MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
04.09.2017 Ne 1049
Kuis

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

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

HAKA3Y1O:

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

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

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

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

B.o. MinicTpa Y. CYIIPYH



NMEPENIK
3APEECTPOBAHUX NMNIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIONOITYHUNX NPEMAPATIB), SKI
BHOCATbLCA A0 AEPXXABHOI'O PEECTPY JNIKAPCbKUNX 3ACOBIB YKPAIHA

Aopatok 1
A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHn

04.09.2017 Ne 1049

Ne Hassa nikapcbko20o Popma surnycky 3asasHuk Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayjiliHo2
YnakoBsKa) 0 MOCBIOYEHHs
1. | BANIAPOKC TabneTku, BKpUTI KPKA, g.4., CnoseHis BMPOGHMLITBO CnoBeHis peecTpauist Ha 5 pokiB. 3a He UA/16269/01/01
NAiBKOBOK 000JI0HKOH, HoBo mecTO "in bulk®, MepiognyHICTb NOJAHHA perynspHo peyenmom niosnsieae
10 mr/80 mr Ne30 (10x3), nepBuHHE Ta OHOB/IOBAHOrO 3BiTY 3 6e3nekun BiANOBIAHO
Ne90 (10x9) y 6nicTepax BTOPUHHE Ao Mopaaky 34iicHeHHs dhapmakoHarnagy,
nakyBaHHs, 3aTBEPAKEHOro Haka3oM MiHicTepcTea
KOHTPO/b Ta OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
BUWMYCK Cepii: 2006 poky Ne 898, 3apeecTpoBaHuWii B
KPKA, a.4., MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHs 2016
HoBo mecTo, poky 3a Ne 1649/29779 (y pepakuii Hakasy
CnoseHis; MiHicTepcTBa 0OXOPOHY 340POB’S YKpaiHu Bif,
KOHTPO/1b 26 BepecHs 2016 poky Ne 996), ans
cepil: nNiKapcbKoro 3acoby CTaHOBUTL - BigNoBigHO
KPKA, a.4., [0 NepiognYHOCTI CKNafaHHs perynsipHo
Hoso mecTo, OHOB/IHOBAHOTO 3BITY 3 6e3nekun NikapCbKoro
CnoseHis 3aco6y, 03BOIEHOr0 1O MELUNYHOIO
3aCTOCYBaHHS, Ha LIeHTPaslbHOMY piBHI.
2. | BAIAPOKC TabneTku, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLITBO CnoseHisa peecTpauis Ha 5 pokis. 3a He UA/16269/01/02
NNiBKOBOIO 060/TI0HKOI0, HoBso mecTo "in bulk", MepiognyHiCTb NOAAHHA perynsipHo peyernmom nionsieae
20 mr/80 mr Ne30 (10x3), nepBuHHE Ta OHOBJ1HOBAHOrO 3BiTy 3 6e3neKkun BiAMNOBIAHO
Ne90 (10x9) y 6nicTepax BTOPVHHE 0o lMopsaaky 34iicHeHHs chapmakoHarnaay,
nakyBaHHs, 3aTBEPAKEHOro Haka3om MiHicTepcTea
KOHTPO/b Ta OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
BUNYCK cepil: 2006 poky Ne 898, 3apeecTpoBaHuii B
KPKA, 4.4., MinicTepcTsi tocTuuii Ykpainu 19 rpyaxsa 2016
HoBo mecTo, poky 3a Ne 1649/29779 (y pepakuii Hakasy
CnoBeHis; MiHicTepcTBa OXOPOHU 3[0POB’A YKpaiHu Bif,
KOHTPO/b 26 BepecHs 2016 poky Ne 996), ans
cepit: NiKapcbKoro 3acoby CTaHOBMUTL - BigMnoBigHO
KPKA, a.4., [0 NepiognyHOCTI CKNafaHHs perynspHo
HoBo mecTo, OHOBJIHOBAHOrO 3BITY 3 6e3Mnekn NikapCbKoro
CnoseHis 3aco0y, [03BO/IEHOrO [j0 MELNYHOIO
3aCTOCYyBaHHS, Ha LIEeHTPa/lbHOMY PIBHi.
3. | BAIAPOKC TabneTku, BKpUTI KPKA, g.4., CnoseHis BMPOGHMLITBO CnoseHis peecTpauisi Ha 5 pokis. 3a He UA/16269/01/03
NNiBKOBO 060/1I0HKOH0, HoBo mMecTo "in bulk", MepioANyHICTb NOAAHHS PErynsipHo peyenmom nionsi2ae




Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2
yrnakoska) 0 MNocBi04YeHHs
10 mr/160 mr Ne30 nepBuHHE Ta OHOBJ/IKOBAHOrO 3BiTY 3 6e3neky BiANOBIAHO
(10x3), Ne90 (10x9) y BTOPVHHE 0o Mopsaaky 34iicHeHHs chapmakoHarnagy,
6nicTepax nakyBaHHs, 3aTBEPAKEHOro Haka3om MiHicTepcTea
KOHTPO/Ib Ta O0XOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
BUNYCK cepil: 2006 poky Ne 898, 3apeecTpoBaHuii B
KPKA, 4.4., MinicTepcTBi tocTuuii Ykpainum 19 rpyaHsa 2016
HoBso mecTo, poky 3a Ne 1649/29779 (y pefakuii Hakasy
CnoBeHis; MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Bif,
KOHTPO/1b 26 BepecHs 2016 poky Ne 996), ans
cepii: nNiKapcbKoro 3acoby CTaHOBUTb - BifMoBigHO
KPKA, a.4., [0 NepiognyHOCTI CKnafaHHs perynspHo
Hoso mecTo, OHOB/IIOBAHOrO 3BITY 3 6e3Mneku NikapCbKoro
CnoseHis 3aco0by, [03BO/IEHOrO [0 MELNYHOIO
3aCTOCYBaHHS, Ha LIeHTPasibHOMY PIBHi.

4. | BAJIAPOKC TabneTkn, BKpUTI KPKA, g.4., CnoseHis BMPOGHMLITBO CnoBeHis peecTpauisi Ha 5 pokis. 3a He UA/16269/01/04
NAiBKOBOI 000I0HKOI, HoBo mecTo "in bulk", MepioguyHiCTb NOAAHHA PerynsipHo peyenmom nionsizae
20 mr/160 mr Ne30 nepBuHHE Ta OHOBJIIOBAHOrO 3BiTY 3 6€3nekun BiANoBiAHO
(10x3), Ne90 (10x9) y BTOPVHHE 0o Mopaaky 34iicHeHHs dhapmakoHarnagy,
6nictepax nakyBaHHs, 3aTBEpAXEHOro Hakasom MiHicTepcTBa

KOHTPO/Ib Ta OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
BMNYCK cepil: 2006 poky Ne 898, 3apeecTpoBaHuii B
KPKA, a.4., MiHicTepcTBi tocTuuii Ykpainum 19 rpyaHs 2016
HoBo mecTo, poky 3a Ne 1649/29779 (y pefakuii Hakasy
CnoseHis; MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu Bif,
KOHTPO/1b 26 BepecHs 2016 poky Ne 996), ans
cepit: nNiKapcbKoro 3acoby CTaHOBUTL - BigNoBigHO
KPKA, a.4., [0 NepiognYHOCTI CKNafaHHs perynsipHo
HoBo mecTo, OHOB/IHOBAHOTO 3BITY 3 6e3nekun NikapCbKoro
CnoseHis 3aco6y, 03BO/IEHOr0 10 MELNYHOIO
3aCTOCYBaHHS, Ha LIEHTPa/lbHOMY piBHI.

5. | AOP3ITIM® OYHi Kpanni, po34uH no 5 NAT Ykpaina PA®APM C.A. Ipeuis peecTpauist Ha 5 pokiB. - He UA/16270/01/01
M in bulk: y donakoHi "KniBCcbkuii MepiognyHiCTb NOAAHHA perynsipHo nionsieae
nonieTuaeHoBoMy 3 BITAMiHHWI OHOB/IKOBAHOrO 3BiTY 3 6e3neku BiANOBIAHO
KpanenbHuLeto Ta 3asog” 0 MNopagky 34iicHeHHs hapMakoHariagy,

KOHTPO/IEM MEpPLLOro 3aTBEPAXEHOr0 HakasoM MiHicTepcTea
po3kpuTTS, no 100 abo O0XOPOHU 370POB’A YKpaiHu Bif 27 rpyaHs
200 chnakoHiB y 2006 poky Ne 898, 3apeecTpoBaHuWii B
KapTOHHI KopooLi MiHicTepcTsi tocTuuii Ykpainm 19 rpygHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3 MigNYHKTOM 4 NyHKTY 2 rnasu 3
posginy V.

6. | AOPSITIM® OYHi Kpansi, po3ynH no 5 MAT Ykpaina MAT Ykpaina peecTpadisi Ha 5 pokis. 3a He UA/16271/01/01
M1y dh/1aKoHi "KUiBCbKUIA "KniBcbknii MepiognyHICTb NOAAHHS PerynsipHo peyenmom nionsieae
nosieTuneHoBomy 3 BiTaMiHHWI BiTaMiHHWI OHOBJ/IKOBAHOrO 3BiTY 3 6e3neky BiANOBIAHO
KpanesbHuLel Ta 3asofg" 3aBofg", 0o Mopaaky 34iicHeHHs chapmakoHarnagy,

KOHTPOJ1IEM MEepPLLOro YKpaiHa 3aTBEepKEeHOro Hakasom MiHicTepcTBa




n/n

Ha3sBsa nikapcbko2o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 MocsiO4eHHs

po3KpuTTA, No 1
hnakoHy B navui

(BMPOGHMLTBO
3 NPOAYKLUIT in
bulk "Padhapm
C.A", 'peuis)

O0XOPOHU 3[40POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuuii Ykpainum 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 30POB’A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3 MigNYHKTOM 4 MyHKTY 2 rnasu 3
po3giny V.

EBKABA/I® 200
CALLE

NMOPOLLOK A/1A
OpabHOro PO34mMHY Mo
200 mr, no 3 r NopoLLKy
B cawe Ne 20, Ne 50

Ecnapma 'm6X

HimeyunHa

Ninpgodhapm
M6X

HimeuunHa

peecTpauist Ha 5 pokis.
3060B’A3aHHA NpY BUAadi peecTpaviiiHoro
NOCBIAYEHHS BiACYTHI.
MepiognyHICTb NOAAHHA PerynsipHoO
OHOBJIKOBAHOrO 3BiTY 3 6e3neky BiANOBIAHO
[0 Mopaaky 34ilicHeHHs hapMakoHarnsgy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa
O0XOPOHU 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuuii Ykpainum 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), ans
nikapcbKoro 3acoby cTaHOBUTL: BiANOBIAHO
[10 NepioANYHOCTI CKNafaHHsA perynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn NikapCbKoro
3aco0y, 03BO/IEHOrO O MELNYHOIO
3aCTOCYBaHHS, Ha LIEeHTPaslbHOMY PIBHi.

6e3
peyenma

nionsieae

UA/16272/01/01

EBKABA/I® 600
CALLE

NMOPOLLOK A/1A
0OpaU1bHOro PO34MHY Mo
600 mr, No 3 r NOpoLLKY
B cawe Ne20, Ne50

Ecnapma M'm6X

HimeuunHa

Ninpgodhapm
rmM6X

HimeyunHa

peecTpadist Ha 5 pokis.
3060B'A3aHHA NpY BUAadi peecTpaviiiHoro
NOCBIAYEHHS BiACYTHI.
MepiognyHICTb NOAAHHA perynspHo
OHOBJIHOBAHOrO 3BiTYy 3 6e3neky BiANOBIAHO
[0 MNopsaaky 3ailicHeHHs hapMakoHarnsgy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuuii Ykpainum 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), ans
nikapcbKoro 3acoby cTaHOBUTL: BiANOBIAHO
[10 NepioANYHOCTI CKNafaHHa perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn NikapCbkoro
3aco0y, 03BO/IEHOr0 O MELNYHOIO
3aCTOCYBaHHS, Ha LIeHTPaslbHOMY piBHiI.

6e3
peyenma

nionsieae

UA/16272/01/02

E3OMEP

TabneTkun
racTpope3nCTeHTHI No
40 mr Nel4 (7x2) abo
No28 (7x4) y bnictepax

MEPPEPI
OAPMAYEYTI
4l CPN

ITanis

(Bunyck cepii,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs)

ITanis

peecTpauist Ha 5 pokiB.
3060B'A3aHHs Npy BUAadi peecTtpauiitHoro
NOCBiAUYEHHS ICHYIOTb — HaJlaHHS1 AEeTa/IbHOMO
onucy CUCTEMW YNPaBiHHS pU3MKaMu y

3a
peyenmom

He
nionsieae

UA/16273/01/01




Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2
yrnakoska) 0 MNocBi04YeHHs
NAMMN CAH BUINAAI NaHy ynpaBAiHHA pyU3nkamu fo
MPOCMNEPO 30.10.2017 BignosigHo Ao nignyHkTy 1.8.2
C.NA., nyHKTy 1.8 gogatky 5 Mopsaky nposefeHHs
ITANIA; €KCnepTu3mn peecTpauiiiHix martepianis Ha
(NnpuroTyBaHHsA nikapcbki 3aco6u, Wo noganTbca Ha
npoaykTy in OepxaBHy peecTpauito (nepepeecTpauito), a
bulk) TakoX eKkcnepTusn maTepiasliB MPo BHECEHHSA
BANTGPAPMA 3MiH 0 peecTpauiliHix maTepianis NpoTArom
IHTEPHELLW Aii peecTpauiiHoro noceigyeHHs,
HAN C.N.A., 3aTBepxeHoro Hakasom MO3 Big,
ITanis 26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Bif 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHSA PerynsipHoO
OHOB/OBAHOrO 3BiTY 3 6e3nekun BiANOBiAHO
[0 MNopaaky 3ailicHeHHs hapMakoHarnsgy,
3aTBEPMAKEHOro Haka3oM MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuuii Ykpainm 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTD -
BiANOBIAHO A0 NepioAnYHOCTI CKNafaHHSA
perynspHo OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn
NikapcbKoro 3acoby [03BO/IEHOIO A0
MeAMYHOro 3aCTOCYBaHHS, Ha LieHTpasibHOMY
PiBHi.
10. | ITIPEC 3ANNCMAII. | ma3zbno 351y Ty6i Ne 1 MEKAHA HimeuunHa MekaHa HimeuunHa peecTpauist Ha 5 pokis 6e3 nionsizae UA/16275/01/01
NEKA HATYPXAW/b Hatypxaiinbmi peyenma
MITTENb TTens M'meX
rm6X
11. | KANbUWA rpaHynu romeonaTuyHi BANA HimeuuunHa BANA HimeuunHa peecTpauist Ha 5 pokis 6e3 nionsieae UA/16276/01/01
KBEPKYC rnNOBYNI | no 20 ry donakoHax Ne 1 | Xaiinbmitrens Xainbmittenb peyenma
BENATI rm6X rm6X
12. | MEJIOKCA Tabnetkn no 15 mr Ne10 | KcaHTic Papma Kinp CaHeka CnoBaubka peecTpadis Ha 5 pokiB. 3a He UA/16277/01/01
KCAHTIC (10x1), Ne20 (10x2), Nimiteq dapmacbloTika Pecny6nika MepiognyHICTb NOAAHHS PerynsipHo peyenmom nionsieae
Ne30 (10x3), Ne50 n3 AT OHOBJ/IKOBAHOrO 3BiTY 3 6e3neky BiANOBIAHO
(10x5), Ne60 (10x6), [0 Mopaaky 3ailicHeHHs hapMakoHarnsgy,
Ne100 (10x10) y 3aTBEepAKeHOro Hakasom MiHicTepcTBa
6nicTepax OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), CTaHOBUT:
3ri4HO 3 NiAMYHKTOM 4 NYyHKTY 2 rnasu 3
posginy V.
13. | OKPEBYC® KOHUEHTpAaT ans . XodhdpmaHH- | LlBeiiuapis BMPOGHULITBO HimeyuunHa/ peecTpadisi Ha 5 poki.. 3a He UA/16278/01/01




Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2
yrnakoska) 0 MNocBi04YeHHs
PO34unHy ANns iHgysili no Na Pow N4 Hepo3dacosa LLiBeiiuapis 3060B'3aHHA NpY BUAAdi peecTpaviiHoro peyenmom nionsizae
300 Mr/10 mMn y chnakoHi HOI NpoAyKUiT, NoCBiAYEHHSA ANA NMiKapCcbKoro 3acoby
Nel nepBuHHE iCHYIOTb — HaflaHHA AeTa/IbHOro onucy
nakyBaHHs, CUCTEMU YNpPaB/liHHA PU3NKaMN y BUrNALI
BMNPOBYBaHHSA nnaxy ynpasniHHA pusnkamu fo 30.10.2017
KOHTPO/I0 BiANOBIAHO A0 nianyHKTy 1.8.2 nyHkTY 1.8
AKOCTI: popatky 5 MopsAgky NnpoBefieHHs ekcnepTuamn
Pow peecTpauiiHnx MaTepianis Ha nikapcbki
[OiarHoctuke 3aco6u, Lo NojatTbCsA Ha AePXKaBHY
v6X, peecTpadiio (MepepeecTpaLii), a Takox
HimeuunHa,; eKkcnepTusy MaTepianis NPo BHECEHHSA 3MiH
BTOPVHHE [10 peecTpaLjiiHnx maTepianis NpoTArom gji
nakyBaHHs, peecTpaL,iiHOro NocBig4eHHs,
BUNYCK cepil: 3aTBepxeHoro Hakasom MO3 Bif,
®.XodpdhpmaHH- 26.08.2005 Ne 426 (y pepakuii Hakazy MO3
s Pow N1, Big 23.07.2015 Ne 460).
LLiBeiiuapis MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neku BiANOBIAHO
0o Mopaaky 34iicHeHHs dhapmakoHariagy,
3aTBEPMAKEHOro Haka3oM MiHicTepcTea
OXOPOHU 3[0POB’A YKpaiHu Bif 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHuWii B
MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’S YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3 NigNYHKTOM 1 NyHKTY 2 rnasun 3
posginy V.
14. | NAPTIAN Tabnetkn no 15 mr Ne30 | dapmaLeBTUYH peuis AH®OAPM Ipeuis peecTpauis Ha 5 poki 3a He UA/15948/02/01
(10x3) y bnicTepax a Komnais XENNAC C.A. peyenmom nionsizae
"Bokate C.A."
15. | NEPOTA NOPOLLIOK A/19 PO3UYUHY Dxn Em py3ia Nab6opaTtopis IcnaHis peecTpauist Ha 5 pokis 3a He UA/16279/01/01
Ans iHdysivi no 21 /0,25 | ®apmacbloTuka Peir xodope, peyenmom nionsizae
ry donakoHax Ne 1 Jic C.A.
16. | NEPOTA MOPOLLIOK A/151 PO3UUHY xn Em Mpysis Na6opaTtopis Icnanis peecTpaujis Ha 5 pokis 3a He UA/16279/01/02
ons iHdysiino4r /0,51 | dapmacboTuka Peir Ixocbpe, peyenmom nionsieae
y donakoHax Ne 1 Jic C.A.
17. | TIAPA AYO TabneTkn, BKPUTI MpAT YkpaiHa MpAT YkpaiHa peecTpauisi Ha 5 pokis. 3a He UA/16280/01/01
NAiBKOBOI 000I0HKOH, "apmaneBTuy "®hapmavneBTu MepioguyHiCTb NOAAHHSA PerynsipHoO peyenmom nionsizae
no 160 mr/25 mr no 7 Ha hipma YyHa thipma OHOB/IOBAHOrO 3BiTY 3 6e3nekun BiANOBiAHO
TabnNeToK Y KOHTYPHIiA "AapHuus” "fapHnus” [0 MNopaaky 3ailicHeHHs hapMakoHarnsgy,

YapyHKOBIl1 ynakoBLii, No
2 abo No 4 KOHTYpHiI
YapyHKOBI YNakoBKu Yy
nauuj

3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuuii Ykpainm 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), CTaHOBUT:




Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2
yrnakoska) 0 MNocBi04YeHHs
3rigHO 3 MigNYHKTOM 4 NyHKTY 2 rnasu 3
posginy V.
18. | TIAPA Ayo TabneTku, BKpUTI MpAT Ykpaina MpAT Ykpaina peecTpauist Ha 5 pokis. 3a He UA/16280/01/02
NAiBKOBOK 000I0HKOM, "®dapmaneBTuy "®apmavneBTu MepioguyHiCTb NOAAHHA PerynsipHo peyenmom nionsizae
no 160 mr/12,5 mr no 7 Ha hipma YyHa thipma OHOBJIIOBAHOrO 3BiTY 3 6€3nekun BiANoBiAHO
TabneToK y KOHTYPHIi "AapHnus” "fapHnus” 0o Mopaaky 34iicHeHHs dhapmakoHarnagy,
YapyHKOBIli ynakoBLii, no 3aTBEpAXEHOro Hakasom MiHicTepcTBa
2 ab0 no 4 KOHTYpHI OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
YapyHKOBI YNakoBKu Yy 2006 poky Ne 898, 3apeecTpoBaHuWii B
navu,i MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3ri4HO 3 NiAMNYHKTOM 4 NyHKTY 2 rnasu 3
posginy V.
19. | TIAPA oyo TabneTku, BKpUTI MpAT Ykpaina MpAT Ykpaina peecTpauis Ha 5 poki.. 3a He UA/16280/01/03
NNiBKOBOIO 060/TI0HKOIO, "papmaneBTny "papmaueBTu MepiognyHiCTb NOAAHHA perynsipHo peuyenmom nionsieae
no 80 mr/12,5 mr no 7 Ha thipma YyHa chipma OHOB/IKOBAHOrO 3BiTY 3 6e3neky BiANOBIAHO
Tab1eToK Y KOHTYPHIi "fapHuus” "fapHuua” 0o Mopaaky 34iicHeHHs chapmakoHarnagy,
YapyHKOBIli ynakoBLii, no 3aTBEpKEHOro Hakasom MiHicTepcTBa
2 ab0o no 4 KOHTYpHI O0XOPOHU 370POB’A YKpaiHu Bif 27 rpyaHs
YapyHKOBI YraKkoBKN y 2006 poky Ne 898, 3apeecTpoBaHuWii B
nauui MiHicTepcTsi tocTuuii Ykpainm 19 rpygHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3 MigNYHKTOM 4 NyHKTY 2 rnasu 3
posginy V.
20. | ®EHOKIT Kpanni opanbHi, 1 mr/mn, CninbHe Ykpaina CninbHe Ykpaina peecTpaLis Ha 5 pokiB. 6e3 nionsieae UA/16281/01/01
no 20 M/ B KOHTeliHepi YKpaiHCbKO- YKpaiHCbKO- MepiofnyHICTb NOAAHHS PerynsipHoO peyenma
icnaHcbke icnaHcbke OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neky BiANOBIAHO
nignpMeMcBo nignpMeMcBo [0 MNopaaky 3ailicHeHHs hapMakoHarnsgay,
"CMNEPKO "CIMNEPKO 3aTBEpAKEeHOro Hakasom MiHicTepcTBa
YKPAIHA" YKPAIHA" OXOPOHV 3[0POB'S YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), CTaHOBUT:
3ri4HO 3 NiAMYHKTOM 4 NYyHKTY 2 rnasu 3
posginy V.
21. | LMNPO®DNIOKCAL, KpucTaniyHuin NopoLIokK UxeussH Kutai UxeussaH Kntaii peecTpauis Ha 5 pokis - He UA/16282/01/01
NHY (cybeTaHuis) y lFob6aH o6aH nionsizae
rigpoxnoprung noABiNHNX dapmachbloTika dapmachbloTika
nonieTuIeHoBMX n Ko., Nl1g. n Ko., 114,

naketax ans
hapmaLeBTUYHOIO
3aCcTOCYyBaHHS




HavyanbHuK YnpaBniHHA dpapMmaleBTUYHOIT .
AiANbHOCTI Ta AKOCTI chapmaLeBTUYHOT NPOAYKLii T.M. NlackoBCcbkuM



MEPENIK

Aopatok 2
A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

04.09.2017 Ne 1049

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

BEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Hassa sikapcbko20 Popma sUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka popma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs peecmpayjiliHo2
ynakoska) 0 NMOCBIOYEHHSs
1. | AlIb®A- PO34MH ONINHWIA MpAT "TexHonor" YKpaina MpAT Ykpaina MepepeecTpauis Ha 6e3 nidnsieae UA/6656/01/01
TOKO®DEPO/Y opasibHuiA, 50 mr/Mn, no "TexHonor" HeoOMeXeHWn TepMiH. 3MiHu | peyenma
ALETAT (BITAMIH E)

20 mn y chnakoHi; no 1
h1akoHy y naui 3
KapTOHY

MRy - 3MiHN LWOAO
6e3nekn/epeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili xapakTepuctu,i
NiKapcbKoro 3acoby, TeKCTi

MapKyBaHHS Ta iHCTPYKUiT Ans
MeZMYHOro 3acTOCyBaHHA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCyBaHHS NiKapcbKoro 3acoby
B nicnsipeecTpaLiiiuii nepiog,
abo 5K pe3ynbTar OUiHKK 3BIiTY 3
[ocnimpKeHb, NpoBeaeHnx
BIANOBIAHO A0 NnaHy
negiatpuyHmx gocnimpkeHb (PIP)
(iHWi 3mMiHW) - 3MiHK BHECEHO [0
IHCTPYKLUiT A5 MeguyuHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby
00 po3gainy "lNokasaHHA"
(monosHeHo: "Y cknagi
KOMIM/IEKCHOTO JliKyBaHHS: ..."), a
Takox A0 po3fainis
"MpoTunokasaHHsA", "Cnoci6
3acTocyBaHHA Ta Aosu',
"Mepeno3yBaHHA" BigNOBIAHO A0
OHOB/IEHOT iHdopMaLiii 3 6e3nekn
Aito40i Ta AONOMDKHMX PEHOBUH
nikapcbKoro 3acoby Ta matepiasis
peecTpauiiHoro Aochbe.
MepioAnyHICTb NOAAHHS
perynsipHo OHOB/IHOBAHOTO 3BiTY 3
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n/n

HasBsa snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

6e3neku BignosigHo Ao Mopagky
3[iliCHEeHHs1 hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0OXOPOHY 340POB’SA
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’SA
Ykpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3
nignyHKTOM 3 NyHKTY 2 rnasu 3
posginy V.

ANb®A-
TOKO®EPONY
ALEETAT (BITAMIH E)

PO34MH ONiNHWIA
opanbHuii, 100 mr/mn,
no 20 mn y donakoHi; no
1 chnakoHy y nauui 3
KapTOHY

MpAT "TexHonor"

Ykpaina

MpAT
"TexHonor"

Ykpaina

MepepeecTpauis Ha
HeoOMeXeHun TepMiH. 3MiHu |
My - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTui
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPyKUiT ans
MeAMYHOro 3acTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo
LocnigpkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby
B nicnsipeecTpadiiiuii nepiog,
abo Sk pesynbTar OLiHKM 3BITY 3
JocnipKeHb, NpoBefeHnx
Bi4NOBIAHO A0 NiaHy
negjiatpuyHnx gocnimxkern (PIP)
(iHLWi 3MiHW) - 3MiHN BHECEHO A0
IHCTpYKLUiT ANna MeanyHOoro
3aCcTOCyBaHHS NikapCbKoro 3acoby
00 po3giny "MokasaHHa"
(oonoBHeHo: "Y cknagi
KOMMJ/IEKCHOTO fliKyBaHHs: ..."), a
TakoX [0 po3ainis
"MpoTunokasaHHA", "Cnocio
3aCcToCyBaHHsA Ta 4o3n",
"Mepeno3yBaHHA" BiAMNOBIAHO A0
OHOBNEHOT iHhopMaLii 3 6e3neku
Aito40i Ta AONOMDKHUX PEHOBUH
nikapcbKoro 3acoby Ta matepiasis
peecTpauiiHoro Aocbe.
[MepioAnYHICTb NOAAHHS

6e3
peyenma

nionsieae

UA/6656/01/02
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n/n

HasBsa snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3neku BiANOBIAHO A0 MNopsaky
3ailicHeHHA thapMakoHarnsagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3
nignyHKTOM 3 MyHKTY 2 rnasu 3
posginy V.

ANbOA-
TOKO®DEPONY
ALEETAT (BITAMIH E)

PO34UH ONiliHMIA
opanibHuiA, 300 mr/mn,
no 20 My do/1akoHi; no
1 chnakoHy y nauui 3
KapTOHY

MpAT "TexHonor"

YkpaiHa

MpAT
"TexHonor"

YKpaiHa

MepepeecTpauis Ha
HeoOMEeXeHW TepMiH. 3MiHu |
TMny - 3MiHKU WoA40
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuyj
niKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCyBaHHSA Ha
nigcrasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapceKoro 3acoby, abo
[ocnipkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby
B NicnisipeecTpauiiHnii nepiog,
ab0 fK pe3y/ibTar OLiHKM 3BIiTY 3
[ocnifmKeHb, NpoBeAeHUX
BiAMNOBIAHO A0 NnaHy
negjiatpuyHux gocnimkexb (PIP)
(iHWi 3MiHW) - 3MiHX BHECEHO [0
IHCTpYKLUii A5 MeguyuHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby
00 po3gainy "MNokasaHHA"
(aonoBHeHo: "Y cknagi
KOMMJIEKCHOTO JliKyBaHHs: ..."), a
TakoX A0 po3ainis
"MpoTunokasaHHs", "Cnocib
3aCToCyBaHHA Ta fo3n",
"Mepeno3yBaHHA" BigNOBIAHO A0
OHOB/IEHOT iHdopMaLiii 3 6e3nekn
[ito4oi Ta JONOMDKHUX PEYOBYH
nikapcbKoro 3acoby Ta matepianis
PeECTPaLiHOIO OChE.

6e3
peyenma

nionsieae

UA/6656/01/03
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Ne HasBsa snikapcbko20 ®dopma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjitiHo2
yrnakoska) 0 NocBi0YeHHs
MepiognyHIiCTb NoAaHHSA
perynsipHoO OHOB/IOBAHOIO 3BITY 3
6e3neku BignosigHo Ao Mopagky
3gificHeHHs chapmakoHarnsay,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3
niANYHKTOM 3 NYHKTY 2 rnasun 3
po3giny V.
4. | AMnoaunitH- Tabnetky no 5 mr in ToBapucTBO 3 YkpaiHa BCi cTagii Ykpaina MepepeecTpavis Ha - He UA/11197/01/02
340POB'A bulk: no 4000 TabneTok 06MEXEHOI0 BMPO6GHULTBA, HEeOobMeXeHN TEPMIH; nionsieae
y nakeTi BiANOBiAA/IbHICTIO KOHTpPO/Tb MepiognyHIiCTb NoAaHHSA
nonieTuNeHoBOMY y "®apmaLeBTnyHa AKOCTI, BUMYCK perynsipHoO OHOBJIOBAHOIO 3BITY 3
KOHTeliHepi KOoMnaHis cepit: 6e3nekun BiANOBIAHO A0 MNopsaky
nnactMacosomy "3popos'a" ToBapucTBO 3 3gificHeHHs chapmakoHarnsgy,
06MeXeHoto 3aTBEPAKEHOIO Haka3oM
BiANOBIAa/bHI MiHicTepcTBa 0OXOPOHY 340POB’SA
cTIo Ykpainu Big 27 rpyaHs 2006 poky
"®apmaueBTn Ne 898, 3apeecTpoBaHuii B
YHa KOMMaHis MiHicTepcTBi tocTuuil Ykpainm 19
"3p0pos'a”, rpyaHa 2016 poky 3a Ne
YkpaiHa; 1649/29779 (y peakuii Hakasy
BCi cTagii MiHicTepcTBa 0OXOPOHY 340POB’'SA
BMPOGHMLITBA, Ykpainu Big 26 BepecHs 2016
KOHTPO/b poky Ne 996), cTaHOBUTb: 3riAHO 3
AKOCTI: niANyHKTOM 3 NYHKTY 2 rnasun 3
ToBapucTBO 3 po3giny V.
06MexeHo
BiANOBIAA/bHI
CTIO
"®APMEKC
reyn-,
YKpaiHa
5. | AM/1IOAuNIH- Tabnetky no 10 mr in ToBapucTBo 3 YkpaiHa BCi cTagii Ykpaina MepepeecTpavis Ha - He UA/11197/01/01
3400POB'A bulk: no 1000 TabneTok 06MEXEHOI BMPOGHULTBA, HeobMeXeHU TEPMIH; nionsieae
y nakeri BifNoBiAaNbHICTIO KOHTPO/b MepioAnyHICTb NOAAHHSA
nonieTuneHoBoMy y "®apmaLeBTnyHa AKOCTI, BUMYCK perynsipHO OHOBJIOBAHOIO 3BITY 3
KOHTeliHepi KOMnNaHis cepit: 6e3neku BiANOBIAHO Ao MNopsaky
naacTMacosomy "3popos'a" ToBapucTBO 3 3aificHeHHs chapmakoHarnsay,
06MeXeHoto 3aTBEPAKEHOIO Haka3oM

BiANOBiAa/bHI

MiHicTepcTBa 0XOPOHW 340POB’'s
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Ne HasBsa snikapcbko20 ®dopma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjitiHo2
yrnakoska) 0 NocBi0YeHHs
CTIo Ykpainu Big 27 rpyaHs 2006 poky
"®apmaveBTn Ne 898, 3apeecTpoBaHuii B
YHa KOMMaHis MiHicTepcTBi tocTuuil Ykpainm 19
"3p0pos'a”, rpyaHa 2016 poky 3a Ne
YKkpaiHa; 1649/29779 (y peakuii Hakasy
BCi cTagii MiHicTepcTBa OXOPOHY 340POB’SA
BMPOGHMLITBA, Ykpainu Big 26 BepecHs 2016
KOHTPO/b poky Ne 996), cTaHOBUTb: 3riAHO 3
AKOCTI: niANYHKTOM 3 NYHKTY 2 rnasun 3
ToBapucTBO 3 po3giny V.
06MexeHot
BiANOBIAa/bHI
CTIO
"®APMEKC
reymn,
YKpaiHa
6. | AM1OAUNIH- Tabnetky no 5 mr, no 10 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina MepepeecTpavis Ha 3a He UA/1538/01/02
340POB'A TabneTtok y 6nictepi, no obmexeHor 06MexeHo HeobMeXeHun TepMiH; 3MiHu | peyenmom nionsi2ae
3 6nicTepn y Kopobui BiANOBiAA/IbHICTIO BignoBiAabHi TMny - 3MiHN LWOA0
"papmMmaueBTUYHa CTHo 6e3nekn/edekTUBHOCTI Ta
KOoMnaHis "®apmaueBTun hapmakoHarnsgy. 3miHa y
"3popos'a” YyHa KOMMaHis KOPOTKili XapakTepucTuyj
"3p0pos'a” NiKapcbKoro 3acoby, TeKCTi

MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpxeHs 3 6e3neku
3aCTOCYBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog,
abo sk pe3ynbTar OLUiHKK 3BIiTY 3
[ocnigpKeHb, NpoBeAeHNX
BiAMNOBIAHO A0 MiaHy
negiatpuyHux gocnimkeHsb (PIP)
(3MiHy y3rogxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - (3MiH1 BHECeHOo [0
IHCTPYKUii g8 MeguyHoro
3aCToCcyBaHHA npenapary Ao
po3ainis "B3aemogis 3 iHLWMMK
niKkapcbknMun 3acobamu Ta iHLWi
BMAN B3aemogiit”, "Oco6/mMBOCTi
3acTocyBaHHs", "3acTocyBaHHs Y
nepiog, BariTHOCTi Ta rofyBaHHs
rpyaat”, "Cnocib 3actocyBaHHS
Ta gosun", "Oitn", "Mo6ivHi peakuii
" BiANOBIAHO A0 OHOBAEHOI
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n/n

HasBsa snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjitiHo2

0 NMocBi0YeHHs

iHchopmawuii 3 6e3neku gjroyoi
peyoBUHM)

MepiognyHIiCTb NoAaHHSA
perynsipHoO OHOB/IOBAHOIO 3BiTY 3
6e3neku BignosigHo Ao Mopagky

3[ificHeHHs chapmakoHarnsay,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuLii Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’SA
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3
niANYHKTOM 3 NYHKTY 2 rnasun 3
po3giny V.

AMNOAMMIH-
3/10POB'SA

Tabnetky no 10 mr, no
10 TabneTok y 6nicTepi,
no 3 6nictepn y kopobui

ToBapucTso 3
06MEXEHOI0

BiANOBiAA/IbHICTIO
"@apmaueBTnyHa

KOMMaHis
"3popos'a"

YkpaiHa

ToBapucTBO 3
06MexeHo
BignoBiAa/bHI
CTHO
"®apmavesTu
YyHa KOMMaHis
"3popos'a”

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH; 3MiHu |
TMny - 3MiHN LWOA0
6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpxeHs 3 6e3neku
3aCcTOCyBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiiiuii nepiog,
abo sk pe3ynbTar OLUiHKK 3BiTY 3
[ocnigpKeHb, NpoBeAeHNX
BiAMNOBIAHO A0 MiaHy
negiatpuyHux gocnimkeHs (PIP)
(3MiHy y3rogxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - (3MiH1 BHECeHo [0
IHCTPYKUii g8 MeguyHoro
3aCToCyBaHHA npenapary Ao
po3ainis "B3aemogis 3 iHWMMK
niKkapcbknMuy 3acobamu Ta iHLWi
BMAN B3aemogiit”, "Oco6mMBOCTi
3acTocyBaHHs", "3acTocyBaHHs Y
nepiog BariTHOCTi Ta rofyBaHHs

3a
peyenmom

He
nionsieae

UA/1538/01/01
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Ne HasBsa snikapcbko20 ®dopma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjitiHo2
yrnakoska) 0 NocBi0YeHHs

rpyaao”, "Cnocib 3actocyBaHHSA
Ta gosu", "Oitn", "Mo6ivHi peakuii
" BiANOBIAHO 4,0 OHOB/EHOT
iHchopmawii 3 6e3neku gjroyoi
peyoBUHM)

MepiognyHIiCTb NoAaHHSA
perynsipHoO OHOB/IOBAHOIO 3BITY 3
6e3neku BignosigHo o Mopagky

3[ificHeHHs chapmakoHarnsay,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuLii Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’SA
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3
niANYHKTOM 3 NYHKTY 2 rnasun 3

po3giny V.
8. | BOPHA KUCNOTA NOPOLLIOK KpucTaniuuii MpAT YkpaiHa MpAT Ykpaina MepepeecTpavis Ha 6e3 niosnsieae UA/8303/01/01
no 10 r y KoHTeliHepax dapmaueBTNYHa dapmaueBTny HEOOMEXEHNI TEPMIH. peyenma
abo y 6aHkax; no 10ry thabpuka "Biona" Ha chabpuka MepiognyHIiCTb NoAaHHSA
nakeTtax "Biona" perynsapHo OHOB/IOBAHOIO 3BITY 3

6e3neku BignosigHo gollopsaaky
3gificHeHHs chapmakoHarnsay,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’'SA
Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuLii Ykpainum 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’'SA
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb:
BiZANOBIAHO [0 NEpioANYHOCTI
CKNafaHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nNiKapcbKoro 3acoby, A03BO/IEHOr0
[10 MEJMYHOrO 3aCTOCYBaHHS, Ha
LleHTpa/IbHOMY PiBHi.

9. | BEPFTOCTUH Tabnetky no 8 mr, no 10 CaH IHgis CaH IHais MepepeecTpauis Ha 3a He UA/12034/01/01
TabneTtok y 6nictepi, no dapmacbloTukan dapmacboTuK HeoOMeXeHW TepMiH; 3MiHu | peyenmom niosisieae
3 6nictepun B KOPOOLL IHpacTpi3 Nimites an lHpacTpi3 My - 3MiHK WoA0

NimiTe 6e3nekn/edhekTMBHOCTI Ta
il
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Ne HasBsa snikapcbko20 ®dopma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjitiHo2
yrnakoska) 0 NocBi0YeHHs

thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTui
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKUiT ans
MeAMYHOro 3acTOCYBaHHS Ha
nigcrasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby
B nicnspeecTpaLiiiuii nepiog,
abo fK pesynbTar OLiHKM 3BITY 3
JocnipKeHb, NpoBeAeHNX
BiANOBIAHO A0 NniaHy
negiatpuyHunx gocnimkers (PIP)
(iHLWi 3MiHW) - 3MiHN BHECEHO A0
IHCTPYKUIT ANA MeguyHoro
3acToCyBaHHsA npenapary Ao
po3ginis "B3aemogis 3 iHWMMK
nikapcbkvMu 3acob6amu Ta iHLWi
BUAM B3aemogii”, "OcobnneocTi
3acTocyBaHHs", "3aaTHiCTb
BM/IMBATU Ha LUBUAKICTb peakwi
npv KepyBaHHi aBTOTPAHCNOPTOM
abo iHWKYMKY MexaHi3mammn®”,
"Cnoci6 3acTocyBaHHA Ta
[031"(YTOUHEHHS iHdhopmadi),
"Mepepo3yBaHHsa", "Mob6iyHI
peaxuii " BignosigHo A0
OHOBJ/IEHOT IHdopMaLiii 3 6e3nekn
[il040i peyoBrHN Ta MaTepianis
peecTpaLiiHoro Aocbe

30608B’A3aHHA Npy BuAadi
peecTpauiiHoro NocBigYEHHs
ICHYIOTb - HafJlaHHA AeTa/IbHOro
ONNCy CUCTEMM ynpaBiHHA
pv3nKamun y BUrNsAi nnaHy
ynpaBsniHHA pu3vKammn [0
23.10.2017 BignosigHo fo
nignyHkTy 1.13 nyHkTy 1 foaatky
15 po Mopsaky npoBefeHHs
eKcnepTm3n peecTpauinHnx
marepianiB Ha nikapcbki 3acobm,
LLIO NOJA0TLCA Ha AepXaBHy
peecTpaujio (nepepeecTpauito), a
TakoX ekcnepTnsn marepianis npo

BHECEHHS 3MiH 10 peecTpaLiitHnx
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n/n

HasBsa snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

marepianis NpoTArom fii
peecTpavuiiiHoro NocBig4eHHs,
3aTBepAXeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne
460).
MepiognyHIiCTb NoAaHHSA
perynsipHoO OHOB/IOBAHOIO 3BITY 3
6e3neku BignosigHo o Mopagky
3[ificHeHHs chapmakoHarnsay,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuLii Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’SA
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3
niANYHKTOM 3 NYHKTY 2 rnasun 3
po3giny V.

10.

