big,
yMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmakoHarniagy (Bkiovarum
KOHTaKTHi faHi) Ta/abo 3miHu y
pO3MilLEeHHI MacTep-ghaiina
cuctemn dhapmakoHarnagy).
3MiHa KOHTaKTHWX AaHuX
YNOBHOBaXEHOT 0CO6U. 3MiHa
KOHTaKTHUX aHWNX KOHTaKTHOT

6e3
peuyenma

nionsieae

UA/6985/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

ocobu. 3miHa micus
3[iACHEHHS] OCHOBHOT
AiSNbHOCTI 3 chapmakoHarnagy.
3miHa agpecn macTep-chaiina.
3MiHa HoMepa macTep-thaiina

MepiognyHicTb NogaHHsA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6€3neku BigNOBIAHO A0
Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
370poB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiognUYHOCTI
NOAAHHSA PerynsipHux 3BiTiB 3
6e3neku.

16.

norond
PO34MH 3
rNILEPUHOM

PO34MH 419 POTOBOI
MOPOXHWHW NO 25 Ty
dhnakoHax

MPAT
"OITOPAPM"

Ykpaina

MPAT "®ITO®PAPM"

YkpaiHa

MepepeecTpauia Ha
HeobMexeHui TepMiH. 3MiHu |
TMny - 3MiHK WoA0
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPyKLUii Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3aCTOCyBaHHSA NiKapCcbKoro
3acoby B nicnspeecTpaviiiHuii
nepiog, abo sk pesynbrart
OLjiHKM 3BITY 3 AOCIXEHD,
npoBeAeHnX BignoBigHO A0
nnaHy negjaTpuyHmx
pocnigpxeHs (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMETEHTHUM
YMOBHOB&XEHVM OpPraHom) -

6e3
peyenma

nidnsieae

UA/8255/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

3MiHU [0 IHCTPYKUIiT Ans
MeAMYHOro 3acTOCyBaHHA
niKkapcbKoro 3acoby o posainy
"Cnoci6 3acTocyBaHHs Ta
[031" (4ONOBHEHHS)
BiANOBIAHO [0 OHOBMEHOT
iHchbopmawii 3 6esnekn
3aCTOCYBaHHA fiH0UnX
PEYOBUH.

MepiognyHICTb NofAHHSA
perynspHoO OHOB/IHOBAHOTO
3BiTy 3 6e3neku BiANoBIAHO A0
Mopsiaky 34iiCHeHHs
thapmakoHarnagy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHU
370poB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOoB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.

17.

HONbLMA3SA®
KOHTPON

TabneTkn
racTpopesncTeHTHi no 20
Mr, M0 7 TabneTok y
6nicTepi, no 1 a6o no 2
6nicTepy B KapPTOHHIiA
Kopoo6Li

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4a., Hoso

mecTo, CnoBeHis;

TAL dapma M'vM6X,
HimeyunHa

CnoseHisi/
HimeuunHa

MepepeecTpadis Ha
HeobMeXeHui TepMiH. 3MiHu |
MMy - 3MiHM WoAo
6e3nekn/edeKTUBHOCTI Ta
hapMakoHarnagy. 3miHa y
KOPOTKIill XapakTepucTumui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLUiT AN
MeJMYHOro 3aCTOCyBaHHS Ha
nigcrasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3acTOCyBaHHS NikapcbKoro
3acoby B nicnspeecTpauiiiiuii
nepiog, abo sk pesynbtart
OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BignoBigHO A0

6e3
peuyenma

nidnsieae

UA/12818/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

nnaxy negiaTpuyHux
pocnimpkeHb (PIP) (3MiHy
Y3rOKEHO 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpraHom) -
3MiHV BHECEHO [0 iHCTPYKLT
015 MeAUUYHOT0 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ginu:
"PpapmMakonoriyHi BnactusocTi”,
"B3aemogis 3 iHW1MK
nikapcbknMmn 3acobamu Ta iHLWi
BMAW B3aemogii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aartHicTb BAnBaTu
Ha LWBMAKICTb peakuii npn
KepyBaHHi aBTOTpaHCNoOpPTOM
abo iHWKMK MexaHismamn®,
"Mo6iuHi peakwyji" BigNoBigHO
[,0 OHOBJIEHOI iHdhopMaLiT 3
6e3nekun Ailo4oi peyoBUHN.

MepiognyHICTb NofaHHSA
perynspHo OHOB/IOBAHOTO
3BiTy 3 6e3Mneku BiANoBIAHO A0
Mopsiaky 34iiCHeHHs
thapmakoHarnagy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHU
370poB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.

18.

OKTOCTUM

PO34uH ANS iH'ekuinn, 15
MKr/MA no 1 mn B amnyni;
no 10 amnyn y KapTOHHii
yMaKkoBLi

deppiHr
IHTEepHeLLHN
CeHTtep CA

LLiBefiuapis

BMPOGHMLTBO,
nepBuHHE
nakyBaHHS,
BiANOBiAA/IbHWIA 3a
KOHTPO/b SIKOCTI,
BWMNYCK Cepil:

Himeuunna/
Yecbka
Pecny6nika

MepepeecTpadis Ha
HeoOMEeXeHWI TepMiH. 3MiHu 11
MMy - 3MiHM WoAo
6e3nekn/edeKTUBHOCTI Ta
hapmMakoHarnagy. 3miHm y
KOPOTKill XapakTepucTumui

3a
peyenmom

He nidnsieae

UA/12728/01/01
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Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

peecmpayitiHo2o

Homep

nocsio4YeHHs

n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

®eppiHr TM6X

BUPOGHUKa

nikapcbKoro 3acoby, TekcTi

3acoby

HimeuyunHa
BTOPUHHE
nakyBaHHS:
deppiHr-/leunsa,
a.c.

Yecbka Pecnybnika

MpAT "NikTpasun"

YKpaiHa

MapKyBaHHS Ta IHCTPYKLUIiT Ans

KNIHIYHUMW AaHVMKU Ta JaHuMn

nikapcbknMm 3acobamu Ta iHLWi

Me[MYHOrO 3aCTOCYBaHHA Y
3B'A3KY i3 HOBUMMW JaHNMU 3
AKOCTI, AOK/iIHIYHUMU,

3 chapmakoHarnsgy - 3miHn
BHECEHO A0 iHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao
po3ginis "MpoTunokasaHHsa",
"B3aemogis 3 iHW1MK
BMAW B3aemogii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog
BariTHOCTi Ta rogyBaHHs
rpyAAH0" (YTOUHEHHS
iHchopmawii ),
"Mepeno3yBaHHs", "Mo6Gi4HI
peakuii " BignoBigHO [0
Marepianis peecTpaujiiiHoro
[0CbE.
MepiognyHICTb NOgaHHSA
perynsipHo OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsaaky 34iicHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
300pOoB’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamy,
3a3HavyeHnMY y nepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.
MepepeecTpalis Ha
HeobMeXeHWn TEpPMiH.

6e3 nionsieae

peyenma

UA/8884/01/01

19.

Nnon-nAnA

TpaBano40r,no50ry
nayvkax 3 BHYTPILWHIM
nakeTom

MpAT
"NikTpasun"

YKpaiHa

MepioanyHICTb NofAHHSA

perysipHO OHOB/IOBAHOTO




22

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0OYeHHs1

3BiTy 3 6e3Mneku BiANoBIAHO A0
Mopsiaky 34iiCHeHHs
thapmakoHarnagy,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHU
370poB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOoB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.

20. | NYCTUPHUKA TpaBano50r, 100 ry NnAT YkpaiHa MAT "Nly6Huchapm" YkpaiHa MepepeecTpavis Ha 6e3 nionsizae UA/8287/01/01
TPABA naykax 3 BHyTpILLHIM "ly6Hnhapm" HeobMeXeHui TepPMIH. peuyenma
naketom, no 1,5ry
inbTp-nakeTi; no 20 MepiognyHicTb NogaHHsA
iNbTp-nakeTiB y navui 3 perynsipHO OHOB/IKOBAHOIO
KapTOHY 3BiTYy 3 6e3neku BigNoBigHO A0
Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULT YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
340poB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiognyYHOCTI
NOoAAaHHSA perynspHux 3BiTiB 3
6esneku.

21. PAHOCTOMN® Masb 10 % no 20 r abo no MPAT Ykpaina MPAT "®ITO®APM" YkpaiHa MepepeecTpauia Ha 6e3 nidnsieae UA/8650/01/01
40 r, abo no 100 r y Ty6i; "OITOPAPM" HeobMeXeHWi TepMiH. 3MiHu | peyenma
no 1 Ty6i B nayui 3 TMny - 3MiHK WoA0
KapToHY 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKIili XxapakTepucTuui
NikapcbKoro 3acoby, TekcTi




23
Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0OYeHHs1
MapKyBaHHS Ta IHCTPYKLUii Ans
MeANYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynspHo

OHOBJ/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3aCTOCyBaHHSA NiKapCbKoro
3acoby B nicnspeecTpaviiiHuii
nepiog, abo sk pesynbTart
OLjiHKM 3BITY 3 AOCIXEHD,
npoBeeHnX BifnoBigHoO A0
nnaHy negjatpuyHmx
pocnigpxens (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVNM OpraHom) -
3MmiHu Jo IHCTpyKuii gns
MeAMYHOro 3aCTOCyBaHHA
niKapcbKoro 3acoby Ao
po3gainis "®apmMakonoriyHi
BNacTUBOCTI" (YTOYHEHHSA
iHchopmawiii),
"MpoTrnoka3aHHs", "B3aemMogis
3 HWKMMK NiKapCbKMMU
3acob6amu Ta iHLWi BUAN
B3aemogiit", "OcobnnBocCTi
3acTocyBaHHsA", "3acTocyBaHHsA
y nepiof BariTHoOCTi abo
roflyBaHHs rpyaat”, "Cnoci6
3acToCyBaHHA Ta fo3n”
(yToUHeHHs iHdhopmaLii
CTOCOBHO 6e3nekn),
"Mepeno3yBaHHs", "Mo6Gi4HI
peakuii" BignoBigHO A0
OHOB/IEHOT iHdhopMaLii 3
6e3neku gjtoyoi pevoBmHN
nNikapcbKoro 3acoby.

MepiognyHICTb NogaHHSA
perynsipHo OHOBJIOBAHOTO

Mopsiaky 34iiCHeHHs
thapmakoHarnagy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU
370poB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B

3BiTy 3 6e3neku BiANoBIAHO A0

MiHicTepcTBi locTuLii Ykpainu
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0OYeHHs1
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOoB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.
22. | CAIbBYTAMOI/- | iHrassauis nig TcKoMm, 3AT «IHTENI NutBa Na6opaTopio Icnanis MepepeecTpavis Ha 3a He nionsieae UA/8338/01/01
IHTENI cycneHsis, 100 mkr/go3a FEHEPVKC Anbpno-tOHioH, C.J1. HeobMexeHui TepMiH. 3MiHu | peyenmom
no 200 pos (10 mn) B HOP» TMny - 3MiHM WoAo

antoMiHieBoMy 6as10Hi; No
1 6asIoHy 3 NIACTUKOBUM

afanTepoMm Ta KpPULLKOH Y
KapTOHHI KOpooLi

6e3nekn/edeKTUBHOCTI Ta
hapMakoHarnagy. 3miHm y
KOPOTKIill XapakTepucTumui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLUiT AN
Me[MYHOro 3aCTOCYBaHHS
reHepnyHuX/ribpugHunx/6ionogi
6HUX Nikapcbkmx 3acob6iB nicns
BHECEHHS TiEl caMoi 3MiHM Ha
pedepeHTHWI npenapaT (3miHa
He noTpebye HafaHHsA XOLHMNX
HOBUX JOLATKOBUX AaHWX) -
3MiHM BHECEHO [0 IHCTPYKLUIi Y
po3zinu: "MNokasaHHA", a Takox
y po3ginu: "MpoTunokasaHHA",
"B3aemogisi 3 iHWnMmn
nikapcbknmy 3acobamu Ta iHLi
BMAW B3aemogiin”,
"Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHA y nepiog
BariTHoCTi abo rogyBaHHs
rpyaar”, "3aatHicTe BNMBaTu
Ha WBNAKICTb peakuii npn
KepyBaHHi aBTOTPaHCMOPTOM
abo iHWVMK MexaHizMamu®,
"Cnocib 3acTocyBaHHA Ta
[03n" BignoBsigHo fo
iHhopmawuii Lwoa0 MeanyHoro
3acTocyBaHHA pehepeHTHOro
nikapcbkoro 3acoby
(BEHTOJ/NIH™ EBOXAJIEP™).

MepiognyHicTb NogaHHsA
perynsipHO OHOB/IHOBAHOTO
3BiTY 3 6€3neKu BigNOBIAHO A0
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOI0 Haka3oM
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULT YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
370poB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiognUyYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6e3neku.

23.

YHIKNO®EH

Kpanni o4Hi, po3unH 0,1 %
no 5 M1y KoHTelHepi-
KpanenbHu; no 1
KOHTelHepy-KpaneabHUL
B KapTOHHI kopobuj

TOB "YHIME/[
PAPMA"

Cnosaubka
Pecny6nika

TOB "YHIME/L
PAPMA"

CnoBaubka
Pecny6nika

MepepeecTpauia Ha
HeobMeXeHni TepMiH. 3MiHu |
TMny - 3MiHK WoA0
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPyKLUii Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA NiKapCcbKoro
3acoby B nicnspeecTpaviiiHuii
nepiog, abo sk pesynbrart
OLjiHKM 3BITY 3 AOCIXEHD,
npoBeAeHnX BignoBigHO A0
nnaHy negjaTpuyHmx
pocnigpxeHs (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpPraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIi Y
po3zinu "MokasaHHa"
(peparyBaHHs iHdopmadii),
"B3aemogisi 3 iHWnMmn
nikapcbknmy 3acobamu Ta iHLi
BMAW B3aemogiin",
"Oco6MBOCTI 3acTOCyBaHHS",
"Mo6iuHI peakuii" BiANOBILHO
[0 OHOBJIEHOI iHhopMmaLji 3

3a
peyenmom

He nionsizae

UA/7856/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

6e3neku Ailo4oi peHOBUHY.

MepiognyHICTb NOfAHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO A0
Mopsaaky 34iicHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
300pOoB’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOoHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKamu,
3a3HavyeHnMY y nepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

24,

YHI®/TOKC

Kpanni O4Hi/BYLLHI, PO34nH
0,3%no5mny
nnacTUKoBOMy
KOHTelHepi-kpanensHuL;j ;
no 1 KoHTeiHepy-
KpanenbHUL B KAPTOHHIi
KopoobLi

TOB "YHIME[
DPAPMA"

Cnosaubka
Pecny6nika

TOB "YHIME[
PAPMA"

Cnosaubka
Pecny6nika

MepepeecTpalis Ha
HeobMeXeHuin TepMiH. 3MiHu |
TUny - 3MiHM WoAao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTuui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKkoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3aCcTOCYBaHHS NMikapCbKOro
3acoby B nmicnspeecTpauiiiHmii
nepiog, abo sk pesynbrart
OLjiHKM 3BITY 3 AOCAIOXEHD,
npoBefeHUX BigNoBiAHO A0
nnaHy negiaTpuyHux
pocnigxenb (PIP) (iHwi 3miHW) -
3MiHU BHECEHI A0 iHCTPYKLiT
ONA MeAUYHOrO 3aCTOCYBaHHS
niKapcbKoro 3acoby Ao
po3gainis: "lMpoTunokasaHHs",
"Oco61MBOCTI 3aCTOCYBaHHSA",
"Cnocib 3acTocyBaHHA Ta

3a
peyenmom

He nionsicae

UA/12837/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

[031" (YTOUHEHHS),
"Mepeno3yBaHHs", "Mo6Gi4HI
peakuii" BignoBigHO A0
OHOBJ/IEHOT iHdhopMaLii 3
6e3nekun 3acTocyBaHHA Ajito4oil
peyoBUHN.

MepiognyHICTb NofaHHSA
perynspHo OHOB/IOBAHOTO
3BiTy 3 6e3Mneku BiANoBIAHO A0
Mopsiaky 34iiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHU
370poB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOoB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.

25.

DNYTAMIA,

NopoLLoK (cybcTaHuis) y
MiLLKax nosieTnIeHoBuxX
noAgiiHNX ans
thapmaueBTUYHOro
3acToCyBaHHSA

MAT "®apmak”

YkpaiHa

depmioH O

diHNsaHAjA

MepepeecTpadis Ha
HeobMeXeHunit TepMiH

He nidnsieae

UA/8501/01/01

HavanbHUK YnpaBniHHA hapmaleBTUYHOI AiANBHOCTI Ta
AKOCTI hapmMmaueBTUYHOI NPOAYKLT

T.M. IACcKOBCbKUA




NEPENIK

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
16.05.2018 Ne 942

NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONONYHUX MPEMAPATIB), LLLOAO AKNX BY/IN BHECEHI 3MIHU 4,0 PEECTPALINHUX MATEPIAJIB, SKI
BHOCATLCA A0 AEP>XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsio4YeHHs1
1. ANNEPTEK® cnpeii HazasIbHUiA, MepaHa ®apma Monbwa "®bapmea"” PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/14933/01/01
HA30 CycneHs3isi, 030BaHWii, 50 AKLioHepHe 3MiHuY Il Tuny - BBEAEHHA HOBOro BUPOBHMKa AD| peyenmom
MKr/go3y no 60 a6o 120 ToBapucTBo 3 HafJaHHAM MacTep-gaiina (nogaHHs HOBOro
a6o 140 po3 cycneHsii B MavicTep-thaiina Ha aitody peyoBuUHY
MET-chnakoHi 3 £O3yH0UUM MOMEeTa30Hy dhypoaty MoHorigpary)
HacocoM-[103aTOpPOM-
posnuntoBayem; no 1
(h/1aKOHY Y KapTOHHIl
Kopo6ui
2. | ANTEI KOPEHSA NnopoLUokK (cybcTaHuis) y ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: - UA/6060/01/01
EKCTPAKT naketax noslieTuIeHoBMX 06MeXeHo 06MmeXeHo 3MiHW | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
ans dapmaleBTUYHOIO BignoBigabHICT BiANOBIAA/IbHICTIO npuBELEHHS Y BiANOBIAHICTb A0 MoHorpadii Y
3aCTOCyBaHHSA 10 "®apmaueBTnyHa abo €sponelicbkoi hapmakonei, abo iHLol
"®papmMaLeBTUyH KomnaHis "3gopos'a” HaujioHasbHOI dhapmakonei gepxasu €C;
a KoMnaHis CynyTHS 3MiHa: 3MiHa Yy MeTogax BUNpobyBaHHs
"3p0pos'a" A®| abo BUXigHOro MaTepiany/MPoMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®| - npuBeeHH BUMOT
cneuunagikauii Ta MeToay KoHTpono Adl 3a
nokasHnkoM «MikpobionoriyHa uictota» y
BiAnoBiAHICTb A0 B1MOr EP
3. | ANTEI KOPEHSA nopoLUokK (cybcTaHuis) y ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepiasis: - UA/6061/01/01

EKCTPAKT
CYXmn

nakeTax nonieTuNeHoBUx
ans dapmaleBTUYHOrO
3aCTOCYBaHHSI

06MexeHot
BignoBiganbHICT
10
"papmMaLeBTUyH
a KoMnaHis
"3popos'a”

06MexeHo
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

3MiHM | TUNY - 3MiHK, NOB'A3aHi 3 HEOOXiAHICTO
npuBeLeHHs y BiANOBIAHICTb A0 MoHorpadii Y
abo €sponelicbkoi hapmakonei, abo iHLol
HauioHasbHOI hapmakonei gepxasun €C (3miHa y
cneuudikauisix, noB'A3aHa 3i 3viHamu B Y,
abo Esponelicbkiil hapmakonei, abo iHLWii
HaujioHasbHIN thapmakonei gepxasun €C);
CynyTHS 3MiHa: 3MiHa Yy MeTofax BUNpobyBaHHs
A®| abo BUXigHOrO MaTepiany/NpoMiKHOro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BUpo6HuuTea Ad! (iHWwi 3MiHM y MeToAax
BUNPO6YBaHHSA (BK/IOUaOUM 3aMiHy abo
[0NoBHEHHS) A®| abo BUXiAHOro/NPOMIKHOTO
NpoAyKTy) - NPMBEAEHHSA BUMOT cneuudikauii Ta
MeToAy KOHTPOos1lo A®P| 3a NOKa3HUKOM
«Mikpob6ionoriyHa YncToTa» y BignoBigHICTb A0
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Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Bumor EP

AMBPOKCOI/-KB

Tabnetkun no 30 mr; no 10
Tabnetok y 6nictepi; no 2
6nictepu y nauui

AT

"KUIBCbKIN

BITAMIHHWA
3ABOA"

YKpaiHa

AT "KUIBCBKUN
BITAMIHHAN
3ABOA"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MmiHu | TUNy - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvKa peecTpaLiiiHoro noceig4YeHHs) (3MiHa
HalilMeHyBaHHs 3asBHuKa) (TepMiH BBeAEHHS
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBepXeHHS); 3MiHK | Tuny - AAMIHICTpaTUBHI
3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLiAl NPOBaMKEHHS Ais/IbHOCTI
BMpO6HUKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BK/IKYaun AiNbHULI BUNYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOJIIO AKOCTI.
(oisanbHICTb, 3a Ky Bignosifae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHS BUPO6HUKa, 6e3 3MiHK
Micus BUPO6HULTBA) (TepMiH BBEAEHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBepPAKEHHS)

6e3
peuyenma

UA/7012/01/01

AMBPOCAH®

Tabnetkn no 30 mr no 10
Tabnetok y 6nictepi; no 2
6nicTepun y KapTOHHiIl
KopooLi

MPO.MEA.LC
MNpara a.c.

Yecbka
Pecny6nika

MPO.ME/A.LIC
Mpara a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHY | TYNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvKa peecTpauiiiHoro nocBig4YeHHs) (3MiHa
afpecu Ta Ha3Bu 3asBHUKA); 3MiHW | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaPKEHHS AiSNbHOCTI
BMpO6HUKa/iMnopTepa roToBOro /ikapcbKoro
3acoby, BK/IUaoun AiNbHULI BUMYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOJIO AKOCTI.
(gisanbHICTB, 3a Ky Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecu Ta Ha3BU BUPOGHYMKaE, 6e3 3MiHN
MicLisi BUPOBHMLITBA)

6e3
peyenma

UA/8271/01/01

AMIHOMNA3MAN
b B5.6PAYH 10%
E

PO34MH NS iHdysii; no
500 mn y donakoHi; no 10
(h/1aKOHIB Y KapTOHHii
Kopoo6ui

B. BpayH
Menb3yHreH Al

HimeuyunHa

BupobHunuTBO,
nepBuHHA Ta
BTOPWHHA YNakoBKa,
BUNYCK cepil:
B. BpayH
Menb3yHreH Arl,
HimeuumnHa;
KoHTpornb cepii:
B. bpayH
Menb3yHreH Al,
HimeyunHa

HimeuunHa

BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis:
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkunii 3aci6. 3MiHW y BUPOOHMLTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUNYCKY cepii
Ta KOHTPOJIH0 SIKOCTi FOTOBOTO NiKapCbKOro
3aco6y (3aMiHa abo AofaBaHHA AifbHULI, Ha SKii
3[iiICHIOETLCS KOHTPO/Ib/BUNPOBYBaHHSA cepii) -
BBE/IEHHS AiNbHULj Ha SKil 3AiAICHI0ETLCA
KOHTPO/b Cepil rOTOBOro NiKapcbKoro 3acoby Ta
3a3HayYeHHs (PyHKLiOHa/IbHUX 060B'A3KIB
BVPOGHMKIB.

BBefieHHs1 3MiH npoTarom 3-x MicAuiB nicns
3aTBEPKEHHS.

3a
peyenmom

UA/13161/01/01

AMNIOAMMNIH-
NEPUHAONPUN-
PIXTEP

Tabnetkn no 5 mr/8 mr no
10 Tabnetok y 6nictepi,
no 3 6NiCTepun y KApPTOHHIl

BAT "TefeoH
Pixtep"

YropumHa

TOB "T'eneoH Pixtep
Monbwa"

MonbLua

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHM | TUMy - NOAAaHHA HOBOro cepTudikaty
BignoBigHOCTI €Bponelicbkoi thapmakonei Ne R1-

3a
peyenmom

UA/13159/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
Kopoo6Li CEP 2001-322-Rev 02 Big HOBOro BUpoGH/Ka
APl amnoamniny 6esunnary
8. | AMoOAMNIH- Tabnetkn no 10 mr/4 mr no BAT "leneoH YropwmHa TOB "TegeoH Pixtep Monba BHECEHHS 3MiH 40 peecTpaLiiHnx MmaTepiasiis: 3a UA/13159/01/04
NEPUHAONPUN- | 10 Tabnetok y 6nicTepi, Pixtep" Monbwa" 3MiHM | TUMY - NoAaHHA HOBOro cepTudikaTty peyenmom
PIXTEP no 3 6nicTepn y KapTOHHIlA BiAgnoBigHOCTI EBponeiicbkol chapmakonei Ne R1-
Kopoo6Li CEP 2001-322-Rev 02 Big HOBOro BUpoGH/Ka
A®| amnoamniny 6esunnary
9. | AMOAUNIH- Tabnetkn no 5 mr/4 mr no BAT "leneoH YropwmHa TOB "T'eneoH Pixtep Monbua BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a UA/13159/01/01
NEPUHAONPUN- | 10 Tabnetok y 6aicTtepi, Pixtep" Monbwa” 3MiHM | TUMY - NOAAHHA HOBOro cepTudikaty peyenmom
PIXTEP no 3 6nicTepu y KapTOHHIA BiAgnoBigHOCTI EBponeiicbkol chapmakonei Ne R1-
Kopoobui CEP 2001-322-Rev 02 Big HOBOro BUpPO6GHUKa
Ad| amnogmniny 6esunnary
10. | AMAOOAUMNIH- TabneTkn no 10 mr/8 mr no BAT "leneoH YropwmHa TOB "T'eneoH Pixtep MonbLa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/13159/01/02
ANEPUHAONPUN- | 10 Tabnetok y 6nictepi, Pixtep" Monbwa” 3MiHM | TUMy - NoAaHHA HOBOro cepTudikaty peyenmom
PIXTEP no 3 6nicTepun y KapTOHHIl BignoBigHOCTI €Bponelicbkoi thapmakonei Ne R1-
KOpooLi CEP 2001-322-Rev 02 Big HOBOro BUpo6HuKa
A®| amnoamnidy 6esunnary
11. AMOAUNIH- Tabnetkn no 10 mr/8 mr no BAT "leneoH YropuHa TOB "T'egeoH Pixtep Monbla BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a UA/13159/01/02
NEPUHAONPUN- | 10 Tabnetok y 6nicTepi, PixTep" Monbwa" 3MiHUW | TUNY - NOAAHHA OHOBNEHOTO cepTudikaTy peuenmom
PIXTEP no 3 6icTepun y KapTOHHiiA BignoBigHOCTI €Bponelickkill hapmakonei Ne R1-
Kopoo6Li CEP 2010-318-Rev 00 Bif 3aTBEPAXEHOrO
BMpo6HUKa A®| amnogunidy 6esunary
12. | AMIOAUMNIH- Tabnetkn no 5 mr/4 mr no BAT "leaeoH YropwmHa TOB "TegeoH Pixtep Monba BHECEHHS 3MiH 4O peeCcTpaLiiHnX MmaTepiaiis: 3a UA/13159/01/01
NEPUHAONPUN- | 10 Tabnetok y 6ricTepi, Pixtep" Monbwa" 3MiHM | TUNY - NOAAHHA OHOBMIEHOTO cepTudiikaty | peyenmom
PIXTEP no 3 6nicTepn y KapTOHHIlA BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
Kopobui CEP 2010-318-Rev 00 Big 3aTBEPAKEHOIO
BMpo6HUKa A®| amnoamniHy 6esunary
13. | AMOAMMNIH- Tabnetkn no 10 mr/4 mr no BAT "TeneoH YropLumHa TOB "T'egeoH Pixtep MonbLa BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepianis: 3a UA/13159/01/04
NEPUHAOMNPUN- | 10 TabneTok y 6nicTepi, PixTep" Monbwa" 3MiHM | TUNY - NOAAHHSA OHOBEHOTO cepTudikaTy peyenmom
PIXTEP no 3 6nicTepn y KapTOHHIA BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
Kopoobui CEP 2010-318-Rev 00 Big, 3aTBEpPIKEHOrO
BMpo6HUKa A®| amnoamniHy 6esunary
14. | AMOOAUNIH- TabneTku no 5 mr/8 mr no BAT "leneoH YropwmHa TOB "T'eneoH Pixtep MonbLa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/13159/01/03
ANEPUHAONPUN- | 10 Tabnetok y 6nictepi, Pixtep" Monbwa” 3MiHW | TUNY - NOAAHHA OHOBMIEHOTO cepTudikaTty peuyenmom
PIXTEP no 3 6nicTepun y KapTOHHIl BiANoBIAHOCTI €Bponelicbkiii hapmakonei Ne R1-
KOpooLi CEP 2010-318-Rev 00 Big, 3aTBEPIKEHOrO
BMpo6HUKa APl amnoauniHy 6esunary
15. | APANI HacTolika no 50 mny MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis: 6e3 UA/7333/01/01
HACTOWKA dhnakoHi; no 1 dpnakoHy B dapmaLeBTUYHa $papmaueBTUYHA 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenma
nauyj; no 50 mny thabpuka habpvka "Biona" HaliMeHyBaHHs Ta/abo agpecy 3asBHMKa
dhnakoHax "Biona" (BNnacHvka peecTpauiiHOro NocBigYEHHS) - 3MiHa

afipecy 3asBHMKa (BNacHMKa peecTpauiiiHoro
nocsigyeHHs). BeegeHHs 3miH npoTtsarom 3-x
MicsLiB nicns 3aTBepAKeHHs. 3MiHu | Tvny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu Micus NPOBaKEHHSA AISNbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3acoby, BK/IYaun AinbHULI BUNYCKy cepii abo
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
MicLie NPOBEeAEHHS KOHTPOJIIO AKOCTI.
(BisnbHICTb, 3a Ky Bignosigae
BMPOGHWK/IMNOPTEp, BKOYAOUMN BUMYCK Cepild) -
3MiHa agpecu BMpobHuka 13, 6e3 3MiHN MicuA
BMPOGHMLTBA. BBEAEHHS 3MiH NpOTArom 3-x
MiCALIB MiCNsA 3aTBEPIKEHHS.
16. | ACKOPYTUH Tabnetku, no 10 Tabnetok NnAT YkpaiHa MAT "MoHcpapm" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 UA/7706/01/01
y 6nictepax; no 10 "MoHdpapm” 3MiHM | TUNY - 3MiHa HaliMeHyBaHHS BUPOGHYMKa peuyenma
TabneTok y 6nictepi, no 2, A®| PyTuny
5 a6o 10 6nicTepiB y naui
3 KapTOHY
17. AUETUNCANIUN | TabneTtkn no 0,5 no 10 MAT Ykpaina MAT "MoHcpapm” YkpaiHa BHECEHHS 3MiH 4O peecTpaviiHnx MmaTepiasiis: 6e3 UA/6272/01/01
NOBA KUCNOTA | TabneTtok y cTpuni; no 1 "MoHdpapm” 3MiHW | TUNY - 3MiHW Woa0 peyenma
CTpuny B NanepoBomMy 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy -
KoHBepTi; no 10 TabneTok BBE[IEHHS1 TEKCTY MapKyBaHHs A4/19 NepBUHHOT
y cTpuvni; no 2 a6o no 10 yNakoBKM NiKapcbKoro 3acoby
CTPUNIB y NayLli 3 KapTOHYy;
no 10 TabneTtok y
6nicTepi; no 1, abo no 2,
abo no 10 6nictepiB y
nauuj 3 kapToHy; no 10
TabneTok y 6nictepax abo
y cTpunax
18. AUMKNOBIP NOpoLUOK (CybCcTaHuist) y Yemo I6epika, Icnanis Kimika CiHTeTika, Icnanis BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasiis: - UA/9693/01/01
noAgiliHMx C.A. C.A. 3MiHu Il Trny - 3miHK 3 AkocTi. ADl. BupobHuUTBO
nonieTMneHoBKX nNakeTax (iHWi 3MmiHW) - nogaHHa oHosneHoro DMF Ha AdI
0151 BUpO6HMUTBA auMKIoBIp, i3 3MiHaMun B ymoBax 36epiraHHss AdI.
HeCTepUsIbHUX NiKapCbKMX 3anponoHoBaHo: Bepcis DMF (ntoTtuid, 2017 p).
dopm YMoBY 36epiraHHsA: B opurmHanbHoi ynakoBke
npv Temneparype He Bbiwe 30 C
19. BEKNA30OH-EKO | aepo3osb Ans iHransuii, TeBa 13painb HopToH Ipnangis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/5384/01/01
100 mkr/po3y no 200 po3y dapmaueBTikan (Batepdhopa) 3MiHuM | TUNY - NOAAHHSA OHOBMEHOTO cepTudikaTy peyenmom
6a/TIoOHUVIKY 3 IHraIAUIHAM IHpacTpi3 7. Nimiteg T/A BiANOBIAHOCTI EBponeicbkoi hapmakonel Big,
NPUCTPOEM Y KOPOOLL ANBEKC 3aTBepxeHoro Bupo6Hrka A®| BeknomeTasoHy
dapmacboThKan3 AvnponipoHaT. FAk Hacnifok, 3MiHa Ha3Bu Ta
IpnaHgia T/A TeBa afpecy KomnaHii Ta gofaBaHHs BUPOO6HUYOI
dapmacboTukans OinbHULI 4N BUPOOHULUTBA NPOMIKHOTO
Ipnangis npoaykTy. 3miHa Ha3su A®|, a came BUSTyYEHHS
TepMiHy «6e3B0oAHWIA» Y BignosigHocTi fo EP Ta
HagaHoro CEP
20. BEK/MA30H-EKO | aepo3onb Aas iHransuii, TeBa I13painb HopToH Ipnangis BHECEHHS 3MiH 4O peeCcTpaLiiHnX MmaTepiaiis: 3a UA/5384/01/02
250 mkr/go3y no 200 o3y | PapmaueBTikan (Batepdropa) 3MiHM | TUNY - NOAAHHA OHOBMIEHOTO cepTudiikaty | peyenmom
6asIoHUMKY 3 iHranAUiiHM IHpacTpi3 fTa,. Nimiten T/A BiANOBIAHOCTI EBpoNeiicbKoi hapmakoner Big,
NPUCTPOEM Y KOPOOLi AMBEKC 3aTBepMKEHOro BupobHunka A®| BeknomeTasoHy
dapmMacbloTUKan3 aunponipoHat. Ak HacnifokK, 3MiHa Ha3BM Ta
Ipnangia T/A Tesa afpecy KoMnaHii Ta AofaBaHHA BUPOOHNYOT
PapmacboThKan3 OiNbHUL 415 BUPOOHMLTBA NPOMDKHOIO
Ipnangis npoaykty. 3MiHa Ha3Bu A®I, a came BUTYyYEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
TepMiHy «6e3B0oAHWIA» Y BignosigHocTi fo EP Ta
HagaHoro CEP
21. BEPOAYAN® PO34unH ANS iHranaujn no Bepinrep HimeuunHa IcTiTyTO fie Anxeni ITanisa BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis: 3a UA/10751/01/01
20 mn abo no 40 mny IHrenbxanm C.p.n. BUMPaB/IEHHS TEXHIYHOT NOMWU/IKN B METofax peyenmom
hnakoHi 3 KpanesibHULELD; IHTepHeLwwHN KOHTPOJIH0 SIKOCTi. B noBHili Bepcii MKA He 6ynu
no 1 chnakoHy B KapTOHHIi vM6X BpaxoBaHi 3MiHY LLOA0 TEPMiIHY NpUAATHOCTI

Kopoo6Li

nikapcbKoro 3acoby, ski 6ynu 3aTBepaKeHi
HakazoMm MO3 Ykpainu Ne 424 Big 12.04.2017
(3minu | TMNY: FOTOBWIA NiKapcbKWit 3acib.
KOoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMmx
MEX roTOBOrO /1iKapCbkoro 3acoby (3BY)XEHHS
[OMYCTUMUX MeX)(3BY>KEHHSI AOMYCTUMMX MEX
NPOAYKTIB pO3najly aKTUBHOIO iHrpegieHTa
cneumdikaLii BUNycKy Ta TepMiH NpuaaTHocCTi, Ta
KiNIbKICHOTO BM3HAYeHHS crneumndikalii TepmiHy
NPVAATHOCTI 3a pe3ynibTaTaMu AOCNIAKEHb
cTabinbHOCTI); 3MiHN | TUNY: [OTOBWIA NTiKapCbknii
3aci6. KoHTposb roToBoro nikapcbkoro 3acoby.
3mMiHa napameTpiB cneyudikaii Ta/abo
[ONyCTUMMX MEX FOTOBOTO NiKapCbKoro 3acoby
(iHwi 3miHW)(y cneuudikayii MBY); 3miHn | Tuny:
[oToBMIA Nikapcbkuii 3aci6. KOHTpob roToBoro
nNikapcbKoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA roTOBOrO NiKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BUNpobyBaHb
(BKrOYat0UM 3aMiHy abo JONOBHEHHS)
(BNpaBfIeHO TEXHIYHY MOMWIIKY Y TecTi «O6’eM
BMICTY» BifjHOCHY IYCTUHY 3aMiHEHO Ha IYCTUHY);
3MiHn | TUNY: FOTOBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHoCTi
ab0 ymoBax 36epiraHHs roTOBOrO NikapCbKoro
3ac06y: (3MEHLUEHHSI TEPMiIHY NpUAaTHOCTI
roTOBOrO Jlikapcbkoro 3acoby:) - Ans
TOProBesibHOT yNnakoBKU(3 5-T1 Ao 3-X pokiB);
3MiHn | TUNY: FOTOBWIA Nikapcbkuii 3aci6.
Brpo6HMUTBO. 3MiHa po3mipy cepii (BkIovaroun
Jiana3oH po3mipy cepii) roToBOro /ikapcbkoro
3acoby (36inbLweHHsA Ao 10 pasiB NopiBHAHO i3
3aTBEpPXEHUM PO3MipoM cepii) (ZoaaBaHHSA
anbTepHaTMBHOIo po3mipy cepii 1510,5 «r);
3minu | TUNY: FoTOBWIA NikapcbKuii 3aci6. Onuc Ta
cknag,. 3miHa y cknagi (4ONOMKHUX peyoBMHAX)
roTOBOrO NikapcbKoro 3acoby (iHLWi JONOMiXHI
pPeyoBUHM) - ByAb-Aka HE3HAYHA 3MiHa
KiNIbKICHOTO CK1agy AOMOMDKHUX PEYOBUH Y
roTOBOMY J1iKapCbKOMY 3ac06i ( KOpeKTyBaHHS
KIIbKOCTi BMiCTY BOAM Y 3B'SI3KY i3 3MiHOIO SIKOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

X/TOPUCTOBOAHEBOI KNCOTU HA KOHLLEHTPOBaHY,
npusefeHHs cknagy /13 4o OHOBNEHUX
OpUriHaNIbHNX PEECTPALIHNX [OKYMEHTIB); 3MiHM
| Tuny: FoToBwMIA Nnikapcbkuii 3aci6. Onuc Ta
cknag. 3miHa y cknagi (4ONoMKHUX pevyoBUHax)
rOTOBOrO /iKapCbKoro 3acoby (iHLLi A4ONOMKHI
PeYOBUHM) - 3aMiHa OAHIET [OMNOMIXXHOI PeYOBUHU
Ha iHWY 3 TUMWU caMUMK (DYHKLiOHa/TbHUMMU
XapaktepucTmkamy Ta Ha TOMy caMOMy PiBHi
(3MiHa SKOCTi X/I0PUCTOBOAHEBOT KUC/IOTK Ha
KOHLLeHTpOBaHy Yy BiANOBIAHOCTI 40 BUMOr EP
3aMicTb CTaHAAPTy KoMnaHii. 3aiiicHeHo
BiANOBIAHE KOPEKTYBAHHS Ki/TbKOCTI
X/I0PUCTOBOAHEBOT PEYOBUHU Ha 1 M1); 3MiHu |
Tuny: 3MiHK 3 SIKOCTi. FTOTOBMIA Nikapcbkuii 3acio.
3MiHU y BUPO6HMUTBI. 3MiHU BUNpobyBaHb abo
[0MNyCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUPOOGHULITBA FOTOBOMO
NiKapcbKoro 3acoby (3BY)XeHHS JOMyCTUMUX
MeX)(BBeAEeHHS onvc cTaHAapTHOI Npoueaypu
N5 KOHTPOAIO B npoueci BUpobHuyTBa «O6'eM
BMiCTy»); 3MiHu | Tvny: 3MiHM 3 SKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMUTBI. 3MiHN Y
npoveci BUPOOHULITBA FOTOBOTO NiKapCbKOro
3aco6y, BK/OYaUM NPOMDKHUIA MPOAYKT, L0
3aCTOCOBYETHCS MPW BUPOOHULTBI FOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPO6HULITBA)(A0AATKOBMIA eTan BUPO6HMLITBA
(eTan 2), Wo NpoxXoAnTb BUXOAAYM i3 3MIHN
AKOCTI X/I0PUCTOBOAHEBOT KUCOTU:
BUKOPVICTaHHSA X/TOPUCTOBOAHEBOI KNCNOTW
KOHL,EHTpOoBaHOI 3aMicTb 1 H x/10pncToBoAHEBOT
Kncnotn))

22,

BETATICTUH-KB

Tabnetku no 8 mr no 10
Tabnetok y 6nictepi; no 3
6nicTepy B nayw,

AT

"KUIBCbKIN

BITAMIHHI
3ABOJ"

YkpaiHa

AT "KWTBCBKIT
BITAMIHHWI
3ABOL"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHviKa peecTpauiiiHoro noceig4YeHHs) (3MiHa
HalilMeHyBaHHs 3as1BHUKa) (TepMiH BBEAEHHS
3MiH NpPOTArom 6-Tn MicsuiB nicns
3aTBEPMXEHHS); 3MiHM | Tuny - AAMiHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLA NPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /likapcbkoro
3aco0y, BK/IoYaoun AinbHUL BUNYycKy cepii abo
MicLie NPOBEAEHHS KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IHOYAKUM BUMYCK Cepili)
(3MiHa HaliMeHyBaHHS BUPO6HUKa, 6e3 3MiHK

3a
peyenmom

UA/5273/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Micus BUpo6HMLTBa) (TEepMiH BBEAEHHS 3MiH
NPOTSArom 6-Tv MiCAILiB NicNs 3aTBEPKEHHS)

23.

BETATICTUH-KB

Tabnetku no 16 mr no 10
TabneTok y 6nictepi; no 3
6nictepu B nauLi

AT
"KNIBCbKN
BITAMIHHN

3ABOJ"

Ykpaina

AT "KI/ITBCbKICII/I
BITAMIHHN
3ABOA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis:
3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKaA
(BnacHuKa peecTpauiiniHoro NoceBig4YeHHs) (3MiHa
HaliMeHyBaHHs 3asBHUKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEpMKEHHS); 3MiHM | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HalilmeHyBaHHs Ta/abo aapecu
MiCUst NPOBaKEHHS Aii/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco06y, BKOYaKUM AifibHNLi BUNYCKY cepii abo
MicLie NPOBEAEHHS KOHTPOJIO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/TKOYAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHsS1 BUPOGHUKa, 6€3 3MiHK
Micus BUpo6HuuTBa) (TEpMiH BBEAEHHS 3MiH
NpOTSArom 6-Ty MicAILiB Micnsi 3aTBEPAYKEHHS)

3a
peyenmom

UA/5273/01/02

24,

BETArICTUH-KB

Tabnetkun no 24 mr; no 10
Tabnetok y 6nictepi; no 3
6nictepy B navw,i

AT
"KUIBCbKN
BITAMIHHWI

3ABOA"

YKpaiHa

AT "KUIBCbKWIA
BITAMIHHWA
3ABOJ"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKa
(BnacHvka peecTpauiiHoro noceig4YeHHs) (3MiHa
HalilMeHyBaHHs 3asBHuKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEpPAXEHHS); 3MiHu | Tuny - AAMiHICTpaTMBHI
3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
Micusi NpoBaKEHHSA Aisi/IbHOCTI
BMpO6HUKa/iMnopTepa roToBOro /ikapcbkoro
3acoby, BK/IUaoun AiNbHULI BUMYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPO/IO AKOCTI.
(gisanbHICTB, 3a Ky Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHSA BUPO6HUKa, 6€3 3MiHK
MicLs BUPO6HULTBA) (TepMiH BBEAEHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBepAKEHHS)

3a
peyenmom

UA/5273/01/03

25.

