MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
29.11.2017 Ne 1495
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



Aopatok 1

[0 Haka3y MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

29.11.2017 Ne 1495

NMEPENIK
SAPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIO/IOINYHUX MPEMNAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHI

Hazsa siikapcbko20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asBHuk

Kpaina
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

L-ANAHIH

KpucTaniyHWin NopoLLoK
abo kpuctanu
(cybeTaHuin) y
noABIHMX
nonieTNeHoBUx
nakeTtax gns
dhapmaLeBTUYHOrO
3aCTOCyBaHHSA

AMIHO 'm6X

HimeyunHa

AMIHO 'm6X

HimeyunHa

peecTpauist Ha 5 pokis

He
nionsieae

UA/16454/01/01

L-BANIH

KpucTaniuHuii NopoLLoK
abo Kpuctan
(cybcTaHuis) y
noAgiliHMx
nonieTnIeHoBmX
naketax gns
thapmaL,eBTUYHOrO
3acTOCyBaHHSA

AMIHO 'm6X

HimeuunHa

AMIHO 'm6X

Himeyunna

peecTpauist Ha 5 pokis

He
nidnsieae

UA/16455/01/01

L-rICTUAVH

KPUCTanNiuHMiA MOPOLLIOK
abo kpuctaun
(cybeTaHuin) y
noAagBiliHMX
nonieTuIeHoBMX
naketax gns
hapMaueBTUYHOIO
3aCTOCYBaHHs!

AMIHO 'm6X

HimeuunHa

AMIHO 'm6X

HimevunHa

peecTpauis Ha 5 pokis

He
nionsieae

UA/16456/01/01

L-I3BONENLUNH

KpucTaniyHWin NopoLLIoK
abo nnacrTisLi
(cybeTaHuis) y
noABINHMX
nonieTNeHoBUxX
nakeTtax gns
thapmaueBTUYHOIo
3aCTOCyBaHHSA

AMIHO 'm6X

HimeuunHa

AMIHO 'm6X

HimeuunHa

peecTpauist Ha 5 pokis

He
nionsieae

UA/16457/01/01

L-NENUNH

KpucTaniyHWin NopoLLoK
abo niacTiBLi

AMIHO 'm6X

HimeyunHa

AMIHO 'm6X

HimeyunHa

peecTpauist Ha 5 pokis

He
nionsi2ae

UA/16458/01/01
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA Bionycky aHHs peecmpayitiHo2o
ynakoska) nocsioYyeHHs1
(cybeTaHuin) y
noABIHMX
nonieTNeHoBUx
nakeTtax gns
dhapmaLeBTUYHOrO
3aCTOCyBaHHSA
6. L-®EHINANAHIH KpUCTaniyHWii NopoLLIoK AMIHO 'm6X HimeyunHa AMIHO M'm6X HimeuunHa peecTpauist Ha 5 pokis - He UA/16459/01/01
abo nnacTiBLi nidnsieae
(cybcTaHuis) y
noAgiliHMx
nonieTuIeHoBmx
naketax gns
thapmaLeBTUYHOIO
3aCTOCYBaHHS
7. AHACTPO30/ - TabneTku, BKpUTI MicTtpan Kenitan Benuka (BpOGHULTBO IcnaHis/ peecTpauist Ha 5 pokiB. 3a He UA/16472/01/01
BICTA NNiBKOBOK 060/1I0HKOIO, MeHeKMeHT BpuTaHis (noBHwiA HigepnaHngwn/ MepiognyHiCTb NOAAHHA perynsipHo peyenmom nionsieae
no 1 mr no 14 tTabnetok Nimiteq LuKT), HimeuyunHa OHOBJ/IIOBAHOTO 3BITY 3 6e3nekn
y 6nicTepi; no 2 BKJ/TIHOYaA0UU BiANoBigHO A0 Mopsaaky 34iNCHEHHS
6nicTepy B KAPTOHHIl BUNYCK cepir) hapmakoHarnsgy, 3aTBepikeHoro
Kopoobui CiHTOH Haka3om MiHiCTepcTBa OXOpPOHMN
XicnaHis, C.J1., 3[,0p0B’SA YKpaiHu Bif 27 rpyaHs
IcnaHis; 2006 poky Ne 898, 3apeecTpoBaHuii
(BMPOGHUK, B MiHicTepcTBi loCcTULji YKpaiHn 19
BignoBigasbHU rpyaHa 2016 poky 3a Ne 1649/29779
11 3a BUNYyCK (y pegakuii Hakasy MiHicTepcTBa
cepii) OXOPOHW 340pPOB’S YKpaiHu Big 26
CiHTOH BB, BepecHs 2016 poky Ne 996),
Higepnangu; CTaHOBWTb: 3rifHO 3i CTpOKamu,
(nakyBaHHS1) 3a3Ha4YeHMM Y NepiogNYHOCTI
PotteHzopd nofaHHsA perynsipHuX 3siTiB 3
dapma M'm6X, 6e3neku.
HimeyuunHa;
(nakyBaHHs)
MMN® BB,
Higepnanan
8. BITAMIH D3 Kpanni opasibHi, PO34uH ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa peecTpauis Ha 5 pokis 3a He UA/16441/01/01
15000 MO/mn, no 8 mn y 06MEeXEHO 06MEXEHO0 MepiognyHICTb NOAAHHSA PErynsipHO peyenmom nionsieae
do1akoHi, yKyrnopeHomy BiANOBIAA/BHICTIO BiANOBiA&/bHI OHOBJIHOBAHOrO 3BITY 3 6e3nekn
npo6koto-kpanenbHuLeo | "®apmaueBTnyHa CTIO BifNoBigHO [0 MopsAaKy 34iNCHEHHS
Ta 3aKPUTOMY KPULLIKOIO, KOMnaHis "®GapmaueBTu hapmakoHarnsgy, 3aTBepixeHoro
no 1 conakoHy y kopobui "3nopos'a” YyHa KOMMaHis Haka3oMm MiHicTepcTBa OXOPOHU
"3popos's” 30,0p0B’A YKpainu Bif 27 rpygHs

2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii YkpaiHm 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B’s1 YKpaiHu Big 26
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA Bionycky aHHs peecmpayitiHo2o
ynakoska) nocsioYyeHHs1
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3 NiAMYyHKTOM 4
NyHKTY 2 rnaesu 3 po3giny V.
9. FABATA 100 kancysm no 100 mr in Ankem IHAis Ankem IHais peecTpauist Ha 5 pokis - He UA/16443/01/01
bulk Ne 100, Ne 500, Ne Nab6opaTtopis 174 NabopaTtopi3 nidnsieae
1000 y nnacTuKoBmUx nrp,
6aHkax
10. FABATA 100 kancysm no 100 mr Ne7 Ankem IHais Ankem IHais peecTpauist Ha 5 pokiB 3a He UA/16442/01/01
(7x1), Ne 10 (10x1) y Na6opartopis /Tg, JNabopaTtopis peuyenmom niosnsieae
6nicTepax Jitg
11. FABATA 300 kancynu no 300 mr bulk Ankem IHgis Ankem IHAaisa peecTpauist Ha 5 pokis - He UA/16443/01/02
Ne 100, Ne 500, Ne 1000 Na6opartopis /iTg, NabopaTopis niosnsieae
y NNACTUKOBUX 6aHkax Nt
12. FABATA 300 kancynm no 300 mr Ne Ankem IHgis Ankem IHAaia peecTpauis Ha 5 pokis 3a He UA/16442/01/02
10 (10x1), Ne 14 (14x1) Nab6opaTtopi3 /114, Nab6opaTtopi3 peuyenmom niosnsieae
y baictepax Nitg,
13. FABATA 400 Kancynum no 400 mr Ne Ankem IHais Ankem IHais peecTpaduis Ha 5 pokis 3a He UA/16442/01/03
10 (10x1), Ne 14 (14x1) Na6opaTtopi3 /T4, Nab6opaTtopi3 peuyenmom nionsieae
y 6aictepax Jitg,
14. FABATA 400 Kancysm no 400 mr in Ankem IHais Ankem IHais peecTpauis Ha 5 pokis - He UA/16443/01/03
bulk Ne 100, Ne 500, Ne Na6opaTtopi3 /T4, Nab6opaTopi3 nionsieae
1000 y nnacTmkoBmx nrg
6aHkax
15. rBAN®EHE3VH NnopoLLoK (CybcTaHuis) y CEBEH CTAP TaiiBaHb CEBEH CTAP TaiiBaHb peecTpauisf Ha 5 pokis - He UA/16460/01/01
noaBINHMX SAPMACBHIOTIKA PAPMACBIOT nionsieae
nonieTuneHoBmX 1 KOMIMAHI, NTA,. IKAN
naketax ans KOMIMAHI,
dhapmaLeBTUHHOIO nTA.
3acTOCyBaHHSA
16. FEMUUTABIHY nopoLuok (cybectaHuis) y | TOB "tOpis-dapm" YkpaiHa MNAHTEKC I3painb peecTpauif Ha 5 pokis - He UA/16461/01/01
riaPOX/10PU, nonieTuIeHoBmxX nra. nionsieae
naketax gns
dhapmaLleBTUYHOrO
3aCTOCyBaHHSA
17. AOIACKAH PO34MH NS iH'eKLA, No M. BIOTEK Benuka CaHoxemis ABCTpist peecTpauis 5 pokis 3a He UA/16444/01/01
300 mr/mn, no 50 mn NIMITEL BpuTtaHis PapmaLeBTUK peyenmom nionsizae
a6o no 100 mny a Al
nakoHax Nel
18. AIACKAH PO34MH ANs iH'EKLR, No M. BIOTEK Benvka CaHoxemis ABCTpIst peecTpauisi 5 pokis 3a He UA/16444/01/02
370 mr/mn, no 50 mn NIMITEL BpuTaHis dPapmaLeBTUK peuyenmom niosnsieae
a6o no 100 mny a Al
cnakoHax Nel
19. OIKNOCEN®® cynosuTopii no 100 mr KYCYM IHais KYCYM IHais peecTpauist Ha 5 pokiB. 3a He UA/16445/01/01
Ne 5 (5x1), Ne 10 (5x2) y XEJNTXKEP MNBT XENTXKEP MepiognyHICTb NOAAHHA PerynspHoO peyenmom nionszae
cTpunax ! MNBT NTA OHOBJIHOBAHOrO 3BITY 3 6e3nekn

BiANoBigHO A0 Mopsaaky 34iCHEHHS
hapmakoHarnsay, 3aTsepiKeHoro
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA Bionycky aHHs peecmpayitiHo2o
ynakoska) nocsioYyeHHs1
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTULii YkpaiHu 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHY 340pPOB’SA YKpaiHu Bif 26
BepecHs 2016 poky Ne 996), ans
NiKapcbKoro 3acoby CTaHOBUTb:
Bi4NoBiAHO A0 NepioAnYHOCTI
CKNafaHHa perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3nekn
NikapcbKoro 3acoby, A03BONEHOTO A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LeHTpa/IbHOMY piBHi.
20. AYINOKEM 30 Kancynm Ankem IHgin Ankem IHAiA peecTpauist Ha 5 pokis 3a He UA/16446/01/01
KMLLKOBOPO3UMHHI TBepgi | JlabopaTopis IT4 Na6opaTopi3 peyenmom nionsizae
no 30 mr Nel4 (14x1) y nrp,
6nictepax
21. AYNOKEM 30 Kancysnu Ankem IHais Ankem IHais peecTpauist Ha 5 pokis - He UA/16447/01/01
KMLLKOBOPO34MHHI TBepai | JlabopaTopis ITa JNabopaTtopis niosnsieae
no 30 mr in bulk: Ne100 nrp
Ta Ne1000 y
N1aCTUKOBUX 6aHKax
22. AYNOKEM 60 Kancynm Ankem IHais Ankem IHais peecTpauist Ha 5 pokis 3a He UA/16446/01/02
KMLLKOBOPO34MHHI TBepai | JlabopaTopis /ITa NabopaTtopis peyenmom nionsizae
no 60 mr Nel4 (14x1) y nrp,
6nictepax
23. AYNOKEM 60 Kancysnm Ankem IHgis Ankem IHAaia peecTpauis Ha 5 pokis - He UA/16447/01/02
KMLLKOBOPO34uHHI TBepai | Jlabopatopis /T4, Nab6opaTtopi3 nionsieae
no 60 mr in bulk: Ne100 Nt
Ta Ne1000 y
N1acTUKOBUX 6aHKax
24. KETOMNPO®EH KpucTaniyHWin NopoLLoK MpAT YkpaiHa Xyb6ein Keynaa Kutaii peecTpauis Ha 5 pokis - He UA/16462/01/01
(cybcTaHuis) y naketax "®apmMaueBTNYHa dPapmacbioTika niosnsieae
noAgiliHMx thipma "OapHuug" nKo., Nta,.
nonieTuneHoBnx ans
thapmaueBTUYHOro
3aCTOCyBaHHSA
25. 30/IEHAPOBICTA KOHUEeHTpaT ans MicTtpan Kenitan Benvka BMPOGHULITBO, Mapokko/ peecTpauist Ha 5 pokiB. 3a He UA/16475/01/01
PO34uHy ANns iHdysiid, 4 MeHeKMeHT BpuTaHis nakyBaHHs: Higepnanawn/ MepiognyHICTb NOAAHHA perynsipHo peyenmom niosnsieae
Mr/5 M, no5mny Nimiten Cotema, IcnaHis OHOB/IOBAHOTO 3BITY 3 6e3neku
dhnakoHi; no 1 doakoHy Mapokko; BignoBigHO A0 MNopagKy 34iACHEHHS
B KapTOHHI kopobui BignoBigasbHU thapmakoHarnagy, 3aTBepaKeHoro
11 3a BUNYyCK Haka3oMm MiHicTepcTBa OXOPOHU
cepii: 30,0pO0B’SA YKpaiHu Bif 27 rpygHs
CiHTOH BB, 2006 poky Ne 898, 3apeecTpoBaHuii
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA Bionycky aHHs peecmpayitiHo2o
ynakoska) nocsioYyeHHs1
HigepnaHan B MiHicTepcTBi toCcTUUii YkpaiHu 19
abo rpyaHs 2016 poky 3a Ne 1649/29779
CiHTOH (y pegakuii Hakasy MiHicTepcTBa
XicnaHisi, C.J1., OXOPOHY 340pPOB’A YKpaiHu Bif 26
IcnaHis BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamy,
3a3HavYeHMU y NepiogNYHOCTI
NoAaHHA perynspHyX 3BiTiB 3
6e3neku.
26. KONEOAH Kpanni opasibHi, pO34uH, YOPNL4 TypeuunHa YOPNA4 TypeyunHa peecTpauis 5 pokis 3a He UA/16448/01/01
15000 MO/mn, no 10 mn MEOVUMH INTAY MEOVMUWVH peyenmom nionsizae
y thnakoHi-kpanenbHuL,i CAH. BE TIX. INAY CAH. BE MepiognyHICTb NOAAHHA perynspHo
Ne 1 A.LLL. TIOXK. A.LL. OHOBJ/IOBAHOTO 3BITY 3 6e3neku
BiANoBigHO A0 Mopsaaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTULii YkpaiHu 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pPOB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HavYeHMK Y NepiogNYHOCTI
NoAaHHA perynsipHyX 3BiTiB 3
6e3neku
27. NIHE30/14, KPKA PO34MH ANna iHdysild, 2 KPKA, g.4., Hoso CnoseHis BMPOGHMLTBO PymyHisa/ peecTpauis Ha 5 pokis 3a He UA/16130/02/01
mr/mn no 300 mn B MecTo "in bulk", CnoseHis MepioAnyHICTb NOAAHHS PErynsipHO peuyenmom nidnsieae
cuctemi gns nepBuHHe Ta OHOB/IIOBAHOTO 3BITY 3 6e3nekn
BHYTPILLHbOBEHHOIO BTOPUHHE BiANOBIAHO 0 MopsAAKY 34iNCHEHHS
BBe/leHHs; no 1 cucremi nakyBaHHS, thapmakoHarnsgy, 3aTsepmkeHoro
AN BHYTPILLHLOBEHHOTO TPeTuHHe Haka3oM MiHicTepcTBa OXOPOHU
BBE[IeHHs B NakeTi 3 nakyBaHHs: 370pOB’A YKpaiHu Big, 27 rpyaHs
namiHOBaHoOi (oosbrv; No C.K. IHcbome 2006 poky Ne 898, 3apeecTpoBaHuii
1 a6o 10 nakeTiB y dnoig3 C.p.n., B MiHicTepcTBi toCTULii YkpaiHu 19
Kopoo6Li PymyHis; rpyfHsa 2016 poky 3a Ne 1649/29779
TPETUHHE (y pepakuii Hakasy MiHicTepcTBa
nakyBaHHs, OXOPOHW 30POB’A YKpaiHu Bif 26
KOHTpONb cepil BepecHs 2016 poky Ne 996),
Ta BUMYyCK CTaHOBWTb: 3riAHO 3i CTPOKaMK,
cepii: 3a3HayvYeHMu y NepiogNYHOCTI
KPKA, a.4., NoAaHHA perynspHuX 3BiTiB 3
HoBo mecTo, 6e3neku
CnoseHis;
KOHTPO/b

cepii:
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA Bionycky aHHs peecmpayitiHo2o
ynakoska) nocsioYyeHHs1
KPKA, a.4.,
HoBo mecTo,
CnoseHis;
TPeTUHHe
nakyBaHHS:
KPKA, 4.4.,
HoBo mecTo,
CnoseHis
28. HAMNPOKCEH KpucTaniyHnin NopoLIoK ToBapucTBO 3 YkpaiHa CIKOP C.P.N. ITanis peecTpauis Ha 5 pokis - He UA/16449/01/01
(cybeTaHuin) B 06MEeXeEHO nionsieae
NoABINHMX BIAMNOBIAA/IbHICTIO
nosieTuNeHoBMX "®apmaueBTnyHa
nakeTtax gns KoMnaHis
hapmaueBTUYHOIO "3popos'a”
3aCTOCYyBaHHSA
29. OPTOCU®OHA nmcTsa (cybeTaHuis) y TOB YkpaiHa FOHikOpH IHAain peecTpalis Ha 5 pokis - He UA/16463/01/01
nncTa noninponizieHoBUX "Cymungpitochapma Hatypan nidnsieae
nakertax ans Lis" Mpopaxtc
hapmaLleBTUYHOrO Nimiten
3aCTOCyBaHHSA
30. MAHTOMNPA3O0N NOpPOLUOK ANA 'piH Bi3Hec LLiBefiuapis PetoHr KuTalicbka peecTpauis Ha 5 pokis 3a He UA/16464/01/01
NPUroTYBaHHSA PO3YNHY ContowH3 CA PapmacbloTmK HapogHa peyenmom nionszae
015 iH ek no 40 mry an Ko., NTa. Pecny6nika MepiognyHiCTb NOAAHHSA PerynsipHo
hnakoHi Nel OHOBJ/IOBAHOT O 3BITY 3 6e3neku
BiANOBIAHO 0 MopsAAKY 34iNCHEHHS
Harnsgy 3a nobivyHMMK peakuisMm
Nikapcbkunx 3acobiB, [03BOMNEHUX A0
MeJMNYHOro 3aCTOCyBaHHS,
3aTBepAXeHoro Hakasom MO3 Big 27
rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
rocTuuil Ykpainum 29 ciuHs 2007 poky
3a Ne73/13340, cTaHOBUTL:
BiANOBIAHO A0 NEepPiOANYHOCTI
CKnafaHHa perynsapHo
OHOBJ1HOBAHOrO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, A03BOSIEHOIO A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LleHTpas/IbHOMY PiBHi.
31. NIPNAOKCAN-5- NOPOLLIOK KpUCTauTiuHWiA TOB "TK "Aspopa"” YkpaiHa My6niuHe YkpaiHa peecTpauif Ha 5 pokis - He UA/16450/01/01
DPOCPAT (cybcTaHuis) B akKujioHepHe nionsizae
noABiHNX TOBapWCTBO
nonieTuIeHoBMX "Ximchapm3sas
naketax ans of "YepBoHa
hapmaLeBTUYHOIO 3ipka”
3aCTOCYBaHHS
32. MPErAGANIH nopoLok (cy6eTaHis) y XIKAN NIMITEL IHAiA XIKAN IHAjs peecTpauis Ha 5 pokis - He UA/16465/01/01
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA Bionycky aHHs peecmpayitiHo2o
ynakoska) nocsioYyeHHs1
nakeTax noAginHuUX NIMITEL niosnsieae
nonieTuNeHoBnx ans
thapmaLeBTUYHOTo
3acTOCyBaHHSA
33. NPUYENN TPABA TpaBa pi3aHo- MpaT "Niktpasn” YkpaiHa MpaT YkpaiHa peecTpauis Ha 5 pokiB. 6e3 nionsizae UA/16466/01/01
npecosaHa no 100 ry "NikTpasun" MepiognyHICTb NOAAHHA perynspHo peyenma
naykax 3 BHYTPILLHIM OHOBJ/IOBAHOTO 3BITY 3 6e3neku
nakeTom BiANoBiAHO A0 Mopsaaky 34iCHEHHS
Harnsay 3a nobivyHMMK peakuisMm
nNiKapcbknx 3acobis, [03BONEHUX [0
MeZAMNYHOro 3aCTOCyBaHHS,
3aTBepxeHoro Hakasom MO3 Big 27
rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
rocTuLil Ykpainu 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTL:
BiANOBIAHO A0 NEepioANYHOCTI AK ANs
nikapcbkoro 3acoby nicnsa gepxasHol
peecTpauii B YkpaiHi, K y nepLuit
KpaiHi CBITY.
34. TEPU3NA0OH NopoLLoK (cybcTaHuis) y MpAT "TexHonor" YkpaiHa CT ®apwm Ko., Pecny6nika peecTpauis Ha 5 pokis - He UA/16467/01/01
noaBiHNX nrp. Kopes nionsi2ae
nonieTUNEHOBUX MiLLKax
AnA dapmaueBTU4HOro
3aCTOCYBaHHs
35. TPAMAZON PO34UH NS iH KL, AT "Kanuekc" Narteis BCi cTagii CnosavumnHa/ peecTpauisi Ha 5 pokiB. 3a He UA/16468/01/01
KANUEKC 100 mr/2 mn no 2 Mn B BUPOBHNYOTrO Nartsis MepiognyHiCTb NOAAHHA perynsipHo peuyenmom niosnsieae
amnyni; no 5 amnyn'y npovecy, Kpim OHOB/IIOBAHOrO 3BITY 3 6e3nekn
KOHTYPHIli YapyHKOBIi BUWMYCKY Cepii: BiANoBiAHO A0 Mopsaaky 34iCHEHHS
YyNakoBLi; MO 2 KOHTYPHI XBM dapma thapmMakoHarnagy, 3aTBepaxeHoro
YapyHKOBI YNakoBKv B c.p.o., Haka3om MiHicTepcTBa OXOPOHU
nayyj abo 20 KOHTYPHMX CnoBayuvHa; 300pOB’A YKpaiHu Big, 27 rpyaHs
YapyHKOBMX YNakoBOK B Bignosigae 3a 2006 poky Ne 898, 3apeecTpoBaHuii
nauui KOHTPO/b B MiHicTepcTBi tocTuLii YkpaiHm 19
cepii/sunpoby rpyaHsa 2016 poky 3a Ne 1649/29779
BaHHS: (y pepakuii Hakasy MiHicTepcTBa
AT "IpiHgekc", OXOPOHW 340POB’A YKpaiHu Bif 26
Natsis; BepecHsi 2016 poky Ne 996),
BUPOGHWK, CTaHOBWTb: 3riAHO 3i CTPOKamu,
AN 3a3Ha4YeHUMN y NepioguUHOCTI
BiAgnosigae 3a NOAAaHHSA PerynsipHrX 3BiTiB 3
BUNYCK cepil: 6e3nekn
AT "Kanuekc",
Nartsis
36. ®EHIPAMIHY KpUcTaniyHWi NopoLLIoK ToBapucTBO 3 YkpaiHa Xapika Oparc IHais peecTpauist Ha 5 pokis - He UA/16451/01/01
MANEAT (cybeTaHuis) y obmexeHo Met. T4 nionsizae

noaBiNHMX

BiANOBiAA/IbHICTIO
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA Bionycky aHHs peecmpayitiHo2o
ynakoska) nocsioYyeHHs1
nonieTuIeHoBMX "®apmaueBTnyHa
nakeTtax anas KOMnNaHis
hapmaLeBTUYHOIO "3p0poB'a”
3acTOCyBaHHSA
37. LE®PYPOKCUMY nopoLuok (cybcTaHuis) y My6niyHe Ykpaina HekTap IHais peecTpauist Ha 5 pokis - He UA/16452/01/01
HATPIEBA Cl/1b anioMiHIEBUX GigoHax akuioHepHe NaiidpcaiiHe nionsizae
CTEPUNBbHA 0ns hapmaueBTUUYHOTo TOBapucTBo Nimiten
3acTocyBaHHA "HaykoBo-
BMPOGHUYNIA
LieHTp
"BopLuariBcbkuii
Ximiko-
thapmaueBTUYHWI
3asofa”

HayanbHuK YnpasniHHA chapmayeBTUYHOT
OIANBHOCTI Ta AKOCTI (papmaveBTUYHOT NPOAYKLiT

T.M. JIAcKOBCbKUM




NMEPENIK

Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

29.11.2017 Ne 1495

NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIOTOIN4YHUX MPEMAPATIB), AKI BHOCATbLCA A0
AEP)XXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa snikapcbko20 ®Popma sunycky 3assBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayitiHo2o
ynakoska) nocBi04Y€eHHs1
1. | ABPONI® Tabnetku no 30 mr; no TOB "KYCYM YkpaiHa TOB "KYCYM YKkpaina MepepeecTpauis Ha 6e3 nidnsieae UA/9928/01/01
10 TabneTok y 6nicTepi; PAPM" PAPM" HeobMeXeHWn TepMiH. 3MiHK peyenma
no 2 6nictepu B

yNaKoBLii

| TMny - 3MiHK Woao
6e3nekn/edekTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOpOTKili XapakTepucTu,i
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLT
AN MeauyHoro
3acTOCyBaHHS Ha MigcTasi
perynsipHo OHOB/IHOBAHOTO
3BITY 3 6e3Mnekun NikapcbKoro
3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpayiinnii nepiog,
abo K pe3ynbTaT OLiHKK
3BITY 3 AOCNIAKEHD,
npoBeAeHX BignoBigHO 40
nnaHy negiatpuyHux
pocnipkeHb (PIP) (3MiHy
Y3roKEHO 3 KOMMETEHTHUM
YMNOBHOBaXXEHVIM OpraHom) -
3MiHV BHECEHO
"dapMaKkonorivHi
BNACTMBOCTI" (YTOYHEHHS),
"Oco6nnBOoCTi
3acTocyBaHHs",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rofyBaHHs
rpyaat”, "3aaTHicTb
BN/MBaTW Ha LUBUAKICTb
peakLii npy KepyBaHHI
aBTOTpaHcnopTom abo
iHLIMMKW MexaHiamamu',
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsi0YeHHs

"Cnocib 3acTocyBaHHs Ta
[031" (YyTOUHeHHS), "Mob6iuHi
peakuii” BiANOBIAHO A0
OHOBNEHOT iHhopMaui 3
6e3nekun 4ilo4oi pevoBrHN

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO

[0 MopsAaky 3aiiCHEHHSA

thapmakoHarnsaay,
3aTBEPAKEHOIO Haka3oM

MiHicTepcTBa OXOpPOHU

340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTui

Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y

pegakuii Hakasy

MiHicTepcTBa 0XOpOHHM

3[10pOB’A YKpaiHuu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHNMN y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6e3neku.

ABEJIOKC®

po3unH Ans iHdysiii, 400
Mr/250 mn, no 250 mn
pO34mnHy y hriakoHax; no
1 dp1akoHy B KapTOHHIi
nauui

Baiep ®apma Al

HimeuyunHa

Baiiep ®apma
Al

HimeuunHa

MepepeecTpauis Ha
HeobMeXeHWi TepMiH; 3MiHK
Il TMNy - 3MiHM Woao
6e3nekn/eeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLT
AN MeauyHoro
3aCTOCYBaHHS y 3B'A3KY i3
HOBUMM JaHUMU 3 AKOCTI,
OOKNIHIYHUMMA, KAIHIYHUMN
JaHMK Ta aHuMK 3
thapmakoHarnagy - 3MiHu
BHECEHO A0 IHCTPYKUiT ANns
MeAMNYHOro 3aCTOCYBaHHS
npenapary [0 po3ginis
"OcobnnBOCTi

3a
peyerimom

He
nionsieae

UA/4071/02/01
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1

3acTocyBaHHsA", "Mo6iYHi
peakuii" BiANOBIAHO A0
marepianiB peecTpaduiiHoro
[OCbE.