BEPIrOCTUH

Tabnetky no 16 mr, no
10 TabneTok y 6nicTepi,
no 3 6nictepu B KOPOOGL

CaH
PapmacboTukan
IHpacTpi3 Nimiteq

IHAis

CaH
PapMacboThK
an lHgacTpi3
NimiTen

IHais

MepepeecTpauis Ha
HeoBbMeXeHWn TepMiH; 3MiHu |
My - 3MiHN LWOAO
6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuyj
nNiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpxeHs 3 6e3neku
3aCcTOCyBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog,
abo sk pe3ynbTar OLUiHKK 3BIiTY 3
[ocnigpKeHb, NpoBeAeHNX
BiAMNOBIAHO A0 MiaHy
negiatpuyHux gocnimkeHsb (PIP)
(iHLWi 3MiHW) - 3MiHN BHECEHO A0
IHCTPYKLii ANs MegnyHOro
3aCToCcyBaHHA npenapary Ao
po3ginis "B3aemogis 3 iHWnMn
nikapcbkMmn 3acobamu Ta iHLWi
BuUaM B3aemogii’, "OcobnnBocCTi
3acTocyBaHHs", "3aaTHicTb

3a
peyenmom

He
nionsieae

UA/12034/01/02
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n/n

HasBsa snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

BMAMBATY Ha LUBUAKICTb peakLii
npv KepyBaHHi aBTOTPaHCNOPTOM
abo iHWMN MexaHismamn”,
"Cnoci6 3acTocyBaHHS Ta
[031"(yTOUHEHHs iHchopmadi),
"Mepeno3yBaHHA", "T06IYHI
peakuji " BiaNoBigHO A0
OHOBNEHOT iHthopMaLii 3 6e3neku
Ai040T peyoBrHN Ta MaTepianis
peecTpauiiHoro 4ocke

30608B’13aHHA Npy BUAAYI
peecTpauiiHoro NocBiAYEHHs
iCHYIOTb - HaJaHHS AeTasIbHOro
onucy CUcTeMU ynpas/liHHA
pv3nKamun y BUrNsAi nnaHy
ynpasniHHA pu3vKammn [0
23.10.2017 BignosigHo fo
nignyHkty 1.13 nyHkTy 1 gogatky
15 po Mopsaky npoBefeHHsA
eKkcnepTn3n peecTpauiiHux
marepianis Ha nikapcbki 3acobwm,
LU0 NOJA0TbCA Ha AEPXaBHY
peecTpavuito (nepepeecTtpadiio), a
TakoX eKkcnepTusu matepianis npo
BHECEHHS 3MiH [10 peecTpaLjiiiHux
marepianis NpoTArom fii
peecTpavuiiiHoOro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Hakaly MO3 Big 23.07.2015 Ne
460).
MepioAnYHICTb NOAAHHS
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3neku BiANOBIAHO A0 MNopsaky
3ailicHeHHA thapMakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3
nignyHKTOM 3 MyHKTY 2 rnasu 3
po3giny V.
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Ne HasBsa snikapcbko20 ®dopma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjitiHo2
yrnakoska) 0 NocBi0YeHHs
11. | BEPTOCTUH Tabnetkv no 24 wmr, no CaH IHAjs CaH IHAis MepepeecTpauis Ha 3a He UA/12034/01/03
10 TabneTok y 6nicTepi, $apmacbloTukan dapmacboTUK HeoOMeXeHW TepMiH; 3MiHu | peyenmom niossieae
no 3 6nictepu B KOPOOGL IHpacTpi3 Nimiteq an lHgactpis MRy - 3MiHN LWOAO
Nimiteq

6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili xapakTepuctu,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOr0 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
[ocnipkeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpauiinuii nepiog,
ab0 Sk pe3y/ibTar OLiHKM 3BTy 3
JocnimKeHb, NpoBeAeHnX
BIAMNOBIAHO A0 NnaHy
negjiatpuyHux gocnimkerb (PIP)
(iHWi 3MiHW) - 3MiHX BHECEHO [0
IHCTPYKUii g8 MeguyHoro
3aCToCyBaHHA npenapary Ao
po3ainis "B3aemogis 3 iHWMMK
niKkapcbkrMun 3acobamu Ta iHLWi
BUan B3aemogii, "OcobamnBocCTi
3acTocyBaHHs", "3aaTHiCTb
BMNAMBATY Ha LUBWAKICTb peakLii
npv KepyBaHHi aBTOTPaHCNOPTOM
ab0 iHWYMK MexaHi3mamn®,
"Cnoci6 3acTocyBaHHA Ta
[031"(YToUHEHHs iHdhopmaLi),
"MepeposyBaHHA", "MO6IYHI
peakuji " BiaNoBigHO A0
OHOBJIEHOT iHhopMaLiii 3 6e3neku
[ito4oi pevoBUHM Ta MaTepianis
peecTpavuiiHoro Aockbe

3060B’13aHHA NpY BUAAi
peecTpauiiHoro NocBigYEHHS
iCHYIOTb - HalaHHS [eTa/IbHOro
onuey CUCTeMU ynpas/liHHA
pu3nkaMun y BUrNs4j nnaHy
ynpaeniHHA pyu3viKkammn [0
23.10.2017 BignosigHo fo
nignyHkty 1.13 nyHkTy 1 gogatky
15 po Mopsaky npoBefeHHA
eKcnepTn3n peecTpauiiHux

marepianis Ha nikapcbki 3acobu,
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n/n

HasBsa snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

L0 NOAAI0THCA Ha AEPXKaBHY
peecTpauito (nepepeecTpadii), a
TakoX eKkcnepTusn matepianis npo
BHECEHHS 3MiH 1O peecTpavLiiiHX
mMartepianis NpoTArom Aji
peecTpavuiiiHoro NocBig4eHHs,
3aTBepmxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460).
MepioAnYHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO 3BiTY 3
6e3neku BignosigHo Ao Mopagky
3[iliCHEeHHs1 hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0OXOPOHY 340POB’SA
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’SA
Ykpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3
nignyHKTOM 3 NyHKTY 2 rnasu 3
posginy V.

12.

FTAHATOH®

TabneTku, BKPUTI
NNIBKOBOI 060/I0HKOIO,
no 50 mr, no 10
TabneTtok y 6nictepi; no
4 6nicTepu B KAPTOHHIl
KopooLi

AG6OTT
Na6opatopis
M6X

HimeuunHa

Maiinan ENA
r.K.,
Kart3unsama
Mnant

AnoHia

MepepeecTpauis Ha
HeoOMeXeHun TepMiH; 3MiHu |
My - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPyKUiT ans
MeAMYHOro 3acTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby
B nicnsipeecTpaLiiiuii nepiog,
abo Sk pesynbTar OLiHKM 3BITY 3
JocnipKeHb, NpoBefeHnx
Bi4NOBIAHO A0 NiaHy
negjiatpuyHnx gocnimxkern (PIP)
(iHLWi 3MiHW) - 3MiHN BHECEHO A0
IHCTPYKUIT ANA MeguyHoro
3aCTOCyBaHHSA npenapary Ao

3a
peuyerimom

He
niossieae

UA/12614/01/01
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n/n

HasBsa snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

po3ginis "B3aemogis 3 iHWMMK
nikapcbkvMu 3acob6amu Ta iHLWi
BUAM B3aemogiii", "Oco6nmBoCTi
3acToCyBaHHA", "3acTOCyBaHHA Y
nepiog, BariTHOCTi Ta rogyBaHHs
rpyaao”, "MobiuHi peakwi
"BignoBigHO A0 OHOB/IEHOT
iHchopmawii 3 6e3neku gjiroyoi
peyoBuHU. 3MiHKM | TUNY - 3MiHK
oao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeeneHHs abo
3MiHU [0 y3araslbHEHNX AaHNX
npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3AiICHEHHA
thapmakoHarnagy B YkpaiHi, SKL0
BOHa BiMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BignosiganbHoI 3a
3pjiicHeHHs1 hapMakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHi
macTep-calina cucremu
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI
0co6u. 3MiHa KOHTaKTHWUX AaHnX
KOHTaKTHOI 0cobm.
MepioAnYHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO 3BiTY 3
6e3neku BignosigHo Ao Mopagky
3[iliCHeHHs1 hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0OXOPOHY 340POB’SA
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’SA
Ykpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3
nignyHKTOM 3 NyHKTY 2 rnasu 3
posginy V

13.

TEHTAMILUVH-

PO34mnH ANs iH'eKLin, 40

ToBapucTso 3

YkpaiHa

ToBapuCTBO 3

Ykpaina

nepepeecTpaLisi Ha HEOBGMEeXEHUI

3a

He

UA/7273/01/01
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Ne HasBsa snikapcbko20 ®dopma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjitiHo2
yrnakoska) 0 NocBi0YeHHs
340POB'A Mr/mn, no 1 mn a6o no 2 obmexeHor 0bMexeHo TEPMiH. peyenmom nionsizae
M B amnyni; no 10 BiANOBIAA/IbHICTIO BignoBiAa bHi 3MiHY | TNy - 3MiHK Woa0
amnyn y KapTOHHil "PapmaueBTMyHa CTIO 6e3nekn/edpeKTNBHOCTI Ta
Kopo6ui; no 1 ma abo no KOMMaHis "®bapmauesTu thapmakoHarnsgy. 3miHa 'y
2 mn B amnyni; no 5 "3popos'a" YHa KOMMaHis KOPOTKili XapakTepucTui
amnyn y énictepi; no 2 "3p0pos'a” NiKapcbKoro 3acoby, TekcTi

6nicTepy B KapTOHHIiA
Kopo6Li; no 2 mn B
amnyni; no 10 amnyn y
6nicTepi; no 1 6nictepy
B KapTOHHIi1 kopobui

MapKyBaHHs Ta iHCTPyKUiT ans
MeAMYHOro 3acTOCYBaHHS Ha
nigctasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo
LocnigpkeHs 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby
B nicnspeecTpaLiiiuii nepiog,
abo fK pesynbTar OLiHKM 3BITY 3
JocnipKeHb, NpoBeAeHNX
BiANOBIAHO A0 NnaHy
negiatpuyHnx gocnimkers (PIP)
(3MiHy y3rogxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom) (3miHV BHECEHO A0
IHCTpyKLUii A5 MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby
[0 po3ginis "B3aemopis 3 iHWMMKN
nikapcbkMmn 3acobamu Ta iHLWi
BMAM B3aemogiin”, "OcobmBocTi
3actocyBaHHs", "MobiuHI peakwi"
BiMNOBIAHO 40 OHOB/IEHOT
iHhopmalii 3 6e3neku Aitoyoi Ta
[OMOMDKHUX PEYOBUH NiKAPCbKOro
3acoby)

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3neku BiANOBIAHO A0 MNopsaky

3ailicHeHHA thapMakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3
nignyHKTOM 3 MyHKTY 2 rnasu 3
po3giny V.
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Ne HasBsa snikapcbko20 ®dopma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjitiHo2
yrnakoska) 0 NocBi0YeHHs
14. | TEMAPUHOBA MA3b | ma3bno 25ry Ty6i; no 1 TOB "OKN YkpaiHa TOB "OKnM YkpaiHa MepepeecTpauis Ha 6e3 nionsizae UA/6719/01/01
Ty6i B nauuj "papmMaueBTNYHA "®papmauesTu HeoOMeXeHW TepMiH. 3MiHu | peuenma
habpuka" yHa habpuka"

MRy - 3MiHN LWOAO
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili xapakTepuctu,i
NiKapcbKoro 3acoby, TEKCTi

MapKyBaHHS Ta IHCTPYKUiT Ans
MeZMNYHOro 3aCTOCyBaHHA Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
[ocnipkeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpauiinuii nepiog,
ab0 Sk pe3y/ibTar OLiHKM 3BTy 3
JocnimKeHb, NpoBeAeHnX
BIAMNOBIAHO A0 NnaHy
negjiatpuyHux gocnimkerb (PIP)
(iHWi 3MiHW) - 3MiHX BHECEHO [0
IHCTpYKUii A5 MeguyuHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby
0o posginis "MpoTunokasaHHA",
"Oco61MBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakyii" BigNoBIgHO A0
OHOBNEHOT iHthopMaLii 3 6e3neku
Lit040i pevyoBUHN NiKapCbKOro
3aco0y, ska y3rogpkeHa 3

JenaptameHToM

thapmakoHarnsgy.

MepioAnYHICTb NOAAHHSA
perynsipHO OHOBJIOBAHOIO 3BITY 3
6e3neku BignosigHo Ao Mopagky

3[iliCHeHHs1 hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0OXOPOHY 340POB’SA
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’SA
Ykpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb:
BiANOBIAHO [0 MepioAnYHOCTI

CKNafaHHA perynspHo

OHOB/IIOBAHOrO 3BITY 3 6e3neku
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Ne HasBsa snikapcbko20 ®dopma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjitiHo2
yrnakoska) 0 NocBi0YeHHs
nikapcbKoro 3acoby, J03BO/IEHOIO
[10 MEMYHOrO 3aCTOCyBaHHS, Ha
LEeHTPasIbHOMY PiBHi.
15. | APOMMEKC Kpanni BYLUHi, pO34MH No YOPNA4 Ipysis K.O. PymyHis nepepeecTpauis Ha HeobMeXeHwi 6e3 nionsizae UA/12428/01/01
15 M1 y noniMmepHnx MEOVNUWH NTA «Pomcpapm TEePMiH. peuyenma
donakoHax- KomnaHi 3MiHu | TUnYy - 3MiHn Wwoao
KpanenbHuusx; no 1 C.P.J1.» 6e3nekn/edeKTUBHOCTI Ta

hnakoHy-KpanenbHULli B
KapTOHHI KOpOOL

hapMakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuyi
niKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMx/6ionoaioHN
X Nikapcbkux 3acobis nicns
BHECEHHS Ti€i camoi 3MiHM Ha
pechepeHTHWIA Npenapar (3miHa
He noTpebye HafaHHA XOAHNX
HOBUWX A0AATKOBMX AaHWX) (3MiHM
BHECEeHi 10 iHCTPYKLiTy po3ain
"Moka3aHHs". 3MiHN BHECEHI f0
IHCTPYKLji y po3ginu:
"®apmakonorivyHi BacTmBocTi",
"MpoTunokasaHHa", " B3aemopis 3
iHLIMMKM NikapcbkMKn 3acobamu Ta
iHWIi BUAW B3aemogiin”,
"Oco61BOCTI 3aCTOCyBaHHA",
"Cnoci6b 3acTocyBaHHs Ta fo3un",
"Mepepo3yBaHHsa", "MobiyHi
peaxuii” BignosigHo A0
iHchopmauii pedpepeHTHOro
nikapcbkoro 3acoby OTUMAKC®,
Kpanni ByLUHi no 16 r y chnakoHax
Ne 1)

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IOBAHOTO 3BiTY 3
6e3neku BignoBigHo Ao Mopagky

3[iliCHEeHHs1 hapmakoHarnagy,
3aTBEP)KEHOr0 HaKa3oM
MiHicTepcTBa 0XOPOHW 340POB’SA
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOPOHW 340POB’S
Ykpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3
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Ne HasBsa snikapcbko20 ®dopma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjitiHo2
yrnakoska) 0 NocBi0YeHHs
nignyHKTOM 3 NyHKTY 2 rnasu 3
posginy V.
16. | EPONMIH® Tabnetkn no 10 mr; no 5 3AT YropwmHa 3AT YropwmHa MepepeecTpavis Ha 5 pokiB. 6e3 nionsieae UA/6527/02/01
abo 10 TabneTok y dapmaveBTUYHUI dapmaneBTmy 3MmiHu | TUNYy - 3MiHK WwWoao peyenma
6nictepi; no 1 6nictepy 3aBop ElC HWi 3aBOf, 6e3nekn/edekTUBHOCTI Ta
B KapTOHHI nayui; no 10 Eric

thapmakoHarnagy. 3mMiHn y
KOPOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA
reHepuyHuX/riopuaHnx/éionoioHn
X nikapcbkmx 3acobis nicns
BHECEHHS Ti€i caMoi 3MiHW Ha
pechepeHTHWIA Npenapar (3miHa
He noTpebye HafaHHS XOOHUX
HOBUX [OAATKOBMX AAHUX) - 3MiHM
BHECEHO [0 IHCTPYKLUIT Ans
MeZMYHOro 3aCTOCYBaHHS
npenapary Ao po3ginis "Cnocio
3acTocyBaHHs Ta fo3n"
(yTouHeHHs iHchopmawii), "MobiuHi
peakuii”, "MNepenosyBaHHs",
"3acTocyBaHHS y nepioj
BariTHOCTi abo rogyBaHHs
rpyaa”, "Bsaemogis 3 iHWmnmMm
nikapcbkrMu 3aco6amm abo iHLWi
BMAM B3aEMOZiin" BignoBigHO A0
iHchopmawuii pechepeHTHOro
nikapcbKoro 3acoby (KnaputuH,
Tabnetkv no 10 mr).

TabneTok y 6nictepi; no
3 6nicTepu B KAPTOHHiIl
nauui

3060B’s3aHHSA Npu BUAaAYi
peecTpauinHoOro NocBigYEHHS
iCHYIOTb — HalaHHSA [JOMOBHEHHS
00 ornagy KNiHiYHWX AaHux Ao
30.10.2017, BignosigHo fo
nignyHKTy 2.3 NyHKTY 2 gofartky
15 po Mopsaky npoBefeHHA
eKcnepTm3n peecTpauinHnx
marepianiB Ha nikapcbki 3acobwm,
LU0 NOJalTbCA Ha AEPXKaBHY
peecTpavuito (nepepeecTtpadii), a
TakoX eKkcnepTusu matepianis npo
BHECEHHS 3MiH [10 peecTpaLiiiHmx
marepianis NpoTArom gii
peecTpau,iiiHoOro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
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n/n

HasBsa snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

Haka3y MO3 Big 23.07.2015 Ne
460).
MepioAnyHICTb NOAAHHS
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3neku BiANOBIAHO A0 MNopsaky
3ailicHeHHA thapMakoHarnsagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Bif 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A
YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3
nignyHKTOM 3 MyHKTY 2 rnasu 3
posginy V.

17.

SEPKANIH®

PO34MH HaLLKIpHWA 1%
no 30 Mn y cknssHoMy
donakoHi; no 1 conakoHy
B KapTOHHIl kopobu,

Appax-
laneHcbKuii
Na6opaTopin 4.4,

XopBarTis

AppaH-
[aneHcbkuit
Na6opatopiii
A.8.

XopBartis

nepepeecTpauis Ha HeobMeXeHwi
TEePMiH.
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuyi
niKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCyBaHHSA Ha
nigcrasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapceKoro 3acoby, abo
[ocnipkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby
B NicnisipeecTpauiinnii nepiog,
ab0 fK pe3y/ibTar OLiHKM 3BIiTY 3
[ocnifmKeHb, NpoBeAeHUX
BiAMNOBIAHO A0 NnaHy
negiatpuyHux gocnimkexsb (PIP)
(3MiHY y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom) (3MiHV BHECEHO A0
IHCTpYKLUiT ANna MeanyHOoro
3aCcTOCyBaHHS NikapCbKoro 3acoby
[0 po3gainy "3actocyBaHHsA y
nepiog, BariTHoCTi abo rogyBaHHs
rpyAAr0" BignoBigHO [0 OHOBMEHOT
iHchopmawii 3 6e3neku gjroyoi
PEYOBUHM NiKAPCLKOTro 3acoby).

6e3
peyenma

niossieae

UA/12443/01/01
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n/n

HasBsa snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

MepiognyHIiCTb NoAaHHSA
perynsipHoO OHOB/IOBAHOIO 3BITY 3
6e3neku BignosigHo Ao Mopagky

3gificHeHHs chapmakoHarnsay,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3
niANYHKTOM 3 NYHKTY 2 rnasun 3
po3giny V.

18.

3YNIbBEKC®

Tabnetku
KMLLKOBOPO34MHHI no 10
Mr, no 14 Tabnetok y
6nictepi, no 1, 2 abo 4
6nicTepy B KapTOHHI
Kopoo6Li

KPKA, a.4., Hoso
MECTO

CnoBeHisa

KPKA, a.4.,
HoBso mecTo

CnoBeHisa

MepepeecTpauis Ha 5 pokiB y
3B'A3KY 3 3aKiHUEHHAM Al
peecTpauiiiHOro NocBig4eHHS;
3MiHun | TUNYy - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTui
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPyKUiT ans
MeAMYHOro 3acTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo
LocnigpkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby
B nicnsipeecTpaLiiiuii nepiog,
abo Sk pesynbTar OLiHKM 3BITY 3
JocnimKeHb, NpoBefeHnx
Bi4NOBIAHO A0 NiaHy
negjiatpuyHnx gocnimxkern (PIP)
(3MiHy y3rogxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM
OpraHom) -
3MiHU BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3acTOCYBaHHSA
npenapary Ao po3ginis
"B3aemopis 3 iHWMMK
nikapcbkvMuy 3acob6amu Ta iHLWi
BMAW B3aemogiin", "OcobnmsocTi
3actocyBaHHs", "Mob6iuHI peakuyii"
BiAgnoBigHO A0 iHhopmal,i Wwoao
6e3nekun Aitoyoi peYOBUHH.

3a
peyenmom

He
nionsieae

UA/12070/01/01
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n/n

HasBsa snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

MepiognyHIiCTb NoAaHHSA
perynsipHoO OHOB/IOBAHOIO 3BITY 3
6e3neku BignosigHo Ao Mopagky

3gificHeHHs chapmakoHarnsay,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb:
BiZANOBIAHO [0 NepioANYHOCTI
CKNafaHHA perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nNiKkapcbKoro 3acoby, A03B0OIEHOr0
[10 MEJMYHOrO 3aCTOCYBaHHS, Ha
LleHTpa/IbHOMY PiBHi.

19.

3YNbBEKC®

Tabnetkn
KMLLKOBOPO34MHHI Nno 20
mr, no 14 TabneTok y
6nictepi, no 1, 2 a6o 4
6nicTepy B KapTOHHIiA
KopooLi

KPKA, 4.4., Hoso
MEeCTO

CnoBeHisa

KPKA, a.4.,
HoBo mecto

CnoBeHisa

MepepeecTpauis Ha 5 pokiB y
3B'A3KY 3 3aKiHYEHHAM Al
peecTpavuiiiHoro NocBig4eHHs;
3MiHu | TMNY - 3MiHK WoA[0
6e3nekn/edeKTUBHOCTI Ta
hapMakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuyj
niKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMYHOr0 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapceKoro 3acoby, abo
[ocnipkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby
B NicnisipeecTpauiiHnii nepiog,
ab0 fK pe3y/ibTar OLiHKM 3BIiTY 3
[ocnifmKeHb, NpoBeAeHUX
BiAMNOBIAHO A0 NnaHy
negiatpuyHux gocnimkexsb (PIP)
(3MiHY y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT Ans
MeAMYHOIO 3aCTOCYBaHHS
npenapary A0 po3ginis
"B3aemopis 3 iHWMMU
NiKapcbkrMuy 3acobamu Ta iHLWi

3a
peuyerimom

He
niossieae

UA/12070/01/02
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n/n

HasBsa snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

BMAW B3aemogii”, "Ocob/mMBOCTi
3acTocyBaHHs", "Mo6iuHI peakuyii"
BiANOBIAHO A0 iHthopMau,ii LWoao
6e3nekun Aitoyoi peHOBUHH.
MepioAnYHICTb NOAAHHSA
perynsipHO OHOBJIOBAHOIO 3BITY 3
6e3neku BignosigHo Ao Mopagky
3[iliCHeHHs1 hapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’SA
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’SA
YKkpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb:
BiZANOBIAHO [0 MepioAnYHOCTI
CKNafaHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, J03BO/IEHOIO
[10 MEMYHOrO 3aCTOCyBaHHS, Ha
LEeHTPasIbHOMY PiBHi.

20.

KNEKCAH®

PO34mnH NS iH'ekuiid, 10
000 aHTK-Xa MO/1 mn,
Ne 2: no 0,8 mny
LINPUL-A03i i3 3aXMCHOI0
CUCTEMOH roJiku, no 2
Lwnpuu-403u y 6nictepi,
no 1 6nictepy B
KapTOHHI Kopo6Lyi

TOB "CaHodpi-
ABeHTIC YkpaiHa"

YkpaiHa

CAHO®I
BIHTPOI
IHOACTPIA

®paHuis

MepepeecTpauis Ha
HeobMeXeHni TepMiH. 3miHu I
TMny - 3MiHKU WoA40
6e3nekn/edeKTMBHOCTI Ta
hapMakoHarnsgy. 3miHum y
KOPOTKili XapakTepucTuyj
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMNYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMU JaHMU 3
AKOCTI, AOKMIHIYHUMU, KNIHIYHUMU
OaHUMK Ta JaHuMu 3
thapmakoHarnagy - 3miHu
BHECEeHO A0 IHCTpyKUii ans
MeJMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainy
"Moka3saHHs" (pegaroBaHo TEKCT),
a Takox o po3ginis "Cnoci6
3acTocyBaHHs Ta 4o3n" (BHECEHI
YTOUHEHHS), "Oco6/IMBOCTi
3actocyBaHHs", "MobiuHi peakwyji"
BiANOBIAHO A0 iHdhopmaLi
CTOCOBHO 6e3neku, fika 3a3HaveHa
B Martepianax peectpauiinHoro

3a
peyenmom

He
nionsiecae

UA/7181/01/01
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n/n

HasBsa snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

[0CbE Ta y3romkeHa
KOHCY/NbTaTUBHO- €KCNEePTHO0
rpynoto "Xipypris,
aHecTesiosoris/peaHimaronoris,
remMaTosnorisi, TpaHcgysionoris,
yponorisi. Jlikapcbki 3aco6u”.

MepioAnYHICTb NOAAHHSA
perynsipHoO OHOB/IOBAHOTO 3BiTY 3
6e3neku BignosigHo Ao Mopagky

3[iliCHEeHHs1 hapmakoHarnaay,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0OXOPOHY 340POB’SA
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’SA
Ykpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3
nignyHKTOM 3 NyHKTY 2 rnasu 3
posginy V.

3a

He

UA/6094/01/02

21.

NOMEKCUH®

Kancysim BariHasibHi M'siKi
no 200 mr o 3 a6o no 6
Kancyn y 6nictepi, no 1
6nicTepy B KApPTOHHIl
Kopoo6Li

Pekopgati AineHg

nTa

IpnaHgis

KataneHt
ITani C.n.A.

ITanis

MepepeecTpauis Ha
HeobMeXeHun TepMiH; 3MiHu |
My - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTui
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPyKUiT Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo
LocnigpkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby
B nicnsipeecTpadiiiuii nepiog,
abo Sk pesynbTar OLiHKM 3BITY 3
JocnipKeHb, NpoBefeHnx
Bi4NOBIAHO A0 NiaHy
negjiatpuyHnx gocnimxkern (PIP)
(3MiHy y3rogxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - 3MiHM BHECEHO [0
IHCTPYKLii ANs MegnyHOro
3aCToCyBaHHA nNpenapary Ao

peuyerimom

niossieae
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n/n

HasBsa snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

po3ginis "lNpoTunokasaHHs",
"MobiyHi peakuji”,
"Mepeno3yBaHHsA", "Oco6A1BOCTI
3acTocyBaHHSA" BigMoBigHO A0
OHOBNEHOT iHthopMaLi 3 6e3neku
AitoY0i pevoBUHN.
MepiognyHIiCTb NoAaHHSA
perynsipHoO OHOB/IOBAHOIO 3BITY 3
6e3neku BignosigHo o Mopagky
3[ificHeHHs chapmakoHarnsay,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuLii Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’SA
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3
niANYHKTOM 3 NYHKTY 2 rnasun 3
posginy V

22.

NOMEKC/H®

Kancysu BariHasibHi M'siKi
no 1000 mr no 1 a6o no
2 kancynu y 6nictepi, no
1 6nicTepy B KAPTOHHIi
Kopoo6Li

Pekoppati AineHg

nTg

IpnaHgis

KaraneHt
ITani C.n.A.

ITanisa

MepepeecTpauis Ha
HeoBbMeXeHWn TepMiH; 3MiHu |
My - 3MiHN LWOAO
6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuyj
nNiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpxeHs 3 6e3neku
3aCcTOCyBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog,
abo sk pe3ynbTar OLUiHKK 3BIiTY 3
[ocnigpKeHb, NpoBeAeHNX
BiAMNOBIAHO A0 MiaHy
negiatpuyHux gocnimkeHsb (PIP)
(3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - 3MiHW BHECEHO 0
IHCTPYKUii g8 MeguyHoro
3aCToCyBaHHA npenapary Ao
po3ainis "MNpoTunokasaHHsA",
"Mo6iyHi peakuii”,

3a
peyenmom

He
nionsieae

UA/6094/01/03
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n/n

HasBsa snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

"Mepepo3yBaHHs", "Oco6ANBOCTI
3acTocyBaHHA" BignNoBigHO f0
OHOBJ/IEHOT IHdopMaLiii 3 6e3nekn
Ail040i peyoBMHN.

MepiognyHIiCTb NoAaHHSA
perynsipHoO OHOB/IOBAHOIO 3BITY 3
6e3neku BignosigHo o Mopagky

3[ificHeHHs chapmakoHarnsay,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuLii Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’SA
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3
niANYHKTOM 3 NYHKTY 2 rnasun 3
posginy V

23.

NOMEKC/H®

Kancysu BariHasibHi M'siKi
no 600 mr no 1 a6o no 2
Kancynum y 6nictepi, no 1
6nicTepy B KAPTOHHIl
Kopoo6Li

Pekoppati AineHg

nTg

IpnaHgis

KaraneHt
ITani C.n.A.

ITanisa

MepepeecTpauis Ha
HeoBbMeXeHWn TepMiH; 3MiHu |
My - 3MiHN LWOAO
6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuyj
nNiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpxeHs 3 6e3neku
3aCcTOCyBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog,
abo sk pe3ynbTar OLUiHKK 3BIiTY 3
[ocnigpKeHb, NpoBeAeHNX
BiAMNOBIAHO A0 MiaHy
negiatpuyHux gocnimkeHsb (PIP)
(3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - 3MiHW BHECEHO 0
IHCTPYKUii g8 MeguyHoro
3aCToCyBaHHA npenapary Ao
po3ainis "MNpoTunokasaHHsA",
"Mo6iyHi peakuii”,

3a
peyenmom

He
nionsieae

UA/6094/01/01
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n/n

HasBsa snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

"Mepepo3yBaHHs", "Oco6ANBOCTI
3acTocyBaHHA" BignNoBigHO f0
OHOBJ/IEHOT IHdopMaLiii 3 6e3nekn
Ail040i peyoBMHN.

MepiognyHIiCTb NoAaHHSA
perynsipHoO OHOB/IOBAHOIO 3BITY 3
6e3neku BignosigHo o Mopagky

3[ificHeHHs chapmakoHarnsay,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuLii Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’SA
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3
niANYHKTOM 3 NYHKTY 2 rnasun 3
posginy V

24,

HA30/1® AABAHC

cnpeii HazasnbHUiA 0,05
% no 10 mn 'y chnakoHi 3
posnpuckysayem; no 1
01aKOHY B KapPTOHHIi
Kopoo6Li

TOB "baiiep"”

YkpaiHa

IcTiTyTO [e
Anxeni C.p.n.

ITanisa

nepepeecTpaLisi Ha HeoBMeXeHui
TEPMiH.
3MiHu |l Tuny - 3MiHu Wwoao
6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3mMiHn y
KOPOTKili XapakTepucTuyj
nNiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS y
3B'A3KY i3 HOBUMU JaHMU 3
SIKOCTi, AOKMIHIYHMMM, KMiHIYHUMK
OaHUMKN Ta AaHuMu 3
thapmakoHarnsagy (3MiHM BHeCEHO
[0 IHCTPYKLiT 418 MeanyHOro
3aCToCyBaHHA npenapary Ao
po3ainis "MNpoTunokasaHHsA",
"Mo6iuHi peakuii”,
"Mepeno3yBaHHsA", "3acTocyBaHHA
y nepiof BariTHOCTi abo
roflyBaHHs rpyanr” (yTOUHEeHHs
iHchopmawii), "OcobnmBocTi
3acTocyBaHHsA", "B3aemogis 3
HLIMMKW NikapcbkMKn 3acobamm
a6o iHWi BMAn B3aemogiii"
BiANOBIAHO 40 MaTepianis
PEeECTPALLHOIO A0CbE)

6e3
peuyenma

nionsiecae

UA/9480/01/01
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n/n

HasBsa snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

3060B’13aHHA NpY BUAAi
peecTpauiiHoro NoCBiAYEHHS
iCHYIOTb - HalaHHS feTa/IbHOro
onncy cucTemm ynpasniHHA
pu3nkaMun y BUrNs4j nnaHy
ynpaeniHHA pyu3viKkammn [0
30.10.2017 BignosigHo fo
nignyHkty 1.13 nyHkty 1 gogatky
15 po Mopsaky npoBefeHHA
eKcnepTn3n peecTpauiiHux
marepianis Ha nikapcbki 3acobm,
L0 NOAAI0TLCA Ha AEPXKaBHY
peecTpauito (nepepeecTpadii), a
TakoX ekcnepTusn matepianis npo
BHECEHHS 3MiH 10 peecTpavLiiiHX
mMartepianis NpoTArom Aji
peecTpavuiiiHoro NocBig4eHHs,
3aTBepmxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460).
MepioAnYHICTb NOAAHHSA
perynsipHoO OHOB/IOBAHOTO 3BiTY 3
6e3neku BignosigHo Ao Mopagky
3[iliCHeHHs1 hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0OXOPOHY 340POB’SA
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’SA
Ykpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3
nignyHKTOM 3 NyHKTY 2 rnasu 3
posginy V.

25.

HA30/1® BEBI

Kpanni HazanbHi 0,125%
no 10 mn y diakoHi 3
nineTkoto; No 1 dpakoHy
B KapTOHHI kopobu

TOB "baiiep”

Ykpaina

IcTiTyTO [l
Anxeni C.p.n.

ITanis

MepepeecTpauis Ha
HEoOMEeXeHW TeEPMIH.
3MiHu 1l TUny - 3MiHK Woao
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3mMiHu y
KOPOTKili XapakTepucTui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPyKUiT ans
MeAMYHOr0o 3aCTOCYBaHHS y
3B'SA3KY i3 HOBUMU faHMU 3

6e3
peyenma

He
nionsieae

UA/9481/01/01
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n/n

HasBsa snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

SIKOCTi, AOKTIHIYHMMM, KTiHIYHUMM
OaHUMKN Ta AaHuMu 3
thapmakoHarnagy (3miHM BHeceHo
[0 IHCTPYKUiT 4518 Mean4HOro
3acTocyBaHHA npenapary Ao
po3sginis "MpoTunokasaHHs",
"Mo6iuHi peakuyii”,
"Mepepo3yBaHHs", "OcobNNBOCTI
3acTocyBaHHs", "3aaTHiCTb
BMVBATY Ha LUBMAKICTb peakLii
npv KepyBaHHi aBTOTPaHCNOPTOM
abo iHWMN MmexaHismamn®”,
"B3aemopis 3 iHWMMK
nikapcbkrMmn 3acobamm abo iHLi
BWAMW B3aemogiii" BigNoBigHo [0
marepianiB peecTpauiiHoro
[OCbE)
30608B’A3aHHA Npy BUAAYI
peecTpauiiHoro NocBiAYeHHs
iCHYIOTb - HaJaHHSA AeTasIbHOro
onucy CUCTeMU YNpas/liHHA
pv3nKamun y BUrNSAi nnaHy
ynpasniHHA pyu3vKammn [0
30.10.2017 signosigHo fo
nignyHkty 1.13 nyHkTy 1 gogatky
15 po MopsAaky npoBefeHHsA
eKkcnepTn3n peecTpauiiHux
marepianis Ha nikapcbki 3acobwm,
LU0 NOJal0TbCA Ha AEPXaBHY
peecTpavuito (nepepeecTtpadiio), a
TakoX ekcnepTusu matepianis npo
BHECEHHS 3MiH [10 peecTpaLjiiiHux
marepianis NpoTArom fii
peecTpavuiiiHoOro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Hakaly MO3 Big 23.07.2015 Ne
460).
MepioAnyHICTb NOAAHHS
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3neku BiANOBIAHO A0 MNopsaky
3ailicHeHHA thapMakoHarnsagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
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Ne HasBsa snikapcbko20 ®dopma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjitiHo2
yrnakoska) 0 NocBi0YeHHs
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3
nignyHKTOM 3 MyHKTY 2 rnasu 3
posginy V.
26. | HATPIHO XnorPua- PO34uH NS iH'eKLiA, 9 MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha 3a He UA/7493/01/01
OAPHULUA mr/mn, no 5 mn B "papmMmaueBTNYHaA "hapmavueBTu HEOOMEXEHWI TEPMIH. peyenmom niosnsieae
amnyni; no 5 amnyn 'y thipma "AapHuug" YyHa hipma
KOHTYPHIli YapyHKOBIi "NapHuusa” 3060B’A3aHHA Npy BuAadi

ynakoBLii; N0 2 KOHTYPHI
YapyHKOBI yNaKkoBKM B
nauuj; no 10 mn B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
YMaKoBLii; MO 2 KOHTYpPHI
4yapyHKOBi YNakoBKv B
nauui

peecTpauiiHoro NocBigYEHHS
ICHYIOTb - HafjaHHSA AEeTa/IbHOro
ONNCy CUCTeMM ynpaBsiHHA
pv3nKamun y BUrNsAi nnaHy
ynpas/iHHA pu3nkamy Ta
[LOMOBHEHHSA A0 OrNsAAY KiHIYHNUX
naHux o 30.10.2017 BignosigHo
[0 nignyHkTy 1.13 nyHKTY 1,
nignyHKTy 2.3 NyHKTY 2 gofartky
15 po Mopsaky npoBefeHHA
eKcnepTm3n peecTpauinHnx
matepianiB Ha nikapcbki 3acobwm,
LU0 NOJalTbCA Ha AEPXKaBHY
peecTpavuito (nepepeecTtpadiio), a
TakoX eKkcnepTusu matepianis npo
BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis NpoTArom gii
peecTpau,iiiHoOro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Hakaly MO3 Big 23.07.2015 Ne
460).
MepiognyHICTb NOAAHHS
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3neku BiANOBIAHO A0 MNopsaky
3fificHeHHs chapmakoHarnsagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3
nignyHKTOM 3 MyHKTY 2 rnasu 3
posginy V.
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Ne HasBsa snikapcbko20 ®dopma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjitiHo2
yrnakoska) 0 NocBi0YeHHs
27. | ®NOPAINO NIOTEIH | nopouok (cy6eTanuisn)y | ACM Hytpiwenan | Lseliuapis ACM LLiBefiuapis nepepeecTpauis Ha HeobMeXeHwi - He UA/6600/01/01
5% CWSIS-TG naxkeTax asltoMiHiEBUX MpopakTtc Al HyTpiwionan TEPMIH niossieae
0ns papmaueBTUYHOTO MpopakTc 114,
3aCTOCYyBaHHSA
28. | ®NYTIKCOH NOPOLLIOK AN1s1 iHraNALiiA, TOB "Apavep" Monbwa Bupo6HuK in Benbris/ nepepeecTpaLisi Ha HeoBMeXeHui 3a He UA/12304/01/01
TBEpAi kancynu, no 125 bulk: Monbwa TEPMIH peyenmom nionsieae
MKr, no 10 kancyn y AT CMb 3MmiHu | TYny - 3MiHK Woao
6nictepi; no 6 6nictepis TekHONoaXu, 6e3nekn/edekTUBHOCTI Ta
Yy KOMNJIEKTi 3 Benbris; thapmakoHarnagy. 3mMiHn y

iHransTopom y
KapTOHHI Kopo6Lyi

Brpo6HWK, Lo
Bignosigae 3a
nepBUHHE Ta
BTOPVIHHE
nakyBaHHs:
3aknag
dapmaueBTuny
HuiA Aflamep,
Papma C.A.,
MNonbLa;
Bupo6HuK, Lo
Bignosigae 3a
KOHTPO/b Ta
BMNYCK cepil:
Mab6'aHiybkni
hapmavneBTuy
HWi 3aBOf,
Monbha A.T.,
Monbwa

KOPOTKili XapakTepucTuyj
nNiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHuX/riopuaHnx/éionoioHn
X nikapcbkmx 3acobis nicns
BHECEHHS Ti€i caMoi 3MiHM Ha
pechepeHTHWIA Npenapar (3miHa
He noTpebye HajaHHS XOOHUX
HOBUX A0AATKOBMX AaHNX) (SMiHM
BHECEeHO A0 IHCTpyKUii ans
MeZMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainy
"MMokasaHHA", a TakoX A0 po34inis
"apmakonoriyHi BlracTneocTi”,
"Cnoci6 3acTocyBaHHS Ta 4o3u",
"B3aemopis 3 iHWMMU
niKkapcbknMuy 3acobamu Ta iHLWi
BMAN B3aemogiit”, "Oco6/mMBOCTi
3acTocyBaHHs", "3acTocyBaHHs Y
nepiog, BaritTHOCTi abo rogyBaHHs
rpypar”, "MepenosysaHHa",
"Mo6ivHi peakui™, "4itn"
BiANOBIAHO A0 iHdopMaLi, sKa
3a3HaveHa B IHCTpyKUiT Ans
MeAMYHOro 3acTOCYBaHHSA
pedyepEeHTHOr0 /likapCbKoro
3acoby (®NIIKCOTUNAg™
EBOXAJIEP™, aepo30/b A1
iHransuin, [o3oBaHuii).
MepiognyHIiCTb NoAaHHSA
perynsipHO OHOB/IOBAHOIO 3BITY 3
6e3neku BignosigHo Ao Mopagky
3gificHeHHs chapmakoHarnsay,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainum 19
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Ne HasBsa snikapcbko20 ®dopma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjitiHo2
yrnakoska) 0 NocBi0YeHHs
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’SA
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3
niANYHKTOM 3 NYHKTY 2 rnasun 3
posginy V
29. | ®NYTIKCOH NOPOLLIOK AN1s1 iHraNALiiA, TOB "Apavep" Monbwa Bupo6HuK in Benbris/ nepepeecTpaLisi Ha He0BMeXeHui 3a He UA/12304/01/02
TBEpAi kancynu, no 250 bulk: Monbwa TEPMIH peyenmom nionsieae
MKr no 10 kancyny AT CMb 3MmiHu | TUny - 3MiHK Woao
6nictepi; no 6 6nictepis TekHOnoaXu, 6e3nekn/edekTBHOCTI Ta
Yy KOMNJIEKTi 3 Benbris; thapmakoHarnsgy. 3mMiHn y

iHransTopom y
KapTOHHI KopooLii

Brpo6HWK, Lo
Bignosigae 3a
nepBUHHE Ta
BTOPVIHHE
nakyBaHHs:
3aknag
dapmaueBTny
Huii Aflamep,
Papma C.A.,
MNonbLa;
Bupo6HuK, Lo
Bignosigae 3a
KOHTPO/b Ta
BMNYCK cepil:
Mab6'aHiLybkni
hapmavneBTuy
HWi 3aBOf,
Monbha A.T.,
Monbwa

KOPOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TekCTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA
reHepuyHuX/riopuaHnx/éionoioHn
X nikapcbkmx 3acobis nicns
BHECEHHS Ti€i caMoi 3MiHM Ha
pechepeHTHWIA Npenapar (3miHa
He noTpebye HajaHHS XOOHUX
HOBMX A0AATKOBMX AaHWX) (SMiHM
BHECEeHO A0 IHCTpyKUii ans
MeZMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainy
"MMokasaHHA", a TakoX A0 po34inis
"apmakonoriyHi BlacTneocTi”,
"Cnoci6 3acTocyBaHHS Ta 4o3u",
"B3aemopis 3 iHWMMU
niKkapcbknMuy 3acobamu Ta iHLWi
BMAN B3aemogiit”, "OcobmMBOCTi
3acTocyBaHHs", "3acTocyBaHHs Y
nepiog, BaritTHOCTi abo rogyBaHHs
rpypar”, "MepenosysaHHa",
"Mo6ivHi peakuii™, "4itn"
BiANOBIAHO A0 iHdopMaLi, sKa
3a3HaveHa B IHCTpyKUiT Ans
MeAMYHOro 3acTOCYBaHHS
pedyepeHTHOr0 /likapcbKoro
3acoby (®NIIKCOTUNA™
EBOXAJIEP™, aepo30/b A1
iHransuin, [o3oBaHui).
MepiognyHIiCTb NoAaHHSA
perynsipHoO OHOBJIOBAHOIO 3BITY 3
6e3neku BignosigHo Ao Mopagky
3gificHeHHs chapmakoHarnsay,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa 0XOPOHW 340POB’'s
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n/n

HasBsa snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3
niANYHKTOM 3 NYHKTY 2 rnasun 3
posginy V

30.

XNMOPTANIAOH

nopoLuok (cyberaHuis) y
nakeTax noAsinHMX
nonieTuNeHoBux ans
chapmav,eBTUYHOrO
3aCTOCyBaHHSA

MpAT
"papmMaueBTnyHa
thipma "AapHuus”

YkpaiHa

MEHAZLIOHA,
Cc.n.