BETA®EPOH®

NOPOLLIOK NiodinizoBaHwmi
A5 NPUroTyBaHHSA
PO34MHY AN H'EKL Mo
0,3 mr (9,6 mnH MO) 1
h1aKoH 3 MOPOLUKOM Y
KOMMNJIEKTi 3 PO3YMHHNKOM
(0,54 % po3unH HaTpio
xnopugy) no 1,2 mny
nonepeaHbO 3anoBHEHNX

Baiiep Al

HimeyunHa

Hepo3dacoBaHuii
NPOAYKT, NepBUHHA
ynakoBka:
BepiHrep
IHrenbxaiim ®apma
v6X i Ko. K,
HimeuuunHa;
BTOPWHHA ynakoBKa,
[03BIiNT Ha BUMYCK

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
rOTOBOrO NiKapCbKOro 3acoby, BKIYaoun
OiNbHULI BUNYCKY cepii abo micLe NpoBeAeHHs
KOHTPOJIH0 SIKOCTI. (AiSNIbHICTb, 3a Ky BiAnosigae
BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepill)
(3miHa Ha3BW BUPOBHMYOT ginbHUL Baiiep

wnpuuax Ta Hacafkor cepii: dapma All, HimeuyuunHa, 6e3 3mMiHM Micus
(apanTepom) 3 roskoto, 2 Baiiep AT, BMPO6GHMLTBA); 3MiHa 3asBHUKa (BNacHuKa
CMMPTOBMMM CEPBETKAMM HimeyunHa peecTpaLiinHOro NocBig4YeHHs)

3a
peuyenmom

UA/15287/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
B YNaKoBL,i 3 KAPTOHY; MO
15 ynakoBOK B KapTOHHIA
Kopoo6ui
26. | BIOBEH MOHO® | po3uuH Ans iH ekuiii no 25 TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/14526/01/01
M, 50 mn a6o 100 mny "BIO®APMA MNA3MA", YkpaiHa 3MiHM | TUNY - 3MiHK WoA0 peyernmom
nAawui; no 1 naswui 8 MNA3SMA" (B1pO6HMLTBO, 6e3nekn/edeKTMBHOCTI Ta dapmakoHarnsgy -
nauti 3 kKapToHy nepBuHHe Ta 3aTBEPMAKEHHS KOPOTKOT XapakTepucTukm
BTOPVHHE nikapcbKoro 3acoby
nakyBaHHs, BUNYyCK
cepiii); TOB
"BIOPAPMA
MNA3MA", YkpaiHa
(BTOPUHHE
nakyBaHHs, BUNYCK
cepii)
27. BNEMAPEH® TabneTku wmnyui, no 20 Ecnapma Mm6X HimeyunHa anbthameq dap6in HimeyunHa/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 UA/9419/01/01
Lmny4mx TabneTok y ApuHelimiTTens IcnaHis 3MiHu | TUNY - 3MiHK 3 sikocTi. FoTOBMIA peuyenma

noninponineHoBoMy
KOHTeliHepi; no 4 abo 5
KOHTEHEpIB Y KapTOHHIlA
KopobLi pa3om 3
iHAMKATOPHMM nanepom i
KOHTPO/IbHUM KasnieHgapem

6X
HimeyunHa,;
Na6opaTtopioc
MegikameHTOC
IHTepHacboHanec,
C.A.
Icnanis

nikapcbkuii 3aci6. 3MiHN y BUPOGHMLTBI. 3amiHa
ab0 BBeJEHHA [0ATKOBOT Ai/TbHNL
BMPOGHMLITBA A/15 YaCTUHM abo BCbOro
BVMPOGHWYOro MPOLECY roTOBOro MiKapCbKOro
3aco6y ([inbHWLSA 415 BTOPUHHOTO NakyBaHHS)
(BBEAEHHA [,OAATKOBOI AiNbHUL ANS,
BTOPUHHOIO NakyBaHHS, 3aTBEPAXEHO:
anbhameq dPap6in ApuHeimittens MvbX,
HimeyunHa, 3anponoHoBaHo: anbdames dapbin
ApuHelimittens Mv6X, HimeuunHa,
Na6opaTopioc MegfikameHTOC IHTepHacboHanec,
C.A., IcnaHif) (TepMiH BBEAEHHSA 3MiH NPOTAromM
6-TV MiCALIB MiCNA 3aTBEPAXEHHS); 3MiHM | Tuny
- 3MiHu 3 sKocCTi. [oTOBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHULITBI. 3amiHa abo BBeAEHHS
[04aTKOBOI [iTbHUL BUPOGHMLTBA A5 YACTUHN
a60 BCbOro BMPOGHNYOro NpoLiecy roToBoro
NiKapcbKoro 3acoby (AiNbHULA 4151 NEPBUHHOIO
nakyBaHHs) (BBeAEeHHS A0AAaTKOBOT AifIbHULI AnA
NepBMHHOIO nakyBaHHs) (TepMmiH BBeAeHHS 3MiH
NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS);
3MiHn | TUnYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPOJIK0 SIKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHA BUPOOHUKA, LU0
BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bkntoyaroun KOHTPOb/BUNpo6yBaHHSA cepii
(BBELEHHA 00AATKOBOI Ai/IbHULL 4151 KOHTPOO
AKOCTI/ BUNYCKy cepii BBEAEHHS A04ATKOBOI
AiNbHULI 718 KOHTPOJIK SIKOCTI/ BUNYCKY cepii)
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
(TepmiH BBEZIEHHSI 3MiH MPOTAroMm 6-T1 MicALIB

nicns 3aTBepkeHHs); 3MiHu | Tuny - 3miHu 3
AKOCTi. FOTOBMIA Nnikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEeHHS J0AaTKOBOI
OiNbHULI BUPOBHULTBA /719 YacTHK abo BCbOro
BMPOGHWYOro MPOLECY rOTOBOrO NMiKaPCbKOro
3acoby (AinbHWLA, Ha AKili TPOBOAATLCSA ByAb-AKi

BMPOGHUWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJI0 AIKOCTI, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHS, 415 HECTEPUSIbHUX NIKAPCbKUX
3aco6iB) (BefeHHA A04aTKOBOT AiNbHUL BCbOro
BMPOGHMYOro npouecy) (TepMiH BBEAEHHS 3MiH
NPOTAroM 6-TU MiCALIB MiC/1A 3aTBEPMKEHHS);
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3mMiHa napameTpis
cneumdikauin Ta/abo AONYyCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (BUyYEHHS HE3HAYHOro
nokasHuka (Hanpuknag 3acTapifnioro NokasHuka,
TaKoro sik 3anax Ta cMak, abo igeHTudikauis
6apBHYKIB 4 CMaKoBUX [06aBOK)) (3MiHa
napameTpiB cneuyudikauiii 13, BUIy4YeHHs n.
"fOiameTp Tabnetkn"); 3miHu | TMny - 3MiHK 3
AKoCTi. FoTOBUIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
BMNPO6YBaHHS roTOBOrO J1ikapCbKoro 3acoby
(iHWi 3miHM y MeToAax BuNpobyBaHb
(BK/THOYAOUM 3aMiHY 260 JONOBHEHHS)) (3MiHN Y
MeTofax BunpobysaHHs 13, BBEAEHHS
aNbTepHaTMBHOIO MeToay "loHHa
xpomaTorpadis” ans BU3HAYEHHS KisTbKiCHOTO
cKnagy TpuHaTpito uMTpaTty, kanio
rigpokap6oHarty); 3MiHu Il Tuny - 3MiHM 3 AKOCTI.
A®I|. BupobHuLTBO. 3MiHa BUPOGHMKa
BUXiAHOro/NPOMiXHOrO NPOAYKTY/peareHTy, Lo
BVIKOPWCTOBYIOTbCH Y BUPOOHUYOMY npoLeci AdI,
abo 3miHa BUpo6HWKa (BkoYaouu, ae
Heob6XiAHO, MicLe NPOBEeAEHHS KOHTPOJIIO AKOCTI)
A®I (3a BifgCyTHOCTI cepTucpikata BiANoOBIAHOCTI
€Bponeiicbkilii hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHS HOBOro BUPOOHUKa AdI 3
HafaHHaM MacTep-thaiina Ha A®I) (3miHa
BMPOGHMKA [il040i PEYOBMHY Y 3B A3KY 3
NOMUJIKOBUM 3a3Ha4YeHHAM, OCKi/IbKV
3aTBEPXEHNI BUPOBHYK BiANoBigae 3a
noctayaHHs npoaykuii); 3minu Il Tuny - 3miHn 3

roTOBOrO JliKapCcbKoro 3acoby. 3miHa napameTpis

sKocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTponb
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
cneumdikauin Ta/abo AONYCTUMKX MEX rOTOBOrO
nikapcbKoro 3acoby (3MiHa 3HaxoAuTbCA No3a
3aTBEPAKEHNMU AONYCTUMUMU MEXAMU
cneuudikauiin) (3miHa napameTpis crnevumdikawi
N3 — BMCOTa, MILHICTb, 3aTBEPKEHO:
ToBWMHA : 4,5 -4,8 MM; MiLHicTb 60-90 H;
3anponoHoBaHo: BucoTa : 4,5 - 4,9 MM; MiLHICTb
45-100 H)
28. BPOMKPUMNTUH- | Tabnetku no 2,5 mr; no 10 AT YkpaiHa AT "KMIBCbKNW YKpaina BHECEHHS 3MiH 4O peeCcTpaLiiHnX MmaTepiais: 3a UA/1211/01/01
KB TabneTok y 6nictepi; no 3 "KUIBCbKW BITAMIHHWIA 3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
6nictepu y nauui BITAMIHHWA 3ABOA" HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKa
3ABO" (BnacHvKa peecTpauiiiHoro noceigYeHHs) (3miHa
HalilMeHyBaHHs 3as1BHUKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBepMKEHHS); 3MiHM | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3MiHa HalilmeHyBaHHs Ta/abo aapecu
MiCLSi NPOBaKEHHSA Aii/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco06y, BKOYaKUM AiNbHNLi BUNYCKY cepii abo
MicLie NPOBEAEHHS KOHTPO/IO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpPTEp, BK/TKOYAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHsS1 BUPOGHUKa, 6€3 3MiHK
Micus BUpo6HuuTBa) (TEpMiH BBEAEHHS 3MiH
NpOTSArom 6-T MicsILiB Micnsi 3aTBEPAYKEHHST)
29. BA/ICAPTAH TabneTku, BKpUTI KPKA, a.4., CnoseHisa BMPOBHMUTBO "in CnoseHis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a UA/14316/01/03
KPKA NNiBKOBOI 060JI0HKOHD, MO HoBso mecTo bulk", nepBuHHe, 3MiHu | TMNYy - 3MiHK 3 AKOCTI. FOTOBUIA peyenmom
320 mr no 14 TabneTtok y BTOpPUHHE nikapcbkuid 3aci6. CTabinbHiCTb. 3MiHa Y
6nictepi; no 2 abo 6 nakyBaHHs, TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
6nicTepiB y KAPTOHHIN KOHTPO/b Ta BUMYCK rOTOBOrO JliKapCcbKoro 3acoby (36iNbLUeHHs
KopooLi cepi: TEpPMiHy NpuAaTHOCTI FOTOBOro NiKapCbKoro
KPKA, a.4., Hoso 3acoby) - 119 TOprosoi ynakoBku
mecTo, CnoBeHis; (nigTBEPAXYETLCA AaHMMKN peasibHOro Yacy)
KOHTPO/b cepil: (36inblUeHHs TepMiHy npugaTHocTi 13 3 3-x go
KPKA, a.4., Hoso 5-Tn pokiB)
mMecTo, C/oBeHis;
KOHTPO/b cepil:
Kemina6 g.0.0.,
CnoBeHis
30. BITAMIH A Kancynum m'ski no 33 000 AT Ykpaina AT "KNIBCbKWN YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 6e3 UA/0716/01/02
MO, no 10 kancyn y "KNIBCbK BITAMIHHWA 3MiHM | TMNY - AgMiHICTPATUBHI 3MiHN. 3MiHa peuyenma
6nictepax; no 10 kancyny BITAMIHHA 3ABOL" HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKa
6nictepi; no 1 6nictepy y 3ABOA" (BnacHvKa peecTpaLiiHoro noceig4eHHs) (3MiHa

nauui; no 10 kancyn y
6nicTepi; no 3 6nictepn y
nadui; no 10 kancyn y
6nicTepi; no 5 6nictepiB y

HaliMeHyBaHHS 3asBHUKa) (TepMiH BBEAEHHS
3MiH NPOTArom 6-Tv MicaLiB nicns
3aTBepMKEHHS); 3MiHW | Tuny - AAMiHICTpaTUBHI
3MiHM. 3MiHa HallMeHyBaHHs Ta/abo agpecu
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
nauuj; no 50 kancyn 'y MiCLiAl NPOBAMKEHHS Ais/IbHOCTI
6nictepi; no 1 6nictepy y BMpO6HUKa/iMnopTepa roToBoro /ikapcbkoro
nadui; no 20 kancyny 3acoby, BK/IYaoun AinbHULI BUNYyCKy cepii abo
6nicTepi; no 1 6nictepy y MicLie NPOBEAEHHS KOHTPOJTHO SIKOCTI.
nauui; no 20 kancyny (BisnbHICTb, 3a Ky Bignosigae
6nicTepi; no 2 6nictepn y BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepild)
nauuj; no 20 kancyny (3MiHa HalilMeHyBaHHS BUPO6HUKa, 6e3 3MiHK
6nicTepi; no 3 6nictepn y Micus BUpOGHULTBA) (TepMiH BBEAEHHS 3MiH
navui npoTArom 6-Tn MicALUiB NicNs 3aTBEPAKEHHS)
31. | BITAMIHA Kancynm m'ski no 100 000 AT YkpaiHa AT "KMIBCbKNW YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 UA/0716/01/01
MO; no 10 kancyn y "KNIBCbKN BITAMIHHW 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuyenma
6nictepax; no 10 kancyny BITAMIHHWIA 3ABOJ" HallMeHyBaHHs Ta/abo agpecy 3asBHMKa
6nicTepi; no 1 6nictepy y 3ABOA" (BnacHviKa peecTpauiiiHoro noceig4YeHHs) (3miHa
nadui; no 10 kancyn y HalilMeHyBaHHs 3asi1BHUKa) (TepMiH BBEAEHHS
6nictepi; no 3 6nictepn y 3MiH NpOTArom 6-Tv MicsLiB micns
nauuj; no 10 kancyn y 3aTBEpPMXEHHS); 3MiHM | Tuny - AAMiHICTpaTUBHI
6nictepi; no 5 6nictepis y 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
nauuj; no 50 kancyny MiCLA NPOBAMKEHHS AiS/IbHOCTI
6nicTepi; no 1 6nictepy y BMPOGHMKa/imnopTepa roToBoro /likapcbkoro
nauui; no 20 kancyny 3acoby, BK/IoYaoun AinbHUL BUNycKy cepii abo
6nicTepi; no 1 6nictepy y MicLie NPOBEAEHHS KOHTPOJIHO SKOCTI.
nauuj; no 20 kancyny (misnbHICTB, 3a AKy Bignosigae
6nictepi; no 2 6nictepn y BMPOGHUK/IMNOpPTEp, BK/IHOYAKOUM BUMYCK Cepili)
nauuj; no 20 kancyny (3MiHa HallMeHyBaHHA BUPO6HUKa, 6e3 3MiHK
6nicTepi; no 3 6nictepn y Micus BUpo6HMLTBA) (TepMiH BBEAEHHS 3MiH
nauuj NPOTSArom 6-Tv MiCAILB NicNs 3aTBEPAKEHHS)
32. BITAMIH C 500 TabneTkn XyBasibHi 3 AT Ykpaina AT "KMIBCbKNW YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis: 6e3 UA/1861/01/01
NepcuKoBYM CMakoMm no "KNIBCbKNW BITAMIHHW 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenma
0,5 r; no 10 Tabnetok y BITAMIHHW 3ABOL", HaliMeHyBaHHs Ta/abo agpecy 3asiBHMKa
6nicTepi; no 3 6nictepu B 3ABOJA", (BnacHvKa peecTpauiiiHoro noceig4eHHs) (3miHa
nauyi; no 30 TabneTok y HaliMeHyBaHHs 3as1BHUKa) (TepMiH BBeAEHHS
KOHTeliHepi (6aHouLi); no 3MiH NPOTArom 6-Tu MicsLiB nicns
1 koHTelHepy (6aHouL) y 3aTBepMXEHHS); 3MiHM | Tuny - AgMiHICTpaTUBHI
nauyj; no 10 TabneTok y 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo aapecu
6nictepax; no 30 MiCLSt NPOBaMKEHHS Aii/IbHOCTI
TabneTok y KOHTelHepax BMpPO6HMKa/iMnopTepa roToBOro /ikapcbKoro
(6aHoukKax) 3aco6y, BK/IOYAKUM AiNbHNLi BUNYCKY cepii abo
MicLie NPOBEAEHHS KOHTPOJIO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpPTEp, BK/TKOYAKUM BUMYCK Cepili)
(3MiHa HallMeHyBaHHs1 BUPOGHUKa, 6€3 3MiHK
Micus BUpo6HMLTBa) (TEepMiH BBEAEHHS 3MiH
NPOTArom 6-Tu MicsILIB NicNs 3aTBEPAKEHHS)
33. BITAMIH C 500 TabneTkun XyBasbHi 3 AT Ykpaina AT "KNIBCbKWN YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 6e3 UA/5623/01/01
anesibCMHOBMM CMaKoM Mo "KNIBCbK BITAMIHHWA 3MiHM | TMNY - AgGMiHICTPATUBHI 3MiHN. 3MiHa peuyenma
0,5r; no 10 TabneTtok y BITAMIHHWA 3ABOL", HaliMeHyBaHHs Ta/abo aapecy 3asiBHMKa
6nicTepi; no 3 6nictepu B 3ABOSA", (BnacHvKa peecTpaLiiHoro noceig4yeHHs) (3MiHa

nayui; no 30 TabseTok y

HaliMeHyBaHHs 3asBHUKa) (TepMiH BBEAEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
KOHTeliHepi (6aHouui); no 3MiH NpOTArom 6-Tu MicsLiB nicns
1 koHTelHepy (baHouL) y 3aTBepXeHHs); 3MiHu | Tuny - AAMiHICTpaTUBHI
nadui; no 10 TabneTok y 3MiHW. 3MiHa HallMeHyBaHHA Ta/abo aapecu
6nictepax; no 30 MiCLiAl NPOBAKEHHS Ais/IbHOCTI
TabneToK y KOHTeliHepax BMpO6HUKa/iMnopTepa roToBoro /ikapcbKoro
(6aHoukKax) 3acoby, BK/IYaoun AinbHULI BUNYyCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOJTIO AKOCTI.
(BisnbHICTb, 3a Ky Bignosigae
BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepild)
(3MiHa HalilMeHyBaHHS BUPO6HUKa, 6e3 3MiHK
Micus BUpOGHULTBA) (TepMiH BBEEHHS 3MiH
npoTArom 6-Tn MicAUiB NicNs 3aTBepPAKEHHS)
34. | BITAMIH C 500 TabneTku XyBasbHi 3 AT YkpaiHa AT "KMIBCbKNW YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 UA/5624/01/01
JIMMOHHMM CcMakoM no 0,5 "KNIBCbKN BITAMIHHW 3MiHu | TUNY - AgMiIHICTPaTUBHI 3MiHW. 3MiHa peuyenma
r; no 10 Tabnetok y BITAMIHHWIA 3ABO/L", HallMeHyBaHHs Ta/abo agpecy 3asBHMKa
6nicTepi; no 3 6rictepn B 3ABOJA", (BnacHviKa peecTpauiiiHoro noceig4YeHHs) (3miHa
nadui; no 30 TabneTok y HalilMeHyBaHHs 3as1BHUKa) (TepMiH BBEAEHHS
KOHTeliHepi (6aHouu,); no 3MiH NpOTArom 6-Tv MicsLiB nmicns
1 koHTelHepy (6aHouLi) ¥ 3aTBEpPMXEHHS); 3MiHM | TNy - AAMiHICTpPaTUBHI
nadui; no 10 TabneTok y 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
6nictepax; no 30 MiCLiA NPOBAKEHHS AiS/IbHOCTI
TabneToK y KOHTeliHepax BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
(6aHoukKax) 3acoby, Bk/IoYaoun AinbHUL BUNycKy cepii abo
MicLie NPOBEAEHHS KOHTPOJIHO SKOCTI.
(misnbHICTB, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IHOYAKOUM BUMYCK Cepili)
(3MiHa HallMeHyBaHHA BUPO6HUKa, 6e3 3MiHK
Micus BUpo6HMLTBa) (TepMiH BBEAEHHS 3MiH
NPOTSArom 6-Tv MiCAILIB NiCNs 3aTBEPKEHHS)
35. BITAMIH C 500 TabneTku XyBasbHi no 500 MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnX MmaTepiasiis: 6e3 UA/16251/01/01
AME/NMbCNHOBU Mr; no 10 TabneTok y "Ximdhapmsasop "Ximthapm3sasop 3MiHu | TUny - 3MiHK 3 siKocTi. FoToBMIA peyenma
n 6nictepi, no 2 6nictepn y "UepBoHa 3ipka" "UepsoHa 3ipka" nikapcbkuii 3aci6. Cuctema
nauuj 3 kapToHy; no 10 KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa
TabneTok y 6nicTepi, no PO3Mipy YNakoBKu roTOBOrO /liKapCbKoro 3acoby
10 6nicTepiB y nayui 3 (3MiHa KinbKOCTI oanHUUL (Hanpuknag TabneTok,
KapToHy; no 12 TabneTok y amnyn ToLL0) B ynakoBLi:) - 3MiHa nosa
6nicTepi, no 2 6nictepn y Jiana3oHOM 3aTBepXeHVX POo3MipiB yNakoBKu
nauui 3 kKapToHy (BBEAEHHSA HOBOrO PO3MipYy YNakoBKu
Ne100(10x10) y 6nictepax y nauuj 3 KapToHy 3
MapKyBaHHSAM YKPaiHCbKO Ta POCINCHKOLO
MOBaMWU 3 BiAMNoBigHMMMN 3MiHaMK y p.
«YnakoBKa») (TepMiH BBEAEHHS 3MiH MPOTArOM
3-X MicsUiB nicns 3aTBEPAKEHHS)
36. BOPUTAB®-200 TabneTkn, BKPUTI OpraHocuH IHAiA EBepTogkeH Naind IHAis BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a UA/10647/01/01
NNiBKOBOI 060JI0HKOHD, MO Naiidp CaeHcms CaeHcms Jliviteq, 3MiHM | TMNY - AgGMiHICTPATUBHI 3MiHN. 3MiHa peyenmom
200 wr, no 10 TabneTok y Mert. N114. HaliMeHyBaHHs Ta/abo agpecy Micus

6nictepi; no 1 6nictepy y
KapPTOHHI KOpoOU;i

NpoBaPKEHHSA AiSNIbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO NiKaPCbKOro 3acoby, BKIYaun
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

AinbHUL BUNYyCcKy cepii abo miclie NpoBeaeHHs
KOHTPOJIH0 SIKOCTI. (AiSNbHICTb, 3a Ky BiAgnosigae
BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepild)
(3miHa agpecyn BMpO6HUKa, 6e3 3MiHM Micus
BMpo6HULUTBA) (TEepMiH BBEAEHHS 3MiH NPOTAroM
3-X MicsLiB nicns 3aTBEpAYKEHHS)

37.

BOPUTAB®-50

TabneTku, BKpUTI
NAiBKOBOK 060J1I0HKOIO, MO
50 mr, no 10 Tabnetok y
6nicTepi; no 1 6nictepy y
KapTOHHI KOpooLi

OpraHocvH
Naiigp CaeHcns
Mer. N14.

IHais

EBepTomxeH Maiid
CaeHcms Jlimiteq,

IHais

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BkIYatoun
AinbHUL BUNYCKy cepii abo micue npoBegeHHs
KOHTPOJIH0 AKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/IMNOpPTEp, BK/IHOYAKUM BUMYCK Cepili)
(3miHa agpecu BUpOGHKKa, 6€3 3MiHK Micus
BMPO6HULTBA) (TEepMiH BBELEHHS 3MiH MPOTSAroM
3-x MicsiLiB nicNs 3aTBEPAYKEHHS)

3a
peyenmom

UA/10647/01/02

38.

FEMOPO/1b

cyno3nTopii no 6
cyno3uTopiiB y 6nicTepi;
no 2 6nicTepy B KAPTOHHIi
ynakoBLi

Bpounascbke
nigNpPUeEMCTBO
NikapcbKnx Tpas
"rEPBAMNOJL"
AT

MonbLla

Bpouiascbke
nignpueMcTBO
nikapcbkyx Tpas
"r'EPBANOJBb" AT

Monbwa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis:
3MiHW | TUNY - 3MiHK Woa0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy -
3amMiHa rpad)iyHOro 306paXeHHs Ha TekcT
MapKyBaHHS NMepBUHHOT Ta BTOPUHHOT YNakoBOK,
3 BIANOBIAHOO 3aMiHO p. «[padiuHe
0(POPM/IEHHS YNAKOBKM» Ha p «MapKyBaHHsI»

6e3
peyenma

UA/7628/01/01

39.

FrENAANO®

MOPOLLOK A4/15 PO34NHY
AN iH'ekuili, no 942,05 mr
NOPOLLKY y dhnakoHi; no 1,
5 a6o 10 hnakoHiB y
KapTOHHI ynakoBLi

TOB
"BAJNTAPTIH
PAPMA"

YKpaiHa

BMPOGHULITBO,
nakyBaHHS,
KOHTPO/b AKOCTI:
TOB "®APMEKC
rPYMN", YkpaiHa,;
Bunyck cepii: TOB
«BANAPTIH
PAPMA», YkpaiHa

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis:
3MiHY | TUny - 3MiHK 3 aKkocTi. AD| - nogaHHA
MaTepianiB peecTpauiiiHoro gocke y chopmari
CTD: Mogynb 3. SAkicTb. 3.2.S. AKTUBHUIA
thapmMaLeBTUYHUI IHTPeSieHT (KapHITUHY opoTar,
KapHITVHY rigpox/10pna, aHTUTOKCUYHA qopakList
€KCTPaKTy NeYiHkW, afeHO3WH, MipUAOKCUHY
rigpoxnopug), 6e3 6yab-aKux 3miH; 3MiHu |l Tuny
- 3MiHM 3 skocTi. AD| - fONOBHEHHA 6e3 byab-
SKMX 3MiH MaTepianiB peecTpauiiHoro Jocke
po3ainom 3.2.S. LiiaHoko6anamiH i3 HagaHHSAM
CEP Ha A®I Big 3aTBEPKEHOTO BUPOOHMKA;
3MiHu Il Tuny - 3MiHK 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6 - nogaHHA MaTtepianis
peecTpavuiiiHoro gocbe y popmari CTD, i3
He3HaYHVMW 3MiHaMK B 3aTBEPAKEHNX MeTofax
BUNpobyBaHHA /13 (3MIHEHO CTU/Nb BUKNALEHHS
METOAWMK, YTOYHEHO BMMOTM A0 NpUAATHOCTI
XpomaTorpadivyHoi CUCTEMMU, YTOUHEHHS
TOProBMX Ha3B XpomarorpagivyHux KONoHoK), 6e3
3MiH BCTAHOB/IEHUX KPUTEPI MPUAHATHOCTI

3a
peuyenmom

UA/5324/01/01

40.

rigaPOKOPTU3O
H-nocC

Masb 04Ha, 10 mr/r no 2,5
ry 1y6i; no 1 1y6iy
KapPTOHHI KOpooU;i

YPCA®APM
ApuHaiimiTTeNb
rm6X

HimeyunHa

YPCA®APM
ApuHaiimiTTeNb
rmM6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHV | TUNY - 3MiHW A0 IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA [0 PO3AiniB

3a
peyenmom

UA/6522/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
"Ocob6nmBoCTi 3acTocyBaHHs", "MobiuHi peakwy;ji”,
BiZANOBIAHO [0 pekomeHaauin EMA, wono
6e3nekn 3acTocyBaHHS fjil0H0i PevoBUHN
"byaecoHig"
41. rigPOKOPTU3O Masb 04Ha, 25 mr/r no 2,5 YPCA®APM HimeuyunHa YPCA®APM HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3a UA/6522/01/02
H-nocC ry Ty6i; no 1 ty6iy ApuHaiimitTTens ApuHarimitTTens 3MiHW | TMNy - 3MiHK 8o IHCTpyKLii Ans peyenmom
KapTOHHI KOpooLi M6X M6X MeJMYHOro 3aCTOCYBaHHS 0 PO34i/iB
"Oco6mBocTi 3acTocyBaHHA", "MobivHI peakuii”,
BiANOBIAHO A0 pekomeHAauin EMA, wono
6e3nekn 3acToCyBaHHA [il04H0T PeYOBUHN
"6yaecoHig"
42, FNIOMET TabneTkn, BKpUTI TOB Ykpaina BMPOGHMLTBO, Hopseris BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis: 3a UA/16347/01/01
nniBkoBol 060/10HKOM, Mo | "YHIBEPCAJ/IbH nakyBaHHs, 3MiHW | TUNY - 3MiHW 4,0 IHCTPYKUiT ANns peyenmom
500 mr, no 10 TabneTtok y E ATEHTCTBO KOHTPO/b AKOCTi Ta MeAMYHOro 3aCTOCYBaHHS y po34inu
6nictepi, no 10 6nicTtepis "TMPO-®APMA" Bunyck cepii: TMI "MpoTrnokasaHHsA", "B3aeMogis 3 iHLWnMK
Y KapTOHHIli KopoobLi Hopseriss AC, nikapcbkrMu 3acobamMu Ta iHLWi BUan B3aeMogiii",
Hopseris; "Oco6nmBOCTI 3aCTOCyBaHHA", "3acTOCyBaHHA Y
BMPOGHMLTBO nepiog, BaritTHOCTi abo rogyBaHHs rpyaat”,
Hepo3dhacoBaHO| "Cnoci6 3acTocyBaHHS Ta 403U" 3rigHO 3
npoaykuii: BicTiH iHbopMmaLieto Woa0 MegnMyHOro 3acTocyBaHHs
dapma AC, 3aBog pedoepeHTHOro Jlikapcbkoro 3acoby. BBegeHHs
dikkebakke, 3MiH NpoTArom 6-Tm MicAuis nicns
Hopserisi 3aTBepAKEHHSA
43. rFMIOMET TabneTkun, BKpUTI TOB Ykpaina BMPOBHMLTBO, Hopseris BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasiis: 3a UA/16347/01/02
nniBkoBok 060/10HKOM, Mo | "YHIBEPCAJ/IbH nakyBaHHs, 3MiHW | TUNY - 3MiHW [0 IHCTPYKUIT ANns peuenmom
850 wmr, no 10 TabneTok y E ATEHTCTBO KOHTPO/b AKOCTi Ta Me[MYHOro 3aCTOCYBaHHA Y po3ainu
6nictepi, no 10 6nicTepis "MPO-®APMA" Bunyck cepii: TII "MpoTrnokasaHHA", "B3aemogis 3 iHWMK
Y KapTOHHiIli KopoobLi Hopseriss AC, nikapcbkrMun 3acobamu Ta iHLWi BUAn B3aeMogiii",
Hopseris; "Oco6nmBOCTI 3aCTOCyBaHHA", "3acToCcyBaHHA Y
BUPOBHMLTBO nepiog, BariTHOCTi abo rogyBaHHs rpyaar”,
Hepo3dhacoBaHO| "Cnocib 3acTocyBaHHS Ta 403U" 3rigHO 3
npoaykuii: BicTiH iHchopmaviieto LLoA0 MeANYHOTO 3aCTOCYBaHHSA
®dapma AC, 3aBof, pethepeHTHOro NikapCcbKoro 3acoby. BeefeHHA
dikkebakke, 3MiH npoTArom 6-tT1 MicAuis nicnsa
Hopseris 3aTBepAKEHHsA
44. | TNOMET TabneTkn, BKpUTI TOB YkpaiHa BMPOGHMLTBO, Hopseris BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a UA/16347/01/03
nniBkoBot 060/10HKOW, Mo | "YHIBEPCAJIbH nakyBaHHs, 3MiHW | TUNY - 3MiHW 4,0 IHCTPYKUIT ANs peuenmom
1000 mr, no 10 TabneTok y E ATEHTCTBO KOHTPO/b AKOCTI Ta MEeAMYHOro 3aCTOCYBaHHA y po34inu
6nictepi, no 6 6nicTepiB y "MPO-®APMA" Bunyck cepii: TMI "MpoTrnokasaHHsA", "B3aeMogis 3 iHLLMK
KapTOHHI KopooLi Hopserist AC, nikapcbknMun 3acobamu Ta iHLWi BUamn B3aeMogiii",
Hopseris; "Oco6nMBOCTI 3aCTOCyBaHHA", "3acTOCyBaHHSA Y
BVMPOGHMLTBO nepiog, BaritTHoCTi abo rogyBaHHs rpyaai”,
Hepo3dacoBaHOl "Cnoci6 3acTocyBaHHsA Ta A031" 3rigHO 3
npoaykuii: BicTiH iHchopmauiieto LWoA0 MeANYHOTO 3aCTOCYBaHHSA
®dapma AC, 3aBof, pethepeHTHOro NikapCcbKoro 3acoby. BeefeHHsA
dikkebakke, 3MiH NpoTArom 6-T1 MicsAuiB nicnsa
Hopseris 3aTBepAKEeHHS
45. FTOHAN-®® PO34MH ANs iH'EKL Mo Apec TpeigiHr LLIBeliLapis Mepk CepoHo C.n.A. ITanis BHECEHHS 3MiH 0 peecTpauiiHnX MaTepiasiB: 3a UA/4113/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
300 MO (22 mkr)/0,5 mn C.A. 3MiHuW |l TMRy - 3MiHKM 80 IHCTPYKUIii Ans peyenmom
no 0,5 Mn 'y KapTpuaxi 3 MeANYHOro 3acTocyBaHHA y po3gin “MobivHi
nNpo6KoK-nopLUHEM Ta peakuii”. BBefeHHA 3MiH npoTArom 3 micsAuis
prhNEeHO0 KPULLIEYKOIO, nicna 3aTBepKeHHsA
BMILLIEHOMY Y PYUKy Ans
BBEfleHHs; no 1 pyyuita 8
ro/10K Y KApTOHHI Kopobui
46. FTOHAN-®® PO34MH ANs iH'EKLA No Apec TpeligiHr LLiBeiiLapis Mepk CepoHo C.n.A. ITania BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a UA/4113/02/02
450 MO (33 mkr)/0,75 mn C.A. 3MiHW | TMNy - 3MiHKM [0 IHCTPYKUiT Ans peyenmom
no 0,75 Mn y kapTpuaxi 3 MeAMYHOro 3acTocyBaHHs y po3aia “MobiyHi
NPO6KOI-NOpPLLUHEM Ta peaxuii”. BBegeHHsA 3MiH npoTarom 3 micsuis
pPYCh/IEHOIO KPULLIEYKOLO, nicnA 3saTBepAKeHHA
BMILLIEHOMY Y PYUKy ANS
BBefeHHs; no 1 pyyuji ta
12 ronoK y kapTOHHii
Kopo6Ui
47. FTOHAN-®® PO3YMH A5t iH'EKLA No Apec TpeligiHr LLiBeiiuapis Mepk CepoHo C.n.A. ITania BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepiasis: 3a UA/4113/02/03
900 MO (66 mkr)/1,5 mn C.A. 3MiHW | TMRYy - 3MiHKM J0 IHCTPYKUiT Ans peyenmom
no 1,5 Mny kapTpuaxi 3 MeAMYHOro 3acTocyBaHHs y po34ia “MobiyHi
NPO6KOI-NOpPLLUHEM Ta peakuii”. BBefieHHA 3MiH npoTArom 3 micsuiB
pYch/IEHOO KPULLIEYKOLO, nicnA 3aTBepAKeHHA
BMILLIEHOMY Y PYUKy ONS
BBefeHHs; no 1 pyyui Ta
20 ronoK y KapTOHHii
Kopo6Ui
48. | OEPEBIHO Tpasa no 50 r y nayui 3 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 6e3 UA/2357/01/01
TPABA BHYTPILLUHIM NaKkeToMm; no dapmaneBTUYHA dapmaueBTUYHA 3MiHM | TMNY - AgGMiHICTPATUBHI 3MiHN. 3MiHa peuyenma
1,5 ry chinbTp-nakeTi; no thabpuka pabpuka "Biona" HaliMeHyBaHHs Ta/abo aapecy 3asiBHMKa
20 ghinbTp-nakeTiB y naui "Biona" (BnacHuKa peecTpauiiHoro NOCBifYEHHS) - 3MiHa
afipecu 3asiBHUKa
49. | ONKNO®PEHAK PO34UH NS iH'eKLii 2,5% MAT Ykpaina MAT "Ny6Hudpapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/5713/01/01
HATPIO no 3 mn1 B amnyni; no 5 "Ny6Hudbapm" 3MiHu Il Tuny - 3MiHn Wwoao peyenmom

amnyn y 6nictepi; no 1, 2
abo 20 6nicTepiB y nauui 3
KapTOHY

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B's13aHb Ta YMOB
BMAAYi peecTpauiliHoro nocBigYeHHs,
BK/IOYa0uM MnaH ynpasniHHA pusnkamu
(3acTocyBaHHA 3MiH(K), sKi(a) BUMaratoTb(€)
NoAasbLIOro 06r'pyHTYBaHHSA HOBUMMU
[0AaTKOBUM AaHVIMW, L0 MaloTb HagasaTucs
KOMNETEeHTHUM OpraHoM, OCKi/TbKV BUMaraeTbCs
CyTTEBA OLiHKa KOMNETEHTHUM OpraHom)
(BukoHaHHs1 3060B's13aHb BigNoBiAHO 40
nignyHkTy 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY 2
pogpatky 15 no Mopsaky npoBefeHHs
eKcnepTn3n peecTpauiiHnx MaTepianis Ha
nikapcbki 3ac06u, W0 NoAalnTbCA Ha AePXaBHY
peecTpaviio (nepepeecTpalito), a Takox
eKcnepT13n MaTepiasiiB PO BHECEHHSA 3MiH 0




43

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
peecTpauiiHnx maTepianis NpoTArom Al
peecTpauiiHoro nocBiAYeHHs, 3aTBEPAKEHOr0
Haka3om MO3 Bif 26.08.2005 Ne 426 (y pegakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)
50. | AUKNO®EHAK PO34UH ANs iH'eKLin 2,5% MAT Ykpaina MAT "Nly6Hudpapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3a UA/5713/01/01
HATPIO no 3 mn1 B amnyni; no 5 "Ny6Hudhapm" 3MiHn | TUNY - 3MiHK 3 aKocTi. FoToBMiA peyenmom
amnyn y 6nictepi; no 1, 2 nikapcbkuii 3aci6. Cuctema
abo 20 6nicTepiB y nayui 3 KOHTeliHep/3aKkynopoBasibHW 3aci6 (iHWi 3MiHN)
KapToHy; no 5 a6o 10 CynyTHs 3MiHa - 3MiHKM 3 AKOCTi. FoTOBUIA
amnyn y nauii 3 KapToHy 3 nikapcbkuii 3aci6. Cuctema
neperopogkamu KOHTelHep/3aKynoptoBasibHWiA 3aci6. 3MiHa 6yab-
AKOT YaCTVHW MaTepiany NepBYHHOI YNakoBKH,
LLIO He KOHTaKTYE 3 FOTOBUM NiKapCbKUM 3aCO060M
(Hanpviknag, Konip KpMLIEeYOoK 3 KOHTPOEM
NepLUoro BiAKPUTTA, KOMIP KOAOBMX Kiflelb Ha
amnynax, KoHTeliHepa A1 ronok (pisHi Buan
nnactMacu) (3MiHa, sika He BM/IMBAE Ha KOPOTKY
XapaKTepucTuKy NikapCbkoro 3acoby) (BBeAeHHs
[0AaTKOBOrO BTOPUHHOIO NakyBaHHA y BUrNSAA)
nayky 3 KAPTOHHUMM Neperopoakamu, 3
BiANOBIAHMMM 3MiHaMK y p. «YnakoBka») (TepMiH
BBE/EHHS 3MiH MPOTAroM 3-X MicsiB nicns
3aTBEPKEHHS)
51. ANCMEHOPM Tabnetkn no 80 TabneTok [Loiiue HimeuyunHa [oiiue XomeonarTi- HimeuunHa BHECEHHS 3MiH 4O peecTpaviiHnx MmaTepiasiis: 6e3 UA/8146/01/01
y thnakoHi; no 1 donakoHy Xomeonari- YHioH AXY- 3MiHW | TUNY - 3MiHW 4,0 IHCTPYKUiT AN peyenma
Y KapTOHHiIli KopoobLi YHioH AXY- ApuHaiimiTTens MeAMYHOro 3aCTOCyBaHHA A0 PO3LiniB:
ApuHaiimitTTens v6X & Ko. KI "dapmakoTepanesTuyHa rpyna” "Ocobnusi
v6X & Ko. KI 3acTepexeHHs", "3acTocyBaHHs Yy nepiog,
BariTHOCTi abo rogysBaHHA rpyaato”, "Cnocio
3acTocyBaHHSA Ta go3un", "MNobivHi echektn”,
"B3aemogis 3 iHWVMU fikapcbknMu 3acobamu Ta
iHLWIi BMAW B3aemogiji", BignoBigHO A0 MaTepianis
pPeECTpaL,iiHOro A0Cbe
52. | AOP3ITIM® OYHi Kpanni, po34uH in AT Ykpaina PAD®APM C.A. Ipeuis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: - UA/16270/01/01
bulk: no 100 a6o 200 "KNIBCbKW 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
h1aKOHIB Y KAPTOHHIN BITAMIHHW HaliMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa
KOpooLi 3ABO4" (BnacHvka peecTpaLiiiHoro noceig4YeHHs) (3MiHa
HaliMeHyBaHHS 3asBHVKa) (TepMiH BBEAEHHS
3MiH NpOTArom 6-Tv MicsiLiB micns
3aTBEPKEHHS)
53. | AYNOKCEHTA Kancysim KULWKOBOPO3YNHHI KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3a UA/16095/01/01
TBepai, no 30 mr no 10 HoBo mecTo bulk", nepBuHHa 3MiHM | TUNY - NogaHHsa HoBoro CepTudikarty peyenmom

Kancyn y 6nicrepi; no 3
abo 6 6nicTepis y
KapTOHHI KOpooLi

ynakoBka, BTOPVHHA
ynakoBka, KOHTPO/b
cepii Ta BANyCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHiIsi; KOHTPO/Ib