3060B 3aHHA Npu BUgaui
peecTpauiiiHoro
nocBiAYEHHS ICHYIOTb -
HapaHHA [ONOBHEHHS A0
ornsaay KNiHiYHUX AaHnx
BIANOBIAHO A0 MigNyHKTY 2.3
NyHKTY 2 fgopartky 15 no
Mopsigky NpoBeAeHHS
eKcnepTusmn peectpauiiHnx
mMarepianis Ha nikapcbki
3aco6u, L0 NoAaTLCS Ha
LEePXaBHY peecTpadito
(nepepeecTpavito), a Takox
eKcnepTm3n matepiasiis npo
BHECEHHS 3MiH 0
peecTpauiiiHux maTepiasis
npoTarom it
peecTpauinHoro
NoCBiAYEHHS,
3aTBEPAKEHOTO Haka3oM
MO3 Big 26.08.2005 Ne 426
(y pepakuii Hakazy MO3 Big,
23.07.2015 Ne 460).
MepioAnyHICTb NOAAHHS
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3neku BiANOBiAHO
0o Mopsigky 34iNCHeHHs
dhapmakoHarnsagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOPOHHM
300pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpOoKamu, 3a3Ha4yeHumun y
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
nepiognYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.
3. | AKBAMAKC cnpei HasanbHuii 0,65 ToBapucTso 3 YkpaiHa ToBapucTBo 3 YkpaiHa MepepeecTpauis Ha 6e3 nionsieae UA/12832/02/01

%, no 20 MmNy 06MEXEHO0 06MEXEHOI HEoOMEXeHU TepMiH peyenma
donakoHax 3 knanaHom- BiANOBIAANLHICTIO BignoBsiganbHi
HacocoMm, Ha3aslbHOK "®apmateBTuyHa CTIO MepioAnyHICTb NOAAHHSA
Hacafkoto- KOMNaHis "®apmaueBTun perynspHo OHOB/1HOBAHOrO
posnuaoBayem; no 1 "3p0poB'a” YHa KOMMaHis 3BiTy 3 6€3MeKu BignoBigHO
hnakoHy B KOpO6Li 3 "3popos'a" [0 MNopsigky 34iCHEHHs!
KapToHy; no 50 mn abo thapmakoHarnsgy,
no 100 mn y dpnakoHax 3 3aTBEPXEHOro Haka3oMm
KnanaHoM-HacocoMm, MiHicTepcTBa OXOpPOHW
Ha3a/IbHO HacafKolo- 340pOB’A YKpainu Big 27
posnuaBayem; no 1 rpyaHa 2006 poky Ne 898,
hnakoHy B KOpo6Li 3 3apeecTpoBaHuii B
KapToHy; no 50 ms, no MiHicTepcTBi tocTuLi
100 mn abo no 150 mny Ykpainun 19 rpyaHsa 2016
6anoHi 3 KnanaHom- poky 3a Ne 1649/29779 (y
nakeTom, Ha3asibHO pefakuii Hakasy
HacafKoto - MiHicTepcTBa OXOpPOHU
posnuoBayem Ta 3[10pOB’A YKpaiHu Big 26
3aXMCHMM KOBMauKoM; BepecHs 2016 poky Ne 996),
no 1 6anoHy y kopobui 3 CTaHOBUTb: 3rigHO 3i
KapToHyY CTpOKaMu, 3a3Ha4yeHMN y

nepiogNYHOCTI NOAAHHS

perynsapHux 3BiTiB 3
6e3neku.
4. | AKBAMAKC Kpanni HasasibHi 0,65 %, ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YKkpaina MepepeecTpauis Ha 6e3 nidnsieae UA/12832/01/01

no 20 MmN y ¢hiiakoHi 3 06MexeHo obMexeHo HE0OMEeXeHW TepMiH. peyenma
KPULLIKOIO BiANOBIAA/LHICTIO BiANOBIAA/IbHI
KpanesibHULUEto 3i "dapmaLeBTNYHa CTIO MepiognyHICTb NoAaHHA
CK/ISIHOIO nineTkoto, no 1 KOMnaHis "®apmaneBtu perynsipHo OHOBJIOBAHOIO
hnakoHy y kopobui 3 "3p0pos'a” YHa KOMMaHis 3BiTY 3 6e3neku BiANOBiAHO
KapToHY "3popos'a” 0o Mopsigky 34iNcCHeHHs

thapmakoHarnagy,
3aTBepXeHoro Haka3om
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakazy
MiHicTepcTBa OXOPOHHM
3/10pOB’sl YKpaiHu Big 26
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpOKaMu, 3a3HauyeHnMn y
nepiognYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.
5. | AIKOZE3® IC Tabnetknno 0,5r, no 4 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa nepepeecTpawis Ha 6e3 nionsieae UA/12717/01/01
Tabnetkn y 6ictepi; no [04aTKOBOKO [04aTKOBOK HEOOMEXEHUI TEPMIH. peyenma
1 6nicTepy y nauui 3 BiANOBIAANLHICTIO BignoBsiganbHi
KapToHy; no 10 "IHTEPXIM" CTHO MepioAnyHICTb NOAAHHSA
Tabnetok y 6nictepi; no "IHTEPXIM" perynspHo OHOB/IHOBAHOTO
2 6nicTepu y navuj 3 3BiTy 3 6€3MeKu BignoBigHO
KapToHyY no MopsAaky 3aiicHEHHS
hapmakoHarnsagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTui
Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: BiANOBIAHO A0
nepioguYHOCTI CKNafaHHs
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3Mekn NikapcbKoro
3acoby, 03BOIEHOr0 10
MeAMNYHOro 3aCTOCyBaHHS,
Ha UEeHTpaIbHOMY PiBHi.
6. | AIbTABOP NopoLUOK (cybCTaHuis) y My6niuHe YkpaiHa My6niyHe Ykpaina MepepeecTpauis Ha - He UA/12681/01/01
NoABINHMX akuioHepHe akuioHepHe Heo6MeXeHU TepMiH nidnsieae
nonieTnIeHoBuUxX TOBapUCTBO TOBapWCTBO
nakeTax gnsa "HaykoBo- "HaykoBo-
hapMaLeBTUYHOIO BUPOBHNYUMI BMPOGHNYMIA
3aCTOCYyBaHHSA LeHTp LeHTp
"BopLyariBCbKuii "BopLuariscbk
XiMiKO- nii Ximiko-
hapmaueBTUYHNIA hapmaueBTny
3aBof" HWi1 3aBoa"
7. | AMBPOKCON Tabnetkn no 30 wmr, no KYCYM IHAis KYCYM IHAjs MepepeecTpauis Ha 6e3 nionsizae UA/7939/01/01
10 TabneTok y 6nicTepi, XENTXKEP MNBT XENTXKEP HeobMeXeHW TepMiH. 3MiHK peyenma
no 2 6nictepu B nTa MBT NTA | TMny - 3MiHK Woao
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1

6e3nekun/ehekTBHOCTI Ta

KapTOHHIiA ynakoBL,i

thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT
ANA MeauyHoro
3acTOCyBaHHSA Ha niacTasi
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3Mekn Nikapcbkoro
3acoby, abo gocnigkeHns 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
a60 K pe3ysbTaT OLiHKM
3BITY 3 JOCNIAXEHD,
npoBeAeHrX BifgnoBigHO A0
nnaHy negiatpuyHnx
pocnigmkens (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpraHom) -
3MiHU BHECEHO A0 IHCTPYKLUi
[0 po3ginis
"®apMaKonorivHi
B/1ACTMBOCTI" (pefaryBaHHs),
"Oco6nnBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHsA
rpyaat”, "3aaTtHictb
BN/IMBATW Ha LIBUAKICTb
peaxuii npy KkepyBaHHi
aBTOTPaHCNOPTOM abo
iHWVMK MexaHizmamu®,
"Cnocib 3acTocyBaHHs Ta
[o3n" (yTouHenHs), "Aitn"
(YyTOYHEHHS),
"MepenosyBaHHA", "M06IYHI
peakui" BiANOBIAHO A0
OHOBJIEHOT iHhopMaLii 3
6e3nekun 4ityoi pevyoBUHN.

MepiognyHiCTb NOAAHHSA
perynsipHO OHOBJIOBAHOIO
3BITy 3 6€3Mneku BignoBigHO

[0 MNopsaky 34icCHEeHHS

chapmakoHarnsay,

3aTBEPIKEHOTO HAKA30M
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsi0YeHHs

MiHicTepcTBa OXOpPOHU
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTui
Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y
pegakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiuu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpOKaMmu, 3a3HauyeHNMN y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6e3neku.

APLYAH®

niodhinisat gnsa po3unHy
ONs iH'exUi no 4 mr, 5
oNakoHiB 3
nioghinizatom y
KomnnekTi 3 5 amynamm
po3unHHuKa (0,9%
PO34MH HaTpito X10puay)
no 2 M/ B M1aCTUKOBIN
chopmi; no 5
nnacTmkosmx hopm B
KapTOHHIA KopoobLi

BAT "TepeoH
PixTep"

YroplmHa

BAT "l'efeoH
PixTep"

YropmHa

MepepeecTpauis Ha
HeobMeXeHWi TepMiH. 3MiHK
| TMnNy - 3MiHK Woao
6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLT
AN MeauyHoro
3acTocyBaHHA Ha nigcTasi
perynspHo OHOBJIOBAHOIO
3BiTYy 3 6e3nekun Nikapcbkoro
3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpaviiHuii nepiog,
abo Ak pe3ynbTar OLiHKKN
3BiTY 3 AOCNISKEHD,
npoBefeHnX BignoBigHO J0
nnaHy negjiaTpuyHnX
pocnigpkeHs (PIP) (3miHy
Y3rO[KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHM BHECEeHO A0 [HCTpyKuji
ANs MeguyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby [0 po3giny
"B3aemogis 3 iHWmMu
nikapcbknuMmn 3acobamm Ta

iHLWi BUAW B3aemogiin",

3a
peyerimom

He
nionsieae

UA/7334/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsi0YeHHs

"Oco6nnBOCTi
3acTocyBaHHs", "Mo6iYHi
peakuii®, "HecymicHicTb"
BiNOBIAHO 0 OHOB/IEHOT

iHchopmawii 3 6e3nekn
Ait040i peYoBYHN
NiKapcbKoro 3acooy.

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IOBAHOIO
3BITy 3 6€3Mneku BignoBigHO

[0 MNopsaky 34iCHEeHHS

chapmakoHarnsgy,
3aTBEPMKEHOTO Hakasom

MiHicTepcTBa 0XOpOHHM

3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii

Ykpainn 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y

pefakuii Hakasy

MiHicTepcTBa OXOPOHHM

300pOB’A YKpaiHu Big, 26

BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i
CTpOKaMu, 3a3HauyeHnMn y
nepiognYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

AYPOBIH

Ma3b Mo 20 ry Ty6i 3
nonieTuaeHoBuM
KOBMaYKoM, KU Ma€e
nepgpopaviiiHmii
HakoHeuHuK; no 1 Ty6i B
KapTOHHIA KopoobLi

BAT "TepeoH
PixTep"

YropimHa

BAT "TeaeoH
Pixtep"

YropLmHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHK
| TMny - 3miHK Wwopao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLT
ANA MeauyHoro
3acTOCyBaHHSA Ha niacTasi
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3Mekn Nikapcbkoro
3acoby, abo gocnigkeHnb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
a60 K pe3yibTaT OLiHKM

3a
peyenmom

He
nidnsieae

UA/7268/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

10.

3BITY 3 AOCNIAKEHD,
npoBefeHnX BignoBiaAHO [0
nnaxy neajiaTpuyHnX
pocnipkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHM BHECEHO A0 [HCTpyKU;i
ANna MefuyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby [0 po3giny
"Oco6nuBocCTi
3acTocyBaHHSA" BiAMoOBIgHO
[0 iHdopmauii 3 6e3neku
O0MNOMDKHUX PeYOBUH
nikapcbkoro 3acoby.

MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3neku BiANOBiAHO

0o Mopsigky 34iNCHeHHs

dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm

MiHicTepcTBa OXOPOHHM

300pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pejakuii Hakasy

MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big, 26

BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CcTpoKamu, 3a3HavyeHumn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

ALETUNCANILWN
OBA KUC/MOTA

TabneTku no 500 mr, no
10 TabneTok y cTpunax;
no 10 TabneTtok y
6nictepax; no 10
Tabnetok y 6nictepi; no
2 6nicTepu B naui

MAT "Tannudapm*

YKpaiHa

MNAT
"Manuudapm”,
Ykpaina; MAT
"KviBmepgnpen
apat”, YkpaiHa

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWi TepMiH. 3MiHK
| TMnNy - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLT

AN MenyHoro

6e3
peyenma

nionsieae

UA/7529/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsi0YeHHs

3acTocyBaHHS
reHepuyHuX/ribpuaHmx/6iono
Oi6HUX Nikapcbkyx 3acobiB
nicns BHeCeHHs Tiel camoi
3MiHM Ha pethepeHTHUIA
npenapar (3miHa He
noTpedye HafaHHs XXOAHUX
HOBUX JOAATKOBKX AaHUX) -
3MiHU BHECEHO A0 IHCTPYKLUi
AN MeauyHoro
3aCcTOCyBaHHS MiKapCbKOro
3acoby y po3ginu:
"®apMaKkonorivHi
BnactmsocTi", "MNoka3aHHsA"
(3atBepmkeHo: "Ans
CUMNTOMATUYHOTO NiKyBaHHSA
ro/I0BHOrO 601110, 3y6HOro
607110; 607110 y ropni,
3yMOB/IEHOTO 3aCTYA0!0;
anbrogucmeHopei; 6ont y
M’A3ax Ta cyrnobax; 6oty
CMUHI; NoMipHOro 60”10,
3yMOB/IEHOTO apTpUTOM.
Mpw 3acTyai abo rocTpmx
pecnipaTopHuxX
3axXBOPIOBAHHAX AN
CUMNTOMAaTUYHOIO
noneriieHHsa 6ot Ta
rapsuky.” 3anponoHoBaHo:
"-JlikyBaHHs nerkoro Ta
NOMIPHO BYPaXeHoro,
rocTporo 60/71b60BOr0
CMHApOMY (rO/I0BHWMIA,
3y6HWiA 6inb, Ginb y
cyrnobax ta m'ssax, 6inb y
cnuvHi). -CumnToMaTnyHe
NiKyBaHHSA rapsukun ta/abo
60/1b0BOr0 CUHAPOMY MpU
3aCTyAHWX
3axXBOpPIOBaHHSAX."),
"MpoTunokasaHHsa",
"Oco6numBi 3axoamn 6e3nekn”,
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs
rpyaaro”, "3paartHicte
BN/IMBATW Ha LWBUAKICTb
peakLjii npy KepyBaHHi




HasBa snikapcbko20
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n/n

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o

nocsi0o4YeHHs

11.

BEH3WNBEH30AT

Masb, 200 mr/rno 30 ry

BepecHsi 2016 poky Ne 996),

aBTOTpaHcnopToM abo
IHLWIUMKW MeXaHi3amamm",
"Cnoci6 3acTocyBaHHA Ta
posun”, "ditn",
"Mepeno3yBaHHA", "T06IYHI
peakuii" BiANOBIAHO A0
iHbopmauii woao
MeAMYHOI0 3aCTOCYBaHHS
pedhepeHTHOro JlikapCbKoro
3acoby (ACMIPVH®,
Tabnetku, 500 mr).

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTy 3 6€3Meku BignoBigHO

[0 MopsAaky 3aiiCHEHHS

thapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM

MiHicTepcTBa OXOpPOHU

340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTui
Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y
pegakuii Hakasy

MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHuu Big 26

CTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3Ha4YeHUMHY Yy
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6e3neku.

rPIHAEKC

Ty6i; o 1 Ty6i B nauu;j 3
KapTOHY

AT "I'piHgekc"

Nartia

AT
TanniHHCbKNi
thapmaueBTny
HWIi 3aBO4

EcToHia

cucTemy chapmakoHarsay

nepepeecTpauis Ha
HeoOMeXeHW TepMiH
3MiHu | TUny - 3MiHK Woa0
6e3nekn/edeKkTNBHOCTI Ta
dhapmakoHarnsgy.
BBeneHHss abo 3MiHU A0
y3araslbHeHUX AaHux npo

(BBEAEHHA Y3araslbHEHNX
[AaHvX Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAa/IbHOI 3a

6e3
peyenma

nidnsieae

UA/7710/01/01
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1

3[jiiCHEHHS!
thapmakoHarnsgy;
KOHTaKTHOI 0cobm 3
thapmakoHarnsgy 3asaBHUKa
ONs1 30iNCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YMOBHOBAXEHOI 0CO6Y,
BignoBigasibHOI 3a
3[jiiCHEHHS!
hapmakoHarnsgy
(BK/IHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHWN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnagy) (Qirova
pefakuisa: MisHopxai IpuHa
CrenanisHa. [MponoHoBaHa
pepakuisi: Eximosa IpuHa
BitaniisHa. 3miHa
KOHTaKTHUX AaHWX
KOHTaKTHOI 0CO6U B YKpaiHi
[ANs 3aiACHEHHS
thapmakoHarnsgy); 3minm |
TMny - 3MiHN LWOA0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLT
ANA MeauyHoro
3acTOCyBaHHSA Ha niacTasi
perynsipHo OHOB/IOBAHOTO
3BiTy 3 6€3Mekn Nikapcbkoro
3acoby, abo gocnigkeHnb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
a60 K pe3ysbTaT OLiHKM
3BITY 3 JOCNIOXEHD,
npoBeAeHrX BignoBigHO f0
nnaHy negiatpuyHnx
nocnigmkenb (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpraHom)
(3miHn BHeceHo fo
IHCTPYKUIT AN MeguyuHoro
3aCTOCYBaHHS NiKapCbKOro




23

n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

3acoby [0 po3ginis
"®apMaKonorivHi
BM1acTBoCTi",
"MpoTunokasaHHA"
(pepakuiitHi npasku),
"MokasaHHs", "B3aemogis 3
IHLWIMMK niKapCbKMK
3aco6amu Ta iHLWi BUAn
B3aemogii", "OcobmBoCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHsA Ta fo3n"
(BunyyeHa iHchopmavis
LLIO0A0 3aCTOCyBaHHA Npu
neaukynbosi), "Mobiyni
peakuii” BiANOBIAHO A0
OHOBNEHOT iHhopMaLi 3
6e3nekun fjtoyoi pevoBmHN)

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO

[0 MopsAaky 3aiiCHEHHS

thapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM

MiHicTepcTBa OXOpPOHU

340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTui

Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y

pegakuii Hakasy

MiHicTepcTBa 0XOpOHHM

3[10pOB’A YKpaiHuu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3
NigNyHKTOM 3 NYHKTY 2 rnasu
3 posginy V.

12.

BETA30H Y/IbTPA

Kpem N5 30BHILLHBbOro
3acTtocyBaHHA no 151
a6o no 30 ry Ty6i; no 1
Ty6i y kOpobL,i 3 KapTOHY

ToBapucTBO 3
06MEXEHO

BiANOBIAA/LHICTIO
"®GapmaueBTuyHa

KOMNaHis
"3710p0B'A"

YKpaiHa

BCi cTagii
BUPOBHULTBA,
KOHTPO/b
SAKOCTI, BUNYCK
cepil:
ToBapucTso 3
06MeXeHo
BignoBigasbHi
CTH

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWi TepMiH. 3MiHK
| TMnNy - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLT

AN MenyHoro

3a
peyenmom

He
nionsieae

UA/12841/01/01
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
"®apmaueBTun 3acTocyBaHHs
YHa KOMMaHis reHepuiHnX/ribpngHnx/6iono
"3popos's”, Oi6HUX Nikapcbkyx 3acobiB
YkpaiHa,; nicns BHeCeHHs Tiel camol
BCi cTagil 3MiHM Ha pethepeHTHUIA
BMPOGHMLITBA, npenapar (3miHa He
BUMyCK cepii: noTpedye HafaHHs XXOAHUX
ToBapucTBo 3 HOBUWX A0AATKOBMX AaHNX) -
obmexeHor 3MiHU BHECEHI A0 iHCTPYKL,i
BignoBigasbHi y po3gin "lMNokasaHHA". a
CTIo TakoX y posginu:
"®dapmavneBTu "®apmakonorivHi
YHa KoMnaHisi B/1ACTMBOCTI",
"3popos'sa”, "MpoTunokasaHHsa",
YkpaiHa; "B3aemogis 3 iHWMMu
KOHTPO/b nikapcbknuMmn 3acobamu Ta
AKOCTI: iHLWI BMAW B3aemogiin”,
ToBapucTBO 3 "Oco6nnBOCTi
06MeXeHOo 3acTocyBaHHA",
BignoBigasbHi "3acTocyBaHHSA y nepiog
CTHO BariTHOCTi abo rogyBaHHs
"®APMEKC rpyaat”, "3aaTHictb
reymn:, BNAVBaTW Ha WBUAKICTb
YkpaiHa peakLjii mpy KepyBaHHi

aBTOTpaHcnopToM abo
IHLWUMKW MeXaHi3amamm",
"Cnoci6 3acTocyBaHHA Ta
nosun", "MepenosysaHHA",
"Mo6iuHi peakuii" BigNOBIgHO
00 iHchopmawi

MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6e3neku BiANOBiAHO

0o Mopsigky 34iNcCHeHHs

dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHM

300pOB’A YKpainu Big 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpainu Big 26
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpOKaMu, 3a3HauyeHnMn y
nepiognYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

13.

BETAK

TabneTtku, BKPUTI
M/1iBKOBOK 060/10HKOI0,
no 10 wr, no 10
Tabnetok y 6nictepi, no
3 6nicTepu y KapTOHHIN
Kopoobui

Mepokemi NT/,

Kinp

Megokemi
nTa
(UeHTpanbHuii
3aBop)

Kinp

MepepeecTpavis Ha
HeobMeXeHWn TepMiH

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO

no MopsAaky 3aiicHEHHS

thapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm

MiHicTepcTBa OXOpPOHU

340pOB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTui
Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakasy

MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 26

BepecHsi 2016 poky Ne 996),
CTaHOBMTb: 3ri4HO 3i
CTpoKamu, 3a3HavyeHumn y
nepiogNYHOCTI NOAaHHS
perynsapHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nidnsieae

UA/7563/01/02

14.

BETAK

TabneTkn, BKPUTI
NiBKOBOK 060/I0HKOMD,
no 20 mr, no 10
TabneTtok y 6nictepi, No
3 6nicTepu y KapTOHHIN
KopooLi

Megokemi NT/,

Kinp

Megokemi
nTa
(LleHTpanbHwuit
3aBog)

Kinp

MepepeecTpauis Ha
HeoOMeXeHW TepMiH

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJIOBAHOIO
3BITY 3 6e3Mneku BignoBigHO

0o Mopsigky 34ifNcCHeHHs

dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om

MiHicTepcTBa OXOpPOHM

3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainuun 19 rpyaHa 2016

poky 3a Ne 1649/29779 (y

3a
peyenmom

He
nionsieae

UA/7563/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsi0YeHHs

pefakuii Hakasy
MiHicTepcTBa 0XOPOHHM
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3HavyeHuMu y
nepiognYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

15.

BAP®APEKC®

Tabnetkn no 3 mr, no 30
TabneTok y KOHTelHepi,
no 1 KoHTeliHepy y nauui
3 KapTOHY

AT "T'piHgekc”

Nartsia

AT "I'piHaekc"

Narsis

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHK
| TMny - 3miHK Woao
6e3nekun/edekTBHOCTI Ta
hapMakoHarnsgy.
BBegeHHs1 abo 3MiHu A0
y3araJlbHeHuX faHnx npo
cuctemy chapmakoHarnsgy
(BBEAEHHA y3arasibHeHNX
[aHvX Npo cuctemy
thapmakoHarnsgy, 3miHa
YMOBHOBaXEHOT 0cobwy,
BignoBiganbHOI 3a
3[iiCHEHHSA
hapmakoHarnagy;
KOHTaKTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa
0N 30iCHEHHS
thapmakoHarnsgy B YkpaiHi,
AKLLIO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHSA
hapmakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - Aivoua
pepakuis: MisHgxi IpuHa
CrenaHisHa. MpornoHoBaHa
pepaxuis: €ximosa IpuHa
BitaniiBHa. 3miHa
KOHTaKTHUX AaHuX
KOHTaKTHOI 0co6u.

MepioAnyHICTb NoAaHHSA
perynsipHo OHOBJIHOBAHOTO
3BiTYy 3 6€3MeKu BifgnoBigHO

3a
peyenmom

He
nidnsieae

UA/7943/01/01
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Ne HasBa snikapcbko20

Popma sunycky 3assHUK
n/n 3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa Bupo6Huk Kpaina

Peecmpayjitina npoyedypa Ymosu
3asBHUKa BUPOGHUKa

Peknamys Homep
Bionycky aHHs1 peecmpayitiHo2o
nocsi0YeHHs

no MopsAaky 3aiiCHEHHSA
thapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTui
Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y
pegakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHMN y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.
16.] BAP®PAPEKC® Tabnetku no 5 mr, no 30 AT "T'piHgekc" Narteis AT "I'piHaekc" Natsis MepepeecTpauis Ha 3a He
TabneTok y KoHTeliHepi, HeobMeXeHui TepMiH. 3MiHn | peyenmom nionsizae
no 1 KoHTeliHepy y nauui | TMnNy - 3MiHK Woao
3 KapTOHY 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy.
BBeneHHs1 abo 3MiHU A0
y3araslbHeHUX AaHux npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
[AaHvX Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAa/IbHOI 3a
3[iliCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI ocobm 3
thapmakoHarnsgy 3asaBHUKa
ANA 3aiACHEHHS
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAa/IbHOI 3a
3[iliCHEHHS
thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
dhapmakoHarnsgy) - fivoua

UA/7943/01/02
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n/n 3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

17.| BAPOAPVH

Tabnetku no 2,5 mr, no

pegakuis: MisHpxi IpyHa

CrenanisHa. [MponoHoBaHa

pepakuis: €ximosa IpuHa
BitaniisHa. 3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOI ocobu.

MepioAnyHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6e3neku BiANOBiAHO

0o Mopsigky 34iNCHeHHs

dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm

MiHicTepcTBa 0OXOPOHM

300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pejakuii Hakasy

MiHicTepcTBa OXOpPOHU
340pOB’A YKpainu Big, 26

BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHuMn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

HIKOMEQL

100 TabneTok y
chnakoHi; no 1 dpnakoHy
Y KapTOHHiIli kopobui

Takena ABCTpis
M6X

ABCTpIA

Takepa
®apma Cn. 3
0.0.

Monbia

MepepeecTpauis Ha
HEO0BMEXEHW TePMIH.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BITYy 3 6€3Meku BignoBigHO

£o MopsAaky 3aiicHEHHA

thapmakoHarnagy,
3aTBEPMKEHOr0 Hakasom

MiHicTepcTBa OXOpPOHU

3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne 898
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy

MiHicTepcTBa 0XOPOHM

3a
peyenmom

He
nionsieae

UA/7897/01/01




29

Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
3[10pOB’A YKpaiHuu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3
NigNyHKTOM 3 NYHKTY 2 rnasu
3 po3giny V.
18.| BOKACENT NbOASAHNKN (ANENbCUH) Maknap Ekcnoptc IHais MakcoH IHais nepepeecTpawis Ha 6e3 niossieae UA/3109/01/01
NbOJAHUNKN Nel: no 1 nboAsAHUKY B NBT. NTA. Xentkep MBT. HeobMeXeHWi TepMiH; 3MiHK peyenma

KoHBepTi; Ne100, Ne200,
Ne300: no 1 nboAsHuKY
B KOHBepTi, no 100, 200
ab6o 300 koHBepTiB Y
6aHUi; Ne6: no 6
NbOASHUKIB y 6nicTepi;
no 1 6nictepy B kopo6Lyj;
Nel2, Ne24: o 12
NbOASHUKIB y 6nicTepi,
no 1 a6o 2 6nictepu B
Kopobui

nTh,

| TMnNy - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLT
ANs MeguyHoro
3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOB/IOBAHOIO
3BITY 3 6e3Mnekn Nikapcbkoro
3acoby, abo [OoC/igKEHD 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog,
a60 K pe3ybTaT OLiHKM
3BiTY 3 AOCNIAKEHD,
npoBeAeHVX BignoBigHoO 40
nnaHy negjiaTpuyHnX
npocnigxens (PIP) (3MinHy
Y3roXKEeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKLUT
ANA MeauyHoro
3acTocyBaHHA npenapary Ao
po3ginis "MNo6iyHi peakuii”,
"Oco6nmBocCTi
3acTocyBaHHA" BiANOBIAHO
[0 OHOBNEHOI iHhopMmaL,i 3
6e3nekn AiloUnx PevoBKH Ta
[LOMOMIXXHUX PEYOBWH.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTY 3 6€3Meku BignoBigHO

fo MopsAgky 3aiicHeHHA

thapmakoHarnagy,
3aTBEPMKEHOr0 Hakasom
MiHicTepcTBa OXOpPOHU

3[10pOB’A YKpaiuu Big 27

rpyaHa 2006 poky Ne 898,
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsi0YeHHs

3apeecTpoBaHuii B
MiHicTepcTBi tocTui
Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y
pegakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHuu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: BigMnoBigHO A0
nepioguYHOCTI CKNafaHHs
perynsipHO OHOBJIOBAHOTO
3BiTYy 3 6€3Mekn Nikapcbkoro
3aco0by, 103BOIEHOrO 10
MeAMYHOIO 3aCTOCYBaHHS,
Ha LeHTpa/IbHOMY PiBHi.

19.

BOKACENT
NbOAAHNKN

neoasHuku (Perynsp),
Nel: no 1 nLOAAHNKY B
KoHBepTi; Ne100, Ne200,
Ne300: no 1 LoAsAHUKY
B KOHBepTi, no 100, 200
a6o 300 KoHBepTIB Y
6aHLi; Ne6: no 6
NbOASAHUKIB Y 6icTepi;
no 1 6nictepy B kopo6uyj;
Nel2, Ne24: no 12
NbOASAHUKIB Y 6icTepi,
no 1 a6o 2 6nictepu B
Kopobui

Maknap Ekcnoptc
nBT. NTA.

IHais

MakcoH
Xentkep MBT.
nTAa.