IcnaHis

nepepeecTpaLisi Ha HeoBMeXeHui
TEPMIH

He
nionsieae

UA/7151/01/01

HauanbHuK YnpaBniHHA (hapMmaueBTUYHOI AiIANBHOCTI Ta
AKOCTI (hapmMmaueBTUYHOI NPOAYKLii

T.M. IacKkoBCbKuin




MEPENIK

AopaTok 3

A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHu
04.09.2017 Ne 1049

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

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi04Y€eHHs1
1. | ANEProcTon® TabneTku, BKpUTI MPAT "®ITO®APM" YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/10337/01/01
NNiBKOBOK 060JI0HKOIO, "PITOPAPM" 3MiHu Il TUNy - 3MiHa BUPOGHMKA peuenma
no 5 mr no 10 Tabnetok BUXiAHOTrO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
y 6nicTtepi; no 1 a6o 2 BMKOPVCTOBYHOTbCS Y BUPOOHNYOMY NpoLeci
6nicTepu y nauui 3 A®I, abo 3miHa BUpOGHYKKa (BKIOHaKUN, ae
KapTOHY HeobXxifHO, MicLie NPOBEAEHHS KOHTPOIIO AKOCTI)
A®I (3a BigcyTHOCTI cepTuddikaTa BigNOBIAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbe)(BBEAEHHS HOBOroO BMPOGHMKa AdI 3
HagaHHAM macTep-daiina Ha A®l) - BBeAEeHHSA
a/lbTEPHATUBHOIO BUPOBHMKA [it0H0T peYOBUHY
Ae3nopartaguH 40 BXe 3aTBepMKeHnX
2. | ANIKOAE3® IC Tabnetkn no 0,5, o 4 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 6e3 UA/12717/01/01
Tabnetkn y 6nictepi, no [04aTKOBOK [0[1aTKOBOIO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peuenma
1 6nicTepy y nadui; no BiANOBIAA/IBHICTIO BiANOBIAAbHI Ta/abo fonycTMMMNX MeX NePBUHHOT YMakoBKM
10 TabneTok y 6nictepi; "IHTEPXIM" CTHO rOTOBOrO JlikapCcbkoro 3acoby (J0MOBHEHHS
no 2 6nictepun y nayui "IHTEPXIM" cneumaikalii HOBVUM NOKa3HUKOM 3 BifNOBIgHUM
MEeTOAO0M BUMPOGYBaHHS); 3MiHM | TUny - 3MiHa Y
MeToAax BUNPO6YyBaHHSA rOTOBOrO /iKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepKeHnX
MeTofax BUMPOGYBaHHS); 3MiHW | Tuny - 3MiHa
napamMeTpiB cneyndikauii Ta/abo gonycTummx
MeX r0TOBOr0 NiKapCbKoro 3acoby (iHWi 3MiHu);
3MiHK | TUNy - 3MiHWM BUNPO6YyBaHbL abo
[OMYCTUMUX MEX, BCTAHOB/IEHVX Y
crneuudikauisx, nig yac BUPO6HULTBA FOTOBOr0O
niKapcbKoro 3acoby (BUyYEHHSI HECYTTEBOIO
BMNPO6YBaHHA B NPOLECi BUPOGHMLTBA); 3MiHM |
TUMY - 3MiHU 3 SKOCTi. TOTOBUIA NikapcbKuii 3aci6.
KOHTpOsb 4OMOMDKHUX PEYOBUH (iHLUi 3MiHNM) -
npuBefeHHs cneuudikauii Ta MeToais
BUNPOGYBaHb AOMOMIXXHUX PEYOBUH O BUMOT
EP/A®Y
3. | AlbBYMIH- po3unH ans iHdysiid 10 TOB "BIO®APMA Ykpaina TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15875/01/01
BIO®APMA % no 50 mn, 100 mny MNA3MA" "BIO®APMA 3MiHu Il TMnYy - 3MiHK Woa0 peyenmom
dornakoHi; no 1 donakoHy MNA3SMA" 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
y nauui 3 KapToHYy (BMpOGHMLTBO, BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
nepBrHHe Ta BMAAui peecTpauiiHoro noceigYeHHs,
BTOPUHHE BK/tOYatoum MnaH ynpasniHHA pusmkamu
nakyBaHHs, (3acTocyBaHHs 3MiH(1), Ski(a) BUMararTb(€)
BUMYCK Cepili; noAasnbLIoro 06rpyHTyBaHHS HOBUMU
BTOPUHHE [04aTKOBUM JaHUMW, LLO MaloTb HagasaTucs
nakyBaHHS, KOMMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbCs
BWMYCK Cepild) CYTTEBA OL|iHKA KOMMNETEHTHUM OpraHom) -
BukOHaHHs 3060B'A3aHb BiANOBIAHO A0
nignyHkTy 1.8.2 nyHkty 1.8 gogatky 5 go
Mopsaky NpoBeAeHHs ekcnepTusu
peecTpauiiiHux maTepiasniB Ha nikapcbki 3acobu,
LLIO NOAAI0THLCSA Ha filepXaBHy peecTpaLiiio
(nepepeecTpaLl,iio), a Takox ekcnepTnsn
mMaTepianis NPo BHECEHHS 3MiH 40
peecTpauiiHux MaTepiasiiB NpPoTArom fgii
peecTpauiiHoro nocBifg4YeHHs, 3aTBePAKEHOr0
Hakazom MO3 Big, 26.08.2005 Ne 426 (y peaaxuii
Hakaszy MO3 Big 23.07.2015 Ne 460)
4. | AlbBYMIH- po34nH ans iHdysiii 20 TOB "BIO®APMA Ykpaina TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15875/01/02
BIO®APMA % no 50 mn, 100 mny MNIA3MA" "BIO®APMA 3MinHun Il TMny - 3MiHK Woao0 peyenmom
dhnakoHi; no 1 donakoHy MNAA3MA" 6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
y nauui 3 KapToHy (BUPOGHMLTBO, BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta YMOB
nepBrHHe Ta BMAAYi peecTpauiliHoro noceig4eHHs,
BTOPVIHHE BK/tOYaoum MnaH ynpasniHHA pusvikamu
nakyBaHHs, (3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
BUWMYCK Cepiil; NoAasIbLIOro 06r'pyHTYBaHHSA HOBMMMU
BTOPVIHHE [0[aTKOBUM AiaHMMK, L0 MatoTb HagasaTuca
nakyBaHHs, KOMNETEHTHUM OpraHoM, OCKI/IbK BUMaraeTbCs
BWMYCK Cepiid) CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom) -
BUKOHaHHS1 3000B'A3aHb BiANOBIAHO A0
nignyHkTy 1.8.2 nyHkTy 1.8 nogatky 5 go
Mopsaky NpoBeAeHHS ekcnepTuan
peecTpauiiiHux maTepiasiiB Ha Nnikapcbki 3acobu,
LLI0 NOAAI0THCS Ha flepXaBHy peecTpaLiiio
(nepepeecTpalito), a TakoX ekcnepTnsn
mMarepianis Npo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasiiB NpoTsArom gl
peecTpauiniHOro NoCBiAYEHHS, 3aTBEPAKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
5. | AlbBYMIH- po3uunH ans iHdysiii, 10 TOB "BIO®APMA YkpaiHa BMPOGHMLITBO, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/15875/01/01
BIO®PAPMA % no 50 mn, 100 mny MNA3MA" nepBrHHe Ta TeXHiYHa NOMWSIKa B IHCTPYKLIT AN MegnyHoro peyenmom
thnakoHi; no 1 pnakoHy BTOPWHHE 3acTocyBaHHA Nikapcbkunx 3acobiB y po3aini
y nayui 3 KapToHY nakyBaHHs, "YMoBU 36epiraHHsA" / "YCnoBus XxpaHeHus", sK
BUMYCK Cepili; HacnifokK - BUNPaB/IEHHA B TEKCTI MapKyBaHHS
BTOPVHHE

nakyBaHHA,
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BUWMYCK Cepiii:
TOB
"BIO®APMA
MNJIA3SMA"
6. | A/IbBYMIH- po3uunH ans iHdysiid, 20 TOB "BIO®APMA Ykpaina BMPOBHULTBO, YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15875/01/02
BIO®PAPMA % no 50 mn, 100 mny MNA3SMA" NepBuUHHE Ta TeXHiYHa NOMUIIKa B IHCTPYKLIT A4NS MeAUYHOro peyenmom
dhnakoHi; no 1 donakoHy BTOPUHHE 3acTocyBaHHS NiKapcbKUx 3aco6iB y po3aini
y nauui 3 KapToHy nakyBaHHs, "YMoBY 36epiraHHsA" / "YcnoBusa xpaHeHus", siK
BUWMYCK CepiiA; HacnifokK - BUNPaB/IEHHS B TEKCTI MapKyBaHHS
BTOPVIHHE
nakyBaHHs,
BUWMYCK Cepii:
TOB
"BIO®APMA
MNAA3MA"
7. | ANbUMEPAT PO34mnH ANs iHekyii 250 | MNpuBaTHE akuioHepHe Ykpaina MpusatHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15056/01/01
Mr/mn no 4 M B amnyni, TOBapuCcTBO "JlekxiM- akuioHepHe 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 5, 10 a6o 100 amnyn Xapkis" TOBapUCTBO HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
B naui, abo no 5 amnyn "Jlekxim- (BNacHvKa peecTpauiiHoro nocBig4eHHs) (3miHa
B 6nictepi, no 1 a6o 2 Xapkis" HaliMeHyBaHHs Ta afipecy 3asiBHUKa); 3MiHK |
6nictepy y nauui TUny - AGMIHICTpPaTVBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NPOBaPKEeHHS AiSIbHOCTI BUpobHUKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKIYaKUM
AiNbHULI BUNYCKy cepii abo MicLie NpoBeAeHHS
KOHTPO/IO SIKOCTI. (Ais/IbHICTb, 3a SKy BignoBigae
BMPOGHMK/iIMNOpTEp, BK/OYAUM BUMYCK Cepiid)
(3miHa agpecu Ta Ha3BM BUpOoGHUKa /13, 6e3
3MiHM MiCL BUPOBHULTBA)
8. | AMoAuNIH- Tabnetkn no 5 mr, no 10 ToBapucTBO 3 Ykpaina ToBapuncTBO 3 YKpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/1538/01/02
340POB'A TabneTok y 6nictepi; no o6MexeHo 06MexeHo 3MmiHu | TMNy - 3MiHKW 3 AKOCTi. FoToBUIA peyenmom
3 6ricTepy Y KapTOHHIlA BiANoBiAa/IbHICTIO BignoBigasIbHI nikapcbkuii 3aci6. Cuctema
KopoobUi "hapmaleBTUYHa cTHo KOHTeliHep/3aKynopoBasibHUIA 3aci6. 3miHa
KoMnaHis "3popos'a” "®apmaueBTtun PO3Mipy ynakoBKu roTOBOro /likapcbKoro 3acoby
YHa KoMnaHisi (BUYYEHHS YNaKoBKW NEBHOrO PoO3Mipy) -
"3popos'a” BWJ/TYYEHHST YNaKOBKM NEBHOIO PO3Mipy. 3MiHu |

TMNy - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy micus
NPOBaKEHHS AiS/IbHOCTI BUpOOHMKa/imMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIo4aun
AiNbHULI BUNYCKY cepii abo MicLie NpoBefeHHs
KOHTPO/IO SIKOCTI. (AisS/IbHICTb, 3a 5Ky BignoBigae
BMPOGHMWK/IMNOpPTEp, BK/IOYaOUM BUMYCK Cepiid) -
npvBeAeHHA MiCLe3HaxoAKeHHS BUPOBHMKa
13 ToBapnCTBO 3 06GMEXEHO
BiANOBIAA/IbHICTIO "®apmaleBTUYHa KOMMNaHis
"3p0poB A", YkpaiHa y BianosigHiCTb A0 JliueHsii
Ha BUPOBHMUTBO, 6€3 3MiHM MiCLs BUPOOHMLTBA.
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BHeceHHs 3MiH npoTarom 3-x MicAuiB nicns
3aTBEPKEHHSA. 3MiHU | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
3a8BHMKa (BNacHvKa peecTpauiiHoro
NOCBIAYEHHS) - 3MiHa MiCL,e3HaXOMKEHHS
3asBHVKa. BHeceHHA 3MiH npoTarom 3-x MicAuis
nicns 3aTBepKEHHS.
9. | AMIoaunNIH- Tabnetky no 10 mr, no ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1538/01/01
340POB'A 10 TabneTok y 6nictepi; obmexeHor obmexeHo 3MiHu | TMNY - 3MiHKW 3 AKOCTi. FoTOBUIA peyenmom
no 3 6nictepn y BignoBiga/bHICTIO BiAnoBiga/bHi nikapcbknii 3aci6. Cuctema
KapTOHHI Kopo6Lyi "papmaLeBTUYHa CTIo KOHTeliHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
KoMnaHis "3popos'a” "®apmavueBTu PO3Mipy ynakoBKv roTOBOrO MikapCbKoro 3acoby
YyHa KOMMaHisi (BUYYEHHS yNakoBK1 NEBHOMO pPo3Mipy) -
"3popos'a” BWUJ/TyYEHHS YNAKOBKM NEBHOIO PO3Mipy. 3MiHu |
TUny - AGMIHICTpPaTVBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NpoBaPKeHHA AiS/IbHOCTI BUpoBHUKa/imMnopTepa
roTOBOrO MiKapCbKOro 3acoby, BKIYaKYM
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AisS/IbHICTB, 3a SKy BiAnosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK CEpild) -
npvBeAeHHA MiCLe3HaxoMKeHHS BUPOOHMKa
[N13 ToBapncTBO 3 06MEXEHOD
BiANOBIAA/bHICTIO "PapmaveBTnyHa KoMNaHis
"3popoB A", YkpaiHa y BianoBigHicTb Ao JliueHsii
Ha BUPOOHMLTBO, 6€3 3MiHM MiCLA BUPOGHNWLTBA.
BHeceHHs 3MiH npoTarom 3-x Micauis nicns
3aTBEPMXEHHS. 3MiHW | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu
3asBHMKa (B/1acHVKa peecTpaLiiiHoro
MOCBiJYEHHS) - 3MiHA MiCLe3HAXOMKEHHS
3asBHMKA. BHeCeHHs 3MiH NpoTsArom 3-X MicAuis
nicns 3aTBepAkKeHHs.
10. | AMNIOAUNIH- Tabnetkv no 5 mr in ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: - UA/11197/01/02
340POB'A bulk: no 4000 Ta6neTok 06MEXEHO BMpPOGHULTBA, 3MiHu | TMNYy - 3MiHK Woao
y nakeTi BigNoBifa/IbHICTIO KOHTPOJ1b 6e3nekn/edhekTVBHOCTI Ta hapMakoHarisgy
nonieTuneHoBomy y "papmaLeBTUYHa SAKOCTI, BUNYCK (iHWi 3MiHW) -
KOHTElHepi KoMnaHis "3popos'a” cepil: 3aMiHa rpadiyHOro 306padkeHHs1 ynakoBKky Ha
naactmacoBomMy TosapucTso 3 TEKCT MapKyBaHHA A1 NepBUHHOT Ta BTOPUHHOT
06MeXeHoH YNaKkoBKM Yy 3B'A3KY 3 NPUBELEHHAM Y
BignoBigasbHI BignoBigHicTb Ao Hakazy MO3 YkpaiHun Ne 426
cTHo Big 26.08.05 (y pegakuii Hakasy MO3 YkpaiHu
"®apmauesTu Ne460 Big 23.07.2015 p.), 3a3Ha4eHHsA
YHa KOMMaHis MapKyBaHHS [0 paHille 3aTBEPMAKEHNX YNaKOBOK
"3popos'a’, y chopmi in bulk. BHeceHHs 3MiH npoTarom 3-x
YkpaiHa,; MicaLiB nicns 3aTBepmKeHHs. 3MiHuW | Tuny -
BCi cTagii AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS

BMPO6HMLITBA,

Ta/abo agpecu micus NpoBamKeHHs AisIbHOCTI
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTPO/Tb BMPO6HMKa/iMnopTepa roToBoro /likapcbkoro
AKOCTI: 3aco0by, BK/IYa4mn AinbHULL BUNYycKy cepii abo
ToBapucTso 3 MicLie NpoBeAEeHHS KOHTPO/IIO AKOCTI.
06MEXEHO0 (misnbHiCTb, 3a Ky BignoBigae
BignoBigasbHi BMPOGHMWK/IMNOPTEp, BK/IOYaOUM BUMYCK Cepiid) -
cTIo npuBeLEeHHs MiCLe3HaXOKEHHS BUPOOHNKa
"®APMEKC 'N3 ToBapucTBo 3 06MEXEHOID
reyn:, BiANOBiAa/bHICTIO "®apmaleBTUYHa KOMNaHis
Ykpaina "3popoB A", YkpaiHa y BiAnosigHiCTb A0 JliueHsii
Ha BMPO6HULITBO, 6€3 3MiHM MicLis BUPOOHULTBA.
BHeceHHs 3MiH npoTsArom 3-X MicsALiB nics
3aTBEPMKEHHSA. 3MiHW | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHUKa (B1acHVKa peecTpaviiiHoro
NOCBIAYEHHS) - 3MiHA MiCLIe3HAXOMKEHHSA
3asBHMKa. BHeceHHs 3MiH npoTarom 3-x MicAuis
nicnsa 3aTBepikeHHsA. 3MiHu | Tuny - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHn y
BMPOG6HMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI
LinbHUL BUPOBHULTBA A/18 YACTUHN a0 BCbOro
BMPOGHMYOro NPoLecy roToBoro NikapcbKoro
3aco6y (iHWi 3MiHK) - 3a3HAaYEHHS PYHKLil
BMPOGHMKIB 13, 6€3 3MiHM camux oyHKLili: Bei
cTagii BUPO6HMLTBA, KOHTPOSIb SKOCTI, BUNYCK
cepii: ToBapuCTBO 3 06MEXEHOI0
BiANOBiAa/bHICTIO "®apmaleBTUYHa KOMNaHis
"3p0pos'a”, YkpaiHa Bci ctagii BupobHuuTBa,
KOHTPO/b AKOCTi 415 ynakoBku in bulk: TOB
"®APMEKC I'PYIM", YkpaiHa. BHeceHHs 3MiH
npoTAroM 3-x MicsLiB Nicas 3aTBEPLKEHHS.
11. | AMIOAMNIH- Tabnetkv no 10 mrin ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: - UA/11197/01/01
340POB'A bulk: no 1000 Ta6neTok 06MeXEHO BMpPOBGHULTBA, 3MiHu | TUNY - 3MiHK Woao
y nakeTi BigNoBiAA/IbHICTIO KOHTPO/1b 6e3nekn/edhekTVBHOCTI Ta hapMakoHarisgy
nonieTuaeHoBoMy y "hapmaneBTuyHa SKOCTI, BUMYCK (iHWWi 3MiHK) -
KOHTEWHepi KoMnaHis "3popos'a” cepit: 3aMiHa rpadiyHOro 306paXkeHHs1 ynakoBK/ Ha
naactMacoBomy TosapucTso 3 TEKCT MapKyBaHHA /15 MePBUHHOI Ta BTOPUHHOT
06MEXeHOH YNaKoBKM Yy 3B'A3KY 3 NPUBELEHHAM Y
BignoBigasbHi BignoBigHicTb Ao Hakasy MO3 YkpaiHun Ne 426
cTHo Big 26.08.05 (y pegakuii Hakasy MO3 YkpaiHu
"®apmaueBTu Ne460 Big 23.07.2015 p.), 3a3Ha4YeHHs
YHa KoMnaHis MapKyBaHHS 40 paHille 3aTBEPMAKEHNX YNaKoBOK
"3popos'a"’, y chopmi in bulk. BHeceHHs 3MiH npoTarom 3-x
YkpaiHa; MicALIB Mic/A 3aTBepXEHHS. 3MiHu | Tuny -
BCi cTagii AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
BMPOGHMLITBA, Ta/abo agpecu micus NPOBaKEHHS AiSNbHOCTI
KOHTPO/Tb BMPO6HMKa/iMnopTepa roToBoro /likapcbkoro
AKOCTI: 3aco0by, BK/IYaK4mM AinbHULL BUNYyCcKy cepii abo

ToBapuCTBO 3

MiCLie NpoBeAEHHS KOHTPO/IKO SKOCTI.
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
06MEXEHO0 (misnbHiCTb, 3a Ky BignoBigae
BignoBigasbHi BMPOGHUWK/IMNOPTEp, BK/IOYAOUM BUMYCK Cepild) -
cTIo npuBeLEeHHs MiCLe3HaX0KEHHS BUPOOHNKa
"®APMEKC 'N3 ToBapucTBo 3 06MEXEHOID
reyn:, BiANOBiAA/bHICTIO "®apmaleBTUYHa KOMNaHis
Ykpaina "3popoB A", YkpaiHa y BiAnoBigHICTb A0 JliueHsii
Ha BMPO6HULITBO, 6€3 3MiHM MicLis BUPOOHULTBA.
BHeceHHA 3MiH npoTsArom 3-X MicsALiB nicas
3aTBEPMKEHHSA. 3MiHW | Tuny - AgMiHICTpaTMBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHUKa (B/1acHVKa peecTpaviiHoro
NOCBIAYEHHS) - 3MiHA MiCLIe3HAXOMKEHHSA
3asBHMKa. BHeceHHs 3MiH npoTarom 3-x MicAuis
nicnsa 3aTBepikeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHn y
BMPOG6HMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI
LinbHUL BUPOBHULTBA A/18 YACTUHN a0 BCbOro
BMPOGHMYOro NpoLecy roToBoro NikapcbKoro
3aco6y (iHWi 3MiHK) - 3a3HaYEHHS PYHKLl
BUPOGHMKIB 13, 6€3 3MiHM camux oyHKLili: Bei
cTagii BUPO6HMLTBA, KOHTPOSIb SKOCTI, BUNYCK
cepii: ToBapuCTBO 3 06MEXEHOI0
BiANOBiAA/bHICTIO "®apmaleBTUYHa KOMNaHis
"3p0pos's", YkpaiHa Bci ctagii BupobHuLTBa,
KOHTPO/b SKOCTi 415 ynakoBku in bulk: TOB
"®APMEKC I'PYI", YkpaiHa. BHeceHHs 3MiH
npoTAroM 3-x MicsLiB Nicas 3aTBEPLKEHHS.
12. | AMOKCUKNAB® | Tabnetku, BKpUTI CaHpo3 CnoBeHis Nexk CnoBeHis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/7064/01/01
2X N1iBKOBOK 060/10HKOI0, dapmacbloTikans 4.4. dapmaveBTuy 3MiHW | TUNY - NOA@HHS OHOB/IEHOTO peyenmom
500 mr/125 mr no 7 Ha KoMMaHis 4. cepTudiikaTa BignoBiAHOCTI EBPONECHKIi
TabneTok y 6nictepi; no 4., CnoBeHist thapmakonei Ne R1-CEP 2003-262-Rev 02 ans
2 6nicTepn y KapTOHHIl (BUPOGHMLTBO Aitoyoi pevoBuHu Potassium clavulanate Big Bxe
Kopoo6Li 3a NOBHUM 3aTBEPLKEHOr0 BUPOOHMKA 3i 3MIHOK Ha3BK
upknom); Jlek BMPOGHWYOT AiNIAHKMW; 3MiHK | TUNY - 3MiHa y
$apmaueBTNY MeTofax BunpobysaHHa APl abo BuxigHoro
Ha KoMMaHis 4. marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo
4., CnoseHis BUKOPVCTOBYETLCA Y NpoLeci BUpobHMUTBa ADI
(Bunyck cepii) - He3HAYHi 3MiHW Y 3aTBEpPKEHMX MeTofax
BunpobysaHHA A®I y nigpo3gini 3.2.5.4.2
13. | AMOKCUKNAB® TabneTku, BKpUTI CaHpo3 CnoBeHis Nek CnoseHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/7064/01/02
2X N1iBKOBOK 060/0HKOI0, dapmacbloTikans g.4. dapmaveBTuy 3MiHW | TUNY - NOAA@HHS OHOB/IEHOTO peyenmom
875 mr/125 mr no 7 Ha KoMMaHis 4. cepTudiikaTa BignoBiAHOCTI EBPONECHKIi
TabneTtok y 6nictepi; no 4., CnoseHis hapmakonei Ne R1-CEP 2003-262-Rev 02 ansa
2 6nicTepn y KapTOHHIlA (BUpOGHMLTBO Aitoyoi pevoBuHu Potassium clavulanate Big Bxe
Kopoo6Li 3a NOBHUM 3aTBEPKEHOr0 BUPOOHMKA 3i 3MIHOK Ha3BK
uukiom); Jlek BMPOGHUWYOI AiNIAHKM; 3MiHK | TUNY - 3MiHa y
$apmaueBTNY MeTofax BunpobysaHHa APl abo BuxigHoro

Ha KoMmMaHis 4.

marepiany/npomikKHOro NpoayKTy/peareHTy, Lo
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
4., CnoseHis BUKOPVCTOBYETLCA Y NpoLeci BUpobHMuTBa AdI
(Bunyck cepii) - He3HAYHi 3MiHW Y 3aTBEpPKEeHUX MeTofax
BunNpobysaHHA A®I y nigpo3aini 3.2.5.4.2
14. | AMOKCUKNAB® TabneTku, Lo CaHpo3 CnoBeHis Nek CnoBeHisi BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/3011/04/02
KBIKTAB aucneprytotbesa, no 500 PapmacbloTikans g.4. GapmaueBTuny 3MiHU | TUNY - NOAaHHS OHOBJ/IEHOTO peyenmom
Mr/125 mr no 2 TabneTtku Ha KomnaHis cepTudiikaTa BignoBiAHOCTI EBPONECHKIi
y 6nicTtepi; no 5 a6o 10 4.4., CnoseHis thapmakonei Ne R1-CEP 2003-262-Rev 02 ans
6nicTepiB y KAPTOHHIN (BMPOGHULITBO nitoyoi pevoBuHK Potassium clavulanate Big Bxe
Kopoo6Li 3a NOBHUM 3aTBEPLKEHOr0 BUPOOHMKA 3i 3MIHOK Ha3BW
LMKIIOM, BMPOGHWYOT AiNIAHKM; 3MiHW | TUNY - 3miHa y
[03BiN Ha MeTofax BunpobysaHHa APl abo BuxigHoro
BUMNYCK cepil); marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
Nek BVIKOPVCTOBYETbLCS Y NpoLieCi BUPO6HMLTBa ADI
dapmaveBTuy - HE3HAYHI 3MiHW Y 3aTBEpKEHNX MeTofax
Ha KoMMaHis 4. BunpobysaHHA APl y nigpo3aini 3.2.S5.4.2
4., CnoBeHis
(0o3Bin Ha
BUMYCK cepii)
15. | AHIH-TPAH rpaHynu no 10 ry MpAT "HaujioHanbHa Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/8450/01/01
neHani abo dnakoHi 3 [omeonaTnyHa "HaujioHanbHa 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peuenma
KpULLKOIO; No 1 neHany Cninka" FomeonaTnyH HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa
abo chnakoHy 3 a Cninka" (BnacHvka peecTpadiiHoro noceigyeHHs) (3miHa

KPULLIKOIO B nauj 3
KapToHY

agpecu 3asaBHUKa); 3MiHK | TUNY - 3MiHK 3
AKocTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHa y

NepBUHHIlA yNakoBLji rOTOBOrO JlikapCbKOro

3acoby (Tvn KoOHTelHepa abo AofaBaHHSA HOBOMO
KOHTeliHepa) - TBepAi, M'sKi Ta HECTePU/IbHI
piaki nikapcbki hopmu (gofaBaHHSA HOBOro
KOHTeliHepa: hnakoHy 3 KpULLKOIo, 3
BiAMNOBIAHMMU 3MiHAMU Y P. «YNakoBka»); 3MiHN
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3ara/ibHeHUX AaHunx npo cuctemy
hapmakoHarnagy (BBefeHHs y3arasibHeHnX
JaHnx npo cuctemy dpapmakoHarnsgy, smiHa
YNOBHOBaXEHOI 0c06W, BiANOBIAaLHOI 3a
3[iiCHEHHS1 hapMakoHarsay; KOHTakTHOT 0cobu
3 thapmakoHarnsgy 3asBHVKa A1 34iACHEHHS
hapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiMiHHA Bif, YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEeHH:A ddapmakoHarnsagy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHM y
PO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnsagy) (Litoua pegakuis: Jawwkesnb
Biktopiss CepriiBHa. MNponoHoBaHa pejakuis:

Baabs OneHa AHaToniiBHa); 3MiHu | Tuny -

3MiHu Wwoao 6esnekn/edekTUBHOCTI Ta
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thapmakoHarnsgy (iHwi 3miHn) (3mMiHu go
iHCTPYKLii y po3ain "OcobnmBocTi
3acTocyBaHHA" (L4040 3acCTepexeHHs ans ocié 3
HernepeHOCUMICTIO LKpIB); 3MiHW | Tuny - 3MiHn
Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) (3miHa
rpacdiyHOro ohopM/IEHHS YNakoBK/ Ha
MapKyBaHHS ynakoBku); 3MiHu | TUny - 3MiHu 3
AKoCTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWi 3aci6. 3MiHa
nocravasibHVKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYOUMX (SIKLLO 3a3HAYEHO B [OCHE)
(3amiHa abo gogaBaHHA nNocTavyasibHUKa)
( BopaBaHHA BUPOGHUKa MpAT «®ipma Enic»,
YkpaiHa y 3B’3Ky 3 BBE,EHHSAM HOBOTO (pN1akoHy
3 KPULLIKOK LibOr0 BUPOBHMKA)
16. | AHTUDNY® KIAC | nopowlok ans TOB "Baiiep" Ykpaina KoHTpakT CWA BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/8974/01/01
0pa/IbHOro PO34MHY Mo dapmakan 3MiHa 3asBHVKa (BnacHWKa peecTpaviiiHoro peyenma
12 r nopoLuKy y nakeTi 3 KopnopeWiLH nocsigyeHHs) (TepMiH BBEAEHHS 3MiH NPOTATOM
nanepy, laMiHOBaHOro 6-TU MicAUIB Nicnsa 3aTBEPKEHHS)
aNoMiHiEBOIO honbroto
Ta nonieTunaeHom; no 5
nakeTiB B KAPTOHHIlA
Kopoo6Li
17. | APBIBIP- kancysm no 100 mr Ne ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/10506/02/01
340POBA 10 (10x1), Ne 20 (10x2) 06MEXEHO BMpPOGHULTBA, 3MiHuM | TUNY - 3MiHa y NnapameTpax peuenma
y 6nictepax BiANOBIAA/IbHICTIO KOHTPO/b cneumdikauin Ta/abo AonycTMMUX MEX,
"papmaLeBTUYHa SAKOCTI, BUNYCK BM3HAYEHUX Y cneumdikauisix Ha Adl, abo
KoMnaHis "3popos'a” cepil: BUXIiAHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
TosapucTso 3 BVIKOPVCTOBYIOTbCSA Y npovueci BUpobHuytea Adl;
06MeXeHoH CyNyTHSA 3MiHa: 3MiHa y MeTofax BunpobyBaHHA
BignoBigasbHI A®| abo BMUXiAHOrO MaTepiany/MpoMiKHOro
CTIO npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
"®apmauesTu npoueci BupobHuuTea A®| (iHWi 3MiHN y
YHa KOMNaHis MeToAax BUNpo6yBaHHA (BKIOYAKOUMN 3aMiHy
"3popos's", abo gonosHeHHs) A®| abo
YkpaiHa; BCi BUXIAHOrO/NPOMIXHOr0 NPOAYKTY) — NPUBELAEHHS
cTagji cneumaikaLii Ta MeToaiB BXiAHOTO KOHTPO/IO
BMPO6GHMLTBA, A®dI| 3a nokasHUKammn «Onuc», «PO3YMHHICTb,
KOHTPO/b «lpeHTudpikauis», «CynpoBigHi JOMILIKU» Ta
AKOCTI: «Baxkki MeTasin» y BiANOBIAHICTb A0
TosapucTso 3 OpuriHaNbHOT AOKyMeHTaLil BUpO6GHMKa
06MeXeHoH
BignoBigasbHI
CTIO
"®APMEKC
reyn.,

YkpaiHa
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
18. | APBIBIP- kancynv no 100 mr in ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: - UA/15471/01/01
340POB'A bulk Ne 4000 y nakeTi 06MeXeHo 06MeXeHo 3MiHuM | TUNY - 3MiHa y NnapameTpax
nonieTuneHosomy y BiANOBIAA/IBHICTIO BiANOBIAaAbHI cneumdikauii Ta/abo LONYCTUMUX MEX,
KOHTeWHepi "®apmaneBTuyHa CTHO BM3HAYEHUX y cneumdikauisx Ha Adl, abo
nnactMacosomy KoMnaHis "3popos'a” "®apmaueBTun BUXIiAHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
YHa KoMnaHis BVIKOPWCTOBYIOTbCSA Y npoueci BUpobHuytea Adl;
"3p0pos'a” CynyTHS 3MiHa: 3MiHa y MeTogax B1UnpobyBaHHs
A®| abo BUXiAHOrO MaTepiany/MpomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuutea A®| (iHWi 3MiHN Y
MeToAax BUNPo6yBaHHA (BK/IOYAKOUMN 3aMiHy
abo gonosHeHHs) A®| abo
BVXifHOro/MPOMDKHOro NPOAYKTY) — NPUBEAEHHS
cneumaikaLii Ta MeToaiB BXiAHOTO KOHTPO/IO
A®I 3a nokasHMkaMm «OnNUC», «PO3UNHHICTb»,
«lpeHTudikauis», «CynpoBifgHi AOMILLKM» Ta
«Baxkki MeTanin» y BiAnoBIgHICTb A0
opuriHanbHOI AOKyMeHTaLlil BUpO6HMKa
19. | APIAA® CYXA nopowwok no 19,55 ry TOB "TepHodhapm” YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 6e3 UA/8738/01/01
MIKCTYPA BIj, thnakoHi; no 1 dpnakoHy "TepHochapm” 3MiHu Il Tuny - 3MiHa napameTpiB cneyudikadlii peuenma
KALLUTHO And B NayLi 3 KApTOHY Ta/abo [oMyCTUMUX MEX roTOBOro MikapCbKoro
BITEN 3aco0y (3miHa 3HaxoAMTbCS no3a
3aTBEPMKEHVIMI AONYCTUMUMU MEXamu
cneumagikauiii) - yTOUHEHHS nokasHuka "Onuc" B
crneundikauii Ha roToBuiA Nikapcbkuii 3acio
20. | ACAKON® TabneTku, BKpUTI Tinotc ®apma Al LLiBeiiuapis [aynt ®apma HimeyuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4770/01/02
060/10HKOHO, Byndpinr Llseiuapis BUNPaBEHHSA TEXHIYHUX MOMMWOK - peyenmom
KMLIKOBOPO34YMHHI M0 m6X, creundikaLis MeToAiB KOHTPO/IO AKOCTI: AN
800 wmr; no 10 TabneTok HimeuunHa BUNPOBYBaHHSA «2. |aeHTudikauis», ans BUMoru
y 6nictepi; no 5 a6o no (BMpPOGHMLTBO «MO3UTMBHA KO/TbOPOBA peakLis (peakuis 3
6 6nicTepiB y kopobui 3 Hepo3gacoBa 3anisa-lll xnopugom, 4epBOHUIA KONip)», ANs
KapTOHY HOI NpoAYKLUiT, BUNPOBYBaHHS «7. PO3YMHEHHS», Y CTOBMNUYMNKY
nepBrHHa Ta «Bumoru» fo nokasHuka «0.1 M HClI», y
BTOpVHA CTOBNYMKY «AHa/TITUYHI METOANKM», AN
ynakoBKa); nokasHuka «pH = 7,2», nig Cneyudikauieto
Tinotc ®apma npubpatun ckopoyeHHs «NA: He
Al, 3aCTOCOBYETLCA»
LLiBeiiuapis
(BMPOGHMK,
BignoBsiganbHn
11 3a BUNyCK
cepii)
21. | ACEHTPA® TabneTku, BKpUTI KPKA, a.4., Hoso CnoBeHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/8770/01/01
NNiBKOBOK 060/I0HKOIO, MecTo HoBso mecTo 3MiHu | TUNY - nogaHHs oHosneHoro CEP Ne R1- peyenmom

no 50 mr Ne 28 (7x4) y
6nicTepax

CEP 2008-265-Rev 00 g5 gitoHoi peqoBuHn
Sertraline hydrochloride Big Bxe 3aTBEpKeHoro
BMPOGHMKa. 3MiHa BK/TIOYAE B cebe 3MiHY
BnacHmka CEP Ta 3MiHy Ha3BM BUPOGHUYOT
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
OinbHULI, 6€3 3MiHM MicLsA BUPOGHMLITBA
22. | ACEHTPA® TabneTku, BKPUTI KPKA, a.4., Hoso CnoBeHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8770/01/02
NNiBKOBOK 060/I0HKOIO, MecTo HoBso mecTo 3MiHK | TUNY - nogaHHs oHoBneHoro CEP Ne R1- peyenmom
no 100 mr Ne 28 (7x4) y CEP 2008-265-Rev 00 o515 Ajto4oi pe4oBUHM
6nictepax Sertraline hydrochloride Big Bxe 3aTBEpIKEHOro
BMPOGHMKa. 3MiHa BK/TIOYAE B cebe 3MiHy
BnacHvka CEP Ta 3miHy Ha3Bu BUPOGHMYOT
OinbHUUi, 6e3 3MiHM MicLA BUPOBHULITBA
23. | AUMK® Tabnetkn 400 Mr no 5 CaHpo3 CnoBeHis Cantotac HimeuunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/14584/01/02
TabneTok y 6nictepi; no PapmacbloTikan3 g.4. dapma M'm6X 3MmiHu | TMNY - 3MiHKW 3 AKOCTi. FoTOBUIA peyenmom
7 6nicTepiB y KapTOHHIl nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y
Kopoo6Li TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO /liKapCbKOro 3acoby (3MeHLLEHHS
TEepMiHy NpuAaTHOCTI FOTOBOro NiKapCbKoro
3aco6y) - 115 TOpro.oi ynakoBKk/ (3MEHLLEHHS
TEPMiHY NpUAAaTHOCTI 3 5-Tn A0 3-X POKiB)
(TepMiH BBEAEHHS 3MiH NPOTArOM 6-TU MicALIB
nicns 3aTBepkeHHs)
24. | BETAKOP TabneTku, BKpUTI MAT "KuiBcbkuii Ykpaina MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7013/01/01
NNiBKOBOK 060/I0HKOIO, BiTamiHHWIA 3aBoA" "KuiBcbKuii 3MiHKM | TURY - 3MiHK WoA0 peyenmom
no 20 mr no 10 TabneTok BiTaMiHHWIA 6e3nekn/edpeKTUBHOCTI Ta hapMakoHaragy -
y 6nictepi, no 3 3asog” BBE[IeHHS TEKCTY MapKyBaHHs 3amiCTb

6nicTepy B naywj

rpadpiyHoro 306paxkeHHs ynakoskv. BBegeHHsA
3MiH npoTArom 3-x micsuiB nicns
3aTBepPMKEHHS; 3MiHW | TUnNy - 3MiHa
napameTpiB cneuudgikaii Ta/abo gonycTummx
MeX rOTOBOrO0 /liKapCbKOro 3acoby (iHwWi 3MiHWu);
CynyTHS 3MiHa: 3MiHa y MeTojax B1UNpobyBaHHs
rOTOBOrO /iKapcbKoro 3acoby (iHLi 3MiHK Y
MeToZax BMnNpobyBaHb (BK/OYAKUYM 3aMiHy abo
[LOMOBHEHHS)); 3MiHM | TUNY - 3MiHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (3BY)XEHHS1 AOMYCTUMUX
MEX) - 3BY)XEHHSI ONYCTUMUX MEX 3a
nokasHMKoMm "KifibkicHe BU3HauYeHHs" B
crneundikayii Ha TepMiH NPUAATHOCTI; 3MiHN |
Tuny - 3viHa napameTpis cneuudikauiin Ta/abo
[0NYyCTUMUX MEX FOTOBOTO J1iKapCbKoro 3acoby
(iHWi 3MiHW) - BUTYYEHHS MOKa3HMKa «Aepocun»;
3MiHM | TUNY - 3MiHa y MeToaax BUNpPobyBaHHS
roTOBOrO JliKapCbKOro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNPOOYBaHHS); 3MiHK |
TUMY - 3MiHW, NOB'A3aHi 3 HEOOXiAHICTIO
npuBeLEHHS Y BiANOBIAHICTL A0 MOHOrpadil
LY abo €Bponeiicbkoi hapmakonei, abo iHWoT
HauioHasbHOT hapmakonel gepxasu €C (3MiHa
y cneyudpikarisx, nos'asaHa 3i 3miHamu B Y,
abo E€Bponeiicbkin papmakonei, abo iHLwWil
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HaujioHasbHIli chapmakonei gepxasu €C) -
npuBeLeHHs 40 BUMOr MoHorpadii EP
Betakconony rigpoxnopug 3a nokasHukamu
«lpeHTudikayis», «CynpoBigHi AOMILLKW»,
npuBefieHHs po3ainy «MikpobionoriyHa
yucToTa» Yy BiANOBIAHICTL [0 APY
25. | BPAMITOB PO34YuMH NS iHranaujn, K'esi dapmac'ioTikens ABCTpIs leHeTik ITanis/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/15301/01/01
300 mMr/4 mnno 4 mn B m6X C.n.A., lTanis HimeyunHa 3MiHu Il Tuny - 3MiHa napameTpiB cneyudikadlii peuyenmom
amnyni; no 4 amnynu B (BUpPOBHMLTBO Ta/abo [oMyCTUMUX MEX roTOBOro MikapCbKoro
repMeTUyHO 3anasHomy 3a NOBHUM 3aco0y (BMTy4YEeHHS NOKa3HWKa, AKVUI MoXe MaTu
cTpwvni; no 16, 28 a6o 56 uukiom); K'esi iCTOTHWIA BN/IMB Ha SIKICTb TOTOBOrO NiKaPCbKOro
amnyn y KapTOHHii dapmaueyTuui 3ac006y) - BUNyYeHHs 3i cneuudikalii roToBoro
Kopoo6Li C.n.A, Itanis nikapcbKoro 3acoby nokasHuka sKoCTi
(BTOpPUHHE «OcTaTouHbIli kncnopog, (Mr/r)»
nakyBaHHs1,
KOHTPO/b
AKOCTI Ta
BUMNYCK cepil);
Xononak
depnakyHrcre
XHiK TM6X,
HimeuunHa
(BMPOGHHMK
npoaykuii in-
bulk,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs Ta
KOHTPO/b
SIKOCTI);
Xononak
depnakyHrcre
XHiK TM6X,
HimeuunHa
(BTOpUHHE
nakyBaHHs)
26. | BPUNIHTA TabneTku, BKpUTI AcTpa3eHeka Ab Lseuis AcTpa3eHeka LBewis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/12164/01/02
NNiBKOBOK 060/I0HKOIO, ABb 3MiHK, L0 NOTPebyoTb HOBOI peecTpauii - peyenmom

no 60 mr Ne56 (14x4) y
6nicTepax

[0AaBaHHsA HOBOI cunu fji/po3sefeHHs (B
YkpaiHi 3apeecTpoBaH0o TabneTku, BKpUTI
NNiBKOBOI 060/10HKO0, MO 90 Mr).
MepiognyHiCTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHMW
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI tocTuLii
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

(y pegakuii Hakasy MiHicTepcTBa 0XOpPOHU
3[10poB’A YKpaiHu Big 26 BepecHs 2016 poky Ne
996), 415 NiKkapCbKoro 3acoby CTaHOBUTL -
3riAHO 3 NiANYHKTOM 4 NyHKTY 2 rnasu 3 po3ainy
V.

27.

BA3AP

TabneTku, BKPUTI
NNIBKOBOI 060J1I0HKOIO,
no 40 wmr, no 10
TabneTtok y 6nictepi, no
3 abo 9 6nictepiB y
KapTOHHI Kopo6Lyi

AxTasic rpyn AT

Icnangis

AkTasic NTA,
ManbTa,;
BankaHdapma
-OynHnus AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH [0 peecTpauiiHux MmaTepiasiis:
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BKoYaun
OinbHUL BUNYCKY cepii abo micLe npoBefeHHs
KOHTPOIO SIKOCTI. (QiS/IbHICTb, 3a SIKy BignoBigae
BMPOGHMK/IMNOpTep, BK/IOYAUM BUMYCK Cepiid)
(3miHa agpecu Ta Ha3Bu BUPOOHUKa) (TepMiH
BBE/EHHS 3MiH MPOTAroM 3-X micsuis nicns
3aTBEpMXEHHS); 3MiHM | Tuny - 3MiHK Woao
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy
(iHLWi 3MiHW) (OHOBNEHHS 3aTBEPAYKEHOrO TEKCTY
MapKyBaHHS NepBUHHOT Ta BTOPUHHOT YNakoBOK
113 3 BHECEHHSIM 3MiH 0 TEKCTY MapKyBaHHS:
BWAAIEHHS AONOMIXKHOI PEYOBUHUN HATPIO
Kpockapmesio3a 3 BTOPUHHOT yNakoBKK, a Takox
BBE/IEHHS NIOroTUMY, LUTPUX-KOAY Ta iHLIOT
TEXHiYHOT iIHgpopMaLlii Ha BTOPVHHY YNaKoBKY,
[0faBaHHsA NOroTUNy KOMNaHii Ta iHLWwoi
TEXHIYHOT iHhopMaLlil Ha NePBUHHY YNakoBKy, a
TaKOX BHECEHHS pefakLiiHMX NpaBoK Ha
NepBUHHY Ta BTOPUHHY yrnakoBku) (TepMiH
BBEJEHHS 3MiH NPOTAroM 3-X MicsiLiB nicns
3aTBEPLKEHHS)

3a
peyerimom

UA/5463/01/01

28.