BiANoOBigHOCTI EBponeiickkili hapmakonei Bif
3aTBEPKEHOro BUPOoOHNKa AP aynokceTnHy
rigpoxnopug, Bif BXe 3aTBEPAKEHOrO
Bupo6HuKa KRKA, d.d., Novo mesto, Slovenia -
RO-CEP 2015-246-Rev 01 Ha 3amiHy macTep-
dhaiiny. AK Hac/iJokK, YTOYHEHHS agpecy Micust
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
cepii: KPKA, a.4., NPOBaKEHHS AISNbHOCTI 3aTBEPAKEHOT
HoBo mecTo, BMPOBHUYOT AiNbHUL 4151 CUHTE3Y MPOMDKHUX
CnoBeHis pPeyvyoBUH Ta foAaBaHHSA BUPOOHNYOI finbHUL
[N51 CYHTE3Y NPOMiXKHWX PEYOBWH
54. | AYNOKCEHTA Kancynn KULWKOBOPO3UMHHI KPKA, a.4., CnoseHisa BMPOBHULTBO "in CnoseHis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3a UA/16095/01/02
TBepai, no 60 mr no 10 HoBo mecTo bulk", nepsuHHa 3MiHM | TUNY - NogaHHa Hosoro CepTudikarty peyenmom
Kancyn y 6nictepi; no 3 yrakoBKa, BTOPUHHA BiANOBIgHOCTI EBponeiickkili hapmakonei Bif
abo 6 6nictepiB y yrnakoBKa, KOHTPO/1b 3aTBEpPKEHOro BUPO6HMKa AP| aynokceTuHy
KapTOHHI KOPOOL cepii Ta BMNycK rigpoxnopua, Big, BXe 3aTBepaKeHoro
cepii: KPKA, ao.4., Bmpo6Huka KRKA, d.d., Novo mesto, Slovenia -
HoBo mecTo, RO-CEP 2015-246-Rev 01 Ha 3amiHy macTep-
CnoBEHIS; KOHTPO/Tb dhainny. Ak HacnifoK, yTOUHEHHS agpecu Micus
cepii: KPKA, ao.4., NPOBaKEHHS AISNbHOCTI 3aTBEPAKEHOT
HoBo mecTo, BMPOBHUYOT AiNbHUL 4151 CUHTE3Y MPOMDKHUX
CnoBeHis PeyvYoBUH Ta foAaBaHHSA BUPOOHNYOT finbHUL
ANS CYHTE3Y NPOMiXKHUX PEYOBWH
55. EHANANPUN-H- Tabnetku, 10 mr/25 mr in ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepiasis: - UA/14872/01/01
340POB'A bulk: no 1000 a6o 10000 06MexeHot 06MexeHo 3MiHW | TURY - 3MiHK, NOB'A3aHi 3 HEOOXiAHICTO
TabneTok y nakeri BignosiganbHicT BifNoBiAANbHICTIO npuBeAeHHs y BiANOBIAHICTb A0 MOHorpadii 4dPY
nonieTuneHoBoMy y 10 "®apmMaueBTUYHA abo €sponelicbkoi hapmakonei, abo iHLwoi
KOHTeliHepi "papmMaLeBTUyH KomnaHis "3gopos'a” HaLjioHasbHOI thapmakonei aepxasu E€C (3miHa 'y
a KoMmnaHis cneuundikauisx, nos'azaHa 3i 3amiHamu B 1dY,
"3popos'a”

abo Esponelicbkiii hapmakonei, abo iHLWii
HaLjioHasbHIl thapmakonei gepxasun €C);
CynyTHA 3MiHa: 3MiHa y MeTogax BUNpobyBaHHS
A®| abo BUXigHOrO MaTepiany/NpPoMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BUpo6HuuTea AdI; 3MiHM | Tuny —
nofaHHsA HOBOro cepTudikaty BignoBigHOCTI
€sponelicbkoi hapmakonei Ne R1-CEP 2008-
021-Rev 02 Bif 3aTBEpAKEHOrO BMPOGHUMKA AdDI
Figpoxnoptiasug, Sk HacnigoK, BUSTyYEHHS 3i
cneumgikauii BXigHOro KOHTPO/IKO NoKasHMKa
«3annLwKoBa KiNlbKiCTb OpraHiYHMX PO3UNHHUKIBY,;
CynyTHSA 3MiHa: 3MiHa y napameTpax
crneundikauii Ta/abo JoNyCcTUMUX MEX,
BM3HAYEeHNX Yy cneundikauisx Ha A®l, abo
BVXiAHWIA/NPOMIDXHUIA NpoAYKT/pearexT, Wwo
BMKOPUCTOBYIOTbCSA Y npoueci BupobHuytea Adl;
3MiHu | TUNY — Nof4aHHA HOBOrO cepTudikaTy
BiANOBIAHOCTI EBponeiicbkoi thapmakonei ans
A®| Tigpoxnoptiasng Ne R1-CEP 2006-011-Rev
01 Big, 3aTBEpPAXEHOr0 BUPO6HUMKA ADI. HK
HacnifoK, yTOYHEHHS afapecy MicLie3HaXOKEeHHS
BMPO6GHMKa (3amiHa IopuanYHOI agpecu Ha
agpecy BUPOOHNYOT AiNbHWLI) Ta 3MiHU [0
crneundikavii Ta MeToaiB BXi4HOro KOHTPO/IKO
A®I; cynyTHs 3MiHa: 3MiHa y napameTpax
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

cneuudikauin Ta/abo fonycTUMUX MEX,
BM3HAUYEHNX Yy cneuudikauisx Ha A®l, abo
BUXIAHUIA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTea Ad|
- 3MiHa y meTogax BunpobysaHHA APl abo
BYVXiHOro Matepiany/npoMixXHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoteci BUpo6HMLTBa ADI; 3MiHK | TUMY - 3MiHW,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY a6o
€Bponeiicbkoi thapmakonei, abo iHwoi
HauioHasbHOT hapmakonel gepxasun €C (3MiHa y
cneuudikauisix, noB'A3aHa 3i 3MiHamy B Y,
abo Esponelicbkiil hapmakonei, abo iHLWii
HauioHanbHin chapmakonei aepxasu €C) -
npuBeaeHHs cneuudikauii Ta MeToAiB BXiZHOro
KOHTpoNto A®I EHananpuny masneat y
BiANOBIAHICTb 4,0 BUMOT fjl040ro BugaHHsa EP;
CynyTHS 3MiHa: 3MiHa Yy MeTogax BUNpobyBaHHs
A®| abo BUXigHOro MaTepiany/npoMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®I; 3miHu | Tuny -
noJaHHa OHOBJIEHOro cepTudpikarty BignoBigHOCTI
€sponeiicbkoi thapmakonei Ne R1-CEP 2009-
367-Rev 01 Big 3aTBEpAXEHOr0 BMPOGHMKa API
Enananpuny manear. Sk Hacnifok, yTO4UHEHHS
HaliMeHyBaHHS Ta MiCL,e3HaxX04KEHHS
BUPOGHMKA; 3MiHW | TMY - NOJaHHA HOBOTO
cepTudikaTy BignoBigHOCTI EBponeiicbKol
hapmakonei Ne R1-CEP 2000-053-Rev 03 Big
3aTBEpMAKEHOro BMpobHuka A®| EHananpuny
mManear. Ak HacnifgokK, yTOYHEHHSA agpecu
MiCLie3HaxXoMKEHHS BUPOOHUKA (3amiHa
IOpUAMYHOI aApecy Ha afpecy BMPOGHNYOT
OinbHULI) Ta 3MiHK A0 cneuudikalii Ta MeToAis
BXiHOro KOHTposto A®I; cynyTHS 3miHa: 3MiHa Y
napameTpax cneuudikauii Ta/abo JonycTUMMX
MeX, BU3HaYeHuX y cneuudikauisx Ha AdPl, abo
BUXIAHUIA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTea Ad|
- 3MiHa y meTogax BunpobysaHHA APl abo
BVXiiHOro Matepiany/npoMixXHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa APl

56.

EHANANPUN-H-
3/0POB'A

Ta6neTku, 10 mr/25 mr no
20 a6o no 30 TabneTok y
6nictepi; no 1 abo no 2
6nicTepy B KApPTOHHIN

ToBapucTso 3
0bMexeHoto
BignosiganbHICT
10

Ykpaina

ToBapucTso 3
0bMexeHot
BiANOBIAAILHICTIO
"PapmaueBTnyHa

YkpaiHa

BHECEHHS 3MiH 0 peecTpavliinHux MmaTepiasis:
3MiHM | TURY - 3MiHK, NOB'A3aHi 3 HEOOXiAHICTO
npuBeAeHHs y BiANOBIAHICTb A0 MoHorpadii 4dY
abo Esponeickkoi hapmakonei, abo iHLwoi

3a
peyerimom

UA/1351/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
Kopoo6Li "®dapmaneBTUyH KomnaHis "3gopos'a” HaujioHanIbHOI thapmakonei aepxasu E€C (3miHa 'y
a KoMnaHis crneundikauisx, nos'asaHa 3i 3amiHamy B 1dY,
"3popos'a" abo EBponeiicbkii hapmakonei, abo iHLWil

HaujioHasbHIl thapmakonei gepxasu €C);
CynyTHA 3MiHa: 3MiHa y MeTogax BUNpobyBaHHS
A®| ab0o BMXigHOrO MaTepiany/npoMixKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoeci BUpo6HuuTBa AdI; 3MiHM | TNy —
noAaHHA HOBOro cepTudikaTy BignoBIAHOCTI
€Bponelicbkoi hapmakonei Ne R1-CEP 2008-
021-Rev 02 Big 3aTBEpAXEHOr0 BUPOOHUKA AD|
Figpoxnoprtiasng, Sk HacnigokK, BUTYYeHHS 3i
cneumdikauii BXigHOTO KOHTPOJIIO NOKa3HUKa
«3annLLKoBa KiNlbKiCTb OpraHiyHUX PO3UNHHUKIBY;
CYNyTHS 3MiHa: 3MiHa y napameTpax
cneuudikauin Ta/abo fonycTUMUX MEX,
BM3HAUYEHNX Yy cneuudikauisx Ha A®l, abo
BUXIAHUA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BMKOPVCTOBYIOTbCS Yy NpoLeci BUpobHuuTea Adl;
3MiHuM | TUNY — NoA4aHHA HOBOrO cepTudikaTy
BifNoBigHOCTI E€Bponelicbkoi hapmakonei 4ns
A®| Tigpoxnoptiasng Ne R1-CEP 2006-011-Rev
01 Big 3aTBEPKEHOrO BUPO6HUKA API. AK
HaCnNifoK, yTOYHEHHS afpecy MiCLEe3HaXOMKEHHS
BMPO6HMKa (3amiHa IopuanYHOI agpecu Ha
afpecy BUPOOGHWUYOI AiNbHWL) Ta 3MiHWU 40
cneumdikauii Ta MeTOAB BXiHOrO KOHTPO/IIO
A®l; cynyTHA 3miHa: 3MiHa y napameTpax
cneuudikalin Ta/abo foNyCTUMUX MEX,
BM3HAYeHWX y cneuudikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, wo
BVKOPVCTOBYIOTLCSA Y NpoLeci BupobHuutea Ad|
- 3MiHa y MeTogax BunpobysaHHa APl abo
BVXiHOTO Matepiany/MpoMixXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoteci BUpo6HuuTBa A®I; 3MiHW | TURY - 3MiHK,
noB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii AdY abo
€Bponeiicbkoi thapmakonei, abo iHwoT
HaujioHanbHOI chapmakonei aepxasu E€C (3miHa 'y
cneundikauisx, nos'a3aHa 3i 3amiHamy B 1dY,
abo Esponelicbkiin hapmakonei, abo iHLWii
HaujioHanbHili hapmakonei gepxasu €C) -
npuBefeHHs cneundikadii Ta MeTogis BXigHOro
KOHTpoNto A®| EHananpuny maneat y
BiANOBIAHICTb 40 BUMOT Ajt040ro BugaHHs EP;
CynyTHA 3MiHa: 3MiHa y MeTogax BUNpobyBaHHS
Ad| abo BMXigHOTO MaTepiany/NpoMixKHOro
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Ymosu

Homep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka chopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Bionycky

peecmpayiliHo2o
nocsioYyeHHs1

3acoby

ynakoska)

NPOAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTBa A®I; 3MiHM | TUNY -
NnoAaHHA OHOBMIEHOTO cepTudiikaTy BiANOBIAHOCTI
€Bponelicbkoi hapmakonei Ne R1-CEP 2009-
367-Rev 01 Big 3aTBEpAXEHOro BUpobHUka Ad|
Enananpuny maneart. Ak Hacnifok, yTOuHeHHS
HaiMeHyBaHHS Ta MiCLe3HaxX0AKEHHS
BMPOGHWKa; 3MiHW | TNy - NOAaHHA HOBOTO
cepTudikaTy BignoBigHOCTI €EBponeiicbkol
thapmakonei Ne R1-CEP 2000-053-Rev 03 Big,
3aTBEpAXEHOro BMpobHuka A®I EHananpuny
Masieart. K HacnifgoK, yTOYHEeHHs agpecu
MiCL,e3HaxXoMKeHHs BUPOOHUKa (3amiHa
IOpUAMYHOT afpecy Ha afpecy BUPOBHUYOT
AinbHULI) Ta 3MiHK Jo cneuudikaLii Ta MeToAis
BXiJHOr0 KOHTPO/0 AdI; cynyTHA 3MiHa: 3MiHa Y
napameTpax crneuudikauii Ta/abo gonycTUMmx
MeX, BU3HaueHux y cneuudikanisx Ha A®l, abo
BVXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BVKOPVCTOBYIOTLCSA Y NpoLeci BupobHuutea AdI
- 3MiHa y MeTogax BunpobysaHHa APl abo
BVXiHOTO Matepiany/MpoMixXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea APl
BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:

3a

UA/10471/01/03

57.

E®AMAT

TabneTku, BKpUTI

KOHTeliHepi, no 1
KOHTeliHepy B nauui 3
KapTOHY

NNiBKOBOK 060/10HKOIO, NO
200 wmr, no 30 TabneTok y

MinaH
Nab6opaTopiec
Nimiten

IHais

MinaH
Nab6opaTopiec
Nimiteq

MinaH

IHais

IHais

3MiHM | TUny - 3MiHa y napameTpax cneuudikadiii
Ta/abo fonyCTUMMNX MEX, BUSHAUEHUX Y
cneumdikauisix Ha Ad®l, abo BMXigHWIA/MPOMIKHWIA
NpOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCS Y
npoteci Bupo6HuuTea Adl (y pasi BigCyTHOCTI
MoHorpadii Ha A®l y IdY, EBponeiicbkii
thapmakonei abo iHLUi HaLioHaNbHIl
hapmakonei gepxasu €C, 3MiHa BHYTPILLUHbOI
cneuudikauii Ha MoHorpadito HeodiLiiHOT
hapmakonei abo hapmakonei TpeTboil KpaiHu);
CynyTHA 3MiHa: 3MiHa y MeTogax BUNpobyBaHHs
A®| abo BMXigHOro Matepiany/npomMixKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AP (iHWwi 3MiHM y MeTodax
BMNpo6yBaHHSA (BK/THOYatoun 3amiHy abo
[0noBHEHHST) AD| abo BUXIAHOTO/NPOMIXHOro
NpPoAyKTY) - NpMBEAEHHS cneuudikauii BXigHOro
KOHTpO/I0 Yy BignoBigHicTb o USP 3a
NnokasHUKoM «Bopa», CynpoBifHi JOMILLKK:
[04at0TbCs iHLWI iAeHTUiKoBaHI AOMILLKM
BiANoBigHO A0 MoHorpadii USP, BignoBigHa
3MiHa MeTOAMKM BUNPobyBaHHsA (in hous)

peyenmom

3a

BHECEHHS 3MiH [0 peecTpaLiiiHMx MaTepianis:

UA/10471/01/04

TabneTKn, BKpUTI

MinaH

IHais

58.

EPAMAT
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
NAiBKOBOK 060I0HKOLO, MO Na6opaTtopiec Na6opaTtopiec 3MiHM | TURy - 3MiHa y napameTpax cneuudikawii peyenmom
600 mr, no 30 TabneTok y NimiTeq NimiTen Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
KOHTelHepi, no 1 cneumdikauisx Ha A®l, abo BUXiAHWUA/NPOMIXHWIA
KOHTelHepy B naui 3 NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
KapToHY npoteci Bupo6HuuTea Adl (y pasi BigcyTHOCTI
MoHorpadii Ha A®l y IdY, EBponeiicbkiii
thapmakonei abo iHLiA HaLioHaNbHIl
thapmakonei fepxasu €C, 3MiHa BHYTPILLHbOT
cneumdikauii Ha MoHorpadito HeodiLiiHOI
thapmakonei abo dhapmakonei TpeTbOoi KpaiHu);
CynyTHA 3MiHa: 3MiHa y MeTogax BUNpobyBaHHs
A®| ab0o BMXigHOrO MaTepiany/npoMiXKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoteci BUpo6HMLTBa AP (iHLWi 3MiHM Yy MeToAax
BMNpoGYyBaHHSA (BK/IHOYa0UM 3amiHy abo
[0MnoBHEHHs) A®| abo BUXiAHOro/NpPOMIXKHOTO
NpoayKTy) - NpUBeAEeHHSA crneundikauii BXigHoro
KOHTPOIO Y BiANOBIAHICTL fo USP 3a
nokKasHUKoM «Bogax», cynpoBigHI fOMILLKK:
[ofarTbes iHWi igeHTUikoBaHi 4OMILLKM
BiAnNoBigHO A0 MoHorpadii USP, BignosigHa
3MiHa MeToAMKN BUNpo6yBaHHs (in hous)

59. E®OKC® JTIOHI Kancysm nposIoHroBaHoi Na6opwmes- PymyHis BUPOBHUK HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3a UA/4653/01/01
4ii no 50 mr no 10 kancyn ®apma C.A. Hepo3dgacoBaHOl 3MiHK || TURy - 3MiHK A0 IHCTPYKLT ANs peyenmom
y 6nicTepi; no 3 6nictepu npoaykuii Ta MeJMYHOro 3aCTOCYBaHHsA [0 po3ainy
B KapPTOHHII nauui KOHTPO/b SKOCTI: "B3aemogia 3 iHWKMMKM Nikapcbkumn 3acobamm Ta

Elicika iHLWI BMAW B3aemogiin". BBegeHHA 3MiH
dapmMacbloTUKan3 npoTArom 6 micAuUiB nicna 3aTBepAKEeHHsA
M6X, HimeuuunHa,;

BMPOBHUK
BiANOBiAA/IbHWIA 3a
KOHTPO/b AKOCTI
Hepo3dghacoBaHOl
npoaykuii: Evicika
dapmacboTrKan3
m6X, HimeuunHa;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs: Eicika
PapmacboTrKan3
M6X, HimeuuunHa,;
BMPOBHUK
BiANOBiAA/IbHWIA 3a
BUNyckK cepii: Eicika
PapmacboTrKan3
'm6X, HimeyunHa

60. | 3EDDIKC™ PO34unH opasibHUiA, 5 Mr/Mn | TnakcoCmiTKns Benuvka nakcoCmiTKnsiiH KaHaga BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a UA/10590/01/01

no 240 ma y dp1akoHi; no 1 H Excrnopt BpuTaHis IHK. 3MiHK | TNy - 3MiHa NapameTpiB cneumndikauii peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
h1akoHy B KOMMN/IEKTi 3 Nimiteq Ta/abo foNyCTMMUX MEX roTOBOrO /iKapCbKoro
[03YH4MM LWNpuLem Ta 3aco0by - BHECEHHS 3MiH y Cneyudikadiio npu
ajantepom A1 wnpuua B BWMYCKY Ta Y KiHL,i TEPMiHY NpuAaTHOCTI rOTOBOro
KOpOO6Li 3 KapTOHY nikapcbkoro 3acoby, a came NpviBeAEHHS
nokKasHvika MikpobionoriyHa ymcrorta y
BIANOBIAHICTb A0 BUMOT AjtoYoi dhapmakonel
61. | 30KOP® TabneTku, BKpUTI Mepk Wapn i LLiBefiuapis BMPOBHUK Benuka BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/0645/01/02
NNiBKOBOIO 060/10HKOMD, MO [oywm lgea, IHK Hepo3dgacoBaHOl BpuTaHis/ 3MiHK | Tuny - 3MiHa napameTpiB cneyudikawii peuenmom
20 mr Ne 28 (14x2) y NpoAyKLii, KOHTPO/Tb HigepnaHgn Ta/abo fonyCTUMUX MEX roTOBOrO NiKapCbKoro
6nictepax akocTi: Mepk LWapn i 3aco6y - AONOBHEHHS cneuyvdikalili HOBUM
Joym Nimiten, nokasHNKoMm «poaykTu aerpagadii» y
Benuka BpuTaHis; BIANOBIAHICTb A0 BUMOT MOHOrpadii «Simvastatin
nakyBaHHs, BUMYyCK Tablets» gitoyoro BugaHHsa BP.
cepii: Mepk LWapn i BBeAeHHA 3MiH npoTAarom 1-ro micaua nicna
Joym B.B., 3aTBepPMKEHHA
Hinepnanamn
62. | 30KOP® TabneTku, BKpUTI Mepk LWapn i LLiBeiiuapis BUPOBHUK Benvka BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepiasis: 3a UA/0645/01/03
NAiBKOBOK 06010HKOIO, MO [oywm lgea, IHK Hepo3chacoBaHol BputaHis/ 3MiHM | Tuny - 3mMiHa napameTpis cnevuudikawii peyenmom
10 mr Ne 28 (14x2) y NPOAYKLT, KOHTPO/Ib HigepnaHamn Ta/abo [oNyCTUMUX MEX roTOBOrO NiKapCbKoro
6nictepax AaKocTi: Mepk Wapn i 3aco6y - AONOBHEHHS cneuumdikalili HoBUM
[Joym Nimites, nokasHukom «lpoaykTu gerpagauii» y
Benvika bpuTaHis; BiANOBIAHICTb 40 BUMOr MOHOrpadii «Simvastatin
nakyBaHHs1, BUMYCK Tablets» pjtouoro BugaHHsa BP.
cepii: Mepk Wapn i BBegeHHA 3MiH npoTArom 1-ro micAua nicnsa
[Joym B.B., 3aTBepMKEeHHA
Higepnanamn
63. | 30TEK®-200 TabneTku, BKpUTI OpraHocvH IHgis EBepTogxeH Naid IHais BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasii: Ne 10 — 6e3 UA/11501/01/01
NAiBKOBOK 000J10HKOLO, MO Naiigp CaeHcns CaeHcus Jlimiteq, 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenma,
200 mr, no 10 TabneToK y M. N114. HaliMeHyBaHHA Ta/abo agpecy Micus Ne 10x10 —
6nictepi; no 1 abo 10 NPOBaKEHHS AisIbHOCTI BUpO6HMKa/iMnopTepa 3a
6nicTepiB y KAPTOHHIi roTOBOrO NiKapPCbKOro 3acoby, BKkIYatoun peyernmom
Kopoo6Li AiNbHUL BUNYCKY cepii abo micle npoBefeHHs
KOHTPOJTH0 SIKOCTI. (AiSNIbHICTb, 3a 5Ky BigMNoBigae
BMPOGHUK/iMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecu BUpO6HKKa, 6€3 3MiHK Micus
BMpOo6HMLUTBA) (TEpMiH BBEAEHHS 3MiH NPOTAroM
3-X MicsUiB nicns 3aTBEPAKEHHS)
64. | 30TEK®-200 TabneTkn, BKPUTI OpraHocvH IHAiA EBepTomkeH Naind IHAiA BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: - UA/11502/01/01
NAiBKOBOK 060JI0HKOLO, MO Naiidp CaeHcns CaeHcus NlimiTeq, 3MmiHu | TUNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
200 wmr in bulk: no 2500 MeT. N14. HaliMeHyBaHHs Ta/abo agpecu Micus

TabneTok y noABiiHUX
naketax 3 onbru
nonieTuneHoBol y
KapTOHHiiA KOopo6Lj

NpPOBaKEHHS AifNIbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO NiKAPCbKOro 3acoby, BK/IoUaoun
OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHUK/IMNOpPTEp, BK/TKOYAKUM BUMYCK CEpili)
(3miHa agpecu BUpo6HKKa, 6€3 3MiHN Micus
BMPO6HULTBA) (TEPMIH BBELEHHS 3MiH MPOTArOM
3-X MicsiLiB micnsl 3aTBEPAKEHHS)
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
65. | 30TEK®-300 TabneTkn, BKpUTI OpraHocvH IHAis EBepTomkeH Maiid IHAis BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: - UA/11502/01/02
NNiBKOBOIO 060J1I0HKOMD, MO Naiigp CaeHcns CaeHcus Jlimiteq, 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
300 wmr in bulk: no 2500 Mer. N14. HalimeHyBaHHs Ta/abo agpecu micus
TabneToK y noagiiHmx NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
naketax 3 osbrm roTOBOrO NiKapCbKOro 3acoby, BkIoYatoun
nonieTuneHosol y AinbHUL BUNYCKY cepii abo micle npoBegeHHs
KapTOHHI KOpooLi KOHTPOJII0 AKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/iMNOpTEp, BK/THOYAKUM BUMYCK Cepili)
(3miHa agpecu BUpO6HKKa, 6€3 3MiHK Micus
BMPO6HMLTBA) (TEepMiH BBEEHHS 3MiH MPOTSAroM
3-x MicsiLiB NicNs 3aTBEPAYKEHHS)
66. | 3O0TEK®-300 TabneTkn, BKpUTI OpraHocvH IHAiA EBepTogxeH Maiid IHAis BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis: Ne 10 — 6e3 UA/11501/01/02
NAiBKOBOK 060JI0HKOIO, MO Naiidp CaeHcns CaeHcus NlimiTeq, 3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma,
300 wmr, no 10 TabneTtok y MeT. N14. HalilMeHyBaHHs Ta/abo agpecu Micus Ne 10x10 —
6nictepi; no 1 a6o 10 NPOBaKEHHS AiSIbHOCTI BUpOo6OHMKa/iMnopTepa 3a
6nicTepiB y KAPTOHHIN rOTOBOrO /iKapCbKOro 3acoby, BKIKYakun peyenmom
KopoobLi OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOJIHO SKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecu BUPO6HKKa, 6€3 3MiHN Micus
BMPO6HMLTBA) (TEPMIH BBELEHHS 3MiH MPOTAroM
3-x MicsiLiB micnsl 3aTBEPAKEHHS)
67. | 30TEK®-400 TabneTku, BKpUTI OpraHocvH IHais EBepTogKeH flaiig IHais BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepianis: Ne 10 — 6e3 UA/11501/01/03
NNiBKOBOI 060JI0HKOHD, MO Naiidp CaeHcmns CaeHcms Jliviteq, 3MiHM | TMNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenma,
400 wr, no 10 TabneTok y Met. N14. HalimeHyBaHHs Ta/abo agpecy Micus Ne 10x10 —
6nictepi; no 1 a6o 10 NPoBaPKEeHHS AiSNIbHOCTI BUpobHMKa/imnopTepa 3a
6nicTepiB y KAPTOHHIN rOTOBOrO /iKapCbKOro 3acoby, BKIKYaoun peyenmom
Kopoo6Li AinbHUU BUNYycKy cepii abo micle NpoBeaeHHs
KOHTPO/IH0 SIKOCTI. (AiSNbHICTb, 3a Ky BiANoBigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecy BMpO6HUKa, 6e3 3MiHM Micus
BMpO6HULUTBA) (TEepMiH BBEAEHHS 3MiH NPOTArOoM
3-X MicsLiB nicns 3aTBEPAYKEHHS)
68. | 30TEK®-400 TabneTku, BKpUTI OpraHocvH IHais EBepToaKeH flaiid IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: - UA/11502/01/03
NNiBKOBOK 060I0HKOIO, MO Nalich CaeHems CaeHcus NimiTeq, 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
400 wmr in bulk: no 2500 Mer. N14. HaliMeHyBaHHS Ta/abo agpecu micus
TabneToK y NnoAgiliHmX NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
naketax 3 honbru roToBOro NiKapCbKOro 3acoby, BKIoUatoUn
nonieTuIeHoBo! y OiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHS
KapTOHHI Kopoo6Li KOHTPOJIH0 SIKOCTI. (AiSNbHICTb, 3a Ky BiAnosigae
BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepill)
(3miHa agpecu BUpOGHMKa, 6€3 3MiHN Micus
BMPOGHULTBA) (TEepMiH BBELEHHSI 3MiH MPOTSAroM
3-X MicsiLiB nicns 3aTBEpAYKEHHS)
69. | IBOKET® cnpeii opomyko3Huid, 1,25 Na6opmeg- PymyHis Elicika HimeuunHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a UA/3055/01/01
mr/go3sy, no 15 mn (300 dapma C.A. dapmacboTukans 3MiHuM | TUNY - 3MiHa Ha3BM Ta agpecu Micus peuenmom
[03) y chnakoHi; no 1 M6X BMNPOBaKEHHSA [isNIbHOCTI BUPOGHMKa ADI

h1aKoHY B KAPTOHHIl

i3ocopbigy AnHITpaTy




51

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Kopo6ui

70.

INOMELIH

KOHLEHTpaT A5 pO3UnHy
Ans iHdysii, 20 mkr/mn,
no 1 mn B amnyni, no 5
amnyn y KapTOHHI
Kopoo6Li

Baiiep Al

HimeyunHa

Bepnivepg C.A.

IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MmiHu | TUNy - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHSA AiSNIbHOCTI BUPOBHMKa
(BKtOUatoum, 3a HEOOXiAHOCTI, Micue
NpPOBeLEeHHS KOHTPOJIIO SKOCTi), a60 BiacHUKa
mMacTep-gaiina Ha Adl, abo nocTavasibHuKa
Adl/BnxigHoro matepiany/peareHTy/npOMiXXHOIo
NPOAYKTY, WO 3aCTOCOBYIOTHCA Y BUPOOHWLITBI
A®| (SKLW0 3a3HAYEHO Y LOCLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudiikata BifNOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHMKA HOBOI LONMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE) (3MiHA
Ha3Bu BNpoGHKKa AD| Baiiep ®apma Al
(BynnepTasb), WO BIANOBIAAE 3a CUHTES, Ta
ounweHHs A®l inonpocty (etan 1 - 7.4),
chiHanbHe ouuLLeHHs (eTan 7.5), ynakoBsky,
KOHTPO/b AKOCTi A®I (32 BUHATKOM "BadKKMX
meTanis"), 6e3 3MiHM MicLA BUPOGHMLTBA 3
BiANOBIAHUMY 3MiHaMK Y p. «Cknag»); 3minu |
My - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS Ais/IbHOCTI BUPOOHMKA
(BK/KOYatoUM, 3a HeOBXiAHOCTI, Micue
NpPOBeAEHHS KOHTPO/IIO SKOCTI), ab0 BlacHuMka
macTep-aiina Ha Adl, abo nocTavanbHyKa
Ad|/BMXxigHOrO MaTepiany/peareHTy/npomMiKHOIro
NPOAYKTY, L0 3aCTOCOBYHOTLCSA Y BUPOOGHULTBI
A®| (KW 3a3HAYEHO Y [OChE Ha NikapCbKuii
3acib) 3a BiACYTHOCTI cepTudikarta BiANoBiAHOCTI
€Bponeiicbkii hapmakonei y 3aTBepapkeHomy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEUYOBUHM (SKLLO 3a3HAYEHO Y A0CbE) (3MiHA
Ha3Bu BUpo6HVKa AP| Baiiep ®apma Al
(BepniH), Wwo BiANOBIgAa€E 3a NOCTa4YaHHA
BMXiAHMX MaTtepianis carba-hydroxyester-np-
ketal ounweHwin Ta iloprost phosphonate
OUNLLIEHWNIA, & TAKOX CUHTE3 Ta OUMLLEHHS
inonpocty (kpoku 1-7.4), 6e3 3MiHV Micus
BMPOGHMLITBA 3 BIAMNOBIAHUMY 3MiHAMWU Y p.
«Cxknag»); 3MiHa 3asiBHVKa (BnacHuKa
peecTpaLiiiHoro NocBigYeHHs1) BiANOBIAHO A0
Jopatky 28)

3a
peyenmom

UA/3658/01/01

71.

IHCBAJA

Tabnetkn no 1 mr no 15
Tabnetok y 6nictepi, no 2,
abo 4, abo 6 6nicTtepi y

IHCY®DAP
NAGOPATOPI3
NIMITES,

Benuka
BpuTaHis

Pusochapm CA

LLiBeiiuapis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHW | TUNY - 3MiHW 40 IHCTPYKUIT ANs
MeZMYHOIO 3aCTOCYBaHHS y pO3Ainu:

3a
peyenmom

UA/16334/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapTOHHI KOpooLi

"®apmakoTepaneBTUyHa rpyna” (yToO4UHEeHHs
Ha3Bw), "®apmMakonorivyHi BnactmsocTi”,
"MpoTrnokasaHHsA", "B3aeMogis 3 iHWnMK
nikapcbkMun 3acobamu Ta iHWi BUamn B3aemogiii",
"Oco6nMBOCTI 3aCTOCyBaHHA", "3acToCcyBaHHA Y
nepiog, BariTHoCTi abo rogyBaHHs rpyaar”,
"3[aTHiCTb BNAMBATY Ha LWUBMAKICTb peakuil npu
KepyBaHHi aBTOTPaHCNOPTOM @60 iHLWMMK
MexaHismamu', "Cnoci6 3acTocyBaHHs Ta fo3un",
"[iTn" (pegaryBaHHs), "MNepenosyBaHHs",
"Mo6ivHI peakui™ 3rigHO 3 iHhopMaLieto Woa0
Me[MYHOro 3aCTOCYBaHHS pethepeHTHOro
nikapcbkoro 3acoby (HoBoHopM®, TabneTku no 1
Mr)

72.

IHTErPUNIH

PO34nH ANS iH'eKLUiR, 2
mr/mn, no 10 mny
dhnakoHi 3i ckna; no 1
hNakoHy B KAPTOHHIl
Kopoo6Li

nakcoCmiTKns
nH Exkcnopt
NimiTeq

Benvka
BpuTtaHis

nakco OnepeiiHe
HOK NimiTepq,

Benvka
BputaHis

BHECEHHS 3MiH 0 peecTpavliinHux MmaTepiasis:
3MiHM | TUMy - 3MiHa y MeToAax BUNpoGyBaHHS
A®| abo BUXigHOro MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoteci BUpo6HuuTBa A®| - 3MiHN B 3aKpUTIiA
YactuHu DMF Bupo6Huka Lonza Braine, benbris
(ypockoHaneHHs metoay MIP-009-SF323TG1
(BBEAEHO 3an06iXHI 3aX04y NPoTK
rirpoOCKONIYHOCTI NPOAYKTY); 3MiHW B 3aKpUTilA
yactuHn DMF Bupo6Huka Lonza Braine, Benbrist
(ymockoHaneHHs metogy MIP-009-SF323TG2
(BBEAEHO 3aMn06iXHI 3aX04M NPOTU
rirpOCKONIYHOCTI NPOAYKTY); 3MIHN B 3aKpUTIli
yacTnHu DMF Bnpo6HuKa Lonza Braine, Benbris
(ypockoHaneHHs metoay MIP-009-SF323PG1
(BBEAEHO 3an06iXHI 3aX04M NPOTK
TirpOCKOMIYHOCTi NPOAYKTY); 3MiHW | TUMY - 3MiHK
B npoueci BupobHuuTea AP - 3miHK B npoLeci
BMPOGHMLITBA Ai040T pevoBuHN enTudibaTngy
BMPOGHMKOM Lonza Braine, Benbrist; 3miHu | Tuny
- 3MiHa y NapameTpax crneuudikauii Ta/abo
[ONyCTUMUX MEX, BU3HAYeHMX y crevmdikauisax
Ha A®l, a6o BMXigHWIA/NPOMDKHWIA
NpOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea APl - fogaHo apyrui
a/IbTEPHATUBHUIA METOZA NOTEHLOMETPUYHOrO
TUTPYBaHHSA 4718 BUMiptoBaHHs HOBt Ta
BUAAIEHHS aHau1i3y Ha 6e3B0AHY CybCTaHLjo
(Bupo6HuK Lonza Braine, Benbrist); 3miHu | Tuny -
3MiHa y MeToAax BunpobysaHHsA APl abo
BVXifHOrO Matepiany/npoMixXHOro
NPoAyKTy/peareHTy, L0 BYUKOPUCTOBYETLCSA Y
npoteci BUpo6HMLTBa ADI - 3MiHU B 3aKpUTIiA
yactuHm DMF Bupo6Huka Lonza Braine, benbris

3a
peyerimom

UA/5840/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1

(BnpaneHHs anbTepHaTVBHOIO METOAY
BU3HAYEHHS CneumniyHOro oNTUYHOro
obepTaHHs Ans igeHTudikauii BxigHoro
mMarepiany S160-14, Nnpy HasBHOCTI iHLWKX
iieHTUdIKaLiiH1X TECTIB); 3MiHM | TUMNY - 3MiHa Y
mMeTofdax BunpobysaHHs APl abo BuUXigHOroO
mMarepiany/npoMiXKHOTO NPOAyKTy/peareHTy, Wwo
BUKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI -
3MiHU B 3aKpuTiii YacTH DMF B1po6HUKa
Lonza Braine, benbris (oHoBNeHHs meTogy MIH-
009-SFI323VG2, Akuii BAKOPUCTOBYETLCA ANA
MOHITOPWHIY PO3LLEN/IEHHS HEOUNLLEHOTO
SF323, ans 3abe3neyeHHs KpaLloro po3aifieHHs
NPOMKHOr0 NPOAYKTY); 3MiHU B 3aKpUTIiA
YactuHn DMF Bupo6Huka Lonza Braine, Benbrist
(3MiHM BHECEHO ANA NiABULLEHHS HaAiAHOCTI
meToay M-069, skuii BUKOPUCTOBYETLCS A5
KOHTPO/II0 aMiHOKMCIIOT); 3MiHWN B 3aKpUTilA
yacTmHu DMF Brpo6Huka Lonza Braine, Benbris
(3MiHM go metogy MIP-079-SF323, sikuii
BVIKOPVCTOBYETLCS /151 KOHTPOSIHO 3aUINLLKIB
aueToHiTpuNy B cybcTaHuii entudibatuay);
3MiHM | Tuny - 3MiHK B npoueci BUpobHuyTBa Ad|
- 3MiHW B 3aKpuTiii YacTHM DMF BUpOGHUKA
Lonza Braine, benbrisi (3miHa o onncy
BMPOGHMLTBA, a came 6inbll peTenbHo Ta
AeTasbHile onncaHo BUPOGHULTBO Ta 4OA4AHO
NPUMITKY, SIKa NOSICHIOE NPUAHATHWIA Aiana3oH
noxmoéky 06’eMy abo Barv CUPOBWHU, peareHTiB
Ta PO3YMHHWKIB); 3MiHU B 3aKpuTiA YacTHn DMF
BMpo6HUKa Lonza Braine, Benbrisa (ana
nokpavleHHs dinbTpauii 36inbLweHo 06’em BoaM
Ta BunyvyeHo IM® (aumetundopmamigy) 3
NpoAyKTIB peakuii nig yac BUpo6bHMLTBA
NPOMiXHOro npoaykty SFI323-35); 3miHn B
3aKpuTiil YacTuHM DMF BUpo6HuKa Lonza Braine,
Benbria (3HWKEHHA TeMnepaTtypu CUHTE3y nNpu
BMPOOHULITBI NPOMIDXHOro npoaykTty SFI 323-36
[ONA perynioBaHHA YyTBOPEHHA AUMEPY AOMILLKK);
3MiHV B 3aKpuTili yacTuHn DMF BMpo6HUuKa
Lonza Braine, benbrist (3HWKEHHA TeMnepaTypu
CUHTE3Y NpU BUPOBGHULTBI MPOMIXKHOIO NPOAYKTY
SFI 323-37 ons perynoBaHHA YTBOPEHHS
AVMepy AOMILLKN); 3MiHW B 3aKpUTili YaCTUHK
DMF Bupo6Huka Lonza Braine, Benbris
(3HWXKEHHA TeMnepaTtypu CUHTe3y Ans
06MeXeHHs aerpagadii HeoumueHoro A®I B
npoMiHOMY NpoaykTi SF 323)
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

73.

IPBETAH-H

Tabnetku, 150 mr/12,5 mr
no 10 TabneTok y
6nicTepi; no 3 6nictepu B
nauuj

AT
"KUIBCbKIN
BITAMIHHWN

3ABOJ"

YkpaiHa

AT "KWTBCBKUI
BITAMIHHU
3ABOS"

Ykpaina

BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo afpecy 3asiBHMKA
(BnacHviKa peecTpauiiiHoro NnocBig4YeHHs) (3miHa
HalilMeHyBaHHs 3as1BHUKa) (TepMiH BBeAEHHS
3MiH NpOTArom 6-Tn micsuis nicns
3aTBEPMKEHHS); 3MiHM | Tuny - AAMiHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLA NPOBaMKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco0y, Bk/IoYaoun AinbHUL BUNYyCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOJIHO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpTEp, BK/THOYAKUM BUMYCK Cepili)
(3miHa HaliMeHyBaHHSA BUPOOHYKa, 6€3 3MiHK
Micus BUpo6HMLTBa) (TEepMiH BBEAEHHS 3MiH
NPOTSArom 6-Tv MicAILiB NicNs 3aTBEPKEHHS)

3a
peyenmom

UA/13715/01/01

74.

IPBETAH-H

Tabnetku no 300 mr/12.5
mr; no 10 TabneTok y
6nictepi; no 3 6nictepu B
navu,i

AT
"KNIBCbKN
BITAMIHHM

3ABOJ"

Ykpaina

AT "KI/ITBCbKICII/I
BITAMIHHN
3ABOA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLliinHux MmaTepiasnis:
3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKA
(BnacHuKa peecTpauiiniHOro NoceBigYeHHs) (3MiHa
HalilMeHyBaHHs 3asBHUKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPMKEHHS); 3MiHM | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HalilmeHyBaHHs Ta/abo aapecu
MicUsi NPOBaKEHHSA Aii/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbKoro
3aco06y, BKOYaKUM AifbHNLi BUNYCKY cepii abo
MicLie NPOBEAEHHS KOHTPO/IO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/TKOYAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHsS1 BUPOGHUKa, 6€3 3MiHK
Micus BUpo6HuuTBa) (TEepMiH BBEAEHHS 3MiH
NpOTSArom 6-T MicsILiB Micnsi 3aTBEPAYKEHHST)

3a
peyerimom

UA/13715/01/02

75.

IPUTEPO

KOHL,EHTpaT A5 PO3UnHY
ANns iHdysil, 20 mr/mn; no
2 Mn (40 mr) abo no 5 mn
(100 wr) y chnakoHi; no 1

hNakoHy y KOpoobLii

leTepo /1a63
Nimiten

IHais

letepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MmiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NpoBaPKEeHHS AiSIbHOCTI BUpobHMKa/imnopTepa
rOTOBOIO JIiKAPCbKOro 3acoby, BK/IYaoUn
AinbHUU BUNYycKy cepii abo micle NpoBeaeHHs
KOHTPO/IH0 SIKOCTI. (AiSNbHICTb, 3a Ky BiANoBigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecyn BMpoO6HUKa, 6e3 3MiHM Micus
BUPO6GHMLTBA)

3a
peyenmom

UA/16087/01/01

76.