IHais

nepepeecTpavjis Ha
HeobMeXeHWn TepMiH; 3MiHK
| TMny - 3miHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLT
ANA MeauyHoro
3aCcTOCyBaHHSA Ha niacTasi
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3Mekn Nikapcbkoro
3acoby, abo gocnigkeHnb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
a60 K pe3ysibTaT OLiHKM
3BiTY 3 JOCNIgKEHDb,
npoBeAeHVX BifnoBigHO A0
naaHy negiatpuyHux
pocnigpxeHs (PIP) (3miHy
Y3rO[XXEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVNM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKLT
AN MeauyHoro
3acToCyBaHHA npenapary Ao
po3gainis "MNo6ivHi peakuii”,
"Oco6nnBOCTi
3acTocyBaHHA" BiAMNOBIgHO
[,0 OHOBNEHOT iHGhopMaLii 3
6e3nekun 4ilnunx peyoBuH Ta
[OMOMDKHMX PEYOBWH.

6e3
peyenma

nionsieae

UA/12173/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsi0YeHHs

MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3neku BiANOBiAHO

0o Mopsigky 34iNCHeHHs

dhapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm

MiHicTepcTBa 0OXOPOHHM

300pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuii

Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y

pejakuii Hakasy

MiHicTepcTBa OXOpPOHU

340pOB’A YKpainu Big, 26

BepecHsi 2016 poky Ne 996),
CTaHOBWTb: BiAMNOBIAHO A0
nepioguMyYHOCTI cknagaHHs
perynsipHo OHOB/IIOBAHOTO

3BiTYy 3 6e3nekun Nikapcbkoro
3aco0y, A03B0OJIEHOIO A0

MeJMNYHOro 3acCTOCyBaHHs,
Ha LleHTpasIbHOMY PiBHI.

20.

BOKACENT
NbOAAHUKN

NbogaHuKN (M'ATHO-
EBkaninTosi), Nel: no 1
NbOAAHUKY B KOHBEPTI;
Ne100, Ne200, Ne300: no
1 NbOAAHVIKY B KOHBEPTI,
no 100, 200 a6o 300
KOHBepTIB y 6aHLi; Ne6:
no 6 NboASAHUKIB y
6nictepi; no 1 6nictepy
B KOpoo6Li; Nel12, No24:
no 12 nboAsHvKiB y
6nictepi, no 1 a6o 2
6nicTepy B KOPOOL

Maknap Exkcnoptc
MBT. NTA.

IHais

MaxkcoH
Xentkep MBT.
nTa.

IHgis

nepepeecTpaujis Ha
HeobMeXeHWi TepMiH; 3MiHK
| TMnNy - 3MiHK Woao
6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLT
AN MeauyHoro
3acTocyBaHHA Ha nigcTasi
perynspHo OHOBJIOBAHOIO
3BiTYy 3 6e3nekun Nikapcbkoro
3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpaviiHuii nepiog,
abo K pe3ynbTar OLiHKKN
3BiTY 3 AOCNISKEHD,
npoBefeHnX BignoBiaAHO J0
nnaHy negjiaTpuyHnX
pocnigpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMNETEHTHUM

6e3
peyenma

nidnsieae

UA/3108/01/01
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n/n

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o

nocsi0o4YeHHs

21.

BOKACENT

YNOBHOB&XXEHUM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKLT
ANA MeauyHoro
3acTocyBaHHs npenapary Ao
po3ginis "MNo6iyHi peakuii”,
"Oco6nnBOCTi
3acTocyBaHHA" BiANoBIAHO
[0 OHOBNEHOI iHthopMmaL,i 3
6e3nekun Ajlounx peyoBuH Ta
[OMOMIXXHUX PEYOBWH.

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IOBAHOIO
3BITy 3 6€3Mneku BignoBigHO

[0 MNopsaky 34iCHEeHHS

chapmakoHarnsgy,
3aTBEPMKEHOTO Haka3om

MiHicTepcTBa 0XOpOHHM

3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy

MiHicTepcTBa OXOPOHM
300pOB’A YKpaiHu Big, 26

BepecHs 2016 poky Ne 996),
CTaHOBWTb: Bi4NOBIAHO JO
nepiognYHOCTI CknagaHHs
perynsipHo OHOB/IOBAHOIO

3BITY 3 6€3Mnekn Nikapcbkoro
3aco0by, 03BOIEHOrO [0

MeAMYHOr0 3aCTOCYBaHHS,
Ha LEeHTPa/IbHOMY PiBHi.

NbOAAHNKN

nboaaHukn (Megoso-
JNIuMoHHI) Nel: no 1
NbOASAHUKY B KOHBEPTI;
Ne100, Ne200, Ne300: no
1 NbOASAHVKY B KOHBEPTI,
no 100, 200 a6o 300
KOHBepTIB y 6aHLi; Ne6:
no 6 NboASHUKIB y
6nictepi; no 1 6nictepy
B KOpoo6Li; Ne12, Ne24:
no 12 nboAsHuKIB y

6nictepi, no 1 a6o 2

Maknap Ekcnoptc
MBT. NTA.

IHAjA

MakcoH
Xentkep MNBT.
nTa.

IHAjs

nepepeecTpavjisa Ha
HeobMeXeHWi TepMiH; 3MiHK
| TMNy - 3MiHN Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLi
ANs MeguyHoro
3acToCyBaHHA Ha MigcTasi
perynsipHoO OHOB/IOBAHOTO

3BiTYy 3 6€3Mnekun Nikapcbkoro

6e3
peyenma

nionsizae

UA/3107/01/01
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n/n

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

22.

FEBIPAH

6nictepu B KOpO6L

3acoby, abo gocnigkeHnb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
a60 K pe3ysbTaT OLiHKM
3BITY 3 JOCNIOXEHD,
npoBeAeHrX BignoBigHO A0
nnaaHy negiatpuyHux
nocnigmkens (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVNM OpraHom) -
3MiHU BHECEHO A0 IHCTPYKLUi
AN MeauyHoro
3acTOCyBaHHA nNpenapary Ao
po3ginis "MNo6iyHi peakuii”,
"Oco6nnBOCTi
3acTocyBaHHSA" BiAMNOBIgHO
[0 OHOB/IEHOI iHChopMaL,i 3
6e3rnekun 4ilnunx peyoBuH Ta
[OMOMDKHNX PEYOBWUH.

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO

[0 MopsAaky 3aiiCHEHHSA

thapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM

MiHicTepcTBa OXOpPOHU

340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTui
Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y
pegakuii Hakasy

MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHuu Big 26

BepecHsi 2016 poky Ne 996),
CTaHOBWTb: BigMnoBigHO A0
nepioguYHOCTI CKNafaHHs
perynsipHo OHOB/IOBAHOTO

3BiTy 3 6€3Mekn Nikapcbkoro
3aco0by, 103BOMIEHOrO 10

MeJMNYHOro 3aCTOCyBaHHS,

Ha LeHTpa/IbHOMY PiBHi.

TabneTtku, BKPUTI

NNiBKOBOK 060/I0HKOHD,

dapmaLeBTUYHNIA

3aBog

MonbLa

PapmaueBTuy

HWIA 3aBOA

Monbwa

MepepeecTpallis Ha

HeobMeXeHWin TepMiH. 3MiHK

3a

He

UA/7565/01/01

peyenmom

nidnsieae
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
no 200 wmr, no 10 "MONb®APMA" "MONb®APM | TMnNy - 3MiHK Woao
TabneTtok y 6nictepi; no C.A. A" C.A. 6e3nekn/edekTNBHOCTI Ta

3 6nicTepa y KapTOHHii
Kopobui

thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLiT
AN MeauyHoro
3acToCyBaHHSA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3nekun Nikapcbkoro
3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpaviinnii nepiog,
abo Sk pe3ynbTaT OLiHKK
3BITY 3 AOCNISKEHD,
npoBefeHnX BignoBiaAHO [0
nnaxy negjiaTpuyHnX
pocnigpkeHs (PIP) (3miHy
Y3rOZP)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT
ANna MefuyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby y po3ginu:
"®apMaKonorivHi
BnacTmBocTi" (iHhopmauis 3
6e3neku), "OcobMBOCTI
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHsA
rpyaat”, "3aaTHictb
BN/IMBATW Ha LIBUAKICTb
peaxuii npy KkepyBaHHi
aBTOTPaHCMOPTOM abo
iHWVMK MexaHizmamu”,
"Cnocib 3acTocyBaHHs Ta
no3n"(iHchopmauisn 3
6e3neku), "NobivHi peakuii”
BiNOBIAHO 0 OHOB/IEHOT
iHchopmawii 3 6e3nekn
L0401 PEYOBUHN.

MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3neku BiANOBiAHO

00 MNMopsigky 34iNCHeHHs
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsi0YeHHs

thapmakoHarnagy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHM
300pOB’A YKpaiHu Big, 26
BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHuMu y
nepiognYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

23.

FEBIPAH

TabneTtku, BKPUTI
NiBKOBOK 06O/IOHKOLO,
no 400 wmr, no 10
Tabnetok y 6nictepi; no
3 6nicTepa y KapTOHHIl
Kopoobui

dapmaLeBTUYHNIA
3aBog,
"MONb®APMA"
C.A.

MonbLa

PapmaueBTuy
HWIi 3aBOg
"MONb®APM
A" C.A.

Monbwa

MepepeecTpauis Ha
HeobMeXeHWin TepMiH. 3MiHK
| TMny - 3miHK Wwoao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT
ANA MeauyHoro
3acTOCyBaHHSA Ha niacTasi
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3Mekn NikapcbKoro
3acoby, abo gocnigkeHnb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
a60 K pe3ysibTaT OLiHKM
3BiTY 3 JOCNIgKEHDb,
npoBeAeHVX BifgnoBigHO A0
nnaaHy negiatpuyHux
pocnigpxeHs (PIP) (3miHy
Y3rO[XXEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVNM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT
AN MeauyHoro
3acTOCYyBaHHS MiKapCbKOro
3acoby y po3ginu:
"®apMaKkonorivHi
BacTmeocTi" (iHhopmauis 3

3a
peyenmom

He
nidnsieae

UA/7565/01/02
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n/n

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

24.

FEBIPAH

TabneTku, BKpUTI

6e3neku), "OcobMBOCTI
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHsA
rpyaat”, "3aaTtHictb
BN/IMBATW Ha LIBUAKICTb
peaxuii npy KkepyBaHHi
aBTOTPaHCMOPTOM abo
iHWVMK MexaHizmamu”,
"Cnocib6 3acTocyBaHHs Ta
no3n"(iHchopmauisa 3
6e3neku), "NobivHi peakuii”
BiNOBIAHO 4,0 OHOB/IEHOT
iHdhopmawuii 3 6e3nekn
L0401 PEYOBUHN.

MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3neku BiANOBiAHO

0o Mopsigky 34iNCHeHHs

dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm

MiHicTepcTBa OXOPOHHM

300pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pejakuii Hakasy

MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),

CTaHOBUTb: 3rigHO 3i
CcTpoKamu, 3a3HavyeHumn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

NAiBKOBOK 0O0/IOHKOHO,
no 800 mr no 10
Tabnetok y 6nictepi; no
3 6nicTepa y KapTOHHii
Kopobui

3aBof,
"MONTbOAPMA"
C.A.

dapmaneBTUYHNIA

MNonbLa

dapmaueBTuy
HWi1 3aBO,
"MONIb®APM
A" C.A.

Monbia

MepepeecTpauis Ha
HeobMeXeHWi TepMiH. 3MiHK
| TMnNy - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTI

MapKyBaHHS Ta IHCTPYKLT

3a
peyenmom

AN MenyHoro

He
nionsieae

UA/7565/01/03




37

Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1

3acTOCyBaHHSA Ha niacTasi
perynsipHO OHOBJIOBAHOTO
3BiTYy 3 6€3Mnekn Nikapcbkoro
3acoby, abo gocnigkeHnb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
a60 K pe3ysbTaT OLiHKM
3BITY 3 JOCNIOXEHD,
npoBeAeHrX BignoBigHO A0
nnaHy negiatpuyHux
nocnigmkens (PIP) (3Miny
Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVNM OpraHom) -
3MiHU BHECEHO A0 IHCTPYKLUi
AN MeauyHoro
3aCTOCyBaHHS NiKapCbKoro
3acoby y po3ginu:
"®apMaKonorivHi
BnactmsocTi" (iHhopmauis 3
6e3neku), "OcobmBOCTI
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHictb
BN/IMBATW Ha LUBUAKICTb
peakLujii mpy KepyBaHHi
aBTOTpaHcnopToM abo
IHLWIUMKW MeXaHi3amamm",
"Cnoci6 3acTocyBaHHA Ta
no3n"(iHchopmauisn 3
6e3neku), "MobiyHi peakuii”
Bi4MNOBIAHO A0 OHOB/IEHOT
iHchopMmaLii 3 6e3neku
L0401 pEYOBUHN.

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO

[0 MopsAaky 3aiiCHEHHS

thapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM

MiHicTepcTBa OXOpPOHU

340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A YKpainu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHumn y
nepioguYHOCTI MoJaHHSA
perynsipHux 3BiTiB 3
6e3neku.
25.| rNoAY HACTOUKA | HacToiika no 25 mny TOB Ykpaina TOB Ykpaina MepepeecTpauis Ha 6e3 niossieae UA/8243/01/01
onakoHax- "TepHochapm" "TepHodhapm" Heo0OMEeXEeHWI TepMiH peyenma
KpanesnbHuusx; no 25
My thrakoHax- MepioAnyHICTb NOAAHHSA
KpanenbHuusAx; no 1 perynsipHoO OHOB/IOBAHOIO
donakoHy-KpanenbHuui B 3BiTY 3 6e3nekun BiANOBIAHO
nautii 3 KapTOHy; £o MopsAaky 3aiicHEHHA
no 100 mn y hnakoHax; hapmakoHarnsagy,
no 100 mn y dpnakoHi; no 3aTBEPAKEHOr0 Hakasom
1 chnakoHy B nauyui 3 MiHicTepcTBa OXOpPOHU
KapToHYy 3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepiognYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.
26.| rnoagy nnoais TYCTWIA eKCTpaKT My6niuHe YkpaiHa My6niyHe Ykpaina MepepeecTpauis Ha - He UA/12690/01/01
EKCTPAKT (cyb6CTaHuisa) y nakeTax akuioHepHe akuioHepHe HEo6MeXeHU TepMiH nidnsieae
ryctum noABiliHMX TOBapUCTBO TOBapuCTBO
nonieTuneHosux ans "HaykoBo- "HaykoBo-
hapMaLeBTUUHOTO BUPOBHNYUMI BMPOGHNYMI
3aCTOCYBaHHSA LeHTp LieHTp
"BopLyariBCbKuii "BopLuariscbk
XiMiKO- nii Ximiko-
hapmaLeBTUYHNI hapmaueBTny
3aBof" HWi1 3aBoa"
27.| AEKCAMETA3OHY | po3uvH ans iH'ekuin 4 MAT "dapmak” YKpaiHa MAT "dapmak” YKpaiHa [MepepeecTpauis Ha 3a He UA/7715/01/01
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Ne HasBa snikapcbko20 Popma sunycky 3assHUK
n/n 3acoby (nikapcbka ¢hopma,
ynakoska)

KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu

Peknamys Homep
3asiBHUKa BUPOGHUKA

Bionycky aHHs1 peecmpayitiHo2o
nocsi0YeHHs

DOCDAT Mmr/mn, no 1 mn B HE0OMEXEHW TEPMIH. peuenmom nionsieae
amnyni; no 5 a6o 10
amnyn B nayuj; no 1 mn MepioanyHiCTb NOAAHHSA
B amnyni; no 5 amnyn y perynsipHo OHOB/IOBAHOIO
6nicTepi; no 1 abo 2 3BITy 3 6€3Meku BignoBigHO
6nictepy B navui [0 MNopsaky 34icCHEeHHS
chapmakoHarnsgy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0OXOPOHHM
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpOKaMu, 3a3HauyeHnMn y
nepiognYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

28.| guniPngAMon pO34uH AN iH'ekuiid 0,5 NAT YkpaiHa MAT YkpaiHa MepepeecTpavia Ha 5 pokiB. 3a He
%, N0 2 M B amny”i; No "Ny6Hnchapm” "Ny6Hnchapm" peyenmom nionsizae
5 amnyn y 6nictepi; no 1 MepioAnyHICTb NOAAHHSA
ab6o 2 6nictepun y nayui perynspHo OHOB/IOBAHOIO
3BITY 3 6€3Meku BignoBigHO
£o MopsAaky 3aiicHEHHA
thapmakoHarnagy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0OXOPOHHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3
nignyHKTOM 3 NYHKTY 2 rnasu

UA/6555/01/01
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
3 po3giny V.
29.| OIODP/TAH® renb (1000 OA/r) no 40 r NAT YkpaiHa MAT Ykpaina MepepeecTpauis Ha 6e3 nidnsieae UA/7568/01/01
y Ty6i; no 1 Ty6i B nauui "Kuismegnpenapa "KuiBmegnpen HeoOMeXeHWn TepMiH peyenma
T apat" MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO
no MopsAaky 3aiicHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHM
300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTui
Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3
NigNyHKTOM 3 NYHKTY 2 rnasu
3 posginy V
30.| 4OKCOPYBILUVHY MOPOLLIOK (Cy6CTaHLis) y TOB "CiHbiac Ykpaina TOB "CiHbiac YkpaiHa MepepeecTpauis Ha - He UA/8467/01/01
rigpoxnopung 6aHkax ans Papma” Papma" Heo6MeXeHUi TepMiH. nionsi2ae
BMPOGHMLTBA
CTePUIbHUX NIKAPCbKNX
hopm
31.| EKBEMECTAH- TabneTku, BKpUTI TeBa I13painb Brpo6HMUTBO Ipnangis/ MepepeecTpauis Ha 3a He UA/12637/01/01
TEBA NNiBKOBOK 060/IOHKOHO, PapmaueBTikas 3a NOBHUM Xopsaris HeobMeXeHui TepMiH. 3MiHK | peyenmom niosnsieae
no 25 mr no 10 Tabnetok IHpgacTpi3 /T4, LIMKIOM: | TMNy - 3MiHW Woao
y 6nicTepi; no 3 Evip[xeH 6e3nekn/edeKTMBHOCTI Ta
6nictepu B KOPO6L dapwma /114., hapmakoHarnsgy. 3miHu y
IpnaHgjs; KOpOTKili xapakTepucTu,i
BTopuHHa NiKapcbKoro 3acoby, TEKCTi
ynakoBka: MapKyBaHHS Ta iIHCTPYKL;T
MinmayHT ANna MefuyHoro
Xenckeap 3acTOCyBaHHSA
nra., reHepuyHuX/ribpuaHux/éiono
IpnaHgjs; Ai6HUX Nikapcbknx 3acobis
[o3Bin Ha nicnsi BHECEHHs Tiel camoi
BUNYCK cepil: 3MiHV Ha pedhepeHTHW
MMIBA npenapar (3miHa He
XpsaTtcka noTpebye HafaHHs XXOAHNX
4.0.0., HOBUX AOAATKOBKX AaHUX) -
XopsarTist 3MiHN BHECEHO A0 IHCTPYKLUT
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsi0YeHHs

AN MeauyHoro
3acTOCyBaHHA nNpenapary Ao
po3ginis "dapMakosoriyHi
BnacTmsocTi”, "Oco6/mMBOCTI
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi Ta rofyBaHHs
rpyaat”, "3aaTtHictb
BN/IMBATW Ha LIBUAKICTb
peaxuii npy KkepyBaHHi
aBTOTPaHCNOPTOM abo
iHWVMK MexaHizmamu”,
"Mo6iyHI peakui "
BiANOBIAHO A0 iHhopmavi
pedhepeHTHOrOo JlikapCbKoro
3acoby (ApomasuH, 25mr,
TabneTkn BKPUTI LIYKPOBOHO
060/10HKO10).

MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6e3neku BiANOBiAHO

0o Mopsigky 34iNCHeHHs

dhapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm

MiHicTepcTBa OXOPOHM

300pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuii

Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y

pejakuii Hakasy

MiHicTepcTBa OXOpPOHU

340pOB’A YKpainu Big, 26

BepecHsi 2016 poky Ne 996),
CTAHOBUTL: 3riHO 3
NiANYHKTOM 3 MYHKTY 2 rnasu
3 po3giny V.

32.

EPIYC®

cupon, 0,5 mr/mn no 60
M1 a6o no 120 mny
donakoHi; no 1 dpnakony
pasom 3 MipHOK
NIoXeukoto abo
[03YH0UMM LLINPULOM Y
KapTOHHI KopooLi

Baiiep KoHcblomep
Kep Al

Lseiiapis

LepinHr-Mnay
Nla6o H.B.

Benbris

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHK
Il Tuny - 3miHn Wopao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTu,i
NiKapcbKoro 3acoby, TeKcTi

6e3
peyenma

nionsieae

UA/5827/02/01
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsi0YeHHs

MapKyBaHHS Ta IHCTPYKLT
AN MeauyHoro
3aCTOCyBaHHSA Yy 3B'A3KY i3
HOBUMM JaHUMU 3 AKOCTI,
LOKMIHIYHUMM, KAIHIYHUMN
JaHyMu Ta AaHumn 3
hapmakoHarnagy - 3MiHu
BHECEHO [0 IHCTPYKLi Ans
MeANYHOro 3acTOCYBaHHS
npenapary [10 po3ginis
"®apMaKonorivHi
BM1acTBoCTi",
"TpoTunokasaHHsa",
"B3aemogis 3 iHWmMn
nikapcbknuMm 3acobamm Ta
iHWI BMAW B3aemogiin”,
"Oco6nmBoCTi
3actocyBaHHs", "diTn"(6yno
- EchekTuBHICTb | 6e3neka
3acTocyBaHHs cupony
Epiyc® gitam Bikom [0 6
MiCALiB HEe BCTAHOBJIEHI.,
ctasno - MNMpenapart He
peKkoMeHAY€ETbCA
npusHavaTy 4iTsAM BiKOM 40
6 micauis Ans NikyBaHHA
XPOHIYHOI ifionaTnyHoI
KPOMUB'AHKM Ta AITAM BiKOM
[0 12 micsuis Ans nikyBaHHA
anepriyHoro puHiTy.),
"Mo6iuHI peakui "
BiAMNOBIAHO A0 matepianis
peecTpauiiHoro JoChE.

MepioAnyHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6e3neku BiANOBiAHO

0o Mopsigky 34iNCHeHHs

dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0OXOPOHM

300pOB’A YKpainu Big 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii

Ykpainun 19 rpyaHs 2016

poky 3a Ne 1649/29779 (y
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

33.| IHO/TIAMIH

pefakuii Hakasy
MiHicTepcTBa 0XOPOHHM
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3HavyeHuMu y
nepiognYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

34.

IHOAMIH

Cyno3uTopIi peKkTasbHI
no 0,015r,mo 5
cynosuTopiiB y 6nictepi;
no 2 6nictepu y navu,i 3
KapToHy

MpuBatHe
akujioHepHe
TOBapUCTBO

"Jlekxim - Xapkis"

YKpaiHa

MpuBatHe
akuioHepHe
TOBapuCTBO

"Nekxim -

Xapkis"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO

no MopsAaky 3aiicHEHHS

thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm

MiHicTepcTBa OXOpPOHU

300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTui
Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakasy

MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 26

BepecHsi 2016 poky Ne 996),
CTaHOBMTb: 3ri4HO 3i
CTpoKamu, 3a3HavyeHuMn y
nepiogNYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nidnsieae

UA/7390/01/01

Cyno3nTopii peKkTasbHI
no 0,015 r in bulk: no
250 6nicTepiB y ALLMKY 3
rogopokapToHy

MpuBartHe
akuioHepHe
TOBapUCTBO

"Jlekxim - Xapkis"

YkpaiHa

MNpuBatHe
akuioHepHe
TOBapUCTBO

"Nekxim -

Xapkis"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWi TEPMIH.

MepioANYHICTb NOAAHHS
perynsipHo OHOB/IHOBAHOTO
3BITY 3 6e3Mneku BignoBigHO

0o Mopsigky 34ifNcCHeHHs

thapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM

MiHicTepcTBa OXOpPOHM

3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B

He
nionsieae

UA/7391/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsi0YeHHs

MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y

pefakuii Hakasy
MiHicTepcTBa 0OXOPOHHM
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHuMu y
nepiognYHOCTI NoAaHHsA
perynsipHmx 3BiTiB 3
6e3neku.

35.

KANEHAYNA
MA3b

Masb 1o 30 ry Ty6ax

MPAT
"®ITOPAPM"

YKpaiHa

MPAT
"OITOPAPM"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHK
| TMny - 3miHK Woao
6e3nekun/edeKkTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLT
ANA MeauyHoro
3acTOCyBaHHSA Ha niacTasi
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3Mekn Nikapcbkoro
3acoby, abo gocnigkeHnb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
a60 K pe3ysibTaT OLiHKM
3BiTY 3 JOCNIgKEHDb,
npoBeAeHVX BifnoBigHO A0
nnaaHy negiatpuyHux
pocnigpxeHs (PIP) (3miHy
Y3rO[XXEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVNM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKUIT
AN MeauyHoro
3acToCyBaHHsA npenapary Ao
po3ginis: "OcobmBocTi
3acTocyBaHHs" (po3gin 6ys
BiACYTHIi; cTano: Mpun
iHOVBIYyaNbHiiA
HenepeHocMMOCTi Masi abo
i KOMMOHEHTIB
PeKOMeHAYETLCSA NPUNNHUTY
3aCTOCYBaHHA [aHOro
NiKapcbKoro 3acoby) ,

6e3
peyenma

nionsieae

UA/8039/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

36.

"Cnocib 3acTocyBaHHs Ta
[03n" BignoBigHo Ao
OHOB/IEHOT iHhopMaLii 3
6e3nekun Ajlyoi pevyoBmHN Ta
O0NOMDKHUX PevOBUH
nikapcbkoro 3acoby.

MepioAnyHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6e3neku BiANOBiAHO

0o Mopsigky 34iNCHeHHs

dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm

MiHicTepcTBa 0OXOPOHM

300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pejakuii Hakasy

MiHicTepcTBa OXOpPOHU
340pOB’A YKpainu Big, 26

BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHuMn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

KAHAMIUWVH

MOPOLLOK A/151 PO3YUHY
ans iH'ekuii no 1,0,
(pN1aKoOHM 3 MOPOLLIKOM;
10 donakoHis 3
NOPOLLKOM Y KOHTYPHii
YapyHKOBIli ynakoBLyj; no
1 KOHTYpHIlA YapyHKOBIli
ynakoBLji B nauLi

MAT
"Kuismegnpenapa
i

YKpaiHa

MNAT
"KuiBmegnpen
apar”

YkpaiHa

MepepeecTpauis Ha
HEO0BMEXEHW TePMIH.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BITYy 3 6€3Meku BignoBigHO

£o MopsAaky 3aiicHEHHA

thapmakoHarnagy,
3aTBEPMKEHOr0 Hakasom

MiHicTepcTBa OXOpPOHU

3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy

MiHicTepcTBa 0XOPOHM

3a
peyenmom

He
nionsieae

UA/7637/01/01
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
3[10pOB’A YKpaiHuu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6esneku.
37.| KBAOEBIT® TabneTkn, BKPUTI MAT "KuiBcbkuii YkpaiHa MAT Ykpaina MepepeecTpauis Ha 6e3 nidnsieae UA/8633/01/01
N1iBKOBOK 060/I0HKOMO, BiTamiHHWIi 3aBoA” "KniBcbkuii HeoOMeXeHW TepMiH peyenma
no 10 TabneTtok y BiTaMiHHWI
6nicTepi, no 3 6rictepu 3aBog" MepioanyHiCTb NoAaHHSA
B nauyi; no 15 TabneTtok perynspHo OHOBJIOBAHOIO
y 6nictepi; no 4 abo no 3BiTYy 3 6e3neku BiANOBiAHO
6 6nicTepis y nauyj [0 MNopsagky 34incHeHHs
dhapmakoHarnsagy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakazy
MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Big, 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHuMn y
nepiognYHOCTI NoAaHHsA
perynsipHmx 3BiTiB 3
6e3neku.
38.| KBETIAMIHY MOPOLLIOK (Cy6CTaHLis) y Lxy6inaHt IHais Lxy6inaHTt IHais MepepeecTpauis Ha - He UA/7309/01/01
DPYMAPAT noABiHMX [bxeHepike Mlimiteq [bxeHepikc Heo6MeXeHUi TepMiH. nionsi2ae
noslieTUIeHoBMX NimiTeq
nakeTtax gns
thapmaLeBTU4HOro
3acTOCyBaHHSA
39.| KNAPUTPOMIUVH nopoLUoK (cybeTaHuis) y dapmaxem CA LBeiiLapis Anembik IHAis MepepeecTpauis Ha - He UA/7722/01/01
noABiHMX M&M dapmaveyTika HeobMexeHuli TepMiH nionsi2ae
noslieTUIEHOBMX n3 Nimiteq,
nakeTtax gns
BMPOGHULITBA
HecTepuIbHNX
niKkapcbknx oopm
40.| KNO®PENIH-3H PO34uMH s iH'ekuin 0,01 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YKkpaina MepepeecTpauis Ha 3a He UA/7640/01/01
% no 1 ma1 B amnyni; no 06MEXEHO 06MEXEHO HeobMeXeHU TepMiH peyenmom nidssieae
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
10 amnyn B kopob6L; 3 BiANOBiAA/IbHICTIO BignoBigasbHi
KapToHy; no 1 mn B "Xapkiscbke CTIO MepioanyHiCTb NoAaHHSA
amnyni; no 5 amnyny dhapmaveBTNYHe "XapkiBcbke perynsipHo OHOBJIOBAHOIO
6nictepi; no 2 6nictepu nigNpPUEMCTBO thapmaueBTny 3BiTYy 3 6e3neku BiANOBiAHO
B KOPOO6Lii 3 KApTOHY "340poB'sa He [0 MNopsagky 34incHeHHS
Hapogay" nignpUeEMCTBO dhapmakoHarnsagy,
"340poB'a 3aTBEPXEHOro HakasoM
Hapoay" MiHicTepcTBa 0OXOPOHHM
300pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A YKpainu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHumn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
41.| NAMIBYANH TabneTku, BKpUTI Aypo6iHgo ®apma IHais AypobiHao IHais MepepeecTpauis Ha 3a He UA/4964/01/01
060/10HKOI0, M0 150 Mr Nimiteq dapma HeobMeXeHuit TepMiH. 3MiHK | peyenmom nionsieae
no 60 TabneTok y Nimites - FOHIT | TMnNy - 3MiHK Woao

KOHTEliHepi 3
KpuLleykoto Ta 3
KOHTpOMEM NepLuoro
po3KpuUTTS; No 1
KOHTelHepy B nauii 3
KapToHy

6e3nekn/edeKTBHOCTI Ta
chapmakoHarnsgy.
BBefeHHst abo 3MiHn [0
y3arasibHeHUX JaHux npo
cuctemMy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
[aHuxX nNpo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0CO6Y,
BignoBiganbHOT 3a
3[jiiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOT 0co6u 3
thapmakoHarnsgy 3asaBHUKa
0N 30iNCHEHHS
hapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6Y,
BignoBiganbHOT 3a

3AiACHEHHS!