BA3AP

TabneTku, BKpUTI
NNiBKOBOK 060/1I0HKOIO,
no 80 wmr, no 10
TabneTtok y 6nictepi, no
3 abo 9 6nictepiB y
KapTOHHI Kopo6Lyi

AkTasic rpyn AT

Icnanpgis

AkTasic T4,
ManbTa;
BankaHdapma
-OynHuusa AT,
Bonrapis

ManbTta/
Bonrapis

BHECEHHS 3MiH [0 peecTpayiiHux MaTepiasiis:
3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/IYaum
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJIO AKOCTI. (4is/IbHICTb, 3a SIKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
(3miHa agpecu Ta Ha3By BUPO6HUKa) (TepMiH
BBEJEHHS 3MiH NPOTAroM 3-X MicsiLiB nicns
3aTBEPAXEHHS); 3MiHM | TNy - 3MiHN Woa0
6e3nekn/edhekTVBHOCTI Ta hapMakoHarisgy
(iHWi 3MiHM) (OHOBJIEHHA 3aTBEPAXXEHOr0 TEKCTY
MapKyBaHHS NMepBUHHOT Ta BTOPUHHOT YNakoBOK
13 3 BHECEHHAM 3MiH [0 TEKCTY MapKyBaHHS:
BUAA/IEHHS JOMOMIKHOT PEeYOBUHWN HATPIO
Kpockapmersio3a 3 BTOPUHHOT YMakoBKK, a Takox
BBE/EHHS /IOroTuny, WTPUX-Ko4y Ta iHLIOi

3a
peyenmom

UA/5463/01/02
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

TeXHiIYHOI iHdhopMaLii Ha BTOPUHHY YMakKoBKY,
[oJaBaHHS /1IoroTuny KoMnaHii Ta iHWoi
TEXHIYHOI iHchopmaLii Ha NepBNHHY YNakosky, a
TaKOX BHECEHHA pefakLiiHMX NpaBokK Ha
NepBrHHY Ta BTOPUHHY yrnakoBku) (TepMiH
BBE/i€HHS 3MiH NMPOTAroM 3-X micsuis nicns
3aTBEPAKEHHS)

29.

BA3AP

TabneTku, BKPUTI
N/1iBKOBOKO 060/10HKOI0,
no 160 mr, no 10
Tabnetok y 6nictepi, no
3 abo 9 bnictepis y
KapTOHHI Kopo6Lyi

AkTasic rpyn AT

IcnaHgis

AkTasic NTA,
ManbTa,;
BankaHapma
-OynHuus AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH [J0 peecTpaLiiHuX MaTepiasis:
3Minu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NpoBaPKeHHS AiS/IbHOCTI BUpoBHUKa/imMnopTepa
roTOBOrO MiKapCbKOro 3acoby, BKIYaKYM
AiNbHULI BUNYCKY cepii abo MicLie MpoBeAeHHS
KOHTPOJIO SIKOCTI. (AisS/IbHICTb, 3a 5Ky Bignosigae
BMPOGHMK/iIMNOpTEpP, BK/OYAOUM BUMYCK Cepiii)
(3miHa agpecu Ta Ha3BW BUPOGHMKa) (TepMiH
BBEJEHHS 3MiH NPOTAroM 3-X MicsiLiB nicns
3aTBEPMKEHHS); 3MiHM | TUny - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHM) (OHOB/IEHHA 3aTBEPAXKEHOrO TEKCTY
MapKyBaHHS NMepPBUHHOT Ta BTOPUHHOI YNakoBOK
13 3 BHECEHHAM 3MiH 40 TEKCTY MapKyBaHHS:
BUAa/IEHHA JOMOMIKHOI PEYOBWHMW HATPII0
Kpockapmenosa 3 BTOPUHHOI YNakoBKU, a Takox
BBE/IeHHS NI0roTuMy, WTPUX-KOAY Ta iHLOT
TEXHIYHOI iHghopMaLlii Ha BTOPVHHY YNaKoBKY,
[0AaBaHHA N0roTuny KOMNaHii Ta iHLwWoi
TeXHiYHOI iHchopmaLii Ha NepBNHHY yNakoBkKy, a
TaKoX BHECEHHA pefakLiiHMX NpaBoK Ha
NepBUHHY Ta BTOPUHHY ynakoBku) (TepMiH
BBE/EHHS 3MiH MPOTAroM 3-X MicsiB nicns
3aTBEPKEHHS)

3a
peyenmom

UA/5463/01/03

30.

BA3AP

TabneTkn, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 320 wr, no 10
TabneTtok y 6nictepi, no
3 abo 9 6nicTepiB y
KapTOHHI Kopo6Lli

AxTasic rpyn AT

Icnangis

AkTasic NTA,
ManbTa,;
BankaHdapma
-OynHnus AT,
Bonrapis

ManbTta/
Bonrapis

BHECEHHS 3MiH [0 peecTpauiiHux MmaTepiasiis:
3MiHW | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, BK/oYaoun
OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPO/O SKOCTI. (AisfNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpTep, BK/IOYaUM BUMYCK Cepiid)
(3miHa agpecu Ta Ha3su BUPOOHUKa) (TepMiH
BBE/EHHS 3MiH MPOTAroM 3-X MicsiB nicns
3aTBepXeHHS); 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnsgy
(iHLWi 3MiHW) (OHOBNEHHS 3aTBEPAXKEHOrO TEKCTY
MapKyBaHHS NMepBUHHOT Ta BTOPUHHOT YNakoBOK
13 3 BHECEHHAM 3MiH [0 TEKCTY MapKyBaHHS:
BWAA/IEHHS AONOMiXXHOI pe4oBUHUN HATPIO

3a
peyerimom

UA/5463/01/04
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Kpockapmeio3a 3 BTOPUHHOT yNakoBKK, a Takox
BBE/IeHHS IOroTuMy, WTPUX-KOAY Ta iHLIOT
TEXHIYHOI iIHgoopMaLLii Ha BTOPVHHY YNaKoBKY,
[0[aBaHHsA NIOroTUNy KOMNaHii Ta iHLWoi
TEXHIYHOT iHhopMaLil Ha NePBUHHY YNakoBKy, a
TaKOX BHECEHHA pefakLiiHNX NpaBoK Ha
NepBUHHY Ta BTOPUHHY yrnakoBku) (TepMiH
BBEJEHHS 3MiH NPOTAroM 3-X MicsiLiB nicns
3aTBEPLPKEHHS)
31. | BIKAIP® Tabnetku, no 10 MAT "ranuucpapm” YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 6e3 UA/4946/01/01
Tabnetok y ctpunax abo "Tanuuchapm”, 3MiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBUIA peuenma
6nictepax; no 10 YkpaiHa,; nikapcbkuii 3aci6. Cuctema
TabneTok y 6nictepi; no NAT KOHTeliHep/3aKkynoptoBasibHKii 3aci6. 3MiHa
10 TabneTok y 6nicTepi, "Kuismegnpen PO3Mipy ynakoBKv roTOBOro MikapcbKoro 3acoby
no 1 a6o 2 6nictepu B apat", YkpaiHa (3MiHa KiflbKOCTi 0AMHMLE (Hanpuknag TabneTok,
naui amnyn TOLL0) B yNakoBLi:) - 3miHa y Aiana3oHi
3aTBEpPXEHVX PO3MIpIB yNakoBku (BBELEHHS
popartkosoi ynakosku Ne 10 (10x1) y 6nictepi B
nauuj, 3 BiANOBIAHMMM 3MiHamu y p. "YnakoBka")
(TepMiH BBEAEHHS 3MiH NMPOTArOM 6-TU MicALiB
nicns 3aTBepkKeHHs)
32. | FAUMOPVH rpaHynu no 10 r B MpAT "HauioHanbHa Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/4618/01/01
neHani noniMepHomy; no [omeonaTnyHa "HaujioHanbHa 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peuenma
1 neHany B nauuj 3 Cninka" FomeonatunyH HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
KapToHY a Cninka" (BNacHvka peecTpauiiHoro nocBig4eHHs) (3miHa

aapecu); 3miHu | Trny - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BBefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBiAaNbHOI 3a 34iliCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA BiJ, yNTOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA ddapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnagy) (ditoya pegakuia: Jawikenb
BikTopist CepriiBHa. lNponoHoBaHa pejakLis:
Bagpa OneHa AHaToniiBHa); 3MiHu | TRy -
3MiHK 3 SKocTi. FoToBMIA Nikapcbkuid 3aci6.
KOHTpO/b rOTOBOrO NiKapcbkoro 3acoby. 3MiHa y
MeToJax BUNPO6YyBaHHS rOTOBOrO /iKapCbKOro
3aco0y (OHOB/IEHHA nNpoLeaypy BUNPobyBaHHSA
015 NpUBEAEHHSA Y BiANOBIAHICTb 3i 3MiIHEHO
3arasibHoto ctatTelo 1PY abo €sponeicbkoi
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thapmakonei) (npuBeaeHHs
CrieundikaLii/MeToiB KOHTPOO AKOCTI M.
«MikpobionoriyHa unctota» y BifnoBiAHICTb A0
BuMor oY)
33. | FAHATOH® TabneTku, BKPUTI AG60TT Jlabopatopi3 HimeuuunHa MaiinaH EMA, AnoHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12614/01/01
NNiBKOBOK 060/I0HKOIO, m6X r.K., 3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 50 wmr, no 10 Kar3uava kogy ATX (3MiHV BHECEHI Y po3ain
Tabnetok y 6nictepi; no MnaHT "apmakoTepaneBTMYHa rpyna” B iHCTPYKLi0
4 6nicTepun B KAPTOHHIl ANA MeAnyYHOro 3acTocyBaHHS BiANOBIAHO A0
Kopoo6Li Knacudikatopa kogis ATC BOO3) (TepmiH
BBEJEHHS 3MiH - MPOTAroM 6-T1 MicALUiB 3 AaTu
3aTBEPLKEHHS)
34. | rIAPOKOPTU30O CycneHsia Ans iH'ekuii, MNAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/5626/01/01
HY ALETAT 25 mr/mnno 2 mn B "®APMCTAHOAPT- "®APMCTAH 3MiHUM | TUNY - 3MiHa y TepMiHax NpuAaTHOCTI peyenmom
amnyni 3i ckna, no 10 BIONIK" JAPT-BIONIK" a60 ymoBax 36epiraHHs FOTOBOTO J1iKapCbKOro
amnyn B navuj 3acoby (3miHa B ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby abo nicns
PO3YMHEHHA/BIAHOBNEHHS) - 3MiHA B YMOBaXx
36epiraHHsA roTOBOr0 /1iKapCbKoro 3acoby
35. | TPACTUM® PO34MH ANa iH'ekuiid, 0,3 [-p Pegpj'c IHAi [-p Pegpi'c IHAis BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: pa UA/0633/01/01
mr/mnno 1 mny JTabopatopic /ITg, Nab6opaTtopic 3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuyenmom
thnakoHi; no 1 dpnakoHy nrp, HaliMeHyBaHHs Ta/abo afpecu 3asBHUKa
B KapTOHHiii Kopo6Lyi; no (BnacHuKa peecTpauiliHoro noceif4eHHs) 3MiHa
1 mn 'y nonepeAHb0 afpecu 3aaBHuKa; 3MiHu | Tuny -
HarnoBHEHOMY LUNPUL, AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
no 1 wnpuuy B Ta/abo afpecu Micus NPOBaPKEHHS AiSNbHOCTI
KapTOHHI KOpoOL;i BMPOGHUKa/iMnopTepa roToBOro /likapcbkoro
3acoby, BKIHOYAKUM AifbHULL BUNYCKy cepii abo
MicLie NpoBeAEeHHS KOHTPO/TIO AKOCTI.
([isnbHICTb, 3a SKy BignoBigae
BMPOGHMK/IMNOpTEp, BK/OUaUM BUMYCK cepiid)
(3mina agpecw supobHuka [-p Peggai‘c
Nab6opaTtopic JITg 6e3 3miHN Micus
BMPO6HULTBA) (TEepMiH BBEAEHHS 3MiH MPOTSAroM
6-TV MicALLIB MiCN1S 3aTBEPKEHHS)
36. | TPACTUM® PO3uunH ANs iH'ekuin, 0,3 [-p Pegpi'c IHais [-p Pegpi'c IHais BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiasis: - UA/11872/01/01
mr/mn in bulk: no 1 mny Na6opatopic N4, Nab6opaTtopic 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
donakoHi; no 1000 nrp, HaliMeHyBaHHs Ta/abo agpecu 3asBHUKA

dhr1akoHiB y KOpoo6Li

(BnacHviKa peecTpauiiHoro noceigYeHHs) 3miHa
azpecy 3asBHMKA); 3MiHW | Tvny -
AAMIHICTPATVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
BMpPOGHUKa/iMnopTepa roToBoro ikapcbkoro
3aco6by, BKIKYaK4M AiNbHULL BUNYCKY cepii abo
MicLie NPOBEAEHHSA KOHTPOJTIO AKOCTI.
(misnbHICTb, 3a SAKy Bignosigae
BMPOBHWK/IMNOPTEpP, BKIHOYAOYN BUMYCK CEPiid)
(3miHa agpecu BupobHuka [-p Peagi‘c
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

Na6opaTtopic /174 6e3 3miHu micus
BMPO6HULTBA) (TEepMiH BBEAEHHS 3MiH MPOTSAroM
6-TV MicALLIB MiC/1S 3aTBEPLKEHHS)

37.

rPmnounTPOH
PUHIC

reflb HasanbHWiA, 1 Mr/r
no5r,a6ono 10 r, abo
no 15 ry ty6ax Ne 1

ToBapucTBO 3
obmexeHoto
BiANOBIAA/IbHICTIO
"PapmaueBTuyHa

KoMnaHis "3popos'a”

YkpaiHa

ToBapucTBO 3
obmexeHolo
BiANOBIAA/bHI
CTHO
"®apmaueBTun
YHa KoMnaHis
"3p0poB'a”

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:
3MiHu | TMNy - 3MiHKW 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. CtabinbHiCTb. 3miHa y
TepMiHax NnpuaaTHocTi abo yMoBax 36epiraHHs
rOTOBOrO JliKapCbKOro 3acoby (36i/bLUeHHS
TEepPMiHy NpUAATHOCTI FOTOBOrO NiKapCbKoro
3acoby) - 115 TOproBoi ynakoBKu
(niaTBEPAKYETHCA AAaHUMU PEasIbHOTO Yacy)
(36inblUEHHs TEPMIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby 3 2-x A0 3-x pokis) (TepMiH
BBEJEHHS 3MiH NPOTAroM 3-X MicsiLiB nicns
3aTBEPLKEHHS)

6e3
peyenma

UA/12577/01/01

38.

LE3MOPATAAVH

KPUCTaNiuHNIA MOPOLLIOK
(cybeTaHuin) y
noABIliHMX
nonieTNeHoBux
nakeTtax gns
BMPOGHMLITBA
HecTepusbHNX
nikapcbkux hopm

MAT "dapmak”

YKpaiHa

MopeneH
Nab6opeTopi3
Nimiten

IHAjA

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHK | TUNy - 3MiHK B NpoLieci BUpobHuuTea Ad®I
(iHLWi 3MiHW); CynyTHA 3MiHa: 3MiHa Y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HaYeHux y cneuudikauisx Ha Adl, abo
BVXIAHWIA/NPOMIKHMIA NpoAYyKT/pearexT, Lo
BMKOPWCTOBYHOTLCS Y npoueci BupobHuutea AdI
(iHWi 3miHW); 3MiHK | TUNY - 3MiHa Y NapameTpax
crneungikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisix Ha Adl, abo
BUXIiQHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(4ONOBHEHHS cneumndikaLii HOBUM NOKa3HNUKOM
SAKOCTi Ta BiANOBIAHUM METOA0M
BMNPOOYBaHHSA); 3MiHW | TUMY - 3MiHW, NOB'A3aHi 3
HeoOXiAHICTIO NPpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo €Bponeicbkoi
dhapmakonei, abo iHLWOoT HauioHaIbHOT
hapmakonei gepxasu €C (3miHa y
cneumaikalisx, nos'a3aHa 3i 3amiHamy B Y,
abo €sponeiickkiin hapmakonei, abo iHLwWil
HaLjioHasbHIli chapmakonei gepxasu €C) -
npuBeAEeHHS y BiANOBIAHICTb A0 MOHorpadii EP
cneumdikauii A®I lesnoparaguHy

UA/13873/01/01

39.

AONAPEH®

Tabnetkn Ne 4 (4x1) - no
4 TabneTkn y 6nictepi;
no 1 6nictepy B
nanepoBoMy KOHBEpTI,
Ne 200 (4x50) - no 4
Tabnetkn y 6rictepi; no
1 6nicTepy B
nanepoBOMy KOHBEpTI,
no 50 nanepoBux

Ha6poc ®apwma lBT.
nra.

IHais

Habpoc
Papma MBT.
nra.

IHAis

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:

3MiHu | TUNy - 3MiHa NnapameTpiB cneuudikawii

Ta/abo fonyCTMMUX MEX rOTOBOTrO MiKapCbKoro
3acoby — «lgeHTndikauis Mapauetamony»

3a
peyenmom

UA/1004/02/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

KOHBEPTIB Y KApPTOHHIl
Kopo6ui; Ne 10 - no 10
TabneTtok y 6nictepax;
Ne 10 (10x1) - no 10
Tabnetok y 6nictepi; no
1 6nicTepy B KapTOHHiiA
Kopo6ui; Ne 100
((10x1)x10) - no 10
TabneTtok y 6nictepi; no
1 6nicTepy B KApPTOHHIi
Kopo6Li; no 10 kopo6ok
B Kopob6Li; Ne 100
(10x10) - no 10
Tabnetok y 6nictepi; no
10 6nicTepiB y
KapPTOHHI Kopobui

40.

APOMJIEKC

Kpanni ByLUHi, pO34/H No
15 mn y nonimepHmx
dhnakoHax-
KpanenbHuusx Ne 1

YOPAL, MEAVNLMH
T

Ipy3ia

K.O.
«Pomcpapm
Komnawi
C.P.J1.»

PymyHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MmiHu | TMnYy - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOBGHMLTBI. 3MiHa
po3Mipy cepii (BkIOYaouK gianasoH po3mipy
cepil) rotToBOro nikapcbkoro 3acoby (36iNbLUeHHS
00 10 pasiB NOPIBHAHO i3 3aTBEPIKEHUM
po3Mipom) (36iNbLUEHHS Po3Mipy cepii
3artBepmkeHo: Po3mipy cepii cknagatoTb: -150 n
(171,0 kr) po3umHy, LWo ekBiBaneHTHO 10 000
honakoHiB -300 n1(342,0 Kr) po3uymnHy, Lo
eksiBanieHTHO 20 000 donakoHiIB.
3anponoHoBaHo: Po3mipu cepii cknagatoTs: -150
N (171,0 kr) po3umHy, Lo ekBiBanieHTHO 10 000
onakoHiB -300 n1(342,0 kr) po3umnHy, Lo
ekgiBasieHTHo 20 000 chnakoHiB -375 n(427,5 «r)
PO34KHy, WO ekBiBasieHTHO 25 000 hNakoHiB);
3MmiHu | TMnYy - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta ckiag (iHwi 3miHu)
(3MiHKM B p. «Cknag» 3 METOI KOpUTyBaHHS
pO3paxyHKOBOI HEBIANOBIAHOCTI Y BUP&XEHHI
KifIbKICHOTO BMICTY [il04MX PEYOBUH
(cbeHason+nigokainy rigpoxnopua), fonyLueHi
BMPOBHMKOM JliKapCbKOro 3acoby npu
nepepaxyHky B Mr/M, a He B /100 r); 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BU/TyUYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomikHOro NPOAYKTY, Lo

6e3
peuyenma

UA/12428/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

BUKOPWCTOBYIOTLCS y BUPOOHNLTBI ADI; ans
[0NOMDKHOT peqyoBrHU (cepTudpikat
BiNOBIgHOCTI €Bponelickkili hapmakonel) -
HoBwii cepTudpikat Bif HOBOro BUPOGHMKA
(3amiHa abo AONOBHEHHS) (NOAAaHHSA HOBOrO
cepTudikaTy BiAnoBigHOCTI €Bponechbkili
thapmakonei (CEP) Ne R1-CEP 1996-020-Rev
06 ons airoyoi peyosuHK Lidocaine
hydrochloride Big HoBoro Bupo6Huka MOEHS
CATALANA S.L. (BnacHuk CEP: MOEHS
IBERICA S.L.); 3MiHu | TUNy - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHA HoBoOro abo
OHOBJ/IEHOrO cepTudikarta BifnosigHOCTI abo
BWyYEHHS cepTudikaTta BignoBigHOCTI
€Bponeiickkili hapmakonei: gnsa A®l; ons
BUXiQHOrO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCSA Y BUPOOHWLTBI
A®I; onsa fonoMixXHOT pevyoBuHY (cepTudpikat
BiNOBIgHOCTI €Bponelickkili hapmakonel) -
HoBwii cepTudpikat Bif HOBOrO BUPOGHMKA
(3amiHa abo AONOBHEHHS) (NOAAaHHSA HOBOrO
cepTudikaTy BiAnoBigHOCTI €Bponechbkili
thapmakonei (CEP) Ne R1-CEP 2001-014-Rev
03 ons airoyoi peyosuHK Lidocaine
hydrochloride Big HoBoro Bupo6Huka S.I.M.S.
S.R.L., SiKnin 3aMiHIOE 3aTBEPAKEHOTO
Bupo6Huka DISHMAN PHARMACTUTICALS
Ltd. India)

41.

LPOMNNEKC

Kpanni BYLUHi, pO34MH No
15 M1y noniMmepHmnx
hnakoHax-
KpanenbHUuAX; no 1
hnakoHy-kpanenbHuLi B
KapTOHHI Kopo6Lyi

YOPNA, MEAVLMH
nTh

Mpysis

K.O.
«Pomdpapm
Komnawi
C.P.1.»

PymyHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHu | TMNy - 3MiHKW 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasbHKi 3aci6. 3MiHa
pPO3Mipy ynakoBKv roTOBOro MikapcbKoro 3acoby
(BUTyYEHHSI YNaKkoBKM NMEBHOTO Po3mipy)
(BWNYyYEHHSI NEPBUHHOI YNaKkoBKY 3
MapKyBaHHSIM POCiiCbKOK MOBOH))

6e3
peyenma

UA/12428/01/01

42,

EPOTOH®

Tabnetkn no 100 mr, no
1 a6o no 2, a6o no 4
Tabnetkn y 6nictepi; no
1 6nicTepy B nauui 3
KapToHY

MPAT "®ITO®APM"

Ykpaina

BiANOBIAa/IbHU
3a
BMPOBHULTBO,
nepBUHHE,
BTOPVIHHE
nakyBaHHs,
KOHTPO/b Ta
BUNYCK Cepil:
MPAT
"OITOPAPM",

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asaBHUKa
(BnacHvKa peecTpauiiiHoro noceig4yeHHs) (3MiHa
HalilMeHyBaHHs Ta afpecu 3asiBHUKa) (TepMiH
BBEJ,eHHS 3MiH NPOTArom 1-ro poky nicns
3aTBEPMKEHHS); 3MiHM | TUNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MicLSi MPOBAMKEHHS [isiSIbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /ikapcbkoro

3a
peyerimom

UA/4652/01/02
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
YkpaiHa; 3aco6y, BKII0YAKuM AifbHULL BUNYCKY cepii abo
BignoBigabHU MicLie NpoBefeHHSA KOHTPO/IKO AKOCTI.
n3a (aisnbHicTb, 3a AKy Bignosifae
BMPOGHMLTBO, BMPOGHMK/IMNOpTEpP, BK/IOYAUM BUMYCK Cepiid)
nepBuHHeE, (3miHa HaliMeHyBaHHA Ta agpecyt BUPOGHMKa
BTOPUHHE N3, 6e3 3mMiHM micua BUpobHMLTBA (3MiHA
nakyBaHHs1, chopmMm BriacHOCTI NigNprYeEMCTBa Ta
KOHTPO/b neperiMeHyBaHHs M. ApTeMiBCbk B M. BaxmyT), 3
AKOCTI: BIANOBIAHUMY 3MiHAMW Y MapKyBaHHi YNakoBKW)
TOB (TepmiH BBEEHHS 3MiH MPOTAroM 1-ro poky
"AcTpadapm”, nicnsa 3aTBepiXeHHs)
YKpaiHa,;
BignoBigasibHN
n3a
BMPOGHULITBO,
nepBuHHE,
BTOPVHHE
nakyBaHHs,
KOHTPO/b
AKOCTI:
MAT
"BitamiHn",
YkpaiHa
43. | EPOTOH® Tabnetky no 50 mr, no 1 MPAT "®ITOPAPM" YkpaiHa BigNoBiga/IbHN Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/4652/01/01
abo no 2, abo no 4 3a 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
Tabnetkn y 6nictepi; no BMPOBHULTBO, HalilMeHyBaHHs Ta/abo afpecu 3asiBHUKa
1 6nicTepy B nauui 3 nepBuHHe, (BnacHvika peecTpauiiHoro noceigyeHHs) (3miHa
KapToHY BTOPUHHE HaliMeHyBaHHs Ta agpecu 3asBHUKa) (TepMiH
nakyBaHHs, BBEJ,EHHSA 3MiH NPOTArom 1-ro poky nicns
KOHTPOb Ta 3aTBEPMKEHHS); 3MiHM | TUNY - AgMiIHICTpPaTUBHI
BUMYCK Cepii: 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
MPAT MicLSi NPOBAMKEHHS [isiSIbHOCTI
"®ITOPAPM", BMPOGHMKa/iMnopTepa roToBoro /ikapCbkoro
YkpaiHa; 3aco0y, BK/II0YAKuM Ai/bHULL BUNYCKy cepii abo
BignoBigabHU MicLie NPoBeAEeHHSA KOHTPO/IKO AKOCTI.
n3a (aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMLTBO, BMPOGHMK/IMNOpTEp, BK/IOYAUM BUMYCK Cepiid)
nepBuHHeE, (3miHa HaliMeHyBaHHA Ta afpecyt BUPOGHMKa
BTOPWHHE N3, 6e3 3miHn micua BUpobHMLTBA (3MiHA
nakyBaHHs, chopmum BriacHOCTI NigNprYeEMCTBa Ta
KOHTPO/b neperiMeHyBaHHs M. ApTeMiBCbK B M. BaxmyT), 3
AKOCTI: BIANOBIAHUMY 3MiHAMW Y MapKyBaHHI YNakoBKw)
TOB (TepmiH BBeAEHHS 3MiH MPOTAroM 1-ro poky
"AcTpadapm”, nicnsa 3aTBepXeHHs)
YKpaiHa,;
BignoBigabHM
n3a

BMPOGHMLTBO,
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NepBuHHE,
BTOPVHHE
nakyBaHHs,
KOHTPO/b
AKOCTI:
NAT
"BitamiHn",
Ykpaida
44, | ETAM3UNAT pO3unH ANs iH'ekui 12,5 ToBapucTso 3 YkpaiHa KOHTPO/Ib YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/5470/01/01
% no 2 mn B amnynax Ne obmexeHo SKOCTI, BUMYCK 3MiHM | TUMY - 3MiHK, NOB'A3aHi 3 HEOOXiAHICTO peyenmom
10 B nauuj, Ne 10x1, Ne BignoBigaIbHICTIO cepit: npuBeAEeHHS Yy BiANOBIAHICTb A0 MOHOrpadii
5x2 y 6nictepax B nauui "[ocnigHnii 3aBog ToBapucTBO 3 LY abo €Bponeiicbkoi hapmakonei, abo iHWoT
"rHyaCct o6MexeHo HaujioHanbHoi hapmakonei gepxasu €C (3miHa
BignoBigasbHi y crneundikaLisx, nos'a3aHa 3i 3amMiHOK BUMOT
CTHO MoHorpadii PY abo iHWoi HauioHaNbHOT
"LocnigHnin thapmakonei gepxasun €C Ha BUMOry
3aBof, MoHorpadhii EBponeiicbkoi thapmakoner) - 3MiHu
"THUCY, BMMOI MapameTpiB crneumdikayiii Ta MeToAis
YkpaiHa; BCi BMNPOOYBaHHA Ha JOMOMDKHI PEYOBUHW; CYMyTHSA
cragji 3MiHa: 3MiHa y MeTofax BUNpobyBaHHS
BMPOGHMLITBA, [O0MNOMDKHOT peYOBUHY (HE3HAYHI 3MiHN Y
KOHTPO/b 3aTBEPAKEHNX METOAAX BUNPOOYBaHb); 3MiHW |
SIKOCTI, BUNYCK Tuny - 3MiHa napameTpis cneuudikauiii Ta/abo
cepil: LOMYCTUMMUX MEX FOTOBOTO JTiKapCbKOro 3acoby
ToBapucTBo 3 (iHLWi 3MiHW) - 3MiHW y cneuudikaLii roToBOro
06MEeXeHO NiKapcbKoro 3acoby; cynyTHA 3MiHa: 3MiHa y
BiANOBIAA/bHI MeTofax BUNPO6YyBaHHS rOTOBOrO /iKapCbKOro
CTHO 3aco6y (OHOBMEHHSA Mpoueaypy BUNpobyBaHHS
"®apmaueBTu ON5 NPUBEAEHHSA Y BiANOBIAHICTb 3i 3MIHEHO
YyHa KoMnaHis 3arasibHoto cTatTero 1PY abo €sponeicbkoi
"3popoB's", chapmakonei); 3miHu | Tvny - 3miHa NapameTpiB
Ykpaina cneumdikauii Ta/abo AONYCTUMMX MEX AN

[OMNOMDKHOT peYOBMHM (IHLLI 3MiHK) - 3MiHK
BMMOT MapameTpiB creumdikayiii Ha JONOMKHY
peyoBUHY Boga AN iHeKUilA; 3MiHK | TUny -
3MiHa napameTpiB cneyudikauin Ta/abo
[OMYCTUMMX MeX NePBUHHOT YNakoBKM1 rOTOBOrO
NiKapcbKoro 3acoby (BUyYEHHS HE3HAYHOrO
nokasHuka (Hanpvkiag 3acTapisioro NokasHuka))
- BWIy4eHHs napameTpy cneuudikauii
"Mikpob6ionoriyHa ymcToTa" NepBMHHOI YNakoBKy
(amnynn CKAsIHOT) rOTOBOTrO MiKapCbKoro 3acoby
3 BiANOBIAHUM METOAOM BUMPOOYBaHHS —
npvBeAeHHA [0 BUMOT BUPOBHKKa NakyBasibHOrO
marepiany; 3MiHu | Tuny - 3mMiHa y MeTogax
BMNPOGYBaHHS roTOBOrO JliKapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPAXEHNX MeToAaxX
BMNPOBYBaHHSA); 3MiHW | TUMY - BUIYYEHHS
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aTBepAXEeHNX BUPO6HUKIB APl eTamannary, sk
Hacnigok, BUNy4YeHo NokasHuk 3i cneyudikauii
BXi4HOr0 KOHTPOJIIO Ail040T pevyoBMHN eTam3nnar
"3a/IMLLKOBA KiSIbKICTb OpraHiyHUX PO3UMHHUKIB";
CynyTHA 3MiHa: 3MiHa y napameTpax
cneumdikauin Ta/abo gonycTMMmX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCSA Y npoueci BupobHuytea A®|
(iHLWi 3MiHW); 3MiHW | TURY - 3MiHK, NOB'A3aHi 3
HeOob6XiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii PY abo €BponeiicbKoi
thapmakonei, abo iHWOoT HauioHa/IbHOT
hapmakonei gepxasu €C (3miHa y
cneumagikauisx, nos'a3aHa 3i 3amiHamy B DY,
abo €sponelicbkiin hapmakonei, abo iHLWii
HaLjioHanbHili hapmakonei gepxasu €C) - 3MiHN
y cneyudpikauii Ta MeToau BXigHOro KOHTPOSI0
Ha [iloyy peyoBUHY eTam3nar 3a nokasHukamm
"CynposigHi gomilkn", "MikpobionoriyHa
yucrtorta". HesHayHe yTOYHEHHS BUMOT
cneuudikauii 3a nokasHvukamu "lMNpo3opicTb
po34unHy", "KonbOpoBICTb PO3YMHY",
"loeHTudbikavis, B", 6e3 3miH y meTtogax
KOHTPO/TIO 3a AaHUMM NoKa3HKamn —
npvBefeHHa Ao Bumor EP gitoyoro BuaaHHS;
CYNyTHSA 3MiHa: 3MiHa y MeTogax B1UnNpobyBaHHA
A®| abo BMXigHOrO MaTepiany/npoMiKHOTO
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHWi 3MiHK Y
MeToax BUNPOo6yBaHHS (BK/IHOHYAKUMN 3aMiHY
a60 fonoBHeHHs) APl abo
BWXi4HOrO/MPOMIXHOIo NPOAYKTY); 3MiHM | Tuny -
3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii AdY abo
€Bponeiicbkoi thapmakonei, abo iHLWoi
HaujioHanbHOI dhapmakonei gepxasu €C (3miHa
y cneuudpikaLisx, nos'a3aHa 3i smiHamu B Y,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaLjioHasbHIli chapmakonei gepxasu €C) -
npuBeLEHHS NapameTpiB cneuudikadiii Ta
MeTOoZiB BUNPO6YBaHHS AONOMIXHUX PEYOBUH;
CynyTHS 3MiHa: 3MiHa y MeTogax B1UnpobyBaHHs
[0MOMDKHOT PEYOBUHU (HE3HAUHI 3MiHW Y
3aTBEPAKEHNX MeToAax BUNPO6GyBaHb)

45,

3AMEKCEH

PO3unH NS iH ekyin 50
Mr/mMn no 2 MAa B amnyni,
no 10 amnyn B nayu,

MpuBaTHe akuioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

YkpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:
3MiHW | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asiBHuKa

3a
peyenmom

UA/15163/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
abo no 5 amnyn B "Nlekxim- (BNacHvka peecTpauiiHoro nocBig4eHHs) (3miHa
6nicTepi, no 2 6nictepu Xapkis" HallMeHyBaHHS Ta afpecu 3asiBHUKa (BNnacHUKa
y nauyuj, abo no 5 mn B peecTpavuiiiHoro nocBig4eHHst) (3MiHa
amnyni, no 5 amnyn B HaliMeHyBaHHS Ta afpecy 3asBHUKa); 3MiHu |
nauyi, abo no 5 amnyn B My - AgMIHICTpaTUBHI 3MiHW. 3MiHa
6nicTepi, no 1 6nictepy HaliMeHyBaHHS Ta/abo afpecy micus
y nayui NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BkIovaoun
AiNbHULL BUNYCKY cepii abo MicLie NpoBefeHHs
KOHTPOJIO SIKOCTI. (fisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpTEpP, BK/IOUAOUM BUMYCK Cepiif)
(3miHa HaliMeHyBaHHA Ta afpecyt BUPOGHMKa
N3, 6e3 3miHW Micus) (K HacnifokK - BigNOBigHI
3MiHW B TEKCTi MapKyBaHHS ynakoBOK)

46. | IHAIPAB niochinizoBaHuii TOB "®apma Naiicp" YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/15402/01/01
BAKUUHA NOPOLLOK A/153 PO3UYUHY Nandgp", BUMNPaB/IEHHSA TEXHIYHOT MOMUIIKN Y peyenmom
AHTUPABIYHA ON5 iH'eKUii He MeHLLe Ykpaina po3paxyHKoBMX hopmynax B TeCTi "AKTUBHICTb"

O4YMLLEEHA, 2,5 MO/po3a y chnakoHi (nakyBaHHs i3 MeTOoZiB KOHTPOSIO AKOCTI
IHAKTUBOBAHA | Ta po3umHHuk (0,5 mn) B dopmu in bulk
amnyni Ne 1 a6o Ne 10 ipmu-
BMPOGHMKA
Bxapat bioTtek
IHTEepHeLHN
Niviteq, Hain)

47. | IHAIPAB niocgpinizoBaHuii TOB "®apma Naiicp"” Ykpaina BVPOGHMLTBO IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: - UA/15391/01/01
BAKLUVHA NOPOLLOK A/18 PO3UNHY in bulk, Bunyck BUNPAaBNEHHS TEXHIYHOI NOMUIIKN Y
AHTUPABIYHA LN H'EKUi He MeHLe cepii: Bxapar po3paxyHKoBMX chopmynax B TECTi "AKTUBHICTb"

OYUNLLEHA, 2,5MO/po3ay BioTek MEeTOZIB KOHTPOJItO AKOCTI
IHAKTUBOBAHA | chnakoHax Ne 120 IHTEepHeLwHN
(10x12) a6o Ne 320 Niviten, IHAis;
(10x32) Ta pO34YNHHUK BVPOGHMLTBO
(0,5 mn) B amnynax Ne PO3UMHHKMKA:
120 (10x12) a6o Ne 320 CosepeiiH
(10x32) in bulk dPapma
MpaiiBat
Nimitea, IHais

48. | IHOAHPUKC cycneHsia (DTPa-HBV- "nakcoCmiTKnsiAH Benuvka nakcoCmiTKn Benbris BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/16235/01/01
FEKCA™/INFANR | IPV) gns iH'exujin y Ekcnopt JlimiTeg, BpuTtaHis AH 3MiHM | TUNY - 3MiHa y napameTpax peyenmom
IX HEXA™ nonepegHLo Bionogxikans crneungikauii Ta/abo 4oNyCTUMUX MEX,

KOMBIHOBAHA HarnoBHEHOMY C.A. BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BAKUMHA AnA O/IHOPA30BOMY LLUNPULLi Y BUXIZAHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
NMPODITAKTUKU KOMMEKTi 3 ABOMA BMKOPUCTOBYIOTLCS Y Npoueci BUpobHuuTea AdI
LOUNOTEPII, rofikamu Ta niodpinizart - BUyYeHHS TeCcTy arniTuHauii Ana BU3HaYeHHS
NPABLA, (Hib) y donakoHi, o crneundiyHMX gNsa rpyn Kposi cnonyk A Ta B sk
KALUTIOKY 3Mily0TbCS Nepeq, HeZitoyoro peni3-TecTy KOHTPO/IHO SKOCTi KOXHOT
(ALENONAPHA BUKOPUCTaHHAM, Ne 1 cepii DTcc; 3miHm Il TNy - 3MiHa y napameTpax
N KOMIMOHEHT), a6o Ne 10 cneumdikauin Ta/abo gonycTMMmUX MeEX,
FENATUTY B, BM3HAYeHUX y cneymdpikauisx Ha Adl, abo
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
noniomMienitTy BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
TA BUKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
3AXBOPIOBAHDb, - BUNTYYeHHS TecTy igeHTudikauii 2-
3BYAHUKOM dheHoKcMeTaHo My SK HeAjiH4Oro penis-Tecty
AKNX € KOHTPO/IO SIKOCTi KOXHOI cepii DTcc
HAEMOPHILUS
INFLUENZAE
TNy B
49. | IHOAHPUKC cycneHsia (DTPa-HBV- nakcoCmiTKnsiiH Benuka nakcoCmiTKn Benbris BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/16235/01/01
FEKCA™/INFANR | IPV) ons iH'ekuin y Ekcnoprt JlimiTepg, BpuTaHis ANH 3MiHM | TUMY - 3MiHa y napameTpax peyenmom
IX HEXA™ nonepegHLO Bionogxikans cneumdikaLin Ta/abo gonycTMMmX MeX,
KOMBIHOBAHA HarnoBHEHOMY C.A. BM3Ha4YeHUX y cneyucpikauisx Ha Adl, abo
BAKUVHA ANA 0HOPAa30BOMY LUMPUL Y BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
NMPO®ITAKTUKU KOMMNEKTi 3 ABOMA BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
LANDTEPI, ronikamu Ta niodpinisat - BUOA/IEHHA BMNPOBbyBaHHsA In vivo potency test
MPABLS, (Hib) y donaxoHi, o i3 cneumdikayii npomixHoro npoaykty DTcc
KALLUTHIOKY 3MiLy0TbCS Nepeq,
(ALENMONAPHU BUKOpUCTaHHAM, Ne 1
N KOMMOHEHT), | a6o Ne 10
FENATUTY B,
noniomienitTy
TA
3AXBOPIOBAHb,
36YAHUKOM
AKNX €
HAEMOPHILUS
INFLUENZAE
TNy B
50. | IHPAHPUKC cycneHsia (DTPa-HBV- nakcoCMmiTKnsiAH Benuka nakcoCmiTKn Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16235/01/01
FEKCA™/INFANR | IPV) ons iH'ekuin y Ekcnopt JlimiTeg, BpuTtaHis ANH 3MiHM | TUNY - 3MiHa y MeToAax BUNPO6yBaHHS peyenmom
IX HEXA™ nonepegHL0 Bionogxikan3 A®| abo BMXigHOrO MaTtepiany/npomixXHOro
KOMBIHOBAHA HarnoBHeHOMY C.A. NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
BAKUMHA And 0HOPAa30BOMY LUNPULi y npoueci BupobHuutea AP - 3MiHa eTasIoHHOro
MPO®INAKTUKN KOMMNNEKTi 3 ABOMA ctaHgapty HBsAg cepis SWN0592A03, sikuii
LNDTEPII, rofikamu Ta niodpinisat Bignosigae cepii AHBVBPA208, Ha HBsAg
NMPABLA, (Hib) y donaxoHi, o eTa/loHHWI cTaHaapT cepii SWNO0592A05,
KALLUTIOKY 3Mily0TbCA Nepeq, cymil yotupbox HBsAg bulk: AHBVBPA406,
(ALIEENONAPHA BUKOPUCTaHHAM, Ne 1 AHBVBPA407, AHBVBPA411 Ta AHBVBPA412
1 KOMMOHEHT), | a6o Ne 10
FENATUTY B,

noniomMienity
TA
3AXBOPIOBAHD,
3BYAHNKOM
AKX €
HAEMOPHILUS
INFLUENZAE
TMny B
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
51. | IHONYEH3A CyCneHsia Ans iH ekuiii TOB YkpaiHa XyanaH Kutaricbka BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/16158/01/01
BAKCIH no 0,5 mn (ogHa fosa) y "MepaTypkoHcanT" Bionomxkikan HapogHa 3MiHu 1l TUNYy - 3MiHK 3 AKoCTi. ADI. peyenmom
dhnakoHax 3 amnysibHOro BaktepiH Ko., Pecny6nika B1po6HMLTBO. 3MiHW B aKTWBHIli PEYOBUHI
ckna Ne 10 B KapTOHHIiA nra. Ce30HHUX, NepegnaHaemiyHnx abo naHgeMiuHNX
KopooLi BakUWH NPOTKW BipycCy rpuny AauHu (3amiHa
wramy(iB) y CE30HHMX, NepeanaHgeMiyHmx abo
naHAeMiuHNX BakuyHax npoTu Bipycy rpuny
noanHN) (3MiHa LWTaMoBOro ckiagy BakUMHU
AN nepiogy 3axXBOPIOBAHOCTI Ha rpuUn Ce30HYy
2017/2018, BM3Ha4YeHOro Yy BiANOBIAHOCTI A0
pekomeHaauiii BOO3 ans MiBHi4HOI NiBKyNi 3
BIANOBIAHUMY 3MiHaMW B IHCTPYKLii Npo
3actocyBaHHs MIBIN, MKA, mapkyBaHHi
yNakoBOK Ta CTUKEpIB)
52. | IHONYEH3A CyCneHsia Ans iH ekuiin TOB YkpaiHa XyanaH Kutaricbka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/16158/01/01
BAKCIH no 0,5 mn (ogHa go3a) y "MegaTypkoHcanT" Bionogxikan HapogHa TexHiuHa nomwuika MIBM (3rigHo Hakazy MO3 peyenmom
hnakoHax 3 amnysibHOro BaktepiH Ko., Pecny6nika Big, 23.07.2015 Ne 460).
ckna Ne 10 B KapTOHHIi nra. BrinpaBneHHs TEXHIYHOT NOMUIIKN Y TEKCTI
KopooLi MapKyBaHHs yrakoBku, a came y p. «lepenik
[OMOMDKHMX PEUYOBUH» Byna fonylieHa
nomusKa npu 3asHa4yeHHi Ha3By LOMNOMDKHOI
PEYOoBUHM.
53. | KAPBAMASEMNIH | Ttabnetkun no 200 mr, no MpAT "TexHonor" Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8040/01/01
10 TabneTok y 6nictepi, "TexHonor" 3MiHu | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no 2 abo no 5 6nictepis HalilMeHyBaHHs Ta/abo afpecu 3asBHUKa
y nauui 3 kapToHy, no 50 (BNacHvka peecTpaLuiiiHoro nocBigyeHHs1) (3miHa
TabneToK y KOHTeliHepi, agpecy 3anBHVKa) (TepmiH BBEAEHHS 3MiH
no 1 KoHTelHepy y nauui NPOTAroM 6-Tu MiCALIB NiCNA 3aTBEPIXKEHHS);
3 KapTOHYy 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKoro 3acoby, Bkovaoun
AiNbHULI BUNYCKY cepii abo MicLie MpoBeAeHHS
KOHTPOJIO AKOCTI. (4is/IbHICTb, 3a SKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
(3miHa agpecu Bupob6HKKa /13, 6e3 3MiHM MicLs
BMPO6HULTBA) (TEepMiH BBEAEHHS 3MiH MPOTSAroM
6-T1 MicsALIB NicnsA 3aTBEPLKEHHS);3MiHN | Tuny
- 3MiHM Wwopao 6esnekn/edhekTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn) (3amiHa
rpagivHoro opopM/IEHHS Ha TEKCT MapKyBaHHS
NepBUHHOT Ta BTOPVHHOI ynakoBku (415
ynakoBok Ne50 (10x5), Ne50 y koHTeliHepi Ta in
bulk Ne6000) Ta BHECEHHS HE3HAYHNX
pefakLuifiHuX NpaBoK y TEKCT MapKyBaHHS
BTOPVHHWX YNakoBok) (TepmiH BBeAEeHHSA 3MiH
NPOTArom 6-Tv MicALIB MiC/A 3aTBEPAKEHHS)
54. | KAPBAMASENIH | Tabnetkn no 200 mr in MpAT "TexHonor" YKpaina MpAT YKpaiHa BHECEHHS 3MiH 40 peecTpaLiiHuX maTtepiais: - UA/12760/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

bulk Ne 6000: no 6000
TabneTok y
KOHTelHepax

"TexHonor"

3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecy 3asaBHUKa
(BNacHvKa peecTpauiiHoro nocBig4eHHs1) (3miHa
agpecy 3aaBHVKa) (TepMiH BBELEHHS 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPIKEHHS);
3Minn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaXEHHS AisS/IbHOCTI BUPOGHMKa/iMnopTepa
roTOBOro MikapCbKOro 3acoby, BKIYaK4M
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (QisS/IbHICTb, 3a SKy Bignosigae
BMPOBHWK/IMNOPTEpP, BKHOYAOYN BUMYCK CEPiid)
(3miHa agpecu BupobHuka 13, 6e3 3MiHn MicuA
BMPO6HULTBA) (TEpMiH BBEAEHHS 3MiH MPOTSAroM
6-TW MicALiB NicnsA 3aTBEPAKEHHS);3MiHM | Tuny
- 3miHu Wwopo 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn) (3amiHa
rpadiyHoro ohopMIEHHA Ha TEKCT MapKyBaHHS
NepBUHHOT Ta BTOPVHHOI yNakoBku (4515
ynakoBok Ne50 (10x5), Ne50 y koHTeliHepi Ta in
bulk Ne6000) Ta BHECEHHS HE3HAYHNX
peAakuifiHnX NPaBoK y TEKCT MapKyBaHHS
BTOPVHHUX ynakoBok) (TepmiH BBeAeHHS 3MiH
NpOTArom 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS)

55.