KANBLIIO
FNIFOKOHAT-
JAPHULA
(CTABINII3OBAH

pO34MH NS iH'eku;in, 100
Mmr/mn, no 5 mn B amnyni;
no 5 amnyn y KOHTYpHil
YapyHKOBIli ynakoBL,i; no 2

MpAT
"®apmaueBTUYH
a thipma
"dapHuus"

YkpaiHa

MpAT
"®apmaueBTnyHa
dipma "AapHuua"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis:
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa

3a
peyenmom

UA/6589/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
nn) KOHTYPHi YapyHKOBI pO3Mipy ynakoBK/ rOTOBOrO JliKapCbKOro 3acoby
ynakoBkuM B nadi; no 10 (BUlyYEHHSA YNaKoOBKMU MNEBHOr0 po3mipy)
M B amnyni; no 5 amnyn y (BUNYYEHHS 3 peecTpaLiiHX LOKYMEHTIB
KOHTYPHIli YapyHKOBIl ynakoBku o 5 mn B amnyni, no 10 amnyn y
ynakoBLi; no 1 a6o no 2 Kopo6Li) (TepMiH BBeAEHHS 3MiH NPOTAroM 6-Tn
KOHTYPHIi YapyHKOBI MICALIB MiCNA 3aTBEPLKEHHS)
yNakoBkM B nayLi
77. KAPAUKET® TabneTkun, NPOsIOHroBaHoI Na6opwmes- PymyHis BUPOBHUK HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a UA/4491/01/01
PETAPJ, 4ii, no 20 mr, no 10 ®apma C.A. Hepo3dghacoBaHOl 3MiHKM | TUNy - 3MiHa Ha3BM Ta agpecn BUPOOHMKA peyenmom
TabneTok y 6nictepi; no 5 npoaykuii Ta A®I, 6e3 3MiHN MicLA BUPOBGHMLTBA
6nicTepiB B KAPTOHHIl KOHTPO/b SKOCTI:
Kopoo6Li Elicika
PapmacboTrKan3
M6X, HimeuuunHa,;
BMPOBHUK
BiANOBiAA/IbHWIA 3a
KOHTPO/b AKOCTI
Hepo3dghacoBaHOl
npoaykuii: Evicika
dPapmacboTrKan3
m6X, HimeuunHa;
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
Elicika
dapmacboTrKan3
m6X, HimeuunHa;
BMPOBHUK
BiAnoBiganbHUIA 3a
BMNycK cepii: Eicika
PapmacboTrKan3
v6X, HimeuynHa
78. KAPAVKET® TabneTkn, NPOIOHroBaHol Na6opmeg- PymyHis BMPOBHUK HimeuunHa BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis: 3a UA/4491/01/02
PETAP/J, 4ii, no 40 mr, no 10 dapma C.A. Hepo3dhacoBaHO| 3MiHM | TUMy - 3MiHa Ha3BW Ta afpecu BUPOOHMKa peyenmom
Tabnetok y 6nictepi; no 5 npoaykuii Ta A®I, 6e3 3MiHV Micus BUPOBHULTBA
6icTepiB B KAPTOHHIM KOHTPO/b SKOCTi:
Kopoo6Li Elicika
PapmacboTrKan3
m6X, HimeyunHa;
BMPOBHUK

BiAnoBiganbHUIA 3a
KOHTPO/b SKOCTI
Hepo3dhacoBaHO|
npoaykuii: Evicika
dPapmacboTrKan3

rm6X, HimevunHa;

nepBuHHe Ta
BTOpWHHE
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nakyBaHHS:
Elicika
PapmacbioTrKan3
Mm6X, HimevunHa;
BMPOBHUK
BiiNOBIAaNbHUIA 3a
BMNyck cepii: Eicika
dPapmacboTrKan3
'M6X, HimeyunHa

79.

KAPOVIKET®
PETAP/,

Tab1eTku, NPOsIOHroBaHol
4ii, no 60 mr, no 10
Tabnetok y 6nictepi; no 5
6nicTepiB B KAPTOHHIl
KopoobLi

Na6opmeg-
®apma C.A.

PymyHis

BMPOBHUK
Hepo3dhacoBaHOl
npoaykuii Ta
KOHTPO/b SIKOCTI:
Elicika
PapmacboTrKan3
vM6X, HimeuunHa;
BUPOBHUK
BiANOBiAa/IbHNIA 3a
KOHTPO/b AKOCTI
Hepo3dghacoBaHOl
npoaykuii: Evicika
PapmacboTrKan3
Mv6X, HimeuunHa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs:
Elicika
PapmacboTrKan3
Mv6X, HimeuunHa;
BMPOBHUK
BiANOBiAA/IbHWIA 3a
BUNyckK cepii: Eicika
PapmacboTrKan3
v6X, HimeuunHa

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHK | TNy - 3MiHa Ha3BuW Ta agpecu BUPoOHUKa
A®I, 6e3 3MiHN MicLa BUPOBGHULTBA

3a
peyenmom

UA/4491/01/03

80.

KAPZIOAPTIHIH-
310POB'A

cupon no 50 mny
hnakoHi, no 1 doiakoHy 3
MipPHVM CTaKaHoM Y
KopobLi 3 kKapToHy; no 100
My donakoHi, no 1
hnakoHy 3 MipHUM
CTakaHoOM Yy KopobLii 3
KapToHY

ToBapucTso 3
06MexeHot
BignosiganbHicT
10
"papmMaLeBTUyH
a KoMnaHis
"3popos'a”

YKpaiHa

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b AKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHoto
BiANOBIAA/ILHICTIO
"PapmaueBTnyHa
KOMMaHis
"380poB'a", YkpaiHa;
BCi cTagii
BMPOGHMLITBA,
KOHTPO/b AKOCTI:
ToBapucTso 3

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHK | TUNy - 3MiHa NocTaYasibHMKa
nakyBaslbHVX MaTepiasiiB abo KOMNIEKTYIOUNX -
BBE/IEHHS 40aTKOBOro (o/1akoHy NoniMepHoro
Bif HOBOro BMpO6HMKa 3AT «®dipma Eninc»,
YKkpaiHa (dh1akoH i3 rBUHTOBOI rOP/IOBUHOO
BBIM-60). Ak HacnifokK, 3MiHKETLCA PO3MIp,
SAKICHWIA Ta KiNbKiCHUIA CkNag nakyBaslbHOTO
matepiany. HesHauHi 3MiHVM rabapyTHUX PO3MipiB
Kpuwkn K3 BupobHuka 3AT «Pipma Eninc»,
YkpaiHa Ta kpuwku 1.44 BupobHuka TOB
«®apMall», YKpaiHa; CynyTHA 3MiHa: 3MiHa
opmy abo po3Mipy KOHTeliHepa un
3aKynoproBa/ibHOr0 3acoby (MepBUHHOI

6e3
peuyenma

UA/11187/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
0bMexeHo ynakoBku) (HecTepusbHi ikapcbki 3acobm) -
BiANOBIAA/ILHICTIO 3MiHa y NEPBUWHHII ynakoBLyi FOTOBOro
"XapkiBcbke NiKapCbKoro 3acoby (KICHWIA Ta KiNbKiCHWI
thapmaueBTuyHe cknag) - M'siki Ta HeCTepW/IbHI PigKi nikapcbki
nignpueMcTBO chopMu; 3MiHKM | TUNY - 3MiHa NapameTpis
"3a0poB'a Hapoay"”, cneumdikauii Ta/abo LONYCTUMUX MEX
Ykpaina NepBVHHOT YNakoBKM FOTOBOTO NiKapCbKOro
3acoby - 3MiHa y cneumdikalii Ta Metogax
BMNPOGYBaHHA NEPBUHHOT yNakoBkKM (dh/1akoHn Ta
Kpuwkn) 3a n. «MBY»; cynyTHA 3MiHa: 3MiHa Y
mMeToAax BUNPoGYBaHHSA NePBMHHOT yNakoBKM
roTOBOrO NikapcbKoro 3acoby
81. | KAPAIOAAPOH- PO34uH NS iH'ekuiin, 50 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/1713/01/01
3400POB'A Mr/mn no 3 M B amnyni; 06MeXeHo 06MeXeHo 3MiHK | TUNY - NOAAaHHA HOBOrO cepTudikaTa Bif, peuenmom
no 10 amnyn y KapTOHHii BiANOBIga/IbHICT BiANOBIAA/LHICTIO BXE 3aTBEP)KEHOr0 BUPOOHMNKA; CYNYTHi 3MiHU:
Kopo6Li; no 3 Mn B 10 "®apmavueBTUYHa 3MiHa y napameTpax crneumdikayiii Ta/abo
amnyni; no 5 amnyn y "®apmaueBTUYH KoMnaHis "3gopos'a” O0NyCTUMUX MEX, BU3HAYEHUX Y creumdikalisax
6nicTepi; no 1 abo 2 a KoMnaHis Ha A®l, abo BMXigHWA/NPOMDKHWIA
6nicTepun y KapTOHHIl "3popos'a” npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y

KopoobLi

npoueci BUpobHuuTBa A®I (iHLWi 3MiHK); 3MiHa Y
mMeTodax BunpobysaHHs A®| abo BUXigHOrO
mMarepiany/npoMiXKHOrO NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuutea Ad|
— NoAaHHA HOBOro cepTudikaTy BigNOBIAHOCTI
€sponelicbkoi ®apmakonei Ne R1-CEP 2003-
072-Rev 03 Big, 3aTBEPIKEHOrO BUPOOHUKA T4,
AK HACNifOK, YTOYHEHO HaliMeHyBaHHA Ta
MiCL,e3HaxX0MKEHHSI BUPOOHUKaA. 3MiHN J0
crneundikavii Ta B MeTOAax BXiAHOTO KOHTPOO
A®| 3a NOKa3HUKOM «3asIMLLKOBA KisTbKICTb
OpraHiYHUX PO3YMHHUKIB». BupobHuya fginbHuus,
npoLec BUPOGHULITBA Ta CXema CUHTEe3Y He
3MiHMNacs; 3miHu | TMny - 3MiHW, NOB'A3aHi 3
HeobXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo EBponeiicbkoi
thapmakonei, abo iHLWOi HaLioHa/IbHOI
thapmakonei gepxasu E€C (3miHa y
crneuundikalisx, nos'a3aHa 3i 3amiHamy B 1®Y,
abo €Bponeiickkiin hapmakonei, abo iHLWil
HaujioHasnbHIl chapmakonei gepxasu €C);
CyNyTHSA 3MiHa: 3MiHa y MeToax BUNpo6yBaHHSA
A®| ab0 BMXigHOrO MaTepiany/MpPoMiXKHOro
NPOAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BUpobHuuTBa A®I; 3MiHuM | TUNy - 3MiHa Y
napameTpax cneundikauii Ta/abo 4oNycTUMmX
MeX, BU3HaueHux y cneuudikayisx Ha Ad®l, abo
BVXiHWIA/NPOMIDXHWIA NpOAYKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCSA Y Npoueci BupobHuuytea APl
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

(3BY)KEHHS AOMYCTUMMX MEX, BUSHAYEHUX Y
crneuudikauii); cynyTHs 3MiHa: 3MiHa y MeToAax
BMNpobysaHHA APl abo BuxigHoro
mMarepiany/npoMiXKHOTO NPOAyKTy/peareHTy, Wwo
BMKOPUCTOBYETHLCA Y NpoLieci BUpo6HULTBa ADI
(iHWi 3MiHW y MeTogax BUNpobyBaHHA
(BkNtOYarOUM 3aMiHy abo foMoBHeHHS) APl abo
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY)

82.

KWUCMOTA
ACKOPBIHOBA
(BITAMIH C) 3
LlYKPOM 3
AMNE/TbCYHOBU
M CMAKOM

Tabnetku no 25 mr no 10
TabneTok B eTUKETL

AT
"KNIBCbKN
BITAMIHHN

3ABOJ"

Ykpaina

AT "KI/ITBCbKICII/I
BITAMIHHN
3ABOA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLliinHux maTepiasis:
3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKA
(BnacHuKa peecTpauiinHoro noceig4eHHs) (3MiHa
HalilMeHyBaHHs 3as1BHUKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBepMKEHHS); 3MiHM | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3MiHa HalilmeHyBaHHs Ta/abo aapecu
MiCLSi NPOBaKEHHSA Aii/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco06y, BKOYaKUM AiNbHNLi BUNYCKY cepii abo
MicLie NPOBEAEHHS KOHTPO/IO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpPTEp, BK/TKOYAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHsS1 BUPOGHUKa, 6€3 3MiHK
Micus BUpo6HuuTBa) (TEpMiH BBEAEHHS 3MiH
NpOTSArom 6-T MicsILiB Micnsi 3aTBEPAYKEHHST)

6e3
peyenma

UA/4571/01/01

83.

KUCMOTA
ACKOPBIHOBA
(BITAMIH C) 3
LYKPOM 3
NIMMOHHUM
CMAKOM

Tabnetkn no 25 mr no 10
TabneTok B eTuKeTL,

AT
"KUIBCbKN
BITAMIHHWI

3ABOA"

YKpaiHa

AT "KUIBCbKWIA
BITAMIHHWA
3ABOJ"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MmiHu | TUNy - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKa
(BnacHvka peecTpauiiHoro noceig4YeHHs) (3MiHa
HalilMeHyBaHHs 3asBHuKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEpPAXEHHS); 3MiHu | Tuny - AAMiHICTpaTMBHI
3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
Micusi NpoBaKEHHSA Aisi/IbHOCTI
BMpO6HUKa/iMnopTepa roToBOro /ikapcbKoro
3acoby, BK/IUaoun AiNbHULI BUMYCKY cepii abo
MicLie NPOBEeAEHHS KOHTPOJIO AKOCTI.
(gisanbHICTB, 3a Ky Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHSA BUPOGHUKa, 6€3 3MiHK
MicLs BUPO6HULTBA) (TepMiH BBeAEHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBepAKEHHS)

6e3
peuyenma

UA/1529/01/01

84.

KWUCNOTA
ACKOPEIHOBA
(BITAMIH C) 3
LLYKPOM 3
M'SITHUM
CMAKOM

Tabnetku no 25 mr no 10
TabneTok B eTuKeTL|

AT
"KUIBCbKIN
BITAMIHHW

3ABOA"

YKpaiHa

AT "KUIBCbKUN
BITAMIHHA
3ABOA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa
(BnacHvka peecTpaLiiiHoro noceig4YeHHs) (3MiHa
HaliMeHyBaHHS 3asBHVKa) (TepMiH BBEAEHHS
3MiH NpoTSArom 6-Tv MicsiLiB micas

6e3
peyenma

UA/1527/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3aTBEPMKEHHS); 3MiHM | TRy - AAMiHICTpPaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco0y, Bk/ItoYaoun AinbHUL BUNYCKy cepii abo
MicLie NPOBEAEHHS KOHTPOHO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpTEp, BK/THOYAKUM BUMYCK Cepili)
(3miHa HaliMeHyBaHHSA BUPOBHYKa, 6€3 3MiHM
Micus BUpo6HMLTBa) (TEepMiH BBEAEHHS 3MiH
NPOTSArom 6-Tv MiCcsILiB NicNs 3aTBEPKEHHS)

85.

KWUCNOTA
ACKOPBIHOBA
(BITAMIH C) 3
LlYKPOM 3
MONYHNUYHUM
CMAKOM

Tabnetkn no 25 mr no 10
TabneTok B eTUKETL

AT

"KNIBCbKN

BITAMIHHM
3ABOJ"

Ykpaina

AT "KI/ITBCbKICII/I
BITAMIHHN
3ABOA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis:
3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKA
(BnacHuKa peecTpauiiniHOro NoceBigYeHHs) (3MiHa
HaliMeHyBaHHs 3as1BHUKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBepMKEHHS); 3MiHM | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3MiHa HalilmeHyBaHHs Ta/abo aapecu
MiCLst NPOBaKEHHS Aii/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco06y, BKIOYaKUM AifibHNLi BUNYCKY cepii abo
MicLie NPOBEAEHHS KOHTPO/IO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHsS1 BUPOGHUKa, 6€3 3MiHK
Micus BUpo6HuLTBa) (TEpMiH BBEAEHHS 3MiH
NpOTSArom 6-T MicsILiB Micnsi 3aTBEPAKEHHS)

6e3
peyenma

UA/1528/01/01

86.

KO-ANMPOTOH®

Tabnetku, 20 mr/12,5 wmr,
no 10 TabneTtok y
6nicTepi, no 1 a6o no 3
6nicTepun y KapTOHHiIl
ynakoBLi

BAT "TefeoH
Pixtep"

YropLmHa

TOB "T'epeoH Pixtep
Monbwa”, Monbwa
(KOHTPO/Ib SIKOCTI Ta
BUNYCK cepii;
BMPOGHMLTBO
Hepo3dhacoBaHO|
nNpoAayKLUii, NepBnHHa
yrnakoBka, BTOPUHHA
ynakoBka);

BAT "lefeoH
PixTep", YropwuHa
(Bunyck cepii)

MonbLa/
YropLmHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHn | TURY - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3amiHa
ab0 BBeZleHHA A04aTKOBOT AiNbHULI
BMPOGHMLITBA A4/15 YACTUHU abo BCbOro
BMPOBGHMYOro NpoLecy roToBoro NikapcbKoro
3aco6y (iHLWi 3MiHK) (NpuBEAEHHS hyHKL Ta
aapecy Bupo6Huka M3y BignoBigHicTb f0
BWCHOBKY LLOAO MiATBEPKEHHS YMOB
BMpo6HULUTBa BUMoram GMP (Jepxnikcnyx6a
YKpaiHu) Ta apxiBHUX MaTepiasiiB. BUpobHuyi
AinbHUUI Ta BCi BUPO6HUYI onepavi
3aNMwanTbea He3MiHHUMK) (TepMiH BBEAEHHS
3MiH NpoOTArom 6-Tu MicsuiB nicns
3aTBEPKEHHS)

3a
peyenmom

UA/8634/01/02

87.

KO-OUPOTOH®

Tabnetku, 10 mr/12,5 wr,
no 10 TabneTtok y
6nictepi, no 1 a6o 3
6nicTEPU Y KApPTOHHIl
ynakoBLj

BAT "TefieoH
PixTep"

YropLumHa

TOB "TeneoH Pixtep

Monbwa”, Monbwa

(KOHTPO/Ib SIKOCTI Ta
BUMNYCK Cepii;
BUPOBHMUTBO

MonbLa/
YropuwmHa

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHu | TMNYy - 3MiHK 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3amiHa
abo BBefleHHs [0aTKOBOT AifIbHUL
BMPOGHMLITBA /151 YaCTUHM ab0 BCbOTo

3a
peyenmom

UA/8634/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
Hepo3dacoBaHoi BMPOBGHNYOro NpoLecy roToBOro NikapCbKoro
npoAayKuii, nepBnuHHa 3aco6y (iHLWi 3MiHK) (NpuBEAEHHS hYHKLI Ta
ynakoBKa, BTOPUHHA aapecu BupobHuka 13 y BignoBigHicTL A0
ynakoBka); BWCHOBKY LLOAO MigTBEPIYKEHHS YMOB
BMpo6HULUTBa BUMOoram GMP (Jepxnikcnyx6a
BAT "l'efeoH YkpaiHu) Ta apxiBHUX maTepiasiis. BUpo6HUyi
PixTep", YropwuHa AinbHUUI Ta BCi BUPOOHUYI onepavi
(Bunyck cepir) 3anMwaTbea He3MiHHUMK) (TepMiH BBEAEHHS
3MiH NpOTArom 6-Tn micsuis nicns
3aTBEPKEHHS)
88. KOMBITPUM XOT | nopoLloK A/11 OpasibHOro OpraHocvH IHais EBepTomKeH flaiig IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 6e3 UA/11503/01/01
cin® PO3YMHY 3 IMMOHHUM Naiid CaeHcns CaeHcus NlimiTeq, 3MmiHu | TUNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
CMakoMm Mo 5 r NopoLLKy B Met. NTa,. HaliMeHyBaHHs Ta/abo agpecy Micus
cawe, no 10 cawe B NpoBaPKeHHS AiSNIbHOCTI BUpobHUKa/imnopTepa
KapTOHHIN kop6L,i rOTOBOIO JIiKApCbKOro 3acoby, BKIYaUn
AinbHULU BUNYycKy cepii abo micle NpoBeaeHHs
KOHTPOJI0 SIKOCTI. (AiSNbHICTb, 3a Ky BiAnosigae
BMPOGHUK/IMNOpPTEP, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecyn BMpO6HUKa, 6e3 3MiHM Micus
BMpo6HUUTBA) (TEepMiH BBEAEHHS 3MiH NPOTAroM
3-x MicsLiB nicns 3aTBEPAKEHHS)
89. KOMBIITPUM XOT | nopoLokK A1 0pasibHOro OpraHocvH IHais EBepTomxeH flaiid IHais BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 UA/11504/01/01
cin®e PO3UMHY 3 MA/IMHOBUM Naiigp CaeHcus CaeHcus Jlimiteq, 3MiHM | TYNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuyenma
CMakoM Mo 5 r nopoLuky B Mer. N14. HalilMeHyBaHHs Ta/abo agpecu mMicus
cauwe, no 10 cawe y NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
KapTOHHI Kop6bui rOTOBOrO JIiKApCbKOro 3acoby, BKIYaUn
AiNbHUL BUNYCKy cepii abo micle npoBeaeHHs
KOHTPOJII0 SIKOCTI. (AiANIbHICTb, 3a Ky BiAnosigae
BMPOGHUK/IMNOpTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecu BUPOGHKKa, 6€3 3MiHN Micus
BMPO6HULTBA) (TEepMiH BBELEHHS 3MiH MPOTSAroM
3-x MicsiLiB nicns 3aTBEPAKEHHS)
90. KOMBICAPT TabneTkun, BKpUTI AT YkpaiHa AT "KMIBCbKN YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis: 3a UA/15341/01/01
nniBKoBOK 060/10HKOM, 10 "KNIBCbKNW BITAMIHHW 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
Mr/160 mr no 10 TabneTok BITAMIHHWIA 3ABO4" HaliMeHyBaHHs1 Ta/abo agpecy 3asBHMKa
y 6nicTepi; no 3 6nictepu 3ABO/" (BNacHvKa peecTpauiintHoro Noceig4eHHs) (3MiHa

y nauui

HaliMeHyBaHHs 3as1BHUKa) (TepMiH BBeAEHHS
3MiH NpoTArom 6-Tn micsuis nicns
3aTBEPKEHHS); 3MiHK | Tuny - AgMiHiCTpaTMBHI
3MiHW. 3MiHa HalilmeHyBaHHs Ta/abo aapecu
MiCLA NPOBaMKEHHS AiS/IbHOCTI
BMpPOGHMKa/iMnopTepa roToBOro /likapCbKoro
3aco0y, BK/OHAKUM AiNbHNLi BUNYCKY cepii abo
MicLie NpoBefEHHS KOHTPOJIHO AKOCTI.
([isiNbHICTb, 3a Ky BigNoBigae
BMPOGHUK/iMNOpTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa HaliMeHyBaHHS BUPOBHYKa, 6€3 3MiHM
Micusi BUPO6HULTBA) (TepMmiH BBeAEHHS 3MiH
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

NpOTSArom 6-T MicsILiB Mic/si 3aTBEPAKEHHST)

91.

KOMBICAPT

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0, 5
Mr/160 mr no 10 TabneTok
y 6nicTepi; no 3 6nictepu
y nauui

AT

"KUIBCbKIN

BITAMIHHWA
3ABOA"

YKpaiHa

AT "KUIBCBKUN
BITAMIHHAN
3ABOA"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MmiHu | TUNy - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvKa peecTpaLiiiHoro noceig4YeHHs) (3MiHa
HalilMeHyBaHHs 3asBHuKa) (TepMiH BBeAEHHS
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBepXeHHS); 3MiHK | Tuny - AAMIHICTpaTUBHI
3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLiAl NPOBaMKEHHS Ais/IbHOCTI
BMpO6HUKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BK/IKYaun AiNbHULI BUNYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOJIIO AKOCTI.
(oisanbHICTb, 3a Ky Bignosifae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHS BUPO6HUKa, 6e3 3MiHK
Micus BUPO6HULTBA) (TepMiH BBEAEHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBepPAKEHHS)

3a
peyenmom

UA/15340/01/01

92,

KOMBICAPT H

TabneTku, BKpUTI
NAiBKOBOK 060J1I0HKOIO, MO
10 mr/160 mr/12,5 mr no
10 TabneTok y 6nicTepi;
no 3 6nictepun y nauui

AT

"KUIBCbKIN

BITAMIHHI
3ABOJ"

YKpaiHa

AT "KNIBCbKMN
BITAMIHHW
3ABOA"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHY | TYNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvKa peecTpauiiiHoro nocBig4YeHHs) (3MiHa
HaliMeHyBaHHs 3asi1BHUKa) (TepMiH BBEAEHHS
3MiH NpOTArom 6-Tn MicsuiB nicns
3aTBepXeHHs); 3MiHu | Tuny - AgMiHiCTpaTuBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLA NPOBaMKEHHS Ais/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /likapcbkoro
3acoby, BK/IoYaoun AinbHUL BUNYyCcKy cepii abo
MicLie NPOBEeAEHHS KOHTPOJIHO SIKOCTI.
(OisAnbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHA BUPO6HUKa, 6e3 3MiHK
Micus BUpo6HMLTBA) (TepMiH BBEAEHHS 3MiH
NPOTSArom 6-Tv MiCSILB NiCNs 3aTBEPAKEHHS)

3a
peyenmom

UA/15125/01/01

93.

KOMBICAPT H

TabneTku, BKpUTI
NAiBKOBOK 000J10HKOLO, MO
5 mr/ 160 mr/ 12,5 mr no
10 Tabnetok y 6nictepi;
no 3 6nictepu y naudi

AT

"KUIBCbKIN

BITAMIHHN
3ABOJ"

YkpaiHa

AT "KTBCBKIT
BITAMIHHW
3ABOS"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaviiHnX MmaTepiasiis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AisIbHOCTI BUpO6HMKa/iMnopTepa
roTOBOrO NiKapPCbKOro 3acoby, BKkIYatoun
AiNbHUL BUNYCKY cepii abo micle npoBefeHHs
KOHTPOJTH0 SIKOCTI. (AiSNIbHICTb, 3a 5Ky BigMNoBigae
BMPOGHUK/iMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa HaliMeHyBaHHS BUPOBHYKa, 6€3 3MiHM
Micusi BUPOGHULTBA) (TepMiH BBEAEHHS 3MiH
NPOTAroM 6-TW MICALIB NIC/IA 3aTBEPLXKEHHS);
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHMKa

3a
peyenmom

UA/15124/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

(BnacHviKa peecTpauiiiHoro NnocBig4YeHHs) (3miHa
HalilMeHyBaHHs 3as1BHUKa) (TepMiH BBeAEHHS
3MiH NpOTArom 6-Tn micsuis nicns
3aTBEPKEHHS)

94.

KOMBICO

Tabnetku, 5 mr/ 6,25 mr no
10 Tabnetok y 6nicTtepi;
no 3 a6o 10 6nictepis y
KapTOHHI KOpooLi

MPO.MEA.LC
MNpara a.c.

Yecbka
Pecny6nika

MPO.MEA.LC
Mpara a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis:
3MmiHu | TUNy - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvKa peecTpaLiiiHoro nocBig4YeHHs) (3MiHa
ajipecy Ta Ha3BW 3asBHNKA); 3MiHK | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPOBaKEeHHS AiSIbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco06y, BKOYaKUM AifibHNLi BUNYCKY cepii abo
MicLie NPOBEAEHHS KOHTPOJIO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/TKOYAKOUM BUMYCK Cepili)
(3miHa agpecu Ta Ha3BW BUPOOHUKA, 6e3 3MiHU
MicLii BUPO6HMLITBA)

3a
peyenmom

UA/13792/01/01

95.

KOMBICO

Tabnetku, 10 mr/6,25 mr
no 10 TabneTtok y
6nictepi; no 3 abo 10
6nicTepiB y KAPTOHHIl
Kopoobui

MPO.MEA.LC
MNpara a.c.

Yecbka
Pecny6nika

MPO.ME/A.LIC
Mpara a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHY | TYNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvKa peecTpauiiiHoro nocBig4YeHHs) (3MiHa
afpecu Ta Ha3Bu 3asBHUKA); 3MiHW | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaPKEHHS AiSNbHOCTI
BMpO6HUKa/iMnopTepa roToBOro /ikapcbKoro
3acoby, BK/IUaoun AiNbHULI BUMYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOJIO AKOCTI.
(gisanbHICTB, 3a Ky Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecu Ta Ha3BU BUPOGHYMKaE, 6e3 3MiHN
MicLisi BUPOBHMLITBA)

3a
peyenmom

UA/13793/01/01

96.

KOMBICNA3M®
FACTPOKOM®O
PT

TabneTkun, BKpUTI
N/1iBKOBOI 06OOHKOI0, MO
10 Tabnetok y 6nictepi;
no 1 a6o 2 6nictepn y
nauui 3 KapToHy

OpraHocuH
Naiigp CaeHcns
M. N114.

IHgis

EBepTogxeH Naid
CaeHcus Jlimiteq,

IHais

BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AisIbHOCTI BUpO6HMKa/iMnopTepa
rOTOBOrO /iKapCbKOro 3acoby, BKIKYakum
AiNbHUL BUNYCKY cepii abo micle npoBefeHHs
KOHTPOJTH0 SIKOCTI. (AiSNIbHICTb, 3a 5Ky BigMNoBigae
BMPOGHMK/IMNOPTEp, BK/OYaUM BUMYCK Cepiid) -
3MiHa afpecy BUPO6HMKa, 6€3 3MiHN Micus
BMpo6HMUTBA) (TEpMiH BBEAEHHS 3MiH NPOTAroM
3-X MicsUiB nicns 3aTBEPAKEHHS)

6e3
peyenma

UA/15710/01/01

97.

KOMBICMA3M®
rACTPOKOM®O
PT

TabneTku, BKpUTI
NNiBKOBOI 060/I0HKOIO, iN
bulk: no 5000 TabneTtok y
noaBiNHNX
nosieTUNeHoBMX NakeTax

OpraHocuH
Naiidp CaeHcns
Mert. N114.

IHais

EBepTogpkeH Naind
CaeHcms Jliviteq,

IHais

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MmiHu | TUNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiSNIbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO /iKapPCbKOro 3acoby, BKIYayn

UA/15711/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

AinbHUL BUNYyCcKy cepii abo miclie NpoBeaeHHs
KOHTPOJIH0 SIKOCTI. (AiSNbHICTb, 3a Ky BiAgnosigae
BMPOGHWK/IMNOPTEp, BKOYAOUMN BUMYCK Cepild) -

3MiHa afgpecu BUpobHUKa, 6e3 3MiHU MicuA
BMpo6HULUTBA) (TEepMiH BBEAEHHS 3MiH NPOTAroM
3-X MicsLiB nicns 3aTBEpAYKEHHS)

98.

KOPBAJ/KAMNC
EKCTPA

Kancynv Teepai, no 10
Kancyn y 6nictepax; no 10
Kancyn y 6nictepi; no 1
abo 3 6nicTepu B navi

AT

"KUIBCbKIN

BITAMIHHWI
3ABOJ"

YkpaiHa

AT "KWTBCBKIT
BITAMIHHWI
3ABOL"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu 3asBHMKa
(BnacHviKa peecTpauiiiHoro noceig4YeHHs) (3MiHa
HalilMeHyBaHHs 3asi1BHUKa) (TepMiH BBEAEHHS
3MiH NpPOTArom 6-Tn MicsuiB nicns
3aTBEPMXEHHS); 3MiHM | Tuny - AAMiHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLA NPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /likapcbkoro
3acoby, BK/IoYaoun AinbHUL BUNycKy cepii abo
MicLie NPOBEAEHHS KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IHOYAKUM BUMYCK Cepili)
(3MiHa HallmeHyBaHHA BUPO6HUKa, 6e3 3MiHK
Micus BUpo6HMLTBA) (TepMiH BBEAEHHS 3MiH
NPOTSArom 6-Tv MiCAILB MiCNs 3aTBEPKEHHS)

6e3
peyenma

UA/13729/01/01

99.

NA®EPOBIOH

NOPOLLIOK Ha3a/IbHUIA, NO
100 000 MO, 5 dhnakoHis 3
NnopoLLKoM y 6nicTepi; no 2
6nicTepu B nayu;j 3
KapTOoHY

TOB "®3
"BIO®APMA"

Ykpaina

TOB "®3
"BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHu 1l TUny - 3MiHn Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BHeceHHs abo 3miHa(v1) fo 3060B'si3aHb Ta yMOB
BMAAui peecTpauiiiHoro nocBigYeHHs,
BK/IOYaloUM MnaH ynpaBniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaraloTb(€)
noAasIbLLIOro 06r'pyHTYBaHHS HOBUMU
[0AaTKOBUM AaHVMW, L0 MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKifIbK/ BUMaraeTbCcs
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BukoHaHHs 3060B'13aHb BifNoBigHO L0
nianyHkty 1.8.2 nyHkTy 1.8 gogatky 5 fo
MopsiaKy NpoBeAEHHS eKcnepTu3n
peecTpauiiHux MaTepiasiB Ha Jlikapcbki 3acoou,
LLIO MoJAl0TbCA Ha fiepXXaBHY peecTpaLiiio
(nepepeecTpadito), a Takox ekcnepTusu
marepianis NPo BHECEHHSA 3MiH A0
peecTpauiiHnx maTepianis NpoTArom Aii
peecTpaLiiHoro NocBiAYeHHs, 3aTBEPAKEHOr0
Haka3zoM MO3 Big 26.08.2005 Ne 426 (y pepakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/16017/01/01

100.

NNEBOKOM

Tabnetkn no 250 mr/25 mr
no 10 TabneTtok y
6nictepi; no 3 abo 10

TOB "®apma
Crapt"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHK | TUNY - NOAAHHA OHOB/IEHOrO cepTudikaTa
Bi4noBiAHOCTI €Bponelicbkiii dhapmakonei Ne R1-

3a
peuyenmom

UA/7844/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
6nicTepiB y nauvuj 3 CEP 1999-187-Rev 07 ans fito4oi peyoBuHM
KapTOoHYy Levodopa Big Bxe 3aTBepIXeHOro BUPOGHUKA;
3MiHM | TMNy - NOAaHHA OHOBNEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickkilii hapmakonei Ne R1-
CEP 2000-012-Rev 07 ans gjto4oi pevyoBuHU
Carbidopa Bif, BXe 3aTBepKEHOI0 BUPOGHMKA
101. | IEBOKOM Tabnetku no 250 mr/25 mr TOB "d®apma YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: - UA/4000/01/01
in bulk: no 7 kr TabneTok y Crapt" 3MiHuM | TUNY - NOAAaHHSA OHOB/IEHOTO cepTudikaTa
nonieTMIeHoOBKX NakeTax BiANOBIAHOCTI EBponeiickkin thapmakonei Ne R1-
CEP 1999-187-Rev 07 ans fito4oi peyoBuHM
Levodopa Bif BXe 3aTBEPKEHOr0 BUPOOHNKA;
3MiHM | TMNY - NOAaHHA OHOB/IEHOTO cepTudikara
BiANOBIgHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2000-012-Rev 07 ans Aito4oi pevyoBuHu
Carbidopa Bif BXe 3aTBepAKEHOI0 BUPOGHMKA
102. | IEBOKOM Tab/1eTKU NPOSIOHrOBaHOT TOB "dapma Ykpaina TOB "dapma Crapt” YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/7844/01/01
PETAP/], Lii, BKpUTi N1iBKOBOKO Crapt" 3MiHuM | TUNY - NOAAHHSA OHOB/EHOTO cepTudiikata | peyenmom
o060n0HkKoto, 200 Mr/50 mr BiANOBIAHOCTI EBponeiickkilt hapmakonei Ne R1-
no 10 TabneTok y CEP 1999-187-Rev 07 ans fjto4oi pevyoBuHU
6nictepi; no 3 a6o no 10 Levodopa Bif BXe 3aTBEPKEHOr0 BUPOOHNKA;
6icTepiB B KAPTOHHIM 3MiHK | TUNY - NOAAHHS OHOBMIEHOTO cepTudiikaTa
nauuj BiANOBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2000-012-Rev 07 ans gito4oi pevyoBuHu
Carbidopa Bif BXe 3aTBepAKEHOr0 BUPOGHMKA
103. | JIEBOKOM Tab1eTK1 NPOJIOHrOBaHOT AciHo ®apma Al LLiBefiuapis NOBHUIA LMK LLiBeiiuapis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3a UA/16261/01/01
PETAPJ ACIHO 4ii no 200 mr/50 mr no 10 BMpO6HULTBA: ACIHO BUNPaBIEHHS TEXHIYHOT MOMUKM Y MEeTOAax peyenmom
Tabnetok y 6nictepi; no 3 dapma Arl, KOHTPOJTH0 SIKOCTi FOTOBOrO NiKapCbKOoro 3acoby, a
a6o 10 6nicTepiB y LLBeiiuapis; came y Cneumdikauii npy BUNyCcKy Ta Ha TepMiH
KapTOHHI nauj nepBuHHa Ta NpYUAATHOCTI, 38 NOKa3HMKOM «PacTBOpeHne»
BTOPWHHA ynakoBKa:
AciHo ®apma Arl',
LLiBeliuapis
104. | NErKONAKC NMOPOLLIOK A1 OPaUTbHOTO NnAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/15646/01/01
po3unHy no 4,01, no 4 abo | "KuiBmegnpenap "Knismegnpenapar” 3MiHu Il TUnNy - 3MiHu Woao peyenma
no 10 a6o no 20 nakeTi.- ar" 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.

cawle y navuyi

BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB
BMAAui peecTpauiiHoro nocBigYeHHs,
BK/IOYaloUM MnaH ynpaBniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), Ski(a) BUMaraloTb(€)
noAasbLIoro 06rpyHTYBaHHS HOBUMU
[0AAaTKOBUM AaHVIMW, L0 MaloTb HafaBaTucs
KOMMNETEHTHUM OpraHoM, OCKi/TbKV BUMaraeTbCs
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BnkoHaHHs1 3060B's13aHb BifnNoBigHO 40
nianyHkty 1.8.2 nyHkTy 1.8 gogatky 5 fo
MopsiaKy NpoBeAEHHS eKCnepTu3n
peecTpauiiHux MaTepiasiB Ha slikapcbki 3aco6u,
LL|0 NOAAI0OTHLCS HA [lepXaBHy peecTpaLiio
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

(nepepeecTpavito), a TaKoX ekcnepTnaun
marepianis NPo BHECEHHSA 3MiH 0
peecTpauiiiHix maTepianis npoTsrom faii
peecTpauiiHOro NoCBigYEHHS, 3aTBEPIKEHOTO
Haka3zoM MO3 Bif 26.08.2005 Ne 426 (y pepakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

105.

NErKONAKC

MOPOLLOK A/15 OPasIbHOro
po3umHy no 10,0 r, no 4
a6o no 10 a6o no 20
nakeTiB-callie y navu,i

NAT
"Knismegnpenap
at"

YkpaiHa

MAT
"KniBmegnpenapar”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu Il TUny - 3MiHu Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB
BUAAui peecTpauiiHoro nocBigYeHHs,
BK/IHOYaloUM MnaH ynpaBniHHA pysnkamu
(3acTocyBaHHs 3MiH(1), Ski(a) BUMaraloTb(€)
noAasnbLIoro 06rpyHTYBaHHS HOBUMU
[04aTKOBUM AaHVIMW, L0 MaloTb HajaBaTucs
KOMMNETEHTHUM OpraHoM, OCKi/TbKV BUMaraeTbCs
CyTTEBA OL|iHKA KOMNETEHTHUM OpraHoMm)
(BnkoHaHHS 3060B's13aHb BignoBigHO 40
nianyHkty 1.8.2 nyHkTy 1.8 gogatky 5 fo
MopsiaKy NPoBEAEHHS eKCNepTU3n
peecTpauiiiHux MaTepianis Ha fnikapcbki 3acobu,
LLIO NOAAIOTHLCS Ha flepXaBHy peecTpaLiiio
(nepepeecTpaduito), a Takox ekcnepTusn
martepianis Npo BHECEHHS 3MiH A0
peecTpauiiHnux mMaTepianis NpoTArom Al
peecTpawiiHoro nocBiAYeHHs, 3aTBEPAKEHOI0
Haka3om MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/15646/01/02

106.

niBOCTOP

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0, MO
10 mr, no 10 TabneTok y
6nictepi; no 3 abo no 7
6nicTepis y naui

AT

"KUIBCbKN

BITAMIHHWI
3ABOA"

YKpaiHa

AT "KUIBCbKWIA
BITAMIHHWA
3ABOJ"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKa
(BnacHvka peecTpauiiHoro noceig4YeHHs) (3MiHa
HalilMeHyBaHHs 3asBHuKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEpPAXEHHS); 3MiHu | Tuny - AAMiHICTpaTMBHI
3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
Micusi NpoBaKEHHSA Aisi/IbHOCTI
BMpO6HUKa/iMnopTepa roToBOro /ikapcbkoro
3acoby, BK/IUaoun AiNbHULI BUMYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPO/IO AKOCTI.
(gisanbHICTB, 3a Ky Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHSA BUPO6HUKa, 6€3 3MiHK
MicLs BUPO6HULTBA) (TepMiH BBeAEHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBepAKEHHS)

3a
peyenmom

UA/6452/01/01

107.

niBOCTOP

TabneTku, BKpUTI
NiBKOBOI 06GOMOHKOL0, N0
20 wr, no 10 TabneTok y

AT
"KI/I'I'BCbKI/IIG
BITAMIHH1N

YKpaiHa

AT "KUIBCbKUN
BITAMIHHA
3ABOA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHMKa

3a
peuyenmom

UA/6452/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

6nicTepi; no 3 abo no 7
6nictepis y nayui

3ABO["

(BnacHviKa peecTpauiiiHoro NnocBig4YeHHs) (3miHa
HalilMeHyBaHHs 3as1BHUKa) (TepMiH BBeAEHHS
3MiH NpOTArom 6-Tn micsuis nicns
3aTBEpMKEHHS); 3MiHM | Tuny - AAMiHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco06y, BK/OHAKUM AiNbHNLi BUNYCKY cepii abo
MicLie NpOBEeAEHHS KOHTPOIHO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpTEp, BK/THOYAKUM BUMYCK Cepili)
(3miHa HaliMeHyBaHHSA BUPOBHYKa, 6€3 3MiHM
Micus BUpo6HMLTBa) (TEepMiH BBEAEHHS 3MiH
NPOTArom 6-Tv MicsILiB NicNs 3aTBEPKEHHS)

108.

NniBOCTOP

TabneTkun, BKpUTI
NNiBKOBOI 060J1I0HKOHD, MO
40 mr no 10 Tabnetok y
6nictepi; no 3 6nictepn y
nauuj

AT

"KNIBCbKN

BITAMIHHM
3ABOJ"

Ykpaina

AT "KI/ITBCbKICII/I
BITAMIHHN
3ABOA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavliinHux MmaTepiasis:
3MmiHu | TUNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKA
(BnacHuKa peecTpauiinHoro noceig4eHHs) (3MiHa
HaliMeHyBaHHs 3asBHUKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEpMKEHHS); 3MiHM | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HalilmeHyBaHHs Ta/abo aapecu
MicUsi NPOBaKEHHSA Aii/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco6y, BKOYaKUM AifbHNLi BUNYCKY cepii abo
MicLie NPOBEAEHHS KOHTPO/IO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/TKOYAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHsS1 BUPOGHUKa, 6€3 3MiHK
Micus BUpo6HuuTBa) (TEpMiH BBEAEHHS 3MiH
NpOTSArom 6-T MicsILiB Micnsi 3aTBEPAYKEHHS)

3a
peyerimom

UA/6452/01/03

109.

NIBAK®

TabneTkn AN CMOKTaHHSA
3i cMakoM MasimHu, no 10
Tabnetok y 6nictepi, no 1
6nictepy B navui

MAT "®apmak”

YKpaiHa

MAT "®apmak”

YKpaiHa

BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepianis:
3MiHM | Tuny - 3MiHa napameTpis cnevuudikawii
Ta/abo fonNyCTYMUX MEX FrOTOBOTO J1iKapCbKOro
3acoby; 3MiHu | TUNy - 3MiHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(ansa npuBeeHHs y BiANoBigHIcTL 3 AdY abo
€BponeicbKoo hapmMaKkoneeto Ta BUIyUYeHHs
NocuNaHHA Ha 3acTapininii BHYTPILLHIA MeTop,
BMNPOGYBaHHS i loro Homep)

6e3
peuyenma

UA/16033/01/01

110.