HasBa snikapcbko20
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n/n

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o

nocsi0o4YeHHs

42,

NAMIHAPII CNAHI

BepecHs 2016 poky Ne 996),

thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHnX
YNOBHOBA&XEHOI 0CO6M.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOi 0cobu. 3miHa
MicLs 34iACHEHHSI OCHOBHOI
OiSNBHOCTI 3
hapmakoHarnsagy. 3miHa
aapecu mactep-caiina.

MepiognyHiCTb NOAAHHSA
perynsipHoO OHOB/IOBAHOIO
3BITy 3 6€3Mneku BignoBigHO

[0 MNopsaky 34icHEeHHS

chapmakoHarnsgy,
3aTBEPMKEHOTO Haka3om

MiHicTepcTBa 0XOpOHHM

3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy

MiHicTepcTBa 0XOPOHHM
300pOB’A YKpaiHu Big, 26

CTaHOBUTb: 3riHO 3i
CTpOKaMu, 3a3Ha4YeHMN y
nepiognYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

(MOPCBKA
KAMYCTA)

cnaHi no 75 r abo no
100 r,a6ono 150 ry
naykax 3 BHYTPILIHIM
nakeTom

MpAT "NikTpasn"

YKpaiHa

MpAT
"NikTpasn”

YkpaiHa

perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO

MepepeecTpauis Ha
HeoOMeXeHW TEPMIH.

MepioAnyHICTb NOAAHHSA

no MopsAaky 3aiicHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpainu Big 27

6e3
peyenma

nionsieae

UA/7579/01/01




49

n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsi0YeHHs

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CcTpoKamu, 3a3HavyeHumn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

43.

NAMOTPUAXXNH

MOPOLLIOK (Cy6CcTaHuis) y
noaBiliHMX
nonieTuIeHoBMX
nakeTtax Ans
chapmaLeBTUYHOro
3acTOCyBaHHs

Lxy6inaHt
[bxeHepikc NimiTeq,

IHAjA

Lxy6inaHTt
[hxeHepikc
Nimiteq

IHAjs

MepepeecTpauis Ha
HeoOMEeXeHW TepMiH

He
nionsieae

UA/7310/01/01

45,

NIBEPIA® IC

Tabnetkn no 0,5 r, no 10
TabneTtok y 6nictepi, no
2 6nictepun y nayuy,i 3
KapTOHyY

ToBapucTBO 3
[04aTKOBOO
BigNOBiAA/IbHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[0[aTKOBOKO
BignoBigasIbHi
CTO
"IHTEPXIM"

YkpaiHa

MepepeecTpauis Ha
Heo6MeXeHUA TepMiH.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTY 3 6e3nekun BiANoBigHO

[0 MNopsiaky 3nicHeHHs

hapMakoHarnsagy,
3aTBEPMKEHOT0 Haka3om

MiHicTepcTBa OXOpPOHU

37,0pOB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi

Ykpainun 19 rpygHs 2016
poky 3a Ne 1649/29779 (y

pefakuii Hakasy

MiHicTepcTBa OXOpPOHM

3[10pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHUMHn y
nepiognYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/13164/01/01

M'ATU [I‘EPLLEBO'I'

HacToiika no 25 mny

HACTOMKA

donakoHi (cknsiHoMy abo

TOB
"TepHochapm"

YkpaiHa

TOB
"TepHodhapm"

Ykpaina

MepepeecTpauis Ha

HeoOMeXeHW TEPMIH.

6e3
peyenma

nionsieae

UA/8483/01/01
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
nosniMmepHomy) abo y
chnakoHi-kpanenbHuL,; MepioanyHiCTb NoAaHHSA
no 1 donakoHy perynsipHo OHOBJIOBAHOIO
(cknsaHomy abo 3BiTYy 3 6e3neku BiANOBiAHO
nonimepHomy) a6o 1 [0 MNopsagky 34incHeHHS
th1akoHy-KpanenbHuLi B thapmakoHarnsgy,
nauui 3 kKapToHy; no 25 3aTBEPAKEHOTO Haka3oM
My chnakoHax MiHicTepcTBa 0OXOPOHHM
(cknsHMX abo 300pOB’A YKpainu Big 27
nosniMmepHux) abo y rpyaHa 2006 poky Ne 898,
hnakoHax- 3apeecTpoBaHnii B
KpanesnbHULAX MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A YKpainu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHumn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
46.| HO-X-WWA® pO34MH A4 iH'eKuUiid, 20 MpuBatHe Ykpaina MpuBaTHe Ykpaina MepepeecTpauis Ha 3a He UA/3611/03/01
Mr/MA No 2 M B amnyni; akuioHepHe akuioHepHe HeobMeXeHuit TepMiH. 3MiHK | peyenmom nionsieae
no 5 a6o no 100 amnyn TOBapUCTBO TOBapUCTBO | TMNy - 3MiHN Woao
y nauyui 3 KapToHy; no 2 "Jlekxim - Xapkis" "J1ekxim - 6e3nekn/edeKTBHOCTI Ta
M/1 B amnyni; no 5 Xapkis" thapmakoHarnsgy. 3miHu y

amnyn y 6nictepi; no 1
6nicTepy B nauui 3
KapTOHY

KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLi
ANs MeguyHoro
3acTocyBaHHsA
reHepuyHuX/ribpnaHnx/éiono
LiGHMX NikapcbkMx 3aco6iB
nicns BHeCeHHs Tiel camoi
3MiHM Ha pedhepeHTHMIA
npenapar (3miHa He
noTpebye HafaHHs XXOAHUX
HOBUX A0AATKOBUX AAHNX) -
3MiHN BHECEHO A0 IHCTPYKLUT
y po3ginu:
"MpoTunokasaHHsa",
"Oco6nmBoCTi
3acToCyBaHHA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs
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Ne HasBa snikapcbko20

Popma sunycky 3assHUK
n/n 3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa Bupo6Huk Kpaina

Peecmpayjitina npoyedypa Ymosu
3asBHUKa BUPOGHUKa

Peknamys Homep
Bionycky aHHs1 peecmpayitiHo2o
nocsi0YeHHs

rpyaar”, "MepenosysaHHS"
BiANOBIAHO A0 iHhopmavi
040 MEANYHOro

3aCTOCYBaHHs!
pedyepPEHTHOro NiKapcbKoro
3acoby (HO-LUMA, po3unH
ONs iH eKLiA)

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IOBAHOIO
3BITy 3 6€3Mneku BignoBigHO

[0 MNopsaky 34iCHEeHHS

chapmakoHarnsgy,
3aTBEPMKEHOTO Hakasom

MiHicTepcTBa 0XOpOHHM

3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainn 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy

MiHicTepcTBa OXOPOHHM
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),

CTaHOBUTb: 3rifHO 3i
CTpOKaMu, 3a3HauyeHnMn y
nepiognYHOCTI NOAaHHSA

perynsipHmx 3BiTiB 3

6e3neku.

47.| OME3 A® Kancynu Teepai, no 10 [-p Peppi'c IHais ToppeHT IHais MepepeecTpauis Ha
Kancyn y ctpuni; no 3 Nab6opaTopic /T4, dapmacboTika HEOOMEXeHU TepMiH. 3MiHN
CTpMNn B KOpoobLi nc ntp, | TMny - 3miHK Wwopao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLT
ANA MeauyHoro
3acTOCyBaHHSA Ha niacTasi
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3Mekn Nikapcbkoro
3acoby, abo gocnigkeHnb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
a60 K pe3yibTaT OLiHKM

3a He UA/6872/01/01
peuyenmom nidnsieae
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n/n

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o

nocsi0o4YeHHs

48.

OPACENT®

cnpeli opasibHUin 1,4 %,

TOB "baiiep”

3BITY 3 AOCNIAKEHD,
npoBefeHnX BignoBiaAHO [0
nnaxy neajiaTpuyHnX
pocnipkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT
ANna MefuyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby y po3ginu:
"MpoTunokasaHHsa",
"B3aemogis 3 iHWMMKn
nikapcbk1Mmn 3acobamu Ta
iHLWI BMAW B3aemogiin”,
"Ocob6nuBocTi
3acTocyBaHHA",
"Mepeno3yBaHHA", "T06IYHI
peakuii" BiANOBIAHO A0
OHOBNEHOT iHhopMaLii 3
6e3nekun Ailoynx PeyoBUH.

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO

[0 MopsAaky 3aiiCHEHHSA

thapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM

MiHicTepcTBa OXOpPOHU

340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTui
Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y
pegakuii Hakasy

MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHuu Big 26
BepecHsi 2016 poky Ne 996),

CTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6e3neku.

no 177 mn cnpew y
NAacTMKoBMX dhniakoHax

Ykpaina

damap A.B.E.
ABNOH lMnaHT

pevis

MepepeecTpauis Ha
HeobMeXeHWi TepMiH. 3MiHK
| TMnNy - 3MiHK Woao

6e3nekn/edeKTNBHOCTI Ta

6e3
peyenma

nidnsieae

UA/7397/01/01
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
thapmakoHarnsgy. 3miHa y
KOPOTKili XapaktepucTuy,i

nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLT
AN MeauyHoro
3acToCyBaHHSA Ha MigcTasi
perynsipHo OHOB/IOBAHOIO
3BITY 3 6€3Mnekn Nikapcbkoro
3acoby, abo [oC/igKeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog,
a60 AK pe3ysibTaT OLiHKM
3BiTY 3 AOCNIAKEHD,
npoBefeHnX BignoBigHO f0
nnaHy negjiaTpuUyHnX
pocnigxenb (PIP) (iHwi
3MiHM) 3MiHU BHECEHO [0
IHCTPYKLUIT ANs MeanYHOro
3aCTOCYBaHHS MiKapCbKOro
3acoby Jo po3ginis
"MpoTmnokasaHHA", "Cnoci6
3acToCyBaHHSA Ta 4o3n",
"B3aemogis 3 iHWMMKn
nikapcbkumm 3acobamm Ta
iHLWI BMAW B3aemogiin”,
"Oco6nnBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHs
rpygar”, "MepenosysaHHs",
"Mo6iuHi peakwi’,
"3paTHiCTb BN/IMBATU Ha
LWIBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNoOpTOM
abo iHWrMKn mexaHiamamu”
BiAnoBigHO A0 iHhopmaui
CTOCOBHO 6e3neku, sxKa
3a3HayeHa B marepiasiax
peecTpaLjiiiHoro AoCbeE.

MepiognyHiCTb NOAAHHSA
perynsipHO OHOBJIOBAHOIO
3BITy 3 6€3Mneku BignoBigHO

[0 MNopsaky 34icCHEeHHS

chapmakoHarnsay,

3aTBEPIKEHOTO HAKA30M




HasBa snikapcbko20

54

n/n

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o

nocsi0o4YeHHs

49.] NAHALON®

TabneTkn, BKPUTI

nakcoCmiTKnsiiH

MiHicTepcTBa OXOpPOHU
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTui
Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y
pegakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiuu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpOKaMmu, 3a3HauyeHNMN y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6e3neku.

50.

E[IBAHC

NMYCTUPHUKA

NNiBKOBOK 060/0HKOIO,
no 500 wmr, no 12
Tabnetok y 6nictepi, no
1 6nicTepy B kopobui

HacToika ans

KoHcblomep
Xenckep (FOK)

TpelgiHr Nimiteq,

MAT

Benvka
BpuTaHis

nakcoCmiTKn
aviH
[JaHrapsaH
Nimiteq

IpnaHgis

MepepeecTpauis Ha
HeoOMeXeHW TepMiH.

MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3neku BiANOBIAHO

0o Mopsigky 34iNCHeHHs

thapmakoHarnagy,
3aTBEPKEHOr0 Haka3om

MiHicTepcTBa 0OXOPOHHM

3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakazy

MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Big, 26
BepecHst 2016 poky Ne 996),

CTaHOBWTb: 3rigHO 3i
CcTpoKamu, 3a3Ha4yeHuMn y
nepiognYHOCTI NoAaHHsA
perynsipHmx 3BiTiB 3
6e3neku.

6e3
peyenma

nidnsieae

UA/12531/01/01

HACTOWKA

BHYTPILLIHLOrO
3acTocyBaHHs no 25 mn
y thnakoHax, no 25 mny

hnakoHi; no 1 doiakoHy

"Ny6Hnchapm”

YKpaiHa

NAT
"Ny6Huhapm"

Ykpaina

MepepeecTpauis Ha
Heo6MeXeHUA TepMiH.

MepioAnyHICTb NOAAHHSA

perynsgapHo oHoB/1lOBaHOro

6e3
peyenma

nionsieae

UA/7318/01/01
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa

Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
BUPOGHUKa
ynakoska)

Bionycky aHHs1 peecmpayitiHo2o
nocsi0YeHHs

B NauLj 3 KapTOHy

3BiTYy 3 6e3neku BiANOBiAHO
0o Mopsigky 34iNCHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOPOHHM
300pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CcTpoKamu, 3a3HavyeHumn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
niodpinizar Ans po3ynHy Kagina IHais Kagina IHais MepepeecTpauis Ha - He
Ans iH'ekuii no 20 mrin dapmacbloThkans PapmacbloTHK HeobMeXeHWi TepMiH. 3MiHK
bulk: 50 chnakoHiB 3 Nimiteq ans Jliviteq | TMnNy - 3MiHK Woao
niodpinizatom y 6e3nekn/edeKTBHOCTI Ta
KapTOHHIlA KopooLi hapmakoHarnsagy.
BBefeHHst abo 3MiHn [0
y3arasibHeHUX faHux npo
cuctemMy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
[aHuxX nNpo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0CO6Y,
BignoBiganbHOT 3a
3[jiiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI 0cobm 3
thapmakoHarnsgy 3asaBHUKa
0N 30iNCHEHHS
hapmakoHarnagy B Ykpaii,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6Y,
BignoBiganbHOT 3a
3[jiiCHEHHS
hapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/ab0o 3MiHWN Y PO3MILLEHHI
MacTep-caiiia cuctemm

51.| PABE/IOK

UA/11959/01/01
nionsieae
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsi0YeHHs

hapmakoHarnsagy). 3minu |
TMny - 3MiHKM Woa0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuy,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLT
AN MeauyHoro
3aCToCyBaHHSA Ha nigcTasi
perynsipHo OHOB/IOBAHOIO
3BITY 3 6€3Mnekn Nikapcbkoro
3acoby, abo [oC/igKeHb 3
6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog,
a60 AK pe3ybTaT OLiHKM
3BiTY 3 AOCNIAKEHD,
npoBefeHnX BignoBigHO f0
nnaHy negjiaTpuyHnX
npocnigkens (PIP) (3Miny
Y3rO4XKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm)

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IOBAHOIO
3BITY 3 6€3Mneku BignoBigHO

[0 MNopsaky 34icCHEeHHS

chapmakoHarnsgy,
3aTBEPMKEHOTO Haka3om

MiHicTepcTBa 0XOpOHHM

3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii

Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y

pefakuii Hakasy

MiHicTepcTBa OXOPOHM

300pOB’A YKpaiHu Big, 26

BepecHs 2016 poky Ne 996),
CTaHOBWTb: Bi4NOBIAHO 4O
nepiognYHOCTI CKnagaHHs
perynsipHo OHOB/IOBAHOIO

3BITY 3 6€3Mnekn Nikapcbkoro

3aco0by, 03BOIEHOTO [0
MeAMYHOr0 3aCTOCYBaHHS,

Ha LEeHTPasIbHOMY piBHi
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
52.| PABE/IOK niodpinizat ANs po3vnHy Kapgina IHais Kagina IHAis MepepeecTpauis Ha 3a He UA/1441/02/01
Ans iH'ekuiii no 20 wr, 1 dapmacbloTUKan3 dapmMacbloTUK HeobMeXeHuin TepMiH. 3MiHn | peyenmom nionsi2ae
chnakoH 3 niodpinizatom Nimiteq ans Jliviteq | TMNY - 3MiHW Woao

B KapTOHHIi Kopo6Lyi 6e3nekun/edekTBHOCTI Ta
thapmakoHarnsagy.
BBepgeHHs1 abo 3MiHM A0
y3arasibHeHUX JaHuX nNpo
cuctemy chapmakoHarnsgy
(BBEAEHHA Y3araslbHEHNX
[aHuxX nNpo cuctemy
thapmakoHarnsgy, 3miHa
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsgy;
KOHTaKTHOI ocobu 3
hapmakoHarnsgy 3asBHUKa
0N 30iCHEHHS
thapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
thapmakoHarnsgy
(BK/THOYAKOYN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremm
hapmakoHarnsagy). 3minu |
TMny - 3MiHKM Woa0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuy,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLT
AN MeauyHoro
3aCToCyBaHHSA Ha nigcTasi
perynsipHoO OHOB/IOBAHOIO
3BiTY 3 6€3Mnekn Nikapcbkoro
3acoby, abo [oC/igKeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog,
a60 K pe3ysibTaT OLiHKM
3BiTY 3 AOCNIAKEHD,
npoBefeHnX BignoBigHO f0
nnaHy negjiaTpuyHnX
pocnigkedb (PIP) (3Miny
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1

Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpraHoM)
3MiHU BHECEHO A0 IHCTPYKLUi
AN MeauyHoro
3acTOCyBaHHA nNpenapary Ao
po3ginis "TpoTrnokasaHH:A",
"B3aemopis 3 iHLWMMKN
nikapcbknMmn 3acobamu Ta
iHWi BUAW B3aemogiin”,
"Oco6nnBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHsA
rpyaar”, "Cnocié
3aCToCyBaHHA Ta [03u",
"OiTn" (yTOYHEHHS
hopmyntoBaHHs), “Mo6iyHi
peakuii" BiANOBIAHO A0
iHbopmauii woao 6esnekn
AiH0Y0I pevyoBUHN
"pabenpazon".

MepiognyHiCTb NoAaHHSA
perynsipHo OHOB/IOBAHOIO
3BITY 3 6€3Mneku BignoBigHO

[0 MNopsaky 34icCHEeHHS

chapmakoHarnsgy,
3aTBEPMKEHOTO Haka3om

MiHicTepcTBa 0XOpOHHM

3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy

MiHicTepcTBa OXOPOHM
300pOB’A YKpaiHu Big, 26

BepecHs 2016 poky Ne 996),
CTaHOBWTb: Bi4NOBIAHO 4O
nepiognYHOCTI CKnagaHHs
perynsipHo OHOB/IOBAHOIO

3BITY 3 6€3Mnekn Nikapcbkoro
3aco0by, 03BOIEHOTO [0
MeAMYHOr0 3aCTOCYBaHHS,

Ha LEeHTPasIbHOMY piBHi
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
53.| PUBEHAPOC® 35 TabneTku, BKPUTI TOB "3eHTiBa" Yecbka BMPOOHULITBO Yecbka MepepeecTpauis Ha 3a He UA/7150/01/01
060/10HKO10, N0 35 Mr Pecny6nika Hepo3dhacoBa Pecny6nika/ HeobMeXeHui TepMiH. 3MiHK | peyernmom nionsieae
Ne 2 (2x1): no 2 HOro CnoBaubka | TMNY - 3MiHW Woao
Tabnetku B 6nicTepi; no nNpoayKTY, Pecny6nika 6e3nekun/edekTBHOCTI Ta
1 6nicTepy B KApTOHHIN nepBuHHE Ta hapmakoHarnsigy. 3miHa y
Kopobui, BTOPUHHE KOPOTKIili XapakTepucTu,i
Ne 4 (4x1), Ne 8 (4x2), nakyBaHHs, nNiKapcbKoro 3acoby, TekcTi

Ne 12 (4x3): no 4
Tabnetku B 6nicTepi; no
1 a6o no 2, abo no 3
6nicTepy B KAPTOHHIi
Kopobui

KOHTpO/b Ta
BMNYCK Cepii:
TOB
"3eHTiBa",
Yecbka
Pecnyb6nika;
AT "CaHeka
dapmacbloTika
ns",
Cnosaubka
Pecny6nika

MapKyBaHHS Ta iHCTPYKLiT
ANA MeauyHoro
3acTOCyBaHHSA Ha niacTasi
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6€3Mekn Nikapcbkoro
3acoby, abo gocnigkeHns 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
a60 K pe3ysbTaT OLiHKM
3BITY 3 JOCNIOXEHD,
npoBeAeHrX BignoBigHO A0
nnaaHy negiatpuyHux
pocnipxeHb (PIP) (iHwi
3MiHK) - 3MiHV BHECEHO A0
IHCTPYKLii 4Nns MegnyHoro
3acTocyBaHHA npenapary Ao
po3ainis "B3aemogis 3
IHLUMMKN NiKapCbKMK
3acob6amu Ta iHWi Buan
B3aemogii", "rMooGiuHi
peakuii" BiANOBIAHO A0
OHOBJIEHOT iHhopMaLii 3
6e3nekun Ajlyoi pevyoBmHN Ta
marepianis peecTpauiiHoro
[OCbE.

MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6e3neku BiANOBiAHO

0o Mopsigky 34iNCHeHHs

dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0OXOPOHM

300pOB’A YKpainu Big 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
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HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
pefakuii Hakasy
MiHicTepcTBa 0XOPOHHM
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpOKaMu, 3a3Ha4YeHMN y
nepiognYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.
54.| CENTE®PUN Tabnetku no 0,2 Mr no My6niuHe YkpaiHa My6niyHe YkpaiHa MepepeecTpauis Ha 6e3 nionsieae UA/7930/01/01
10 TabneTok y akujioHepHe akuioHepHe HeoOMeXeHW TEPMIH. peyenma
6nictepax; no 10 TOBapuCTBO TOBapWCTBO
Tabnetok y 6nictepi, no "HaykoBo- "HaykoBo- MepioAnyHICTb NOAAHHSA
1 6nicTepy B nauui BMPOGHNUNIA BMPOGHUYNIA perynspHo OHOB/IHOBAHOTO
LEeHTp LeHTp 3BiTy 3 6€3MeKu BignoBigHO
"BopLyariBcbkuii "BopLuariscbk [0 MNopsiaky 34icHEHHs!
XiMiKO- WA XimiKo- thapmakoHarnsgy,
chapmaLeBTUYHNI dhapmavneBTy 3aTBEPAKEHOTO Haka3oM
3asof” HWi1 3aBoa", MiHicTepcTBa OXOpPOHU
YkpaiHa; 300pOB’A YKpaiHu Big 27
TOB rpyaHa 2006 poky Ne 898,
"Arpochapm", 3apeecTpoBaHuii B
YKpaina MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBMTb: 3ri4HO 3i
CTpOKaMu, 3a3Ha4yeHMN y
nepiogNYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.
55.] CTUMON® PO34MH OopasibHUiA, 1 BIOKOAEKC dpaHuis BIOKOAEKC dpaHuis MepepeecTpauis Ha Ges He UA/6937/01/01
r/10 mn no 10 mny HeobMeXeHWi TEPMIH. peyenma niossieae
nakeTuky, no 18

NakeTUKIB Y KAPTOHHIN
KopoobLi

MepioANYHICTb NOAAHHS
perynsipHo OHOB/IHOBAHOTO
3BITY 3 6e3Mneku BignoBigHO

0o Mopsigky 34ifNcCHeHHs

thapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM

MiHicTepcTBa OXOpPOHM

3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
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n/n

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o

nocsi0o4YeHHs

56.| CTPUBIUNH

PO34uH AN iH'eKUil no 2

MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y

pefakuii Hakasy
MiHicTepcTBa 0OXOPOHHM
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHuMu y
nepiognYHOCTI NoAaHHsA

perynsipHmx 3BiTiB 3

6e3neku.

57.

CTPUBILUVH

mr/mn, in bulk: no 25 mn
y thnakoHi; no 100
hnakoHiB y Kopobui; in
bulk: no 100 mny
donakoHi; no 50
onakoHiB y KopobLi

M.BIOTEK 1T/,

Benvka
BputaHis

MAWAH
NIABOPATOPI
3 NIMITEL
(OTL)

IHais

MepepeecTpauis Ha 5 pokis

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BITYy 3 6€3Meku BignoBigHO

£o MopsAaky 3aiicHEHHA

thapmakoHarnagy,
3aTBEPAKEHOr0 Hakasom

MiHicTepcTBa OXOpPOHU

3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy

MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHu Big 26

BepecHst 2016 poky Ne 996),
CTaHOBWTbL: BiANOBIAHO A0
nepiognYHOCTI CKNafaHHsa
perynsipHo OHOB/IOBAHOTO

3BITY 3 6e3Mnekn Nikapcbkoro
3aco0by, 03BOIEHOrO [0

MeJMYHOro 3aCTOCyBaHHS,
Ha LEeHTPasIbHOMY piBHi.

He
nidnsieae

UA/12243/01/01

pO34MH ANA iH'eKUi no 2
mr/mn, no 25 mn abo no
100 My chiakoHi 3i
ckna; no 1 donakoHy B
nauuj

M.BIOTEK 1T/,

Benuka
BputaHis

MAWIAH

NIABOPATOPI

3NIMITEL,
(OTL)

IHais

MepepeecTpauis Ha 5 pokis

MepioANYHICTb NOAAHHS
perynsipHo OHOB/IHOBAHOTO
3BITY 3 6€3Mneku BignoBigHO

0o Mopsigky 34ifNcCHeHHs

thapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM

MiHicTepcTBa OXOpPOHM

3a
peuyenmom

He
nionsieae

UA/12242/01/01




HasBa snikapcbko20
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n/n

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina

3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o

nocsi0o4YeHHs

58.

CTPUKAPB

po34uH ANns iHgysiii, 10

3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0OXOPOHHM
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: Bi4NOBIAHO 4O
nepiognYHOCTI CknagaHHs
perynsipHo OHOB/IOBAHOTO
3BITY 3 6€3Mnekn Nikapcbkoro
3aco0by, 03BOIEHOTO [0
MeJMYHOro 3acTOCyBaHHS,
Ha LEeHTPa/IbHOMY PiBHi.

59.

CTPUKAPB

mr/mn in bulk: 5 mn a6o
15 mn y donakoni; no 100
chnakoHiB y kopobui abo
in bulk: 45 mn a6o 60 mn
y thnakoHi; no 50

thnakoHiB y KopobLi

PO34uMH s iHduysiii, 10

M.BIOTEK T/,

M.BIOTEK T,

Benuka
BpuTaHis

Benvka

MAWIAH

NABOPATOPI

3 NIMITEL,
(OTL)

MAWTAH

IHAjs

MepepeecTpauisHa
HEO0BMEXEHW TePMIH.
MepioAnYHICTb NOAAHHS

perynsipHo OHOB/IOBAHOTO

3BiTYy 3 6e3neku BiANOBIAHO
0o Mopsigky 34iNCHeHHs

thapmakoHarnagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0OXOPOHHM

3[10pOB’A YKpaiuu Big 27

rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B

MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y

pepakuii Hakazy

MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Big, 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: BigMNoOBIAHO A0
NepiogNYHOCTI CKNagaHHs
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3nekun Nikapcbkoro
3aco0y, A03B0OJIEHOrO A0
MeJMNYHOro 3acTOCyBaHHs,
Ha LleHTpasIbHOMY PiBHI.

He
nionsieae

UA/12245/01/01

mr/mn, no 5 mn a6o 15
M, abo 45 mn, a6o 60

M1y dp/iakoHi; no 1

BpuTaHis

NNTABOPATOPI
3 NIMITEL

(OTL)

IHgis

MepepeecTpauisiHa
HeobMeXeHWin TepMiH. 3MiHK
| TMny - 3MiHK Woao

3a
peyenmom

6e3nekn/edeKTNBHOCTI Ta

He
nionsieae

UA/12244/01/01
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
nocsi0YeHHs

ynakoska)

hnakoHy y nauui

thapmakoHarnsgy. 3miHa y
KOPOTKili XapaktepucTuy,i
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLT
AN MeauyHoro
3acToCyBaHHSA Ha MigcTasi
perynsipHo OHOB/IOBAHOIO
3BITY 3 6€3Mnekn Nikapcbkoro
3acoby, abo [oC/igKeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog,
a60 AK pe3ysibTaT OLiHKM
3BiTY 3 AOCNIAKEHD,
npoBefeHnX BignoBigHO f0
nnaHy negjiaTpuUyHnX
npocnigkens (PIP) (3Miny
Y3rOXKEeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKLT
ANA MeauyHoro
3acTocyBaHHs npenapary Ao
po3ginis "MpoTunokasaHHA",
"B3aemogis 3 iHWMMKn
nikapcbkumm 3acobamm Ta
iHWi BUAn
B3aemMogiit","OcobamBoCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiof
BariTHOCTi Ta roflyBaHHs
rpygar”, "MepenosysaHHs",
"Mo6iuHi peakwi "
BiANOBIAHO iH(hopMaLii
oo 6e3neku Aitoyoi
peyoBVHN

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO

[0 MopsAaky 3aiiCHEHHS

thapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU

340pOB’A YKpainu Big 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B

MiHicTepcTBi tocTuii
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A YKpainu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: BiAMNOBIAHO A0
NepiogNYHOCTI CKNagaHHs
perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6e3nekun Nikapcbkoro
3acoby, A03B0OJIEHOIO A0
MeJMNYHOro 3aCTOCyBaHHs,
Ha LeHTpasIbHOMY PiBHI.