KAPBOMNATUH
"EBEBE"

KOHLeHTpaT ans
po3uunHy ans iHgysiid, 10
mr/mn no 5 mn (50 mr),
15 mn (150 wmr), 45 mn
(450 wr) y chnakoni; no 1
dhnakoHy B KOpOO6L

EBEBE dapma
lec.m.6.X. Hdpr. KI

ABCTpIs

EBEBE
Papma
Fec.m.6.X.
Hdpr. KI

ABcTpist

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:
3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii
Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCbKoro
3acoby - 3mMiHa napameTpiB cneuudikawii
roToBOro nNikapcbkoro 3acoby 3a T.
"XpomaTorpacpiyHa uncToTa" AONOBHEHHS HA
TepMiH NpuAATHOCTI "AoMilka 4" He GinbLue Hix
0,35% Ha OCHOBI AaHuX; 3MiHU | TUNy - NoAaHHsA
OHOB/IEHOrO cepTudikaty BignosigHocTi EP Ne
R1-CEP2002-091-Rev 04 Big 3aTBEpPIKEHOTO
BUPOGHMKA; 3MiHM | TMNY - 3MiHA Y MeToAax
BMNPOBYBaHHA rOTOBOrO /liKApCbKOro 3acoby -
He3HayHa 3MiHa y 3aTBepXeHnx metogax
BUNPOBYBaHHS, 3MiHa y MeTofax BUNpobyBaHb
rOTOBOrO /iKapCbKOro 3acoby A5 BUSHAYEHHS
KiNlbKOCTi Ta ifeHTUdikauii metogom BEPX -
3aMiHa [AOBXMHU KOMOHKM 3 290 MM Ha 250 MM
(ockinbku 3aTBEP)KEHA KO/TOHKA HE AO0CTYMHAa Y
nocTavasibHvKa); 3MiHu | TUMy - 3mMiHa y MeTogax
BunpobyBaHHsA APl abo BMXiAHOrO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLieci BUPo6HMLTBa ADI
- He3HaYHa 3MiHa y 3aTBEPMXEHNX MeToAax
BMNpPobyBaHHS, 3MiHa y MeToAax BunpobyBaHb

3a
peyenmom

UA/4960/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
A®| 4n1a BU3HAYEHHS KiTbKOCTI Ta igeHTudikauii
mMeTogom BEPX - 3amiHa LOBXUHW KOJTOHKU 3
290 MM Ha 250 MM (OCKiNbKM 3aTBEpAXKEHA
KOJIOHKa He JOCTYMHa Y nocTtavasibHUKa); 3MiHN
Il TNy - 3MiHa Yy NepBUHHI yNakoBLji roTOBOro
NiKapCbKOro 3acoby (sAKiICHWIA Ta KinbKiCHWIA
cknap) - 3aMiHa rymoBOi MPO6KM, BUrOTOB/EHOI 3
6poMOYTUY Ha rymOBY MPOBKY BUrOTOBEHY 3
XnopbyTnny, oHoBNeHHS p. 3.2.P.7; p. 3.2.P.8.3
[AaHi Npo cTabibHICTb
56. | KNNIOTPUMA3ON po34nH ans My6niyHe akuioHepHe Ykpaina My6niuHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 6e3 UA/1645/03/01
30BHILUHLOTO TOBapUCTBO "HaykoBo- akujioHepHe 3MiHW | TUMY - NOAAHHA HOBOro abo OHOB/IEHOMO peyenma
3actocyBaHHs 1 % no 25 BMPOBHUYNIA LLEHTP TOBapUCTBO cepTudpikaTa BignoBiAHOCTI abo BUYyYEHHS
My dhonakoHax; no 25 "BopLyariBcbkuii "HaykoBo- cepTudikaTa BifnoBiAHOCTI EBpONeiChKii
M1y hnakoHi; no 1 XiMiKO- BUPOGHNYUMIA thapmakonei: gnsa A®l; ons BUxigHOro
dhrnakoHy B nauuj 3 hapmaLeBTUYHNI LeHTp marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
KapTOHY 3asof” "BopLuariscbk BVKOPUCTOBYHOTbCA Y BUPOOHULUTBI API; Ans
Ui XiMiKo- [OMNOMDKHOT peyoBMHUM (cepTuddikat
thapmavneBTuy BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HWiA 3aBog" OHOB/EHUIA cepTUdikaT Bif YXXe 3aTBEPAKEHOrO

BMPOGHMKA; CyNyTHA 3MiHa: 3MiHa y napameTpax
cneumdikauin Ta/abo gonNycTMMKX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BMXIAHWIA/NPOMDKHMIA NpoAyKT/pearexT, Lo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(8ONOBHEHHS cneumdikaLil HOBUM NOKa3HNKOM
AKOCTI Ta BifMNOBIgHMM METOA0M BUNPOOYBaHHS)
— nofaHHsA oHoBneHoro CEP Ha A®I
Kknotpumason R1-CEP 2000-009-Rev 00, Ak
HacnifoK, MOCAIA0BHI 3MiHN Y cneuudikawii
BXiIHOro KOHTposo A®I: BBEAEHO po3zin
«3aNLLKOBI Ki/IbKOCTI OpraHiyHUX PO3UYNHHUKIB:
aLETOH Ta TOIyoN»; 3MiHU | Tuny - 3MiHuK,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii AdY abo
€sponelicbkoi hapmakonei, abo iHwoi
HaujioHanbHoi hapmakonei gepxasu €C (3miHa
y cneyudpikaLisx, nos'asaHa 3i 3miHamu B Y,
abo €sponeiickbkiin hapmakonei, abo iHLwWil
HaujoHanbHili hapmakonei gepxasu €C); 3MiHN
| TMNYy - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
NpUBELEHHS Y BiANOBIAHICTb A0 MOHOrpadil
[®Y abo Esponeiicbkoi hapmakonel, abo iHLOoi
HauioHasbHOI chapmakonel gepxasu €C (3MiHa
y cneuudikauisix, Nos'A3aHa 3i 3MiHamu B JdY,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaLjioHasbHili hapmakonei gepxasu €C) - 3MiHN
y cneymdikauii Ha JOMOMIKHY PevyoBUHY
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Ymosu

Homep

Ne
n/n

Hassa
JliKapcbKO20

Popma sUnyCKy
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

3acoby

ynakoska)

MPOMINEHI/IIKOMb 3a NOKa3HUKOM SIKOCTI
«Mikpob6iosioriyHa unctota», 3rigHo BUMOr
EP/A®Y; 3MiHW | TUNy - 3MiHK, NoB'A3aHi 3

HeoOXiAHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii AdY abo €Bponeicbkoi
dhapmakonei, abo iHLWOoT HauioHabHOT
thapmakonei gepxasu E€C (3miHa 'y
cneumaikauisx, nos'a3aHa 3i 3amiHamy B dY,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaujioHasnbHili hapmakonei gepxasu €C) - 3MiHN

y cneyudikauii Ha LONOMDKHY PeYOBUHY

nonietTuneHrnikons 400 3a NOKa3HUKOM SKOCTI

«MikpobionoriyHa yncrora, 3rigHo BUMOr

EP/O®Y; 3MiHM | TUNY - 3MiHW, NOB'A3aHi 3

HeoOXiAHICTIO NPpUBELEHHS Y BIANOBIAHICTL A0
MoHorpadii APY abo €Bponeicbkoi
thapmakonei, abo iHLWOoT HauioHaIbHOT
thapmakonei aepxasu E€C (3miHa 'y
cneumdikauisix, NoB'A3aHa 3i 3MiHamu B JdY,
abo €sponelicbkiii hapmakonei, abo iHLWii
HauioHasbHiln chapmakonei gepxasu €C) - 3MiHW
y cneyudikauii Ha JONOMKHY Pe4YOBUHY eTaHO/
96% 3a Noka3HUKOM SKOCTi «MikpobionoriyHa
yucToTa», 3rigHo Bumor EP/O®Y; 3MmiHu | Tuny -
3MiHa napameTpiB cneuyvdikauiii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapCcbkoro 3acoby
(iHLWi 3MiHW) - 3MiHW y cnevuudikaLii roToBOro
NikapcbKoro 3acoby 3a NOKa3HUKOM AKOCTI
«Mikpob6iosioriyHa ynctota», 3rigHo BUMOr
EP/O®Y; 3MiHM | TUNY - 3mMiHa y MeTofAax
BMNPOGYBaHHS roTOBOrO JliKapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX METoAaxX
BMNPOBYBaHHSA); CynyTHA 3MiHa: 3MiHN
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOBNEHMX Y cnevudikauisx, nig yac
BUPOBHMLTBA FOTOBOIO NiKapCbKOro 3acoby (iHLi
3MiHW) - HE3HAYHI 3MiHU B METOAWLL KOHTPO/HO
nikapcbKoro 3acoby 3a nokasHWkom “KisibkicHe
BU3HAYEHHSI»: YTOYHEHHSI YMOB
XpomaTorpadpyBaHHs, siKk Hacnigok, 3miHa
METOAMKM KOHTPOJIIO MPOMKHMX MPOAYKTiB 3a
[aHUM NOKa3HUKOM SIKOCTi
BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:

3a

UA/12952/01/01

57.

KOMBOINI3A XR

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOIO,
no 2,5 mr/1000 mr, no 7

TabneTtok y 6nictepi, no

4 6nicTepun B KAPTOHHIl

KOpoo6Li

AcTpa3eHeka tOK
NimiTen

Benukobput
aHis

AcTpa3eHeka
dapMacbiTUK
anc /N

CLUA

npuBeAeHHs Yy BigNoBigHICTb A0
peecTpauiiiHnx MaTepianiB peectpauiiiHoi
npoueaypu B Hakasi MO3 YkpaiHu Ne 203 Bipg,
02.03.2017 B npoueci BHeCeHHs 3MiH

peyenmom

(BUNyYeHHA TepMiHy BBEA€eHHS 3MiH, AKUIA
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

OyB 3a3HayeHWii MOMUJIKOBO) - 3MiHu Il Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KopoTkili
XapaKkTepucTmLi NikapCcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KTIHIYHMKW AaHUMK Ta
LaHumu 3 dpapmakoHarnsgy (0o iHCTpyKUii y
po3zin "OcobnmBocTi 3acTocyBaHHA"); 3MiHN |
TUny - AGMiHICTpaTVBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBaPKEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BK/oUaoun
OinbHULI BUNYCKY cepii abo micLe npoBefeHHs
KOHTPOIO SIKOCTI. (QiS/IbHICTb, 3a SiKy BignoBigae
BMPOGHMK/IMNOpTEpP, BK/IOYAOUM BUMYCK Cepiid)
(3miHa HaliMeHyBaHHSA Ta NpVUBEAEHHS
MicLe3HaxoMxeHHs BupobHuka M3 go
BrCHOBKY 040 NiATBEPAKEHHS BifNOBIAHOCTI
BUPOGHMLTBA NiKapCbKnx 3acobiB BUMOram
HauexHoi BUPO6HUYOI NpakTukm (GMP),
BMAAHOro [lepxaBHo0 Cry60t0 Ykpaiuu 3
nikapcbknx 3acobis); 3MiHM | TUNY - 3MiHK WOA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy
(iHWi 3miHW) (3amiHa rpad)iyHOro 306paXKeHHs
yNaKkoBKM Ha TEKCT MapKyBaHHSA A5 NEPBUHHOI
Ta BTOPVHHOT YNaKoBKMN Y 3B’A3KY 3
npuBeAeHHsM Y BiANoBigHicTb Ao Hakasy MO3
Ykpainu Ne 426 Big 26.08.05 (y pepakuii Hakasy
MO3 YkpaiHn Ne460 Big 23.07.2015 p.)

58.

KOMBOINI3A XR

TabneTku, BKpUTI
nNiBKOBOK 060/10HKOIO,
no 5 mr/500 wmr, 7
TabneTtok y 6nictepi, no
4 6nicTepu B KAPTOHHIl
Kopoo6Li

AcTtpa3eHeka tOK
NimiTen

Benukobput
aHis

AcTpa3eHeka
dapMacbiTUK
anc /N

CLUA

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
npuBeAeHHs Yy BigNoBigHICTb A0
peecTpauiiiHnx MaTepianiB peectpauiiiHoi
npoueaypu B Hakasi MO3 YkpaiHu Ne 203 Bipg,
02.03.2017 B npoueci BHeCeHHs 3MiH
(BUNyueHHA TepmiHy BBeA,EeHHS 3MiH, AKUIA
6GyB 3a3HauyeHWii MOMUJIKOBO) - 3MiHu |l Tumny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KOpoTKili
XapaKTepucTmLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Y 3B'AI3KY i3 HOBUMY AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KTIHIYHMKW AaHUMK Ta
LaHumu 3 dhapmakoHarnsgy (4o iHCTpyKUiT y
po3gin "OcobnmBocTi 3acTocyBaHHA"); 3MiHN |
TUny - AGMIHICTPaTVBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa

3a
peyenmom

UA/12952/01/02
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

roTOBOrO /1iKapCbKOro 3acoby, BKI0Uaoun
OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOIO SIKOCTI. (AiS/IbHICTb, 3a SiKy BignoBigae
BMPOGHMK/IMNOpTEpP, BK/IOYAUM BUMYCK Cepiid)
(3miHa HalilMeHyBaHHSA Ta NpUBEAEHHSN
MicLe3HaxomxeHHs BupobHuka M3 go
BrCHOBKY 040 NiATBEPAKEHHS BiANOBIAHOCTI
BUPOGHMLTBA NiKapCcbKnx 3acobiB BUMOram
HauexHoi BUPO6HUYOI NpakTukm (GMP),
BMAAHOro [lepxaBHo0 Cryx60t0 Ykpainu 3
nikapcbknx 3acobiB); 3MiHM | TUNY - 3MiHK WOA0
6e3nekn/edeKkTNBHOCTI Ta thapmakoHarnsagy
(iHWi 3miHW) (3amiHa rpad)iuHOro 306paXKeHHs
yNaKkoBKM Ha TEKCT MapKyBaHHSA A5 NEPBUHHOI
Ta BTOPVHHOT YNaKoBKMN Y 3B’A3KY 3
npuBeAeHHsM Y BiANoBigHiCTb Ao Hakasy MO3
Ykpainu Ne 426 Big 26.08.05 (y pepakuii Hakasy
MO3 Ykpainun Ne460 Big 23.07.2015 p.)

59.

KOMBOINI3A XR

TabneTku, BKpUTI
nNiBKOBOK 060/10HKOIO,
no 5 mr/1000 wmr, 7
TabneTtok y 6nictepi, no
4 6nicTepun B KAPTOHHIl
Kopoo6Li

AcTpa3eHeka tOK
NimiTen

Benukobput
aHis

AcTpa3eHeka
dapMacbiTUK
anc /in

CLUA

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
npuBeAeHHs Yy BigNoBigHICTb A0
peecTpauiiiHnx MaTepianiB peectpauiiiHoi
npoueaypu B Hakasi MO3 YkpaiHu Ne 203 Bipg,
02.03.2017 B npoueci BHeCeHHs1 3MiH
(BUNyueHHA TepmiHy BBeA,EeHHS 3MiH, AKUIA
6GyB 3a3HauyeHWii MOMUJIKOBO) - 3MiHu Il Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkil
XapaKTepuCcTu1Li Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Y 3B'AI3KY i3 HOBUMU AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KMTiHIYHMMKW AaHUMK Ta
LaHumu 3 dhapmakoHarnsgy (4o iHCTpyKUiT y
po3gin "OcobnmBocTi 3acTocyBaHHA"); 3MiHN |
TUny - AGMIHICTPaTVBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BKoYaun
OinbHULI BUNYCKY cepii abo micLe npoBefeHHs
KOHTPOIO SIKOCTI. (QiS/IbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOpTep, BK/IOYAUM BUMYCK Cepiid)
(3miHa HalilMeHyBaHHA Ta NpPUBEAEHHS
MicLe3HaxoMxeHHs BupobHuka M3 go
BrCHOBKY LLIOA0 MiATBEPAKEHHS BiANOBIAHOCTI
BMPOGHMLTBA NiKapCcbKknx 3acobiB BUMOram
HauexHoi BUPO6HUYOI npakTukm (GMP),
BMAAHOro [lepxaBHot0 CryX60t0 Ykpaiuu 3
nikapcbkux 3acobis); 3MiHM | TUNY - 3MiHK WOA0
6e3nekn/eddekTVBHOCTI Ta papMakoHarisgy

3a
peyenmom

UA/12952/01/03
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Ne
n/n

JliKapcbKO20

Hassa

3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

(iHWi 3miHW) (3amiHa rpad)iuHOro 306paXKeHHs
yNaKkoBKM Ha TEKCT MapKyBaHHSA A5 NEPBUHHOI
Ta BTOPVHHOT YNaKoBKMN Y 3B’'A3KY 3
npuBeAeHHsM Y BiANoBigHICTb Ao Hakasy MO3
Ykpainu Ne 426 Big 26.08.05 (y pepakuii Hakasy
MO3 Ykpainu Ne460 sig 23.07.2015 p.)

60.

NA3NBYANH

TabneTku, BKpUTI
060/10HKO10, N0 60
TabneToK y KoHTeliHepi,
no 1 koHTelHepy B navui
3 KapTOHY

MpAT "TexHonor"

YkpaiHa

MpAT
"TexHonor"

Ykpaina

BHECEHHS 3MiHM [0 peecTpauiiHnx Matepianis:
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHviKa peecTpauiiHoro NocBigYeHHs) - 3MiHa
afpecu 3asBHUKa. -BBefeHHs 3MiH npoTsrom 6-
TN MiCALB NiCNa 3aTBEPMKEHHS. 3MiHW | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micusa NPOBaKeHHs AiSIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapCbkoro
3aco6y, BKII0YAKuM Ai/bHULL BUNYCKy cepii abo
MicLie NPOBEAEHHS KOHTPOJTIO AKOCTI.
(aisnbHiCcTb, 3a AKy Bignosigae
BMPOGHUWK/IMNOpPTEp, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa agpecy BUpobHuKa 13, 6e3 3MiHM MicusA
BMPOGHMLTBA. BBEAEHHS 3MiH MpOTSArom 6-Tn
MicAUIB Mic/A 3aTBepKEHHSA. 3MiHu | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHN) - BHECEHHS
He3HauHWX pefakuiliHNX NpaBoK Y TeKCT
MapKyBaHHS NMepBUHHOT yNakoBKW. BBeAeHHA
3MiH NpoTArom 6-Tu Micauis nicns
3aTBEPAKEHHS.

3a
peyenmom

UA/15690/01/01

61.

NEBO®J/IOKCALL

NH

TabneTku, BKpUTI
060/10HKO0, No 250 wmr,
no 10 TabneTtok y
6nictepi, no 1 6nictepy
B nauli i3 kKapToHy

MpAT "TexHonor"

YkpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTtepianis:
-3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NPOBaPKEeHHS AiSIbHOCTI BUpobHUKa/imnopTepa
roTOBOrO MiKapCbKOro 3acoby, BK/IYaK4M
AiNbHULI BUNYCKy cepii abo MicLie NpoBeAeHHS
KOHTPO/IO SIKOCTI. (Ais/IbHICTb, 3a SKy BignoBigae
BMPOGHMK/iMNOpPTEp, BKIOYAOUM BUMYCK Cepild) -
3MiHa agpecu BupobHuka 13, 6e3 3mMiHu Micus
BMPOGHULTBA. BBEAEHHSA 3MiH NPOTAroM 6-Tn
MiCALIB MicnsA 3aTBepKEHHSA. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo aapecu 3asaBHUKaA (BNacHUKa
peecTpavuiiiHoro nNoceig4YeHHs) - 3MiHa agpecu
3asABHUKa. BBeleHHs1 3MiH NpoTArom 6-Tu
MicsILiB nicns 3aTBepMKEHHS. 3MiHKW | Tuny -
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - NpUBEAEHHS
TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
ynakosku /13 ao sumor Hakasy MO3 Ykpainu

3a
peyenmom

UA/11208/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Ne460 Big 23.07.2015 p. Ta BHECEHHS
He3HauyHMX pefakuiliHuX NpaBoK Y TeKCT
MapKyBaHHs NEPBMHHOT Ta BTOPUHHOI YNakoBOK.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPAKEHHS.
62. | IEBO®JIOKCAL, | Ttabnetku, BKpUTI MpAT "TexHonor" Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLliiiHux martepianis: 3a UA/11208/01/02
VH 060s10HKO0 No 500 wr, "TexHonor" -3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHK. 3MiHa peyenmom
no 10 Tabnetok y HalilMeHyBaHHs Ta/abo agpecu Micus
6nictepi, no 1 6nictepy NPOBaKEHHSA AiS/IbHOCTI BUpOoOHMKa/imnopTepa
B nauLi i3 kKapToHy rOTOBOrO JliKapCbKoro 3acoby, BK/IYaum
OinbHUL BUNYCKY cepii abo micLe npoBefeHHs
KOHTPOIO SIKOCTI. (QiS/IbHICTb, 3a SIKy BignoBigae
BMPOGHUWK/IMNOpPTEp, BK/IOYAUM BUMYCK Cepiid) -
3MiHa agpecy BUpo6HuKa 13, 6e3 3MiHM MicLsA
BMPOGHMLTBA. BBEAEHHS 3MiH MpOTSArom 6-Tn
MicAUIB Mic/A 3aTBepKEHHSA. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNacHUKa
peecTpauiiHOro NocBigYeHHs) - 3MiHa agpecu
3asBHUKA. BBeEHHA 3MiH NpoTArom 6-Tn
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | Tuny -
3MmiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - NpUBEAEHHS
TEKCTY MapKyBaHHA NepBUHHOI Ta BTOPUHHOT
ynakosku /13 o sumor Hakazy MO3 YkpaiHu
Ne460 Bif 23.07.2015 p. Ta BHECEHHSA
He3HaYHWX pefakuiiHnX NpaBokK y TEKCT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNaKkoBOK.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
63. | IEBO®DJIOKCAL, | Tabnetku, BKpUTI AT AxTasic 'pyn IcnaHgis AkTasic 1T, ManbTa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/11952/01/02
NH-TEBA NNiBKOBOK 060/I0HKOIO, 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 500 mr, no 5 Has3BW JlikapcbKoro 3acoby (byno - JleBokca).
TabneTtok y 6nictepi, no BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
2 6nictepu B Kopobui 3aTBEPKEHHS.
64. | IEBO®J/IOKCALL, | TabneTkun, BKpUTI AT AxkTasic pyn IcnaHgis AkTaBic 1T/, ManbTa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/11952/01/01
NH-TEBA NNiBKOBOK 000/I0HKOH, 3MiHW | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 250 mr, no 5 Ha3BW JlikapcbKoro 3acoby (6yno - JleBokca).
TabneTtok y 6nictepi, No BBegeHHS 3MiH NpOTArom 6-Tu MicALiB nic/is
2 6nicTepu B Kopobui 3aTBEepP/KEHHS.
65. | JIEBO®JIOKCAL, | nopowok (cybcTaHuis) y BE3 ®apmaxem 4.0.0. Xopsaris XKeliaHr Kutaii BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: - UA/11644/01/01
WHY FEMIFCIAPAT | noaBiiiHux Naxrxya 3MiHM | TNy - 3MiHa y napameTpax
nonieTuIeHoBmxX dapmactoTikas cneuudikauin Ta/abo gonycTMMUX MEX,
nakeTtax Ans Ko, NiTa. BM3Ha4YeHuX y cneuudpikauisx Ha Adl, abo
BMPOGHMLITBA BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
CTepUIbHKX Ta BUKOPVCTOBYIOTbCS Y NpoLeci BUpobHuuTBa Ad|
HecTepusbHUX - npuBeAeHHs cneuudikadii, MeToAis

nNiKapcbknx chopm

BMNpo6yBaHHs APl 1o BMMOT MoHorpadii USP
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
66. | NNIBEPIA® IC Tabnetkv no 0,5 r no 10 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 6e3 UA/13164/01/01
Tabnetok y 6nictepi, no [04aTKOBOK [0[aTKOBOIO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peuenma
2 6nicTepy y nauuj 3 BiANOBIAA/IBHICTIO BiANOBIAaAbHI Ta/abo fonycTMMMUX MeX NepPBUHHOT YNakoBKM
KapTOHY "IHTEPXIM" CTIO rOTOBOrO JlikapCbKoro 3acoby (40MOBHEHHS
"IHTEPXIM" cneumaikalii HOBYM NOKa3HUKOM 3 BifNOBigHUM
MEeTOAO0M BUMPOOBYBAHHSA); 3MiHM | TUNY - 3MiHN 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
[OMOMiXXHUX PEYOBWH - NPUBEAEHHS
cneuudikaLii Ta MeTogis BUNpobyBaHb
[OMOMDKHMX PeYOBUH A0 Bumor EP/A®Y; 3miHu |
T™Mny - 3MiHa y MeTodax BUNpo6yBaHHS roToBOro
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMXEHUX MeToAax BUNPoOyBaHHS); 3MiHu |
Tuny - 3MiHa napameTpis cneuudikauiin Ta/abo
[0NyCTUMUX MEX FOTOBOTO J1iKapCbKOro 3acoby
(iHWi 3MiHW); 3MiHKM | TYNY - 3MiHKM BUNPOGYBaHb
ab0o [0MyCTUMNX MEX, BCTAHOB/IEHUX Y
cneumdikauisx, nig yac BUPOOHNULTBA FOTOBOrO
NikapcbKoro 3acoby (BMlyYEHHS1 HECYTTEBOTO
BMNpPO6YBaHHSA B NPoOLLECi BUPOBGHMLTBA)
67. | NIAOKAIH- PO34unH NS iH'ekuii, 20 TosapucTso 3 Ykpaina TosapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: - UA/13271/01/01
340POB'A mr/mn no 2 mn B 06MEeXeHO 06MEeXEHO0 npvBeAeHHA y BiANoOBigHICTb A0
amnynax in bulk Ne 100 BigNoBigaIbHICTIO BignoBigasbHi peecTpauiliHuX MaTepianiB HanMcCaHHA
y kopobuj 3 "®hapmaneBTuyHa CTHO [03yBaHHA B Haka3i MO3 YkpaiHu
neperopogkamu, Ne 100 KommMaHis "3g0poB'a” "®apmauesTu Ne 424 Big 12.04.2017 B npoueci BHECEHHSA
(10x10) y 6nicTepax y YHa KOMMaHis 3MiH - 3MiHu | TMny: 3MiHK 3 siKoCTi. FoTOBMIA
KopoobLi "3p0pos'a” nikapcbkuii 3acib. Cuctema
KOHTeliHep/3aKkynoptoBasibHKii 3aci6. 3MiHa
PO3Mipy ynakoBKv roTOBOro MikapcbKoro 3acoby
(BunyyeHHs ynakosku in bulk gns Bcix Bugjis
[03yBaHHA) (pefakuis B Hakasi — po34uH ans
iH'ekuyjin, 100 mr/mn; BipHa pefakuis - po34unH
AN iH'ekuind, 20 mr/mn)
68. | MATHIHO PO3umnH ANs iHekyii 250 | MNpuBaTHE akuioHepHe Ykpaina MpuBatHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/14637/01/01
CYNb®AT mr/mn, no 5 mn B TOBapucTBO "JlekxiM- akuioHepHe 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom
amnyni, no 10 amnyn B Xapkis" TOBapuCTBO HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
nadui; no 5 mn B amnyni, "Jlekxim- (BnacHvKa peecTpauiiHoro nocBig4eHHs) (3miHa
no 100 amnyn B nauyw; Xapkis" HallMeHyBaHHS Ta afpecu 3asiBHUKa (BNacHUKa

no 5 mn B amnyni, no 5
amnyn B 6nictepi, no 2
6nicTepu B nauLli

peecTpauiiHoro nNocBig4eHHs) (3MiHa
HalilMeHyBaHHS Ta apecy 3asiBHUKa); 3MiHu |
My - AGMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, Bkovaoun
AiNbHULI BUNYCKY cepii abo MicLie MpoBeAeHHS
KOHTPOJIO AKOCTI. (4is/IbHICTb, 3a SIKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
(3miHa HaliMeHyBaHHS Ta agpecu BUPOGHMKa
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
'N3, 6e3 3miHn Micus) (K HacNifoK BiANOBIgHI
3MiHW B TEKCTi MapKyBaHHS yNakoBOK )
69. | MEBEPUH® kancynu no 200 mr no MNAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/7725/01/01
10 kancyn y 6nicTepi; no "KniBmegnpenapar" "KviBmegnpen 3MiHM | Tuny - 3mMiHa napameTpiB cneuudikawii peyenmom
3 6nicTepn B nayui apart" Ta/abo foNyCTUMUX MEX rOTOBOrO NikapCbKoro
3aco06y (iHWwi 3MiHK1). BBEeAEHHA 3MiH NPOTArom
6-TU MicAILiB Nic/isi 3aTBePAXKEeHHA
70. | MEOOKNAB NOPOLLOK A/19 PO3UUNHY Megokemi T4 Kinp Megokemi Kinp BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/4428/02/01
08 iH'ekuin abo nTAa npuBeAEeHHs Yy BigNoBigHICTb A0 peyenmom
iHdpysiin, 11/ 0,21y peecTpauiliHMX MaTepianiB HanMcaHHA
thnakoHax Ne 10 BUPOGHUKA B Haka3i MO3 YkpaiHu
Ne 732 Big 30.06.2017 B npoLieci BHECEHHSA
3MiH - 3MiHu | TUNY - 3MiHW Woa0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BefeHHs
y3arasibHeHUX JaHyX Npo cucTemy
hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobw,
BiANOBiAa/IbHOT 32 3AiICHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 4151 34iNCHEHH:
hapmakoHarnagy B YKpaiHi, KLU0 BOHA
BiMiHHA Bif, YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEeHH:A ddapmakoHarnsagy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHM y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - 3arsepgxeHo: Kapacbos
OmuTpo BonoguMmposnyto. 3anponoHoBaHo:
Menex Mogmuna OnekcaHgpiBHa (pefaxuis B
Hakasi — Megokewmi 1T/l (3aBog, B), Kinp; BipHa
pegakuis - Megokemi JITA, Kinp)
71. | HA30/1® cnpei HazanbHuii 0,05 TOB "baiiep"” YkpaiHa IcTiTyTO fle ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/9480/01/01
AQBAHC % no 10 mn y chriakoHi 3 Awnxeni C.p.n. 3MiHa 3asiBHMKa (BNacHUKa peectpauiiHoro peuyenma
po3npuckysayem Ne 1 noceigyeHHs) (TepMiH BBeEHHS 3MiH NMPOTATOM
6-TV MicALLIB MiCN1S 3aTBEPKEHHS)
72. | HA30/® BEBI Kpanni HazanbHi 0,125% TOB "baviep" YkpaiHa IcTiTyTO [l ITanisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiasis: 6e3 UA/9481/01/01
no 10 mn y donakoHax 3 Anxeni C.p.n. 3MiHa 3asiBHKKa (BnacHWKa peecTpaviiHoro peuenma
nineTkoto Ne 1 nocsigyeHHs) (TepMiH BBEAEHHSA 3MiH NPOTATOM
6-TW MicsUIB Nicnis 3aTBEPKEHHS)
73. | HEBPOJEK PO34MH NS iH'EKLA, NO MpuBaTHe akuioHepHe Ykpaina MpusatHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12880/01/01
2 mn B amnyni, no 5 TOBapUCTBO "Jlekxim- akujioHepHe 3Minn | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
amnyn B mauui; no 2 mn Xapkis" TOBapUCTBO HalilMeHyBaHHs Ta/abo agpecu 3asiBHUKa
B amnyni; no 5 amnyn B "Jlekxim- (BNacHvKa peecTpaLuiiiHoro nocBigyeHHs1) (3mMiHa
6nicTepi, no 1 6nictepy Xapkis" HallMeHyBaHHS Ta afpecu 3asiBHUKa (BNacHMka

B nauuj

peecTpauiiHoro NocBig4yeHHs); 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus NPoBamKeHHs AisIbHOCTI

BMpPOGHUKa/iMnopTepa roToBoro /likapcbkoro
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aco6y, BKII0YAKuM AifbHULL BUNYCKY cepii abo
MicLie NPOBEeAEHHSA KOHTPO/TIO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/IMNOpTEpP, BK/IOYAUM BUMYCK Cepiid)
(3miHa HaliMeHyBaHHA Ta agpecyt BUPOGHMKa
N3, 6e3 3miHn Micua) (K HacNifok, - BiANOBIAHI
3MiHM B TEKCTi MapKyBaHHs)

74.

HEWPOOAP®

PO34MH NS iH'EKLA No
500 mr/4 mn, no 4 mn B
amnyni, no 5 amnyny
KOHTYpHIli YapyHKOBI
ynakosLji, no 1 ynakosui
B KapTOHHIi1 kopobu,

Amakca dPapma /1T

Benvka
BpuTtaHis

Nab6opaTtopio
dapmaueyTiko
C.T.C.p.n.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
3MiHU Y KOPOTKiil XapakTepucTuLi NikapCcbKoro
3aco6y, TEKCTIi MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHS
reHepuyHUX/riopuaHNX/6ionoaibHMX NiKapCbKUX
3ac06iB nicNs BHECEHHS TiEl camoi 3MiHM Ha
pechepeHTHWIA Npenapar (3mMiHa He NoTpebye
Ha/JaHHS XXOAHUX HOBUX AOAATKOBMX AaHUX)
(BHecTu 3MiHW A0 iHCTPYKLii y po3ginu:
MokaszaHHs. [iTn. dPapmakoTepaneBTUyHa rpyna
(YTOUHEHHS Ha3Bw). dapMakonorivHi
BnacTmBocTi. OCo6/IMBOCTI 3aCTOCYBaHHS.
Cnoci6 3acTocyBaHHA Ta [03u. [Nepefo3yBaHHs.
Mo6iyHi peakuii. HecyMicHiCTb, 3rigHo 3
iHchopMmaLieto WoA0 MeguyHoro 3acTocyBaHHs
pedhepeHTHOro (LLEPAKCOH) nikapcbkoro
3acoby. Ckiag, K Hacnifok BignoBiaHi 3MiHi B
TeKCTi MapkyBaHHsi) (TepMiH BBEAEHHS 3MiH
NpoTArom 6-Tu MiCALB MiCNA 3aTBEPMAKEHHS);
3MiHu | TMNy - 3MiHKW 3 KOCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag (iHwi 3miHu)
(3MmiHM po p. «Cknag, nikapcbkoro 3acoby»: Ao
nepeniky AONOMKHUX PEYOBWH BHECEHA
KMcnot hocdOpHOI KOHLEHTPOBAHOT ANA
KoperyBaHHs pH, 3rigHo maTepianis
peecTpaLiiHoro Aocke BUPOGHMKa) (TepMiH
BBE/EHHSA 3MiH NPOTAroM 6-T1 MicALIB micns
3aTBEPAKEHHS)

3a
peyenmom

UA/14668/01/01

75.

HEWPOAAP®

PO34MH NS iH'EKLA No
1000 mMr/4 mn, no 4 mn B
amnyni, no 5 amnyny
KOHTYPHIli YapyHKOBI
ynakoBLji, no 1 ynakosui
B KapTOHHIi1 kopobui

Amakca dapma /1T

Benvka
BpuTtaHis

Nab6opaTtopio
dapmaueyTiko
C.T.C.p.n.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
3MiHU Y KOPOTKiil XapakTepucTuLi NikapCcbKoro
3ac06y, TEKCTIi MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHNX/riopuaHNX/6ionodibHMX NikapCbKUx
3ac06iB nicNs BHECEHHS TiEl camMoi 3MiHM Ha
pechepeHTHWIA NpenapaT (3MiHa He NoTpebye
Ha/JaHHS XXOAHUX HOBUX AOAATKOBMX AaHUX)
(BHecTr 3MiHU [0 IHCTPYKLIT Yy po3ginu:

3a
peyenmom

UA/14668/01/02




75

Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

MokasaHHA. [iTn. PapmakoTepanesTuyHa rpyna
(YyTOYHEeHHS Ha3Bw). PapMaKonorivHi
BnacTmBocTi. Oco6/IMBOCTI 3aCTOCYBaHHS.
Cnoci6 3acTocyBaHHA Ta [03u. [Nepefo3yBaHHS.
Mo6iyHi peakuii. HecyMmicHicTb, 3rigHo 3
iHcbopMmaLieto Woa0 MeguyHoro 3acTocyBaHHs
pedhepeHTHOro (LLEPAKCOH) nikapcbkoro
3acoby. Ckiag, SK Hacnifok BignoBiaHi 3MiHi B
TeKCTi MapkyBaHHs1) (TepMiH BBEAEHHSA 3MiH
NpOTAroM 6-Tu MIiCALIB MiCNA 3aTBEPMAKEHHS);
3MiHu | TMNY - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag, (iHLWi 3MiHu)
(3MmiHM po p. «Cknag, nikapcbKoro 3acoby»: Ao
nepeniky AONOMDKHUX PEYOBWH BHECEHA
KMcnoTu hocdOpHOI KOHLEHTPOBAaHOT AN
KoperyBaHHs pH, 3rigHo maTepianis
peecTpaLiiiHoro Aocke BUPO6HMKa) (TepMiH
BBE/IEHHS 3MiH NPOTAroM 6-T1 MicALIB nicns
3aTBEPAKEHHS)

76.

HITPOKCO/IH

TabneTku, BKPUTI
060/10HKO0, 10 50 Mr Mo
10 TabneTok y 6nicTepi;
no 1 a6o 5 6nictepis y
nauui 3 kKapToHy; no 10
TabneTok y 6nictepi; no
80 6nicTepiB y kopobLi 3
KapTOHY

MpAT "TexHonor"

YKpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiHM [0 peecTpauiiHnx MaTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy
(iHWi 3miHW) (NpMBEAEHHS TeKCTY MapKyBaHHS
NepBUHHOT Ta BTOPWHHOI ynakosku J13 4o Bumor
Hakasy MO3 Ykpainn Ne460 Big 23.07.2015 p.
Ta BHECEHHA He3HAYHVX pefaKLiiHnX NpaBokK Yy
TEKCT MapKyBaHHsA NePBUHHOT Ta BTOPUHHOI
ynakoBok) (TepMiH BBeAEHHS 3MiH NPOTAroM 6-
TV MiCALIB Nicna 3aTBepMXeHHSs); 3MiHun | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaPKEHHS AiSNbHOCTI
BMpOGHUKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BKIKYaK4M AiNbHUL BUNYCKY cepii abo
MicLie NPOBEeAEHHSA KOHTPOJTIO AKOCTI.
(misnbHICTb, 3a SKy BignoBigae
BMPOGHMK/iIMNOpTEpP, BK/OYAOUM BUMYCK Cepiii)
(3miHa agpecu BupobHuka 13, 6e3 3MiHn MicuA
BMPO6HULTBA) (TepMiH BBEAEHHS 3MiH NPOTArom
6-Tv MicALiB NicnsA 3aTBEPAXKEHHSR); 3MiHM | Tuny
- AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo aapecu 3asBHUKA (BNacHUKa
peecTpaLiiHoro noceigyeHHs) (3miHa agpecu
3asBHUKa) (TepMiH BBEAEHHS 3MiH NpOTArom 6-
TW MiCALIB Nic/a 3aTBePAKEHHS)

3a
peyenmom

UA/4040/01/01

77.