NIBAK®

TabneTkn AN CMOKTaHHSA
3i CMakom aHicy i M'aTu, no
10 TabneTok y 6nicTepi,
no 2 6nictepu B nayi; no
6 TabneTtok y 6nictepi, No
2 6nicTepu B nayui abo no
10 Tabnetok y 6nictepi,
no 1 6nictepy B nayuyj

MAT "®apmak”

Ykpaina

MAT "dapmak”

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis:
3MiHK | TUNy - 3MiHa NapameTpiB cneumdikauii
Ta/abo foNyCTUMUX MEX roTOBOrO NiKapcbKoro
3aco6y; 3MiHu | TUny - 3MiHa y MeTogax
BMNPOOGYBaHHSI TOTOBOTO J1iKapCbKOro 3acoby
(ansa npuBeeHHs y BiANoBigHicTL 3 Y abo
€BponeicbKolo hapMaKkoneeto Ta BUIyUYeHHs
NOCW/IaHHA Ha 3acTapinnii BHYTPRILLHIA MeToq,

6e3
peyenma

UA/10649/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
BMNPOGYBaHHS i loro Homep)
111. | NIBAK® TabneTkn AN CMOKTaHHSA MAT "®apmak” Ykpaina MAT "®dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 6e3 UA/10650/01/01
3i cMakom Lokonagy, no 6 3MiHK | TUNy - 3MiHa NnapameTpiB cnewumdikavii peyenma
TabneTok y 6nictepi, no 2 Ta/abo foNyCTMMUX MEX roTOBOrO NiKapcbKoro
6nictepu B nayuj; no 10 3aco6by; 3MiHu | TUNy - 3MiHa y MeTogax
Tabnetok y 6nictepi, no 1 BMNPOOGYBaHHSI rOTOBOTO J1iKapCbKOro 3acoby
6nicTepy B nauui (ansa npuBedeHHs y BiANoBigHicTL 3 APY abo
€BponeicbKolo hapmakoneeto Ta BUIyUYeHHs
NocuNaHHA Ha 3acTapisiuii BHYTPILLHIA MeTop,
BMNPOGYBaHHS i loro Homep)
112. | NIBAK® TabneTkn AN CMOKTaHHSA MAT "®apmak” Ykpaina MAT "dapmak” YkpaiHa BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepiasis: 6e3 UA/10651/01/01
3i CMakom anesibCuHy, no 3MiHK | TUNy - 3MiHa NapameTpiB cneumdikavii peyenma
6 TabneTtok y 6nictepi, no Ta/abo [oNyCTUMUX MEX roTOBOrO NiKapcbKoro
2 6nictepu B nayui; no 10 3acoby; 3MiHu | TUNy - 3MiHa y MeTogax
Tabnetok y 6nictepi, no 1 BMNPOOGYBaHHSI rOTOBOTO J1iKapCbKOro 3acoby
6nicTepy B nauui (ansa npuBeeHHs y BiANoBigHicTL 3 AdPY abo
€BponeicbKolo hapMaKkoneeto Ta BUIyUYeHHs
NoCUNaHHA Ha 3acTapininii BHYTPILLHIA MeTop,
BMNPOGYBaHHS i loro Homep)
113. | NINONMKOC 20% | emynbCia ans iHdysili; no B. bpayH HimeuunHa Brpo6HMLTBO, HimeuunHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a UA/15485/01/01
250 mi1 a6o no 500 mn Menb3yHreH Al nepBuHHA Ta 3MiHu | TMNy - 3MiHK 3 AKOCTI. FoTOBUIA peyenmom
eMy/ibCii y prnakoHax; no BTOPVHHA ynakoBkKa, nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
1 a60 10 dhnakoHis y BUMNYCK cepil: iMnopTepa/3aMiHn, LLIO CTOCYIOTLCA BUNYCKY cepil
KapTOHHI KOPOOLi B. bpayH Ta KOHTPOJI0 SIKOCTi FOTOBOTO JTiKAPCbKOr0o
Menb3yHreH Arl, 3acoby (3amiHa abo AoaaBaHHA AiNbHULI, Ha SKii
HimeuumnHa,; 3[i/iCHIOETLCA KOHTPO/L/BMNPOBYBaHHA cepii) -
KoHTposb cepii: BBEAEHHS AiNbHNMLi Ha SKI 34iACHIOETCS
B. BpayH KOHTPO/b Cepii rOTOBOrO /likapcbkoro 3acoby Ta
Menb3yHreH Arl, 3a3HavYeHHs hyHKLiOHaIbHMX 060B'A3KIB
HimeyunHa BUPOGHMKIB.
BBegeHHA 3MiH NpoTarom 3-x micAuis nicns
3aTBEPKEHHS.
114. | NNIOPICTA® TabneTkn, BKpUTI KPKA, a.4a., CnoBeHis BiANOBiAA/IbHWIA 32 CnoseHisi/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/5516/01/01
NNiBKOBOIO 060JI0HKOMD, MO HoBo mecTo, BMPOOHULTBO"IN HimeyunHa 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peuenmom
12,5 mr, no 10 TabneTok y CnoseHis bulk", nepBrHHe Ta nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa

6nicTepi; no 3, abo no 6,
a6o no 9 6nicTepis B
KapTOHHi Kopobuj; no 14
TabneTok y 6nictepi, no 1,
abo no 2, abo no 4, abo
no 6, abo no 7 6nictepis B
KapTOHHI KOpooLi

BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo , CnoBeHis
BiANOBiAA/IbHWIA 32
NnepBUHHE Ta
BTOPUHHE
nakyBaHHs, BUMYyCK
cepi:
TAL ®apma M'vM6X,
HimeyunHa

iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPO/I0 AKOCTi FOTOBOrO NiKapCbKOro
3aco6y (3amMiHa abo AofaBaHHA AifbHULI, Ha SKii
3[iICHIOETBLCS KOHTPO/IL/BUNPOBYBaHHS cepii)
(BBEAEHHA [,0AATKOBYX AiNbHULL AN KOHTPONIO
cepii roToBOrO /ikapCbKOro 3acoby 06yMoB/IEHO
BMPOBHNYOK HEOOXiJHICTIO. 3a3HaueHHs
hyHKLili paHille 3aTBEpAKEHNX BUPOOHMKIB)
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBIAA/IbHWIA 32
KOHTPONb cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis
BiANoBigabHNIA 3a
KOHTpONb cepii:
Nab6eHa 4.0.0,
CnoseHis
BiiNOBIAabHUIA 3a
KOHTpO/b cepii:
TAL ®apma M'M6X,
HimeuyunHa
BiANOBIAA/IbHWIA 32
KOHTPO/b
Mikpob6ionoriyHoi
yncToTy cepii (y
BUMaKy KOHTPONIO
cepii TAL ®apma
M6X, HimeuunHa):
Na6op N+C Ar,
HimeyunHa

115.

NOPICTA®

TabneTku, BKpUTI
NAiBKOBOK 060J10HKOIO, MO
25 mr, no 10 TabneTok y
6nictepi; no 3, abo no 6,
abo no 9 6nictepis B
KapTOHHI kopobuj; no 14
TabneTok y 6nictepi, no 1,
abo no 2, abo no 4, abo
no 6, abo no 7 6nictepis B
KapTOHHI KOpooLi

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

BiANOBiAA/IbHWIA 3a
BMPOBOHULTBO"IN
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo , CnoBeHis
BiANOBiAA/IbHWIA 3a
nepBuHHe Ta
BTOPUHHE
nakyBaHHS1, BUNYCK
cepi:

TAL dapma M'vM6X,
HimeuyunHa
BiAnoBiganbHUIA 3a
KOHTpPOb cepii:
KPKA, a.4a., Hoso
mMecTo, CnoBeHis
BiANOBiAa/IbHNIA 3a
KOHTpO~b cepii:
Nab6eHa 4.0.0,
CnoBeHis
BiANOBiAA/IbHWIA 3a
KOHTPO/b cepii:
TA[ ®apma 'mM6X,

CnoseHisi/
HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPO/II0 AKOCTi FOTOBOrO /liKapCbKOro
3acoby (3amiHa abo foaaBaHHS AifbHUL, Ha AKil
3[iICHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii)
(BBEAEHHA [,0AATKOBYX AiNbHWLL AN KOHTPONIO
cepii roTOBOrO /ikapCbKOro 3acoby 06yMOB/IEHO
BMPOGHNYOK HEOOXiAHICTIO. 3a3HaueHHs
hyHKLili paHille 3aTBEpAKEHNX BUPOOHMKIB)

3a
peyenmom

UA/5516/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Himeuunna
BiANoBigabHNIA 3a
KOHTPO/b
Mikpob6ionoriyHoi
yncToTu cepii (y
BUMNaKy KOHTPOO
cepii TA[ d®apma
vm6X, HimeuyunHa):
Na6op N+C Al
HimeuynHa

116.

NOPICTA®

TabneTku, BKpUTI

NNiBKOBOK 060/10HKOO, NO

50 mr, no 10 TabneTok y
6nictepi; no 3, a6o no 6,
abo no 9 6nictepis B

KapTOHHI kopo6uj; no 14
Tabnetok y 6nictepi, no 1,

abo no 2, abo no 4, abo

no 6, abo no 7 6nictepis B

KapTOHHI KOpooLi

KPKA, a.4.,
HoBso mecTo,
CnoBeHis

CnoseHisa

BiANoBiganbHUIA 3a
BMPO6HMLTBO"IN
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepi:

KPKA, 4.4., Hoso
mecTo , CnoBeHis
BiAnoBiganbHUIA 3a
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepii:

TAL d®apma M'M6X,
HimeuyunHa
BiANOBIAa/IbHNIA 3a
KOHTpO~b cepii:
KPKA, a.4., Hoso
mecTo, C/ioBeHis
BiANOBiAA/IbHWIA 3a
KOHTPO/b cepii:
Nab6eHa 4.0.0,
CnoseHis
BiAnoBiganbHUIA 3a
KOHTpPOb cepii:
TAL d®apma M'M6X,
HimeyunHa
BiANOBiAa/IbHNIA 3a
KOHTPO/b
MiKpOGionoriyHoi
yncToTu cepii (y
BUMNaKy KOHTPOO
cepii TAL ®apma
v6X, HimeuyunHa):
Na6op 1+C AT,
HimeyunHa

CnoseHis/
HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHn | TUNYy - 3MiHK 3 aKocTi. FoToBMi
nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPOJIH0 SKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo AoAaBaHHA AifbHULI, Ha SKilA
3[iICHIOETLCSI KOHTPO/IL/BUNPOGYBaHHS cepii)
(BBEAEHHA [,OAATKOBUX AiNbHULE AN KOHTPOO
cepil roToBOro Nikapcbkoro 3acoby 06ymoBeHo
BMPOBHUYOI HEOBXIAHICTIO. 3a3HaYeHHs
hyHKLili paHile 3aTBepaKeHNX BUPOOHMKIB)

3a
peyenmom

UA/5516/01/03

117.

JIOPICTA®

TabneTKn, BKpUTI

KPKA, ao.4.,

CnoBeHisa

BiANoBiAa/IbHNIA 3a

CnoBeHis/

BHECEHHS 3MiH [0 peecTpaLiiiHMx MaTepianis:

3a

UA/5516/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

NAiBKOBOK 060I0HKOLO, MO
100 mr, no 10 TabneTok y
6nictepi; no 3, abo no 6,
abo no 9 6nicTepis B
KapTOHHI kopo6uj; no 14
Tabnetok y 6nictepi, no 1,
abo no 2, abo no 4, abo
no 6, abo no 7 6nictepis B
KapTOHHiiA KOpo6L

Hogo mecTo,
CnoBeHis

BMPOGHMLTBO"IN
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb Ta BUMYCK
cepii:

KPKA, a.4a., Hoso
mecTo , CnoseHis
BiiNOBIAabHUIA 3a
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii:

TAL ®apma M'M6X,
HimeuyunHa
BiANOBiAA/IbHWIA 32
KOHTPONb cepil:
KPKA, 4.4., Hoso
mecTo, CnoBeHis
BiANoBigabHNIA 3a
KOHTpONb cepii:
Nab6eHa 4.0.0,
CnoseHis
BiiNOBIAaNbHUIA 3a
KOHTpO/b cepii:
TAL ®apma M'M6X,
HimeuyunHa
BiANOBiAA/IbHWIA 32
KOHTPO/b
MiKpob6ionoriyHoi
yncToTy cepii (y
BUMaKy KOHTPONIO
cepii TAL ®apma
vM6X, HimeuunHa):
Na6op N+C Ar,
HimeyunHa

HimeuunHa

3MiHn | TUnYy - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHn, LLIO CTOCYIOTLCA BUNYCKY cepil
Ta KOHTPO/IIO AKOCTi FOTOBOTO JliKapCbKOro
3acoby (3amiHa abo AofaBaHHA AiNbHULI, Ha SKii
3[iAICHIOETLCA KOHTPO/L/BUNPOBYBaHHA cepii)
(BBEAEHHS A0AATKOBUX fiNTbHULb /15 KOHTPOSIO
cepil roToBOro nikapcbkoro 3acoby 06ymMoB/ieHO
BMPOBHNYOK HEOOXIAHICTIO. 3a3HauYeHHs
hyHKLili paHille 3aTBepaKeHNX BUPOOHMKIB)

peyerimom

118.

MA/IbTOPEP®

cvpon, 10 mr/mn no 75 mn
ab6o no 150 mn 'y dhnakoHi,
no 1 chnakoHy 3 MipHUM
KOBMAYKOM Y KapTOHHIl
KopoobLi

Bichop
(IHTEpHeLWwHN)
IHK.

LLiBefiuapis

BMPOGHMLTBO
Hepo3dghacoBaHOl
NpoAyKLii, KOHTPO/Tb
AKOCTi, NepBMHHA Ta
BTOPWHHA ynakoBKa:
Bichop C.A.,
LLiBeiuapis;
KOHTPO/b SIKOCTI,
[03BiN Ha BUMYCK
cepil: Bichop
(IHTepHeLwHN) IHK.,
LLiseiiuapis

LLiseiiuapis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
BUMPaB/IEHHS TEXHIYHOT NOMWUNKM Y METOAAX
KOHTPOJI0 SIKOCTi rOTOBOrO fiKapCbKoro 3acoby,
npu nepeHeceHHi iHhopmauii 3 maTepianis
peecTpauiiiHoro gocke (p.3.2.P.5.1.
Cneuucbikauis); a came JOMyLLEHO NOMW/IKY B
3a3Ha4YeHHi 0AMHMLb BUMIPIOBaHHS 3a po3Aifiom
«Bu3HayeHHs IOHIB 3ani3a» Npu BUNYCKYy Ta B
KiHLji TepMiHy 36epiraHHs

3a
peyenmom

UA/5869/04/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
119. | MEMAHTUHY TabneTkn, BKpUTI TOB "dapma YkpaiHa BMPOGHMLTBO, Icnanis BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: - UA/13170/01/01
rigpoxnorunj NNiBKOBOIO 060J1I0HKOMD, MO Crapt" nakyBaHHs1, aHani3 3MiHK | TUNY - 3MiHa agpecu BUPOGHMKa
10 wmr in bulk: no 10,3 kr Ta BUMYCK Cepili: MPOMDKHOrO NPOAYKTY, L0 BUKOPUCTOBYETLCA Y
TabneTok y naketax CiHTOH XicnaHis, BMPO6HMYOMY npouieci ADI MeMaHTUHY
C.J. rigpoxnopuay
120. MEMAHTUHY TabneTkn, BKpUTI TOB "®apma Ykpaina BMPOGHMLTBO, Icnanis BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis: - UA/13170/01/02
rigPOXNIoOPUA, nAiBKOBOK 060JI0HKOIO, MO Crapt" nakyBaHHs, aHani3 3MiHM | TUNY - 3MiHa agpecy BUPOGHMKa
20 wr in bulk: no 10,3 kr Ta BUNYCK Cepiit: NPOMIXXHOr0 NPOAYKTY, LU0 BUKOPUCTOBYETLCA Y
TabneTok y naketax CiHTOH Xicnaris, BMPO6HMYOMY npouieci AD| meMaHTUHY
C.J. rigpoxnopuay
121. MEMOKC 10 TabneTku, BKpUTI TOB "dapma Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepiasis: 3a UA/13188/01/01
NNiBKOBOI 060JI0HKOHD, MO Crapt" Crapt", YKpaiHa 3MiHK | TUNY - 3MiHa agpecu BUPOGHMKa peyenmom
10 mr no 10 TabneTok y (thbacyBaHHA Ta NPOMIXXHOr0 NPOAYKTY, LU0 BUKOPUCTOBYETLCA Y
6nictepi; no 3 a6o 6 nakyBaHHs 3 oopmu BMpOBGHUYOMY npoueci APl MeEMaHTUHY
6nicTepiB y nauuj 3 in bulk chipmn rigpoxnopuay
KapToHY CiHTOH XicnaHis,
C.J1., IcnaHis)
122. MEMOKC 20 TabneTku, BKpUTI TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnX MmaTepiasiis: 3a UA/13188/01/02
NAiBKOBOK 000J10HKOMO, MO Crapt” Crapt", YkpaiHa 3MiHM | TUNy - 3MiHa agpecy BUpPOGHKKa peyenmom
20 mr no 10 TabneTok y (cbacyBaHHA Ta MPOMDKHOro NPOAYKTY, LLO BUKOPUCTOBYETLCA Y
6nictepi; no 3 6ictepn y nakyBaHHs 3 oopmm BMPOGHUYOMY npoueci APl MEMaHTUHY
nauui 3 KapToHy in bulk chipmu rigpoxnopugy
CiHTOH Xicnaris,
C.J1., IcnaHis)
123. METONPONON Tabnetku no 50 mr no 10 MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/2548/01/02
TabneTok y 6nictepi, no 3 "Kuismegnpenap "Kuismegnpenapar" 3MiHM | TUNY - 3MiHK Woa0 peyenmom
6nictepu y nauui at" 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy -
OHOB/IEHHA 3aTBEPAKEHOTO TEKCTY MapKyBaHHS
BTOPUHHOI YNakoBOK NikapCbKoro 3acoby 3
BHECEHHSAM 3MiH [JO TEKCTY MapKyBaHHS:
BUTYYEHHS 3 TEKCTY MapKyBaHHS BTOPUHHOT
yMakoBKM MokKasaHb A/151 3aCTOCYBaHHS.
BBefieHHA 3MiH NpoTArom 6-Tm MicauiB nicns
3aTBepAKEHHA
124. METONPONON Tabnetkn no 100 mr no 10 MAT Ykpaina MNAT YkpaiHa BHECEHHS 3MiH 4O pPeeCTpaLiiHnX MmaTepiasiis: 3a UA/2548/01/03
TabneTok y 6nictepi, no 3 "KvniBmeanpenap "KviBmegnpenapart” 3MiHN | TURY - 3MiHW WoA0 peyenmom
6nictepu y nauui at" 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy -
OHOBJ/IEHHS 3aTBEPAKEHOI0 TEKCTY MapKyBaHHS
BTOPVHHOT YNakoBOK J1iKapCbKOro 3acoby 3
BHECEHHSM 3MiH [JO TEKCTY MapKyBaHHS:
BUJ/TYYEHHS 3 TEKCTY MapKyBaHHA BTOPUHHOT
yNakoBKM NoKasaHb A/151 3aCTOCYyBaHHS.
BBeAeHHA 3MiH NpOTArom 6-Tu micauiB nicns
3aTBEpPAKEHHsA
125. MOHTENYKACT- | Tabnetku, BKpUTI TeBa 13painb TOB TeBa MonbLa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/12439/02/01
TEBA NNiBKOBOI 060/10HKOID, MO $apmaueBTikan OnepeiiwH3 Monaxg, 3MiHu Il TUny - 3MiHu Woao peuenmom
10 mr no 7 TabneTok y IHpacTpi3 N14. 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

6nictepi, No 4 6nictepn B

BHeceHHs abo 3miHa(1) Ao 3060B'sI3aHb Ta YMOB
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapTOHHI KOpooLi

BMAAYi peecTpauiiiHoro nocBig4YeHHs,
BK/OYaoUM MnaH ynpasniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), sKi(a) BUMaraloTb(€)
noAasIbLLIOro 06I'PyHTYBaHHS HOBUMU
[0AAaTKOBUM AaHVIMW, L0 MaloTb HagasaTucs
KOMMETEHTHUM OpraHOM, OCKifIbK/ BUMaraeTbCcs
CyTTEBA OL{iHKA KOMMNETEHTHUM OpPraHoMm)
(BukoHaHHS 3060B'A3aHb BifnoBigHO [0
nignyHkTy 1.13 nyHkTy 1, NignyHKTY 2.3 NyHKTY 2
poaartky 15 o MopAagky nposefeHHA
eKcnepTn3n peecTpauiiHnx matepianis Ha
nikapcbki 3acobu, Lo NoAaTbLCA Ha AepXaBHy
peecTpadiio (MepepeecTpaLiio), a Takox
eKkcrnepTu3y MaTepianis NPo BHECEHHS 3MiH [0
peecTpauiiiHix maTepianis npoTsrom faii
peecTpaLiiHOro NoCBigYEHHS, 3aTBEPIKEHOTO
Haka3zoM MO3 Bif 26.08.2005 Ne 426 (y pepakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

126.

HATIAO0K KBITKU

KBiTKM Mo 25 1 a6o no 50 r
y nayi 3 BHYTPILLHIM
naketom; no 1,5ry
inbTp-nakeTi; no 20
iNIbTp-NakeTiB y nayui

MpAT
dapmaLeBThyHa
habpuka
"Biona"

YkpaiHa

MpAT
dPapmaueBTMyHa
thabpuka "Biona"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BNnacHvka peecTpauiiHOro NoCBigYEHHS) - 3MiHa
afipecu 3asiBHUKa

bes
peuyenma

UA/2156/01/01

127.

HADTUDIH

Kpem, 10 mr/rmo 15ry
Ty6i; no 1 Ty6i B KOpo6uLji 3
KapToHYy

ToBapucTso 3
06MexeHo
BignoBiganbHICT
10
"®apmaueBTUyH
a hipma
"BepTtekc"

Ykpaina

ToBapucTso 3
06MeXeHoto
BiANOBIAA/ILHICTIO
"PapmaueBTnyHa
hipma "BepTekc”
(BUPOGHMLTBO 3
npoaykuii in bulk
ToBapuctsa 3
06MexeHo
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KOMnaHis
"3p0pos'a”,
YkpaiHa)

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHu 1l TUny - 3MiHn Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BHeceHHs abo 3miHa(v1) fo 3060B'si3aHb Ta yMOB
BMAAui peecTpauiiiHoro nocBigYeHHs,
BK/IOYaloUM MnaH ynpaBniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaraloTb(€)
noAasIbLLIOro 06r'pyHTYBaHHS HOBUMU
[0AaTKOBUM AaHVMW, L0 MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKifIbK/ BUMaraeTbCcs
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BukoHaHHs 3060B'13aHb BifNoBigHO L0
nianyHkty 1.8.2 nyHkTy 1.8 gogatky 5 fo
MopsiaKy NpoBeAEHHS eKcnepTu3n
peecTpauiiHux MaTepiasiB Ha Jlikapcbki 3acoou,
LLIO MoJAl0TbCA Ha fiepXXaBHY peecTpaLiiio
(nepepeecTpadito), a Takox ekcnepTusu
marepianis NPo BHECEHHSA 3MiH A0
peecTpauiiHnx maTepianis NpoTArom Aii
peecTpaLiiHoro NocBiAYeHHs, 3aTBEPAKEHOr0
Haka3zoM MO3 Big 26.08.2005 Ne 426 (y pepakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/16051/03/01

128.

HOKCA®IN®

cycneHsisi opasibHa, 40
mr/mn no 105 mny
dnakoHi; o 1 do1akoHy 3

LWepiHr-Mnay
CeHTpan lct Al

LLiBefiuapis

BMPOBHUK
Hepo3dhacoBaHOl

npoAayKLUii, NepBNHHE

KaHnapa/
PpaHuis/
Benebris

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHW | TURY - 3MiHa BUPOOHMKa
BWXiAHOro/NpoMiXXHOrO NPOAYKTY/peareHTy, Lo

3a
peuyenmom

UA/9269/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
MiPHOIO JTOXXEYKOIO Y nakyBaHHs: MaTeoH BUKOPWCTOBYIOTBLCS Y BUPOOHNYOMY npoueci AdI,
KapTOHHI KOpooLi IHK., KaHaga,; ab0 3MiHa BMPOGHWMKa (BKNOYaoun, ae
BTOPVHHE HeobXxigHO, MicLe NPOBEAEHHS KOHTPO/IHO AKOCTI)
nakyBaHHs1, BUMYCK A®| - BBEAEHHS [0AATKOBOro BUpobHnka MSD
cepii: CEHEKCI International GmbH ansa cragii Bupo6HuuTBa (2
HSC- EPYBIJIb Ta 3) — NaKyBaHHS Ta KOHTPO/1b/BUNPOOYBaHHS
CEHT KNEP, cepil; BBE,EHHS [0aTKOBOrO BMPOGHMKA
®paHuis; WepiHr- Minakem Dunkerque Production ans cragiii 1
Mnay Na6o H.B., BMPOGHMLTBA AD|. BBEA€HHA 3MiH NPOTArom
Benbris 3-x micsaLiB nicnsa 3aTBepAYKEHHSs
129. HONMbMNA3A® Tabnetku KPKA, a.4., CnoseHisa KPKA, a.4., Hoso CnoseHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 6e3 UA/12818/01/01
KOHTPON racTpopesncTeHTHi no 20 HoBso mecTo mecTo, CnoBeHis; HimeuunHa 3MiHM | TMNY - AgMiHICTPaTUBHI 3MiHN. 3MiHa peyenma
Mr o 7 TabneTok y TAL d®apma M'M6X, HaliMeHyBaHHs Ta/abo agpecy Micus
6nictepi, no 1 abo no 2 HimeyunHa NpoBaPKeHHS AiSNIbHOCTI BUpobHUKa/imnopTepa
6nicTepy B KapPTOHHIN rOTOBOrO NiKapCbKOro 3acoby, BKIKYaoun
Kopoo6Li AinbHULU BUNYycKy cepii abo micle NpoBeaeHHs
KOHTPOJI0 SIKOCTI. (AiSNbHICTb, 3a Ky BiAnosigae
BMPOGHUK/IMNOpPTEP, BK/IKOYAKOUM BUMYCK Cepili)
(NpuBeAEHHA HanMcaHHA agpecu YKPaiHCbKOO
MOBOIO BUPO6HUKa N3 TAL ®apma M'M6X,
HimeuunHa y BignosigHocTi Ao BucHoBKy Wwoao
niATBEpAXEHHS BiANOBIAHOCTI BUPO6HMLTBA /13
BuMoram GMP (Jepxnikcnyx6a Ykpainu)
130. OKTOCTUM PO3unH ANs iH'ekuin, 15 ®eppiHr LLiBefuapis BMPOGHMLITBO, Himeuunna/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a UA/12728/01/01
MKr/MA1; no 1 mn B amnyii; IHTEepHeLWHN nepBuHHE Yecbka 3MiHW | TUNy: AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no 10 amnyn y KapTOHHii CeHTep CA nakyBaHHs, Pecny6nika HaliMeHyBaHHs Ta/abo agpecy Micus

ynakoBLi

BiAnoBigaIbHNIA 3a
KOHTPO/b AKOCTI,
BUNYCK cepi:
PeppiHr MTM6X,
HimeuunHa
BTOPUHHE
naKyBaHHs:
®eppiHr-/leunsa,
a.c., Yecbka
Pecnyb6nika,

NpOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKIYatoun
OinbHUL BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPOJII0 AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHUK/iMNOpPTEp, BK/TKOYAKUM BUMYCK Cepili)
(3MiHa MicLEe3HaxX04KeHHA BUPOBHNYOT AiNbHULL
®eppiHr TM6X, HimeuunHa, 6e3 3mMiHW micus
BMPOGHMLTBA); 3MiHM | TUMy - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BBefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnx npo cucTemy
hapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0c06U 3 hapMakoHarnsgy 3asBHuKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BK/IHOYALOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy) (3miHa ynoBHOBaxeHOi ocobu
3asBHMKa, BifNOBiAaIbHOI 3a thapmakoHarnsag.




Hassa

dopma sunycky

3asiBHUK
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n/n

JliKapcbKo20
3acoby

(nikapcbka chopma,
ynakoska)

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

131.

OMHALPEH®

PO34uH oniliHniA Ans

TOB "BAJIEAHT

3MiHa KOHTaKTHUX AaHnX YNOBHOBaXKEHOT 0CO6M.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu);
3MiHu | TMNY: 3MiHK 3 sIKOCTi. FOTOBWIA
nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
abo BBeEHHA A0AATKOBOT AiNTbHNL
BMPOGHULITBA A1 YACTUHU ab0 BCbOrO
BMPOBHNYOro NpoLecy roToBOro NikapCbKoro
3acoby (ginbHUUSA 418 BTOPUHHOMO NakyBaHHS)
(3amiHa BUpo6HMYOT AinbHuui M3

nocsBi0OYeHHs

132.

250

OHAAHCETPOH

iH'ekyi, no 1 mn B amnyni,
no 5 amnyn y kKapToHHii
KopoobLi

TabneTku, BKpUTI

®APMACBIOTIK
AN3"

My6niuHe

YKpaiHa

YKpaiHa

dapmzasop Enbha
AT.

MonbLa

BiNOBiAA/IbHOI 32 BTOPMHHE NakKyBaHHs)
BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHM | TUny - 3MiHa y MeToAax BunpobyBaHHS

roTOBOrO J1iKapCbKOro 3acoby - BHECEHHS 3MiH B
MeToanky BEPX BU3HAYEHHS AitoUnX peqyoBUH
"laeHTudikauis Ta KifibKicHe BU3HAYEHHS
TECTOCTEPOHY MPOMiOHATY+TECTOCTEPOHY
heHiNnponioHaTy+TecToCTEPOHY
i30KanpoHaTy+TeCTOCTEPOHY KanpiHaTty" B
roTOBOMY /liKapCbKOMY 3ac006i, Siki BK/I04YaThb
3aMiHy rpagieHTHOro eslloioBaHHA Ha i30KpaTuyHe
€/11010BaHHS, BHECEHHS HE3HAYHMX NPaBOK B
YMOBW NPOBELEHHS, KOperyBaHHA Nepesipku
XpomatorpagiyHoi cuctemu Ta po3paxyHKoBOI
dopmyn y MeToAMLi BUSHAYEHHS

3a
peyenmom

UA/5204/01/01

133.

OHAAHCETPOH

NNiBKOBOIO 060/10HKOID, MO
4 mr no 10 TabneTok y
6nictepi, no 1 6nictepy y
nauui 3 KapToHy

TabneTku, BKpUTI

akuioHepHe
TOBap1CTBO
"HaykoBo-
BMPOGHNYNIA
LleHTp

"BopLuariBcbkuii
Ximiko-
thapmaueBTUYHN
1 3aBOg"

My6niuHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BUPOGHNUNIA LIEHTP
"Bopuuariscbkuii
Ximiko-
hapmaueBTUYHWI
3asofa”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHK | TUNy - 3MiHa y MeTogax BUNpobyBaHHS
A®| ab0o BMXigHOrO MaTepiany/MpPoMiXKHOro
NPOAYKTy/peareHTy, L0 BYUKOPUCTOBYETLCSA Y
npoueci BupobHuuTBa APl - yTOUHEHHSA
MEeTOAMKN BUMPOOYBaHHS 3a po3ifiom
«CynpoBiJHi AOMILLKV», BBEAEHO hopMy/n NS
po3paxyHKy BMICTY AOMILLOK, KpUTepii
NPUAHATHOCTI HE 3MIHWANCK; 3MiHW | TURY - 3MiHa
napameTpiB cneuudikauiii Ta/abo JonycTUMmX
MEX FOTOBOrO NiKapCbKOoro 3acoby - 3MiHK
cneumdikaLii O roTOBOro NiKapcbkoro 3acooby;
3MiHK | TUNy - 3MiHa Y MeToAax BUNpo6yBaHHSA
roOTOBOrO NiKApCbKOro 3acoby - yTOYHEHHS
MEeTOAMKN BUMPOOYBaHHS 3a po3ifiom
«CynpoBiJHi AOMILLKV», BBEAEHO hopMy/n NS
po3paxyHKy BMICTY AOMILLOK; 3MiHM | TUNY - 3MiHa
noctavasibHuKa nakyBasibHUX MaTepianis abo
KOMMNIEKTYIOUNX - BUSTYYEHHS HaliMeHyBaHHS
noctavyanibHUKIB NakyBasIbHUX MaTepiasiB 3
peecTpauiinHoro gocbe 3 posginy 3.2.P.7

3a
peyenmom

UA/3803/01/01

NNiBKOBOK 060I0HKOIO, MO

My6niuHe
akujoHepHe

8 mr no 10 TabneTok y

TOBapuUCTBO

YKpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHM | TUny - 3MiHa y MeToax BunpobyBaHHs

A®| ab0o BMXigHOTrO MaTepiany/npomixKHOro

3a
peuyenmom

UA/3803/01/02
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Homep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka chopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

peecmpayiliHo2o
nocsioYyeHHs1

3acoby

ynakoska)

6nictepi, no 1 6nictepy y
nauui 3 KapToHy

"HaykoBo-
BMPOGHWYNIA
LleHTp
"BopLuariBcbkuii
Ximiko-
hapmavLeBTUYHN

1 3aBog"

"HaykoBo-
BUPOGHNUNIA LIEeHTP
"BopLyariBCbkuii
XiMiKO-
hapmaLeBTUYHWI
3asofa”

NPOAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoteci BUpo6HMLTBa AD| - yTOUHEHHS
MEeTOAMKN BUNPOOYBaHHSA 3a pPo3[ifom

«CynpoBigHi AOMiLLKM», BBEAEHO hopMmynu ANs
po3paxyHKy BMICTY AOMILLOK, KpUTepil
NPUIAHATHOCTI HE 3MIHWICK; 3MiHK | TUNY - 3MiHa
napameTpiB cneuudikauiii Ta/abo JonycTUMnX
MeX rOTOBOr0 NiKapCbKoro 3acoby - 3MiHu
cneumdikaLii O roTOBOro NiKapcbkoro 3acooby;
3MiHM | TUMy - 3MiHa y MeToAax BUNpoGyBaHHS
roTOBOrO NiKapCbKOro 3acoby - yTOYHEHHS
METOAMKN BUMPOOYBaHHSA 3a pPo3[ifom
«CynpoBigHi AOMiLLKM», BBEAEHO hopMmynu ANs
po3paxyHKy BMICTY AOMILLOK; 3MiHM | TUNY - 3MiHa
nocrtayasibH1Ka nakyBasjbHUX maTepianis abo

KOMMNIEKTYIOUNX - BUSTYYEHHS HallMeHyBaHHS

noctavyanbHUKIB NakyBaslbHUX MaTepiasiiB 3
peecTpadiiiHoro gocke 3 po3giny 3.2.P.7

3a

UA/3803/02/01

134.

OHAAHCETPOH

PO34UH NS iH'eKU, 2
Mr/Mn no 2 mn abo 4 mn B
amnyni, no 5 amnyn B
KaceTi, no 1 kaceTi B nayu,i

My6niuHe
akuioHepHe
TOBap1CTBO

"HaykoBo-
BMPOGHWYNIA

LieHTp
"BopLuariBcbKuii
Ximiko-
thapmaueBTUYHN
1 3aBog"

YkpaiHa

My6niuHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOGHNUNIA LIEHTP
"Bopuiariscbkuii
XiMiKO-
hapmavLeBTUYHWI
3asofa”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHM | Tuny - 3MiHa y napameTpax cneuudikadiii
Ta/abo fonyCTUMMNX MEX, BUSHAUEHUX Y
cneumdikauisix Ha Ad®l, abo BMXigHWIA/MPOMIKHWIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea APl (40NOBHEHHS
cneumdikaLii HOBUM NMOKA3HUKOM SKOCTi Ta
Bi4NOBiAHVM METOL0M BUNPOBYBaHHS); 3MiHN |
UMy - 3MiHa y Mmetofax sunpobysaHHsa APl abo
BYVXiHOTO Matepiany/MpoMixXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuytea APl (He3HauHi 3MiHN y
3aTBEPMAKEHUX MeToAax BUNpobyBaHHs); 3MiHu |
My - 3MiHY BUNPOo6yBaHb abo A0NYyCTUMUX MEX,
BCTAHOB/IEHVX Y cneumdikauisx, nig vac
BMPOGHMLITBA FOTOBOrO J1iKapCbKOro 3acoby
(3BYXEHHS1 AONYCTUMUX MEX); 3MiHW | Tuny -
3MiHa napameTpiB cneymdikayin Ta/abo
[OMYyCTUMMX MEX roTOBOrO NiKapCcbkoro 3acoby;
3MiHu | TUNy - 3MiHa y MeTofax BUNpobyBaHHS
rOTOBOrO /liKapCbKOro 3acoby; 3miHu | Tuny -
3MiHa nocTavasibHUKa NakyBasIbHUX MaTepianis
ab0 KOMMNAEKTYIUMNX - BUTYYEHHA HaliMeHyBaHHSA
nocTavyasnibHVKIB NaKkyBasibHUX Martepianis 3
peecTpaLjiiiHoro gocbe 3 posgainy 3.2.P.7

peyenmom

3a

UA/9394/01/01

135.

OP30n

pO34nH ans iHgysiid, 500
Mr/100 mn no 100 mny
chnakoHi; no 1 dpnakoHy B
KapTOHHI KopooLi

CKAH BIOTEK
nTh

IHais

AJIKOH
MAPEHTEPA/IC
(IHLIS) NTA

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHW | TUNY - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta dapmakoHarnsgy -
3amiHa rpadiyHoOro 0hopmMIEHHSI NEPBUHHOI Ta

BTOPMHHOI YNakoOBOK Ha TEKCT MapKyBaHHsA

peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
yMnakoBOK 3 BiANOBIAHUMY 3MiHaMV 40 po34inis
METO/IB KOHTPOJIIO SKOCTi NiKapCcbKoro 3acoty
(po3pin «pachiyHe ochopMneHHs» 3aMiHEHO
po3ainom «MapKyBaHHsI»)
136. OTUKC NNroC Kpanni BYLUHi, pO34uH No 5 Mnn "Biona" Ykpaina TOB "Apnimepg" Pecny6nika BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3a UA/15962/01/01
rabono15ry BipmeHis 3MmiHu | TUNy - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
nnacTvKoBoMy (hi1akoHi; Ha3BW NikapcbKoro 3acoby -
no 1 chnakoHy B KapTOHHii 3MiHa Ha3BM NiKapcbKoro 3acoby
Kopoo6Li
137. O®EB Kancysm m siki no 100 mr BepiHrep HimeyunHa nepBuHHE HimeyunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/16115/01/01
no 10 kancyn y 6nictepi; IHrenbxaim (6nictepn) Ta 3MiHK || TUNY - 3MiHK B IHCTPYKUIi 418 MeguyHoro peuenmom
no 6 6nicTepiB y KAPTOHHIN IHTepHeLHN BTOPVHHE 3acToCyBaHHsA B po3ainu: "®apmakosioriyHi
ynakoBLj M6X nakyBaHHs, BnacTmBocTi", "Oco6/MBOCTI 3acTOCyBaHHA",
MapKyBaHHS, "Mo6iyvHi peakuii”, a Takox B po3ain "YMosu

KOHTPO/b SKOCTI,
KOHTPO/b SIKOCTi 3a
NOKa3HUKOM
MikpobionoriyHa
yucToTa Ta BUNyCcK
cepiii nikapcbkoro
3acoby: bepiHrep
IHrenbxaim ®apma
mM6X i Ko.KT,
HimeuumnHa;
BMPOGHMLTBO,
ynakoBka Ta
KOHTPO/Ib SKOCTi (3a
BUK/OYEHHAM
MiKpOGionoriyHoi
UYMCTOTK) Kancyn
bulk (He
po3dhacoBaHoi
npoaykKuii):
KatasieHt
HimeuyunHa E6epbax
m6X, HimeyunHa;
anbTepHaTUBHI
OinbHUUI aNns
BTOPUHHOTO
nakyBaHHA Ta
MapKyBaHHS:
LLiteremaHH
JlboHYepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuunHa,
®apm/lor dapma
JlopxicTik TM6X,

36epiraHHA" BHECEHO 3acCTepeXeHHs Woao
36epiraHHsa y HeJOCTYNHOMY ANA AiTel Micuj.
3aTBepakeHO HOBY KOPOTKY XapakTepucTuky
niKapcbKoro 3acoby, sika Bignosigae
3aTBEPKEHIl 3a LieHTpasli3oBaHO MpoLieAypoto
B €C KOpOTKili XapakTepucTuLli ikapcbKoro
3acoby
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

HimeyunHa;
anbTepHaTUBHI
na6opartopii gns
npoBefeHHs
KOHTPO/II0 SIKOCTI (3a
BUK/TIIOYEHHAM
MikpobionoriuHoi
yncToTu): A eHg Em
LWTabTect Mm6X,
HimeuunHa; HysicaH
M6X, HimeuuunHa,;
anbTepHaTuBHa
nab6oparopia ons
npoBefeHHs
KOHTPO/O SIKOCTI
MikpobionoriuHoi
yuctotu: Crc
IHCTUTYT PpeseHiyc
Mm6X, HimevunHa;
Na6op N+C Ar,
HimeyunHa

138.

O®EB

Kancysm m ki no 150 mr
no 10 kancyn y 6nictepi;
no 6 6nicTepiB y KAPTOHHIN
yMaKkoBLi

Bepinrep
IHrenbxaim
IHTepHeLuHN

M6X

HimeuunHa

nepBuHHE
(6nictepn) Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
KOHTPO/1b SIKOCTi 3a
NOKa3HUKOM
MikpobionoriyHa
yuctoTa Ta BUNycK
cepiii nikapcbkoro
3acoby: bepiHrep
IHrenbxaim ®apma
mM6X i Ko.KT,
HimeuunHa;
BMPOGHMLTBO,
ynakoBka Ta
KOHTPO/Ib SKOCTI (3a
BUK/OYEHHAM
MiKpOGionoriyHoi
UYMCTOTK) Kancyn
bulk (e
po3dacoBaHoi
npoayKuii):
KatasieHT
HimeuunHa E6epbax
'm6X, HimeyunHa;

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHU || TUNY - 3MiHK B IHCTPYKUIT 418 MeguyHoro
3acTOCyBaHHSA B po3ainu: "®apMakoiorivHi
BnacTuBocTi", "Oco6/MBOCTI 3acTOCyBaHHA",
"Mo6iyHi peakuii”, a Takox B po3ain "YMosu
36epiraHHA" BHECEHO 3aCTepeXeHHs Woa0
36epiraHHsa y HeJOCTYNHOMY ANA AiTeld Micuj.
3atBepAkeHO HOBY KOPOTKY XapakTepucTuky
niKkapcbKoro 3acoby, sika Bignosigae
3aTBEPXEHIl 3a LieHTpani3oBaHo npoLeasypoto
B €C KOpOTKili XapakTepucTuLli likapcbKoro
3acoby

3a
peyenmom

UA/16115/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

anbTepHaTUBHI
OinbHUUI ans
BTOPUHHOTO
nakyBaHHA Ta
MapKyBaHHS:
LLiteremaHH
JTboHdbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeyunHa;
®apm/lor dapma
NopxicTik Tm6X,
HimeyunHa;
anbTepHaTUBHI
na6opartopii gns
npoBefeHHs

KOHTPO/II0 SIKOCTI (3a

BUK/TIIOYEHHSAM
MikpobionoriuHoi
yncToTu): A eHg Em
LWTa6Tect Mm6X,
HimeuunHa; HysicaH
Mv6X, HimeuunHa,;
anbTepHaTuBHa
nab6oparopia ons
npoBefeHHs
KOHTPO/O SIKOCTI
MikpobionoriuHoi
ynctotu: CIrc
IHCTUTYT PpeseHiyc
vM6X, HimeuunHa;
Na6op N+C Ar,
HimeyunHa

139.