60.

CTPUTOKCON

KOHLeHTpaT Ans
pO34nHy A8 iHdys3iii no
6 mr/mn, in bulk: no 5 mn
a60 16,7 MmNy h1aKoHi;
no 100 dpnakoHis y
Kopobui; in bulk: no 50
My chriakoHi; no 50
thakoHiB y KopobLi

M. BIOTEK NTA

Benuvka
BpuTaHis

MAUNAH
NABOPATOPI
3 NIMITEL
(OTL)

IHgis

MepepeecTpauis Ha
HeoOMeXeHWn TepMiH.
MepioAnyHICTb NOAAHHSA

perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO
no MopsAaky 3aiicHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
300pOB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBMTb: 3ri4HO 3i
CTpOKaMu, 3a3Ha4yeHMN y
nepiogNYHOCTI NOAaHHS

perynsapHux 3BiTiB 3

6e3neku.

He
nionsieae

UA/12153/01/01

61.

CTPUTOKCON

KOHLieHTparT Ans
pO34nHy ANs iHdys3ili no
6 mr/mn, no 5 mn abo
16,7 mn, abo 50 mn y
dhnakoHi; no 1 dpnakony
y nauui

M. BIOTEK NTA

Benuka
BpuTaHis

MAWTAH
NNTABOPATOPI
3 NIMITEL
(OTL)

IHgis

MepepeecTpadis Ha
HeobMeXeHWn TepMiH. 3MiHK
| TMny - 3MiHK Woao
6e3nekn/edekTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOpOTKili xapakTepucTu,i
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLT
AN MegnyHoro

3a
peyenmom

He
nionsieae

UA/12152/01/01
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1

3acTOCyBaHHSA Ha niacTasi
perynsipHoO OHOB/IOBAHOTO
3BiTYy 3 6€3Mnekn Nikapcbkoro
3acoby, abo gocnigkeHnb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
a60 K pe3ysbTaT OLiHKM
3BITY 3 JOCNIOXEHD,
npoBeAeHrX BignoBigHO A0
nnaHy negiatpuyHux
nocnigmkens (PIP) (3Miny
Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVNM OpraHom) -
3MiHU BHECEHO A0 IHCTPYKLUi
AN MeauyHoro
3acTOCyBaHHA nNpenapary Ao
po3ginis "TpoTrnokasaHH:A",
"B3aemopis 3 iHLWMMKN
nikapcbknMmn 3acobamu Ta
iHWi BUAW B3aemogiin”,
"Oco6nnBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi Ta rofyBaHHs
rpyaAaro" (YyToUHEHHS
iHchopmawii), "Cnocio
3aCTOCyBaHHA Ta
[031"(YTOUHEHHS
iHchopmawii),
"MepenosyBaHHA", "T06IYHI
peakuji " BignosigHo A0
OHOBJIEHOT iHhopMaLii 3
6e3nekun 4ityoi pevyoBUHN.

MepiognyHiCTb NoAAHHSA
perynsipHoO OHOB/IOBAHOIO
3BITy 3 6€3Mneku BignoBigHO

[0 MNopsaky 34iCHEeHHS

chapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM

MiHicTepcTBa 0XOpOHHM

3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaxa 2016




66

n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

poky 3a Ne 1649/29779 (y
pegakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHuu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHNMN y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

62.

CTPYKTYM®

Kancynu Teepai no 500
Mr, o 12 kancyny
6nictepi; no 5 6nictepis
Y KapTOHHI ynakosLi;
no 20 kancyn y 6nictepi;
no 3 6nictepu y
KapTOHHI ynakosL,i

M'ep ®abp
MegvikameHT

®paHuisa

M'ep ®abp
MegukameHT
MpoaakLH

dpaHuis

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.

MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3neku BiANOBiAHO

0o Mopsigky 34iNcCHeHHs

hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om

MiHicTepcTBa 0XOPOHHM

3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii

Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y

pepakuii Hakazy

MiHicTepcTBa OXOpPOHU

340pOB’A YKpaiHu Big, 26

BepecHst 2016 poky Ne 996),
CTaHOBWTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHuMn y
nepiognYHOCTI NOAaHHsA
perynsipHux 3BiTiB 3
6e3neku.

6e3
peyenma

nidnsieae

UA/7504/01/01

63.

TEMO30/10MIA-
TEBA

kancynu no 20 mr; no 5
Kancyn y cpnakoHi, no 1
onakoHy B KOPOOLi

Tesa
dapmauesTikasn
IHgacTpi3 114,

13painb

Brpo6HMLTBO
3a NOBHUM
LKIOM:
Hep®apMa
C.P.N, Itanis
abo
Xaynt ®apma
Awmaper 'méX,

ITania/
Himeuunna

MepepeecTpauis Ha
HeobMexeHuli TepMiH. 3MiHN
| TMnNy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHun y
KOPOTKIl XapaKTepucTuLi
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHA Ta iHCTPYKLT

HimeuunHa; ANs MefuyHoro
KoHTponb 3acTOCyBaHHs
SAKOCTI: reHepuyHux/ribpuaHux/éiono

3a
peuyenmom

He
nionsieae

UA/12676/01/01
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
Mepkne 'vbX, Li6HMX Nikapcbkmx 3aco6is
HimeuunHa; nicnsi BHECEHHSA TiET caMol
[o3Bin Ha 3MiHM Ha pedhepeHTHUIA
BUNYCK cepil: npenapar (3MiHa He
Mepkne T'mM6X, noTpebye HafaHHs XO4HNX
HimevunHa HOBUX AOAATKOBKX AaHUX) -

3MiHV BHECeHi A0 IHCTpYKLii
y po3gin "MNokasaHHs"
3aTBepaKeHO: "JlikyBaHHS: ¢
[0pOCNNX NauieHTiB i3
BnepLUue BUSBNEHOO
MyNbTUOPMHOIO
rnio6nacTtomoto, nig vac
NpoBefEeHHs Kypcy
pagiotepanii (PT) Ta nicns
oro 3aBepLUeHHs, Y BUrNAA;
MOHOTepanii; ¢ giteli ctapwe
3 pokiB Ta 4opocamx
nauieHTiB 3i 3/105IKiCHOO
rniomoto y chopmi
MyNbTUOPMHOI
rniobnactomm abo
aHannacTuyHol
acTpOLMTOMM NMPU HAABHOCTI
peunausy abo
nporpecyBaHHs
3aXBOPIOBAHHSA MicnA
cTaHAapTHOT Tepanii”;
3anponoHoBaHo: "JlikyBaHHS:
— [OPOC/MX MauieHTiB i3
BrepLUe BUSIB/IEHOIO
MYyNbTUOPMHOIO
rniob1acTomolo, y CynpoBogi
pagioTepanii Ta NOTiM AK
MOHOTepanis; — AiTei Bikom
Bif 3 pOKiB i Jopocnnx
nauieHTiB 3i 3/105IKiCHOO
rniomoto y chopmi
MyNbTUOPMHOI
rniobnactomm abo
aHannacTuyHol
acTpOLMTOMM NMPU HAABHOCTI
peunausy abo
nporpecyBaHHs
3aXBOPIOBAHHSA MicnA
CTaHfapTHOI Tepanii”. 3MiHu
BHECEHIi [10 IHCTPYKUIi y




68

n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

po3ainu: "dapmakonorivHi
B/1acTMBOCTI",
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMKN
nikapcbknMmn 3acobamu Ta
iHWi BUAW B3aemogiin”,
"Oco6nnBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHsA
rpyaar”, "Cnocié
3aCToCyBaHHA Ta [03u",
"Oitn" (pegaryBaHHs
inchopmawuii),
"Mpepo3yBaHHs", "T06IYHI
peakuii" - BignoBigHoO A0
pedepeHTHOro npenapary
TEMOJA/I®, kancynu.

MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6e3neku BiANOBiAHO

0o Mopsigky 34iNCHeHHs

dhapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm

MiHicTepcTBa OXOPOHM

300pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuii

Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y

pejakuii Hakasy

MiHicTepcTBa OXOpPOHU

340pOB’A YKpainu Big, 26

BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CcTpoKamu, 3a3HavyeHumn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

64.

TEMO30/10MIA-
TEBA

kancynu no 100 mr; no 5
Kancyn y cpnakoHi, no 1
ch1akoHy B KOPOOL

TeBa
dapmaueBTikas
IHpacTpi3 /T4,

13painb

Brpo6HMUTBO
3a NOBHUM
LIK/IOM:
Hep®apMa
C.P.N, Itanis
abo

ITania/
Himeuunna

MepepeecTpauis Ha
HeobMeXeHWi TepMiH. 3MiHK
| TMNy - 3MiHN Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuyi

3a
peyenmom

He
nionsieae

UA/12676/01/02
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
nocsi0YeHHs

ynakoska)

Xaynt ®apma
Amaper 'm6X,
HimeuumnHa;
KoHTposb
AKOCTI:
Mepkne T'mM6X,
HimeuuuHa;
[lo3Bin Ha
BWMYCK Cepii:
Mepkne 'vbX,
HimeuunHa

nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLT
ANA MeauyHoro
3acTocyBaHHS
reHepuyHuX/ribpuaHMx/6iono
LOi6HUX Nikapcbkyx 3acobiB
nicns BHeCeHHs Tiel camol
3MiHM Ha pethepeHTHUIA
npenapar (3miHa He
noTpebdye HafaHHs XOAHUX
HOBUWX A0AATKOBMX AaHNX) -
3MiHU BHECEHI A0 iHCTPYKL,i
y po3gin "MNokasaHHa"
3aTBEPAKEHO: "JTiKyBaHHS:
[0pOC/UX NaLieHTiB i3
BrepLUe BUSIB/IEHOO
MYyNbTUOPMHOIO
rnio6aacTomoto, nig vac
npoBefAeHHs Kypcy
pagiotepanii (PT) Ta nicns
0ro 3aBepLUeHHS, Y BUrNA4i
MoHOTepanii; ¢ giteil ctaplue
3 pokiB Ta fopocnnx
nauieHTiB 3i 3/105IKiCHOO
rniomoto y chopmi
MyNbTUGOPMHOI
rniobnactomm abo
aHannacTuyHol
acTpoLMTOMM NPU HAsSIBHOCTI
peunamsy abo
nporpecyBaHHs
3aXBOPIOBaHHA Micns
cTaHAapTHOI Tepanii®;
3anponoHoBaHo: "flikyBaHHS:
— AOPOC/NX NaUieHTIB i3
BrepLUe BUSB/IEHOIO
MY/1IbTUPOPMHOIO
rnio6nactomoto, y cynpoBsogi
pagioTepanii Ta NoOTiM 5K
MOHOTepanis; — AiTei Bikom
Bif 3 pOKiB i JOpOCANX
nauieHTiB 3i 3/105IKiCHOO
rniomoto y chopmi
MyNbTUGOPMHOI
rniobnactomm abo
aHannacTuyHol
acTpPOLMTOMM NPU HAsSIBHOCTI




HasBa snikapcbko20
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n/n

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o

nocsi0o4YeHHs

65.

TEMO30/IOMIZAI-

Kancynu no 140 mr; no 5

TeBa

peunausy abo
nporpecyBaHHs
3aXBOPIOBAHHA MicnA
CTaHfapTHOI Tepanii”. 3MiHu
BHECEHIi [0 IHCTPYKUIT Y
po3ginu: "dapmMakonoriyHi
BNacTuBoCTi",
"MpoTunokasaHHsa",
"B3aemogis 3 iHWMMKn
nikapcbkumm 3acobamm Ta
iHLWI BMAW B3aemogiin”,
"Oco6nnBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocié
3acToCyBaHHA Ta fo3n",
"[iTn" (pegaryBaHHs
iHhopmawii),
"Mpepo3yBaHHs", "T0OGIYHI
peakuii" - BiANOBIAHO A0
pecbepeHTHOro npenapary
TEMOJA/I®, kancynu.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO

no MopsAaky 3aiiCHEHHSA

thapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM

MiHicTepcTBa OXOpPOHU

340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTui
Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y
pegakuii Hakasy

MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHuu Big 26
BepecHsi 2016 poky Ne 996),

CTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4YeHnMN y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6e3neku.

13painb

Brpo6HMLUTBO

ITanis/

MepepeecTpauis Ha

3a

He

UA/12676/01/03
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
TEBA Kancyn y cpnakoHi, no 1 dapmaueBTikas 3a NOBHUM HimeuunHa HeobMeXeHuit TepMiH. 3MiHK | peyenmom nionsieae
onakoHy B KOPOOLi IHgacTpi3 14, LMKIOM: | TMNy - 3MiHN Woao
Hep®apMa 6e3nekn/edeKTBHOCTI Ta
C.P.N, Itania thapmakoHarnsgy. 3miHu y
abo KOPOTKili XapakTepucTuy,i

XaynT ®apma
Awmaper 'm6X,
HimeuunHa;
KoHTposb
SAKOCTI:
Mepkne T'mM6X,
HimeuumnHa;
[o3sBsin Ha
BWMYCK Cepii:
Mepkne T'mM6X,
HimeuunHa

NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLT
ANna MefuyHoro
3acTocyBaHHSA
reHepuyHuX/ribpuaHnx/éiono
LiGHMX Nikapcbkmx 3aco6iB
nicns BHeCeHHs Tiel camoi
3MiHU Ha pedhepeHTHN
npenapar (3miHa He
noTpebye HafaHHs XXOAHUX
HOBUX AOAATKOBKX AaHMX) -
3MiHU BHECEHI [0 iHCTPYKLi
y po3gin "Moka3zaHHsA"
3aTBEpPKEHO: "JTikyBaHHS: ¢
L0POCNNX MAUEHTIB i3
BrepLUe BUSB/IEHOO
MY/1IbTUPOPMHOIO
rnio6nactomoto, nig vac
npoBefAeHHsA Kypcy
pagiotepanii (PT) Ta nicns
0ro 3aBepLUeHHs, Y BUrNa4i
MoOHOTeparnii; * giteil ctaplie
3 pokiB Ta 4opocamx
navjieHTiB 3i 3/105KICHOO
rniomoto y chopmi
MY/IbTUOPMHOT
rnio6nactomu abo
aHannacTuyHol
acTpoLMTOMM MPU HAsABHOCTI
peumausy abo
nporpecyBaHHs
3aXBOPIOBAHHSA Micns
cTaHgapTHoI Tepanii”;
3anponoHoBaHo: "JliKyBaHHS:
— [lOpOCAMX NaLieHTIB i3
BnepLUue BUSBNEHOO
MyNbTUHOPMHOIO
rnio6nacTomMoto, y cynposogi
pagioTepanii Ta NoTiM AK
MOHOTeparnis; — AiTei Bikom
Bif, 3 pokKiB i gopocnnx

navujieHTiB 3i 3/1051KICHOH
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
rniomoto y chopmi

MyNbTUGOPMHOI
rniobnactomun abo
aHannacTuyHol
acTpoLMTOMM NPU HAsSIBHOCTI
peunamsy abo
nporpecyBaHHs
3aXBOPIOBaHHA Micas
CcTaHAapTHOI Tepanii. 3MiHu
BHECEHI [0 iIHCTPYKUii y
po3sainu: "®apmakosnoriyHi
BM1acTBoCTi",
"TpoTunokasaHHsa",
"B3aemogis 3 iHWmMn
nikapcbknuMm 3acobamm Ta
iHWI BMAW B3aemogiin”,
"Oco6nmBoCTi
3acTocyBaHHA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs
rpyaa”, "Cnocié
3aCcToCyBaHHsA Ta 4o3n",
"[iTn" (peparysaHHs
iHchopmawii),
"Mpepo3syBaHHsA", "TT06IYHI
peakui" - BiANoOBIgHO A0
pethepeHTHOro npenapary
TEMOJAJI®, kancynu.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO
[0 MopsAaky 3aiiCHEHHSA

thapmakoHarnsaay,
3aTBEPAKEHOIO Haka3oM

MiHicTepcTBa OXOpPOHU
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTui
Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y

pegakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHuu Big 26

BepecHs 2016 poky Ne 996),
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
CTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHumn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
66., TEMO30O/IOMIA- kancynu no 180 mr; no 5 TeBa I13painb Brpo6HMUTBO ITania/ MepepeecTpauis Ha 3a He UA/12676/01/04
TEBA Kancyn y cpnakoHi, no 1 $apmaueBTikas 3a NOBHUM HimeuunHa HeobMeXeHuit TepMiH. 3MiHK | peyenmom nionsieae
onakoHy B KOPOOLi IHgacTpis 14, LMKIOM: | TMnNy - 3MiHK Woao
Hep®apMa 6e3nekn/edeKTBHOCTI Ta
C.P.N, Itania thapmakoHarnsgy. 3miHu y
abo KOPOTKili XapakTepucTuy,i

Xaynt ®apma
Amaper 'm6X,
HimeuunHa;
KoHTposb
SAKOCTI:
Mepkne T'M6X,
HimeuunHa,;
[o3ssin Ha
BWMYCK Cepii:
Mepkne 'mM6X,
HimeuunHa

nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLT
ANs MeguyHoro
3acTocyBaHHsA
reHepuyHuX/ribpnaHnx/éiono
LiGHMX NikapcbkMx 3aco6iB
nicns BHeCeHHs Tiel camoi
3MiHM Ha pedhepeHTHMIA
npenapar (3miHa He
noTpebye HafaHHs XXOAHUX
HOBUX A0AATKOBUX AAHNX) -
3MiHU BHECEHI A0 iHCTPYKL,i
y po3gin "fNokasaHHa"
3aTBEpPKEHO: "JTikyBaHHS: ¢
L0POCNNX MAUEHTIB i3
BrepLue BUABNEHOO
MY/TbTUCHDOPMHOI
rnio6nacTtomoto, nig vac
npoBefieHHs Kypcy
pagiotepanii (PT) Ta nicns
0ro 3aBepLUeHHs, Y BUrnagi
MoHOTeparnii; * giTeil ctaplie
3 pokiB Ta fopocnmx
navjieHTIB 3i 3M1051KiCHOO
rniomMoto y dhopmi
MYbTUOPMHOT
rnio6nactomu abo
aHannacTuyHol
acTpoLMTOMU NPU HAABHOCTI
peunausy abo
nporpecyBaHHs
3axBOPIOBaHHSA Micns
cTaHgapTHoI Tepanii”;

3anpornoHoBaHo: "JlikyBaHHS:

— [lOPOCAMX NaLieHTIB i3
BnepLue BUSBAEHOO
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1

MY/1IbTUPOPMHOIO
rnio6nacTomoto, y cynpoBsogi
pagioTepanii Ta NoOTiM 5K
MOHOTepanis; — AiTei Bikom
Bif 3 pOKiB i JOpOCANX
nauieHTiB 3i 3/105IKiCHOO
rniomoto y chopmi
MyNbTUGOPMHOI
rniobnactomun abo
aHannacTuyHol
acTpoLMTOMM NPU HAsSIBHOCTI
peunamsy abo
nporpecyBaHHs
3aXBOPIOBaHHA Micns
CcTaHAapTHOI Tepanii. 3MiHu
BHECEHI [0 iIHCTPYKUii y
po3ainu: "®apmakosnoriyHi
BM1acTMBoCTi",
"TpoTunokasaHHsa",
"B3aemogis 3 iHWmMu
nikapcbknuMmn 3acobamm Ta
iHWI BMAW B3aemogiin”,
"Oco6numBoCTi
3acTocyBaHHA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs
rpyaat”, "Cnocié
3aCcToCcyBaHHsA Ta 403n",
"[iTn" (peparysaHHs
iHchopmawii),
"Mpepo3syBaHHsA", "TT06IYHI
peakui" - BiANOBIgHO A0
pethepeHTHOro npenapary
TEMOJAJI®, kancynu.

MepiognyHiCTb NoAAHHSA
perynsipHoO OHOB/IOBAHOIO
3BITy 3 6€3Mneku BignoBigHO

[0 MNopsaky 34iCHEeHHS

chapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM

MiHicTepcTBa 0XOpOHHM

3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaxa 2016
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

poky 3a Ne 1649/29779 (y
pegakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHuu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHNMN y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

67.

TEMO30/IOMIA-
TEBA

Kancynu no 250 mr; no 5
Kancyn y dpnakoHi, no 1
hnakoHy B KOPOOL

TeBa
PapmaueBTikaU
IHpacTpi3 114,

13painb

Brpo6HMLUTBO
3a NOBHUM
LIMK/IOM:
Hep®apMa
C.P.N, Itania
a6bo
Xaynt ®apma
Awmaper 'm6X,
HimeuuunHa;
KoHTposb
SAKOCTI:
Mepkne 'vbX,
HimeuunHa;
[o3Bin Ha
BUNYCK cepil:
Mepkne 'M6X,
HimeuyunHa

ITanis/
HimeuunHa

MepepeecTpauis Ha
HeobMeXeHWi TepMiH. 3MiHK
| TMNy - 3MiHK Woao
6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili XxapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLT
AN MeauyHoro
3acTocyBaHHs
reHepuyHUX/ribpuaHMx/6iono
LiGHMX Nikapcbkmx 3aco6is
nicns BHeCeHHs Tiei camoi
3MiHM Ha pedhepeHTHMIA
npenapar (3MiHa He
notpebye HagaHHS XOLHNX
HOBUX JOAATKOBUX AaHUX) -
3MiHV BHECeHi A0 IHCTpyKLii
y po3gin "MNokasaHHs"
3aTBepKeHO: "JlikyBaHHs: ¢
[0POCNNX NaUieHTIB i3
BnepLue BUSBNEHOO
MY/1IbTUPOPMHOIO
rnio6nactomoto, nig vac
npoBefeHHs Kypcy
pagiotepanii (PT) Ta nicns
0ro 3aBepLUeHHs, Y BUrNAA;
MOHOTepanii; ¢ giteli ctapwe
3 pokiB Ta AOPOCANX
nauieHTiB 3i 37105KiCHOO
rniomoto y chopmi
MY/TIbTUPOPMHOT
rniobnactomm abo
aHannacTuyHol
acTpOLMTOMM MPU HAABHOCTI
peunausy abo
nporpecyBaHHs

3a
peyerimom

He
nionsieae

UA/12676/01/05
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1

3aXBOPIOBAHHSA Micns
cTaHgapTHoI Tepanii”;
3anponoHoBaHo: "JliKyBaHHS:
— [lOpOCAMX NaLieHTIB i3
BnepLUue BUSBNEHOO
MyNbTUHOPMHOIO
rnio6nacTomoto, y cynposogi
pagioTepanii Ta NoTiM AK
MOHOTeparnis; — AiTei Bikom
Bif, 3 pokiB i gopocnnx
navjieHTiB 3i 3/1051KICHOO
rniomoto y chopmi
MY/IbTUOPMHOT
rnio6nactomu abo
aHannacTuyHol
acTpoLMTOMM NMPU HASABHOCTI
peumausy abo
nporpecyBaHHs
3aXBOPIOBAHHSA Micns
cTaHAapTHoI Tepanii”. 3MiHu
BHECEHIi [0 iHCTPYKUIii y
po3ainu: "dapmakonorivHi
BflacTueocCTi",
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMKN
nikapcbknMmn 3acobamu Ta
iHWi BUAW B3aemogiin”,
"Oco6nnBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHsA
rpyaar”, "Cnocié
3aCToCyBaHHA Ta [03u",
"Oitn" (pegaryBaHHs
inchopmauii),
"Mpepo3yBaHHs", "T06IYHI
peakuii" - BignoBigHoO A0
pedepeHTHOro npenapary
TEMOJA/I®, kancynu.

MepiognyHiCTb NoAaHHSA
perynsipHO OHOBJIOBAHOIO
3BITy 3 6€3Mneku BignoBigHO

[0 MNopsaky 34icCHEeHHS

chapmakoHarnsay,
3aTBEPAKEHOTO HaKa3oM




77

Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
MiHicTepcTBa OXOpPOHU
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTui
Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y
pegakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiuu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpOKaMmu, 3a3HauyeHNMN y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6e3neku.
68.| TMUMON KpMcTaniuyHWin NOPOLLIOK AT "Ctoma" Ykpaina "flecTinakioHe Icnanis MepepeecTpauis Ha - He UA/12769/01/01
(cybcTaHuis) y Milkax 3 c BOPJAC HeoOMeXeHW TepMiH nionsizae
nonieTuneny gns YiHuyppeTa
BMPOGHMLITBA CA"
HecTepuIbHNX
niKapcbknx goopm
69.| TITPIN/IEKC VS NMopoLLOK (CybCcTaHuUis) y MAT "®apmak” YkpaiHa Mepk KlraA HimeuunHa MepepeecTpauis Ha - He UA/7259/01/01
naketax noABinHUX HeoOMeXeHW TepMiH nionsizae
nonieTuneHosux ans
BMPOGHMLTBA
CTePUIbHUX NIKAPCbKNX
hopm
70.| TONIPAMAT MOPOLLIOK (Cy6CcTaHLis) y TOB YkpaiHa CaH IHAjs MepepeecTpauis Ha - He UA/8064/01/01
noaBiliHMX "PapmaueBThYHA PapmacboTika HeoOMeXeHW TepMiH niosnsieae
nonieTUIEHOBUX MilLiKax KOMMaHis N lHaacTpi3
Ans dpapmauleBTUYHOro "3p0pos"a” nro.
3aCTOCYBaHHSA
71.| TPAMAAONY MOPOLLIOK KPUCTaUTIYHWIA TOB "XapkiBcbke Ykpaina Cynpis IHAjs MepepeecTpauis Ha - He UA/12958/01/01
riaPoxnoprupg (cybeTaHuis) y thapmaueBTUYHe Naiidpcaitte HeoOMeXeHW TepMiH nionsizae
noaBiliHMX nigNpPUEMCTBO nra.
nonieTnIeHoBmX "3p0poB'a
nakeTtax gnsa Hapogay"
chapmaLeBTU4YHOro
3acTOCyBaHHs
72.| TPAYME/Ib C Tabnetkn, no 50 Bionoriwe HimeyunHa Bionoriwe HimeuunHa MepepeecTpauis Ha 6e3 niossieae UA/5934/02/01
TabneToK y KOHTeliHepi XalinbMmiTrens XainbmitTTens HeobMeXeHWi TepMiH; 3MiHK peyenma
nosinponizieHoBomy, No Xeenb M'm6X Xeenb M'm6X | TMnNy - 3MiHK Woao

1 KOHTelHepy B KOpOOLi
3 KapTOHY

6e3nekn/edeKTBHOCTI Ta
chapmakoHarnsgy.
BBefeHHst abo 3MiHn [0
y3ara/ibHeHUX AaHux npo
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1

cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnagy, amiHa
YMOBHOBAXEHOI 0CO6Y,
BignoBigasibHOI 3a
3[jiiCHEHHS!
thapmakoHarnsgy;
KOHTaKTHOT 0co6u 3
thapmakoHarnsgy 3asBHUKa
ONs 30iNCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YMOBHOBaXEHOI 0CO6Y,
BignoBigasibHOI 3a
3[iACHEHHS!
hapmakoHarnsgy
(BKIHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHWN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHnX
YMOBHOBAXEHOI 0CO6Y,
BignoBigasibHOI 3a
hapmakoHarnsg.

MepiognyHiCTb NoAAHHSA
perynsipHoO OHOB/IOBAHOIO
3BITy 3 6€3Meku BignoBigHO

[0 MNopsaky 34iCHEeHHS

chapmakoHarnsgy,
3aTBEPMKEHOTO Hakasom

MiHicTepcTBa 0XOpOHHM

3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy

MiHicTepcTBa 0OXOPOHM
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i
CTpOKaMu, 3a3HauyeHnMn y
nepiognYHOCTI NOAaHHSA

perynsipHux 3BiTiB 3
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
6e3neku.
73.| TPAYME/Ib C PO34MH N8 iH'EKUI No Bionoriwe HimeyunHa Bionoriwe HimeuunHa MepepeecTpauis Ha 3a He UA/5934/03/01
2,2 Mn B amnyni; no 5 XalinbmiTrens XanbmitTens HeobMeXeHui TepMiH; 3MiHn | peyenmom niossieae
amnyn y KOHTYpHIiA Xeenb Mvb6X Xeenb M'v6X | TMnNy - 3MiHK Woao

YapyHKOBIli ynakoBLyj; no
1 KOHTYpHIlA YapyHKOBIli
ynakoBLii B Kopobu,i 3
KapTOHy; No 2,2 M/ B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
ynakosLi; no 20
KOHTYPHUX YapyHKOBUX
yNakoBOK y KOpoo6Li 3
KapToHy

6e3nekn/edeKkTNBHOCTI Ta
chapmakoHarnsgy.
BBeneHHs1 abo 3MiHU A0
y3araslbHeHUX AaHux npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
[AaHvX Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBAaXEHOI 0Ccobu,
BiANOBIAa/IbHOI 3a
3[iliCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI ocobm 3
thapmakoHarnsgy 3asaBHUKa
ANA 3aiACHEHHS
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAa/IbHOI 3a
3[iliCHEHHS
thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAa/IbHOI 3a
hapmakoHarnsg.

MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3nekun BiANOBIAHO

0o Mopsigky 34iNcCHeHHs

thapmakoHarnagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0OXOPOHHM

3[10pOB’A YKpainuu Big 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
pefakuii Hakasy
MiHicTepcTBa 0XOPOHHM
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpOKaMu, 3a3Ha4YeHMN y
nepiognYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.
74.| ®PEBAPVH® TabneTtku, BKPUTI AG60TT Xenckea HigepnaHan MaiinaH dpaHuis MepepeecTpauis Ha 3a He UA/7599/01/01
NiBKOBOK 06O/IOHKOLO, Mpopaktc B.B. Na6opatopis HeobMeXeHuin TepMiH. 3MiHn | peyenmom nionsizae
no 50 mr, no 15 CAC Il Tuny - 3miHW Wopao

Tabnetok y 6nictepi; no
1 a6o no 2 6nictepu B
KapTOHHIA KopobLi; Mo
20 TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHIA KopoobLi

6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTu,i
niKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLT
ONa MenyHoro
3aCTOCYBaHHA y 3B'AA3KY i3
HOBVMW JaHUMU 3 SIKOCTI,
LOKNIHIYHUMU, KNIHIYHUMN
JaHMK Ta faHumMm 3
thapmakoHarnsgy - 3miHu
BHECeHO A0 IHCTpyKUii ans
MeZIM4YHOro 3aCTOCyBaHHA
NiKapcbKoro 3acoby o
po3ginis "MpoTunokasaHHA",
"B3aemopis 3 iHLWMMKN
nikapcbknMmn 3acobamu Ta
iHWi BUAW B3aemog,iin”,
"Oco6nnBOCTi
3acTocyBaHHA",
"3acTocyBaHHSA y nepio
BariTHOCTi abo rogyBaHHs
rpyaar”, "MepefosyBaHHs",
"Mo6iuHi peakuyji*, "diTn",
"3paTHICTb BNMBATU Ha
LIBMUAKICTb peakuii npm
KepyBaHHi aBTOTPaHCMNOPTOM
abo iHWYMK MexaHiamamn”
BiANOBIAHO A0 iHhopmaLi
CTOCOBHO 6e3neku, sika
3a3HayeHa B marepianax
peecTpavuiniHOro AoChbeE.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOBJ1OBAHOIO
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsi0YeHHs

3BiTYy 3 6e3neku BiANOBiAHO
0o Mopsigky 34iNCHeHHs
dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0OXOPOHHM
300pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CcTpoKamu, 3a3HavyeHumn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

75.

PEBAPUH®

TabneTku, BKpUTI
N/1iBKOBOK 060JIOHKOIO,
no 100 wmr, no 15
Tabnetok y 6nictepi; no
1 a6o no 2 6nictepu B
KapTOHHI Kopo6Li; no
20 TabneTok y 6nicTepi;
no 3 6nictepu B
KapTOHHI KopoobLi

AG60TT Xesnckea
Mpopaxrtc B.B.

HigepnaHan

MavinaH
Nab6opaTtopi3
CAC

PpaHuin

MepepeecTpauis Ha
HeobMeXeHWi TepMiH. 3MiHK
Il TMNY - 3MiHM Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLT
ANs MeguyHoro
3aCTOCYBaHHA y 3B'A3KY i3
HOBVMW JaHUMU 3 SIKOCTI,
LOKIHIYHUMM, KAIHIYHUMN
JaHnMy Ta aHuMm 3
hapmakoHarnagy - 3MiHm
BHECEHO A0 IHCTpYKUii Ans
Me[IM4YHOro 3aCTOCyBaHHSA
nikapcbkoro 3acoby o
posginis "MpoTmnokasaHHA",
"B3aemMogis 3 iHWMMK
nikapcbknuMmn 3acobamu Ta
iHLWI BMAW B3aemogiin”,
"Oco6nmBocCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpypar”, "MepenosysaHHs",
"Mo6iuHi peakyii”, "diTn",

3a
peyenmom

He
nionsieae

UA/7599/01/02




Ne HasBa snikapcbko20

Popma sunycky

82

n/n 3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa Ymosu

Bionycky

Peknamys
aHHsA

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

76.| ®NOPUCES-

kancynu no 10 kancyny

ToBapucTBO 3

Ykpaina

"3paTHICTb BNIMBATU Ha
LIBWAKICTb peakuii npn
KepyBaHHi aBTOTPaHCNOPTOM
a60 iHWYMK MexaHismamn®
BiANOBIAHO A0 iHhopmavi
CTOCOBHO 6e3neku, sika
3a3HavyeHa B marepianax
peecTpavuiniHOro AoCbe.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTy 3 6€3Meku BignoBigHO

[0 MopsAaky 3aiiCHEHHSA

thapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM

MiHicTepcTBa OXOpPOHU

340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTui
Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y
pegakuii Hakasy

MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHuu Big 26
BepecHsi 2016 poky Ne 996),

CTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

340POB'A ®OPTE

6nicTepi; no 2 6nictepu
B KapTOHHIi Kopo6Lyi

06MEeXEHO

BiANOBiAANbHICTIO

"dapmaLeBTyHA
KOMNaHis
"3popos'a”

ToBapucTso 3
obmMexeHo
BignoBigasbHi
CTHO
"®apmaueBTn
YHa KOMMNaHis
"3p0pos'a"

Ykpaina

MepepeecTpauis Ha 6e3
HeoOMeXeHWn TepMiH. peyenma

MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3nekun BiANOBIAHO
0o Mopsigky 34iNcCHeHHs

thapmakoHarnagy,
3aTBEPKEHOr0 Haka3om

MiHicTepcTBa 0OXOPOHHM
3[10pOB’A YKpainuu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016

poky 3a Ne 1649/29779 (y

nidnsieae

UA/8853/01/02
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o

nocsi0o4YeHHs

77.| ®NOPUCEQL-

pefakuii Hakasy
MiHicTepcTBa 0XOPOHHM
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BiANOBIAHO 4O
nepiognYHOCTI CKnagaHHs
perynsipHo OHOB/IOBAHOIO
3BITY 3 6€3Mnekn Nikapcbkoro
3aco0by, 03BOIEHOTO [0
MeAMYHOr0 3aCTOCYBaHHS,
Ha LEeHTPasIbHOMY PiBHi.

78.

340POB'A ®OPTE

kancynu in bulk: no 3000
Kancyn y nakeTi
noslieTueHoBoMy y
KOHTEliHepi

ToBapucTBO 3
obmexeHoro
BiANOBIAA/LHICTIO
"®GapmaueBTuyHa
KOMMaHis
"3popos's"”

YKpaiHa

ToBapucTso 3
obmexeHoto
BiANOBIAA/bHI
CTI0
"PapmaueBTun
YHa KoMnaHis
"3popos'a"

YkpaiHa

MepepeecTpauis Ha
HE0BMEeXeHW TePMIH.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BITYy 3 6€3Meku BignoBigHO

£o MopsAaky 3aiicHEHHA

thapmakoHarnagy,
3aTBEPAKEHOr0 Hakasom

MiHicTepcTBa OXOpPOHU

3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy

MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHu Big 26

BepecHst 2016 poky Ne 996),
CTaHOBWTbL: BiANOBIAHO A0
nepiognYHOCTI CKNafaHHsa
perynsipHo OHOB/IOBAHOTO

3BITY 3 6e3Mnekn Nikapcbkoro
3aco0by, 03BOIEHOrO [0

MeJMYHOro 3aCTOCyBaHHS,
Ha LEeHTPasIbHOMY piBHi.

He
nionsieae

UA/14685/01/01

79.

®NYOLIMHO/IOHY
ALETOHIZ,

DTOPOJIK

MOPOLLIOK (Cy6CTaHLis) y
nakeTax noaBiliHNX
nonieTMIeHoBUX Ans
dhapmaL,eBTU4YHOro
3aCTOCyBaHHS

MpAT
"dhapmaLieBThyHaA
dipma "fapHuus”

YKpaiHa

dapmabioc
C.ni.EiA.

ITanis

MepepeecTpauis Ha
HeobMexeHuli TepMiH

He
nionsieae

UA/7858/01/01

PO34MH A1 iH'ekuUid, 50
Mmr/mn; no 5 mn B
amnyni; no 10 amnyn B

MAT
"®APMCTAHIAP
T-BIONIK"

nadui; no 5 ma abo no

YKpaiHa

MAT
"®APMCTAH
OAPT-BIOJTIK"

YkpaiHa

MepepeecTpadis Ha
HeobMeXeHW TepMiH. 3MiHK
| TMNy - 3MiHW Woao

6e3nekn/edeKTNBHOCTI Ta

3a
peyenmom

He
nionsiecae

UA/6947/01/01
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1

10 mn, a6o no 20 mny
donakoHi; no 1 a6o no 10
ch1aKkoHIB B nauLi

thapmakoHarnsgy. 3miHa y
KOPOTKili XapaktepucTuy,i
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLT
AN MeauyHoro
3aCcToCyBaHHSA Ha nigcTasi
perynsipHo OHOB/IOBAHOIO
3BITY 3 6€3Mnekn Nikapcbkoro
3acoby, abo [oC/igKeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog,
a60 AK pe3ysibTaT OLiHKM
3BiTY 3 AOCNIAKEHD,
npoBefeHnX BignoBigHO f0
nnaHy negjiaTpuUyHnX
npocnigkens (PIP) (3Miny
Y3rOXKEeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKLiT
ANA MeauyHoro
3aCcTOCyBaHHS NiKapcbKoro
3acoby Ao posginis
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMKN
nikapcbknMmn 3acobamu Ta
iHWi BUAW B3aemogiin”,
"Oco6nnBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHsA
rpyaar”, "MepefosyBaHHs",
"Mo6iuHi peakwii’,
"3paTHICTb BNIMBATU Ha
LIBWAKICTb peakuii npn
KepyBaHHi aBTOTPaHCNoOpTOM
abo iHWYMKN MexaHiamamn”
BiANOBIAHO [0 OHOBMEHOT
iHchopmawii 3 6e3nekn
Lit040i pevoBUHU
nikapcbKoro 3acoby.

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO

[0 MNopsiaky 34iCHEHHs

hapmakoHarnsaay,
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsi0YeHHs

3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOPOHHM
300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CcTpoKamu, 3a3HavyeHumn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

80.

XITO3AH-TEHTA

renb 0,1%mno5ry
naketax; no 15 ry Ty6i;
no 1 Ty6i y nauuyj 3
KapToOHy

TOB "€EBPA3IA"

YKpaiHa

TOB
"EBPA3IA"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWi TepMiH. 3MiHK
| TMnNy - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
chapmakoHarnsgy.
BBefeHHst abo 3MiHn [0
y3arasibHeHUX faHux npo
cuctemMy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
[aHuxX nNpo cuctemy
thapmakoHarnagy, amiHa
YMOBHOBaXXEHOT 0CO6Y,
BignoBiganbHOT 3a
3[jiiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI 0cobm 3
thapmakoHarnsgy 3asaBHUKa
0N 30iNCHEHHS
hapmakoHarnsagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6Y,
BignoBiganbHOT 3a
3[jiiCHEHHS
hapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/ab0o 3MiHWN Y PO3MILLEHHI
MacTep-haiina cuctemm
hapmakoHarnagy)
YnoBHoBaxeHa ocoba
3asBHMKA, BiANOBIAa/IbHA 3a

6e3
peyenma

nionsieae

UA/7305/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsi0YeHHs

hapMakoHarnag. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXeEHOI 0cobu
3asBHVKa, BignoBigabHOI 3a
hapMakoHarnag.

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO

[0 MopsAaky 3aiiCHEHHSA

thapmakoHarnsaay,
3aTBEPAKEHOIO Haka3oM

MiHicTepcTBa OXOpPOHU

340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTui

Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y

pegakuii Hakasy

MiHicTepcTBa 0XOpOHHM

3[10pOB’A YKpaiHuu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHNMN y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6e3neku.

81.

LE®TAININM
MK

NOPOLLOK A/151 PO3YUHY
ansiH'ekuiino1ry
thnakoHax, no 1
donakoHy B nauuj

M. . Biodhapm
Met. Jita.

IHais

NNABOPATOPI
(0]
PAPMACBIOT
IKO Ci.T.
C.P.J.

ITanis

MepepeecTpauis Ha 5 pokiB.
3MiHu | TUNy - 3MiHK Wwoao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLT

ANA MeauyHoro
3acTocyBaHHs
reHepuyHUX/ribpuaHMx/6iono

LOi6HUX Nikapcbkyx 3acobiB
nicns BHeCeHHs Tiei camoi

3MiHM Ha pedhepeHTHUIA
npenapar (3MiHa He
noTpedye Haf@aHHs XOAHUX

HOBUWX A0AATKOBMX AaHUX) -

3MiHV BHECEHO [0 IHCTPYKUIT
AN MeauyHoro

3a
peyerimom

3acTOCYBaHHs npenapary 10

He
nionsieae

UA/11185/01/02
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Ne HasBa snikapcbko20 ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
nocsi0YeHHs

ynakoska)

po3ainis "MNoka3aHHA",
"Cnoci6 3acTocyBaHHA Ta
[o3n" Ta iHdhopmadii woao
6e3neku BiANOBIAHO A0
pedepeHTHOro npenapary
POPTYM™, nopoLlok ans
PO34MHY O151 iH eKLii no 1.
3MiHn | TURYy - 3MiHN 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. 3MiHU Y BUPOBHULLTBI.
3MiHa imnopTepa/aminy, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa
abo gogaBaHHA BUPOOHNMKA,
LLlo BIAMNOBIAAE 3a BBE3EHHS
Ta/abo BunycK cepii) -
Britouatoun
KOHTPO/b/BUNPOGYBAHHS
cepii. 3MiHu | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. 3MiHU y BUPOGHULLTBI.
3amiHa abo BBeAEHHS
[04aTKOBOI AifTbHUL
BMPOGHMLITBA A/151 YACTWUHM
ab0 BCbOro BUPOGHMYOro
npoLiecy rotoBoro
niKkapcbKoro 3acoby
(ainbHUUA, Ha KA
NpoBOAATLCA Oy Ab-SKi
BUpOGHUYI cTagji, 3a
BMHATKOM BUMYCKY Cepii,
KOHTPO/IO AKOCTi Ta
BTOPWHHOTO MakyBaHHA Ans
CTEPWUTbHUX NIKAPCbKMX
3aco6iB (BK/IOYAOUN
BUPOG/IEHI acenTUYHUM
MEeTOAO0M), KpiM NiKapCbKnX
3acobis
6ionoriyHOro/iMyHo0r4yHoro
NoXomKeHHs1). CynyTHs
3MiHa - 3MiHWU 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6.
3MiHN Y BUPOGHMLTBI.
3amiHa abo BBeAEHHSI
[04aTKOBOT AiNbHUL
BMPOGHMLTBA /151 HACTWHM
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsi0YeHHs

ab0 BCbOro BUPO6GHUYOro
npoLecy rotoBoro
nikapcbKoro 3acoby
(8iNbHULA AN BTOPUHHOTO
nakyBaHHs). 3miHu | Tuny -
3MiHM Wwoao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsagy.
BBepgeHHs1 abo 3MiHM A0
y3arasibHeHUX JaHuX nNpo
cuctemy chapmakoHarnsgy
(BBEAEHHA Y3araslbHEHNX
[aHuxX nNpo cuctemy
thapmakoHarnsgy, 3miHa
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsgy;
KOHTaKTHOI ocobu 3
hapmakoHarnsgy 3asBHUKa
0N 30iCHEHHS
thapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
thapmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremm
dhapmakoHarnaagy)

82.

LUE®TPUAKCOHY
HATPIEBA CI/lb

KpMcTaniuyHWin NOPOLLIOK
(cybeTaHuis) y
aOMIHIEBMX BaHKax
Ans BUpobHMLTBaA
CTePUIbHUX NIKAPCbKNX

thopm

TOB "TK"
"ABPOPA"

Ykpaina

LaHbayH
NykaH
PapmacboThK
an Ko., /It

Kutai

nepepeecTpauis Ha
HeoOMeXeHW TepMiH

He
nionsieae

UA/12687/01/01

83.

WABAII
HACTOWKA

HacToiika no 40 mny
dhnakoHi, no 1 dpnakony
B nauuj; no 40 mny
onakoHax

TOB "[OKM
"GapmaueBTuyHa
habpuka"

YkpaiHa

TOB "OKnM
"®apmaueBTn
YyHa habpuka”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWi TEPMIH.

MepioANYHICTb NOAAHHS
perynsipHo OHOB/IHOBAHOTO
3BITY 3 6€3Mneku BignoBigHO

0o Mopsigky 34ifNcCHeHHs

thapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa OXOpPOHM

6e3
peyenma

nidnsieae

UA/6793/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsi0YeHHs

3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0OXOPOHHM
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3
NiANYHKTOM 3 MYHKTY 2 rnasu
3 po3giny V.

HauyanbHuK YnpaBniHHA hapMmaleBTUUYHOI AiANbHOCTI

Ta AKOCTi (hapmayeBTUYHOI NpoAayKuil

T.M. JIacKOBCbKUM




MEPENIK

AopaTok 3

A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHu
29.11.2017 Ne 1495

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

Hassa sikapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuUK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

1. | AEPTAN®

TabneTku, BKpUTI
NAiBKOBOK 0601I0HKOIO,
no 100 wmr, no 10
TabneTtok y 6rictepi; no
2 abo no 6 6nictepis B
KapTOHHIlA ynakoBL,i

BAT "TeneoH
PixTep"

YropwmHa

BAT "TeneoH
PixTep"

YropwmHa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiaslis:
3MiHu 1l TUnYy - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAui peecTpaLiliHoro noceig4YeHHs,
BK/HOYatouM MnaH ynpaBniHHA pysvkamm
(3acTocyBaHHs 3MiH(1), Ski(a) BUMararTb(€)
nofanbLIoro 06rpyHTYBaHHS HOBUMU
[04aTKOBUM AaHVMW, L0 MaloTb HafaBaTuCs
KOMNETEHTHUM OpraHoM, OCKi/IbK BUMaraeTbCs
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BrKoHaHHS 3060B'A3aHb Bi4NOBIAHO A0
nianyHkty 1.13 nyHkty 1 gogatky 15 go Mopsaaky
NpoBefeHHs ekcnepTu3n peecTpauiiHnx
mMarepianis Ha nikapcbki 3aco6u, Lo nojatTbes
Ha AepXaBHy peecTpadilo (nepepeecTtpauito), a
TakoX eKcnepTv3v maTepianiB NPo BHECEHHS
3MiH 10 peecTpauiliHix maTtepianis NnpoTsarom gii
peecTpauiiHoro NoCBigYEHHS, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3ly MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/5359/01/01

2. | ABUTPOMILWNH-
BX®3

Kancynu no 250 mr, no 6
abo 10 kancyny
6nicTepi; no 1 6nictepy
B nauuj

My6niyHe
akuioHepHe
TOBap1CTBO

"HaykoBo-
BMPOGHUUNIA

LieHTp
"BopLuariBcbKuii
Ximiko-
hapmaueBTUYHWi
3asof”

YkpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHUYNIA

LEeHTp
"BopLyariBcbk
uii Ximiko-
hapmavueBTny
HWiA 3aBoA”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis:
3MiHu 1l TUnY - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAui peecTpauiliHoro noceigYeHHs,
BK/IHOYatouM MnaH ynpaBniHHA pusvikamm
(3acTocyBaHHs 3MiH(1), Ski(a) BUMararTb(€)
nofanbLIoro 06rpyHTyBaHHS HOBUMU
[0[aTKOBUM [aHVMW, WO MaloTb HajaBaTuCs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCsl
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BrKOHaHHS 3060B'A3aHb BigNOBIAHO A0
nignyHkTy 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY 2
poaartky 15 o MNMopAagky nposefeHHA
eKCMepTM3n peecTpaliiHnx MaTepiasiiB Ha

3a
peyenmom

UA/6711/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

nikapcbki 3aco6u, WO NoAaTbCa Ha AepXaBHY
peecTpauito (nepepeecTpawito), a Takox
eKcnepTn3n martepianis Npo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasis NpoTsarom gii
peecTpauiiHoro NocBigYeHHs, 3aTBEPAXKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

A3UTPOMIUWNH-KP

kancysm no 0,25 r Ne 6
(6x1) y 6nicTepax

NAT
"Ximthapm3asop
"UepBoHa 3ipka"

Ykpaina

MAT
"Ximdhapmsas
oA "YepBoHa

3ipka"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHM Il Tuny - 3MiHa BUPOGHKKa
BUXIAHOTO/NPOMIXXHOTO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCSA Y BUPOOHMYOMY npoueci AdI,
abo 3miHa BUpOOHWKa (BKoHarun, ae
Heo6XifHO, MicLie NPOBEeAEHHS KOHTPOSIHO SKOCTI)
A®| (3a BigcyTHOCTI cepTudpikaTa BigNOBIAHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaXeHoMY
[ocbe)(BBeAEHHS HOBOro BUPOGHMKa AdI 3
HafJaHHAM macTep-chalina Ha Adl) - BBeAEHH:A
[04aTKOBOro BUpPo6HUKka A®| asnTpoMmiumHy 3
HaZaHHAM mMacTep-thaiiny Ha A®| oaaTkoso A0
3aTBEPMAKEHNX BUPOOHNKIB; CyMyTHSA 3MiHa: 3MiHa
y napameTpax cneuudikauiin Ta/abo gonycTummnx
MeX, BU3HaYeHux y cneumdikayisax Ha A®l, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYHOTbCS Y npoueci BupobHuutea AdI
(AONOBHEHHS cnevudikaLil HOBUM NOKa3HNKOM
AKOCTI Ta BifMoBigHMM MeTO40M BUNPOOYBaHHS)

3a
peyernmom

UA/9068/01/01

A3NTPOMIUWNH-KP

kancynu no 0,5 r Ne 3
(3x1) y 6nictepax

MAT
"Ximcbapm3sasog
"YepBoHa 3ipka"

YkpaiHa

NAT
"Ximchapmsas
of "YepBoHa

3ipKka"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu Il Tuny - 3MiHa BUPOGHYMKa
BVXiAHOTO/NPOMIXXHOTO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNYOMY npoueci AdI,
abo 3miHa BUpOOBHYKa (BkNoYaroun, e
HeobXifHO, MicLie NPOBeAEHHS KOHTPOJIHO SKOCTI)
A®| (3a BigcyTHOCTI cepTudpikata BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepmaxeHoMy
[ocbe)(BBEAEHHS HOBOrO BMPOGHMKa AdI 3
HagaHHAM mMacTep-chaiina Ha A®l) - BBeAEeHHSA
[04aTKOBOro BUPO6HUKa APl a3nTpoMiLmHy 3
HaflaHHAM MacTep-thaiiny Ha A®l goaaTkoso A0
3aTBEPAKEHUX BUPOOHNKIB; CyNyTHSA 3MiHa: 3MiHa
y napameTpax cneuudikauii Ta/abo AonycTummx
MeX, BU3HaYeHux y cneymdikayisax Ha A®l, abo
BVIXiHUIA/NPOMIXXHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYIOTbCSA Y npoueci BupobHuLTea Ad®I
(AONOBHEHHS cneumdikaLii HOBYM NMOKAa3HNKOM
SIKOCTi Ta BiANOBIAHNM MEeTO/1I0M BUNPOOYBAHHS)

3a
peyenmom

UA/9068/01/02

ANAISEM

Tabnetkn no 90 mr no 10
TabneToK y 6nictepi, No

Ankanoig AL -
Ckon'e

Pecny6nika
MakefoHis

Ankanoig Al
— Ckon'e

Pecny6nika
MakefoHis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TMNY - 3MiHa y MeTogax BUNpPobyBaHHS

3a
peyenmom

UA/1836/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3 6nicTepU y KapTOHHIi roTOBOrO NikapcbKoro 3acoby - He3HayHa 3MiHa y
Kopoo6Li 3aTBEPMKEHNX MeToAax BUNpoOyBaHHSA T.
«Ki/TbKICHE BU3HAYEHHS» - 3MiHW Yy NPUrOTyBaHHI
BUNPOBYBAHOT0 PO3YMHY; T. KCTOPOHHI [OMILLKWN>»
- 3MiHM YMOB NpuAaTHOCTI XxpomaTorpadiuHoi
cUCTeMU, NPUrOTYBaHHI CTaHAAPTHUX PO3UVHIB,
hopMyn po3paxyHKy; 3MiHW | TUNY - 3MiHa
napameTpiB cneyndikauii Ta/abo AonycTUMMX
MEX roTOBOrO JliKapCbKoro 3acoby - 3miHa
nepiognYHOCTI KOHTPOsItO T. «MikpobionoriyHa
YUCTOTa» - «MNOKa3HWK BUNPOOYIOTb NepiogyHo, 3
BMMNaAKOBOro Bif60OpY Cepiii, He MEHLLE 0AHOr0
pasy Ha pik»; 3MiHuK | TUNy - 3MiHa NapameTpis
cneundikauii Ta/abo JONYCTUMUX MEX FOTOBOTO
niKapcbKoro 3acoby - NpYBeAEeHHs crneumdikawi
3a T. “OfHOPIAHICTb A030BaHNX OAMHULL A0
BuMoOr EP" (3a3HaueHHs npuiiManbHOro ynucna 'y
BifcoTKax)
ANEProgePM Masb 0,25 mr/rno 15ry ToBapucTBo 3 YkpaiHa BCi cTaaii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15784/01/01
Ty6ax Nel 0bMexeHot BMPOGHMLITBA, 3MiHu | TMRY - 3MiHK 3 AKoCTi. FoToBUIA peyenmom
BiANOBIAA/IbHICTIO KOHTPONb nikapcbkuii 3aci6. 3MiHM Y BUPOGHMUTBI. 3amiHa
"papmaueBTNYHaA AKOCTI, BUNYCK ab0 BBeieHHA 40A4ATKOBOI AiNbHULL
KOMNaHis cepii: BMPOGHMLUTBA 4151 YacTNHU abo BCbOro
"3po0pos'a” ToBapucTBO 3 BMPOGHMYOro MpoLecy roToBOro /ikapcbkoro
06MeXeHo 3aco0y (AiNbHMLSA, Ha SiKilh NPOBOAATLCA BYAb-siKi
BiANOBIAA/bHI BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
CTIO KOHTPOJI0 SKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
"®apmaLeBTn nakyBaHHS, 4719 HECTePUSIbHUX NIKAPCbKUX
YHa KOMMNaHis 3aco06iB) CynyTHS 3MiHa - 3MiHU 3 SKOCTI.
"3popoB's", [OTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
YkpaiHa,; 3amiHa abo BBeeHHs [0AATKOBOI AiNbHUL
BCi cTagii BMPOGHMLUTBA 4151 YacTNHU abo BCbOro
BUPOGHMLITBA, BMPOGHNYOro NpoLecy roToBOro Nikapcbkoro
BUMYCK cepii: 3aco06y (4iIbHMUA 418 BTOPUHHOTO NaKyBaHHS) -
ToBapucTBO 3 3MiHu 3 sKoCTi. FoTOBMIA NiKapCbKuii 3aci6. 3MiHK
0bMexeHot y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS
BiANOBiAANbHI [04aTKOBOI Ai/IbHULI BUPOBHULTBA A5 YACTUHU
CTIO a60 BCbOro BUPO6GHMYOro NpoL,ecy rotoBoro
"dapmaLesTn NikapcbKoro 3acoby (AiNbHWLUSA ANS NePBUHHOTO
YHa KOMMaHis nakyBaHHs) - 3MiHW 3 IKOCTi. FOTOBWIA Nikapcbkuii
"3popos'a’, 3aci6. 3MiHM y BUPOOHULTBI. 3MiHM Y npoueci
YkpaiHa; BMPOGHMLITBA FOTOBOrO /liKapCbKoro 3acoby,
KOHTPO/b BK/TOHAK0UM MPOMIKHWIA NPOAYKT, LU0
SKOCTI: 3aCTOCOBYETLCA NPV BUPOOHMLTBI TOTOBOIO
ToBapucTBO 3 nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
06MeXeHo BMPOOHULTBA) (BBEAEHHS [OAATKOBOI AiNbHUL