HITPOKCO/NIH

TabneTkn, BKPUTI
060/10HKOI0, M0 50 Mr in
bulk: no 5000 Ta6neTok
Y KOHTelHepax

MpAT "TexHonor"

Ykpaina

MpAT
"TexHonor"

Ykpaina

BHECEHHS 3MiHM [0 peecTpauiiHnx matepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekun/edheKTVBHOCTI Ta hapMakoHarnisgy
(iHWi 3MmiHW) (NpMBEAEHHA TEKCTY MapKyBaHHS

UA/4057/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NepBUHHOT Ta BTOPUHHOI ynakosku J13 4o Bumor
Hakasy MO3 Ykpainu Ne460 Big 23.07.2015 p.
Ta BHECEHHS He3HAYHMX pefaKLiiHiX NpaBokK Yy
TEKCT MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
ynakoBoK) (TepMiH BBEAEHHS 3MiH NPOTArom 6-
TN MicsLiB nicns 3aTBepipKeHHs); 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afipecu MicLsi NPOBaPKEHHS AiSNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro fikapcbKoro
3aco6y, BKIHOYAKuM AifbHULL BUNYCKY cepii abo
MicLie NPOBEeAEHHSA KOHTPO/TIO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/IMNOpTEpP, BK/IOYAOUM BUMYCK Cepiid)
(3miHa agpecu BupobHKKa /13, 6e3 3MiHM Micus
BMPOOHULTBA) (TEpMiH BBEAEHHS 3MiH MPOTAroM
6-Tv MicALiB Nic/1sA 3aTBEPAKEHHS); 3MiHM | Tuny
- AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKaA (BNacHUKa
peecTpaLiiHoro nocBig4yeHHs) (3MiHa agpecu
3asBHVKa) (TepMiH BBeLEeHHS 3MiH NPOTArom 6-
TN MicALiB NicNs 3aTBepAKEHHS)
78. | HOKCA®IN® cycneHsis opasibHa, 40 LWepinr-Mnay Centpan | LBeliyapis BMPOGHMK Kanaga/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/9269/01/01
mr/mn no 105 mny lct Al Hepo3gacoBa dpaHuia/ 3MiHK | TNy - 3MiHa iMnNopTepa/3aMiHu, LWo peuyenmom
onakoHi Ne 1 pasom 3 HOT NpoAayKu,i, Benbris CTOCYHOTbCS BUMYCKY Cepil Ta KOHTPOHO AKOCTI
MipHOIO JTOXKEUKOI0 nepBuHHE roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
nakyBaHHs: [ofaBaHHsA AiNbHULI, Ha 5K 34iCHI0ETLCA
MaTeoH IHK., KOHTPONb/BMNPOGYBaHHSA cepii) - 3amiHa
KaHaga; AiNbHULI, Ha AKil NPOBOASATE MIKPOGIONOriyHi
BTOPVHHE BUNPOOYBaHHSA
nakyBaHHs1,
BUMYCK Cepii:
CEHEKCI
HSC-
EPYBI/Ib
CEHT K/IEP,
®paHuis;
LWepiHr-Mnay
Na6o H.B.,
Benebris
79. | HOPMATUH Kpansi O4Hi, po3yunH "yopPng MEAMUMH Benuvka "E.I.M.I1.LKo." ervuner BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/7691/01/02
0,5% no5mMny OPTANBbMIKC BpuTaHis 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom
donakoHax- NIMITEL" HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
KpanesnbH1usax Nel (BNacHvKa peecTpauiiiHoro nNocBig4YeHHs) -
3MiHa agpecu 3asBHMKA.
80. | OBECTUH® KpeMm BariHa/ibHui, 1 AcneH dapma Ipnangis BUPOGHMK, Ipnangis/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/2281/03/01
mr/r no 15 ry Ty6i; no 1 TpeWgiHr NimiTeq, BignoBigasbHU HimeyunHa 3MiHK | TUNy - 3MiHK WoA0 peuyenma
Ty6i y KOMNAEKTi 3 n3a 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
anaikaTopom B navi BMPO6GHMLTBO, BBefeHHs1 260 3MiHM A0 y3arasibHeHUX JaHNX
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nepBuHHe Ta npo cucTemy dpapmakoHarnsgy (BBefeHHs
BTOPVHHE y3arasibHeHUX JaHyX Mpo cucTemy
nakyBaHHs, hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
KOHTPO/Tb BiANOBIAA/IbHOT 32 34iICHEHHS
AKOCTI Ta dhapmakoHarnsgy; KOHTakTHoi ocobu 3
BUMYCK Cepii: thapMakoHarnsgy 3asBHuKa Ans 34iACHEHHS
OpraHoH thapmakoHarnsgy B YkpaiHi, K0 BOHa
(IpnaHpis) BiIMiHHA BiJ, YNOBHOBaXeHOI 0co6Y,
nra., BiiNOBIfANbLHOI 3a 3jiICHEHHS hapmakoHarnsgy
Ipnaxgis; (BKNKOYAKOUN KOHTAKTHI AaHi) Ta/abo 3miHn y
AcneH bag- pO3MilLieHHi MacTep-thaiina cuctemm
Onbpgecno hapmakoHarnsgy) - 3aTBepaxeHo:
m6X., YnoBHOBaXeHa ocoba 3asiBHUKaA, BignosigasibHa
HimeuunHa 3a (papmakoHarnsg, — [itoya pefakuis:
YnoBHOBaxeHa ocoba 3asBHWKa, BignoBifasibHa
3a dpapmakoHarnag, - Ap. rav demon / Dr. Guy
Demol. KoHTakTHa ocoba B YKpaiHi
YMNOBHOBaXeHOT 0cObM 3asiBHMKaA AN1A
3AjicHeHHs1 hapmakoHariagy - Enena AHgpyua.
3anponoHoBaHo: YNoBHOBaXeHa ocoba
3aABHVKa, BignosiganbHa 3a hapmakoHarnsag, -
KaponiHa C3kygnapek / Karolina Szkudlarek.
KoHTakTHa ocoba B YKpaiHi yNnoBHOBaXXeHOI
0Co6M 3as1BHMKA A1 34iACHEHHS
hapmakoHarnsagy - HaropHa KatepuHa IBaHiBHa.
3MiHa KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6U.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u.
3MiHa MicLA 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa agpecu mactep-
dpalina. 3miHa Homepa mMacTep-gaiina
81. | ONIK/MIIHOME/1b emynbCisi aNs iHQys3ii, Bakctep C.A. Benbris Bakctep C.A. Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/10973/01/01
N4-550E no 300 mn 10% ninigHoi 3MiHK | TUNY - NOAAHHS OHOB/IEHOTO peyenmom

emynbcii, 600 mn 5,5 %
PO34MHY aMiHOKMC/IOT 3
enekTponitammn Ta 600
M 20 % po3unHy
T/I0KO3Y 3 KaslbLLiEM Y
TprYKamepHomy
N1acTUKOBOMY MakeTi
o6’emom 1500 mn; no 4
nakeTu y KapTOHHIl
Kopoo6Li

cepTudpikaTa BignoBiAHOCTI EBPONECHKIi
hapmakonei Ne R1-CEP 1998-137-Rev 03 ansa
Aitoyoi pevosrHu Tryptophan Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA; 3MiHW | TRy -
nojaHHsa HOBOro cepTuddikara BiANOBIAHOCTI
€poneiicbkin thapmakonei Ne RO-CEP 2014-
002-Rev 00 gns gitoyoi pevoBnHK Alanine Big,
HOBOrO BMPOGHMKA; 3MiHW | TUNY - NoAaHHS
HOBOro cepTudikara BignoBigHOCTI
€Bponeiicbkiit hapmakonei Ne RO-CEP 2014-
056-Rev 00 ansa gitoyoi pevosuHu Valine Big,
HOBOr0O BMPOGHUKA; 3MiHM | TUMY - NOAaHHSA
HOBOro cepTudikarta BignoBigHOCTI
€Bponeiicbkilit hapmakonei Ne RO-CEP 2013-
296-Rev 00 ans gitoyoi peyosumHM Isoleucine Big,
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Ne
n/n

Hassa
JliKapcbKO20

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3acoby

HOBOrO BMPOOGHMKA; 3MiHW | TUNy - NoAaHHSA
HOBOro cepTudpikata BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei Ne RO-CEP 2012-
052-Rev 01 ans gitovoi peyvoBrHK Leucine Big
HOBOrO BMPOGHMKA; 3MiHW | TUNYy - NoAaHHS
HOBOro cepTudikara BignoBifHOCTI
€poneiicbkint hapmakonei Ne RO-CEP 2012-
249-Rev 00 ans gitoyoi pevoBuHU Lysine
Hydrochloride Big HOBOro BUpO6HMKa; 3MiHN |
TUNY - NOAAHHS HOBOTO cepTudikara
BiANOBIgHOCTI EBponeiickkili hapmakonei Ne
RO-CEP 2013-211-Rev 00 ans gito4oi peyoBuHU
Serine Bif 3aTBEPAKEHOrO BUPOBHNKA; 3MiHM |
TUNY - NOAAHHS HOBOTO cepTudikara
BignoBigHoCTI €Bponelickkili hapmakonei Ne
RO-CEP 2014-204-Rev 00 ans gitlo4oi peyoBuHM
L-Threonine Big, 3aTBepAXXEHOro BUPOOHUKA;
3MiHM | TUNY - NoAaHHA HOBOro cepTudikaTa
BiANOBIgHOCTI €Bponeiicbkili hapmakonei Ne
RO-CEP 2014-132-Rev 00 ans A4i040i peyoBrHU
Phenylalanine Big HOBOro BUpo6HMKa

3a

UA/7554/01/01

82.

OP31A®

NMOPOLLOK A/ PO3UUHY
0N iH'ekuii no 250 wmr,
no 1 a6o 50 gonakoHiB 3
NOpOLLKOM B KOpobLi 3
KapTOHY

Opxig ®apma Nimites,

IHais

Opxig,
XenTtxkep
(BigAaineHHs
Opxig,
Kewmikasic eHfy
dapmacbloTika
nc Nimiten)

IHais

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:
3MiHu | TMNy - 3MiHKW 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. BunyyeHHs
KOHTelHepa 3 PO3UYMHHIKOM 3 YNaKOBKMU -
BW/TyYEHHS KOHTeliHepa (amnysnu) 3
PO3YMHHMKOM (BOAA AN iH'EKLiN) 3 YyNaKOBKU
'N3; 3miHW | TNy - AOMIHICTPaTMBHI 3MiHN.
3MiHa HalimeHyBaHHs1 Ta/abo agpecu 3asBHUKaA
(BnacHwKa peecTpauiinHoro NocBiAYEHHS) - 3MiHa
HaliMeHyBaHHSA 3asBHMKa; 3MiHu | Tvny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus NPOBamKeHHs AisIbHOCTI
BMPOGHMKa (BK/TOYaAO4M, 3a HEOOXIAHOCTI, MicLe
npoBeAeHHA KOHTPOII0 AKOCTI), abo BNacHuka
macTep-aiina Ha A®l, abo noctayanbHuKa
A®l/BuxigHoro matepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHULTBI
A®| (SKLWO 3a3HAYEHO Y [OCLE HA NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudpikaTa BifgnoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbe, abo BMPOOHMKA HOBOI AOMOMIKHOT
PEUYOBUHM (SKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
Ha3Bu BUpobHMKa AdPI LedTasnanmy
neHTarigpary, 6e3 3miHu Micus BUPOOHULITBA;
3MiHu | TURY - 3MiHK Woao
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy
(iHWi 3MiHW) - 3aMiHa rpad)ivyHOro 306paXeHHs

peyenmom
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

YMakoBKM Ha TEKCT MapKyBaHHsA A1 NePBUHHOT
Ta BTOPVHHOI yNakoBOK

83.

OP3NA®

NMOPOLLOK A/151 PO3UNHY
ons iH'ekujn no 500 wr,
no 1 a6o 50 donakoHiB 3
NOpPOLLKOM B KOPOOL,i 3
KapTOHY

Opxig ®apma Nimiteq,

IHais

Opxig
Xentxkep
(BipfineHHs
Opxig
Kemikasic eHg
dapmacbloTika
nc Niviten)

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MmiHu | TMNY - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. BunyyeHHs
KOHTeliHepa 3 PO3UYMHHMKOM 3 YMaKOBKU -
BW/TyYEHHS KOHTeliHepa (amnysu) 3
PO34YMHHMKOM (BOAA AN iH'EKLiN) 3 yNaKoBKU
'N3; 3miHn | TMny - AgMIHICTPaTMBHI 3MiHN.
3miHa HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKa
(BnacHvika peecTpauiiHoro NocBigYeHHs!) - 3MiHa
HaliMeHyBaHHS 3as1BHUKa; 3MiHu | TRy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micusa NPOBaKeHHs AiSIbHOCTI
BMPOGHMKA (BK/TKOYAOYM, 3a HEOOXIAHOCTI, MicLe
npoBefeHHS KOHTPOJIH0 SKOCTI), ab0 BnacHuKa
macTep-gaiina Ha A®l, abo nocTavasnbHUKa
Adl/BuxigHoro matepiasy/peareHTy/mpoMixXHOro
NPOAYKTY, WO 3aCTOCOBYOTHCA Yy BUPOOHWLITBI
A®| (K0 3a3HAYEHO Y JOCLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudikaTa BifnoBiAHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaXeHoOMy
nocbe, abo BUPOOHUKA HOBOT AOMOMIXKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
Ha3Bu BNpOGHKKa AD| uedTaznammy
neHrarigpaty, 6e3 3MiHu MicLa BUPOOHULTBA;
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta chapmakoHarnsgy
(iHLWi 3MiHW) - 3aMiHa rpagivHOro 306paxeHHs
yNaKoBKN Ha TEKCT MapKyBaHHA O/15 NePBUHHOT
Ta BTOPVHHOI YNakoBOK

3a
peyerimom

UA/7554/01/02

84.

OP31A®

NMOPOLLOK A/151 PO3UUHY
08 iH'ekuin no 1000 wmr,
no 1 a6o 50 chnakoHiB 3
NOPOLLKOM B KOpPOO6Lii 3
KapTOoHY

Opxig ®apma Nimiteq,

IHais

Opxig
Xentxkep
(BipfineHHs
Opxig
Kemikasnc eHg,
PapmacbioTika
nc Nimiten)

IHAis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MmiHu | TMRY - 3MiHKW 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. BunyueHHs
KOHTelHepa 3 PO3UYMHHIKOM 3 YNaKOBKU -
BW/TyYEHHS KOHTeliHepa (amnynu) 3
PO34YMHHMKOM (BOAA AN iH'EKLiN) 3 yNaKOBKU
N3; 3MiHn | TUNY - AGMIHICTPATUBHI 3MiHN.
3miHa HaliMeHyBaHHS Ta/abo agpecu 3asiBHUKa
(BnacHviKa peecTpauiiHoro NocBigYeHHs) - 3MiHa
HaliMeHyBaHHS 3asBHUKa; 3MiHu | TNy -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaPKEHHS AiSNbHOCTI
BMpO6HMKa (BKIKOYAKOUK, 38 HEOOXIAHOCTI, Micue
NpoBeAEeHHS KOHTPO/IO SKOCTI), abo BNacHuKa
macTep-gaiina Ha Adl, abo nocTavanbHuKa
Adl/BuxigHoro matepiany/peareHTy/npomMixKHOro
NPOAYKTY, L0 3aCTOCOBYHTHLCA Y BUPOGHULTBI

3a
peyenmom

UA/7554/01/03
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

A®| (SKWO 3a3HAYEHO Y [OCLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTucpikata BignoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHOMY
[ocbe, abo BUPOGHMKA HOBOT AOMOMKHOT
PEUYOBUHM (AKLLO 3a3HAYEHO Y [10CbE) - 3MiHA
Ha3BW BUPO6HKKa AD| uedTasnammy
neHTarigpary, 6e3 3miHu Micusi BUPOOHULITBA;
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy
(iHWi 3MiHW) - 3aMiHa rpag)ivyHOro 306paXkeHHs
yNaKkoBKM Ha TEKCT MapKyBaHHSA A5 NEPBUHHOI
Ta BTOPUHHOI YNaKoBOK

85.

OP31A®

NMOPOLLOK A/ PO3UUHY
0N iH'ekUii no 250 Mry
thnakoHax Ne 1, Ne 50

Opxig ®apma Nimiteq,

IHais

AcTpan
CrepiTey
MpaiiseT

Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHu | TMNy - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYITLCS BUMYCKY cepil
Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHsi BUPOOHUKA, L0
BiANOBigae 3a BBe3€HHA Ta/abo Bunyck cepi) -
Bkitovatoun KOHTPOIL/BUNPOBYBaHHSA cepii
(3a3HayeHHs BUPOGHMYOT AinbHuULI AcTpan
Crepiteu MNpaiiBeT JlimiTe, Ska Bignosigae 3a
BUNYCK cepil, BKIOYaoum
KOHTPO/b/BMNpo6yBaHHA cepii) CynyTHA 3MiHa -
3MiHu 3 sKocTi. [oToBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPO6HULTBI. 3aMiHa abo BBEAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YACTUHU
a60 BCbOro BUPOGHNYOro NpoLiecy roToBoro
niKkapcbkoro 3acoby (iHwi 3MiHW) (3a3HayYeHHs
BMPOGHWYOI AinbHuLi AcTpan Ctepited MpaiiBeT
NimiTen, sika BiANOBIAAE 32 MOBHUIA LMK
BUpOGHMLUTBA. MicLe BUPOBHULTBA
3/IMLLAETLCA HE 3MIHHUM)

3a
peyenmom

UA/7554/01/01

86.

OP31A®

NOPOLLOK A/ PO3HUHY
0N iH'ekuii no 500 Mry
thnakoHax Ne 1, Ne 50

Opxig ®apma Jlimiteq,

IHAjA

AcTpan
CrepiTey
MpaiiBeT

Nimiteq

IHAjA

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TMNY - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTLCS BUMYCKY cepil
Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHsi BUPOOHUKA, L0
BiANOBigae 3a BBE3€HHA Ta/abo Bunyck cepi) -
Bkitoyatoun KOHTPOL/BUNPOBYBaHHSA cepii
(3a3HayeHHs BUPOGHMYOT AinbHuULi AcTpan
Crepiteu MNpaiiBeT JlimiTe, Ska Bignosigae 3a
BMNYCK cepil, BKNOYaoum
KOHTPO/b/BUNpo6yBaHHSA cepii) CynyTHA 3MiHa -
3MiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3aMiHa ab0 BBEAEHHS
[04AaTKOBOI AiNbHULI BUPOGHMLTBA A1 YACTUHU

3a
peyenmom

UA/7554/01/02




81

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
a60 BCbOro BUPOGHNYOro NpoLiecy roToBoro
niKkapcbkoro 3acoby (iHwi 3MiHW) (3a3HayYeHHs
BMPOGHMYOI AinbHuLi AcTpan Ctepitey MNpaiiset
NimiTen, sika BiANOBIAAE 32 MOBHUIA LMK
BMPOGHMLTBA. MicLe BUpo6GHMLTBA
3/IMLLAETLCA HE 3MIHHUM)
87. | OP3NO® NOPOLLIOK A/151 PO3YMHY Opxig ®apma Nimiteq, IHAis AcTpan IHgis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/7554/01/03
Ons iH'ekuii no 1000 mr CrepiTey 3MiHu | TMNy - 3MiHKW 3 AKOCTi. FoTOBUIA peuyenmom
y donakoHax Ne 1, Ne 50 MpaiiseT nikapcbkuii 3aci6. 3mMiHM y BUPOGHMLTBI. 3MiHa
Niviten iMnopTepa/3MiHu, L0 CTOCYTLCS BUMYCKY cepil
Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHsi BUPOOHUKA, WO
BiANOBigae 3a BBe3€HHA Ta/abo BuNyck cepii) -
Bkitovatoun KOHTPOIL/BUNPOBYBaHHSA cepii
(3a3HayeHHs BUPOGHMYOT AinbHULI AcTpan
Crepiteu MNpaiiBeT JlimiTe, Ska Bignosigae 3a
BUNYCK cepil, BKIOYaoum
KOHTPO/b/BMNpo6YyBaHHA cepii) CynyTHA 3MiHa -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPO6HULTBI. 3aMiHa abo BBEAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YACTUHM
a60 BCbOro BUPOGHNYOro NpoLiecy roToBoro
niKkapcbkoro 3acoby (iHwi 3MiHW) (3a3HayYeHHs
BMPOGHWYOI ainbHuLi AcTpan CTepited MpaiiBeT
NimiTen, sika BiANOBIAAE 32 MOBHUIA LMK
BUpOGHMLUTBA. MicLe BUPOBHULTBA
3a/IMLIAETLCA HE 3MIHHUM)
88. | MAKNITAKCEN KOHUEeHTpaT ans Akkopg, Xenckea /114, Benuka Bupo6HMLTBO IHgjia/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/13924/01/01
AKKOPL PO34unHy ans iHdysiid, 6 BpuTaHis roToBOro Benvka 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom
mr/mn no 5 mn (30 mr), niKapcbKkoro BpuTaHis Has3BW NlikapCbKoro 3acoby (BHecTun 3MiHu LWoa0
no 16,7 mn (100 mr), no 3acoby, ToprosesibHOi Ha3eu 13 (6yno - MAHTIYM), sk
50 mn (300 mr) y BUPOGHMLTBO HacnigokK BiANOBIAHI 3MiHN Y rpadiiyHOMYy
hnakoHi; no 1 dpiakoHy bulk, 306paXKeHi ynakoBOK
Y KapTOHHiIli kopobLi nepBuHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
KOHTpONb
AKOCTI cepii:
IHTac
$apmacbloTika
n3 Niviteg,
IHAjs;
BTopuHHe
nakyBaHHs:
Akkopg,
Xenckea

Nivitea,
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Benvka
BpuTaHis;
BignosiganbH
niA 3a BUMYCK
cepit:
AkKoppg,
Xenckea
Nimites,
Benuka
BpuTaHis
89. | NAHALON® TabneTky BKPUTI InakcoCmiTKnaiiH Benuka nakcoCmiTKn IpnaHgis BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 6e3 UA/12531/01/01
EABAHC NNiBKOBOK 060/I0HKOIO, KoHcblomep Xesckep BpuTaHis anH 3MiHK |l TURYy - 3MiHW 8O IHCTPYKUIT Ans peyenma
no 500 mr Ne 12 (12x1) y [aHrapeaH MeJMVYHOro 3aCTOCYBaHHS Y pO34inu:
6nictepax Nimiteq "®apmakonoriyHi BnactnsocTi”, "OcobmMBoCTi
3acTocyBaHHs", "3acTocyBaHHs y nepios
BariTHoCTi abo rogyBaHHs rpyaat”, "Cnocié
3acTocyBaHHA Ta no3mn", "MobiyHi peakuii”
90. | NAC-I30 rpaHynun MpAT "TexHonor" Ykpaina MpAT Ykpaina BHECEHHS 3MiH 40 peecTpaLliiiHux maTtepianis: 3a UA/13571/01/01
KMLIKOBOPO34YMHHI M0 "TexHonor" 3MiHW | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
100 r rpaHyn y nakeri, HalilMeHyBaHHs Ta/abo agpecu Micus
no 1 nakety pasom 3 NPOBaKEHHS AiS/IbHOCTI BUpOOHMKa/imnopTepa
MipPH/M CTaKaHoM Y roTOBOrO /liKapCbKOro 3acoby, BKovaoun
KOHTElHepi OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPO/O SKOCTI. (AisNbHICTb, 3a Ky BiAgnoBigae
BMPOGHUWK/IMNOpPTEp, BK/IOYaUM BUMYCK Cepiid) -
3MiHa agpecy BUpobHuKa 13, 6e3 3MiHn Micusa
BMPOGHMLTBA. BBEAEHHS 3MiH MpoTsArom 6-Tn
MicaLiB nicns 3aTBepmKeHHs. 3MiHuW | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3amiHa
rpadpiyHoro ohopMIEHHSA YNAKOBKM Ha TEKCT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNaKoBOK,
3 BignoBiAHO 3amiHO po3giny «IpadiyHe
OPOPMIEHHS YMAaKOBKM» Ha PO3L4iN
«MapKyBaHHs1» Ta BHECEHHS HE3HAYHUX
pefakLuifiHuX NpaBoK Y TEKCT MapKyBaHHS
BTOPVHHOT YNakoBkW. BBeEHHS 3MiH NPOTAroM
6-TW MicALiB nicna 3aTBepMAXEHHS. 3MiHK | Tuny
- AgMiIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asiBHMKa (B/1acHUKa
peecTpavuiiiHoro NocBigYeHHs) - 3MiHa agpecu
3asBHUKa. BBeAeHHS 3MiH NpoTArom 6-Tu
MicSLIB MicNs 3aTBEPKEHHS.
91. | NMErACIC® PO34MH ANa iH'ekuiid, 90 ®.XodpcpmaHH-/1a PoLu LBeliuapis BVPOGHULTBO LBeliuapis BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: 3a UA/14223/01/01
MKr/0,5 Mny Ntg, Hepo3sghacoBa 3MiHu |l TURY - 3MiHW O IHCTPYKUIT An1A peuyenmom
nonepeaHL0 HOI NpoAYyKUiT, MeAMYHOro 3aCTOCYBaHHSA y PO34inu:

HanoBHeHoMy LnpuLj Ne
1

nepBUHHE Ta
BTOpPUHHE

"®apmakonoriyHi BnactusocTi”, "OcobamBoCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHsA Ta 4osun",
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nakyBaHHs, "Mo6iuHi peakuji”. BBegeHHA 3MiH NPOTArom 6-
BUNPOGYBaHHSA TN MicAILiB Nicnsa 3aTBepPAKEeHHs
KOHTPO/0
AKOCTI:
®.XodpdpmaHH-
Na Pow /114,
LlBeiiuapis;
BUNPO6YBaHHSA
KOHTPO/0
AKOCTI, BUMYCK
cepit:
®.XothdpmaHH-
Na Pow 114,
LLIBeiiuapis
92. | NEPEKUC PO34uMH A TOB "Toprosuii om YkpaiHa TOB Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/14413/01/01
BOAHIO 30BHILUHLOTO "MBK" "Brpo6HMye 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
3acTocyBaHHs 3% no 06" egHaHHSA HalilMeHyBaHHs Ta/abo agpecu Micus
100 mn y chrakoHax "TeTepis", NPOBaKEHHSA AiS/IbHOCTI BUpOOHMKa/imnopTepa
YkpaiHa; roTOBOrO /1iKapCbKOro 3acoby, BKoYaun
MpusatHe OinbHULI BUNYCKY cepii abo micLe npoBefeHHs
akuioHepHe KOHTPOIO SIKOCTI. (QiS/IbHICTb, 3a SIKy BignoBigae
TOBapUCTBO BMPOGHMK/IMNOpTep, BK/IOYAUM BUMYCK Cepiid)
"Bionik", (3MiHa HaliMeHyBaHHs Ta afpecu BUPOOHNKa,
Ykpaina 6e3 3MiHn Micua BUpo6HULTBA); 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo aapecu 3asaBHUKA (BNacHUKa
peecTpaLuiiHoro noceigyeHHs) (3miHa agpecu
3as1BHMKA)
93. | NEPUHAONPUN- | TabneTku no 4 mr Ne 30 BAT "lepeoH Pixtep" YropLumHa BUMYCK Cepii: YropuwuHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11153/01/01
PIXTEP (10x3) y 6nicTepax BAT "l'efieoH Monbwa 3MiHW | TURY - 3MiHW [0 IHCTPYKLiT Ans peyenmom
PixTep", MeANYHOro 3aCTOCYBaHHA Y PO34inu:
YropLyHa; $apmMakonoriyHi BNacTuBocTi. MpoTMNoKa3aHHs.
KOHTPOJ1b B3aemogis 3 iHWMMKM Nnikapcbkumn 3acobamm Ta
SAKOCTI, A03BiN iHWi BuAn B3aemogiii. Oco6mBoCTi
Ha BMNycK 3aCTOCYyBaHHA. 3aCTOCyBaHHA Y nepios,
cepii; BariTHoCTi abo rogyBaHHs rpyaato. 34aTHiCTb
BUPOBGHNLITBO BN/IMBATY Ha LIBMAKICTb peakLii npu kepyBaHHi
Hepo3gacoBa aBTOTPaAHCMOPTOM ab0 IHLIMMUN MeXaHi3amamu.
Horo [Litn. Nepepo3syBaHHA. Mo6iuHi peakwii, 3rigHo 3
NPOAYKTY, iHchopmMaLi€eto LWoA0 MeAMYHOro 3aCTOCyBaHHS
nepBuHHA pedepeHTHoro (MPECTAPIYM) nikapcbkoro
ynaKoBKa, 3acoby. BBeeHHs 3MiH npoTArom 3-x micauis
BTOPVHHA nicnsa 3aTBepKeHHs
ynakoBka:
TOB «I'egeoH
PixTep
MNonbLa»,

Monbla
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
94. | MEPUHAONPUN- | TabneTku no 8 mr Ne 30 BAT "lepeoH Pixtep" YropumHa BMMYCK Cepii: YropwwmHa/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/11153/01/02
PIXTEP (10x3) y 6nicTepax BAT "T'eneoH Monbwa 3MiHM | TUNY - 3MiHW 00 IHCTPYKUIT AN peyenmom
PixTep", MEeAMYHOrO 3aCTOCYBaHHSA Y PO34inu:
YropLuHa; dapmakonoriyHi BNacTuBocTi. MpoTUNOKa3aHHs.
KOHTPO/b B3aemogisa 3 iHWKMMK nikapcbkummn 3acobamm Ta
AKOCTI, [03BiN iHWi B1AW B3aemogiii. OcobnueocTi
Ha BUNycK 3aCTOCyBaHHA. 3aCTOCyBaHHA Y Nepiog,
cepir; BariTHOCTi abo rogyBaHHA rpyaar. 34aTHIiCTb
BVMPOGHNLTBO BMAVMBATY Ha LBWAKICTb PeakLii Npu KepyBaHHi
Hepo3cacosa aBTOTPaHCMOPTOM ab0 iHLWMMY MexaHi3Mamu.
HOro Litn. MepepnosysaHHsa. Mo6ivHi peakuii, 3rigHo 3
NPOAYKTY, iHcbopMmaLieto Woa0 MeguyHoOro 3acTocyBaHHs
nepBuHHA pedpepeHTHOro (NMPECTAPIYM) nikapcbkoro
ynakoBKa, 3acoby. BBegeHHs 3MiH npoTsirom 3-x micsuis
BTOPUHHA nicnAa saTBepAKeHHA
ynakoBka:
TOB «I'egeoH
PixTep
MNonbLwa»,
Monblua
95. | MIKOBIT® cupon no 150 mn KPKA, a.4., Hoso CnoseHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/8268/01/01
cupony y chnakoHi, no 1 MecTo Hoso mecto 3MiHK | TUNY - NOAAHHS HOBOTO cepTudikara peyenma
(hn1akoHy pasom 3 BiANOBIgHOCTI EBponeiickkili hapmakonei Ne
MipPHOIO JTOXKOI Y R1-CEP 1996-078-Rev 04 ans gito4oi peyoBuHM
KapPTOHHI Kopobui Ascorbic acid Big HOBOro BUpo6HMKa
96. | MIPALETAM PO34nH NS iH'ekuii 200 MpuBaTHe akuioHepHe Ykpaina MpusatHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14579/01/01
Mmr/mn no 5 ma B amnyni, TOBapuCTBO "J1eKXiM- akuioHepHe 3MiHM | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 10 a6o 100 amnyn B Xapkis" TOBapuCTBO HaliMeHyBaHHs Ta/abo afpecu 3asBHUKa
naui 3 KapToHy; no 5 "Jlekxim- (BNnacHvka peecTpauiiHoro nocBigyeHHs1) (3miHa
M/1 B amnyni; no 5 Xapkis" HaliMeHyBaHHS Ta aJpecu 3asiBHMKa (BacHMka
amnyn B 6nictepi; no 2 peecTpauiiHoro NocBig4eHHs); 3miHu | Tuny -
6nicTepun B nauLi 3 AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
KapTOHY Ta/abo agpecun Micus NPoBaKEHHS AiSNbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /likapcbkoro
3aco0by, BKIKYaK4M AiNbHULL BUNYCKy cepii abo
MicLie NpoBeAEeHHS KOHTPO/THO SKOCTI.
([isnbHICTB, 3a SAKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
(3miHa HalimeHyBaHHS Ta agpecu BUPOGHMKa
N3, 6e3 3miHn Micus) (K Hacnigok- BigNOBigHI
3MiHW B TEKCTi MapKyBaHHs)
97. | NNA3EN TabneTkn, BKPUTI MCH Na6opartopic IHgis MCH IHgis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/14805/01/01
NNiBKOBOK 000/I0HKOH, MeT. N14. Na6opaTtopic 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 75 mr no 10 TabneTok Met. N14. HaliMeHyBaHHS Ta/abo afpecy micus

y 6nicTepi; no 3
6nicTepy B KapTOHHIiA
KOpoo6Ljto

NPOBaPKEHHS AiS/IbHOCTI BUpOOHMKa/imMnopTepa
rOTOBOrO JliKapCbKOro 3acofby, BK/IUakum
AiNbHULI BUNYCKY cepii abo MicLie NpoBefeHHs
KOHTPOJH0 SIKOCTI. (4is/IbHICTb, 3a 5Ky BignoBigae
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BMPOGHMK/IMNOpTEpP, BK/IOYAUM BUMYCK Cepiid)
(3miHa agpecu BupobHKKa /13, 6e3 3MiHM Micus
BUPOGHMLTBA (NepeliMeHyBaHHs LWTaTy AHapa
Mpagew Ha TenaHraHa) 3 BigMNOBIgHUMU
3MiHaM¥ B TEKCTi MapKyBaHHS YNakoBOK); 3MiHN |
TUny - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHvka peecTpadiiHoro noceigyeHHs) (3miHa
afipec 3asBHVKa)
98. | MNA3EN TabneTku, BKpUTI MCH Jla6opaTtopic IHAis MCH IHgis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: - UA/14806/01/01
NNiBKOBOK 060/I0HKOIO, MeT. N14. Nab6opaTtopic 3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
no 75 mr in bulk Ne100 Mer. N14. HalilmMeHyBaHHs Ta/abo agpecu Micud
(10x10), Ne500 (10x50), NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
Ne1000 (10x100) : no 10 roTOBOrO NikapcbKoro 3acoby, BKIYa4u
TabneTok y 6nictepi; no AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
10, 50 a6o 100 KOHTPOJI0 SIKOCTI. (fisNbHICTb, 3a Ky BiAnoBigae
6nicTepiB B KAPTOHHIA BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK Cepiid)
Kopoo6Li (3miHa agpecu BupobHuka M3, 6e3 3MiHn MicuA
BMPO6GHMLITBA (NepeiiMeHyBaHHs WTaTy AHApa
Mpagew Ha TenaHraHa) 3 BiANOBIAHNMY
3MiHamu B TEKCTi MapKyBaHHS YNakoBOK); 3MiHu |
TUny - AGMIHICTPaTVBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asaBHUKaA
(BnacHvKa peecTpauiiiHoro nocsigyeHHs) (3miHa
afipecu 3asBHKKA)
99. | MPOKCIYM® niocpinizaT 4N po3ynHy MPOPAPMA ManbTa BUPOGHMLTBO MopTyranis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12907/01/01
ONns iH'ekui no 40 wr, 1 IHTepHelwwHn TpeignHr Ta nepBrHHa 3MiHW | TURY - 3MiHW A0 IHCTPYKLiT Ans peyenmom
hnakoH 3 niodpinizaTtom NimiTen ynakoBka MeZMYHOro 3acTocyBaHHs y po3aiu: Cnocib
Ta 1l amnyna 3 niocpinizaty: 3acTocyBaHHA Ta fo03u. MobivHi peakwii.
po3umHHMKOM (0,9% Codgpapimekc- OCc06MMBOCTI 3aCTOCYBaHHS. 3aCTOCYBaHHSA Y
PO34MHY HaTpIto IHaycTpis nepioZ, BariTHOCTi abo rogyBaHHs rpya4to.
xnopuay), no 10 mny Ximika e 3paTHICTb BNAMBATMK Ha LUBUAKICTb peakLii npu
navui dapmaLeyTuk KepyBaHHi aBTOTpaHCMopToM abo iHWMMK
a, C.A., MexaHismamu B3aemogis 3 iHWMMK NikapCbKuMun
MopTyranis; 3aco6amMu Ta iHLWi BUAM B3aEMOSIN.
BVPOGHMLTBO dapmakonoriyHi BNacTUBOCTI 3rigHO 3
Ta nepBrHHa iHchopmMaLi€eto LWoA0 MeIMYHOro 3aCTOCyBaHHS
ynakoBka pedrepeHTHOro (KOHTPOJIOK) nikapcbkoro
PO3UMHHYKA, 3acoby. BBeeHHs 3MiH npoTArom 3-x micauis
BTOPVHHA nicnsa 3aTBepKeHHs
ynakoBka
KOMMMEeKTy
niodpinisaty 3
PO3YUHHUKOM,
BMMYCK Cepii:
Nabecdanb

Nab6opaTtopioc
Anwipo, C.A,,
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MopTtyranis
100. | PAHITUAVH TabneTku, BKPUTI ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/3676/01/01
NAiBKOBOK 0O0I0HKOI, obmexeHor BMPOGHMLITBA, npvBeAeHHA y BiANOBIAHICTb A0 peyenmom
no 150 mr Ne 10 (10x1), BiANOBIAA/TbHICTIO KOHTPO/Tb peecTpauiiiHnX MaTepianiB HanMcaHHA
Ne 20 (10x2), Ne 20 "papmaLeBTUYHa SIKOCTI, BUNYCK ynakoBKu B Hakasi MO3 YkpaiHu
(20x1) y 6nictepax KoMnaHis "3gopos'a” CKpil: Ne 640 Big 12.06.2017 B npoueci BHECEHHA
ToBapucTBo 3 3MiH - 3MiHK | TUNY - 3MiHa po3Mipy cepii
06MEeXeHO (BKKOYalOUM gianas3oH po3Mipy cepii) roToBoro
BiANOBIAA/bHI nikapcbKoro 3acoby - BBeAEHHS 40AAaTKOBUX
CTHO pO3MipiB cepiil NikapcbKoro 3acoby Ans Ailunx
"®apmaueBTun uexis N3 ta NN®$ BMpo6HUKA TOBAPUCTBO 3
YyHa KOMMaHis 06MEXEHHOIO BIAMOBIAATLHICTIO
"3popos'a"’, "®apmaleBTUYHa KoMNaHisa "3gopos's”, YkpaiHa
YKpaiHa; BCi (pepakuin B Hakasi — Ne 10 (10x1), Ne 20 (10x2),
cTagii Ne 20 (2x1) y 6nicTepax; BipHa pegakuis - Ne 10
BMPOGHMLITBA, (10x1), Ne 20 (10x2), Ne 20 (20x1) y 6nicTepax)
KOHTPO/b
AKOCTI:
ToBapucTBO 3
obmexeHolo
BiANOBIAAbHI
CTI0
"®APMEKC
reyn',
YkpaiHa
101. | POCT-HOPMA rpaHynun, no 10ry MpAT "HauioHanbHa Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/4625/01/01
neHani nosliMepHomy; no FomeonaTtnyHa "HaujioHasibHa 3MiHM | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenma
1 neHasty B navui 3 Cninka" FomeonaTnuH HalimeHyBaHHs Ta/abo agpecu 3asaBHUKa
KapTOHY a Cninka" (BnacHvika peecTpauiiHoro NocBigYeHHs1) - 3MiHa
agpecun. 3MiHu | Tuny - 3miHK 3 kocTi. FoToBUI
nikapcbkuii 3aci6. KOHTposb roToBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHA rOTOBOrO /iKapcbKoro 3acoby
(oHOBNEHHA Npouesypy BUNPOGYBaHHA 415
npuBeAEeHHS Y BiANOBIAHICTb 3i 3MiHEHOIO
3arasnbHoto ctatTeto 1PY abo Esponeicbkoi
hapmakonei) - npuBefeHHs
CreuundikaLii/MeToAiB KOHTPOO AKOCTI M.
«MikpobionoriyHa unctota» y BignoBiAHICTb A0
Bumor oY
102. | POTAPUKC™/ cycneHsis opanbHa (1,5 nakcoCMmiTKnsaiiH Benvka nakcoCmiTKn Benbris BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a UA/13060/01/01
ROTARIX™ mn/po3y) no 1 abo no 5 EkcnopT JlimiTepg, BpuTaHis SAMH 3MiHu |l TURY - 3MiHW 8O IHCTPYKUIT An1A peuyenmom
BAKUUHA ANA nonepegHL0 Bionogxikan3 MeAMYHOro 3acTOCyBaHHA npenapaTty y po3ginu:
MPO®ITAKTUKUN | 3anoBHEHMX OpaslbHUX c.a. "IMyHonoriyHi Ta 6ionorivHi BnactusocTi”,
POTABIPYCHOI annikatopis abo Ty6 "Mepeno3yBaHHs", "Mo6i4HI peakyii”. BBegeHHs
IHOEKLIT 3MiH npoTtsArom 3-x Micauis nicns
3aTBepKEHHs
103. | CAKOPA H TabNeTKn, BKPUTI MPODAPMA ManbTa BankaHdapma Bonrapis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/13498/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NNiBKOBOK 060J1I0HKOI0, IHTepHewHn TpengnHr -OynHnus AL 3MiHM | TUMy - 3MiHW [0 IHCTPYKUiT Ans peyenmom
80 mr/12,5 mr no 10 NimiTen MeAMYHOro 3acTOCyBaHHSA y po3ainu: Baaemogis
TabneTok y 6nictepi; no 3 iHWKMK NiKapcbkMMK 3acob6amu Ta iHLWi BUAK
3 6ricTepn B KAPTOHHIi B3aemogii. Mo6iyHi peaxuii, 3rigHo 3
nauuj iH(bopMmaLieto Woa0 MeguyHoro 3acTocyBaHHs
pediepeHTHOro slikapcbkoro 3acoby (KO-
[IOBAH). BBefeHHs1 3MiH NpoTArom 3-x
MicauUiB nicnA 3aTBepAXeHHs
104. | CAKOPO H TabneTku, BKPUTI MPODAPMA ManbTa BankaHdapma Bonrapis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/13499/01/01
NNIBKOBOI 060J1I0HKOI0, IHTepHewwHn TpeignHr -Oynunus AL 3MiHM | TUMY - BHECTW 3MiHW A0 IHCTPYKLiT Ans peyenmom
160 mr/12,5 mr no 10 NimiTen MeAMYHOro 3aCTOCYBaHHSA y po3ainu: Baaemogis
TabneTtok y 6nictepi; no 3 iHWKMK NiKkapcbKMMK 3acob6amu Ta iHLWi BUAn
3 6ricTepy B KAPTOHHii B3aemogijii. MobiyHi peaxuii, 3rigHo 3
nauuj iHbopMmaLieto Woa0 MeguyHoOro 3acTocyBaHHs
pediepeHTHOr o slikapcbkoro 3acoby (KO-
[IOBAH). BBeeHHs 3MiH NpoTArom 3-x
MicauiB nicnA 3aTBepAKeHHs
105. | CEAADITOH kancynm Ne 6x2, Ne 6x4, MPAT "®ITOPAPM" Ykpaina BiANOBIAa/IbHU Ykpaina BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 6e3 UA/4826/02/01
POPTE Ne 6x8 y 6nicTepax n3a 3MiHW | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenma
BMPOBHULTBO, HaliMeHyBaHHs Ta/abo afpecu 3asiBHUKa
nepBYHHE/BTO (BnacHvKa peecTpauiiiHoro noceig4yeHHs) (3MiHa
pyHHE HalilMeHyBaHHs 3asiBHMKa Ta agpecw) (TepMiH
nakyBaHHs, BBEJ,eHHS 3MiH NPOTArom 1-ro poky nicns
KOHTPO/b 3aTBEPMKEHHS); 3MiHM | TUNY - AgMiHICTpPaTUBHI
AKOCTI Ta 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
BMNYCK cepil: MiCLSi MPOBAMKEHHS AisiSIbHOCTI
MPAT BMPOGHUKa/iMnopTepa roToBOro /ikapcbkoro
"®ITOPAPM", 3acoby, BKIHOYAKUM AifbHULL BUNYCKy cepii abo
YKpaiHa,; MicLie NpoBeAEHHS KOHTPO/IKO AKOCTI.
BiANOBIAa/IbHA (aisnbHiCTb, 3a AKy Bignosigae
3a BMPOGHMK/IMNOpTep, BK/IOYaUM BUMYCK Cepiid)
BMPOBHULTBO, (3MiHa HaliMeHyBaHHs Ta afpecu BUPOOHNKa,
nepBUHHE/BTO 6e3 3MiHN MicLA BUPOGHMLTBA (3MiHa chopmu
pVHHe B/1ACHOCTI NiANPUEMCTBA Ta NepeiiMeHyBaHHSA M.
nakyBaHHs, ApTeMiBCbK B M. BaxmyT) (TepMmiH BBeLeHHs
KOHTPO/b 3MiH NPOTAroM 1-ro poky nicns 3aTBepmkKeHHs)
AKOCTI:
NnAT
"BiTamiHun",
YkpaiHa
106. | CENTO/NIETE® 31 | nactuiky no 1,2 mr, no KPKA, a.4., Hoso CnoBeHis BignoBigasibHU CnoBeHis BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 6e3 UA/5004/01/01
CMAKOM 9 macTunok y énicrepi, MecTo 11 32 KOHTPOb TexHiyHa nomusika (3rigHo Hakaly MO3 Big, peuyenma
NMOHA no 2 6nictepu B cepii Ta 23.07.2015 Ne 460). BunpaBuTn TEXHIYHY
KapTOHHI Kopo6bLyi BUMNYCK cepil: NOMUSIKY y po34ini iHCTpyKLii "MokasaHHA", a
KPKA, 4.4., TaKOX y MOKa3aHHSIX, HaBe4EHUX B TEKCTI
HoBo mecTo, MapKyBaHHSA BTOPUHHOT yNakoBku. BeeAeHHA
CnoseHis; 3MiH NpoTArom 6-Tu Micauis nicns

BignoBigaibHM

3aTBEepAKEHHS.
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3a
BVMPOGHMLTBO
"in bulk",
nepBuHHe Ta
BTOPVHHE
nakyBaHHs:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis
107. | CENTONIETE® 31 | nactuiku no 1,2 mr, no KPKA, a.4a., Hoso CnoBeHis BignoBigabHM CnoBeHisi BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 6e3 UA/5003/01/01
CMAKOM 9 nacTunok y énicrepi, MecTo 11 3a KOHTPO/1b TexHiyHa nomusika (3rigHo Hakaszy MO3 Big, peuenma
YEPELLHI no 2 6nictepu B cepii Ta 23.07.2015 Ne 460). Bunpasutn TeXHIYHY
KapTOHHI Kopo6Lyi BWMYCK Cepil: NOMUJIKY Yy pO34ini iHCTpyKLii "Moka3aHHA", a
KPKA, a.4., TaKoX y NnokKasaHHsIX, HaBeAeHUX B TEKCTI
Hoso mecTo, MapKyBaHHS BTOPVHHOI YNakoBkW. BBefeHHsA
CnoBeHis; 3MiH NpoTArom 6-Tn MicauiB nicns
BignoBigabHU 3aTBEePKEHHS.
n3a
BVPOGHMLTBO
"in bulk",
nepBrHHE Ta
BTOPVIHHE
nakyBaHHs:
KPKA, a.4.,
HoBo mecTo,
CnoseHis
108. | CENTONETE® 31 | nactunkv no 1,2 mrno 9 KPKA, a.4., Hoso CnoBeHis BignoBigasIbHN CnoBeHis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/5002/01/01
CMAKOM nacTwiok y 6nictepi; no MecTo 1 3a KOHTPO/b TexHiyHa nomuska (3rigHo Hakaszy MO3 Bifg, peuyenma
ABJTYKA 2 6nicTepy B KAPTOHHIi cepii Ta 23.07.2015 Ne 460). BunpaBuTu TEXHIYHY
Kopoo6Li BWMYCK Cepil: NoMUIIKY y po3aini iHCTpykuii "MokasaHHA", a
KPKA, a.4., TakKoX y NnokasaHHsIX, HaBeJeHUX B TEKCTi
HoBo mecTo, MapKyBaHHSA BTOPUHHOT yNakoBkW. BeeAeHHSA
CnoseHis; 3MiH NpOTArom 6-Tu MicauiB nicns
BignoBsiganbHn 3aTBEePKEHHS.
3a
BVPOGHMLTBO
"in bulk",
nepBuHHe Ta
BTOPUHHE
nakyBaHHs:
KPKA, a.4.,
Hoso mecTo,
CnoseHisa
109. | CEPETUA™EBO aepososib Ana nakcoCMmiTKnsiiH Benuka nakco PpaHuin BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/4827/01/01
XANEP™ iHransyii, no3oBaHwuii, EkcnopT JlimiTepg, BpuTaHis Bennkom 3MiHu |l TURY - 3MiHW O IHCTPYKUIT An1A peuyenmom
25 Mkr/50 mkr/go3sy no MNpoaakLH MeAMYHOro 3aCTOCYBaHHSA y PO34inu:
120 po3 y 6as1oHi 3