NAKNITEPO®

KOHLeHTpaT 415 po3unHy
Ons iHgysili, 6 mr/mn no 5
mn (30 mr), a6o no 16,7
M (100 mr), a6o no 50 mn
(300 mr) y chnakoHi; no 1
hN1aKoHy y KapTOHHIi
Kopoo6Li

[eTepo /1a63
Nimiteq

IHais

FETEPO NIAB3
NIMITEL

IHais

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa Y
TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs
roTOBOro Nikapcbkoro 3acoby (36iNbLUeHHs
TepMiHy NpUaaTHOCTI FOTOBOTO JliKapCbKOro
3acoby) - s ToproBoi ynakoBku
(NiaTBEPOKYETHCA AAHUMU PEAsILHOIO Yacy)
(36inblUEHHs TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby (3 2-x Ao 3-X pokiB); 3miHu |
TMny - 3MiHK Woao 6e3nekn/eheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHS Ha MifcTasi perynsipHo

3a
peyenmom

UA/14743/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

OHOB/IHOBAHOTO 3BITY 3 6e3Mnekn NiKapCbKoro
3acoby, abo focnimxeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B

nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 AOC/iAXEHb, MPOBEAEHUX
BIAMNOBIAHO A0 NAaHy nefiaTpUyHNX JOCAIAKEHb
(PIP) (3MiHy y3rofxeHo 3 KOMNEeTeHTHUM
YNOBHOB&XXEHUM opraHom) (3MiHM BHeCeHi g0
IHCTPYKLUiT 4151 MeAMYHOr0 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3gin "MobiuHi peaxuii”
Bi4NOBIAHO 40 OHOBNEHOT iH(hopMaLi 3 6e3neku
L0401 pevyoBUHN)

140.

nAKCuMn™

TabneTku, BKpUTI
060/10HKOt0, N0 20 Mr no
14 Tabnetok y 6nicTtepi;
no 2 6nicTepy y KapTOHHI
KopoobLi

"nakcoCmiTKns
H ExkcnopT
Nimiten

Benuka
BpuTaHis

nakcoCmiTKnsiiH
dPapmacboTrKan3
C.A.

Monbwa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu | TUNY - AOMIHICTPATUBHI 3MiHN.
BunyyeHHs BUPOBGHMYOT AinbHUL (BKTHOYAKOUM
AinbHUUi ana A®l, npomiXHOro NnpoAykTy abo
roTOBOrO JIiKapCbKOro 3acoby, AiNbHuLi Ans
NPOBELEHHS NakKyBaHHs1, BUPOOHUKA,
BiANOBIAa/ILHOrO 3a BUNYCK Cepiil, MicLe
NpoBeAeHHS KOHTPOO cepii) abo
noctavyanbHviKa BUXiHOTO Martepiany, peareHty
ab0 4ONOMIXHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y
[0CbE) - BunyyeHHs BUpOOHUKA NiKapcbKoro
3acoby C.K. €Espochapm C. A., PymyHis:

3a
peyenmom

UA/8573/01/01

141.

NMAHKPEATWUH-
3400POB'A
®OPTE 14000

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO34MHHI, no 10
TabneTok y 6nictepi; no 1,
abo no 2, abono 5
6nicTepiB y Kopobu,i

ToBapucTso 3
06MexeHoto
BiANOBIga/bHICT
10
"®apmaueBTUYH
a KkoMnaHis
"3p0pos'a”

YKpaiHa

BCi cTagji
BMPOBHMLTBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MexeHo
Bif4NoBiAaNbHICTIO
"®apmaueBTnyHa
KOMMaHis

"3p0poB'a”, YkpaiHa,;

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b AKOCTI:
ToBapucTso 3
06MexeHo
Bif4NoBiAaNbHICTIO
"®APMEKC rPyn",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHM | TNy - 3MiHa napameTpiB cneyudikawii
Ta/abo fonyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco0y; cynyTHs 3MiHa: 3MiHa y MeTogax
BMNPO6YBaHHSA rOTOBOTO JIiKAPCLKOro 3acoby -
He3HauHi 3MiHM NapameTpiB cneumdikayii Ta
MeTOZjiB KOHTPOJI0 rOTOBOTO NiKapCbKOro 3acoby
3a nokasHukamu: «CepegHsi maca» - 3 po3giny
BWUTYYEHO 3acTapifie nocuiaHHsa Ha oY
MepLLOro BUAaHHA, KpUtepii NPUIAHATHOCTI Ta
mMeToAVKa BUNPOOYBaHHS He 3MIHWIUCh;
«MikpobionoriyHa uncToTa» - NpUBEAEHO Y
Bi4NOBIAHICTb A0 BUMOT Ait040ro BuaaHHa oY,
«KiflbKicHe BM3HaYEeHH:» - HE3HauHi 3MiHU B
MeToAMKaxX BU3HAYEHHS aminoniTuiHol
aKTMBHOCTI (NPUroTYBaHHSA PO34MHY KNCOTK
cipyaHoi Ta NinoniTMYHOI aKTUBHOCTI
(NpuroTyBaHHs po34MHY MOAIBIHINOBOrO CAMPTY
Ta 8% po34MHy HaTpito Taypoxonary) 6e3 3MiH
MeToAy aHanizy Ta MexX NPUAHATHOCTI; 3MiHu |
TUMY - 3MiHW, NOB'A3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0 MOHorpadii 4dY
abo €sponelicbkoi hapmakonei, abo iHLwoi
HauioHasIbHOI dhapmakonei gepxasun €C (3MiHa y

6e3
peyenma

UA/7381/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1

cneuudikauisix, nos'a3aHa 3i 3MiHamu B Y,
abo €sponelicbkiil hapmakonei, abo iHLWii
HauioHasbHil dhapmakonei gepxasu €C);

CynyTHS 3MiHa: 3MiHa Yy MeTogax BUNpobyBaHHs
[OMOMDKHOT PEYOBUHU (HE3HAUHI 3MiHW Y
3aTBEPMKEHNX MeToAax BUNPOOyBaHb) -

npuBeaeHHs cneyndikauin Ta MeToaiB BXigHOro
KOHTPO/TI0 AKOCTi [ONOMIKHUX PEYOBUH Y
BIANOBIAHICTL A0 BMMOTr fjtoyoro BugaHHa EP Ta
O®Y; 3miHu | Tvny - 3miHa NnapameTpiB
cneuudikauin Ta/abo fonycTumMmnx Mex
NepPBUHHOT YNakoBKN FOTOBOTO NiKapCbKOro

3aco6y (iHWi 3MiHK); CynyTHSA 3MiHa: 3MiHa y

mMeToAax BUNPoGYBaHHSA NePBMHHOT yNakoBKM
rOTOBOrO JiKapCbKOro 3acoby (iHLLi 3MiHW y

mMeToAax BMNPOo6yBaHb (BK/IKOHYaloun 3amiHy abo

[ofaBaHHs)) - 3MiHKM Y crneuudikaLii Ta meTogax

KOHTPO/II0 AKOCTI NEPBUHHOI yNakoBku (donbra

anoMiHieBa, NniBKa NoniBiHiIXI0pUaHa) 3a
nokKasHUKoMm «MikpobiosioriyHa uncToTa»; 3miHu |
TUMY - 3MiHa NOCTaYa/IbHUKa NaKyBasIbHNX
marepianis abo KOMNAEKTYHUNX (SKLLO
3a3HayveHo B 10CbE) (3amiHa abo fofaBaHHS
noctayasnbHUKa) - LOAATKOBO A0 3aTBEPAKEHUX
noctavasibHUKIB, BBELEHHSA [04ATKOBOIO
noctayanbHuKa nakyBasibHVUX MaTepianis
(dbonbru antominieBoi) TOB «AnTpeiif», YkpaiHa

142. | NAHKPEATUH- TabneTku, BKpUTI ToBapucTBoO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: - UA/11222/01/02
3400POB'A 060/10HKOI0, 06MeXeHo 06MeXeHo 3MiHK | TUny - 3MiHa napameTpiB cneyudikawii
®OPTE 14000 KMLLKOBOPO3UMHHI, in bulk: BiANOBIga/bHICT BiANOBIAA/LHICTIO Ta/abo fonyCTUMUX MEX roTOBOrO NiKapCbKoro
no 1000 a6o no 6000 10 "®apmavneBTUYHa 3acoby; cynyTHA 3MiHa: 3MiHa Yy MeTogax
Tabnetok y naketi y "papmMaueBTUYH KoMnaHis "3gopos'a” BMNPOB6YBaHHA rOTOBOTO JIiKAPCLKOro 3acoby -
KOHTeliHepi a KoMnaHis He3HauHi 3MiHM NapameTpiB cneumdikayii Ta
"3p0pos'a” MeTOZiB KOHTPOJIt0 FOTOBOrO JliKapCbKoro 3acoby

3a nokasHukamu: «CepegHsi maca» - 3 po3giny
BWTYYEHO 3acTapifie nocuiaHHsa Ha 4Py
NepLIoro BUAAHHS, KpUTepil NPUAHATHOCTI Ta
mMeToAVKa BUNPOOYBaHHS He 3MIHWIUCh;
«MikpobionoriyHa uncToTa» - NPUBEAEHO Y
BiANOBIAHICTb 4O BMMOT Ail040ro BugaHHs AdY;
«KifbKicCHe BU3HAYEHHNA» - HE3HaYHi 3MiHU B
METOAMKAX BU3HAYEHHST aMisTIONITUYHOT
aKTMBHOCTI (NPUrOTYBaHHSA PO34KHY KNC/OTK
cipyaHoi Ta NinoniTUYHOI aKTUBHOCTI
(NpuroTyBaHHS poO34KHY MOAMIBIHINOBOrO CAMPTY
Ta 8% po34MHy HaTpilo Taypoxonary) 6e3 3MiH
MeToAy aHanizy Ta Mex NPUAHATHOCTI; 3MiHu |
TUMY - 3MiHW, NOB'A3aHi 3 HEOOXiAHICTO
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

npuBELEHHS Y BiANOBIAHICTb A0 MOHorpadii Y
abo €sponelicbkoi hapmakonei, abo iHLwol
HauioHasbHOT hapmakonel gepxasun €C (3MiHa y
cneuudikauisix, noB'a3aHa 3i 3MiHamu B Y,
abo Esponelicbkiil hapmakonei, abo iHLWii
HauioHasbHin dhapmakonei gepxasu €C);
CynyTHS 3MiHa: 3MiHa Yy MeTogax BUNpobyBaHHs
[OMOMDKHOT PEYOBUHM (HE3HAUHI 3MiHW Y
3aTBEPMKEHNX MeToAax BUNPOOyBaHb) -
npuBeaeHHs cneundikauin Ta MeToaiB BXigHOro
KOHTPO/TI0 AKOCTi [ONOMIKHUX PEYOBUH Y
BIANOBIAHICTb A0 BMMOTr fjtoyoro BugaHHa EP Ta
O®Y; 3miHu | Tvny - 3miHa NnapameTpiB
cneuudikauin Ta/abo fonycTumMmnx Mex
NepPBUHHOT YNakoBKN FOTOBOTO NiKapCbKOro
3aco6y (iHWi 3MiHK); CynyTHSA 3MiHa: 3MiHa y
mMeToAax BUNPoGYBaHHSA NePBMHHOT yNakoBKu
rOTOBOrO JiKapCbKOro 3acoby (iHLLi 3MiHW y
mMeToAax BMNPo6yBaHb (BK/IKOHYatoumn 3amiHy abo
[ofaBaHHs)) - 3MiHKM Y crneuudikaLii Ta meTogax
KOHTPO/II0 AKOCTI NEPBUHHOI yNakoBku (donbra
atoMiHieBa, NniBKa NoniBiHiIXI0pUaHa) 3a
nokKasHUKoMm «MikpobiosioriyHa uncToTa»; 3miHu |
TUMY - 3MiHa NOCTaYa/IbHUKa NaKyBasIbHUX
mMarepianis abo KOMNAEKTYHUNX (SKLLO
3a3HayveHo B 10CbE) (3amiHa abo fofaBaHHS
noctayanbHUKa) - LOAATKOBO A0 3aTBEPAKEHUX
noctavasibHUKIB, BBELEHHSA [04ATKOBOIO
noctayanibHuKa nakyBasibHVUX MaTepianis
(dbonbru antominieBoi) TOB «AnTpeiif», YkpaiHa

143.

MENOHA

pO3uunH ANs iHdysii Ta
OpasIbHOr0 3aCTOCYBaHHS,
20 mr/mn; no 1 mn B
amnyni, no 5 amnyny
KOHTYPHIli YapyHKOBIl
YMaKkoBLi, N0 2 KOHTYPHI
YapyHKOBI YNakoBK/ B
KapTOHHI Kopobuj 3
MapKyBaHHSIM iHO3€MHUMW
MOBamu 3i CTUKEpOM
YKpPaiHCbKOK MOBOO; Mo 1
M B amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIl
yNakoBLii, MO 2 KOHTYPHI
YapyHKOBI yNakoBKU B
KapTOHHI kopobui 3
MapKyBaHHAM
YKPAaIlHCLKO Ta

K'esi
dapmac'toTikens
vM6X

ABCTpIsi

BMPOGHULITBO 3a
MOBHUM LK/IOM:
Anbcpacirma C.n.A.,
ITania; mapkyBaHHs
Ta BTOPUHHE
nakyBaHHs: .J1.
dapma 'v6X,
ABCTpIst; BUNYCK
cepii: K'esi
dapmac'toTikens
'M6X, ABCTpist

ITania/
ABCTpis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu | TUNY - 3MiHa PO3Mipy YNakoBKM rOTOBOrO
NiKapCbKOro 3acoby - 36iNbLUEHHS HaAIMLLKOBOrO
06‘emy amnyn (3 0,05 mn Ha 0,20 mn). OcKinbku
06'eM LLO BUTArAETbCS 6N3bKMIA A0 FPAHNYHUX
MEX MPOMOHYETLCA MO0 36iNbLUEHHS AN
KOPEKTHOrO BUTATHEHHA HOMiHa/IbHOro 06'eMy 3
amnynu

3a
peyenmom

UA/15097/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
aHINIiCbKO MOBaMM
144. MNENCAH Kancynu m'ski no 10 Na6opaTopii ®paHuin BUPOGHMLTBO PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 6e3 UA/3558/02/01
Kancyn y 6nictepi, no 3 Po3a- Hepo3chacoBaHol 3MmiHu | TUNy - AgMiIHICTpaTUBHI 3MiHW. 3MiHa peyenma
6nicTepn y KapTOHHIl ®diTochapma npoAykKujii: HaliMeHyBaHHs Ta/abo agpecu Micus
KopoobLi Nab6opaTopii ManeHik NPoBaPKEeHHS AiSNIbHOCTI BUpobHUMKa/imnopTepa
BepHiH, ®paHuis rOTOBOrO /iKapCbKOro 3acoby, BKIKYaoun
nepBuHHa Ta AinbHULU BUNYyCKy cepii abo micle NpoBeAeHHs
BTOPVHHA yNnakoBkKa, KOHTPOJI0 SIKOCTI. (AiSNbHICTb, 3a Ky BiAnosigae
KOHTPO/Ib SIKOCTI: BMPOGHUK/IMNOPTEP, HE BKIOYAKYM BUMYCK
Na6opaTopii Maiioni cepiii) (3miHa agpecu Ta Ha3BW BUPOOHUYOT
Cningnep,®paHuis; AinbHuui KB KAMCHOJb, ®paHuis, 6e3 3miHu
BiANOBiAa/IbHNIA 3a Micus BUpo6HuuTBa) (TEepMiH BBEAEHHS 3MiH
BWMNYCK Cepil: npoTArom 6-Tu MiCcALB NicNs 3aTBEpPAKEHHS)
Nab6opaTopii Po3a-
ditochapma,
dpaHuis
145. MNEPLIO HacTolika no 50 mny MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepiasis: 6e3 UA/7959/01/01
CTPYYKOBOIO hnakoHax; no 50 mny PapmaLeBTUyHa dapmaueBTNYHA 3MmiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
HACTOWKA chnakoHi; no 1 dpnakoHy B thabpuka pabpvka "Biona" HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
nauui 3 KapToHy "Biona" (BNacHvKa peecTpauiiHoro NocBigYEHHs) - 3MiHa
agpecu 3asaBHUKaA (BNacHMKa peectpauiniHoro
NnocBiJYeHHs1). BBeieHHA 3MiH NpoTArom 3-X
MicALiB nicnsa 3aTBepmKeHHs. 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaPKEHHS AiSNbHOCTI
BMpO6HUKa/iMnopTepa roToBOro /ikapcbKoro
3acoby, BK/IUaoun AiNbHULI BUMYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOJIO AKOCTI.
(gisanbHICTB, 3a Ky Bignosigae
BMPOGHMK/IMNOpTEpP, BKOYAOUM BUMYCK Cepild) -
3MiHa agpecu BMpobHuka 13, 6e3 3MiHN MicuA
BMPOGHMLTBA. BBEAEHHS 3MiH NpOTSArom 3-x
MicsLiB MicNsA 3aTBEPAKEHHS
146. NINEPA3NHY Tabnetkn no 200 mr no 10 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3a UA/7016/01/01
AQVNNIHAT- TabnNeToK Y KOHTYPHIiA "®papmaLeBTUyH "®apmMaLeBTnYHa 3MiHn Il Tuny - 3MiHK Wwoao peyenmom
AAPHUUA YapyHKOBIl ynakoBL,i; no 1 a hipma ipma "fapHuus” 6e3nekn/edhekTBHOCTI Ta hapMakoHariaay.
KOHTYPHIli YapyHKOBIl "OapHuus” BHeceHHs abo 3miHa(1) Ao 3060B'si3aHb Ta YMOB

ynakosLji y nayui; no 10
TabNeToK Yy KOHTYPHUX
4apyHKOBUX ynakoBKax

BUAAui peecTpauiliHoro nocBigYeHHs,
BK/IOYaouM MnaH ynpasniHHA pusnkamu
(3acTocyBaHHA 3MiH(K), siKi(a) BUMaratoTb(€)
noAasbLIOro 06r'pyHTYBaHHSA HOBUMMU
[0AaTKOBUM AaHVMW, L0 MaloTb HagasaTucs
KOMNEeTeHTHUM OpraHoM, OCKi/TbKV BUMaraeTbCs
CYTTEBA OLiHKa KOMMETEHTHUM OpraHom)
(BnkoHaHHS 3060B's13aHb BignoBigHO 40
nignyHkTy 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY 2
popatky 15 no Mopsaky npoBefeHHs
eKCcnepTM3n peecTpauiiHnx matepiasiB Ha
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nikapcbki 3acobu, Lo NOAAaKTbCA Ha AepXaBHy
peecTpavuito (nepepeecTpadito), a Takox
eKkcnepTu3n marepianis NPo BHECEHHS 3MiH O
peecTpauiiHnx maTepianis NpoTArom Al
peecTpauiiHoro nNocBiAYeHHs, 3aTBEPAKEHOr0
Haka3om MO3 Bif 26.08.2005 Ne 426 (y pegakuii
Hakaszy MO3 Big 23.07.2015 Ne 460).

147.

MNNALEHTA
KOMMO3NTYM

PO34UH ANs iH'eKLiA no 2,2
M B amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIl
ynakosLi; no 1, 2 aéo no
20 KOHTYPHUX YapyHKOBUX
yMakoBOK B KOpobLi 3
KapTOoHY

Bionoriwe
XalinbMiTTenb
Xeenb M'M6X

HimeyunHa

Bionoriwe
XaiinbmitTens
Xeenb MTM6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHn | TUnYy - 3MiHK 3 aKocTi. FoToBMi
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
pO3Mipy ynakoBK/ roTOBOrO JliKapCbKOro 3acoby
(3MiHa KiflbKOCTi 0AMHWLE (Hanpuknag TabneTok,
amMnyn TOLLO) B ynakosLi:) - 3miHa nosa
Jiana3oHoM 3aTBepAKeHVX PO3MIpIiB yNakoBKM
( BBEAEHHS A,04ATKOBOI yNakoBku no 5 amnyn 'y
KOHTYPHIli YapyHKOBII1 yNakoBLj; N0 2 KOHTYPHMX
YapyHKOBMX yMakoBOK B KOpoOL, 3 kapToHy, 6e3
3MiHW NaKyBasIbHOTO MaTepiasy, 3 BiANOBIAHUMY
3MiHamMK y p. «YnakoBka») (TepMiH BBEAEHHS
3MiH NpoTArom 3-X MicAuiB Nicns 3aTBepAKEHHS)

3a
peyenmom

UA/2465/01/01

148.

NNECTA30N

Tabnetku no 100 wr; no 10
Tabnetok y 6nictepi; no 3
abo no 6 6nicTepis y naui

AT

"KUIBCbKIN

BITAMIHHI
3ABOJ"

YKpaiHa

AT "KNIBCbKMN
BITAMIHHW
3ABOA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHM | TYNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvKa peecTpauiiiHoro noceig4YeHHs) (3MiHa
HaliMeHyBaHHs 3as1BHUKa) (TepMiH BBEAEHHS
3MiH NpOTArom 6-Tn micsuiB nicns
3aTBepKeHHs); 3MiHu | Tuny - AgMiHiCTpaTuBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLiA NPOBaMKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /likapcbKoro
3acoby, BK/IYaoun AinbHUL BUNYyCcKy cepii abo
MicLie NPOBEAEHHS KOHTPOJIHO SKOCTI.
(BisAnbHICTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHS BUPO6HUKa, 6e3 3MiHK
Micus BUpo6HMLTBA) (TepMiH BBEAEHHS 3MiH
NPOTSArom 6-Tv MiCSILiB MiCNs 3aTBEPAKEHHS)

3a
peyenmom

UA/13438/01/01

149.

NPEAHIKAPB-
OAPHULA

Masb no 15 ry 1y6i; no 1
Ty6i B navu,i

MpAT
"®apmaueBTUYH
a thipma
"dapHnua”

YkpaiHa

MpAT
"®apmaueBTnyHa
tipma "AapHuua"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis:
3MiHu Il TUny - 3MiHn Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.
BHeceHHs abo 3miHa(1) 4o 3060B'si3aHb Ta YyMOB
BMAaui peecTpauiiHoro nocBig4YeHHs,
BK/IOYaloUM MnaH ynpaBniHHA pusnkamu
(3acTocyBaHHsA 3MiH(K), siki(a) BUMaratoTb(€)
noAasibLIOro 06r'pyHTYBaHHS HOBUMMU
[0AAaTKOBUM AaHVMW, L0 MaloTb HaaBaTucs
KOMMETEHTHUM OpraHOM, OCKi/IbKM BUMaraeTbCcs

3a
peyenmom

UA/6024/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

CyTTEBA OL{iHKA KOMMNETEHTHUM OpPraHoMm)
(BukoHaHHS 3060B'A3aHb BignoBigHO L0
nignyHkTy 1.13 nyHkTy 1, NignyHKTY 2.3 NyHKTY 2
poaartky 15 o MopAagky nposefeHHA
eKcnepTn3n peecTpauiiHnx MaTepianis Ha
nikapcbKi 3acobu, Lo NoAalTbCA Ha AepXaBHy
peecTpadjio (MepepeecTpadii), a Takox
eKkcrnepTu3y MaTepianis NPo BHECEHHS 3MiH [0
peecTpauiiiHix MaTepianis npoTsrom faii
peecTpauiiHOro NoCBigYEHHS, 3aTBEPIKEHOTO
Haka3zoM MO3 Bif 26.08.2005 Ne 426 (y pepakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

150.

NPEAHIKAPB-
JOAPHULA

Masb no 15 ry Ty6i; no 1
Ty6i B nayui

MpAT
"®apmaueBTUYH
a chipma
"fapHuua”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHnx npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBiAaNbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C061 3 hapmakoHarnsgy 3asiBHMKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/THOHAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLLeHHi MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi
oco6u, BiANOBIAa/IbHOI 3a hapMakoHarnsag.
3arBepmxeHo: CmoBx CTaHicnaBa AHaToniiBHa.
3anponoHoBaHo: Cipaxos Irop OnekcaHaposmy

3a
peyenmom

UA/6024/01/01

151.

NPO3EPUH-
JAPHULA

PO34unH ANs iH'ekuinn, 0,5
Mmr/mn no 1 mn B amnyni;
no 5 amnyn y KOHTYpHIii
YapyHKOBIli ynakoBLyj; Mo 2
KOHTYPHIi YapyHKOBI
yNakoBKM B nauLli

MpAT
"®apmaueBTUYH
a chipma
"fapHuua”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNy - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT ocobu,
BiANOBiAaNbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
oco6u, BiANOBIAa/IbHOI 3a hapMakoHarnsas.
3arBepaxeHo: CmoBx CTaHicnasa AHaToniiBHa.
3anponoHoBaHo: Cipaxos Irop OnekcaHgposmy

3a
peyenmom

UA/6208/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
152. NMPOMENPUN® Tabnetku no 4 mr, no 10 MPO.MEA.LIC Yecbka BCi cTagii Yecbka BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a UA/13895/01/01
Tabnetok y 6nictepi; no 3, Mpara a.c. Pecny6nika BUPOGHULTBA, Pecny6nika/ 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
no 6 a6o no 10 6nictepis y KOHTPO/b AKOCTi Ta Cnosaubka HaliMeHyBaHHs Ta/abo agpecu 3asBHMKa
KapTOHHI KopooLi BWMNYCK Cepil: Pecny6nika (BnacHviKa peecTpauiiiHoro NnocBig4YeHHs) (3miHa
NMPO.MEZA.LIC aZpecy Ta Ha3BW 3asBHKKA); 3MiHW | TUny -
Mpara a.c., Yecbka AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Pecny6bnika Ta/abo agpecu Micus NPOBaKEHHS AISNbHOCTI
BMpO6HUKa/iMnopTepa roToBoro /ikapcbKoro
BUPOBHMLTBO, 3acoby, BK/IYaoun AinbHULI BUNYCKy cepii abo
nepBuHHe Ta MicLie NPOBEeAEHHS KOHTPOJTIO AKOCTI.
BTOPVHHE (BisanbHICTb, 3a Ky Bignosigae
nakyBaHHs, BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepild)
KOHTPO/Ib SIKOCTI: 3MiHa agpecu Ta Ha3BW BUPOGHUKa, 6e3 3MiHK
XBM dapwma c.p.o., MicLs BUPOBHULITBA)
Cnosaubka
Pecny6nika
153. NMPOMENPUN® Tabnetku no 8 mr, no 10 MPO.MEA.LC Yecbka BCi cTagii Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a UA/13895/01/02
TabneTok y 6nictepi; no 3, Mpara a.c. Pecny6nika BMPOGHMLITBA, Pecny6nika/ 3MmiHu | TUNy - AgMiIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no 6 abo no 10 6nictepiB y KOHTPO/b AKOCTi Ta CnoBaubka HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
KapTOHHI KOpooLi BUNYyCK cepil: Pecny6nika (BnacHvKa peecTpaLiiiHoro noceig4YeHHs) (3MiHa
MPO.MEA.LIC ajipecy Ta Ha3BW 3asBHNKA); 3MiHK | Tuny -
Mpara a.c., Yecbka AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Pecny6nika Ta/abo agpecu micusa NPOBaKEeHHS AiSIbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
BMPOGHMLTBO, 3aco6y, BKOYaKUM AifbHNLi BUNYCKY cepii abo
nepBuHHe Ta MicLie NPOBEAEHHS KOHTPO/IO AKOCTI.
BTOPVHHE (misnbHiCTb, 3a AKy Bignosigae
nakyBaHHs, BMPOGHUK/IMNOpPTEp, BK/TKOYAKOUM BUMYCK Cepili)
KOHTPO/1b SIKOCTI: 3MiHa afpecu Ta Ha3Bu BUPOOHUKa, 6e3 3MiHK
XBM $apma c.p.o., MiCList BUPOGHNLITBA)
Cnosaubka
Pecny6nika
154. MPOTEKOH TabneTkn, BKpUTI OpraHocvH IHAis EBepTogxeH Naiid IHAiA BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis: - UA/15397/01/01
PACT® 060s10HKot0, in bulk: no Naiidp CaeHcns CaeHcus Jlimiteq, 3MiHY | TMNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
1000 TabneTok y naketax; Met. N14. HaliMeHyBaHHs Ta/abo agpecy Micus
no 1 nakeTy y Kopobui NPOBaKEHHS AisIbHOCTI BUpO6HMKa/iMnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKIYatoun
OinbHUL BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPOJIH0 AKOCTI. (AifNbHICTb, 3a AKy Bignosifae
BMPOGHUK/iMNOpPTEp, BK/TKOYAKUM BUMYCK Cepili)
(3miHa agpecu BUpO6HKKa, 6€3 3MiHK Micus
BMPO6HULTBA) (TEpMiH BBELEHHS 3MiH MPOTAroM
3-X MicsUiB nicns 3aTBEPAKEHHS)
155. MPOTEKOH TabneTkn, BKPUTI OpraHocuH IHAiA EBepTogkeH Naind IHAis BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a UA/15396/01/01
PACT® o600HKoto, Ne 30: o 10 Naiidp CaeHcms CaeHcms Jliviteq, 3MiHM | TMNY - AgGMiHICTPATUBHI 3MiHN. 3MiHa peyenmom
TabneTok y 6nictepi; no 3 Mer. NiTg,. HaliMeHyBaHHs Ta/abo agpecy Micus

6nictepu y nauui 3
KapToHy; Ne 60: no 10

NpoBaPKEHHSA AiSNIbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO NiKaPCbKOro 3acoby, BKIYaun
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
TabneTok y 6nictepi; no 6 AinbHUL BUNYyCcKy cepii abo miclie NpoBeaeHHs
6nicTepis y nayui 3 KOHTPOJIH0 SIKOCTI. (AiSNbHICTb, 3a Ky BiAgnosigae
KapToHy; Ne 90: no 10 BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepild)
TabneTok y 6nictepi; no 3 (3miHa agpecyn BMpO6HUKa, 6e3 3MiHM Micus
6nictepu y nauui 3 BMpo6HULUTBA) (TEepMiH BBEAEHHS 3MiH NPOTAroM
KapTOHY; MO 3 naukun y 3-x MicsLiB nicnsA 3aTBEPAYKEHHS)
nauuj 3 kapToHy; no 30, 60
a6o 90 TabneTok y
KOHTeliHepi; no 1
KOHTeliHepy y nauui 3
KapToHY
156. PEMICU], renb, 10 mr/rno30ry MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 4O pPeecTpaLiiHnX MmaTepiasiis: 6e3 UA/3980/01/01
Ty6i, no 1 Ty6i B navu,i "®dapmaueBTUYH "®apmavneBTUYHa 3MiHM | TUNY - 3MiHK WoAo peyenma
a hipma hipma "JapHuus” 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
"fapHnus” BeefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasilbHeHUX JaHnx npo cucTemy
hapmakoHarnsigy, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobU 3 hapMakoHarnsgy 3asBHuKa
ONA 34jiCHEeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IIOYAIOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHOo!
oco6w, BiANOBIAAIbHOI 3a hapmakoHarnsag,.
3arBepmkeHo: Cmoex CTaHicnaBa AHaToNiBHA.
3anponoHoBaHo: Cipaxos Irop OnekcaHApoBuY
157. PEMOAIAB Tabnetkn no 0,5 mr Ne 30 KPKA, o.4., CnoseHis BUPOBHUK, CnoseHisi/ BHECEHHS 3MiH 40 peecTpaLiiHnX MmaTepiasiis: 3a UA/14143/01/01
(15x2), Ne 60 (15x4), Ne HoBo mecTo BiANOBigabHNIA 3a Xopsaris 3MiHY | TUMY - BUNYYEHHA BUPOOHNYOT AiNIbHUL peyenmom

90 (15x6) y 6nictepax

BMPOBHMLTBO "in
bulk", nepsuHHy Ta

BTOPVHHY YNaKoBKY,
KOHTPO/Ib Ta BUMYCK

cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis; Kpka-

$apma g.o0.0., AL,

AcTpebapcko,
Xopsaris

(Bkntovatoum ginbHuULi ons A®l, NnpoMiXXHOro
npoaykTy abo rotToBOro NikapcbKoro 3acooy,
AiNbHULI 4NA NPOBEEHHA NaKyBaHHS,
BMPOGHMKA, BiAnoBifaIbHOrO 3a BUMYCK Cepil,
MicLie NpoBeAeHHs KOHTPO/IIO cepii) abo
noctayanbHuKa BUXiAHOTO MaTepiany, peareHty
ab0 [ONOMDKHOT PEHOBUHU - BUNYHEHHS
BMPOGHWKIB Aito4oi pevoBrHY penarniHigy "Krka,
d.d., Novo mesto", Slovenia Ta "Smilax
Laboratories Limited", India; 3miHu | Tuny -
noAaHHa HOBOro cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne R1-CEP 2006-
069-Rev 02 ana gjtouoi pevoBuHy Repaglinide
Bif HoBoro Bupo6Hnka SUN PHARMACEUTICAL
INDUSTRIES LIMITED. MNMogaHHA HOBOro
cepTudikaTa BignoBiAHOCTI EBpONEiiChKiit
chapmakonei Ne R1-CEP 2008-044-Rev 01 ans
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
aitoyoi peyoBrHK Repaglinide Big HoBOro
BMpo6HMka AUROBINDO PHARMA LIMITED
158. PEMOAIAB Tabnetkn no 1 mr Ne 30 KPKA, o.4., CnoseHis BUPOBHUK, CnoseHisi/ BHECEHHS 3MiH 40 peecTpaLiiHnx MmaTepiasiis: 3a UA/14143/01/02
(15x2), Ne 60 (15x4), Ne HoBo mecTo BiANoOBigabHNIA 3a XopBarTist 3MiHY | TUMY - BUYyYEHHS BUPOOHNYOT AiNbHUL peyenmom
90 (15x6) y 6nictepax BMPOBHULTBO "in (BKnovatoum ginbHUli ons A®l, NpoMiXXHOro
bulk", nepBrHHy Ta npoAayKTy abo rotToBOro Nikapcbkoro 3acooby,
BTOPVHHY YNaKoBKY, AiNbHUL 4NA NPOBEEHHA NaKyBaHHS,
KOHTPOb Ta BUMYCK BMPOGHMKA, BiAMoBifaIbHOrO 3a BUMYCK cepil,
cepii: KPKA, a.4., MicLie NpOBEAEHHS KOHTPO/IIO cepii) abo
HoBo mecTo, noctayanibHuka BUXiAHOTO MaTepiany, peareHty
CnoseHis; Kpka- a60 [0NOMDKHOT PeyOBUHU - BUNYYEHHS
®apma g.o.0., AL, BVMPOGHWKIB Ait040i peyoBrHY penarniHigy "Krka,
AcTpebapcko, d.d., Novo mesto", Slovenia Ta "Smilax
Xopsartis Laboratories Limited", India; 3miHu | Tuny -
noAaHHA HOBOro cepTtudikaTa BiANOBIAHOCTI
€sponelicbkinn hapmakonei Ne R1-CEP 2006-
069-Rev 02 ana gjtoyoi pevoBuHn Repaglinide
Bif HoBoro Bupo6Hmka SUN PHARMACEUTICAL
INDUSTRIES LIMITED. NMogaHHA HOBOrO
cepTudikaTa BiANOBIAHOCTI EBpONEiCHKIlt
thapmakonei Ne R1-CEP 2008-044-Rev 01 gns
aitoyoi peyoBrHK Repaglinide Big HoBoro
BMpo6HMka AUROBINDO PHARMA LIMITED
159. PEMOAIAB Tabnetkn no 2 mr Ne 30 KPKA, o.4., CnoseHis BUPOBHUK, CnoseHisi/ BHECEHHS 3MiH 4O peecTpaviiHnx MmaTepiasiis: 3a UA/14143/01/03
(15x2), Ne 60 (15x4), Ne HoBo mecTo BiANoOBigabHNIA 3a Xopsaris 3MiHM | TUMY - BUNYYEHHA BUPOOHNYOT AiNIbHUL peyenmom
90 (15x6) y 6nictepax BMPOBHMUTBO "in (Bkntovatoum ginbHuUi ons A®l, NnpoMiXXHOro
bulk", nepBrHHy Ta npoAayKTy abo rotToBOro Nikapcbkoro 3acooy,
BTOPVHHY YNaKoBKY, AiNbHULI 4NA NPOBEEHHA NaKyBaHHS,
KOHTPONb Ta BUMYCK BMPOGHMKA, BiAnoBifaIbHOTO 3a BUMYCK Cepil,
cepii: KPKA, a.4., MicLie NpoBeAeHHS KOHTPOSIHO cepii) abo
HoBo mecTo, noctayanibHuka BUXiAHOTO MaTepiany, peareHty
CnoseHis; Kpka- a60 [0NOMDKHOT PeYOBUHU - BUNYYEHHS
$apma g.o0.0., AL, BVMPOGHWKIB Ait040i pevoBrHY penarniHigy "Krka,
AcTpebapcko, d.d., Novo mesto", Slovenia Ta "Smilax
Xopsaris Laboratories Limited", India; 3miHu | Tuny -
noAaHHa HOBOro cepTtudikaTa BiANOBIAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2006-
069-Rev 02 ana gjtoyoi pevoBuHn Repaglinide
Bif HoBoro Bupo6Hmka SUN PHARMACEUTICAL
INDUSTRIES LIMITED. NMogaHHA HOBOrO
cepTudikaTa BiANoBiAHOCTI EBpONEiiChKilt
thapmakonei Ne R1-CEP 2008-044-Rev 01 gns
Aitoyoi pevoBuHU Repaglinide Big HoBOro
BMpo6HMka AUROBINDO PHARMA LIMITED
160. PUBOKCUH- TabneTkun, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis: 3a UA/6209/02/01
AAPHNLA 060/10HKO0, N0 200 Mr Mo "®apmaueBTUYH "®apmaueBTnyHa 3MiHuM | TUNY - 3MiHK Woao peyenmom
10 TabneToK y KOHTYPHIi a thipma dipma "AapHuua" 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsagy.
YapyHKOBIl ynakoBL,; no 5 "fapHuus" BBegeHHs1 ab0o 3MiHM [0 y3ara/ibHeHVX AaHnX
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
KOHTYPHUX YapyHKOBUX npo cuctemy chapmakoHarnsgy (BBefeHHs
yNaKoBOK y nauLli y3araibHeHUX JaHunx npo cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOo! ocoou,
BiANOBIAANLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnsgy 3asBHuKa
ONA 3giicCHEHHA dhapmakoHarnsgy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IHOYAKOYUMN KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
ocob6u, BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3arBepmkeHo: Cmoex CTaHicnaBa AHaToNiBHA.
3anponoHoBaHo: Cipaxos Irop OnekcaH4poBuY
161. PU3SEHAPOC® TabneTkun, BKpUTI TOB "3eHTiBa" Yecbka BUPOBHMLTBO Yecbka BHECEHHS 3MiH 4O pPeecTpaLiiHnX MmaTepiasiis: 3a UA/7150/01/01
35 060/10HKO0, N0 35 Mr Ne 2 Pecny6nika Hepo3dacoBaHoro Pecny6nika/ 3MiHM | TUMy - 3MiHa po3mipy cepii (BkIYatoun peyenmom
(2x1): no 2 TabneTkn B NpoAyKTY, NepBUHHE CnoBaubka nianasoHn) A®l abo NPOMIKHOro NPOAYKTY, SIKMIA
6nicTepi; no 1 6nictepy B Ta BTOPVHHE Pecny6nika 3aCTOCOBYETLCS Y NPOLLEeCi BUPO6GHMLTBA AD|
KapTOHHI kopo6ui; Ne 4 nakyBaHHs, (36inbLUeHHs o 10 pasiB MOPIBHSAHO i3
(4x1), Ne 8 (4x2), Ne 12 KOHTPONb Ta BUMYCK 3aTBEPKEHVIM PO3MIPOM) - BBEAEHHS
(4x3): no 4 TabneTtku B cepii: TOB [04aTKOBOro po3mipy cepii Adl, y 38’a3ky 3
6nicTepi; no 1 a6o no 2, "3eHTiBa", Yecbka BBEAEHHAM BUPOOHUYOI AiNbHUL; 3MiHK | TRy -
abo no 3 6nictepu B Pecny6nika; AT 3MiHa BUPOGHMKa BUXiZHOro/MpoMiKHOIo
KapTOHHI KOpoo6Li "CaHeka npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
dapmacbloTikans”, BMPOGHMYOMY npouieci A®I, abo 3miHa
CnoBaubka BMpO6HUKa (BK/IHOYaOUK, e HeobXigHo, Micue
Pecny6nika NpoBeAEeHHS KOHTPOAIO skocTi) APl (3a
BiICYTHOCTI cepTucpikaTta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0CbE) - BBEAEHHS HOBOI AiNbHULi BUPOOHULITBA
ans A®l; 3miHw Il Tyny - 3MiHa BUPOGHUMKa
BUXiAHOro/NPOMiXXHOrO NPOAYKTYy/peareHTy, Lo
BVIKOPVCTOBYIOTbCH Y BUPOOHUYOMY npoveci AdI,
abo 3miHa BUpoOHWKa (BKtovarouu, ae
Heob6XiAHO, MicLe NPOBEeAEHHS KOHTPOJIIO AKOCTI)
A®I (3a BigcyTHOCTI cepTucpikata BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0CbE) - BBELLEHHA HOBOTO BYPOGHMKA
MPOMDKHOrO NPOAYKTY p1U3eApPOHOBOI KNC/IOTK
npu BUpo6bHNULTBI AD|. BBeAEHHS 3MiH
NPoTArom 6-T1 MicsiLiB Nicna 3aTBepPAKEHHSA
162. PNy3on NOPOLLOK KpUCTanivyHni My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 4O peecTpaviiHnx MmaTepiasiis: - UA/12233/01/01
(cybcTaHuis) y noagiiHmx akuioHepHe akuioHepHe 3MiHM | TUMy - 3MiHa y napameTpax cneuudikaiii
nonieTUNeHoOBUX NakeTax TOBap1CTBO TOBapMCTBO Ta/abo [oNyCTUMUX MEX, BUSHAUEHUX Y
Ans dhapmauleBTUYHOro "HaykoBo- "HaykoBo- cneumdikauisx Ha A®l, abo BMXigHWIA/NPOMIKHWIA
3aCTOCyBaHHSA BUPOBHNYNI BUPOGHNUNI LIEHTP NpOAYKT/peareHT, WO BUKOPUCTOBYIOTHCS Y
LeHTp "BopLyariBcbKuii npoueci Bupo6HuLTBa A®I; CynyTHS 3MiHa: 3MiHa