BiANOBiAa/bHI

M/1® BMpo6HMKa TOBapnCTBO 3 06MEXEHOH




Ne
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

ANEPOH

CTIO
"®APMEKC
reyn-,
YKpaiHa

BiANOBIAA/LHICTIO "®apmaleBTUYHa KOMMNaHis
"3popos'a" (agpeca: YkpaiHa, 08301, Kuiscbka
061., M. Bopucnine, Byn. LLeByeHka, 6ya.100,
nit. B-1l (kopnyc 4) BignoBigabLHOT 3a yCi
BMPOGHUUYI cTagji (y TOMy Yncni nepBuHHE Ta
BTOPWHHE MakKyBaHHS) Ta BUMYyCK cepii, 3a
BMHATKOM KOHTPOO siKOCTi 13 Ao
3arBepkeHoi ainbHuyi MPJIPCIA (uex eXL)
ToBaprCTBO 3 0GMEXEHOI0 BiAMNOBIAA/ILHICTIO
"papmaueBT1YHa KOMNaHia "3ao0poBs'a” (agpeca:
YkpaiHa, 61013, XapkiBcbka 06/1., MiCTO XapkiB,
Bynvus LLleBueHka, 6yamHok 22) (Bci cTtagii
BMPOBHULTBA, KOHTPO/Ib AKOCTI, BUNYCK Cepii)i3
3a3HavYeHHAM PYHKLi BUPOBHMKa. He3HauHi
3MiHW Y KpUTEPISX NPUAHATHOCTI KPUTUYHOTO
napameTpy nNpouecy LWBUAKICTb 06epTaHHS
Milanku Ha ctagii 2 MpurotyBaHHA Masi)
(TepmiH BBEAEHHSA 3MiH MPOTArOM 3-X MicALiB
nicnsa 3aTBepxeHHs); 3MiHu | Tuny - 3MiHn 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYITbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
rOTOBOrO JliKapCbKoro 3acoby (3amiHa abo
[oJaBaHHSA AiNbHUL, Ha 5Kl 34INCHIOETBLCSA
KOHTPONb/BUNPOGYBaHHs cepii) (ToBapucTBo 3
obmexeHoto BignosiganbHicTio "PAPMEKC
FPYM", YkpaiHa (koHTposnb sKocTi) (TepMiH
BBEJEHHS 3MiH NPOTAroM 3-X MicsiLiB nicns
3aTBEPMKEHHS); 3MiHM | TUMY - 3MiHK 3 AKOCTI.
OTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYHTbLCS BUMYCKY
cepii Ta KOHTPO/I0 SIKOCTi FOTOBOrO NiKapCbKoro
3aco6y (iHwWi 3miHK) (BBEAEHHS A0AATKOBOT
OinbHUUi M/1® BUpO6HKKa ToBapuCTBO 3
obMexeHolo BignosiganbHicTio "®apmaleBTuyHa
KomnaHia "3g0poB'a” (agpeca: YkpaiHa, 08301,
KuiBcbka 061., M. Bopucninb, Byn. LLeBueHka,
6ya.100, nit. B-1l (kopnyc 4) BignosiganbHOT 3a
BWMYCK Cepii 40 3aTBEPMAKEHOT AiNMbHUL
MPN®CIA (uex ®XLL) ToBapncTBO 3 06MEXEHOIO
BiANOBIAAbHICTIO "PapmavleBTVyHa KoMMNaHis
"3popoB'a“(agpeca: YkpaiHa, 61013, XapkiBcbka
0611., MicTO XapkiB, Bynuus LLieByeHka, 6yaUHOK
22)(Bci cTagii BUPOO6HMLTBA, KOHTPOSIb AKOCTI,
BMNycK cepii) (TepMiH BBeAEHHS 3MiH NPOTArOM
3-X MicsLIB Nicns 3aTBEPKEHHS)

TabneTkn, BKpUTI

AxTasic rpyn AT

Icnangis

Emkiiop

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHuX MmaTepiasis:

6e3

UA/5615/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

060/10HKO0, M0 5 Mr, MO
10 TabneTok y 6nictepi;
no 1 a6o no 3 6nictepu
B KapTOHHIi1 kopobui

dapmacbioTika
nc Niviteq

3MiHu | TUNY - AQMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micusa
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKoro 3acoby, BkIoYaoun
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK Cepiid)
(3miHa agpecu Ta Ha3Bu BMPOOHUKA, 6e3 3MiHM
Micus BUpo6HMLUTBA) (TepMiH BBEAEHHS 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPAXKEHHS);
3MiHu | TMRYy - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHM) (OHOBJIEHHA 3aTBEPAXEHOrO TEKCTY
MapKyBaHHSA NEePBUHHOT Ta BTOPUHHOI YNakoBOK
13 3 BHECEHHAM 3MiH 0 TEKCTY MapKyBaHHS:
3a3HaYEHHS LUNAXY BBEAEHHS HA BTOPUHHIl
ynakoBLii, 3a3Ha4YeHHs JIOroTuny KomnaHii Ta
iHLLOT TEeXHIYHOT iH(hopMaLlii Ha NePBUHHY, a
TaKOX BHECEHHS peAakLiiHUX NpaBoK Ha
NepBUHHY Ta BTOPUHHY ynakoBku) (TepMiH
BBE/EHHS 3MiH MPOTAroM 6-T1 MicAUiB micns
3aTBEPKEHHSA)

peyenma

ATIOE EKCTPAKT
PIOKVA-0APHULA

eKCTpakT piakvii ans
iH'eKUjn no 1 MmN B
amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIi
YyNakoBLi; MO 2 KOHTYPHI
YapyHKOBI YNakoBK/ B
nauui

MpAT
"@apmavueBTnyHa
ipma "OapHuus"

Ykpaina

MpAT "
dapmaueBTny
Ha hipma
"AapHnus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHu Il TUNYy - 3MiHK Woa0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
BHeceHHs1 abo 3MiHa(1) 40 3060B'si3aHb Ta YMOB
BMAAui peecTpaviiiHoro noceig4YeHHs,
BK/OYatoum MNnaH ynpasniHHA pusmkamu
(3acTocyBaHHs 3MiH(1), ski(a) BUMararTb(€)
nofabLLIoro 06r'pyHTyBaHHS HOBUMMU
[0[aTKOBUM JaHUMK, L0 MaloTb HagasaTucs
KOMMETEHTHVM OpraHoM, OCKiflbkM BUMaraeTbCs
CYTTEBA OLLiHKA& KOMMETEHTHUM OpraHom)
(BrKoHaHHSA 3060B'A3aHb Bi4NOBIAHO A0
nignyHkTy 1.13 nyHKTY 1, NigNYHKTY 2.3 NyHKTY 2
poaartky 15 o MNMopAagky npoBefeHHA
eKcnepTu3n peecTpauiiHnx Matepianis Ha
nikapcbki 3acobwm, Lo NoAalTbCs Ha AepXaBHy
peecTpadito (nepepeecTpaLito), a Takox
eKcnepTn3n mMmatepiasiiB Npo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasnis NpoTarom fgii
peecTpauiiHoro nocBifg4yeHHs, 3aTBepLKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

3a
peyerimom

UA/6565/01/01

ANbUMEPAT

PO34mH ANs iH exuili 250
Mr/MA o 4 mn B amnyni,
no 5, 10 a6o 100 amnyn

MNpuBaTHe
akujoHepHe
TOBapuUCTBO

YkpaiHa

MpuBatHe
aKujioHepHe
TOBapUCTBO

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUMy - 3MiHK y NpoLLeCi BUPOGHMLTBA
rOTOBOIO J1iKAPCbKOro 3acoby, BK/I0Yaoun

3a
peyenmom

UA/15056/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
B nauuj, abo no 5 amnyn "Jlekxim-XapkiB" "Jlekxim- NPOMiXHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NpU
B 6nicTepi, no 1 a6o 2 Xapkis" BMPOBHULTBI FOTOBOTO J1iKapCbKOro 3acoby
6nictepn y nayui
10., AMBPOKCOI/1-TEBA Kancysim nposIoHroBaHoi patiodapm Mi6X HimeuunHa Mepkne M'vbéX, Himeyunna/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/1853/01/01
4ii TBepai no 75 mr no HimeuunHa LLIseliyapis 3MiHM | TUNY - 3MiHa Y TepMiHax NpuAaTHoOCTI abo peyernma
10 kancyn y 6nicTepi; no (nepBuHHa Ta ymMoBax 36epiraHHsi roTOBOrO /likapCbKoro 3acoby
1 6nicTepy y kopobui BTOPVHHA - 3MiHa TemMnepaTypHUX yMOB 36epiraHHs
ynakoBKa, roTOBOro MiKapCbKOro 3acoby, OCKiNbKu nig yac
KOHTPO/b BMBYEHHA CTabiNIbHOCTi 41151 MOKa3HMKa
cepii; 4o3BiN «PO34YMHEHHS» OfepXaHo pe3yibTaTu aHaslisiB,
Ha BUMyCK AIKi He BiANOBIAAIOTb BUMOram 3aTBepaxeHol
cepii); AunHo crneundikauii
®apma Arl',
LLiBefuapis
(BMpPOGHNLTBO
Hepo3dghacoBa
HOT NpoAayKui
Ta KOHTPO/1b
cepii);
YHTEep3yXyHrci
HCTUTYT
Xennenep,
Himeuunna
(KkOHTpO/b
cepii)
11.| AMIKAUUNHY KpUCTaivyHNIA NOPOLLOK AT "Jlekxim- Ykpaina Kiny TiaHxe Kutaii BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: - UA/15470/01/01
CYNb®AT (cybcTaHuis) y Xapkis" PapmacbioTika 3MiHu | TUNY - 3MiHK 3 sKocTi. APl. CTabinbHiCTb.
noAgiliHnx naketax 3 nKo., Nitg 3MiHa nepiogy NOBTOPHUX BUNPOBGYBaHb/Nepiogy
nonieTuneHy, ski 36epiraHHa abo yMmoB 36epiraHHa Adl (3a
BMILLiEHI B a/TOMiHiEBUIA BiJICYTHOCTI Y 3aTBEp)KEHOMY [,0CbE
KOHTelHep, Lo cepTudikata BiANoBiAHOCTI EBpONeiichkili
NOMILLEHWIT B KAPTOHHY hapmMakonei, Lo BK/IoHa€e nepios NoOBTOPHOro
KOpOGKy Ans BMNpo6yBaHHS) (Nepiog NMOBTOPHOrO
hapmaLleBTUYHOrO BMNpo6YyBaHHs/nepios 36epiraHHs) - 36inbLIEHHSA
3aCTOCyBaHHSA abo BBefeHHSA nepiofly NOBTOPHOTO
BMNpo6yBaHHA/Nepioay 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOCNiLKEeHb Y peasibHOMY Yaci
(36inbLUEHHS TepMiHY NepekoHTposito ADI Ha
OCHOBI pe3ynbTartiB AOCMIMKEHHSA Y peanibHOMY
yaci 3 3-x pokis (36 micsiLiB) A0 4-X pOkKiB)
12.| AMIOAAPOH Tabnetkvn no 0,2 r, mo 10 MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviuiiHiX Martepianis: 3a UA/8904/01/01
Tabnetok y 6nictepi; no akuioHepHe akuioHepHe 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
3 6nicTepy B nay,i 3 TOBapuncTBo TOBapuCcTBO HaliMeHyBaHHs Ta/abo agpecu micus
KapTOHY "Mlekxim-Xapkis" "Nlekxim- NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
Xapkis" roTOBOrO NikapCcbKoro 3acoby, BKIYauu

AiNbHULI BUNYCKY cepii abo MicLie NpoBefeHHS
KOHTPO/I0 SIKOCTI. (Ais/IbHICTb, 3a 5Ky BignoBigae
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK Cepiid)
(3miHa agpecu Ta Ha3Bw BMPOGHUWKa /13, 6e3
3MiHM MicLs BUPO6HMLTBA); 3MiHW | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNacHUKa
peecTpauiiHoro NocBig4yeHHs) (3MiHa
HaliMeHyBaHHs Ta afjpecu 3asBHUKA)
13.| AMIOOAPOH Tabnetkn no 0,2, in MpuBaTHe Ykpaina MpuBatHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiuiiHux MaTepianis: - UA/8905/01/01
bulk no 3000 TabneTok y akuioHepHe akuioHepHe 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
KOHTelHepax TOBap1CTBO TOBapUCTBO HaliMeHyBaHHS Ta/abo agpecy micus
naacTMacoBmx "JlekxiMm-Xapkis" "Jlekxim- NPOBaKEHHS AiS/IbHOCTI BUpOBHMKa/imMnopTepa
Xapkis" rOTOBOrO JliKapCbKoro 3acoby, BK/IYak4m
OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPO/O SKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpTEp, BK/OYAUM BUMYCK Cepiii)
(3miHa agpecu Ta Ha3Bu BUpPOOHUKa M3, 6e3
3MiHW MicUs BUPO6HMLTBA); 3MiHM | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKaA (BNacHUKa
peecTpauiiHoro nNocBig4eHHs) (3MiHa
HaliMeHyBaHHs Ta ajpecu 3asBHUKA)
14.| AMIOAUNIH Tabnetku no 5 mr, no 10 CaHpo3 CnoBeHis BUPOBHULTBO CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/11166/01/01
CAHAO03® TabneTok y 6nictepi; no dapmacboTikani3 3a NOBHUM TypeuunHa/ 3MiHK | TUNYy - 3MiHK WoA0 peyenmom
3 6nicTepu y KapTOHHii a.n. LMKIOM; PymyHis 6e3nekn/echeKTUBHOCTI Ta hapMmakoHarnsay.
Kopoo6Li NepBUHHE | BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHuX
BTOPVIHHE npo cuctemy dpapmakoHarnsgy (BBefeHHs
nakyBaHHS: y3arasibHeHUX AaHvX Mpo cucTemy
Nex hapMakoHarnagy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
dapmaueBTNY Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
Ha KoMnaHis KOHTaKTHOI 0c06M 3 chapmakoHarnagy 3asBHMKa
a.o., [Ans 34iicHeHHA dhapmakoHarnsgy B YkpaiHi,
CnoseHis; SIKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0Cco6bu,
BMPOGHMLTBO BiANOBIAA/ILHOI 3a 34ilicCHEHHA ddapmakoHarnsgy
in bulk: (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
CaHpo3 lnak PO3MilLEeHHI MacTep-thaiina cuctemm
CaHaii Be thapmakoHarnagy) - 3MiHa KOHTaKTHUX JaHuX
TikapeTt A.C., KOHTaKTHOI 0CO6M B YKpaiHi, ynOBHOBaXEHOI
TypeuunHa; 0Cco6y 3as1BHMKA, BiANoBiAa/IbHOI 3a
CaHpos Mpyn thapmakoHarnag,
Carnuk
YpyHnepi
lnaknapi CaH.
Be Tik. A.C.,
TypeuunHa;
KOHTPO/b
cepii:

C.K. CaHpgo3
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
C.P.N.,
PyMmyHis
15.| AMnoguniH Tabnetkn no 10 mr, no CaHpo3 CnoBeHis BMPOGHMLTBO CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/11166/01/02
CAHAO3® 10 TabneTok y 6nicTepi; dapmacbloTikan3 3a NOBHUM TypeuunHa/ 3MiHK | TURy - 3MiHK WoA0 peyenmom
no 3 6nictepn y a.a. LKIOM; PymyHis 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
KapTOHHi KopooLyi NepBUHHE i BBeieHHs1 ab0 3MiHM [0 y3arasibHeHUX JaHnX
BTOPVHHE npo cuctemy dhapmakoHarnsgy (BBefeHHs
nakyBaHHs: y3arasibHeHUX AaHunx Npo cuctemy
Nek hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
dapmaueBTNY BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
Ha KomMaHis KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHVKa
b.4., [ONA 3ajiicHeHHs dhapMakoHarnisay B YkpaiHi,
CnoseHis; AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
BUPOBHULTBO BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarisay
in bulk: (BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
CaHpo3 lnak pO3MiLLeHHI MacTep-thaiina cuctemu
CaHaii Be thapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHuX
Tikapet A.C., KOHTaKTHOI 0cO6U B YKpaiHi, yNOBHOBaXXEHOT
TypeyunHa; 0cobu 3asBHMKA, BiANOBIAa/IbHOI 3a
CaHpos Mpyn thapmakoHarnag,
Carnuk
YpyHnepi
lnaknapi CaH.
Be Tik. A.C.,
TypeuunHa;
KOHTPO/b
cepii:
C.K. CaHpo3
C.P.N,
PyMyHis
16.| AM1OAUIMIH- Tabnetku no 5 mr, no 10 MpAT YkpaiHa MpAT YKpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/7940/01/01
AAPHUUSA TabNeToK Y KOHTYPHIl "dhapmMaueBTNYHaA "®hapmaueBTu 3MiHK |l TRy - 3MiHN Woao peyenmom
YapyHKOBIli ynakoBLi; no hipma "OapHuus” yHa hipma 6e3nekn/echeKTUBHOCTI Ta hapMmakoHarnsay.
2 KOHTYpPHI YapyHKOBI "AapHnus” BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta YMOB

YNaKoBKM y nayj

BMAaui peecTpawiiHoro noceig4yeHHs,
BK/OYatoum MnaH ynpasniHHA pusvikamm
(3acTocyBaHHs 3MiH(1), sKi(a) BUMararoTb(€)
noJasibLLIOro 06r'pyHTYBaHHS HOBUMMU
[00aTKOBUM AaHVMK, WO MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKM BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHom) -
BurkoHaHHA 3060B'A3aHb BiANOBIAHO A0
nignyHkTy 1.13 nyHKTY 1, NigNYHKTY 2.3 NyHKTY 2
popatky 15 no MNMopsaky nposefeHHs
eKcnepTu3n peecTpauiiHnx Matepianis Ha
nikapcbki 3acobwm, Lo NoAanTbCs Ha AepxXasHy
peecTpauito (nepepeecTpaliio), a Takox
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

eKcnepTm3n matepiasiiB Npo BHECEHHS 3MiH 40
peecTpauiiHux maTepiasnis NpoTarom fgii
peecTpauiiHoro NocBigYEHHs, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

17.

AM/IOAVMNIH-
JAPHULA

Tabnetkv no 10 mr, no
10 TabneToK Y KOHTYpHiIl
YapyHKOBIli ynakoBLi; no
2 KOHTYpPHi YapyHKOBI
yNakoBKM y nauli

MpAT
"®apmaueBTnyHa
thipma "AapHuus"

YkpaiHa

MpAT
"®apmaueBTn
YyHa hipma
"fapHuua”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHK |l TNy - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs1 abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAui peecTpauiliHoro noceigYeHHs,
BKAOYatoum MNnaH ynpasniHHA pu3nkamu
(3acTocyBaHHsA 3MiH(M), sKi(a) BUMaratoTb(€)
NoAasbLIOro 06r'pyHTYBaHHS HOBMMMA
[04aTKOBMM JaHuUMK, L0 MaloTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKi/fIbKN BUMaraeTbCs
CYTTEBA OL|iHKa KOMMETEHTHUM OpraHom) -
BukoOHaHHs 3060B'A3aHb BiAMNOBIAHO A0
nignyHkTy 1.13 nyHKTY 1, NigNyHKTY 2.3 NYHKTY 2
poaartky 15 o MNMopagky nposefeHHA
eKCMepTn3n peecTpaviiHnx MmaTepiasiB Ha
nikapcbki 3ac06u, L0 NOAAITLCA Ha AepXaBHY
peecTpauito (nepepeecTpaLito), a Takox
eKkcnepTn3n martepianis NPo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasiB NpoTArom fgii
peecTpauiiHoro nocBifg4YeHHs, 3aTBepAXEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/7940/01/02

18.

AM/NOCAPTAH

TabneTku, BKpUTI
NAiBKOBOK 060I0HKOMO,
5 mr/80 wr, no 10
TabneTtok y 6nictepi; no
3 abo 5, abo 6 6riicTepiB
y nauui

MAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

YTOUYHEHHSI HaNMCaHHA peecTpavyiiiHol
npoueaypv y NpoLeci AepXXaBHoi peecTpaui,
3aTBepkeHoi Hakazom MO3 YkpaiHu Bif
08.11.2017 Ne 1389
BipHa pedakuyisi:
peecTpadis Ha 5 pokis.
MepiognyHiCTb NOAAHHA perynspHo
OHOB/OBAHOTO 3BITY 3 6e3nekn BigNoBigHO 40
Mopsaaky 34iicHeHHs dhapmakoHariaay,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHU
3710pOB’sl YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI tocTuLi
Ykpainu 19 rpygHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHu Bifg 26 BepecHs 2016 poky Ne
996), AN5 NiKapcbKoro 3acoby CTaHOBUTL -
BiAMOBIAHO A0 NEPIOANYHOCTI SIK A/151 NIKaPCbKOro
3acoby nicns AepXxaBHOI peecTpauii B YkpaiHi, sk
y NepLuii KpaiHi CBiTy.

3a
peyenmom

UA/16392/01/01

19.

AM/IOCAPTAH

TabNeTKN, BKPUTI

MNAT "®apmak"

YkpaiHa

MAT "dapmak”

YKpaiHa

YTOYHEHHSI HANMCaHHA peecTpaviiHol

3a

UA/16392/01/02
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

NNiBKOBOK 060/I0HKOIO,
10 mr/160 wr, no 10
TabneTok y 6nictepi; no
3 abo 5, abo 6 6nictepis
y nauui

npoueaypv y npoLeci AepxasBHoi peecTpaduii,
3aTBepkeHoi Hakasom MO3 YkpaiHu Big
08.11.2017 Ne 1389
BipHa pedakuyisi:
peecTpavuis Ha 5 pokiB.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mnekn BigNoBiAHO A0
Mopsaaky 34iicHeHHs dhapmakoHariaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A Ykpainu Big, 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI loCcTuLi
Ykpainu 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOpOHU
3[,0p0B’A YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), AN5 NiKapCbKoro 3acoby CTaHOBUTL -
BiANOBIAHO [0 NEPIOANYHOCTI SK 415 NiKapCbKOro
3acoby nicnsA AepXxaBHOI peecTpauii B YkpaiHi, Sk
y NepLUiil KpaiHi CBiTy.

peyenmom

20.

AMNOCAPTAH

TabneTku, BKpUTI
N/1iBKOBOK 0GO/TOHKOIO,
5 mr/160 wmr, no 10
TabneTtok y 6nictepi; no
3 abo 5, abo 6 6nicTepis
y nauui

MAT "®apmak”

Ykpaina

MAT "®apmak”

YkpaiHa

YTOYHEHHS HanucaHHsA peecTpauinHoi
npoueaypv y npoLeci AepxasHoi peecTpad,
3aTBepAXeHoi Hakazom MO3 YkpaiHu Big
08.11.2017 Ne 1389
BipHa pedakyisi:
peecTpavyis Ha 5 pokiB.
MepiognyHiCTb NOAAHHA PErynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOro 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
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Bifg 26 BepecHs 2016 poky Ne
996), AN NiKkapCbKOro 3acoby CTaHOBUTL -
BiAMNOBIAHO 4,0 NEpPIOANYHOCTI K A5 NiKaPCbKOro
3acoby nicna gepxasBHoi peecTpauii B YkpaiHi, sk
y NepLUii KpaiHi CBITy.

3a
peyerimom

UA/16393/01/01

21.

AHANBIIH-
JVNBA30/-
NAMABEPVH

Tabnetkn no 10
TabneTtok y 6nictepi; no
1 6nicTepy B naui; no
10 TabneTtok y 6nictepi

ToBapucTso 3
[04aTKOBOO
BiAMNOBIAA/TbHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[04aTKOBOKO
BiANOBiAa/bHI
CTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3Minu Il TUny - 3MiHn LWoAao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs1 abo 3miHa(1) 40 3060B'sA3aHb Ta YMOB
BMAavi peecTpauiiHoro noceigYeHHs,
BK/IOYaoum MnaH ynpasniHHA pusvikamm
(3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
NoAasbLIOro 06r'pyHTYBaHHSA HOBMMM
[0[aTKOBMM AaHVMW, L0 Mal0Tb HafaBaTucs

6e3
peyenma

UA/15689/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOMNETEHTHUM OpraHoM, OCKifIbK/ BUMaraeTbesl
CyTTEBA OLLiHKa KOMMETEHTHUM OpraHom)
(BukoHaHHS1 3060B's13aHb BifNoOBIAHO 40
nignyHkTy 1.13 nyHkTy 1 goaatky 15 go Mopsagky
NpPOBELEHHS EKCNEPTU3N peecTpaLiliHnX
Marepianis Ha nikapcbki 3acobu, Wo nogatwTbes
Ha JepxaBHy peecTpalito (nepepeecTpadiio), a
TakoX eKkcnepTusn maTepiaslis PO BHECEHHSA
3MiH 0 peecTpaviliHix maTtepianiB NpoTArom fji
peecTpauiiHoro nocBifg4YeHHs, 3aTBepLKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Hakaszy MO3 Big 23.07.2015 Ne 460)
22.| AHANbIIH- Tabnetky no 500 Mr no 6 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/5706/01/01
340POB'A abo no 10 Tabnetok y 0bMexeHot 06MexeHo 3MiHM | TUNY — NpuBeaeHHs cneundikauii A®I peyenma
6nicTepi; no 1 6nictepy Bi4nNoBiAabHICTIO BignosiganbHi MeTawmi3ony HaTpito MOHOrigparty BiAgnoBigHO A0
Y KapTOHHIli kopobLi; no "®apmaueBTnyHa CTIO Bumor EP, a came BUNyYeHHA nokasHukam
6 abo no 10 TabneTok y KOMnaHis "®apmauesTu «Baxki meTanu»; 3miHu | TMny - nogaHHsA HOBOrO
6nictepax; no 10 "3po0pos'a” YyHa KoMMaHis abo oHOBEHOrO cepTudikaTa BiANOBIAHOCTI a0
TabneTtok y 6nictepax "3popos'a” BWUyYEHHS cepTudikaTa BifgnoBigHOCTI

€sponelicbkin hapmakonei gns A®l; ona
BUXiQHOIO MaTepiany/peareHTy/npomixkHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBHULTBI
A®I; ons 4ONOMIXHOT pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
HOBWI cepTudikaT Bif, BXe 3aTBEPAKEHOIO
BMPOGHMKA - 3MiHa Y MeTodax BUNPO6yBaHHS
A®| abo BMXigHOrO MaTtepiany/npomMixKHOTo
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AP (iHWwi 3MiHM Yy MmeTogax
BUNPOOYBaHHA (BK/IOHa0UMN 3aMiHy abo
[0onoBHeHHS) APl abo BMXiAHOrO/MPOMIXXHOrO
NpOAYyKTY) - NOAAaHHA HOBOrO cepTudikaty
BiAnoBigHOCTI EBponeiicbkoi dhapmakonei Ne RO-
CEP 2014-093-Rev 00 Big, BXe 3aTBEpAKEHOr0
BMPO6HUMKa A®PI, SIK HACNIAOK, YTOUHEHHS
HaliMeHyBaHHA Ta MiCLie3HaX04KeHHS
BMPOOHUKA; 3MiHM Y cneuudikadii Ta meTogax
BXiZJHOrO KOHTPOJI0 3a NMOKa3HUKOM «3asInLLIKoBa
KiNbKICTb OpraHiYHUX PO3YNHHUKIBY»; CYNyTHA
3MiHa: 3MiHa y NnapameTpax cneuudikauiii Ta/abo
O0NYCTUMUX MEX, BUSHAUYEHNX Y crieumdikaLisix
Ha A®I, abo BMXigHWI/NPOMIKHWIA
NPoAYKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y
npoueci BupobHuutea A®I (iHWi 3MiHW) - 3MiHa Y
MeToAax BUNpobyBaHHs A®| abo BUXigHOro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA Y NpoLieci BUpobHuutea AdI
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Ymosu

Homep

Ne Ha3sBsa nikapcbko2o

n/n

3acoby

Popma sunycKy
(nikapcbka ¢hopma,

KpaiHa
3asBHUKa

3asBHUK

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Bionycky

peecmpayiliHo2o

nocsi0o4YeHHs

ynakoska)

(iHWi 3miHM y MeTofax BUNPOGyBaHHS
(BKtOYatouM 3amiHy abo fonoBHeHHS) APl abo
BVXiAHOrO/NPOMIXXHOro NPOAYKTY)
BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:

6e3

UA/4346/02/01

23.| A

MINAK rPIHAEKC

Masb, 10 mr/r, no 50 ry
Ty6i; no 1 Ty6i B
KapTOHHIN nayui

AT "IpiHaekc" NatBis

AT
TanniHHCbKWiA
thapmaueBTny
HWiA 3aB0of

EcToHis

3Mminu |l Tuny - 3MiHn WoAao
6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAYi peecTpauiliHoro nocsigveHHs,
BK/tOYatoum MNnaH ynpasiHHA pusnkamu
(3acTocyBaHHs 3MiH(K), siki(a) BUMaratoTb(€)
NoAasbLIOr0 O6I'PyHTYBaHHS HOBMMM
[04aTKOBUM JaHuMW, L0 MaloTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKM BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BukoHaHHS1 3060B's13aHb BifNOBIAHO A0
nignyHkTy 1.13 nyHkTy 1 goaatky 15 no Mopagky
NpPOBELEHHS EKCNepTU3N peecTpauiiiHix
Marepianis Ha nikapcbki 3acobu, LWo nogatTbes
Ha JepxaBHy peecTpaliio (nepepeecTpadiio), a
TakoX eKkcnepTusn maTepiaslis MPo BHECEHHSA
3MiH 10 peecTpaviliHix maTtepianis NpoTarom fii
peecTpauiiHoro nocBif4YeHHs, 3aTBepAKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Hakazy MO3 Big 23.07.2015 Ne 460)
BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis:

peyenma

6e3

UA/13306/01/01

24.| APTUDJIEKC

Kpem no 20 r abo no 40 r
abo no 100 ry Ty6i; no 1
Ty6i y KOpoOLji 3 KAPTOHY

ToBapucTso 3 YkpaiHa
06MeXeHoI0
BiANOBIAA/IbHICTIO
"papmMaLeBTnYHa
KomnaHis

"3popos'a”

ToBapucTBO 3
06MexeHo
BiANOBiAa/bHI
CTHO
"®apmaueBTn
YyHa KOMMaHis
"3p0pos'a”

YKpaiHa

3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTNBHOCTI Ta thapmakoHarnsgy
(iHLWi 3miHK) (3amiHa rpadivyHOro 306pakeHHs
yNaKoBOK Ha TEKCT MapKyBaHHSA NepBUHHOI Ta
BTOPWHHOI ynakoBku) (TepmiH BBeAEHHSA 3MiH
NpOTArom 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS);
3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalimeHyBaHHs1 Ta/abo agpecu 3asaBHUKa
(BnacHvKa peecTpauiiHoro NocBifYeHHs)
(TepMiH BBEAEHHS 3MiH MPOTArOM 6-TK MicsUIB
nicnsa 3aTBepkeHHs); 3MiHu | Tuny -
AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecun micua NPoBaKEHHS AissNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3aco6y, BKIOYaoun finbHULL BUNYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOTIO AKOCTI.
(misnbHICTb, 3a SKy BignoBsigae
BMPOGHMK/IMNOPTEpP, BKOYAKYN BUMYCK CEPiid)
(3MiHa HanncaHHs agpecu BUPOGHMKa, 6e3 3MiHn
MicLs BUpo6HMLTBA) (TEepMiH BBEAEHHS 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPAXKEHHS)

BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais:

peyenma

6e3

UA/8301/01/01

Pixapg BitTHep Al ABCTpist

Pixapa

ABCTpist

25.