A03YK4YMM KnanaHom; no

"B3aemogisa 3 iHWVMM NikapcbKuMmn 3acobamu 1a

iHWi B1nAn B3aemogiin”, "OcobamBocTi
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
1 6as10Hy B KapTOHHIi 3acTocyBaHHs" (B T.4. "3acTocyBaHHs y nepios
KopooLi BariTHOCTi abo rogyBaHHsA rpyaar"), "MobivHi
peakuii”. BBefjeHHA 3MiH NpoTarom 3-x
MicsaUiB nicnsa 3aTBepAKeHHs
110. | CEPETU4™EBO aepososb Ans nakcoCmiTKnsiAH Benuka "nakco PpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4827/01/02
XANEP™ iHransauii, no3oBaHwuii, Ekcnopt JNimiTeq, BpuTaHis Benskom 3MiHK |l TURYy - 3MiHW 8O IHCTPYKUIT Ans peyenmom
25 Mmkr/125 mkr/go3sy no MNpoaakLuH MeJMVYHOro 3aCTOCYBaHHS Y po34inu:
120 po3 y 6anoHi 3 "B3aemogis 3 iHWMMK Nikapcbkumn 3acobamm 1a
[03Y04MM K/1anaHoMm; no iHWi BUAW B3aemogiin", "Ocob6nmnBoCTi
1 6as10Hy B KapTOHHIi 3acTocyBaHHs" (B T.4. "3acTocyBaHHS y nepios
KopoobLi BariTHOCTi abo rogysaHHsA rpyaar”), "MobivHi
peakuii”. BBefjeHHA 3MiH NpoTsarom 3-x
MicsaUiB nicnsa 3aTBepAKeHHs
111. | CEPETU4™EBO aepo3o0sb Ans nakcoCMmiTKnsiAH Benuka "nakco PpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4827/01/03
XANEP™ iHransuii, no3oBaHwWii, Ekcnopt JimiTepq, BpuTaHis Benskom 3MiHK |l TURYy - 3MiHK 8O IHCTPYKUIT Ans peyenmom
25 mkr/250 mkr/po3y no MpopakwH MeAMYHOro 3aCTOCYBaHHA Y PO34inun:
120 po3 y 6asnoHi 3 "B3aemogis 3 iHWMMK Nikapcbkumn 3acobamm Ta
[03Y04MM K1anaHoMm; no iHWi BUAW B3aemogiin", "Ocob6nmnBoCTi
1 6as10Hy B KApTOHHIi 3acTocyBaHHA" (B T.4. "3acTocyBaHHA y nepios
KopooLi BariTHOCTi abo rogysaHHs rpyaar”), "MobivHi
peakuii”. BBefjeHHA 3MiH nNpoTsarom 3-x
MicALiIB Nicna 3aTBepAXEHHA
112. | CUNIBOP kancynu no 70 mr, no 10 ToBapucTBO 3 YKpaiHa, BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTbepianis: 6e3 UA/5114/02/02
POPTE Kancysn y 6nictepi, no 2 06MEeXeHO BMPO6GHMLTBA, 3MiHM | TMNY - AGMIHICTPATUBHI 3MiHN. peuyenma
abo 4 6nictepu y BiANoBifa/IbHICTIO KOHTPO/1b BunyyeHHst BUPOGHWYOT AibHUL (BKIHOYa0UM
KapTOHHI Kopo6bLyi "papmaLeBTUYHa AKOCTI, BUMYCK AinbHuui ana A®l, npomixHoro npoAykTy abo
KoMnaHis "3popos'a” cepit: roTOBOrO NiKkapCbKoro 3acoby, AiNbHWLi A5
ToBapucTBO 3 npoBefeHHA NakyBaHHs, BUPOOHUKA,
obmexeHoro BifJNOBIAAbHOTO 3a BUMYCK Cepild, Micue
BiANoBiAa/IbHI npoBeAeHHS KOHTPO/ILO cepil) abo
CTIo noctayanbHuKa BUXiAHOTO MaTepiay, peareHty
"®dapmavesTu ab0 AONOMIXKHOT PevoBUHU (SKLLO 3a3HAYeHO y
YyHa KOMMaHis [0Cbe) (BUNyYeHHs BUPOGHMKa APl PosToponui
"3popos'sa"’, NASMUCTOT ekcTpakT cyxuii (CunimapuH) TOB
YKpaiHa, "®apmaleBTMYHa KomnaHia "3g0pos'a”. Y
BCi cTagii peecTpauiiniHOMy fOCbE 3a/INLLNBCSA
BMPOGHMLITBA, 3aTBepxeHuii BUpobHuk TEVA CZECH
KOHTPO/b INDUSTRIES S.R.O., Czech Republic, wo
SIKOCTi: BMKOHYE TaKy camy (OyHKLit0, L0 i BUyYeHwnit);
ToBapucTBO 3 3MiHu | TUny - 3MiHKM 3 AkocTi. CepTudikaT
obmexeHoro BignosigHocTi/lE-cepTudikar BignosigHOCTI
BiANoBiAa/IbHI €Bponelicbkili hapmakonei/moHorpadii. 3miHu,
CTHo NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
"®APMEKC BiANOBIAHICTL A0 MOHOrpadii APY abo
reyn:, €ponelicbkoi thapmakonel, abo iHWOi
Ykpaina HauioHasbHOT hapmakonel gepxasu €C (3MiHa

y cneundikaLisx, nos'a3aHa 3i 3amMiHOK BUMOT
MoHorpadii 1Y abo iHWOoi HauioHasTbHOT
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thapmakonei gepxasun €C Ha BUMOru

MoHorpadii EBponeiicbkoi thapmakonei) (3mMiHn
y cneundikavii 3a nokasHMKOM "Onuc"; - 3MiHK y
cneumdikauii Ta MeTogax BXiAHOro KOHTPOJ/IO 3a
nokasHvkoMm "laeHTudikauis”, "Btpata macu npu
BucyLLyBaHHi", "KinbkicHe BU3HaYeHHs"; -
BMK/THOYEHHS MokKa3HukiB "CynbdaTHa 30na",
"Baxki meTanin" - npusegeHHs A®| PostoponLui
NASMUCTOT €KCTPAKT CyXMWiA O BUMOT Ajt040oro
BMAaHHA MoHorpadii EP) CynyTHA 3miHa - 3MiHK
3 AkocTi. A®l. KoHTponb A®I. 3miHa y MeTogax
BunpobyeaHHa APl abo BMXigHOTO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTea AdI
(iHWi 3mMiHM y MeTOAax BUNPOBYBaHHS
(BKtOYatOUM 3aMiHy abo J0oNoBHEHHS) Ad| abo
BUXiAHOrO/NPOMIXHOr0 NPOAYKTY); 3MiHW | TUny -
3MmiHu 3 sKocTi. CepTudikar signosigHocTi/lE-
cepTudikaT BifgnoBigHOCTI EBpoNenchkiii
thapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiAHICTIO NPpUBELEHHS Y BIANOBIAHICTbL A0
MoHorpadii APY abo €Bponeicbkoi
thapmakonei, abo iHLWOoT HauioHabHOT
thapmakonei gepxasu E€C (3miHa 'y
cneumdikauisix, noB'A3aHa 3i 3MiHamu B JdY,
abo €sponelicbkiii hapmakonei, abo iHLWii
HauioHanbHil hapmakonei gepxasn €C) (3MiHa
napameTpiB cneuudikauii Ta MeTOAIB KOHTPOSIO
AKOCTi Ha A®| Po3Toponwi nASMUCTOT eKCTPakT
cyxuii 3a nokasHukoM "MikpobionoriyHa
ypucToTa" BiAMOBIAHO A0 BUMOT AjH0YOr0 BUAAHHS
[OdY) CynyTHS 3MmiHa - 3MiHU 3 fKocTi. API.
KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHs
A®| abo BMXigHOrO MaTepiany/npoMiKHOTO
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npovueci Bupo6HuLTBa APl (HeE3HaUHI 3MiHN y
3aTBEPKEHUX MeToAax BUNpobyBaHHS); 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyUYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[0NOMDKHOT peqyoBrHK (cepTudpikat

BiiNoBigHOCTI E€Bponelickkili hapmakonei) -
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

HoBwuii cepTuddikat Bif Bxe 3aTBEpPAKEHOr0
BMpobHUKa (nogaHHa HoBoro CEP(Ne R1-CEP
2008-237-Rev 01) Big, BXe 3aTBEPAKEHOIO
BMpOGHMKa AP| PosToponiui nasMmcTol
EKCTPaKT CyXMid, 3 yTOYHEHHAM HaliMeHyBaHHS:
3aTBepAxeHa Hassa — “Teva Czech Industries
S.r.0.”, 3anponoHosaHa Ha3sa - TEVA CZECH
INDUSTRIES S.R.O. Ta agpecu
MiCLLeNnpoBaMKEHHSA AiANbHOCTI (3aTBEPAKEHO:
Ostravska 291/33 Opava-Komarov 747 70,
3anpornoHoBaHo: Ostravska 29/305 Czech
Republic-747 70 Opava-Komarov). 3MiHn y
MeToAax BXifHOro KOHTPO/IIO 3a NOKAa3HUKOM
«3anLLKOBa KiNbKICTb OpraHiyHNX PO34YNHHUKIB»
- NPMBEAEHHA METO/IB KOHTPO/IO AKOCTI Ha Ad|
[0 marepianis BUPO6HUKa(3rigHoO
npegctasneHoro CEP) CynyTHs 3MiHa - 3MiHM 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y meTogax
BunNpobyBaHHa APl abo BMXigHOTO
mMarepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCA Y NpoLieci BUpo6HuLTBa ADI
(iHWi 3MiHM y MeToAax BUNPOBYyBaHHS
(BKtOYatouM 3aMiHy abo fonoBHeHHs) APl abo
BUXi4HOTO/NPOMIKHOTO MPOAYKTY); 3MiHu | Tuny -
AnMiHicTpaTuBHI 3MiHK. 3MmiHa Ha3Bun Ad®| abo
[0NOMDKHOT peYOBMHM (3MiHa Ha3Bu AdI
CunimapuH — npusegeHo Ao MoHorpadii Milk
thistle dry extract, refined and standardised
gitoyoro BugaHHA EP) (TepMiH BBe4EHHS 3MiH
npoTArom 3-x MicALiB MiC/A 3aTBEPLYKEHHS);
3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBaPKEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BKI0Yaoun
OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOIO SIKOCTI. (QiS/IbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOPTEpP, HEe BK/TKOYAKUM BUMYCK
cepiii) (3miHa agpecu (iHAEKCY) BUPOGHUKaA
roTOBOro Nikapcbkoro 3acoby - ToBapmcTBO 3
o6MexeHoto BignosigasbHicTio "OAPMEKC
FPYM", YkpaiHa) (TepMmiH BBe4EHHS 3MiH
npoTArom 3-x MicsLiB Nicns 3aTBEPAKEHHS)

113.

CUMBACTATUH

NnopoLLoK (cybcTaHuis) y
NonieTUNEHOBUX MiLLIKaxX
415 BUpobHMLTBA
HeCTepUuIbHNX
nikapcbknx hopm

TOB "TK "Aspopa"

YkpaiHa

XKemxiaHr
LDKMHICIH
dapmacbloTika
nKo., NTA

Kutaii

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:
3MiHu | TUny - 3MiHKM 3 AkocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BW/TyYEHHS cepTudikata

UA/10909/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[0NOMDKHOT peqyoBrHU (cepTudpikat
BiNOBIgHOCTI €Bponelickkili hapmakonel) -
OHOBReHW cepTUdikaT Bif y)xe 3aTBEpAXEHOro
BUpPO6HMKa (NogaHHs oHoBneHoro CEP Ne R1-
CEP 2005-300-Rev 03 15 Aito4oi pevoBuHu
Simvastatin Big, 3aTBEpAXEHOTO BUPOGHMKA
ZHEJIANG JINGXIN PHARMACEUTICAL CO.,
LTD., Kutalii 3 BignoBigH1MMu 3miHaMu y
cneumndikauii Ta y po3gini "Ynakoska" MKA /13)
114. | TIPAMAKC® TabneTku, BKPUTI BIOCAWHC NTA. Cnony4yeHe Bnydapma- MopTyranis BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/14590/01/01
NNiBKOBOK 060/I0HKOIO, KoponiscTBo IHaycTpia 3MiHM | TMNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 250 wr, no 10 Benukobput | ®apmacbloTika HalilMeHyBaHHs Ta/abo agpecu 3asiBHUKa
Tabnetok y 6nictepi; no aHii i , C.A. (BNacHvKa peecTpaLuiiiHoro nocBigyeHHs) (3miHa
3 6nictepn y nauyj MisHiYHOT afipecy 3asBHVKa (BnacHvKa peecTpauiiHoro
Ipnangji nocsigyeHHs) (TepMiH BBEAEHHS 3MiH NPOTATOM
6-TU MicsLIB Nicns 3aTBEPKEHHS)
115. | TIPAMAKC® TabneTkn, BKPUTI BIOCAVHC NTA, Cnony4yeHe Bnycapma- MopTyranis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/14590/01/02
NNiBKOBOK 000/I0HKOH, KoponiscTBO IHaycTpia 3MiHW | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 500 wr, no 10 Benukobput | dapmacbloTika HaliMeHyBaHHs Ta/abo afpecu 3asiBHUKa
TabneTtok y 6nictepi; no aHii i , C.A. (BNacHvika peecTpauiiHoro noceigyeHHs) (3miHa
3 6nictepu y nauui MiBHIYHOT afpecy 3asBHVKa (BNnacHvKa peecTpauiiHoro
Ipnanaii noceigyeHHs) (TepmiH BBe4EHHS 3MiH MPOTATOM
6-TV1 MicALIIB MiC/1s 3aTBEPKEHHS)
116. | TIPAMAKC® TabneTku, BKpUTI BIOCAHC NTA. Cnony4yeHe Bnydapma- Moptyranis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/14590/01/03
NNiBKOBOK 060/I0HKOIO, KoponisctBo IHaycTpia 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 1000 wmr, no 10 Benvkobput | dapmacbloTika HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa
TabneTok y 6nictepi; no aHii i , C.A. (BNnacHvKa peecTpaLiiHoro noceigyeHHs) (3miHa
3 6nictepn y nayui MisHiYHOT afpecu 3asBHUKa (B1acHVKa peecTpaLiiHoro
Ipnanaii noceigyeHHs1) (TepmiH BBeA4EHHS 3MiH MPOTATOM
6-TV MicALiB NiCNA 3aTBEPAKEHHS)
117. | TONOTEKAH nioghinisaT 419 po3unHy AkTtasic rpyn AT Icnangis CiHpaH ®apmva PymyHis BHECEHHS 3MiH [0 peecTpavljiiiHnux maTepianis: 3a UA/8234/01/01
ons iHdysivi mo 1 wmr, 1 CPN BMMNpPaB/IEHHS TEXHIYHOI MOMUJIKM B METOAAX peyenmom
hnakoH 3 niodpinizaTtom KOHTPOJIH0 AIKOCTi B cneuudikaLisix Ha roToBuii
Y KapPTOHHIi kopobui nikapcbkuii 3aci6 B TecTi "KinbkicHe BU3HAYeHHs"
118. | TOMNOTEKAH niogpinisaT A58 po3UnHy AxTasic rpyn AT IcnaHgis CiHgaH ®apma PymyHis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/8234/01/02
Ons iHdysili no 4 wr, 1 CPN BUNPAB/IEHHS TEXHIYHOT NOMUKM B MeToAax peuyenmom
dhnakoH 3 niodpinizatom KOHTPO/II0 AKOCTI B cneuudikaLisix Ha roToBuil
Y KapTOHHIl KopoobUi nikapcbkuii 3aci6 B TecTi "KisibkicHe BU3Ha4yeHHs"
119. | TPAHECTAT PO3unH aNns iH'ekuiii, 100 | TOB "®apm-iHHoBaUiT" Ykpaina HaHr KyaHr TaliBaHb BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/10993/01/01
Mr/mMa no 5 mn B amnyni; dapmacbloTika 3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no 6 ammnys y KOHTYpHIiA nKo. ita. HalilMeHyBaHHs Ta/abo agpecu Micud

YapyHKOBIli ynakoBLi; no
1 KOHTYPpHIli YapyHKOBIi
ynakoBsLi y nayui 3

NPOBaPKEeHHS AiSIbHOCTI BUpobHUKa/imnopTepa
roTOBOrO MiKapCbKOro 3acoby, BK/IYaK4M
OiNbHULI BUNYCKY cepii abo Micle NpoBeAeHHs!
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapToHy; No 5 mn B KOHTPOJI0 SIKOCTI. (fisNbHICTb, 3a 5Ky BiAnoBigae
amnyni; no 3 amnynu y BMPOGHMK/IMNOpTEpP, BK/IOYAOUM BUMYCK Cepiif)
KOHTYPHIli YapyHKOBIlA (3miHa agpecu BupobHuka HaHr KyaHr
YMaKoBLi; MO 2 KOHTYPHI dapmacsbtoTikan Ko. 174., TaliBaHb, 6€3 3MiHK
YapyHKOBI YaKkoBKu y MicLA BUPOBHULTBA)
naui 3 KapToHy
120. | TPUKAPL, TabneTku, BKpUTI MAT "KuiBcbkuii YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/7597/01/01
NNiBKOBOK 060JI0HKOIO, BiTamiHHWIA 3aBoA" "KuiBCcbkuii 3MiHu | TMNy - 3MiHKW 3 AKOCTi. FoTOBUIA peuyenmom
no 20 wr, no 10 BiTaMiHHWI nikapcbknii 3aci6. Onuc Ta cknag (iHLWi 3MiHW)
TabneTtok y 6nictepi; no 3aBog" — 3MiHK Jo po3giny «Cknaf», a came macy

3 6nictepn y navuj

Tabnetkn npuBeeHo y Minirpamax. 3miHn | Tuny
- 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii 3acib.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa
napamMeTpiB cneyudgikaii Ta/abo gonycTummx
MEX roTOBOrO /iKapCbKoro 3acoby (3BY)XEHHS
[0MyCTUMUX MEX) — 3MIHEHO BEPXHIO JONYCTUMY
MeXy nokasHuka «KifbkicHe BU3HaUYeHHs» y
cneumdikauii Ha TepMiH NpMAATHOCTI. 3MiHu |
TMny - 3MiHK 3 SKOCTi. [O0TOBWIA NikapCbknii
3aci6. KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneundikaLiii Ta/abo
[OMYyCTUMMX MEX rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3miHW) — 3 cneuudpikauii 13 BUNy4eHo
nokasHukn «CepefHsa maca Tabnetkm» Ta
«Tanbk». 3MiHN | TUNY - 3MiHK 3 SKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHS roTOBOrO JliKapcbKoro 3acoby
(oHOBNEHHA NpoLesypy BUNPOGYBaHHA ANs
npuBELEHHS Y BiANOBIAHICTb 3i 3MIHEHOO
3aranbHoto ctatTeto Y abo €sponeiicbkoi
hapmakonei) — po3gain «MikpobionoriyHa
YNCTOTa» METOAIB KOHTPO/O sakocTi M13
npuBEAEHO Y BigNOBIAHICTb A0 BUMOr AdY.
3MiHu | TUnYy - 3MiHKM 3 AkocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. 3miHu,
NnoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY abo
€Bponelicbkoi hapmakonel, abo iHwoi
HauioHasbHOI chapmakonel gepxasu €C (3MiHa
y cneuudikauisix, Nos'A3aHa 3i 3MiHamu B JdY,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaujioHanbHili dhapmakonei gepxasu €C)
npuBefeHHs po3giny «MikpobionoriuHa
yncToTa» crneumdikaii BXigHoro KoHTposiio Ad|
Y BiANOBIZHICTb 10 BUMOT 3arajibHuX cTaTei
5.1.4, 2.6.12 Y. 3miHuK | Tuny - 3mMiHK Wwoao
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy
(iHWi 3miHW) — po3ain «I"pachiyHe ohopmNeHHs
YMNaKoBKM» 3aMiHEHO PO3[i/1oM «MapKyBaHH:A».
BBefeHHs1 3MiH NpoTArom 3-x MicsAuiB micns
3aTBEepPMKEHHSA. 3MiHN | TUMy - 3MiHW 3 SKOCTI.
[oTOBWIA NikapCbkuMii 3aci6. KOHTPOb rOTOBOrO
nikapcbKkoro 3acoby. 3MiHa y meTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMXKEHNX MeToAaX
BMNPOBYBaHHS) - HE3HAYHI 3MiHV B aHaTITUYHKX
MeToAuMKax 3a NnokasHukamu «laeHTudikauis»,
«OfHOpPIAHICTb 1030BaHNX OANHNULE,
«P0o3unHeHHs», «CynpoBigHi AOMILLKM» Ta
«KinbKicHe BU3HAYEHHS» PO3PaxyHOK HABaXOK
NPefCTaB/IEHO B «MI», a TAKOX /15
NPUroTyBaHHS PO34MHY MOPIBHAHHS BBEAEHO
po60oyunii cTaHAAPTHUIA 3pa3oK.

121.

YPCOMAKC

Kancysm no 250 wmr, no
10 kancyn y 6nicTepi, no
1 a6o no 5, a6o no 10
6nicTepiB y nauuj 3
KapTOHY

TOB "®APMEKC
reymn

Ykpaina

TOB
"®APMEKC
reymn"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHu | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecy 3asaBHUKa
(BnacHvKa peecTpauiiHoro noceig4yeHHs) (3MiHa
afpecy 3asBHVKa (BNacHvKa peecTpauiiHoro
noceigyeHHs) (TepmiH BBe4EHHS 3MiH NMPOTATOM
6-Tv MicsALiB NicnsA 3aTBEPAKEHHSR); 3MiHW | Tuny
- AOMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micusa NPOBaKeHHS AiSIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapCbkoro
3aco6y, BK/II0YAKuM Ai/bHULL BUNYCKy cepii abo
MicLie NPOBEAEHHS KOHTPOJTIO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTep, BK/IOYAUM BUMYCK Cepiid)
(3miHa agpecu BUpo6HMKa) (TepMiH BBEAEHHS
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEpMXEHHS); 3MiHM | TUny - 3MiHK Woao
6e3nekun/edheKTVBHOCTI Ta hapMakoHarnagy
(iHWi 3miHK) (3amiHa rpadpiyHOro ohopMIEHHS
NepBUHHOI Ta BTOPUHHOI YNakoBOK Ha TEKCT
MapKyBaHHS YNakoBOK 3 BiANOBiAHUMY 3MiHAMU
o posginisB MKA N3 (po3gin «paciyne
0hopMIEHHS» 3aMiHEHO PO34i0M
«MapkyBaHHs») (TepMmiH BBeieHHS 3MiH
NpOoTArom 6-T1 MiCALIB NiCA 3aTBEPAXKEHHS)

3a
peyerimom

UA/12451/01/01

122,

YPCOMAKC

Kancysm no 250 mr in

bulk Ne 1000: no 1000
Kancyn y noasinHmx
nonieTuNeHoBmxX
nakeTax y nsiacTuKoBUX
KOHTeliHepax;

TOB "®APMEKC
reymn

YKpaiHa

TOB
"®APMEKC
reyn"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHvKa peecTpauiiHoro nocBig4eHHs) (3miHa
afpecu 3asBHUKa (B1acHyKa peecTpav,iiHoro
nocsigyeHHs) (TepMiH BBEAEHHS 3MiH NPOTATOM

UA/15704/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

in bulk Ne 13500: no
13500 kancyny
noaBiHMX
nonieTNeHoBUxX
nakeTax y naacTmkoBux
KOHTelHepax

6-Tv MicALiB Nic/1A 3aTBEPAKEHHS); 3MiHW | Tuny
- AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPOBamKEHHS AiS/IbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /likapcbkoro
3aco0by, BK/IYa4mn AinbHULL BUNYycKy cepii abo
MicLie NpoBeAEeHHS KOHTPO/IIO AKOCTI.
(misnbHiCTb, 3a Ky BignoBigae
BMPOGHMK/IMNOpTEpP, BK/IOUAKUM BUMYCK Cepiid)
(3miHa agpecu BMpo6HUuKka) (TepMiH BBeAEeHHS
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEpPKEHHS); 3MiHM | TNy - 3MiHK Woa0
6e3nekn/edeKkTNBHOCTI Ta thapmakoHarnsagy
(iHWi 3miHW) (3amiHa rpadpivyHOro 0hopMIEHHS
NepBUHHOI Ta BTOPUHHOI YNakoBOK Ha TEKCT
MapKyBaHHS yNakoBOK 3 BifNoBIAHUMMN 3MiHAMMN
o posginiB MKA N3 (po3gin «[paciyHe
0(hOpMNIEHHS» 3aMiHEHO PO3iNIoM
«MapKyBaHHS»), a TakoX OHOB/IEHHS BXe
3aTBEPKEHOr0 TEKCTY MapKyBaHHS A1
ynakoBok in bulk Ne 1000 Ta in bulk Ne 13500)
(TepMiH BBEAEHHS 3MiH NMPOTArOM 6-TU MicALiB
nicsia 3aTBepMKEHHS)

123.

®EHTAHIN

pO3unH NS iH'ekuii 0,05
Mmr/Mn, o 2 mn B
amnyni; no 5 amnyny
6nictepi; no 20
6nicTepis y Kopobu,i 3
KapTOHY

TOB "XapkiBcbke
hapmaLleBTUyHe
nignpveMCcTBO
"300p0oB'a Hapoay"

YKpaiHa

TOB
"XapkiBCbke
thapmaveBTuy
He
nignpMeEMCTBO
"3p0poB'a
Hapogy"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMpO6HMKa (BK/THOYaKOUK, 3a HEOOXIAHOCTI, Micue
NpoBeAEHHSA KOHTPOIO SKOCTI), abo BNacHuka
macTep-aiina Ha Adl, abo nocTavanbHyKa
Adl/BuxigHoro matepiany/peareHTy/npomMixKHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCS Y BUPOOGHULTBI
A®| (SKWO 3a3HaYEHO Y [OCLE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudikaTa BignNoBILHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
[ocbe, abo BUPOBHMKA HOBOT AOMOMKHOT
PEYOBUHM (SAKLLO 3a3HAYEHO Y [10CbE) - 3MiHA
HalilmeHyBaHHA BUPOo6HUka APl deHTaHin, 6e3
3MiHM MicLs BUPOGHMLTBA

3a
peyenmom

UA/5185/01/01

124.

®I3IOHINT 40 3

FNHOKO3010 1,36

%

pO34MH ANns
nepuToHeanbHOro
npianisayno2ny
[BOKaMepHOMY MiLLIKy
(mana kamepa - 725 mn
pO34nHy A; BENUKA
Kamepa - 1275 mn
po3uuny B),
obnagHaHomy
iH'eKUiliHMM nopTOM Ta
3'efiHyBaYeM,

Bakctep Xenckea C.A.

IpnaHgais

Bakctep
Xenckea C.A.

Ipnangis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MmiHu | TMRY - 3MiHK 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTposb roToBoro
nikapcbKoro 3acoby. 3miHa napameTpis

cneundikauii Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby (BHECEHHS 3MiH 40 A0CbE
nicNA OHOBMEHHSA 3araibHOl CTaTTi Ha rOTOBY
nikapcbky chopmy y AdY/EBponencokii
thapmakonel) (3MiHW KpUTepiiB NPUIAHATHOCTI 3a
NokasHWKoOM «BakTepianbHi eHAOTOKCUHU» Y
cneundikauii Ha Po3uuH A Ta b nmicns

3a
peyenmom

UA/14968/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BKafieHoOMYy B
iHOVBIQYyaNbHUI NakerT;
no 5 KomnnekTiB y
Kopob6ui; no2 ny
[ABOKaMepHOMY MiLLIKY
(mana kamepa - 725 mn
po34nHy A; BE/UKA
Kamepa - 1275 mn
po3uunny B),
obnagHaHomy
iH'eKUiiHMM nopToM, 3
iHTerposaHum 3a
[0MOMOror ABOX
Marictpaneii Ta 'Y —
3'eHyBaya NOPOXHIM
MILLKOM A/18 APeHaxy,
BKNafeHUX B
iHAMBIgYaNbHWIA NakeT;
no 5 KoMnnekTiB y
Kopobui; no 2,5 ny
[BOKAMEPHOMY MiLLIKY
(mana kamepa - 906 mn
po34nHy A; BENUKA
Kamepa - 1594 mn
po3uuHy B),
obnagHaHoOMy
iH'EKLjliHMM NnopTOM 3
iHTerpoBaHunm 3a
[0MOMOror ABOX
Marictpaneii Ta'Y —
3'efHyBava NoOpPoXHiM
MiLLKOM AN15 ApeHaxy,
BKNafleHUX B
iHOVBIAYya/IbHNI NakeT;
no 4 KOMNNeKTn y
Kopobui; no5ny
[BOKaMepHOMY MiLLIKY
(mana kamepa - 1812 mn
po3unHy A; Benvka
Kamepa - 3188 mn
po3uuHy B),
obnagHaHomy
iH'EKUiiHMM NOpTOM Ta
3'eqHyBayem,
BKNafeHOMY B
iHOVBIQYyaIbHNI NakerT;
no 2 KOMNNEeKTn y
Kopoo6Li

3MiLLyBaHHS BMICTY Kamep); 3MiHu | Tuny - 3miHn
3 AKocCTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS roTOBOrO JliKapCbKoro 3acoby
(iHWi 3miHK y MeTofax BUNpo6yBaHb
(BKNtOYaKOUN 3aMiHy abo [OMNOBHEHHS)) ( 3MiHM B
aHaNiTUUHIl MeToguuj 3a NOKa3HUKOM
«KinbkicHe BU3HaYeHHs1» (KOHTPOSIb Ki/bKiCHOTO
BMICTY KaslbLiit0 METOLOM CrekTpodhoTOMETPIl 3
BUKOPVCTaHHAM NPOTOYHOIO aBTOMAaTUYHOIO
aHaslizaTopa Ta KOHTPO/b KiNlbKiCHOro BMIiCTY
rNH0KO3U hePMEHTATUBHO-
CcnekTpohOTOMETPUYHUM METOA0M) (3MiHU B
NpUroTyBaHHi BUNPo6YBaHOro Ta CTaHAaPTHUX
pO34nHiB); 3MiHK | TUNY - 3MiHU 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpoNeiichbkili
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI abo
BWIYYEeHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BVXifHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; onsa [ONOMIXHOT pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBuii cepTucpikat B HOBOro BUPOGHUKA
(3amiHa abo [40MNOBHEHHS) (NOAAHO HOBUIA
cepTtudikaT BignosigHocTi €E® No. R1-CEP
1997-059-Rev 03 15 Ait0H0I peHOBUHM T1H0KO3M
MOHOrigparty Big HoBoro Bupo6Hunka CARGILL
S.L.U,, Icnanif); 3miHu | Trny - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat
BiiNOBIAHOCTI E€BPONENCHKIit
thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudikaTa BifgnoBigHOCTI a60
BUNYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBHULTBI
A®I; ons 4ONOMIXKHOT pevoBUHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwii cepTudikat Big HOBOrO BUPOGHUKA
(3amiHa abo fONOBHEHHS) (MOAAHO HOBWIA
cepTudikar signosigHocTi €E® No. R1-CEP
2006-264-Rev 00 gns 4itoyoi peyoBUHN MarHito
X/0puay rekcarigpary Bif HOBOTO BMPOGHMKA
Macco Organiques, s.r.0., Yecbka Pecny6nika);
3MiHu | TMNYy - 3MiHK 3 sikocTi. CepTudikat
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BignosigHocTi/lE-cepTudikat BignoBigHOCTI

€Bponelicbkiin hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI abo BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ans BuxigHoro
matepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BYKOPUCTOBYHOTbCA Y BUPOOHULUTBI API; ans
[OMNOMDKHOT peyoBuHUM (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBuii cepTucpikat B HOBOro BUPOGHUKA
(3amiHa abo [40MNOBHEHHS) (NOAAHO HOBUIA
cepTtudikaT BignosigHocTi €E® No. R1-CEP
2006-263-Rev 00 ans gjto4oi pevyoBuHN KasbLito
xnopugy avrigpary Bifi HOBOro BUPO6HMKaA
Macco Organiques, s.r.o., Yecbka Pecny6nika);
3MiHu | TUny - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyUYEHHSA cepTudikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[0NOMDKHOT peqyoBrHU (cepTudpikat
BiNOBIgHOCTI €Bponelickkili hapmakonel) -
OHOBNeHW cepTUdikaT Bif y)xe 3aTBEpAKEHOro
BMPOGHMKA (NOAAHO OHOBEHUI cepTudikaTt
signosigHocTti EP (No. R1-CEP 2007-356-Rev
00) ansa gilyoi peyoBMHM KasbLiito Xopuagy
Aurigpary Bif, 3aTBEPAKEHOTO BUPOBHMKA
MERCK KGaA, a TakoX HEKOPEKTHO 3a3HaueHy
Ha3By BUpObOHUKa y 3aTBepxeHnx MKA
npuBeLEeHO Y BifNoBIAHICTL 40 HA3BW,
3a3HayeHol y MaTepiasiax peecTpauyjiiiHoro 4ocbe
Ta ceptudikaty BignosigHocTi EP); 3miHn Il Tuny
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KopoTkil
XapaKkTepucTmLi NikapCcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHSA Y 3B'AA3KY i3 HOBUMY AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KTIHIYHMKW AaHUMK Ta
LaHumu 3 dhapmakoHarnsagy (3mMiHuM 4o iHCTpYKUit
y po3gin "MNokasaHHA" (pefaryBaHHs TekcTy 6e3
3MiHM iHchopMaLii Mo cyTi), @ TakoX y po3ainu:

"MpoTunokasaHHs", "Oco6/IMBOCTI
3acTocyBaHHs", "3acTocyBaHHs y nepioa
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BariTHoCTi abo rogyBaHHs rpyaat”, "Cnocié
3acTocyBaHHs Ta go3n”, "lMepeno3ysaHHA"
(peparyBaHHs po3giny), "MobivHi peakuii")
(TepmiH BBEAEHHSA 3MiH MPOTArOM 3-X MicsLiB
nicns 3aTBepakeHHs); 3MiHu Il Tuny - 3MiHK 3
AKocTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauii Ta/abo AONYCTUMUX MEX FOTOBOr0
NiKapcbKoro 3acoby (3MiHa 3HaxoAnTbLCS No3a
3aTBEPMHKEHVIMU AONYCTUMUMU MEXamu
cneumdikauii) (3MiHW KpUTEPITB NPUIAHATHOCTI 3a
nokasHnkoM «pH» y cneuudikaii Ha Po3umH A
Ta b nmicnsa 3miwyBaHHA BMICTY kamep); 3minHu |1
My - 3MiHK 3 AKoCTi. APl. BUpobHMLTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMKHOIO
NPOAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BUpo6HUYOMY npoueci ADl, abo 3miHa
BUPOGHMKa (BKIOYAKOUK, e HeOOXiAHO, Micue
npoBefeHHs KOHTPOsTo skocTi) APl (3a
BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHOMY
[0Cbe)(BBEAEHHS HOBOTO BMPO6HUKa A®I, Konn
He NnofaeTbca MacTep-ghaiin Ha AdI Ta wo
B/Marae 3Ha4yHoi 3MiHW 40 BiANOBIAHOTO Po3ainy
focbe Ha Adl) (BBELEHHSA a/IbTEPHATUBHOIO
BUPOGHMKA [il040T peYOBUHM HaTpilo
rippokap6oHaty Church & Dwight Co., Inc.,
CLUA)

125.

®I3IOHIT 40 3

FNHOKO3010 2,27

%

PO34MH Ana
nepuToOHeanbHOro
gianisyno2ny
[BOKaMepHOMY MiLLIKy
(mana kamepa - 725 mn
po3unHy A; BENUKaA
Kkamepa - 1275 mn
po3uuny B),
obnagHaHomy
iH'eKUiliHMM NopTOM Ta
3'eiHyBaveM,
BKNafieHoMy B
iHOMBIQYyaNbHUI NakerT;
no 5 KoMnnekTiB y
Kopobui; no2 ny
[BOKaMepHOMY MiLLIKy
(mana kamepa - 725 mn
po3unHy A; BENUKaA
Kamepa - 1275 mn
po3uunHy B),

Bakctep Xenckea C.A.

IpnaHgis

Bakctep
Xenckea C.A.

IpnaHgis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MmiHu | TMny - 3MiHKW 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa napameTpis

cneundikauii Ta/abo JONYyCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby (BHECEHHS 3MiH 40 A0CbE
nicna OHOBMEHHSA 3aranbHOl CTaTTi Ha rOTOBY
nikapcbky chopmy y AdY/EBponencokii
thapmakornei) (3MiHW KpUTepIiiB MPUIAHATHOCTI 3a
NokasHWKOM «BakTepianbHi eHA0TOKCUHU» Y
crneundikayii Ha Po3unH A Ta b nmicns
3MiLLyBaHHSA BMICTY kKamep); 3MiHu | Tuny - 3miHn

3 AKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb

roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax

BMNPOGYBaHHS roTOBOrO JliKapcbKoro 3acoby

(iHWi 3miHM y MeTofax BMNpo6yBaHb
(BKNtOYarOUN 3aMiHy abo [OMNOBHEHHS)) ( 3MiHM B
aHaNiTUUHIlA MeToguuj 3a NOKa3HUKOM
«KinbkKicHe BU3HaYeHHs1» (KOHTPOSIb Ki/lbKiCHOTO
BMICTY KaslbLiit0 METOOM CNEKTPOGIOTOMETPII 3

3a
peyenmom

UA/14968/01/02
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
o6nagHaHoMy BUKOPUCTAHHAM MPOTOYHOrO aBTOMATUYHOTO

iH'eKUiliHMM nopToM, 3
iHTerposaHum 3a
[0MOMOroH BOX
Marictpaneii Ta 'Y —
3'eHyBaya NOPOXHIM
MILLKOM AN181 APeHaxy,
BKNafeHUX B
iHAMBIAYaNbHWIA NakeT;
no 5 KoMnnekTiB y
Kopobui; no 2,5 ny
[BOKAMEPHOMY MiLLIKy
(mana kamepa - 906 mn
po3unHy A; BENUKA
Kamepa - 1594 mn
po3uuHy B),
obnagHaHoOMy
iH'EKLjliHMM NnopTOM 3
iHTerpoBaHunm 3a
[0MOMOror ABOX
Marictpaneii Ta'Y —
3’efHyBava NopPoXHiM
MiLLKOM AN15 ApeHaxy,
BKNafleHUX B
iHOVBIAYya/IbHNI NakeT;
no 4 KOMNNeKTn y
Kopobui; no5ny
[BOKaMepHOMY MiLLIKY
(mana kamepa - 1812 mn
po3unHy A; Benvka
Kamepa - 3188 mn
po3uuHy B),
obnagHaHomy
iH'EKUiiHMM NOpTOM Ta
3'eqHyBayem,
BKNafEeHOMY B
iHOVBIQYyaIbHNI NakerT;
no 2 KOMNNEeKTn y
Kopoo6Li

aHaslizaTopa Ta KOHTPO/1b KiNlbKiCHOro BMIiCTY
rNH0KO3U hePMEHTATUBHO-
CcnekTpohOTOMETPUYHUM METOA0M) (3MiHU B
NpUroTyBaHHi BUNPo6YBaHOro Ta CTaHAaPTHUX
pO34nHiB); 3MiHK | TUNY - 3MiHKU 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI abo
BWIyYeHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BVXifHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; onsa [ONOMIXHOT pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBuii cepTucpikat B, HOBOro BUPOGHUKA
(3amiHa abo [40MNOBHEHHS) (NOAAaHO HOBUIA
cepTtudikaT BignosigHocTi €E® No. R1-CEP
1997-059-Rev 03 15 Ait0H0I peHOBUHM T1H0KO3M
MOHOrigparty Big HoBoro Bupo6Hunka CARGILL
S.L.U,, Icnanif); 3miHu | Trny - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat
BiiNOBIAHOCTI E€BPONENCHKIit
thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudikaTa BifgnoBigHOCTI a60
BUNYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomixKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBHULTBI
A®I; ons 4ONOMIXKHOT pevoBUHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwii cepTudikat Big HOBOrO BUPOGHUKA
(3amiHa abo fONOBHEHHS) (MOAAHO HOBWIA
cepTudikar signosigHocTi €E® No. R1-CEP
2006-264-Rev 00 gns 4itoyoi pevyoBUHN MarHito
X/0puay rekcarigpary Bif HOBOTO BMPOGHMKA
Macco Organiques, s.r.0., Yecbka Pecny6nika);
3MiHn | TUNY - 3MiHn 3 aKkocTi. CepTudikar
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI abo BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BYKOPUCTOBYHOTbCA Y BUPOOHULUTBI API; ans
[OMOMDKHOT peyoBMHU (cepTudiikat
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BiANOBIAHOCTI EBponeiickkili hapmakonei) -

HoBuii cepTucpikat B, HOBOro BUPOGHUKA
(3amiHa abo [0MNOBHEHHS) (NOAAHO HOBUIA
cepTtudikaT BignosigHocTi €E® No. R1-CEP
2006-263-Rev 00 ans gjto4oi pevyoBuHN KasbLito
xnopugy avrigpary Bifi HOBOro BUPO6HMKaA
Macco Organiques, s.r.o., Yecbka Pecny6nika);
3MiHu | TUnYy - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyUYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[O0NOMDKHOT pevyoBrHK (cepTudpikat
BiNOBIgHOCTI €Bponelickkili hapmakonel) -
OHOBNeHW cepTUdiKaT Bif y)xe 3aTBEPAKEHOr0
BMPOGHMKA (NOAAHO OHOBEHUI cepTudikaTt
signosigHocTti EP (No. R1-CEP 2007-356-Rev
00) ansa gilyoi peyoBMHM KasbLiito xnopuagy
Aurigpary Bif, 3aTBEPAKEHOTO BUPOBHMKA
MERCK KGaA, a TakoX HEKOPEKTHO 3a3HayeHy
Ha3By BUpObOHUKa y 3aTBepxeHnx MKA
npuBeLEeHO Y BifNoBIAHICTL 40 HA3BW,
3a3HayeHol y MaTepiasiax peecTpauyiiiHoro 4ocbe
Ta ceptudikaty BignosigHocTi EP); 3miHn Il Tuny
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KopoTkili
XapaKkTepucTmLi NikapCcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHSA Y 3B'AA3KY i3 HOBUMY AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KTIHIYHMKW AaHUMK Ta
LaHumu 3 dhapmakoHarnsagy (3mMiHuM 4o iHCTpYKUit
y po3gin "MNokasaHHA" (pefaryBaHHs TekcTy 6e3
3MiHM iHchopMaLii Mo cyTi), @ TakoX y po3ainu:
"MpoTunokasaHHs", "Oco6/IMBOCTI
3acTocyBaHHs", "3acTocyBaHHA y nepios
BariTHoCTi abo rogyBaHHs rpyaat”, "Cnocié
3acTocyBaHHs Ta go3n”, "lMepeno3ysaHHA"
(peparyBaHHs po3giny), "MobivHi peakuii”)
(TepmiH BBEAEHHSA 3MiH MPOTArOM 3-X MicsLiB
nicns 3aTBepakeHHs); 3MiHu Il Tuny - 3MiHK 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
NiKapcbKoro 3acoby (3MiHa 3HaxXoAWTbCS No3a
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPMHKEHVIMU AONYCTUMUMU MEXamu
cneumdikauii) (3MiHU KpUTEPITB NPUIAHATHOCTI 3a
nokasHnkoM «pH» y cneuudikadii Ha Po3umH A
Ta b nmicnsa 3miwyBaHHA BMICTY kamep); 3minHu |l
My - 3MiHK 3 AKoCTi. APl. BUpobHMLTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMKHOrO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BUpo6HUYOMY npoueci ADl, abo 3miHa
BUPOGHMKa (BKIKOYAKOUM, e HEOOXiAHO, Micue
npoBefeHHs KOHTPOsIo skocTi) APl (3a
BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHOMY
[0Cbe)(BBEAEHHS HOBOTO BMPO6HUKa A®I, Konu
He NnofaeTbca MacTep-ghaiin Ha AdI Ta o
B/Marae 3HayHoi 3MiHW 40 BiAMNOBIAHOMO Po3ainy
focbe Ha Adl) (BBELEHHSA a/IbTEPHATUBHOIO
BUPOGHMKA [il040T peYOBUHM HaTpito
rippokap6oxaty Church & Dwight Co., Inc.,
CLUA)

126.