"Bopuiariscbkuii

XiMiKO-

y MeTogax BunpobysaHHa APl abo BMXigHOTO
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
Ximiko- thapmaueBTUYHWI mMarepiany/npoMiXKHOTO NPOAyKTy/peareHTy, Wwo
hapmMaueBTUYHU 3asofa” BVKOPUCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI -
 3aBoa" 3MiHV BUNpOoGyBaHbL abo AONyCTUMUX MEX Y
npoueci BupobHuuTBa A®I, L0 BCTAHOB/EHI y
crneundikalisx, K HacnifokK, BHECEHO 3MiHV B
MeToAuMLi BUNpobyBaHHsA AD|, Ta BHECEHO 3MiHU
[0 cneumdikavii KOHTPOI0 NPOMKHOIO
NPOAYKTY 3a AaHUM NOKa3HUKOM SIKOCTI, Lo
Bignosigae Bumoram MoHorpadii USP «Riluzole»
163. | PO3YBACTATUH | nopowok (cybcTaHuis) B TOB "TK YkpaiHa HaHbTyH YaHio Kutaii BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: - UA/15758/01/01
KANbLIKO nonieTUNEeHoBMX MiLLKax "Aspopa" dPapmarek Ko., T4 3MiHuM | TUNy - 3MiHa nepiogy NOBTOPHUX
015 hapmaueBTUYHOTO BMNPOGYBaHb/Nepiogy 36epiraHHa abo ymoB
3aCcTOCyBaHHS 36epiraHHA A®| - 3miHa ymoB 36epiraHHa Ad|
3anponoHoBaHo: 36epiralTb B OpPUTiHA/IbHIN
ynakoBLi Npu TemnepaTtypi He BuLye 250C
164. CENTIAIM NOPOLLOK A/151 PO3UYUHY M. BioTek JiTg, Benvka CAMPY L IHais BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/11484/01/01
Ons iH'ekuii no 500 mr, 1 BpuTaHis SAPMACBHKOTIKAN BUNPaBIEHHS TEXHIYHOI NOMW/IKM Y TEKCTI peuenmom
h1aKoH 3 MOPOLUKOM Y 3 MNBT. NT4., IHgjs; MakKyBaHHS ynakoBOK
nauui 3 KapToHy ACTPA CTEPITEK
MPAVBIT NIMITEL,
IHais
165. CENTIAIM NMOPOLLOK A/151 PO3UYUHY M. BioTek NiTg, Benuvka CAMPY L IHais BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/11484/01/02
AN iH'ekuii no 1000 mr, 1 BpuTtaHis PAPMACBIOTIKAN BUMNpPaB/IEHHS TEXHIYHOI NOMWUIIKW Y TEKCTI peuyenmom
h1aKOH 3 MOPOLLUKOM Y 3 MNBT. NTA., IHAis; MaKyBaHHS YnakoBOK
nauui 3 KapToHy ACTPAN CTEPITEK
MPAWBIT NIMITEL,
IHais
166. CIHMETOH TabneTkun, BKpUTI OpraHocvH IHais EBepTomkeH flaiid IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/10667/01/01
o060710HKOt0, No 500 mr, no Nalich CaeHems CaeHcus NimiTeq, 3MiHu | TUNy - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
10 Tabnetok y 6ricTepi; Met. NTa,. HaliMeHyBaHHs Ta/abo agpecu Micus
no 1 a6o no 3, a6o no 10 NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
6nicTepiB y nayui 3 rOTOBOTO JIiKapCbKOro 3acoby, BKIYaUn
KapTOHY AinbHUL BUNYyCcKy cepii abo micle NpoBeaeHHs
KOHTPOJIH0 SIKOCTI. (AiSNbHICTb, 3a Ky Bignosigae
BMPOGHMK/iMMOpPTEp, BK/OUAKOUM BUMYCK Cepild) -
3MiHa agpecu BUpOobHUKa, 6e3 3MiHU MicLA
BMpo6HULUTBA) (TEepMiH BBEAEHHS 3MiH NPOTAroM
3-X MicsLiB nicns 3aTBEpAYKEHHS)
167. | CIHMETOH TabneTku, BKpUTI OpraHocvH IHAis EBepTogxeH Maiid IHAjis BHECEHHS 3MiH 40 peecTpaviiiHux MaTepiasiis: 3a UA/10667/01/02
060/10HKO10, No 750 Mr, No Naiigp CaeHcus CaeHcus Jlimiteq, 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuenmom
10 Tabnetok y 6nictepi; Mer. N14. HaliMeHyBaHHS Ta/abo agpecu micus

no 1 a6o no 3, a6o no 10
6nicTepis y nayui 3
KapTOHY

NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BkIYatoun
AiNbHUL BUNYCKy cepii abo micue npoBeaeHHs
KOHTPOJIH0 AIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/iIMNOPTEP, BK/IOYAKOUM BUMYCK cepild) -
3MiHa agpecy BUPObHMKa, 6€3 3MiHN Micus
BMpo6HMLUTBA) (TepMiH BBEAEHHS 3MiH NPOTAroM
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
3-X MicsiLiB micnsi 3aTBEPAKEHHS)
168. CIHMETOH TabneTku, BKpUTI OpraHocvH IHais EBepTomKeH flaiig IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: - UA/10668/01/02
060/10HKO0, N0 750 Mr in Naiid CaeHcns CaeHcus NlimiTeq, 3MmiHu | TUNy - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
bulk: no 1000 TabneTok y Met. NiTa,. HaliMeHyBaHHs Ta/abo agpecu Micus
naketax i3 gosibru NPoBaPKEeHHS AiSNIbHOCTI BUpobHUMKa/imnopTepa
a/TloMiHiEBOT rOTOBOTO JIiKapCbKOro 3acoby, BKIYaUn
AinbHULU BUNYyCKy cepii abo micle NpoBeAeHHs
KOHTPOJI0 SIKOCTI. (AiSNbHICTb, 3a Ky BiAnosigae
BMPOGHUK/IMNIOPTEp, BKIKOYAKOYN BUMYCK CEpIli) -
3MiHa afpecu BUpobHUKa, 6e3 3MiHU MicuA
BMpo6HULUTBA) (TEepMiH BBEAEHHS 3MiH NPOTAroM
3-x MicsLiB nicns 3aTBEPAKEHHS)
169. CIHMETOH TabneTku, BKpUTI OpraHocvH IHais EBepTomkeH flaiid IHais BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: - UA/10668/01/01
060/10HKOH0, 10 500 Mmr in Naiigp CaeHcns CaeHcus Jlimiteq, 3MiHM | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
bulk: no 1000 TabneTok y Met. NTA,. HalilMeHyBaHHs Ta/abo agpecu mMicus
naketax i3 gosbru NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa
asltoMiHieBOT rOTOBOrO JIiKApCbKOro 3acoby, BKIYaoun
AiNbHUL BUNYCKy cepii abo micle npoBegeHHs
KOHTPOJII0 SIKOCTI. (AiANIbHICTb, 3a Ky BiAnosigae
BMPOGHUK/iIMNOPTEP, BK/IOYAKOUM BUMYCK Cepili) -
3MiHa agpecy BUPObHMKa, 6e3 3MiHN Micus
BMPO6HULTBA) (TEepMiH BBELEHHS 3MiH MPOTSAroM
3-x MicsiLiB nicns 3aTBEPAKEHHS)
170. COPBITON NOpoLUOK (CybCcTaHuist) y TOB "WcTok- Ykpaina Kaprin [JoinunaHg, HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasiis: - UA/1869/01/01
nonieTUNEeHoBMX MiLKax Mntoc" M6X BUNPAB/IEHHS TEXHIYHOT MOMUIKM Y MeToAax
Ansa apmaleBTUYHOro KOHTPOJIO SIKOCTi 3a NOKa3HUKOM
3aCTOCYBaHHs «Mikpob6ionoriyHa ymctota»
171. CTPENCI/IC® cnpeii opomyko3Huii no 20 | PekkiTT BeHkizep Benuka damap HigepnaHaun HigepnaHnamn BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 6e3 UA/6372/01/01
nntoc My dh1akoHi 3 fO3yHUUM Xenckep BpuTtaHis B.B. 3MiHV | TUNY - 3a3HaYeHHsa y po3gini «Cknag» peyenma
NpUCTPOEM; Mo 1 donakoHy IHTepHeLuHN MeTOZiB KOHTPOJIO SIKOCTi FOTOBOTO NiKapPCbKOro
B KapTOHHI kopobui NimiTeq 3acoby gofaTkoBoro BupobHuka A®I 3rigHo
nonepegHbL0 3aTBepAKeHoi Bepcii CepTudiikata
BignosigHocTi EP R1-CEP 1998-078-Rev 04:
3anponoHoBaHo: MOEHS CATALANA, S.L.,
SPAIN MOEHS BCN, S.L., SPAIN
172. | CTPUHOTEK KOHLEHTpAaT 4719 PO34nHY M. BIOTEK NTJ, Benuka MAWNAH IHAjis BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/13318/01/01
Ons iHgysili no 20 mr/mn BpuTaHis NABOPATOPI3 3MiHu | TUnYy - 3MiHK Woao peuenmom

no2mnaéo5mny
dhnakoHi; no 1 donakoHy y
nauui 3 KapToHy

NIMITEL, (OTL)

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MeAMYHOr0 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHNX/6ionodibHNX NikapCbKMx
3ac06iB nicnsi BHECEHHSA TiET caMoi 3MiHM Ha
pedepeHTHUIN NpenapaT (3MiHa He NoTpebye
HafaHHA XO4HVX HOBMX A0AATKOBUX AAHVX)
(3MiHV BHEeCeHO A0 IHCTPYKLUIT y po3ain
"MokasaHHs", a TakoX y po3ainu:
"apmaKkonoriyHi Bl1acTnBocCTi",
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
"MpoTrnokasaHHsA", "B3aeMogis 3 iHLLMK
nikapcbknMKM 3acobamu Ta iHLWi BUamn B3aeMogiii",
"Oco6nMBOCTI 3aCTOCYBaHHA", "3acTocyBaHHs Y
nepiog, BaritTHoOCTi abo rogyBaHHs rpyaai”,
"3[aTHICTb BNAMBATU Ha LWBUAKICTL peakuii npu
KepyBaHHi aBTOTPaHCNoOpPTOM abo iHLWMMHK
MexaHismamu', "Cnoci6 3acTocyBaHHs Ta fo3un",
"Oitn" (yToYHeHHs iHdopMaLiT),
"MepepnosysaHHsa", "Mob6iyHI peakuii” 3rigHo 3
iHchopmauieto 1040 MEANYHOTO 3aCTOCYBaHHS
pediepeHTHoro nikapcbkoro 3acoby (KAMIMTO,
KOHLEHTpAT A5 PO34MHY ANs iHAIY3il)
173. | CYMAMEO® NMOPOLLIOK A1 OpasTbHOT TOB "TeBa YkpaiHa MNIBA XpBarcka XopBarTist BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/15660/01/01
cycneHsii 3i cMakom YkpaiHa" 4.0.0. 3MiHa 3asBHMKa (BNacHvKa peecTpauiiHoro peuenmom
nonyHuui, 100 mr/5 mn, 1 nocsigyeHHs) (TepMiH BBEAEHHS 3MiH NPOTArOM
b1akoH 3 MOPOLUKOM A/15 6-TV MiCALIB MiC/1A 3aTBEPAKEHHS)
opasibHOI cycneHsii no 20
M (400 mr) pasom i3
OHOCTOPOHHBLOK MiPHOIO
JIOXKEUKOH0 Ta LUNPULLOM
0151 [03yBaHHS B KOPO6Ui
174. CYMAMEA® NOPOLLIOK 47191 Opas1bHOT TOB "TeBa Ykpaina MNIBA XpBaTtcka Xopsaris BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/4612/01/01
cycneHsii, 100 mr/5 mn, 1 YkpaiHa" 4.0.0. 3miHa 3asBHMKa (BNacHvKa peecTpauiiHoro peuenmom
h1aKoH 3 MOPOLUKOM A5 nocsigyeHHs) (TepMiH BBEAEHHS 3MiH NPOTAroMm
opasibHOT cycneHsii no 20 6-Tn MicAaLiB Nicnsa 3aTBEPKEHHS)
M (400 mr) pasom i3
[BOCTOPOHHLOKO MiPHOO
JIOXKEUKOH0 Ta LUNPULLOM
0151 03YBaHHSA B KOPO6Lj
175. CYMAMEA® TabneTku, Wwo TOB "TeBa YkpaiHa MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasiis: 3a UA/15994/01/01
aucnepryoTtbes, no 125 Ykpaiva" A.0.0. 3MiHu | TUnNY - 3MiHK Woao peyenmom

Mr, o 6 TabneTok y
6nictepi; no 1 6nictepy B
KOpooLi

6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHEeHNX JaHunx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHunx npo cuctemy
hapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBiAANbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapMakoHarnsgy 3assHuKa
0N 30jCHEHHA dhapmakoHarnsgy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT ocobw,
BifiNOBIfaNbLHOI 3a 34iiCHEHHS hapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MmilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) (fQitoua pegakuis :
yNOBHOBaXKeHa ocoba BiAnoBigasibHa 3a
thapmakoHarnsag - Vcrparos Cepreit FOpbeBuy,
KOHTakKTHa ocoba BiAnoBifasibHa 3a
papmakoHarnsg - buctposa OkcaHa BitaniiBHa.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MponoHoBaHa peaakuis : ynoBHOBaxkeHa ocoba
BignoBigasibHa 3a hapmakoHarnsg - buctposa
OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX AaHUX);
3miHa 3asBHMKa (BNacHvKa peecTpauiiHoro
noceigueHHs) (TepMiH BBEAEHHS 3MiH NPOTAroM
6-T MicALIB MiCNs 3aTBEPKEHHS)

176.

CYMAMEL®

TabneTku, Wo
aucnepryroTtbes, no 250
Mr, Mo 6 TabneTok y
6nicTepi; no 1 6nictepy B
KopoobLi

TOB "TeBa
YkpaiHa"

YkpaiHa

MNIBA XpBarcka
4.0.0.

XopBarTisi

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnX Npo cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBiAANbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa
ONA 34iiCHeHHs dhapmakoHarniagy B YkpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnagy) (fQitoua pegakuis :
yrNoBHOBaXeHa ocoba BianosigasibHa 3a
thapmakoHarnsag - Vctparos Cepreit FKOpbeBuy,
KOHTaKTHa ocoba BignosigasnbHa 3a
thapmakoHarnsag - buctposa OkcaHa BitaniisHa.
MponoHoBaHa peaakLis : ynoBHOBaxeHa ocoba
BiAnoBiganbHa 3a hapmakoHarnsag - buctposa
OkcaHa BitaniiBHa. 3mMiHa KOHTaKTHUX AaHUX);
3MiHa 3asBHMKa (BNacHvKa peecTpauiiHoro
nocsigyeHHs) (TepMiH BBEAEHHS 3MiH NPOTArOM
6-TK MicALIB Nicns 3aTBEPKEHHS)

3a
peyenmom

UA/15994/01/02

177.

CYMAMEA®

TabneTtku, Wo
ancnepryoTees, no 500
Mr, No 3 TabneTkn y
6nictepi; no 1 abo no 2
6nicTepu B KOpoo6L

TOB "TeBa
YkpaiHa"

YKpaiHa

MNIBA XpBarcka
A.0.0.

Xopsartis

BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHU [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3arasibHeHNX AaHunx npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAaNbHOI 3a 34ilicHEHHS thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnsgy 3asBHuKa
ONA 34iiCHEeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iicCHEHH:A ddapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnagy) (dirova pegakuis :
yNoBHOBaXeHa ocoba BiAnoBifasbHa 3a
dpapmakoHarnsg - ctpatos Cepreit KOpbesuy,

3a
peyenmom

UA/15994/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KOHTaKTHa ocoba BiAnoBigasibHa 3a
thapmakoHarnsag - buctposa OkcaHa BitaniiBHa.
[MponoHoBaHa pefakLis : ynoBHOBaXKeHa 0coba
BiAnoBiganbHa 3a hapmakoHarnsag - buctposa

OkcaHa BiTtaniiBHa. 3MiHa KOHTaKTHUX JaHuX);
3miHa 3asiBHMKA (B1lacHMKa peecTpauiiHoro
noceigyeHHs) (TepMiH BBEAEHHS 3MiH NPOTAroMm
6-TN MicsLiB Nicnsa 3aTBEPKEHHS)

178.

CYMAMEL®

TabneTku, Wwo
ancneprytoTbes, no 1000
mr, no 1 tabnetuyiy
6nictepi; no 1 abo no 3
6nicTepn B KOpOOLi

TOB "TeBa
YkpaiHa"

Ykpaina

MNIBA XpBaTtcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 0 peecTpaLliinHux maTepiasis:
3MmiHu | TUNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BeefeHHst ab0 3MiHU [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHUX faHnx npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobU 3 hapMakoHarnsagy 3asBHuKa
ONA 34jiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) (dirova pegakuis :
yNOBHOBaXKeHa 0coba BiAnoBigasibHa 3a
dhapmakoHarnsg - Victpatos Cepreitn FOpbesuy,
KOHTakKTHa ocoba BiAnoBifasibHa 3a
thapmakoHarnsg - buctposa OkcaHa BitaniiBHa.
MponoHoBaHa pegakLis : ynoBHOBaxeHa ocoba
BignosifgasibHa 3a hapmakoHarnsg - buctposa
OkcaHa BitaniiBHa. 3mMiHa KOHTaKTHUX AaHUX);
3miHa 3asBHMKa (BNacHvKa peecTpauiiHoro
noceigueHHs) (TepMiH BBEAEHHS 3MiH NPOTAroM
6-T MiCALIB MiC/1A 3aTBEPKEHHS)

3a
peyerimom

UA/15994/01/04

179.

TEMOJA/®

MOPOLLIOK A/18 PO3UUHY
ons iHgysili no 100 mr, 1
h1aKoH 3 MOPOLUKOM Y
KapTOHHIA KOpoo6Li

LWepiHr-Mnay
CeHTpan lct Al

LLiBeiiuapis

BMPOGHMLTBO
Hepo3dhacoBaHOl
NpoAyKLUii, NepBNHHE
nakyBaHHA Ta
KOHTPO/b SIKOCTI:
Bakctep OHKonomxi
rm6X, HimevunHa;
BTOPWHHE
nakyBaHHs Ta [03BiN
Ha BUMYyCK cepii:
LepiHr-Mnay Na6o
H.B., Benbris

Himeuunna/
Benbris

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHK || TUNy - 3MiHK A0 IHCTPYKUiT ANs
Me[MYHOro 3aCTOCYBaHHS [0 PO34iniB

"Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakwi

3a
peyenmom

UA/4893/02/01

180.

TEMOAAN®

kancynu no 20 mrno 1
Kancyni y cawe; no 5 abo
no 20 caule y KapTOHHIW

LWepiHr-Mnay
CeHTpan lct Al

LLiBefiuapis

BMPOGHMLTBO
Hepo3dhacoBaHOl
npoAayKLuii, NepBnUHHa

PiHnanpin/
Benebris

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHM I TUny - 3MiHK Jo [HCTpYKLT Ans
MeAMYHOTo 3aCTOCYBaHHA [0 PO3AiNiB

3a
peuyenmom

UA/4893/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Kopoo6Li

yrnakoBka Ta
KOHTPO/b AKOCTI:
OpioH dapma,
diHNsaHAjN;
nepBuUHHA Ta
BTOPUHHA YNaKoBKa,
[03BIiNT Ha BUMYCK
cepii: WepiHr-Mnay
Na6o H.B., Benbria

"Ocob6nmBoCTi 3acTocyBaHHs", "MobiuHI peakw;i

181.

TEMOJA/®

Kancynn no 100 mr no 1
Kancyni y cawue; no 5 abo
no 20 calle y kapTOHHii
Kopoo6Li

LWepiHr-Mnay
CeHTpan lct Al

LLiBefiuapis

BMPOGHMLTBO
Hepo3dhacoBaHOl
nNpoAayKLUii, nepBnHHa
ynakoska Ta
KOHTPO/b SIKOCTI:
OpioH dapma,
diHNsaHAjN;
nepBuHHa Ta
BTOPUHHA YNaKoBKa,
[103BiN HA BUMYCK
cepii: Wepinr-Mnay
Na6o H.B., Benbria

dinnsaHpia/
Benbris

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu || TUNYy - 3MiHK A0 IHCTPYKUiT ANs
Me[MYHOro 3aCTOCYBaHHS 0 PO34i/iB

"Ocob6nmBOCTi 3acTocyBaHHS", "MobiuHi peakwyi"

3a
peyenmom

UA/4893/01/03

182.

TEMOJA/®

Kancynm no 250 mr no 1
Kancyni y cawe; no 5 a6o
no 20 calle y kKapTOHHii
KopooLi

LWepiHr-Mnay
CeHtpan lct Al

LLiBeiiuapis

BMPOGHMLTBO
Hepo3dghacoBaHOl
NpoAyKLUii, NepBNUHHA
ynakoska Ta
KOHTPONb SIKOCTI:
OpioH ®apwma,
diHnaHgis;
nepBuHHA Ta
BTOPUHHA YNaKoBKa,
[103BiN Ha BUMYCK
cepii: WepiHr-Mnay
Na6o H.B., Benbria

®iHnangis/
Benbris

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu || TUny - 3MiHK A0 IHCTPYKUiT ANs
Me[MYHOro 3aCTOCYBaHHS [0 PO34iniB

"Ocob6nmBOoCTi 3acTocyBaHHS", "MobiuHI peakwi

3a
peyenmom

UA/4893/01/04

183.

TEMOAAN®

kancynu no 140 mr no 1
Kancyni y cawe; no 5 abo
no 20 caule y KapTOHHilA
KOpooLi

LWepiHr-Mnay
CeHTpan lct Al

LLiBefiuapis

BMPOGHMLTBO
Hepo3dgracoBaHOl
NpoAyKLUii, NepBNUHHA
ynakoBka Ta
KOHTPONb AKOCTI:
OpioH dapma,
PiHNAHAIA;
nepBuHHa Ta
BTOPVHHA yNnakoBKa,
[03BiN Ha BUMNYCK
cepii: WWepiHr-Mnay
Jla6o H.B., Benbris

PiHnanpin/
Benebris

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis:
3MiHM I TMny - 3MiHK Jo [HCTpYKLT Ans
MeAMYHOro 3aCTOCYBaHHA [0 Po3ainis

"Oco6nmBOoCTI 3acTocyBaHHS", "MobiuHi peakwi

3a
peuyenmom

UA/4893/01/05

184.

TEMOAAN®

kancynu no 180 mr no 1
Kancyni y cawe; no 5 abo
no 20 caule y KapTOHHiW

LWepiHr-Mnay
CeHTpan lct Al

LLiBefiuapis

BUPOGHMLTBO
Hepo3dghacoBaHOl
npoAayKLuii, NepBnUHHa

PiHnanpin/
Benbris

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHW I TUny - 3MiHK Jo [HCTpYKLiT ANns
MeAMYHOro 3aCTOCYBaHHA [0 PO3AiniB

3a
peyenmom

UA/4893/01/06
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
Kopoo6Li yrnakoBka Ta "Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakwyi"
KOHTPO/b SIKOCTI:
OpioH dapma,
diHNsaHAjN;
nepBuHHa Ta
BTOPUHHA YNaKoBKa,
[l03BiN Ha BUMYCK
cepii: WepiHr-Mnay
Na6o H.B., Benbria
185. | TMUMOnNoOn- Kpanni o4Hi, po3uuH, 2,5 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/1226/01/01
AAPHNLA mr/mn no 5 mn a6o no 10 "®apmaueBTUYH "®apmaueBTnyHa 3MiHKM | TUNYy - 3MiHK Woao peyernmom
My dhnakoHi, no 1 a chipma ipma "AapHuug" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
dhnakoHy y nauui "NapHuus" BBefeHHs1 abo 3MiHU [0 y3araslbHeHUX AaHNX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHnx npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBiAaNbLHOI 3a 34ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapmakoHarniagy B YKpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BK/THOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
oco6u, BiANOBIAa/IbHOI 3a hapMakoHarnsag.
3arBepmxeHo: CmoBx CTaHicnaBa AHaToniiBHa.
3anponoHoBaHo: Cipaxos Irop OnekcaHaposumy
186. | TUMONON- Kpansi O4Hi, po3ynH, 5 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/1226/01/02
AAPHNLA mr/mn no 5 mn a6o no 10 "®apmaueBTUYH "®apmaueBTnyHa 3MiHKM | TUNy - 3MiHK Woao peyenmom
My donakoHi, no 1 a chipma ipma "AapHuug" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
hnakoHy y nauuii "fapHuua” BBefeHHs1 abo 3MiHU [0 y3arasibHeHUX OaHNX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocoou,
BiANOBiAANbLHOI 3a 3filicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
oco6u, BiANOBIAa/IbHOI 3a hapMakoHarnsas.
3arBepaxeHo: CmoBx CTaHicnasa AHaToniiBHa.
3anponoHoBaHo: Cipaxos Irop OnekcaHgposumy
187. | TIAPA TPIO® TabneTku, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/15069/01/01
NNiBKOBOIO 060JI0HKOHD, MO "®apmaueBTUYH "®apmaueBTnyHa 3MiHKM | TUNy - 3MiHK Woa0 peyenmom
10 mr/12,5 mr/160 mr Ne a dhipma dipma "JapHuus” 6e3nekn/edekTVBHOCTI Ta ddapMakoHarisay.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

14 (7x2), Ne 28 (7x4), Ne
35 (7x5) y KOHTYPHUX
YapyHKOBUX yNakoBKax B
nauuj

"fapHuua”

BeegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHVX faHunx npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOi 0cobw,
BiANOBiAaANbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapMakoHarnsgy 3asBHuKa
ONA 34iiCHeHHs dhapmakoHarniagy B YkpaiHi,
AKLLO BOHa BiAMiHHA Bif yNOBHOBaXKeHOI ocobu,
BiZiNOBIfaNbLHOI 3a 3iiCHEHHS hapmakoHarnsgy
(BK/HOHAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXKeHO
oco6u, BiANOBIAa/IbHOI 3a hapMakoHarnsag.
3arBepakeHo: CmoBx CTaHicnaBa AHaToniiBHa.
3anponoHoBaHo: Cipaxos Irop OnekcaHgposumy

188.

TIBOPTIH®

pO3uunH ANns iHdysii, 42
mr/mn no 100 mn abo no
200 mn y naswuyi; no 1
nAAWUi y navyi

TOB "tOpis-
dapm”

YKpaiHa

TOB "tOpis-®apm”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MmiHu |l TUNy - 3MiHK 3 siKoCTi. FOTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3aci6. 3miHa y
NepBUHHIlA yNakoBL,i rOTOBOrO J1iKapCbKoro
3acoby (Tvn koHTelHepa abo fogaBaHHSA HOBOTO
KOHTeliHepa) - CTepunbHi Nikapcbki 3acobu Ta
nikapcbki 3aco6u 6ioN0riYHOro/iMyHON0r4YHOro
NOXOKEHHSA (BBEAEHHSA [0AATKOBOI YaKoBKM Mo
200 mMn y nasiwkax, 6e3 3MiH1 NakyBasibHOro
mMaTtepiany, 3 Bi4NOBigHUMY 3MiHAMU Y p.
«YnakoBka») (TepmiH BBEAEHHS 3MiH MPOTATOM
3-x MicsiLiB micnsi 3aTBEPAKEHHS)

3a
peyenmom

UA/8954/01/01

189.

TISANYL

Tabnetku no 2 mr, no 10
Tabnetok y 6nictepi; no 3
6nictepu y nauui

AT

"KUIBCbKN

BITAMIHHWI
3ABOA"

YKpaiHa

AT "KUIBCbKWIA
BITAMIHHWA
3ABOJ"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKa
(BnacHvka peecTpauiiHoro noceig4YeHHs) (3MiHa
HalilMeHyBaHHs 3asBHuKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEpPAXEHHS); 3MiHu | Tuny - AAMiHICTpaTMBHI
3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
Micusi NpoBaKEHHSA Aisi/IbHOCTI
BMpO6HUKa/iMnopTepa roToBOro /ikapcbkoro
3acoby, BK/IUaoun AiNbHULI BUMYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPO/IO AKOCTI.
(gisanbHICTB, 3a Ky Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHSA BUPO6HUKa, 6€3 3MiHK
MicLs BUPO6HULTBA) (TepMiH BBeAEHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBepAKEHHS)

3a
peyenmom

UA/7594/01/01

190.

TISANYL

Tabnetku no 4 mr, no 10
Tabnetok y 6nictepi; no 3
61icTepn y nayui

AT
"KI/I'I'BCbKI/IIG
BITAMIHH1N

YKpaiHa

AT "KUIBCbKUN
BITAMIHHA
3ABOA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHMKa

3a
peuyenmom

UA/7594/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3ABO["

(BnacHviKa peecTpauiiiHoro NnocBig4YeHHs) (3miHa
HalilMeHyBaHHs 3as1BHUKa) (TepMiH BBeAEHHS
3MiH NpOTArom 6-Tn micsuis nicns
3aTBEpMKEHHS); 3MiHM | Tuny - AAMiHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco0y, Bk/ItoYaoun AinbHUL BUNYCKy cepii abo
MicLie NpOBEeAEHHS KOHTPOIHO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpTEp, BK/THOYAKUM BUMYCK Cepili)
(3miHa HaliMeHyBaHHSA BUPOBHYKa, 6€3 3MiHM
Micus BUpo6HMLTBa) (TEepMiH BBEAEHHS 3MiH
NPOTArom 6-Tv MicsILiB NicNs 3aTBEPKEHHS)

191.

TIOTPUASO/IH

nopoLLoK (cybcTaHuis) y
KOHTeliHepax
nosnieTNNeHOBMX AN
hapmaLeBTUYHOIO
BUKOPUCTaHHS

[epxaBHe
nignpyeMCcTBO
«3aBog, XiMIYHNX
peakTuBiB»
HaykoBo-
TEXHOJI0MYHOro
KOMMeKkcy
«lHCTUTYT
MOHOKpUCTanis»
HaujioHanbHoT
akagemii Hayk
YKpaiHn»

Ykpaina

[epxaBHe
niANpMEMCTBO
«3aBog, XiMIYHNX
peakTuBiB»
HaykoBo-
TEXHO/OTYHOro
KOMMekcy
«lHCTUTYT
MOHOKpUCTanis»
HaujioHanbHoT
akagemii Hayk
YKpaiHn»

YkpaiHa

BHECEHHS 3MiH 0 peecTpavliinHux MmaTepiasis:
3MiHM | TURY - 3MiHK, NOB'A3aHi 3 HEOOXiAHICTO
npuBeAeHHs y BiANOBIAHICTb A0 MoHorpadii 4dY
abo €sponeiicbKoi hapmakonei, abo iHLwoil
HaujioHanbHOI chapmakonei aepxasu E€C (3mMiHa 'y
cneuudikauii HechapmakoneiiHoro A®| ans
npuBeLeHHs y BiANOBIAHICTb A0 BUMoOr 1dY abo
€Bponeiicbkoi hapmakonei, abo iHwoi
HauioHanbHoI hapmakonei gepxasu €C); 3MiHu |
UMy - 3MiHa y Mmetofax sunpobysaHHsa APl abo
BYVIXiHOTO Matepiany/MpoMixXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuyTea APl (He3HauHi 3MiHN y
3aTBEPMAKEHUX MeToAax BUNpobyBaHHs); 3MiHu |
TMny - 3MiHa y MeTofax BunpobysaHHa Ad®| abo
BVXifHOrO Matepiany/npoMixXHOro
NPoAyKTy/peareHTy, L0 BYUKOPUCTOBYETLCSA Y
npoueci BUpobHuuTBa AP (iHLWi 3MiHM Y MeTogax
BMNpoGYyBaHHA (BK/IHOYatoun 3amiHy abo
[0MNoBHEHHS) A®| abo BUXiAHOro/NpoOMiXKHOTO
NpoAYKTY); 3MiHK | TUNY - 3MiHa Y napameTpax
crneundikauii Ta/abo AoNyCTUMUX MEX,
BM3HA4YeHNX Yy cneundikauisx Ha A®l, abo
BVXiHWIA/NPOMIDXHWIA NpOAYKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCA Y Npoueci BupobHuuytea AdI
(monoBHeHHs cnewmdikaLii HOBUM NOKa3HUKOM
AKOCTI Ta Bi4NOBIAH/M METOLO0M BUNPOGYBaHHS).
BBegeHHA 3miH npoTsArom 3-x micAwiB nicnsa
3aTBepPAKEHHSA

UA/2565/01/01

192.

TOHOPMA®

TabneTku, BKpUTI
060/10HKO0, 1Mo 10
Tab1eToK Y KOHTYPHIit
YapyHKOBIli ynakoBLj; no 1
a60 no 3 KOHTYpHiI

MpAT
"papmMaLeBTUyH
a hipma
"fNapHuua”

YKpaiHa

MpAT
"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy chapmakoHarnsgy (BBeeHHS

3a
peyenmom

UA/0516/01/01




n/n

Hassa
JliKapcbKo20

dopma sunycky

3asiBHUK

KpaiHa

98

Bupo6HuK

3acoby

(nikapcbka chopma,
ynakoska)

YapyHKOBIi YNakoBKW y
nauui

3asiBHUKa

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

193.

TOPALIB

Tabnetkn no 10 mr; no 10
Tabnetok y 6nictepi; no 3

TOB

YKpaiHa

TOB "®APMEKC

y3ara/ibHeHUX JaHnx npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! ocobu,
BiNOBIAANLHOI 3a 3AiiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0c0o6M 3 (hapMakoHarnsgy 3asBHuKa
ONA 34iiCHEeHHS dhapMakoHarnaay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsagy
(BK/IKOYAKOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3milLeHHi MacTep-thalina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocobw, BiANOBIAa/ILHOT 3a hapmakoHarnsa,.
3aTtBepakeHo: Cmorx CTaHicnasa AHaToniiBHa.
3anponoHoBaHo: CipaxoB Irop OnekcaHApoBmY

nocsBi0OYeHHs

ab6o no 9 6nicTepiB B NayLj

"®APMEKC
reymn"

reyn"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:

3MiHM | Tuny - 3mMiHa napameTpis cnevudikawii

Ta/abo foNyCTMUX MEX rOTOBOTO J1iKapCbKOro
3aco0y - 3a NOKa3HWKOM «PO3UMHEHHS»

NpyBELEHHS Y BiANOBIAHICTb A0 OPUTiHA/ILHOTO

npenapara; CynyTHS 3MiHa: 3MiHa y MeTodax
BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(iHwWi 3miHM y meTogax BunpobyBaHb
(BkNHOYAOUM 3aMiHy @60 [OMOBHEHHS)) - 3MiHN
BMNPO6YBaHb ab0 AONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneumdikayisx, nig vac

BMPOGHMLITBA FOTOBOTO /iKapCbKOro 3acoby (iHLwi

3MiHW); 3MiHM | TUNY - 3MiHa Y MeTofax

BMNPOGYBaHHA roTOBOrO /liKapcbKoro 3acoby -

3MiHa B MPUrOTYBaHHI PO34MHY MOPIBHAHHSA «a»

3a NoKa3HWKOM «CyrMpoBifHI LOMILLIKWN»

( npuBeaeHHs y BiANOBIAHICTb A0 MOHorpadii EP
Topacewmig 6e3B04HWIA, B 3B 3Ky 3i 3MiHOIO
chacyBaHHs1 cTaHAapTHOro 3paska EP).

BignosigHi 3MiHM BiAbyBaOTbLCA B METOAAX

KOHTPO/I0 HEpO3dhacoBaHOi NPOAYKLT; CynyTHS

3MiHa: 3MiHM BUNpobyBaHb abo A0MyCTUMUX

MeX, BCTAHOB/IEHMX Y cneumdikauisx, nig vac

BVMPOGHMLTBA rOTOBOTO JliKapCbKOro 3acoby;
3MiHu | TUNy - 3MiHa y MeTofax BUNpobyBaHHS
roTOBOrO /1iKapCbKOro 3acoby - 3miHa B

NPWroTyBaHHi BUNPO6GOBYBAHOTO PO3UMNHY 3a

nokKasHUKoM «KinbKicHe BU3HAUYEHHS»,
BiANOBIAHO [0 BMMPOGYBAHOr0 PO3UnHY 3a
nokasHUKoM «CynpoBigHi AOMILLKMN», yTOYHEHHS

B ONuci aHaniTMYHOT MeToAukK. BignosigHi 3mMiHn

BifOyBalOTLCA B METOAAX KOHTPO/HO

Hepo3dacoBaHOi MPOAYKL,i; CynyTHSA 3MiHa:

3MiHM BUNpobyBaHb abo JOMYyCTUMUX MEX,

BCTAHOBJIEHVX Y cneumdikauisx, nig vac

3a
peyenmom

UA/11604/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BVMPOGHMLTBA rOTOBOrO JiKapCbKOro 3acoby;
3MiHK | Tuny - 3MiHa napameTpiB cneyudikawii
Ta/abo fonyCTMMUX MEX rOTOBOMO NiKapCbKOro

3acoby - 3a posginiom «OfHOPIAHICTb A030BaHNX
OAVHULIb» NPUBEAEHHA pernaMeHTaLii y
BiAgnoBigHicTb Ao APY 2.9.40. 3miHa Ha3BK
po3giny 3 «[poYHOCTb Ha M310M» Ha «CTiliKiCTb
Tabs1eToK 40 Po3AaBoBaHHA» BifNOBIAHO 40

Aoy 2.9.8. BignosigHi 3MiH/ BiA6yBaoTLCA B

cneuudikauii i MeTogax KOHTPosIo

Hepo3(hacoBaHOI NPOAYKLIT; CynyTHSA 3MiHa:

3MiHV BUNpo6yBaHb abo AOMYyCTUMUX MEX,

BCTAHOBJIEHVX Y cneumdikauisx, nig vac

BMPOOHMLITBA FOTOBOTO /liKapCbKOro 3acoby;
3MiHM | TUNy - 3MiHa y MeToax BunpobyBaHHs
roTOBOIO JliKapCbKOro 3acoby - 3a NOKa3HMKOM

«Po3nagaHHA» 3MiHa B MeTOAMLi BUNPOGYBaHHS.

BignosigHi 3MiHK BiAbGyBalOTbLCA B MeTOAAxX
KOHTPO/I0 HEpO3dhacoBaHOi NPOAYKLT; CynyTHS

3MiHa: 3MiHM BUNpobyBaHb abo A0MYyCTUMUX
MeX, BCTAHOB/IEHMX Y cneumndikauisx, nig vac

BVMPOGHMLTBA rOTOBOTO JiKapCbKOro 3acoby;
3MiHK | TUNy - 3MiHa Y MeToAax BUNpPoGyBaHHSA

rOTOBOrO /iKapCbKOro 3acoby - 3a po3ginom

«P0o34nHEHH:» i «KinbkKiCHe BU3HAYEHHA»
3MiHIOETLCA RSD (MPONOHYETLCA 3HAYEHHS, SiKe
3a/1eXNTb Bif, KiTbKOCTI BUNPo6yBaHb
CTaHAAapTHUX 3paskiB). BignosigHi 3mMiHK
Bifj0yBalOTLCSA B METOAaX KOHTPOSIO
Hepo3acoBaHOi NPOAYKLi; CynyTHA 3MiHa:
3MiHV BUNpoGyBaHb abo AOMYCTVMUX MEX,
BCTaHOB/IEHUX Y cneuudpikauisx, nig vyac
BMPOGHULITBA rOTOBOIO J1iKapPCbKOro 3acoby

194.

TOPAJIB

Tabnetkn no 10 mr in bulk
Ne 1000: no 1000
TabneToK y noagiliHnx
nonieTuNeHoBMX NakeTax
B M/1ACTUKOBUX
KOHTeliHepax; in bulk Ne
22000: no 22000
TabneToK y noAgiliHMX
nonieTuNeHoBMX NakeTax
B M/1ACTUKOBUX
KOHTeliHepax

TOB
"®APMEKC
reyn"

YkpaiHa

TOB "®APMEKC
reymn

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHK | TNy - 3MiHa napameTpiB cneyudikawii
Ta/abo fonyCTMMUX MEX rOTOBOMO NiKapCbKOro
3aco0y - 3a NOKa3HWKOM «PO3UMHEHHS»
NPUBELEHHSA Y BiANOBIAHICTL 40 OpPUriHANIBHOTO
npenapara; CynyTHs 3miHa: 3MiHa y MeTogax
BMNPOGYBaHHSA roTOBOr0 NiKapCbKoro 3acoby
(iHWi 3miHM y MeTogax BUNpobyBaHb
(BkNtOvarouM 3amiHy abo [OMOBHEHHS)) - 3MiHN
BMNpo6yBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cneuudpikauisx, nig vyac
BMPOBGHULITBA FOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHW); 3MiHKM | TMRY - 3MiHa y MeTodax
BMNPOBYBaHHA rOTOBOTO JIiKAPCLKOro 3acoby -
3MiHa B NMPUrOTYBaHHI PO34MHY NOPIBHAHHA «a»

UA/14736/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
3a NOKa3HMKOM «CynpoBifHi AOMILLK/»

( NnpvBefeHHs y BIANOBIAHICTL A0 MoHorpadii EP
Topacewmin 6e3B04HWIA, B 3B 513Ky 3i 3MiHOHO
chacyBaHHs cTaHAapTHoOro 3paska EP).
BignoBigHi 3MiHK BiAbyBatOTbCA B MeTOAax
KOHTPO/I0 Hepo3dhacoBaHOi NPOAYKLT; CynyTHS
3MiHa: 3MiHM BUNpobyBaHb abo AOMyCTUMMX
MeX, BCTaHOBJ/IEHUX Y creundikalisx, nig yac
BMPOGHMLTBA FOTOBOIO NiKAPCLKOro 3acoby;
3MiHM | TUMy - 3MiHa y MeToAax BUNpoGyBaHHS
roTOBOrO /likapCcbKOro 3acoby - 3mMiHa B
NpUroTyBaHHi BUNPO60BYBAHOIO PO3UNHY 3a
NoKasHNMKOM «KinbKiCHe BU3HAYEHHSI»,
Bi4NoBIAHO A0 BUNPOOYBaHOIO PO3UNHY 3a
NoKasHNKOM «CynpoBigHi AOMILLKN», YTOYHEHHS
B ONWCIi aHaNiTUYHOT METOANKK. BignosigHi 3miHn
Bifj0yBalOTbCSA B METOAaX KOHTPOSIO
Hepo3acoBaHOi NPOAYKLi; CynyTHA 3MiHa:
3MiHV BUNpoGyBaHb abo AOMYCTVMUX MEX,
BCTaHOB/EHUX Y cneuudpikauisx, nig vyac
BMPOGHMLTBA FOTOBOIO NiKAPCLKOro 3acoby;
3MiHM | TuMy - 3mMiHa napameTpiB cnevuudikawii
Ta/abo fonycTUMMUX MEX roTOBOrO NikapCbKoro
3aco6by - 3a po3ginom «OAHOPIAHICTL [030BaHNX
OAVHULIb» NPUBELEHHA pernaMeHTaLii y
BignosigHicTb Ao APY 2.9.40. 3miHa Ha3BU
po3giny 3 «MpoYHOCTb Ha 1310M» Ha «CTilKICTb
TabneTok A0 po3aaBsoBaHHSA» BiANOBIAHO 4O
Aoy 2.9.8. BignosiaHi 3mMiHV BigdyBaroTbCsA B
cneuudikaLii i MeTogax KOHTPoso
Hepo3dacoBaHOi NPOAYKLi; CynyTHA 3MiHa:
3MiHM BUNpobyBaHb abo JOMyCTUMUX MEX,
BCTAHOB/IEHVX Y crneumdikayisx, nig vac
BVMPOGHMLTBA rOTOBOTO JiKapCbKOro 3acoby;
3MiHK | TUNy - 3MiHa Y MeToAax BUNpPoGyBaHHSA
roTOBOrO NiKapCbKOro 3acoby - 3a NOKa3HNKOM
«Po3nagaHHsA» 3MiHa B MeTOANML BUNPOGYBaHHS.
BignoBigHi 3MiHK BiAbyBalOTbCA B MeTOAax
KOHTPO/I0 Hepo3dhacoBaHoi NPOAYKLT; CynyTHS
3MiHa: 3MiHM BUNpobyBaHb abo AOMyCTUMUX
MeX, BCTaHOBJ/IEHUX Y creundikalisx, nig yac
BMPOGHMLTBA FOTOBOIO NiKAPCLKOro 3acoby;
3MiHM | TUMy - 3MiHa y MeToAax BUNpoGyBaHHS
roTOBOro Nikapcbkoro 3acoby - 3a po3Ai/iom
«P03unHeHHs» | «KinbKicHe BU3HAYEHHS»
3MiHIOETbCSA RSD (MPONOHYETHCA 3HAYEHHSA, SIKe
3anexuTb Bif KiJIbKOCTi BUNpobyBaHb

CTaHAApPTHUX 3pas3kiB). BignosigHi 3MiHK
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiiOyBalOTbCA B METOAAX KOHTPO/IHO
Hepo3hacoBaHOI NPOAYKLIT; CynyTHA 3MiHa:
3MiHV BUNpo6yBaHb abo AOMYyCTUMUX MEX,

BCTAHOBJIEHVX Y cneumdikauisx, nig vac
BMPOBGHULTBA FOTOBOrO NiKapCbKoro 3acoby

195.