®I3IOHIT 40 3

rNHOKO3010 3,86

%

PO34MH Ana
nepuToOHeanbHOro
gianisyno2ny
[BOKaMepHOMY MiLLIKy
(mana kamepa - 725 mn
po3unHy A; BENUKaA
Kkamepa - 1275 mn
po3uuny B),
obnagHaHomy
iH'eKUiliHMM NopTOM Ta
3'eHyBayem,
BKNafieHoMy B
iHOMBIQYyaNbHUI NakerT;
no 5 KoMnnekTiB y
Kopobui; no2 ny
[BOKaMepHOMY MiLLIKy
(mana kamepa - 725 mn
po3unHy A; BENUKaA
Kamepa - 1275 mn
po3uuny B),
obnagHaHomy
iH'eKUiliHMM nopToM, 3
iHTerposaHum 3a
[0MOMOror ABOX
Marictpaneii Ta 'Y —
3'eHyBaya NOPOXHIM
MILLKOM AN ApeHaxy,
BKNafieHUX B
iHOVBIAya/IbHWI NakeT,;

Bakctep Xenckea C.A.

IpnaHgis

Bakctep
Xenckea C.A.

IpnaHgis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MmiHu | TMny - 3MiHKW 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa napameTpis

cneundikauii Ta/abo JONYyCTUMKX MEX FOTOBOTO
nikapcbKoro 3acoby (BHECEHHS 3MiH 40 A0CbE
nicna OHOBMEHHSA 3aranbHOl CTaTTi Ha rOTOBY
nikapcbky chopmy y AdY/EBponencokiin
thapmakornei) (3MiHW KpUTepiiB NPUIAHATHOCTI 3a
NokasHWKOM «BakTepianbHi eHAOTOKCUHU» Y
crneundikayii Ha Po3unH A Ta b nmicns
3MiLLyBaHHSA BMICTY kKamep); 3MiHu | Tuny - 3miHn
3 AKoCTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS roTOBOrO JliKapcbKoro 3acoby
(iHWi 3miHM y MeTofax BUNpo6yBaHb
(BKNtOYaKOUN 3aMiHy abo [OMNOBHEHHS)) ( 3MiHM B
aHaNiTUUHIlA MeToguuj 3a NOKa3HUKOM
«KinbkKicHe BU3HaYeHHs1» (KOHTPOSIb Ki/lbKiCHOTO
BMICTY Kas1bLiit0 METOOM CreKTpodhoTOMETPIT 3
BMKOPVCTaHHAM NPOTOYHOIO aBTOMAaTUYHOIO
aHasizaTopa Ta KOHTPO/1b KiflbKiCHOro BMIiCTY
INIH0KO31 hepMEHTATMBHO-
CcnekTpohOTOMETPUYHUM METOA0M) (3MiHU B
NpUroTyBaHHi BUNPo6YBaHOro Ta CTaHAaPTHUX
pO3unHiB); 3MiHu | TUNY - 3MiHKU 3 SKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. NogaHHs HoBoro abo

3a
peyenmom

UA/14968/01/03
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

no 5 KoMnnekTiB y
Kopobui; no 2,5 ny
[BOKAMEPHOMY MiLLIKY
(mana kamepa - 906 mn
po34nHy A; BENUKA
Kamepa - 1594 mn
po3uuHy B),
obnagHaHoOMy
iH'eKLjiliHMM NnopTOM 3
iHTerpoBaHunm 3a
[0MOMOrot ABOX
Marictpaneii Ta'Y —
3'efHyBava NoOpPoXHiM
MiLLKOM AN15 ApeHaxy,
BKNafleHUX B
iHOVBIAYyaIbHNI NakerT;
no 4 KOMNNeKTn y
Kopobui; no5ny
[BOKaMepHOMY MiLLIKY
(mana kamepa - 1812 mn
po3unHy A; Benvka
Kamepa - 3188 mn
po3uuHy B),
obnagHaHomy
iH'EKUiiHMM NOpTOM Ta
3'eqHyBayem,
BKNafEHOMY B
iHOVBIQYyaIbHNI NakerT;
no 2 KOMNNEeKTn y
Kopoo6Li

OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI abo
BWIYYEeHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BVXifHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; onsa [ONOMIXHOT pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBuii cepTucpikat B HOBOro BUPOGHUKA
(3amiHa abo [40MNOBHEHHS) (NOAAHO HOBUIA
cepTtudikaT BignosigHocTi €E® No. R1-CEP
1997-059-Rev 03 115 Ait0H0I peHOBUHM T1H0KO3M
MOHOrigparty Big HoBoro Bupo6Hnka CARGILL
S.L.U,, Icnanif); 3miHu | Trny - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikar
BiiNOBIAHOCTI E€BPONENCHKIit
thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI a60
BUNYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomixKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBHULTBI
A®I; ons 4ONOMIXKHOT pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwii cepTudikat Big HOBOro BUPOGHUKA
(3amiHa abo fONOBHEHHS) (MOAAHO HOBWIA
cepTudikar signosigHocTi €E® No. R1-CEP
2006-264-Rev 00 gns 4itoyoi pevyoBUHN MarHito
X/0puay rekcarigpary Bif HOBOTO BMPOGHMKA
Macco Organiques, s.r.0., Yecbka Pecny6nika);
3MiHn | TUNYy - 3MiHn 3 aKocTi. CepTudikar
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI abo BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BYKOPUCTOBYHOTbCA Y BUPOOHULUTBI API; ans
[OMNOMDKHOT peyoBMHU (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBuii cepTucpikat B, HOBOro BUPOGHUKA
(3amiHa abo [40NOBHEHHS) (NOAAHO HOBUIA
cepTtudikaT BignosigHocTi €E® No. R1-CEP
2006-263-Rev 00 ans gjto4oi peqyoBuHN KasbLito
xnopugy avrigpary Bifi HOBOro BUPO6HMKaA
Macco Organiques, s.r.o., Yecbka Pecny6nika);
3MiHu | TUny - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

€Bponelicbkin hapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyUYEHHSA cepTudikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[0NOMDKHOT peqyoBrHU (cepTudpikat
BiNOBIgHOCTI €Bponelickkili hapmakonel) -
OHOBNeHW cepTUdikaT Bif y)xe 3aTBEpAKEHOro
BMPOGHMKA (NOAAHO OHOBEHUI cepTudikaTt
signosigHocTti EP (No. R1-CEP 2007-356-Rev
00) ansa gilyoi peyoBMHM KasbLiito Xopuagy
Aurigpary Bif, 3aTBEPAKEHOTO BUPOBHMKA
MERCK KGaA, a TakoX HEKOPEKTHO 3a3HaueHy
Ha3By BUpOOHUKa y 3aTBepxeHnx MKA
npuBeLEeHO Y BifgNoBIgHICTL 40 HA3BW,
3a3HayeHol y MaTepiasiax peecTpauyiiiHoro 4ocbe
Ta ceptudpikaty BignosigHocTi EP); 3miHn Il Tuny
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KopoTkili
XapaKkTepucTmLi NikapCcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KTIHIYHMKW AaHUMK Ta
LaHumu 3 dhapmakoHarnsagy (3MiHuM 4o iHCTpyKUit
y po3gin "MNokasaHHA" (pefaryBaHHs TekcTy 6e3
3MiHM iHchopMaLii Mo cyTi), @ TakoX y po3ainu:
"MpoTunokasaHHs", "Oco6/IMBOCTI
3acTocyBaHHs", "3acTocyBaHHs y nepios
BariTHoCTi abo rogyBaHHs rpyaat”, "Cnocié
3acTocyBaHHs Ta go3n”, "lMepeno3ysaHHA"
(peparyBaHHs po3giny), "MobivHi peakuii”)
(TepmiH BBEAEHHSA 3MiH MPOTArOM 3-X MicsLiB
nicnsa 3aTBepakeHHs); 3MiHu Il Tuny - 3MiHK 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
NiKapcbKoro 3acoby (3MiHa 3HaxoAnTbLCS No3a
3aTBEPMHKEHVIMU AONYCTUMUMU MEXamu
cneumdikauii) (3MiHW KpUTEPITB NPUIAHATHOCTI 3a
nokasHnkoM «pH» y crneuudikaii Ha Po3umH A
Ta b nmicnsa 3miwyBaHHA BMICTY kamep); 3minHu |l
My - 3MiHK 3 AKoCTi. APl. BUpobHMLTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMKHOrO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCA Y
BUpo6HUYOMY npoueci ADl, abo 3miHa
BMPO6HMKa (BKIKOYAKOUM, e HEOOXiAHO, MicLe
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

npoBefeHHs KOHTPOosTo skocTi) APl (3a
BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHOMY
[0Cbe)(BBEAEHHS HOBOTO BMPO6HUKa A®I, Konn
He NnofaeTbca MacTep-ghaiin Ha AdI Ta wo
B/Marae 3Ha4yHoi 3MiHW 40 BiANOBIAHOTO Po3ainy
focbe Ha Adl) (BBELEHHSA a/IbTEPHATUBHOIO
BUPOGHMKA [il040T peYOBUHM HaTpilo
rippokap6oHaty Church & Dwight Co., Inc.,
CLUA)

127.

®JIOKCUME[,

Kpanni O4Hi Ta BYLLHI,
po3unH 0,3% no 5 mny
dhnakoHax-
KpanenbHuusx Ne 1

YOPAL, MEAVNLMH

O®PTA/TIbMIKC
NIMITEL

Benvka
BpuTtaHis

E.LM.L.Ko.

erunet

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3Minn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asiBHUKa
(BnacHvka peecTpaLiiHoro noceigyeHHs) (3miHa
afpecy 3asiBHMKA)

3a
peyenmom

UA/8079/01/01

128.

D/TYKOHA3O0N

TabneTku, BKpUTI
060/10HKO0, No 50 Mmr,
no 10 TabneTtok y
6nicTepi, no 1 6nictepy
B MauLj 3 kapToHy, rno 10
TabneTtok y 6nictepi, no
100 6nicTepiB y kopobui
3 KapTOHY

MpAT "TexHonor"

YKpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiHM [0 peecTpauiiHnx MaTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarisgy
(iHWi 3MiHW) -
3amiHa rpagiyHoro ohopMEHHs yNakoBkM Ha
TEKCT MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
yNakoBOK, 3 BiANOBIAHOI 3aMiHOK po3ainy
«["padhiuHe ohopMIIEHHS YNAKOBKMN» Ha pO3fin
«MapKyBaHHS», Ta BHECEHHS HE3HAYHUX
peAakuifiHnX NPaBoK y TEKCT MapKyBaHHSA
BTOPVHHOT YNakoBkW. BBeEHHS 3MiH NPOTAroM
6-T MicALIB MicNA 3aTBEPMXEHHS. 3MiHK | Tuny
- AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPOBaKEHHS AiSIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BKIHOYaKuM AifbHUL BUNYCKy cepii abo
MicLie NpoBeAEHHS KOHTPO/TIO AKOCTI.
(aisnbHIiCTb, 3a AKy Bignosigae
BMPOGHUWK/IMNOpPTEp, BK/IOYaUM BUMYCK Cepiid) -
3MiHa agpecy BUpobHuKa 13, 6e3 3MiHn Micusa
BMPOGHMLTBA. BBEAEHHS 3MiH MpoTsArom 6-Tn
MicaLiB nicns 3aTBepmKeHHs. 3MiHuW | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNacHUKa
peecTpauiiiHOro NocBigYeHHs ) - 3MiHa agpecu
3asBHUKa. BBeeHHs 3MiH NpoTArom 6-Tu
MicsLiB MiCNsA 3aTBEPAKEHHS.

3a
peyenmom

UA/0276/01/01

129.

DJTYKOHA3O0N

TabneTku, BKpUTI
060/10HKO0, No 100 wmr,
no 10 TabneTtok y
6nicTepi, no 1 6nictepy
B MauLyi 3 kapToHy, no 10
TabneToK y 6rictepi, No

MpAT "TexHonor"

YkpaiHa

MpAT
"TexHonor"

Ykpaina

BHECEHHS 3MiHM [0 peecTpauiiHnx Matepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarisgy
(iHWi 3MiHK) -
3amMiHa rpadpiyHoOro othopM/IEHHS YNakoBK/ Ha
TEKCT MapKyBaHHA NePBMHHOI Ta BTOPUHHOT

3a
peyenmom

UA/0276/01/02
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

100 6nicTepiB y kopobui
3 KapTOHY

yMakoBOK, 3 BiANOBIAHOK 3aMiHO PO34iy
«["padhiuHe ohOpMIIEHHS YNAKOBKN» Ha pO3[in
«MapKyBaHHs», Ta BHECEHHSI HE3HAaYHMX
peAakuifiHnX NPaBoK y TEKCT MapKyBaHHS
BTOPVHHOT YNakoBkW. BBeEHHS 3MiH NMPOTAroM
6-T MicALIB MiCNA 3aTBEPMKEHHS. 3MiHK | Tuny
- AOMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo afipecu MicLsi NPOBaPKEHHS AiSNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro fikapcbKoro
3aco6y, BKIHOYAKuM AifbHULL BUNYCKY cepii abo
MicLie NPOBEeAEHHSA KOHTPO/TIO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/IMNOpPTEp, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa agpecu BUpo6HuKa M3, 6e3 3mMiHW Micus
BMPOGHMLTBA. BBEAEHHS 3MiH NpOTSArom 6-Tn
MiCAUIB MiCc/1A 3aTBEPKEHHSA. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKaA (BNacHUKa
peecTpauiiHOro NocBigYeHHs) - 3MiHa agpecun
3asBHUKaA. BBeEHHA 3MiH NpoTArom 6-Tn
MicsLiB MiCNSA 3aTBEPAKEHHS.

130.

D/TYKOHA3O0N

TabneTku, BKpUTI
060/10HKO10, NO 150 mr,
no 1 Tabnetuiy
6nicTepi, no 1 abo 2
6nictepu B nauLi 3
KapToHY, No 2 TabneTku
y 6nicTepi, no 1
6nictepy y nauui 3
KapTOHY

MpAT "TexHonor"

YkpaiHa

MpAT
"TexHonor"

Ykpaina

BHECEHHS 3MiHM [0 peecTpauiiHnx MaTepianis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarisgy
(iHWWi 3MiHK) -
3amiHa rpagiyHoro ohopmMaIEHHs yNakoBKM Ha
TEKCT MapKyBaHHsA NePBUHHOT Ta BTOPUHHOI
yMakoBOK, 3 BiANOBIAHOK 3aMiHOI Po34iny
«["padhiuHe ohopMIIEHHS YNAKOBKWN» Ha pO3[in
«MapKyBaHHsA», Ta BHECEHHS HE3HAYHUX
peAakuifiH1X NpaBoK y TEKCT MapKyBaHHSA
BTOPVHHOT YNakoBkW. BBeE€HHS 3MiH NPOTAroM
6-T MicALIB MicNA 3aTBEPMXEHHS. 3MiHK | Tuny
- AOMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micusa NPOBaKeHHS AiSIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapCbkoro
3aco6y, BK/II0YAKuM Ai/bHULL BUNYCKy cepii abo
MicLie NPOBEAEHHS KOHTPOJTIO AKOCTI.
(aisnbHiCcTb, 3a AKy Bignosigae
BMPOGHUWK/IMNOpPTEp, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa agpecy BUpo6HuKa 13, 6e3 3MiHM MicLsA
BMPOGHMLTBA. BBEAEHHS 3MiH MpOTSArom 6-Tn
MicALIB Mic/A 3aTBepXEHHS. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNacHUKa
peecTpauiiHoOro NocBigYeHHs ) - 3MiHa agpecu
3asBHUKA. BBeEHHA 3MiH NpoTArom 6-Tn
MicsLB MiCNSA 3aTBEPAKEHHS.

Ne 1 — 6e3

peyenma;
Ne 2 - 3a

peyenmom

UA/0276/01/03




106

Ne
n/n

Hassa

JliKapcbKO20

3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

131.

D/TYKOHA3O0N

TabneTku, BKpUTI
060/10HKO0, N0 150 Mr
in bulk: no 3000
TabneTok y
KOHTelHepax

MpAT "TexHonor"

YkpaiHa

MpAT
"TexHonor"

Ykpaina

BHECEHHS 3MiHM [0 peecTpauiiHnx Matepianis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnsagy
(iHWWi 3MiHK) -
3aMiHa rpadiyHoro oopMIEHHS YNakoBKu Ha
TEeKCT MapKyBaHHsA NepPBUHHOT Ta BTOPUHHOI
yMakoBOK, 3 BiANOBIAHOK 3aMiHOI PO34iny
«["padhiuHe ohOpMIIEHHS YNAKOBKN» Ha pO3[in
«MapKyBaHHs», Ta BHECEHHS HE3HAaYHMX
peAakuifiHnX NpaBoK y TEKCT MapKyBaHHS
BTOPVHHOT YNakoBkW. BBeEHHS 3MiH NMPOTAroM
6-T MicALIB MicNA 3aTBEPMKEHHS. 3MiHK | Tuny
- AOMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo afipecu MicLsi NPOBaPKEHHS AiSNIbHOCTI
BMPOGHUKa/iMnopTepa roToBoro fikapCbKoro
3aco6y, BKII0YAKuM AifbHULL BUNYCKY cepii abo
MicLie NPOBEeAEHHSA KOHTPO/TIO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/IMNOPTEp, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa agpecu BUpo6HuKa M3, 6e3 3mMiHW Micus
BMPOGHUMLTBA. BBEAEHHS 3MiH NpOTSArom 6-Tn
MiCAUIB MiCc/1A 3aTBEPKEHHSA. 3MiHu | Trny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKaA (BNacHUKa
peecTpauiiHOro NocBigYeHHs) - 3MiHa agpecu
3asBHUKaA. BBeEHHA 3MiH NpoTArom 6-Tn
MicsLiB MiCNSA 3aTBEPAKEHHS.

UA/13380/01/01

132.

DNYTIKCOH

NOPOLLIOK ANS iHranALjii,
TBepAi kancynu no 250
MKr no 10 kancyny
6nicTepi; no 6 6nictepis
Y KOMM/EKTi 3
iHranaTopom y
KapTOHHI Kopo6Lyi

TOB "Apaven”

MonbLa

Brpo6HuK in
bulk:

AT CMb
TekHomoaxXu,
Benbris;
Brpo6HuK, Lo
Bignosigae 3a
nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
3aknag
PapmaueBTny
HUA Agaves
dapma C.A.,
MonbLya;
Brpo6HWK, Lo
Bignosigae 3a
KOHTPO/b Ta

Benbrisi/
MonbLa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:
3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BU/TyUYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[0NOMDKHOT peqyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickbkilt hapmakonei) -
OHOBeHW cepTUdikaT Bif yXe 3aTBEpAXEHOro
BMPOGHMKA (NOAAHO OHOBMEHUI cepTudikaTt
BignosigHocTi E® R1-CEP 2007-192-Rev 02
0115 Ailo40T peyoBrHY h/TyTUKA30HY MponioHaTy
Bif, 3aTBEepAxeHoro BupobHnka PERRIGO API
LTD, I3paink 3i 3MiHOK Ha3BW 3aTBEPAKEHOrO

BUMYCK Cepii: BMPOGHWKa); 3MiHM | Tuny - AOMiHICTpaTWBHI
Mab6'aHiLbKni 3MiHW. BunyyeHHs BUPOOHUYOT AiNbHUL
hapmavneBTuy (Bknrovaroum ginbHni Ans A®l, NPoMiXXHOTO

3a
peyenmom

UA/12304/01/02
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

HWIA 3aBOf,
Monbtha A.T.,
Monblwa

npoaykTy abo rotToBOro nikapcbkoro 3acooy,
AiNbHUUI NS NPOBELEHHA NaKyBaHHS,
BUPOGHMKA, Bi4NOBIAAILHOIO 3a BUNYCK Cepii,
MicLie NpoBeAEHHS KOHTPO/IHO cepii) abo
noctayanbHuKa BUXiAHOTO MaTepiany, peareHty
a60 AONOMIXHOT Pe4OBUHM (SKLLO 3a3HAYEHO Y
[ocbe) (BUyyYeHHs BUpobHrka TOB «Afameny»,
Monblya, LWo BiANOBIAAE 3@ KOHTPO/b Ta BUMYCK
cepii); 3miHu | TUNy - AGMIHICTPaTUBHI 3MiHN.
BunyyeHHs BUPOGHWYOT AinbHuLi (BKIHOYa0UM
AinbHuui ansa A®l, npomixHoro npoaykty abo
roTOBOrO /iKapCbKoro 3acoby, AinbHUL A1
NpoBefeHHA NakyBaHHs, BUPOOHUKA,
BiANOBIAA/ILHOIO 3a BMNYCK Cepiii, MicLe
npoBeAEeHHS KOHTPOLO cepii) abo
noctayanibHuKa BUXiAHOTO MaTepiasy, peareHty
a60 [ONOMIKHOI PeHOBMHU (AKLLO 3a3HAaYeHO Y
[ocbe) (BUyYeHHs BUpobHuka TOB «Afames»,
MonbLya, wWo Bignosigae 3a BeCb BUPOOHNYMIA
npouec); 3miHu | Tuny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3amiHa
abo BBeAEHHS 40A4AaTKOBOI AiNbHNLI
BMPOBHMLTBA 151 YACTUHM abo BCbOro
BMPOGHMYOTrO NpoLecy roToBOro NikapcbKoro
3ac006y (iHWi 3MiHK) (NpuBeAeHHS OyHKLT
BMPO6HUKIB 13 0 MaTepianiB peecTpaviiiHoro
[OCbe, L0 NofaBasoch Ha peecTpaLii)

133.

DNYTIKCOH

NOPOLLIOK ANS iHranALjii,
TBepAi kancynu no 125
MKr no 10 kancyny
6nicTepi; no 6 6nictepis
Y KOMM/EKTi 3
iHranaTopom y
KapTOHHI Kopo6Lyi

TOB "Apaven”

MonbLa

Brpo6HuK in
bulk:

AT CMB
TekHomoaxXu,
Benbris;
Brpo6HuK, Lo
Bignosigae 3a
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
3aknag
PapmaueBTny
HUA Agaves
dapma C.A.,
MonbLya;
Brpo6HWK, Lo
Bignosigae 3a
KOHTPO/b Ta
BUMYCK Cepii:
Mab6'aHiLbKni
hapmavneBTuy

Benbrisi/
MonbLa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:
3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BU/TyUYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[0NOMDKHOT peqyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickbkilt hapmakonei) -
OHOBeHW cepTUdikaT Bif yXe 3aTBEpAXEHOro
BMPOGHMKA (NOAAHO OHOBMEHUI cepTudikaTt
BignosigHocTi E® R1-CEP 2007-192-Rev 02
0115 Ailo40T peyoBrHY h/TyTUKA30HY MponioHaTy
Bif, 3aTBEepAxeHoro BupobHnka PERRIGO API
LTD, I3paink 3i 3MiHOK Ha3BW 3aTBEPAKEHOrO
BMPOGHWKa); 3MiHM | Tuny - AOMiHICTpaTWBHI
3MiHW. BunyyeHHs BUPOOHUYOT AiNbHUL
(Bknrovaroum ginbHni Ans A®l, NPoMiXXHOTO

3a
peyenmom

UA/12304/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HWI 3aBOS, npoaykTy abo rotToBOro nikapcbkoro 3acooy,
Monbtha A.T., OiNbHULI ANS NpoBeAEeHHS NakyBaHHS,
Monbuwa BUPOGHMKA, Bi4NOBIAAILHOIO 3a BUNYCK Cepii,
MicLie NpoBeAEHHS KOHTPO/IHO cepii) abo
noctayanbHuKa BUXiAHOTO MaTepiany, peareHty
a60 AONOMIXHOT Pe4OBUHM (SKLLO 3a3HAYEHO Y
[ocbe) (BUyyYeHHs BUpobHrka TOB «Afameny»,
Monblya, LWo BiANOBIAAE 3@ KOHTPO/b Ta BUMYCK
cepii); 3miHu | TUNy - AGMIHICTPaTUBHI 3MiHN.
BunyyeHHs BUPOGHWYOT AinbHuLi (BKIHOYa0UM
AinbHuui ansa A®l, npomixHoro npoaykty abo
roTOBOrO /iKapCbKoro 3acoby, AinbHUL A1
NpoBefeHHA NakyBaHHs, BUPOOHUKA,
BiANOBIAA/ILHOIO 3a BMNYCK Cepiii, MicLe
npoBeAEeHHS KOHTPOLO cepii) abo
noctayanibHuKa BUXiAHOTO MaTepiasy, peareHty
a60 [ONOMIKHOI PeHOBMHU (AKLLO 3a3HAaYeHO Y
[ocbe) (BUyYeHHs BUpobHuka TOB «Afames»,
MonbLya, wWo Bignosigae 3a BeCb BUPOOHNYMIA
npouec); 3miHu | Tuny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3amiHa
abo BBeAEHHS 40A4AaTKOBOI AiNbHNLI
BMPOBHMLTBA 151 YACTUHM abo BCbOro
BMPOGHMYOro NpoLecy roToBoro /ikapcbKoro
3ac006y (iHWi 3MiHK) (NpuBeAeHHS OyHKLT
BMPO6HUKIB 13 0 MaTepianiB peecTpaviiiHoro
[O0CbE, L0 N0AaBaoChk Ha peecTpaLii)
134. | ®YPOCEMIA- PO34mnH ANs iH'ekuin 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/2353/02/01
AAPHULA Mr/Mn No 2 MA B aMmnyni; "PapmavueBTuyHa "®apmaueBTun 3MiHu | TMNy - 3MiHKW 3 KOCTi. FoTOBUIA peyenmom
no 10 amnyn y dipma "fapHuus” YyHa hipma nikapcbkuii 3aci6. Cuctema
KOHTYPHIli YapyHKOBIi "OapHuus” KOHTeliHep/3aKkynoptoBasibHKii 3aci6. 3MiHa
ynakosLi; no 1 PO3Mipy ynakoBKv roTOBOro MikapcbKoro 3acoby
KOHTYPHIli YapyHKOBIi (BUTyYEHHSI YNaKoBKM NMEBHOTO Po3mipy)
ynakoBLji B mauui; no 2 (BUTyYeHHS ynakoBoK no 2 M B amnyi, no 10
M/1 B amnyni; no 5 amnyn y kopob6ui) (TepmiH BBe4EHHS 3MiH
amnyn y KOHTYpPHIi NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPAKEHHS)
YapyHKOBIli yrnakoBLi; No
2 KOHTYpPHi YapyHKOBI
YNakoBKM B MauLli
135. | LETPUNEB TabneTku, BKpUTI €Bpo Naiidkep NT4, Benuvka $AC NimiTeq, IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/9079/01/01
NNiBKOBOK 060/I0HKOIO, BpuTaHis 3MiHK | TRy - 3amiHa rpadiyHmx 306paxeHb peuenma
no 5 mr no 10 TabneTok YNakoBOK Ha TEKCT MapKyBaHHS NepBUHHOI Ta
y 6nicTepi; no 1, no 3 BTOPVHHOI ynakoBku Ne 10, Ne 30
a6o no 10 6nicTepis B
KapTOHHI Kopo6Lii
136. | LE®POIrPAM® NOPOLLOK A1 PO3UUNHY Opxig ®apma JlimiTeq, IHais AcTtpan IHAis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/7555/01/01
ONA iH'ekuili no 250 mry Crepitey 3MiHu | TMNY - 3MiHK 3 AKkoCTi. FoToBMIA peyenmom
donakoHax Ne 1, Ne 50 MpaiBeT NiKapCbKuii 3aci6. 3MiHN Y BUPOOHMLTBI. 3MiHa
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

Nimiteq

iMnopTepa/3aMiHu, L0 CTOCYITbCS BUMYCKY Cepil
Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHs BUPOOHUKA, L0
BiANOBigaEe 3a BBe3€HHA Ta/abo Bunyck cepi) -
Bk/touatouy KOHTPOb/BUNPOGYBaHHSA cepii
(3a3HayeHHs BUPOGHMYOT AinbHULI AcTpan
Crepiteu MNpaiiBeT JlimiTen, Ska Bignosigae 3a
BMNYCK cepil, BKIOYaoum
KOHTPONb/BUNPO6YBaHHA cepii) CynyTHA 3MiHa -
3MmiHu 3 sKocTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHK
Y BUPOGHMLTBI. 3aMiHa abo BBEAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YaCTUHU
a60 BCbOro BUPOGHNYOro NpoLiecy roToBoro
niKkapcbkoro 3acoby (iHwi 3MiHW) (3a3HayYeHHs
BMPOGHMYOI AinbHuLi AcTpan Ctepitey MNpaiiset
NimiTen, sika BiANOBIAAE 32 MOBHUIA LMK
BMPOGHMLTBA. MicLe BUpo6GHMLTBA
3/IMLLAETLCA HE 3MIHHUM)

137.

LE®OrPAM®

NMOPOLLOK A/ PO3UUHY
0N iH'ekuii no 500 Mry
chnakoHax Ne 1, Ne 50

Opxig ®apma Nimiteq,

IHais

AcTpan
CrepiTey
MpaiiseT

Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHu | TMNy - 3MiHKW 3 KOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTLCS BUMYCKY cepil
Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHsi BUPOOHUKA, L0
BiANOBifgae 3a BBe3€HHA Ta/abo Bunyck cepi) -
Bk/itovatoun KOHTPOIL/BUNPOBYBaHHSA cepii
(3a3HayeHHs BUPOGHMYOT AinbHULI AcTpan
Crepiteu MNpaiiBeT JlimiTe, Ska Bignosigae 3a
BUNYCK cepil, BKIOYaoum
KOHTPO/b/BMNpo6YyBaHHA cepii) CynyTHA 3MiHa -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbknii 3aci6. 3MiHK
y BUPOGHMLTBI. 3aMiHa abo BBEAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YaCTUHU
a60 BCbOro BUPOGHNYOro NpoLiecy roToBoro
niKkapcbkoro 3acoby (iHwi 3MiHW) (3a3Ha4YeHHs
BMPOGHWYOI AinbHuLi AcTpan Ctepited MpaiiseT
NimiTen, sika BiANOBIAAE 32 MOBHUIA LMK
BUpO6GHMLUTBA. MicLe BUPOBHULTBA
3/IMLIAETLCA HE 3MIHHUM)

3a
peyenmom

UA/7555/01/02

138.

LE®OrPAM®

NMOPOLLOK A/ PO3UUHY
Ons iH'ekuii no 1000 mr
y donakoHax Ne 1, Ne 50

Opxig ®apma Jlimiteq,

IHAjA

AcTpan
CrepiTey
MpaiiBeT

Nimiteq

IHAjA

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TMNY - 3MiHKW 3 KOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3mMiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYOTLCS BUMYCKY cepil
Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHsi BUPOOHUKA, L0
BiANoOBigae 3a BBE3€HHA Ta/abo Bunyck cepi) -
Bkitoyatoun KOHTPOL/BUNPOBYBaHHSA cepii
(3a3HayeHHs BUPOGHMYOT AifbHuLUi AcTpan

3a
peyenmom

UA/7555/01/03
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Ne

Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Crepiteu MNpaiiBeT JlimiTe, Ska Bignosigae 3a
BMNYCK cepil, BKOYaoum
KOHTPONb/BUNPo6YBaHHA cepii) CynyTHA 3MiHa -
3MmiHu 3 sKocTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YaCTUHU
a60 BCbOro BUPOGHNYOro NpoLiecy roToBoro
niKkapcbkoro 3acoby (iHwi 3MiHW) (3a3HayYeHHs
BMPOGHMYOI AinbHuLi AcTpan Ctepitey MNpaiiset
NimiTen, sika BiANOBIAAE 3@ MOBHUIA LMK
BMPOGHMLTBA. MicLe BUpo6GHMLTBA
3/IMLLAETLCA HE 3MIHHUM)
139. | ULMUHABCWUH Tabnetkn Ne 100 (20x5) [Joiye Xomeonari- Himeuunna [Loive HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 6e3 UA/6790/01/01
y 6nicTepax B kOpobuj YHioH AXY- Xomeonari- 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peuenma
ApuHraiimitTens M6Xx YHioH OXY- Ta/abo [oMyCTUMUX MEX roTOBOro MikapCbKoro
& Ko. KI ApuHaiimitTTen 3acoby - 3MiHM 4o cneuudikalii Ta MeTogiB
b 'M6X & Ko. KOHTPOJ110 rOTOBOrO NiKapCcbKoro 3acoby; 3MiHu |
Kl TMNY - NPUBEAEHHA 3aTBEPAKEHUX METOAMK
KOHTPO/I0 3a NOKa3HUKOM «laeHTudikalis» gns
nitoumnx pevosuH Hydrastis Ta Echinacea y
BIANOBIAHICTb A0 MOHOrpadiin HimeLpKoi
TomeonaTtuyHoi ®apmakonei
140. | UWUHHAPU3NH Tabnetky no 25 mrin MAT "BiTamiHn" Ykpaina Bupo6HULTBO Bonrapis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/12593/01/01
CO®PAPMA bulk Ne 4000 (50x80): no Hepo3chacosa 3MmiHu | TMRY - 3MiHKW 3 AKoCTi. FoToBUIA
50 TabneTok y 6nicTepi; HOT MpoAayKL,i, nikapcbkuii 3aci6. Cuctema
no 80 6nicTepis B nepBuHHA KOHTeliHep/3aKkynoptoBasibHUii 3aci6. 3MiHa
noninponineHoB.il ynakoBKa: PO3Mipy ynakoBKv roTOBOrO MikapCbKoro 3acoby
Kopo6ui; in bulk Ne 4500 AT "YHichapm", (iHWwi 3miHV) (BBEAEHHS [04ATKOBOro po3Mipy
(50x90): no 50 TabneTok Bonrapis; ynakoBku in bulk Ne 4500 (50x90): no 50
y 6nicTepi; no 90 Bupo6HMLTBO Tabnetok y 6nictepi; no 90 6nicTepis B
6nicTepis B Hepo3dacoBa noninponineHoBii kopobui (NepBUHHMIA
noninponineHoBii HOI NpoAYKLUiT, nakyBaJibHUIA MaTepias He 3MiHUBCS)
Kopoo6Li nepBuHHA
ynakoBka,
[03BiN Ha
BUMYCK Cepii:
AT
"Codhapma”,
Bonrapis
141. | ULUNPO®P/IOKCA | TabneTkn BKpUTI MpAT "TexHonor" Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3a UA/8660/01/01
LH 060/10HKO10, 1Mo 250 Mmr, "TexHonor" 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom

no 10 TabneTtok y
6nicTepi, no 1 6nictepy
y nauui 3 kKapToHy, no 10
TabneTtok y 6nictepi, No
90 6nicTepiB y kopobui 3
KapTOHY

HaliMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa
(BnacHviKa peecTpauiiHoro NocBigYEHHS) - 3MiHa
afpecy 3asBHUKa. BBeeHHA 3MiH NpoTArom 6-
TV MiCALB Nic/1a 3aTBEPMAKEHHSA. 3MiHN | TRy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecu Micus NPoBaPKEHHS AiSNbHOCTI
BMPOGHUKa/iMnopTepa roToBoro Jlikapcbkoro
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Ymosu

Homep

Ne
n/n

Hassa
JliKapcbKO20

Popma sUnyCKy
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

3acoby

ynakoska)

3aco6y, BKII0YAKuM AifbHULL BUNYCKY cepii abo
MicLie NPOBEeAEHHSA KOHTPO/TIO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMWK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa agpecu BUpo6HuKa M3, 6e3 3mMiHW Micus
BMPOGHULTBA. BBEAEHHS 3MiH NpOTSAroM 6-Tn
MiCAUIB MiC/1A 3aTBEPKEHHSA. 3MiHu | Trny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3amiHa
rpachiyHoro ohoOpMIEHHS YNakoBK/ Ha TeKCT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNaKkoBOK,
3 BifNOBIAHO 3amiHO0 po3giny «IpadiyHe
0hOpMIEHHS YMAaKOBKM» Ha PO34iN
«MapKyBaHHS», Ta BHECEHHSI HE3HAYHNX
pefakuiiiHX NpaBoK y TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT YNakoBOK. BBeAeHHA
3MiH NPOTAroMm 6-Tu MicAuiB nicns
3aTBEPKEHHS.

3a

UA/8660/01/02

142.

LMNPO®/IOKCA
LMH

TabneTkn BKpUTI
060/10HKO10, No 500 wmr,
no 10 TabneTtok y
6nicTepi, no 1 6nictepy
y nauuj 3 kapToHy, no 10
TabneTtok y 6nictepi, no
70 6nicTepiB y kopobui 3
KapTOHY

MpAT "TexHonor"

YkpaiHa

MpAT
"TexHonor"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHW | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHviKa peecTpauiiHoro NocBigYeHHs) - 3MiHa
afpecy 3asBHUKa. BBeeHHA 3MiH NpoTarom 6-
TN MiCALB NiCNa 3aTBEPMKEHHS. 3MiHW | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micusa NPOBaKeHHS AiSIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapCbkoro
3aco6y, BK/II0YAKuM Ai/bHULL BUNYCKy cepii abo
MicLie NPOBEAEHHS KOHTPOJTIO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHUWK/IMNOpPTEp, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa agpecy BUpo6HuKa 13, 6e3 3MiHM MicLsA
BMPOGHMLTBA. BBEAEHHS 3MiH MpOTSArom 6-Tn
MicALIB Mic/A 3aTBepXEHHS. 3MiHu | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3amiHa
rpachiyHoro ohopMIEHHS YNakoBK/ Ha TeKCT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNaKoBOK,

3 Bi4NOBIAHO 3amiHOW0 po3giny «IpadiyHe
0hOpMIEHHS YMaKOBKM» Ha PO3A4iN
«MapKyBaHHS», Ta BHECEHHSI HE3HAYHNX
pefakuifiHuX NpaBoK y TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT YNakoBOK. BBeAeHHA
3MiH NPOTArom 6-Tu MicAuiB nicns
3aTBEPKEHHSI.

peyenmom

UA/12980/01/01

143.

LUNPO®IOKCA
LMH

TabneTkn BKpUTI
060/10HKot0, no 500 wmr,

in bulk: no 2000

MpAT "TexHonor"

YKpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa

HalilMeHyBaHHs Ta/abo agpecu 3asiBHUKa
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Homep

Ne
n/n

Hassa
JliKapcbKO20

Popma sUnyCKy
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

peecmpayiliHo2o
nocsio4yeHHs

3acoby

ynakoska)
TabneTok y
KOHTelHepax

(BnacHviKa peecTpauiiHoro NocBifYeHHs) - 3MiHa
afpecy 3asBHVKa. BBeeHHA 3MiH NpoTarom 6-
TN MiCALB NicNa 3aTBEPMKEHHS. 3MiHM | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afipecu MicLsi NPOBaPKEHHS AiSNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro fikapCbKoro
3aco6y, BKIIOYAKuM AifbHULL BUNYCKY cepii abo
MicLie NPOBEeAEHHSA KOHTPO/TIO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosifae
BMPOGHMWK/IMNOpPTEp, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa agpecu BUpo6HuKa M3, 6e3 3mMiHW Micus
BMPOGHMLTBA. BBEAEHHS 3MiH NPOTAroM 6-Tn
MiCAUIB MiCc/1A 3aTBEPKEHHSA. 3MiHu | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3amiHa
rpachiyHoro ohoOpM/IEHHS YNakoBK/ Ha TeKCT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK,
3 BifNOBiAHO 3amiHOW0 po3giny «IpadiyHe
0hOpMIEHHS YMAaKOBKM» Ha PO34in
«MapKyBaHHS», Ta BHECEHHSI HE3HAYHNX
peaakuifiHX NpaBoK y TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT YNakoBOK. BBeAeHHA
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.

UA/12979/01/01

144.

LNPO®/IOKCA
LMH

TabneTkn BKpUTI
060/10HKO10, NO 250 Mr,
in bulk: no 4000
TabneTok y
KOHTelHepax

MpAT "TexHonor"

YkpaiHa

MpAT
"TexHonor"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHviKa peecTpauiiHoro NocBigYeHHs) - 3MiHa
afpecy 3asBHUKa. BBeeHHA 3MiH NpoTarom 6-
TN MiCALB NiCNa 3aTBEPMKEHHS. 3MiHM | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micusa NPOBaKeHHs AiSIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapCbkoro
3aco0y, BK/II0YAKuM Ai/bHULL BUNYCKy cepii abo
MicLie NPOBEAEHHS KOHTPOJTIO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMWK/IMNOpPTEp, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa agpecy BUpobHuKa 13, 6e3 3MiHM MicusA
BMPOGHMLTBA. BBEAEHHS 3MiH MpOTSArom 6-Tn
MicAUIB Mic/A 3aTBepXEHHSA. 3MiHu | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3amiHa
rpachiyHoro ohopM/IEHHS YNakoBK/ Ha TeKCT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNaKoBOK,
3 Bif4NOBiAHO 3amiHOW0 po3giny «IpadiyHe
0hOpMIEHHS YMaKOBKM» Ha PO34iN
«MapKyBaHHS», Ta BHECEHHSI HE3HAYHNX

pefakuifiHX NpaBoK Y TEKCT MapKyBaHHS
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NepBUHHOI Ta BTOPUHHOT YNakoBOK. BBeAeHHA

3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.

HauyanbHuK YnpaBniHHA chapMaleBTUYHOI

OIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLUiT

T.M. IAcKOBCbKUu
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MEPENIK

AopaTtok 4
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

Ne

NIKAPCbKNX 3ACOBIB (MEANYHMX IMYHOBIO/TOTNYHNX NPEMAPATIB), AKUM BIAMOB/IEHO Y AEP)XABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH O PEECTPALUINHNX MATEPIANIB
TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

iHraIATOpPOM y
KapTOHHIi KopoobLi

Ne Ha3zBsa dopma sunyckKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa liocmasa lMpoyedypa
n/n JliKapCcbK0O20
3acoby

1. P/TYTIKCOH NMOPOLUOK A5t TOB Monbwa TOB "Apawven”, Monbwa | 3acigaHHA HTP Ne 24 | BigMOBUTK Yy 3aTBepmKeHHi - 3MiHK |
iHransauin, Teepai "Apamvepn" Monbua; Big 06.07.2017 TMNy -  3MiHM 3 AKocTi. [oToBwiA
kancynu, no 125 mkr, Mab'aHiubKuin nikapcbKunii 3aci6b. Cuctema
no 250 mkr no 10 hapmMaLeBTUUHWIA KOHTeHep/3aKynopoBasibHUA 3aci6 (iHLwi
Kancyny 6nictepi; no 6 3aBof MNonba 3minm)  (B.LLF.  (X) 1A) - BBeAeHHA
6nicTepiB y KOMMIEKTi 3 A.T., Nonbwa [04aTKOBOT ynakoBku 6e3 iHranstopa, 3

BIANOBIAHMMN 3MiHAMMK Y P. «YNaKoBKa»,
OCKiNIbKM UA 3MiHa He 3aTBepieHa Yy
KpaiHn BUPOOGHUKa/3asiBHMKA ab60 iHLWOI
KpaiHW, Ha PUHKY SKOT PO3MILLEHWNIA Lelt
NiKapcbKMii 3acid Ta MOXe BNNHYTU Ha
[oCTaBKy, 3acTocyBaHHsA Ta 6e3neky /13
(BipCyTHI BigNOBIgHI AaHi peecTpaviiHoro
[OCbe, fAKi NIATBEPOXYIOTb MOX/UBICTb
TPUBAIOTO BUKOPWCTaHHA iHransatopa 3
yrnakoBKW, ika Mae iHransaTop)

HayanbHuK YnpasniHHA papmavueBTUYHOT
OIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT
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T.M. IackoBCbKUM
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