TOPAPEH

Tabnetku no 10 mr; no 10
TabneTok y 6nictepi; no 1,
3 abo no 8 6nictepis B
navu,i

AT

"KNIBCbKN

BITAMIHHN
3ABOJ"

Ykpaina

AT "KI/ITBCbKICII/I
BITAMIHHN
3ABOA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis:
3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKa
(BnacHuKa peecTpauiiniHOro Noceig4eHHs) (3MiHa
HaliMeHyBaHHs 3asBHUKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEpMKEHHS); 3MiHM | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HalilmeHyBaHHs Ta/abo aapecu
MiCLSi NPOBaKEHHS Aii/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro fikapcbkoro
3aco06y, BKOYaKUM AiNbHNLi BUNYCKY cepii abo
MicLie NPOBEAEHHS KOHTPO/IO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHsS1 BUPOGHUKa, 6€3 3MiHK
Micus BUpo6HuuTBa) (TEpMiH BBEAEHHS 3MiH
NpOTSArom 6-Ty MicAILiB Micnsi 3aTBEPAKEHHS)

3a
peyerimom

UA/11688/01/01

196.

TPAYME/Ib C

PO34UH ANs iH'eKLiA no 2,2
M B amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIl
ynakosLi; no 1, 2 aéo no
20 KOHTYPHUX YapyHKOBUX
yNakoBOK B KOpPo6L,i 3
KapToHYy

Bionoriwe
XalinbMiTTenb
Xeenb M'M6X

HimeyunHa

Bionoriwe
XaiinbmitTens
Xeenb MTM6X

HimeuunHa

BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepianis:
3MiHn | TUnYy - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
pO3Mipy ynakoBK/ roTOBOrO JliKapCbKOro 3acoby
(3MiHa KiNbKOCTi 0AMHWLE (Hanpuknag TabneTok,
amnyn TOLLO) B ynakoBsLii:) - 3miHa nosa
Jiana3oHoM 3aTBepAKeHVX PO3MipiB yNakoBKM
(BBEAEHHA 00AATKOBOT yNakoBku no 5 amnyn y
KOHTYPHIli YapyHKOBII ynakoBLji; N0 2 KOHTYPHMX
YapyHKOBMX yNakoBOK B KOpoOL,i 3 kapToHy, 6e3
3MiHM NakyBa/IbHOro martepiasy, 3 BignoBigHUMU
3MiHamMK y p. «YnakoBka») (TepMiH BBEAEHHS
3MiH NpoTArom 3-X MicAuiB nicns 3aTBepAKeHHS)

3a
peyenmom

UA/5934/03/01

197.

TPUTALE
nnoce 10
Mr/i2,5 mr

Tabnetkn Ne 28 (14x2): no
14 TabneTok y 6nictepi;
no 2 6nicTepn B KAPTOHHIN
KOpooLi

TOB "CaHoi-
ABeHTIC
YkpaiHa"

YKpaiHa

CAHO®I C.IN.A.

ITanis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHKM | TUNy - 3MiHK Woa0
6e3nekn/edhekTBHOCTI Ta hapMakoHariaay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHA
y3ara/lbHeHUx JaHunx npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0coou,
BiNOBIAANbLHOI 3a 3AiiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cOo6M 3 hapMakoHarnsgy 3asBHMKa
ONA 34iiCHeHHs dhapmakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
Bi4MNOBiAa/IbHOI 32 3AiICHEHHsT hapmakoHarasay

3a
peuyenmom

UA/10165/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

(BK/THOHAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi
0cobW, BignoBiganbHOI 415 34iACHEHHS
thapmakoHarnagy: fitoua pefakuis - BoiTeHko
AHTOH [eopriioBny. MNMponoHoBaHa peaakuis -
KniwuH AHTOH Myikonaiosuny. 3mMiHa KOHTaKTHUX
[laHnX YNOBHOBaXEHOI 0CO6MU, BiANOBIAA/IbHOI
[N 3fiCHEHHs dhapmakoHarnsgy

198.

TPUTALE
NnarocCe® 5
Mr/i2,5 mr

Tabnetkn Ne 28 (14x2): no
14 Tabnetok y 6nictepi;
no 2 6nicTepy B KAPTOHHIi
Kopoo6Li

TOB "CaHodpi-
ABEHTIC
YkpaiHa"

YkpaiHa

CAHO®I C.IN.A.

ITanis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHnx npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBiAaNbLHOI 3a 34ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapmakoHarniagy B YKpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BK/THOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0cobu, BignoBiganbHOI An1s 34iACHEHHS
thapmakoHarnagy: fitoua pefakuis - BoiteHko
AHTOH [eopriiioBny. MponoHoBaHa pefakyis -
KniwunH AHTOH MrKonanosuy. 3miHa KOHTaKTHUX
[aHnx ynoBHOBaXEHOT 0co6M, BigNoBiganbHOI
[ONA 3ajiiCHEHHs dhapmakoHariagy

3a
peyenmom

UA/10164/01/01

199.

YHAETAB

TabneTku, BKpUTI
060/10HKOI0; No 10
TabneTtok y 6nictepi; no 3
6nictepu B nayuj; no 50
Tab1eToK Y KOHTEHepI
(6aHouuj); mo 1
KOHTeliHepy (6aHouL) B
nauui

AT

"KUIBCbKIN

BITAMIHHI
3ABOJ"

YKpaiHa

AT "KUIBCbKUI

BITAMIHHN
3ABOJ"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHM | TYNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvKa peecTpauiiiHoro noceig4YeHHs) (3MiHa
HaliMeHyBaHHs 3as1BHUKa) (TepMiH BBEAEHHS
3MiH NpOTArom 6-Tu MicsuiB nicns
3aTBepKeHHs); 3MiHu | Tuny - AgMiHiCTpaTuBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLiA NPOBaMKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /likapcbKoro
3acoby, BK/IYaoun AinbHUL BUNYyCcKy cepii abo
MicLie NPOBEAEHHS KOHTPOJIHO SKOCTI.
(BisAnbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3MiHa HalilmeHyBaHHS BUPO6HUKa, 6e3 3MiHK
Micus BUpo6HMLTBA) (TepMiH BBEAEHHS 3MiH
NPOTSArom 6-Tv MiCSILiB MiCNs 3aTBEPAKEHHS)

6e3
peyenma

UA/4834/01/01

200.

DPAKTUB

TabneTkun, BKpUTI

ABJlI IEPAXIM

TypeyunHa

ABJI IEPAXIM lnay

TypeyynHa

BHECEHHS 3MiH 0 peeCTpaLiiHNX MaTepiasliB:

3a

UA/13766/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
NAiBKOBOK 060I0HKOLO, MO Inay CaHai Be CaHai Be TimxapeT 3MmiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
320 mr; no 5 aéo no 7 TigpxapeT A.LL. A.LL. HaliMeHyBaHHs Ta/abo agpecu Micus
Tabnetok y 6nictepi; no 1 NPOBaKEHHSA AiSNIbHOCTI BUPO6HMKa/imnopTepa
6nicTepy B KAPTOHHIi rOTOBOrO /iKapCbKOro 3aco6y, BKIKYakum
KopoobLi OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHUK/IMNOpPTEp, BK/TKOYAKUM BUMYCK CEpili)
(3miHa agpecu BUpoO6HKKa, 6€3 3MiHN Micus
BVMPOGHMLTBA)
201. | PAPIHITOH TabneTkn 4518 CMOKTaHHS; AT YkpaiHa AT "KMIBCbKNW YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 UA/7230/01/01
no 10 TabneTtok y "KNIBCbKN BITAMIHHW 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuyenma
6nicTepi; no 2 6nictepn y BITAMIHHWIA 3ABOJ" HallMeHyBaHHs Ta/abo agpecy 3asBHMKa
navu,i 3ABOA" (BnacHviKa peecTpauiiiHoro noceig4YeHHs) (3miHa
HalilMeHyBaHHs 3asi1BHUKa) (TepMiH BBEAEHHS
3MiH NpPOTArom 6-Tu MicsuiB nicns
3aTBEpPMXEHHS); 3MiHM | Tuny - AAMiHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLA NPOBAMKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /likapcbkoro
3acoby, BK/IoYaoun AinbHUL BUNycKy cepii abo
MicLie NPOBEAEHHS KOHTPOJIHO SKOCTI.
(misnbHICTB, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IHOYAKOUM BUMYCK Cepili)
(3MiHa HallMeHyBaHHA BUPO6HUKa, 6e3 3MiHK
Micus BUpo6HMLTBA) (TepMiH BBEAEHHS 3MiH
NPOTSArom 6-Tv MiCAILB NicNs 3aTBEPAKEHHS)
202. ®PITOCEA® Maca nogpioHeHa MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis: - UA/13563/01/01
(cybcTaHuis) 3 cymildi "Ximdhapmszasop "Ximthapm3sasop 3MiHM | TUny - 3MiHa B ymoBax 36epiraHHa Ad|
NiKapcbKoi POCANHHOI "UepBoHa 3ipka" "UepsoHa 3ipka"
CMPOBVHY Y NanepoBux
MilLKax A5 BUPO6HULTBA
HecTepuUsbHUX NiKapCbKux
dopm
203. DPNAMIOE3® TabneTku, BKpUTI OpraHocvH IHais EBepToaKeH flaiid IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: - UA/7062/01/01
NAiBKOBOI 0600HKOI, in Nalich CaeHems CaeHcus NimiTeq, 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
bulk: 2500 TabneTok y Mer. N14. HaliMeHyBaHHS Ta/abo agpecu micus
naketax i3 gosibru NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
atoMiHieBOT roToBOro NiKapCbKOro 3acoby, BKIoUatoUn
OiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHS
KOHTPOJIH0 SIKOCTI. (AiSNbHICTb, 3a Ky BiAnosigae
BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepill)
(3miHa agpecu BUpOGHMKa, 6€3 3MiHN Micus
BMPOGHULTBA) (TEepMiH BBELEHHSI 3MiH MPOTSAroM
3-X MicsiLiB nicns 3aTBEpAYKEHHS)
204. | PNAMIAE3® TabneTkn, BKpUTI OpraHocvH IHAis EBepTomkeH Maiid IHAis BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a UA/7061/01/01
NNiBKOBOIO 060J1I0HKOMD, MO Naiigp CaeHcns CaeHcus Jlimiteq, 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
10 Tabnetok y 6nicTtepi; Met. NTA,. HaliMeHyBaHHs Ta/abo agpecu micus

no 1, aéo no 3 a6o no 10

NpoBaKEeHHS Ais/IbHOCTI BUpo6HMKa/iMnopTepa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

6nicTepiB y KApPOHHIi
nauui

roTOBOrO NiKAPCbKOro 3acoby, BK/IoUaoun
OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHUK/IMNOpPTEp, BK/TKOYAKUM BUMYCK CEpili)
(3miHa agpecu BUpo6HKKa, 6€3 3MiHN Micus
BMPO6HULTBA) (TEPMiIH BBELEHHS 3MiH MPOTAroM
3-X MicsiLiB micnsl 3aTBEPAKEHHS)

205.

®NEKUEPUH

Kancynu Teepgi no 50 mr;
no 10 kancyn y 6nictepi;
no 1 a6o 3 6nictepn y
nauui

AT

"KUIBCbKM

BITAMIHHW
3ABOA"

YKpaiHa

AT "KUIBCbKUN
BITAMIHHAN
3ABOA"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MmiHu | TUny - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvKa peecTpaLiiiHoro noceig4YeHHs) (3MiHa
HalilMeHyBaHHs 3asBHuKa) (TepMiH BBeAEHHS
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBepPXEHHS); 3MiHu | Tuny - AAMiIHICTpaTUBHI
3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLiAl NPOBaKEHHS AiS/TIbHOCTI
BMpO6HUKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BK/IKYaoun AiNbHULI BUNYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPO/IIO AKOCTI.
(BisanbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM BUMYCK CEpili)
(3MiHa HalilMeHyBaHHS BUPO6HUKa, 6e3 3MiHK
Micus BUPO6HULTBA) (TepMiH BBEAEHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBepPAKEHHS)

3a
peyenmom

UA/12618/01/01

206.

ONyAEPM

Masb 0,05 mr/rno 151y
Ty6i; no 1 Ty6i y Kopobu,i 3
KapToHY

ToBapucTso 3
06MexeHoto
BiANOBIga/bHICT
10
"®apmaueBTUYH
a KkoMnaHis
"3p0pos'a”

YKpaiHa

BCi cTagji
BMPOBHMLTBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
0bMexeHoto
Bif4NoBiAaNbHICTIO
"®apmaueBTnyHa
KOMMaHis
"3p0poB'a”, YkpaiHa

BCi cTagii
BMPOGHMLITBA,
BUNYCK cepil:
ToBapucTso 3
06MeXeHoto
BiANOBIAA/ILHICTIO
"PapmaueBTnyHa
KOMMaHis
"340poB'a", YkpaiHa

KOHTPO/b AKOCTI:
ToBapucTso 3
06MeXeHo

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu | TUNYy - 3MiHK 3 sikocTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHN Yy BUPOGHMLTBI. 3amiHa
ab0 BBeJEHHA [0ATKOBOT Ai/TbHNL
BMPOGHMLITBA A/15 YaCTUHM abo BCbOro
BVMPOGHWYOro MPOLECY roTOBOro MiKapCbKOro
3acoby (ginbHMLA, Ha 5K NPoBOAATLCA 6y Ab-SKi
BMPOGHMYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJI0 SIKOCTI, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHS, 4151 HECTePUSIbHUX NIKAPCbKUX
3ac06iB) CynyTHA 3MiHa - 3MiHU 3 AKOCTI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHM Y BUPOOHULTBI.
3amiHa ab0 BBeEeHHSA 00AaTKOBOI Ai/TbHULL
BMPOGHMLITBA A/15 YaCTUHM abo BCbOro
BVMPOGHWYOro MPOLECy roToBOro NMikapcbKoro
3acoby (4inbHMLA AN BTOPUHHOTO NakyBaHHS) -
3MiHM 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUpPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AifIbHUL BUPOGHULITBA A1 YaCTUHU
ab60 BCbOro BMPOGHUYOro NpoLLecy roToBoro
nikapcbKoro 3acoby (AinbHWUA 415 NePBUHHOMO
nakyBaHHs) (TepMiH BBeEHHS 3MiH NPOTAromM 3-
X MicALiB Nicnsa 3aTBEpAXEHHS); 3MiHK | Tuny -
3MiHK 3 sKOCTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHK

3a
peyenmom

UA/15997/02/01
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n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

207.

DTYKOHASO/ -

BiANOBIAA/IbHICTIO
"®APMEKC TPy,
YkpaiHa

y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYIOTbCSA BUMNYCKY Cepii Ta KOHTPOO AKOCTI
rOTOBOrO JIiKApPCbKOro 3acoby (iHLi 3miHN) (80
3aTBEePKEHOI BUPOOHUYOI AinbHNLi MP/IOCIA

(uex ®XLl) BBEIEHHS BUPOOHMYOT AinbHNLI MO,
LLlo Bignosigae 3a sunyck cepii) (TepmiH
BBE/€HHS 3MiH MPOTAroM 3-X MicsiB nicns
3aTBEpPAXKEHHS); 3MiHM | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NiKapCbKWii 3aci6. 3MiHW Y BUPOGHULITBI.
3MiHa iMnopTepa/3aMiHK, L0 CTOCYHTLCS BUMYCKY
cepil Ta KOHTPOSIO AKOCTi rOTOBOrO NiKapCbKoro
3aco6y (3amMiHa abo AofaBaHHA AiflbHULI, Ha SKii
3[iICHIOETLCS KOHTPO/IL/BUNPOBYBaHHS cepii)
(80 3aTBEpPAKEHOT BUPOBHNYOI AiNbHUL
BMPOGHMLTBA TOBAPUCTBO 3 0OMEXEHOI0
BiANOBIAA/IbHICTIO "dapMaLeBTNYHa KOMNaHis
"340poB " AofaBaHHA AiflbHUL, Ha Kl
3[i/AiCHIOETLCA KOHTPO/Tb SKOCTi BUPOBHULTBA)
(TepmiH BBeAEHHSA 3MiH MPOTAroM 3-X MicsiLiB
nicns 3aTBepKEHHS)

nocsBi0OYeHHs

208.

JAPHULA

LEENECTOAEPM-

pO3unH ANs iHdysii, 2
mr/ma no 100 mny
dhnakoHi, no 1 dpnakoHy B
nauuyj; no 100 mn y
dhnakoHax

mMasb 0,1% no 15 r a6o 30

MpAT
"®apmaueBTUyH
a ipma
"fapHnus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

npoueci BUpobHuuTBa AP (iHLWi 3MiHM Y MeTogax

BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuytea AdI.

BHECEHHS 3MiH 0 peecTpaLliinHux MmaTepiasis:
3MiHM | TUMY - HaAAHHA HOBOro cepTudikaTy
BiAnoBigHOCTI EBponeiickkol chapmakonei Ne RO-
CEP 2009-364-Rev 01 Big HOBOro BUpo6HuKa
A®I, Ak HacnigoK, BHECEHHS 3MiH 0 po3ainy
«TepMiH NpuAaaTHOCTI» Y MeTofax KOHTPO/I0
SIKOCTi NikapCbKoro 3acoby Ansi BXigHOro
KOHTpO/0 Ha A®| ®nykoHasos; 3MiHu | Tuny -
3MiHa y MeToAax BunpobysaHHsA APl abo
BVXifHOrO Matepiany/npoMixXHOro
NPoAyKTy/peareHTy, L0 BYUKOPUCTOBYETLCSA Y

BMNpoGYyBaHHA (BK/IHOYatoun 3amiHy abo
[0MNoBHEHHS) A®| abo BUXiAHOro/NpoOMiXKHOTO
NPOAYKTY); CynyTHA 3MiHa: 3MiHa y napameTpax
crneundikauii Ta/abo AoNyCTUMUX MEX,
BM3HA4YeHNX Yy cneundikauisx Ha A®l, abo
BVXiHWIA/NPOMIDXHWIA NpOAYKT/peareHT, Wwo

BBefieHHA 3MiH NpoTArom 6-Tm MicsauiB nicns
3aTBEPAKEHHA

3a
peyerimom

UA/14391/01/01

B®

r B Ty6i; mo 1 1y6i B
KapTOHHI KopooLi

LWepiHr-Mnay
CeHTtpan lct Al

LLiBefuapis

LepiHr-Mnay fla6o
H.B.

Benbris

NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa

KOHTPO/IH0 AKOCTI. (AifNbHICTb, 3a AKY BifgnoBifae

BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis:
3MiHY | TMNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus

roTOBOrO NiKapCbKOro 3acoby, BKIYatoun
OinbHUL BUNYCKY cepii abo micLe npoBeAeHHs

3a
peyerimom

UA/9500/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
BMPOGHUK/IMNOpPTEp, BK/TKOYAKOUM BUMYCK CEpili)
(3miHa agpecu i Ha3BY BUPOOHUKA, 6€3 3MiHU
Micus BUpo6HULTBa) (TEpMiH BBEEHHS 3MiH
NpOTSArom 6-T MicsILiB Mic/si 3aTBEPAKEHHS)
209. LENECTOAEPM- | kpem no 30ry Ty6i; no 1 LWepiHr-Mnay LLiBeiiapis LepiHr-Mnay Na6o Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3a UA/3403/01/01
B® 3 Ty6i y KapTOHHIli KOpobL,i CeHTpan lct Al H.B. 3MiHM | TMNY - AgMiHICTPaTUBHI 3MiHN. 3MiHa peyenmom
FAPAMILHOM HalimeHyBaHHs Ta/abo agpecu Micus
NPoBaPKEeHHS AiSNIbHOCTI BUpobHUKa/imnopTepa
rOTOBOTO JIiKapCbKOro 3acoby, BKIYaUn
AinbHULU BUNYyCKy cepii abo micle NpoBeAeHHsS
KOHTPOJI0 SIKOCTI. (AiSNbHICTb, 3a Ky BiAnosigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3wmiHa agpecy i Ha3BW BUPOOHWMKA, 6€3 3MiHN
Micus BUPO6HULTBA) (TepMiH BBeAEHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBEpPAKEHHS)
210. UENECTOAEPM- | ma3sb no 30 r B Ty6i; mo 1 LWepiHr-Mnay LLiBefiuapis LWepiHr-Mnay /1a6o Benbris BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/3403/02/01
B® 3 Ty6i y KApTOHHIlA KOpOO6Li CeHTpan lct Al H.B. 3MiHM | TYNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
FAPAMILMHOM HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BkIoYatoun
AiNbHUL BUNYCKy cepii abo micLe npoBegeHHs
KOHTPOJIH0 SIKOCTI. (AiSNIbHICTb, 3a Ky BiAnosigae
BMPOGHUK/iMNOpTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecy i Ha3BW BUPOOHMKA, 6E3 3MIHN
Micus BUpo6HMLTBA) (TepMiH BBEAEHHS 3MiH
NPOTSArom 6-Tv MiCSILB NiCNs 3aTBEPAKEHHS)
211. LE®PACE/Nb Tabnetkn no 100 mMkr no Lledhak KI HimeuyunHa ApTesaH Papma HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasii: 6e3 UA/8891/01/02
10 TabneTok y 6nicTepi; v6X i Ko. KT, 3MiHM | TUNy - 3MiHa y MeToAax BUNpoGyBaHHS peyenma
no 2 6nicTepun y KapTOHHiiA HimeuumHa (Bunyck rOTOBOrO /1iKapCbKOro 3aco0by - He3HaUHI 3MiHW Y
Kopo6ui; no 20 TabneTok y nakyBasIbHUX MeTogi BUnpobyBaHHs 3a MOKa3HMKOM «KinbkicHe
6nictepi; no 1 6nictepy y marepianis; BM3HAUYEHHS HATPIl0 CeseHiTy neHTarigpary»
KapTOHHiiA KOpo6Ll BMPOGHULTBO
TabneTok 6e3
ynakoBKMu;
BHYTPILLHLOBUPOGHM
4nii KOHTPOSb;
BMPOGHMLTBO
roTOBOro
npenapary,
BK/TIOHA0YM
yNakoBKy;
3abe3neyeHHs
36epiraHHs 3paskis);
Llechak KT,
HimeuunHa (noBHMIA
LMK BUPOGHULTBA)
212. | LUE®ACE/b TabneTkn no 300 MKr no Llecbak KI HimeuunHa ApTtesaH ®apma HimeuunHa BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 6e3 UA/8891/01/03
10 TabneTok y bictepi; 'm6X i Ko. KI, 3MiHK | TNy - 3MiHa y MeTogax BUNpobyBaHHs peuyenma
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
no 2 6nicTepn y KapTOHHI HimeuumHa (BMnyck rOTOBOrO J1iKapCbKOro 3aco0by - He3HaYHi 3MiHN Y
Kopoo6Li; no 20 TabneTok y nakyBaJsibHUX MeTogi BunpobyBaHHA 3a NokKa3HWKOM «KinbkicHe
6nicTepi; no 1 6nictepy y marepianis; BW3HAYEHHA HATPIlO CeNeHITy neHTarigparty»
KapTOHHI KopooLi BVMPOGHMLTBO
Tabnetok 6e3
ynakoBKu;
BHYTPILLHEOBUPOGHN
YW KOHTPOSb;
BMPOGHMLTBO
roToBOro
npenapary,
BK/IHOYAOYMN
yNaKoBKy;
3a6e3neyeHHs
36epiraHHsA 3paskis);
Lledhak KT,
HimeuunHa (noBHW
LKA BUPOBGHMLTBA)
213. LE®DIKAA 1000 NMOPOLLIOK A1 PO34UHY Kagina IHais Kagina IHais BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/11308/01/01
Ons iH'ekuii no 1000 wmr; 1 PapmacboTuKan dPapmacboTrKan3 TEeXHi4YHa MOMUSIKa Y METOAAX KOHTPOJIO SKOCTI peyernmom
h1aKoH 3 MOPOLUKOM Y 3 flimiteq Nimiteq (n. 6 OAHOPIAHICTb 4030BAHUX O4UHULIb)
KapPTOHHI KOpooU;i
214. LE®IKAL 1000 NOPOLLOK A/19 PO3UYUHY Kagina IHais Kagina IHais BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepianis: - UA/11309/01/01
Ans iH'ekuii no 1000 wmr in dapmacbloTUKan PapmacboThKan3 TeXHiYHa NoMuIKa y MeToAax KOHTPOO SKOCTi
bulk: no 50 dhnakoHis 3 3 Nlimiteq Nimiteq (n. 6 OgHOPIAHICTb 4030BaHNX OAUHULb)
MOPOLLKOM Y KapTOHHilA
Kopoo6Li
215. UNTPAMOH- Tabnetku, no 6 abo no 10 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/6550/01/01
OAPHNLUA TabneToK Yy KOHTYPHUX "papmaLeBTUyH "®apmMaLeBTnYHa 3MiHY | TUNY - 3MiHK WoAo peyenma
YapyHKOBMX ynakoBKax; no a hipma ipma "fapHuus” 6e3nekn/edhekTBHOCTI Ta hapMakoHariaay.
6 abo no 10 Tabnetok y "fapHuua” BBefeHHs1 abo 3MiHU [0 y3arasibHEHUX AaHNX

KOHTYPHIli YapyHKOBIlA
ynakoBLi, M0 1 KOHTYpHiIl
YapyHKOBIli ynakoBLii B
nauuj; no 10 TabneTok B
KOHTYPHIlA YapyHKOBIlA
ynakoBLi, no 6 a6o 12
KOHTYPHMX YapyHKOBMX
yNakoBOK B naulLi

npo cuctemy thapmakoHarnsgy (BBefeHHA
y3ara/lbHeHUx JaHunx npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocoou,
BiNOBIAANbHOI 3a 3AiiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cOo6M 3 hapMakoHarnsgy 3asBHMKa
ONA 34iiCHeHHs dhapmakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
Bi4NOBiAA/IbHOI 32 3AiICHEHHST hapmakoHarnsay
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3mMilLeHHi MmacTep-thalina cuctemm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHO|
oco6u, BiANOBIAa/IbHOI 3a hapMakoHarnsaz;
[itoya pepakuis - CmoBx CTaHicnasa
AHatorniiBHa. MponoHoBaHa pegakuis - CipaxoB
Irop OnekcaHgposuy
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HauyanbHuK YnpaBniHHA dpapmMmaleBTUYHOI T.M. NIackoBCbKUi
OIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT



NEPENIK

Aopatok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

16.05.2018 Ne 942

NIKAPCbKUX 3ACOBIB (MEAWYHUX IMYHOBIONOTNYHUX MPEMAPATIB), AKUM BIAMOB/IEHO Y OEP>XXABHIN PEECTPALI, NEPEPEECTPALLII TA
BHECEHHI 3MIH jO PEECTPALINHNX MATEPIAJIB TA LEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

B NNiBLi y 6aHLi

(BiofineHHs dipmu
"[x. B. Kemikans
eHf
PapmacboTuKan3
fa")

Ne Ha3ssa dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa lNiocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
1. AOKTOP MOM® NbOASAHWUKK; MO 4 TOB "[IXOHCOH i YkpaiHa FOHiK IHAjs 3acigaHHa HTP Ne 15 BigmoBuTM y 3arBeppKeHHi - BuUMNpaB/ieHHSA
31 CMAKOM NbOASAHUKN Y cTpuni; | [PKOHCOH YkpaiHa'" PapmacboTuka Big 19.04.2018 TEXHIYHOI MOMWIKA Yy MEeTOAax KOHTPOJI SKOCTI
NTMMOHA no 5 ctpunis y Na6opaTtopis roTOBOrO /iKapCbKOro 3acoby, Npu MNEepPEHECEeHHi
KapTOHHIlA KOpo6L; (BiggineHHs dipmu iH(hopmavji 3 marepiasiiB  peecTpayiiiHoro [ocbe
no 8 NboASHWKIB y "[x. B. Kemikans (po3gin 3.2.P.5.2); a came y aHaniTu4Hili MeToauLi
6nictepi; no 2 abo eHf, «KinbkicHe BU3HAYEHHS. MeHTO» y
no 3 6nictepu B dapmacbloThKans xpomatorpagiuHmx ymoBax 3a poszinom
KapTOHHIi kopo6Lyj; nrp.") «HocuTenb» HenpaBWIbHO 3a3HA4YeHO CepefHio
no 1 NboAsHUKY B MONeKynspHy Macy nonieTuneHriikonio — «150
nnisui; no 100 000x»( Toprosa Hasea «Carbowax 20 M»), a NOBUHHO
NbOASAHWKIB B NAIBLj 6yTm — «15 000», 3a3HayeHe BMWMpaB/IEHHS He
y 6aHui BiANOBigae marepianam peecTpauiliHoro AoCbe sKi
npefcTaeneHi B apxiBi, OCKIbkM B Marepianax
peecTpauiiHoro gocke (y p. 3.2.P.5.2) 3a3HayeHa
MofekynsipHa maca nonietuneHrnikono -150 000.
BignosigHo po n.2.4 posginy VI Hakazy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii Hakasy
MOS3 Ykpainu Big 23.07.2015 p Ne 460), TexHiuHa
nomwaka —  HeBIAMOBIAHOCTI,  AonyweHi Y
3aTBEPKEHNX NPY peecTpauii 4OKyMeHTax
2. AOKTOP MOM® Kopobui; no 1 TOB "[>XOHCOH i YkpaiHa HOHiK IHais 3acigaHHsa HTP Ne 15 BiaMoBUTM Yy 3aTBepAXEHHi - BUMNpPaB/IEHHSA
31 CMAKOM NbOASAHWKY B MAiBLi; | [PKOHCOH YkpaiHa" PapmacboTuka Big 19.04.2018 TEXHIYHOI MOMWIKA Yy MEeTOAAax KOHTPOJI SKOCTI
AHAHACA no 100 nboAsHVKIB NabopaTtopis roTOBOrO /liKapCbKOro 3acoby, Npu MepeHeceHHi

iHtbopmavii 3 MmaTtepianis peecTpauiiHoro [A0Cbe
(po3gin 3.2.P.5.2 ); a came y aHaniTU4HIn meToaMLI
«KinbkicHe BU3HAYEHHS. MeHTOoN» y
XpomatorpagiyHmx ymoBax 3a po3zinom
«HocuTenb» HenpaBWIbHO 3a3HAYEHO CepefHio
MONEKYNApHY Macy nonieTuneHriikomno — «150
000»( Toprosa Ha3Ba «Carbowax 20 M»), a NOBUHHO
6yTm — «15 000», 3a3HayeHe BUMpaB/IEHHS He
BiANOBIAAE marepianam peecTpauiliHoro AoCbe AKi
npeacTaBneHi B apxiBi, OCKi/Ibku B Marepianax
peecTpauiinHoro gocbe (y p. 3.2.P.5.2) 3a3HaueHa
MoseKkynsipHa Maca nosietunenrnikonto -150 000.
BignosigHo pno n.2.4 posginy VI Hakazy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii Hakasy
MO3 YkpaiHm Big 23.07.2015 p Ne 460), TexHi4yHa
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KapTOHHI Kopobuyj;

(BipAineHHs dipmu

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina lliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby
nomwika —  HeBiAMOBIAHOCTI,  AONyWEHi Yy
3aTBEPMKEHNX NPY peecTpauii 4oKyMeHTax
3. AOKTOP MOM® NbOASAHWNKN; MO 4 TOB "[JXOHCOH i YkpaiHa FOHiK IHAjs 3acigaHHa HTP Ne 15 BigmoBuTM y 3arBeppKeHHi - BUMpaB/ieHHSA
31 CMAKOM NbOAAHUKN Y CcTpuni; | [PKOHCOH YkpaiHa" PapmacboTukan Big 19.04.2018 TEXHIYHOI MOMWIKA Yy MeTOoAax KOHTPOJI SKOCTI
MA/TMHU no 5 ctpunis y Nab6opaTtopi3 roTOBOr0 /ikapcbkoro 3acoby, npu nepeHeceHHi
KapTOHHI Kopo6Lyj; (BigaineHHs dipmu iHtbopmavii 3 maTepianis peecTpauiiHoro AOCbe
no 8 NboASHWKIB y "[x. B. Kemikan3 (po3gin 3.2.P.5.2 ); a came y aHaniTU4Hili MeToAuLi
6nictepi; no 2 abo eHf «KinbkicHe BU3HAYEHHS. MeHTO» y
no 3 6nictepu B dapmacbloTnkans xpomartorpagiuHmx ymMoBax 3a posginom
KapTOHHIi kopo6Lyj; nrp.") «HocuTenb» HenpaBWIbHO 3a3HA4YeHO CepefHio
no 1 NboAsHUKY B MONEKYNspHy Macy nonieTuneHriikonio — «150
nnisui; no 100 000x»( Toprosa Ha3ea «Carbowax 20 M»), a NOBUHHO
NbOASAHUKIB B NAIBLj 6yTM — «15 000», 3a3HayeHe BWMpaB/IEHHS He
y 6aHui BiANOBigae marepianam peecTpauiliHoro Aocbe sKi
npefcTaeneHi B apxiBi, OCKiIbku B Marepianax
peecTpauiiHoro gocke (y p. 3.2.P.5.2) 3a3HayeHa
MOfieKynsipHa Maca nonietuneHrnikono -150 000.
BignosigHo pgo n.2.4 posginy VI Hakasy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii Hakasy
MOS3 Ykpainu Big 23.07.2015 p Ne 460), TexHiuHa
nomwaka —  HeBIAMOBIAHOCTI,  AONyWEeHi Y
3aTBEPPKEHNX NPY peecTpauii 4oKyMeHTax
4, AOKTOP MOM® NbOASHUKK, MO 4 TOB "[>XOHCOH i YkpaiHa FOHik IHais 3acigaHHsa HTP Ne 15 BiaMoBUTM Yy 3aTBepPAXEHHi - BUMpaB/IEHHSA
31 CMAKOM NbOAAHUKN Y cTpuni; | [PKOHCOH YkpaiHa" PapmacboTuKan Big 19.04.2018 TEXHIYHOI MOMWIKA Yy MeTOAax KOHTPOSI SKOCTI
nonyHuul no 5 crpunis y NabopaTtopis roTOBOrO /liKapCbKOro 3acoby, Npu NepeHEeceHHi
KapTOHHI Kopo6Lyj; (BioAineHHs dipmun iHcbopmavii 3 maTtepianis peecTpauiiiHoro [Aocbe
no 8 NboASAHMKIB Y "[x. B. Kemikans (po3gin 3.2.P.5.2); a came y aHaniTuuHili meToauLi
6nicTepi; no 2 abo eHf, «KinbkicHe BU3HAYEHHS. MeHTON» y
no 3 6nictepu B dapmacbloTukans xpomatorpagiuHmx ymoBax 3a poszinom
KapTOHHI Kopo6Lyj; nra.") «HocuTenb» HenpasW/bHO 3a3Ha4YeHO CepefHIo
no 1 NbAAHVKY B MONEKYNApHy Macy nosnieTuneHrnikomno — «150
nnisyi; no 100 000»( Toprosa Ha3Ba «Carbowax 20 M»), a NOBUHHO
NbOASAHNKIB B NAIBL 6yTM — «15 000», 3a3HayeHe BUMpaB/IEHHS He
y 6aHuj BiANOBiAae marepianam peecTpauiliHoro AoCbe AKi
npeacTaBneHi B apxiBi, OCKiJIbku B Marepianax
peecTpauiinHoro gocbe (y p. 3.2.P.5.2) 3a3HaueHa
MOfieKynsipHa Maca nonietuneHraikonto -150 000.
BignosigHo pno n.2.4 posginy VI Hakazy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii Hakasy
MOS3 YkpaiHu Big 23.07.2015 p Ne 460), TexHiuHa
noMuiIKa —  HEeBIANOBIAHOCTI,  AONyWeHi Yy
3aTBEPKEHUX NPU peecTpauii JOKyMeHTax
5. AOKTOP MOM® NbOASHWUKK; 10 4 TOB "[>XOHCOH i YkpaiHa HOHiK IHais 3acigaHHa HTP Ne 15 BiaMoBUTM Yy 3aTBepXEHHi - BUNpaB/IEHHSA
I3 DPYKTOBUM NbOAAHWUKN Y CTpuni; | [PKOHCOH YKpaiHa'" PapmacbioTuKan BiA 19.04.2018 TEXHIYHOI MOMWKA Yy MeToAax KOHTPOSIO SKOCTI
CMAKOM no 5 ctpunis y NabopaTtopis rOTOBOrO J/likapCbKoro 3acoby, npu nepeHeceHHi

iHtbopmavii 3 maTtepianis peecTpauiiHOro [A0Cbe
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

riocmasa

lpoyedypa

no 8 NboASHWKIB y
6nicTepi; no 2 abo
no 3 6nictepu B
KapTOHHIi kopo6Lyj;
no 1 nboAsAHUKY B
nnisui; no 100

NbOASHWKIB B NAIBL,

y 6aHui

"IK. B. Kemikana
eHf
PapmacboTuKan3
nrp.")

(po3gin 3.2.P.5.2); a came y aHaniTu4Hili MeToauLi
«KinbkicHe BU3HAYEHHS. MeHTO» y
xpomatorpagiuHmx ymMoBax 3a poszinom
«HocuTtenb» HenpaBW/IbHO 3a3HAYeHO CepefHio
MONeKynspHy Macy nonieTuneHrnikomnio — «150
000x»( Toprosa Hasea «Carbowax 20 M»), a NOBUHHO
6yTm — «15 000», 3a3HayeHe BMWMpaB/IEHHS He
BiANOBigae marepianam peecTpauiliHoro AoCbe sKi
npefcTasneHi B apxiBi, OCKIbkn B Marepianax
peecTpauiiHoro gocke (y p. 3.2.P.5.2) 3a3HayeHa
MofekynsipHa maca nonietuneHrnikono -150 000.
BignosigHo po n.2.4 posginy VI Hakasy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii Hakasy
MOS3 Ykpainu Big 23.07.2015 p Ne 460), TexHiuHa
nomwaka —  HeBIAMOBIAHOCTI,  AonyweHi Y
3aTBEPKEHNX NPY peecTpauii 4OKyMeHTax

NEBOAAP

Kpanni o4Hi 5 mr/1
M1, N0 5 MmN
hnakoH 3
KpanesibHALero y
KopoobLi

AAP ®apwma Jitg

Benvka bputaHis

BIHEKC KO., NTA,
Pecny6nika Kopes;
IngoHr
dapmac'toTikan
Ko., /114.,
Pecny6nika Kopes

Pecny6nik
a Kopes

3acigaHHa HEP Ne 05

Big 15.03.2018

BigmoBuTM y AepXaBHili peecTpauii - peecTpauis
Ha 5 pokiB

BigMoBa BIANOBIAHO [0 €KCNEpPTHOro BUCHOBKY
[JenaptameHTa dapmaueBTUYHOT LisinbHOCTI.
MaTepiann peecTpauiiHoro Aocbe He BiANOBIAANTH
Bumoram  [lopsgky  NpPOBeAEHHs  eKcnepTusu
marepianiB Ha sikapcbki 3acobw, 10 noAarTbcs Ha
OepXaBHy peecTpauito (mepepeecTpauiio), a Takox
eKCnepTu3n MaTepiasliB MPO BHECEHHS 3MiH [0
peecTpauiiHnx marepianis NPOTATroM aii
peecTpauiiHoro  MNOCBIAYEHHs,  3aTBEPAXKEHOro
Hakazom MO3 YkpaiHn Ne426 Big 26.08.2005 y
pefakuii Hakasy Big 04.01.13 Ne 3, ocki/lbkn 3a
pesynbTatamMn ekcrnepTv3v peecTpauiliHoro [oCbe
Mogynb 3. FAKicTb BCTAHOBIEHO HACTYMHE: - SAKICHUIA
cKnag, [0NOMDKHUX peyoBuH 3a5B/1EHOT0
nikapcbKkoro 3acoby He BignoBigae sKicHOMY ckiagy
pedhepeHTHOro nikapcbkoro 3acoby, a came He
MIiCTUTb B CBOEMY CK/1afi KOHCEpPBaHTY, HEOGXiAHOrO
ons  3abesneyeHHs  MIKPOGIOMOrvyHOI  YUCTOTKU
nikapcbKoro 3acoby npoTAroM OAHOro MicsAus nicns
BiAKpUTTA dhriakoHy. B matepianax peectpauiiiHoro
[OCbE He MpefcTaBneHi faHi, Wo nNiaTBepAXYTb
BIAMOBIAHICTb ~ AKOCTI  3asB/IEHOr0  JliKapCbKOro
3ac06y nNpv BUKOPUCTaHHI NPOTSAroM O4HOro Micsaus

NAHTACAH

TabneTku, BKpUTI

CaH

IHAjA

CaH

IHAis

3acigaHHa HEP Ne 05

BigmoBuTM y AepXaBHili peecTpauii - peecTpauis
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina lliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby
060/10HKOI0, PapmacbloTukan PapmacboTukas Big 15.03.2018 Ha 5 pokiB
KMLLKOBOPO34MHHI N0 | IHgacTpi3 Nimiteq IHaacTpi3 /g,

20 mr Ne 30 (10x3)
a60o Ne 50 (10x5)
a6o Ne 100 (10x10)
y cTpunax

BigmoBa BignoBiAHO [0 €KCNepTHOTO  BUCHOBKY
eKkcnepTmsmn MaTepianis 3
MpeacTaBneHi MaTepianu
MICTATb iHchopmavito CTOCOBHO NpOTOKONY
[OCNigpKeHHS, AvsaiiHy  Ta  cTaHgapTtusauji
OOCNiMKEHHs,  AOCNifpKyBaHOro  npenapaty Ta
pedepeHTHOro npenapaty Ans Ao3yBaHHs 40 wr.
HagaHo GioaHaniTUYHWIA 3BIT AOCNIAXKEHHA Ta AaHi
Baslifauii 6ioaHaniTnyHoro Metody. Ockinbkn B
npegcrasneHnx B peecTpaLjiiiHomy Aocbe
mMartepianax, HasiBHi Ti/Ibkn faHi  JOCNIIKEHHS
6ioekBiBa/IeHTHOCTI AN Ao3yBaHHA 40 wr, LWo
npoBefieHe B YMOBax HaTlie Ta nicns npuiomy ixi
Ta BIACYTHI JaHi JoCNigpKeHHs 6ioekBiBaNIEHTHOCTI B
obcasi  BigNOBIAHO OO0  BUMOr  KepiBHULTBA
EMA/CPMP/EWP/280/96 Corrl "Guideline on the
pharmacokinetic and clinical evaluation of modified
release dosage forms", a came pocnimKeHHs Ans
posyBaHHa 20 wr, nikapcbkuii 3acibé lMaHTacaH,
TabneTkn, BKPUTI 0OO/IOHKOI, KWLLKOBOPO3YMHHI MO
20 Mr He € 6iOekBiBa/IEHTHUM (B3aEMO3aMiHHMM)
npenapaty nopiBHAHHA Protonix 20 mg tablets,
Wyeth Laboratories

YnpaB/iHHS
6i0€eKBiBa/IEHTHOCTI.

HauyanbHuK YnpaBniHHA dphapMmaleBTUYHOI

OIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. IackoBCbKUM
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