ATMA®

Kpanni opasibHi no 20 M
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ab6o 50 mn, a6o 100 mn BitTHep Al 3MiHu |l TNy - 3MiHa BUPOGHMKa peuyenma
y donakoHi-KpanenbHuL; BMXi4HOro/MPOMKHOro NpoAyKTy/pearenTy, Lo
no 1 conakoHy- BMKOPUCTOBYOTbCS Y BUPOOHMYOMY npoueci AdI,
KpanesibHULi y a60 3MiHa BMPOGHWMKa (BKNOYatoun, ae
KapTOHHI ynakosLi HeobXxifHO, MicLie NPOBEAEHHS KOHTPO/IH0 AKOCTI)
A®| - BBeEHHS [0AATKOBOro BUPOOHMKA
Tartarus emeticus D2 Bupo6Huka Richard Bittner
AG, ABCTpisl, LLIO BUKOPUCTOBYETLCA B NPOLIECI
BMPOGHMLITBA Ajto40i pevoBunHN Tartarus
emeticus D12; BBefleHHA [0AaTKOBOIO
BMPOGHMKA MaTpUYHOT HacTolikn Sambucus nigra
BMpo6Huka Gehrlicher Pharmazeutische Extrakte
GmbH, HimeuurHa, L0 BUKOPUCTOBYETLCS B
npoveci BUpo6HULTBA Ai04OT PEYOBUHN
Sambucus nigra D1.
26.] ATMA® Tabnetky no 12 Pixapg bitTHep Al ABCTpis Pixapa ABCTpist BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/8301/02/01
TabneTtok y 6nictepi; no BitTHep Al 3MiHM Il TUny - 3mMiHa BUPOGHYMKa peyenma
1 a6o 2, abo 3, abo 4 BUXIAHOrO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
6nicTepu y KapTOHHiIl BMKOPUCTOBYIOTLCS Y BUpOBHMYOMY npoueci AdI,
ynakoBLj a60 3MiHa BMPOGHUMKa (BKOUaoun, ge
HeobXxiHO, MicLie NPOBEAEHHS KOHTPOJIH AKOCTI)
A - BBEiEeHHS [O4ATKOBOrO BUPOOHUKA
Tartarus emeticus D2 Bupo6Huka Richard Bittner
AG, ABCTpIsi, L0 BUKOPUCTOBYETLCA B NPOLLECI
BMPO6GHMUTBA Aitoyoi pevoBuHu Tartarus
emeticus D12; BBeieHHA [OAATKOBOrO
BMPOGHMKA MaTpUYHOi HacToliku Sambucus nigra
BupobHuka Gehrlicher Pharmazeutische Extrakte
GmbH, HimeuyunHa, L0 BUKOPUCTOBYETHCH B
npoLieci BUPOGHULTBA Ajil040T PeYOBUHN
Sambucus nigra D1
27.| AYPOKCETUN TabneTkn, BKPUTI Aypob6iHgo Papma IHgis Aypob6iHa0 IHais BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/12973/01/01
NNiBKOBOK 000I0HKOH, nta dapma /114. 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHWU. 3MiHa peyenmom
no 250 wmr, no 10 HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
TabneTok y 6nictepi; no (BnacHuKa peecTpauiiiHoro noceigyeHHs) (3miHa
1 6nicTepy B KapTOHHiii aapecy 3asaBHuKa) (TepMiH BBeeHHSA 3MiH
Kopoo6Li NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPAXKEHHS)
28.| AYPOKCETUN TabneTku, BKpUTI Aypob6iHgo ®apma IHAjs Aypo6iHao IHgjs BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiaslis: 3a UA/12973/01/02
NNiBKOBOK 060/1I0HKOIO, nta dapma N114. 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 500 wmr, no 10 HaliMeHyBaHHs Ta/abo agpecu 3asBHUKA
TabneTtok y 6rictepi; no (BnacHvka peecTpauiiHoro noceigyeHHs) (3miHa
1 6nicTepy B KapTOHHii aapecu 3asaBHuKa) (TepMiH BBeeHHSA 3MiH
Kopoo6Li NPOTArom 6-T1 MiCALIB NiCNsA 3aTBEPKEHHS)
29. ADIHITOP Tabnetkv no 5 mr, no 10 HoBapTic ®apma LLiBefiuapis BMPOGHMLTBO LLiBeiuapis BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/11439/01/01
Tabnetok y 6nictepi; no Al 3a NOBHUM 3MiHu 1l TUnYy - 3MiHK Woa0 peyenmom
3 6nicTepu B KAPTOHHIl LKIOM: 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
Kopo6Ui HoBapric 3MiHM Y TepaneBTUYHUX MOKa3aHHSX (4oAaBaHHs
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
dapwma LLTeinH HOBOrO TepaneBTUYHOrO NokasaHHA abo 3miHa y
Arl, 3aTBEPAKEHOMY MOKa3aHHi) - 3MiHN BHECEHI A0
LLiBeiiuapis; iHCTpYKLji y po3ginu: "Moka3aHHs") (TepMiH
KOHTPONb BBEJEHHS 3MiH nicns 3-X MicauiB nicns
AKocTi (3a 3aTBepMKEHHS); 3MiHu Il Tuny - 3miHK Wwoao
BVHATKOM 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
Tecty 3MiHU Y KOPOTKiil XapakTepuCTuLi NikapCcbKoro
MiKpo6ionoriyH 3aco06y, TEKCTIi MapKyBaHHA Ta iIHCTPYKLiT 4115
a uncroTa): MeMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMMU
dpapmaHanitmk LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMN
a CA, AaHVMK Ta gaHumn 3 dpapmakoHarnsagy (3MiHn
LLiBefiuapis BHECEHI 0 iHCTPYKLITy po3ginu:
"apmakonoriyHi BnactusocTi”, "B3aemogis 3
IHLIMMKW NikapcbKMKM 3acobamu Ta iHLWi BUam
B3aemogiin”, "OcobamBOCTi 3acTocyBaHHS",
"Cnoci6b 3acTocyBaHHsa Ta go3un", "Oitn"
(peparyBaHHs), "MNepeno3yBaHHs", "MoOGIYHI
peakuii”) (TepmiH BBeAEeHHS 3MiH nicns 3-X
MicaLiB Nicna 3aTBepAKEHHS)
30.| A®DIHITOP Tabnetkn no 10 mr, no HosapTic ®apma LLisefuapis BMPOGHMLTBO LLiBeiuapis BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/11439/01/02
10 TabneTok y 6nictepi; Al 3a NOBHUM 3MiHu Il TUnYy - 3MiHKU Woa0 peyenmom
no 3 6nictepu B LMKIOM: 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy.
KapTOHHI KOpo6Lii HosaprTic 3MiHN Yy TepaneBTUYHMX NOKa3aHHAX (foAaBaHHS
dapwma LLTenH HOBOTrO TepaneBTUYHOro NokasaHHA abo 3miHa y
Arl, 3aTBEpPAKEHOMY MOKa3aHHi) - 3MiHM BHeCeHi A0
LLiseiiuapis; IHCTPYKLji y po3ginu: "MokasaHHa") (TepMiH
KOHTPONb BBeleHHSA 3MiH nicnsa 3-X micAauis nicns
AKOCTI (3a 3aTBepAXEHHS); 3MiHK I Tuny - 3MiHK Woao
BUHATKOM 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
Tecty 3MiHN Y KOPOTKiil XapakTepucTuLi NikapCcbKoro
MiKpOGiONOorivH 3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT ANns
a uucrtoTa): Me[MYHOr0 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
PapmaHaniTmk [AHUMW 3 SKOCTI, AOKNIHIYHUMU, KNiHIYHUMN
a CA, LaHuMK Ta gaHumn 3 hapmakoHarnsgy (3MiHu
LLiBeiuapis BHECEHI [0 iHCTPYKLITy po3ginu:
"apmakonoriyHi BnacTneocTi”, "B3aemogis 3
IHLWMMK niKapcbknMmy 3acobamu Ta iHLi BUAn
B3aeMogiin", "Ocob6aMBOCTi 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHS Ta gosun”, "Aitn"
(peparyBaHHs), "MNepeno3yBaHHs", "MoOGIYHI
peakuii”) (TepmiH BBeAEHHS 3MiH nicns 3-X
MicsLB MicNs 3aTBEPAKEHHS)
31.| A®IHITOP Tabnetku no 2,5 mr, no HosaprTic ®apma LBeliuapis BMPOGHMLTBO LBeliuapis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/11439/01/03
10 TabneTok y 6nicTepi; Al 3a NOBHUM 3MiHun Il TMny - 3MiHK WoAa0 peyenmom
no 3 6nictepu B LMKIOM: 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsay.
KapTOHHiiA Kopo6Lyi HosaprTic 3MiHN Y TepaneBTUYHMX NOKa3aHHAX (foAaBaHHs
Papwma LLTeinH HOBOIO TepaneBTUYHOrO NokasaHHA abo 3miHa y
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Arl, 3aTBEePAKEHOMY MOKa3aHHi) - 3MiHWM BHeCeHi A0
LLseiuapis; IHCTPYKLji y po3ginu: "MokasaHHa") (TepMiH
KOHTpPO/b BBEJEHHS 3MiH Micast 3-x MicsiB nicns
AKOCTI (3a 3aTBepAKEHHSR); 3MiHK I Tuny - 3MiHK Woao
BUHATKOM 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.
Tecty 3MiHN Y KOPOTKiil XapakTepucTuLi NikapCcbKoro
MiKpOG6i0onorivH 3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT ANns
a uncrtoTa): Me[MYHOr0 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMMU
dapmaHaniTuk OAaHUMU 3 SKOCTi, AOKNIHIYHUMU, KNIHIYHUMIN
a CA, OaHuMK Ta gaHumn 3 hapmakoHarnsgy (3MiHu
LLiseiuapis BHECEHI [0 iHCTPYKLITy po3ginu:
"®apmMakonoriyHi BnactuBocTi", "B3aemogis 3
IHLWMMK NiKapcbknMy 3acobamu Ta iHLWi BUAn
B3aemMogiin", "OcobaMBOCTi 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHA Ta gosun”, "Aitn"
(peparyBaHHs), "MNepeno3yBaHHsa", "MoOGIYHI
peakuii") (TepmiH BBeAEHHSA 3MiH nicns 3-X
MicsiLiB Micns 3aTBepAKEHHSs)
32.| ALUETAN Tabnetkv no 200 mr, no ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/12310/01/01
10 TabneTok y 6nictepi; 0bMexeHot BMPOGHMLITBA, 3Mminu |l Tuny - 3MiHn WoAao peyenma
no 1 a6o no 2 6nictepu BiANOBIAA/IbHICTIO KOHTPONb 6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
B KOpPOO6Li 3 KApTOHY "papmaueBTNYHaA AKOCTI, BUNYCK BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
KOMnaHis cepii: BMAAYi peecTpauiliHoro nocsigveHHs,
"3po0pos'a” ToBapucTBO 3 BK/tOYatouy MnaH ynpas/iHHA pusnkaMmu
06MeXeHo (3acTocyBaHHsA 3MiH(K), siki(a) BUMaratoTb(€)
BiANOBIAA/bHI NoAasbLIOr0 O6r'pyHTYBaHHS HOBMMM
CTIO [0[aTKOBUM AaHVMK, WO MaloTb HafaBaTucs
"®apmaLeBTn KOMNETEHTHUM OpraHoM, OCKifIbKW BUMaraeTbesl
YHa KOMMNaHis CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
"3popos'a’, (BukoHaHHS1 3060B's13aHb BifNOBIAHO A0
YKpaiHa; nignyHkTy 1.13 nyHkTy 1 gogatky 15 go Mopagky
BCi cTagii NpOBeLEHHS EKCNepTU3N peecTpauiliHiX
BMPOGHMLITBA, Marepianis Ha nikapcbki 3acobu, LWo nogatTbes
KOHTPONb Ha JepxaBHy peecTpaliio (nepepeecTpadiio), a
AKOCTI: TakoX eKkcnepTusn maTepiaslis MPo BHECEHHSA
ToBapucTBO 3 3MiH 10 peecTpaviliHix maTtepianis NpoTArom fii
06MeXeHoto peecTpauiiHoro nocBifg4YeHHs, 3aTBepAKEHOro
BiANOBIAA/bHI Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegaxuii
cTo Haka3y MO3 Big 23.07.2015 Ne 460)
"®APMEKC
reyn-,
YKpaiHa
33.| ALUETAN Tabnetky no 600 mr, no ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/12310/01/02
10 TabneTok y 6nicTepi; 06MEXEHO 06MeXeHo 3MiHun Il TMny - 3MiHK WoAa0 peyenma
no 1 a6o no 2 6nictepu BiANOBIAA/IbHICTIO BiANOBiAa/bHI 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsay.
B KOpPOO6Li 3 KApTOHY "papmMaueBTUYHA CTHO BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
KOMNaHis "®apmaueBTu BMJaYi peecTpaLiiHoro nNocBig4yeHHs,
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
"3popos'a” YHa KOMMaHis BK/tOYaoun MnaH ynpasiHHA pusmnkaMmu
"3p0pos'a” (3acTocyBaHHs 3MiH(1), sKi(a) BUMararTb(€)
noasibLLIOro 06r'pyHTYBaHHS HOBUMMU
[00aTKOBUM AaHVMW, L0 MaloTb HaaBaTmucs
KOMMETEHTHVMM OpraHoM, OCKi/flbKM BUMaraeTbCs
CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
(BrKOHaHHSA 3060B'A3aHb BiNOBIAHO A0
nignyHkty 1.13 nyHkty 1 pogatky 15 go Mopsaaky
NpOBefEeHHA ekcnepTu3n peectpauiiinx
MaTepianis Ha nikapcbki 3aco6u, Lo NoAalnTbeA
Ha AepxaBHy peecTpauito (nepepeecTpadiio), a
TaKoX eKkcrnepTV3n maTepiasis NPO BHECEHHS
3MiH 10 peecTpaviliHix maTtepianis NnpoTarom fii
peecTpauiiHoro NoCBiAYeHHs, 3aTBEPIKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y peaaxuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
34.| ALUETAN Tabnetky no 200 wmr, in ToBapucTso 3 YkpaiHa BCi cTagii YKpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: - UA/15789/01/01
bulk: no 1000 a6o no 06MEeXeHOo BMPOGHMLITBA, 3MiHu 1l TUNYy - 3MiHK Woa0
10000 TabneTok y BiANOBIAA/ILHICTIO KOHTPONb 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
nakeTi nonieTuneHosomy | "®apmaueBTUyHa AKOCTI, BUNYCK BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
Y KOHTelHepi KOMnaHis cepi: BMAAui peecTpaviiiHoro noceig4YeHHs,
nnacTMacosomy "3popos'a” ToBapucTBO 3 BKtOYaouy MnaH ynpasaiHHA pusnkaMmum
06MexeHo (3acTocyBaHHs 3MiH(1), sKi(a) BUMararTb(€)
BiANOBiAa/IbHI noAasibLIOro 06r'pyHTYBaHHS HOBMMU
CTIo [04aTKOBUM AaHVMK, L0 MaloTb HafaBaTncs
"GapmaueBTun KOMMNETEHTHUM OpraHoM, OCKi/IbKN BUMaraeTbCsi
YHa KOMMaHis CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
"3popos'sa", (BrKoHaHHSA 3060B'A3aHb Bi4NOBIAHO A0
YkpaiHa; nianyHkty 1.13 nyHkty 1 gogatky 15 go Mopsaaky
BCi cTagii NPOBELEHHS EKCNepTU3N peecTpauiiHuiX
BMPOBGHULTBA, mMaTepianis Ha nikapcbki 3aco6u, Lo NoAalnTbes
KOHTPONb Ha AepXaBHy peecTpauito (nepepeecTpadiio), a
AKOCTI: TakKoX eKkcrnepTV3n maTepiaiB NPO BHECEHHS
ToBapucTBo 3 3MiH 10 peecTpauiliHix maTtepianis NnpoTarom fii
06MeXeHOo peecTpauinHOro NoCBiAYEHHS, 3aTBEPAKEHOTO
BignosiganbHi Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegakuii
CTHO Haka3zy MO3 Big 23.07.2015 Ne 460)
"®APMEKC
rePyn-,
YKpaiHa
35.| ALUETAN Tabnetky no 600 wmr, in ToBapucTso 3 YKpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: - UA/15789/01/02
bulk: no 1000 a6o no 06MEeXeHoH 06MexeHo 3MiHu 1l TUnYy - 3MiHK Woa0
10000 TabneTok y BiANOBIAAILHICTIO BiANOBIA&/bHI 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.
nakeTi nonieTuieHoBoMy | “"®apmaueBTUYHA cTHo BHeceHHs1 abo 3MiHa(1) A0 3060B'si3aHb Ta YMOB
Y KOHTelHepi KOMnaHis "®GapmaueBTu BMAaui peecTpaLiliHoro noceig4YeHHs,
naacTMacosomy "3p0pos'a” YHa KoMnaHis BK/OYatoum MnaH ynpasniHHA pusmkamu

"3p0pos's"

(3acTocyBaHHs 3MiH(M), siki(a) BUMaratoTh(€)
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nofanbLIoro 06rpyHTyBaHHS HOBUMU
[04aTKOBMM JaHUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BrKOHaHHS 3060B'A3aHb BigNOBIAHO A0
nianyHkty 1.13 nyHkty 1 gogatky 15 go Mopsaaky
NpoBefeHHs ekcnepTu3y peecTpauiiHnx
mMarepianis Ha nikapcbki 3acobu, Lo nogatTbes
Ha AepXaBHy peecTpadito (nepepeecTtpauito), a
TaKoX eKcnepTv3v maTepianiB NPo BHECEHHS
3MiH 40 peecTpauiiHux martepianiB NpoTsarom gii
peecTpauiiHoro NocBigYEHHS, 3aTBEPAXKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
36.| ALU-dC TabneTku, BKpUTI TOB "®dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 6e3 UA/2071/01/01
NNiBKOBOK 060/10HKOIO, Crapt" Crapt" 3MiHK | TUNY - 3MiHK 00 IHCTPYKUIT AN peuyenma
no 200 mr no 10 Me[MYHOro 3aCTOCYBaHHS Y po3ainu:
TabneTtok y 6nictepi, no "MpoTunokasaHHA", "B3aemogis 3 iHWnMu
2 6nictepn B nayui nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aEMOSIii",
"Oco6mBoCTi 3acTocyBaHHA", "Cnoci6
3aCTOCyBaHHA Ta 031" (OHOB/IEHHSA
3acTepexeHb 3 6e3nekn), "Mepefo3yBaHHA",
"Mo6iuHi peakwyii" 3rigHO 3 iHchopmauieto Wwoao
6e3neku gjtoyoi pevyoBuHU. BBeAEHHSA 3MiH
nporarom 3-x MicailiB nicns saTBepAKEeHHsA
37.| BAHEOUVH Masbno5rabono20r CaHpo3 CnoBeHis BignoBigasibHN ABCTpIst BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 6e3 UA/3951/01/01
y Ty6i; no 1 Ty6i B PapmacbloTikan3 1 3a BUNyCK TeXHiYHa nomMuska y cneumdikauii npy BUMNYyCKy peyenma
KapTOHHiiA Kopo6Lyi a.a. cepii: CaHpgo3 AN nokasHuka «OHOPIAHICTE Macu» - Npu
'm6X-TexOnc, BHECEHHI 404aTKOBOI yNakoBk/ No 5 r He 6yno
ABCTiIS; BPaxoBaHO OHOBJ/IEHHS AONYCTUMUX MEX M.
BMPOGHMLTBO «OfHOpIgHICTE Macu»
in bulk,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
Mepk Kl'aA &
Ko Bepk
Wnittans,
ABCTpis
38.| BETAQUHE® necapii no 200 mr no 7 Ankanoig Al- Pecnybnika | Ankanoig AQ- Pecny6nika BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/3515/01/01
necapiis y ctpuni Ckom'e MakenoHis Ckor’e, MakenoHisi/ 3MiHuM | TMNy - 3MiHa NocTavanbHKKa peyenma
(anbBeoni); no 2 cTpunu Pecny6nika CnoseHis nakyBasibHUX matepianiB a60 KOMMIEKTYHUNX -
Y KapTOHHii Kopobuj MakefoHis; BHECEHHS 3MiH Y MaTepiany peectpauiiHoro
TOB pocbe p. 3.2.P.7. Cuctema
“MAPI®APM”, KOHTelHep/3aKynoptoBasibHUIA 3aci6: 3amiHa
CnoseHis BMPOGHMKA NEPBMHHOIO NakyBaslbHOTO
maTtepiany MBX/TE. AkicHWIA Ta KiNbKiCHUIA cknag
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nakyBa/lbHOTO MaTepiany He 3MiHMBCS
39.| BIKANYTAMIA- TabneTku, BKpUTI MicTtpan Kenitan Benuka CiHTOH Icnanis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/15136/01/01
BICTA NAiBKOBOK 000I0HKOHO, MeHeXMeHT BpuTaHis XicnaHist, C.J1. 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 50 wr, no 10 Nimiten HaliMeHyBaHHs Ta/abo agpecy 3asiBHMKA
TabneTtok y 6nictepi; no (BnacHvKa peecTpauiiiHoro noceig4yeHHs) (3MiHa
3 6nicTepyn B KOPOOL Ha3BMW Ta apecu 3asBHUKA)
40.| BIKANYTAMIA- TabneTku, BKpUTI MicTtpan Kenitan Benuka CiHTOH IcnaHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/15136/01/02
BICTA NNIBKOBOK 060/1I0HKOIO, MeHemgKMeHT BpwuTaHis Xicnanisi, C.J1. 3MiHM | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 150 wmr, no 10 Nimiteq HalilMeHyBaHHs Ta/abo agpecy 3asiBHUKa
TabneTtok y 6nictepi; no (BNacHvKa peecTpauiiiHoro nocBigyeHHs) (3miHa
3 6nicTepyn B KOpoobLU Ha3BW Ta agpecy 3asiBHMKA)
41.| BIKANYTAMIA- TabneTku, BKpUTI MicTtpan Kenitan Benuka CiHTOH IcnaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15136/01/01
BICTA NAiBKOBOK 060/I0HKOIO, MeHeaXMeHT BpuTtaHis Xicnanis, C.J1. 3MiHn | TURNY - AgMIHICTPaTUBHI 3MiHK. 3MiHa peyenmom
no 50 wr; no 10 Nimiteq HalilMeHyBaHHs Ta/abo agpecu Micus
Tabnetok y 6nictepi; no NpoBaPKeHHA AiS/IbHOCTI BUpoOHUKa/imMnopTepa
3 6nicTepu B KOpobLi roTOBOro NikapCbKOro 3acoby, BKIYaKuM
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJO SKOCTI. (AisS/IbHICTb, 3a SKy BiAnosigae
BMPOGHWK/IMNOPTEpP, BKHOYAKOYMN BUMYCK CEPiid)
(3miHa agpecu BupobHuka CiHToH Xicnania C. /1.,
6e3 3MiHN MicLA BUPOGHMLTBA) (TepMiH
BBEEHHSA 3MiH NPOTAroM 3-X micslis nicns
3aTBEPAKEHHS)
42.| BIKANYTAMIA- TabneTkn, BKpUTI MicTtpan Kenitan Benuka CiHTOH IcnaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15136/01/02
BICTA NAiBKOBOK 060SI0HKOHO, MeHeaXMeHT BpuTtaHis Xicnanis, C.J1. 3MiHn | TURNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 150 mr; no 10 Nimiteq HalilMeHyBaHHs Ta/abo agpecu Micud
Tabnetok y 6nictepi; no NpoBa/PKeHHSA AiS/IbHOCTI BUpoBHUKa/imMnopTepa
3 6nicTepmn B KOPOOL rOTOBOrO MiKapCbKOro 3acoby, BKIYaKYM
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJO SIKOCTI. (QisS/IbHICTb, 3a SIKy BiAnoBsigae
BMPOGHMK/iIMNOpPTEpP, BK/OYAOYM BUMYCK Cepiii)
(3miHa agpecu BupobHuka CiHToH Xicnania C. /1.,
6e3 3MiHN Micus BUpobHMLTBA) (TepMiH
BBEEHHS 3MiH MPOTAroM 3-X micsuis nicns
3aTBEPAKEHHS)
43.| BIHOKPUT® PO34MH ANa iH'ekuiid, 84 CaHpio3 F'm6X AscTpis BiANOBIAa/IbHA Himeuunna/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12383/01/01
mkr/mn no 0,8 mn (8000 n3a ABcTpist 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
MO) a6o 1 mn (10000 BMPOGHMLITBO, HalilMeHyBaHHs Ta/abo agpecu Micus
MO) po3uuHy ans nakyBaHHs, NPOBaPKEHHSA AiS/IbHOCTI BUpoBHUKa/imMnopTepa
iH'eKUili B nonepegHbo KOHTPO/b rOTOBOrO /1iKapCbKOro 3acoby, BK/IYaum
3arnoBHEHOMY, cepii: AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
rpagyioBaHoOMy LUMPUL, A Oi Ti KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a 5Ky BignoBsifae
OCHalLeHOoMY MOpPLLUHEM, Bionorika BMPOGHMK/iIMNOpTEpP, BK/OYAYM BUMYCK Cepiii)
iH’eKUiliHOIO rosKoto, v6X, (npviBeaeHHA pepakuii agpecy BupobHuka M3
KOBMAYKOM Ta 3aXUCHUM HimeuuunHa; CaHpo3 M'M6X, ABCTpist (BignoBiganbHuiA 3a
NPUCTPOEM AN BiANOBIAa/IbHU BMNYCK Cepil) y BigNoBiAHICTb A0 BMCHOBKY W00
3anobiraHHs 1 32 BMNYCK nigTBepMKeHHs BiANOBiAHOCTI BUPO6HMLUTBA /13
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NOLUKOXKEHHIO FOJ1KOI0 cepii: BuMoram GMP (Jepxnikcnyx6a YkpaiHu), 6e3
nicns 3acTocyBaHHs, CaHpgos 'meX 3MiHW Micus BUpo6HuuTBa) (TEepMiH BBEAEHHS
abo 6e3 Hboro; no 1 - BIN KyHanb, 3MiH NpoTArom 6-Tu MicauiB nicns
LINPULY Y KOHTYPHIl ABCTpIS; 3aTBEpPLXEHHS); 3MiHM | TUNy - AAMIHICTpaTUBHI
6nicTepHii ynakosLi; no BiANOBIga/IbHU 3MiHW. BunyyeHHs BUPOOHUYOI AinbHUL
1 KOHTYPpHIlA 6RicTepHii 1 32 BTOPUHHY (Brntovaroum ginbHnLi ans Ad®l, NpoMiXXHOTo
YNaKoBLi y KAPTOHHIi yNaKoBKY: NPOAYKTY abo roToBOro /iKapCbKoro 3acooy,
Kopob6ui; no 0,4 mn M MpeHyax AiNbHULI N8 NPOBEAEHHSA NaKyBaHHS,
(4000 MO), a6o 0,6 mn MpopakwH3 BMPOGHMKA, BiAMNOBifaNIbHOTO 3a BUMYCK Cepi,
(6000 MO), a6o no 0,8 mM6X, MicLLe NpoBefEeHHS KOHTPOsItO cepii) abo
M (8000 MO), abo 1 mn HimeuunHa noctayasibHUKa BMXig4HOro martepiasy, peareHty
(10000 MO) po3uuHy ab0 AONOMIXXHOT PeyoBUHM (SKLLO 3a3HAYeHo y
ONs iH'eKUiii B [0CbE) (BUNYYEHHA BUPOGHMKA Ait0H0I pevoBUHM
nonepegHL0 Rentschler Biotechnologie GmbH, Germany);
3aMoBHeEHOMY, 3MiHu | TUNY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
rpagyioBaHoOMYy LUMPULY, HalilMeHyBaHHs Ta/abo agpecu Micus
OCHaLLlEeHOMY MOpLUHEM, NPOBaKEHHS AiS/IbHOCTI BUpOBHMKa/imnopTepa
iH’eKUiiHOIO rosKoto, rOTOBOrO JlikapCbKOro 3acoby, BK/IYaum
KOBMAYKOM Ta 3aXUCHUM OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
NPUCTPOEM AN KOHTPOJIO AKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
3anobiraHHs BMPOGHUK/iIMNOPTEpP, He BK/TKOYAOUM BUMYCK
NOLUKOXKEHHIO TOJ1KOI0 cepiii) (NprBeAEHHSI HaliMeHyBaHHs (Ha
nicsia 3acTocyBaHHA, aHrnincbkii MoBi) BUpobHuka M3 M MpeHuax
abo 6e3 Hboro; Mo 3 MpogakwHs3 M6X, HimevurHa y BignoBigHIiCTb
LINpuULa y KOHTYpPHIlA [0 peecTpauiiHnx Matepianis, 6e3 3MiHN MicLA
6nicTepHii ynakosLi; no BMPO6HULTBA) (TepMiH BBEAEHHS 3MiH MPOTArOM
2 KOHTYpHIi 6riicTepHi 6-TV MiCALIB MiC/1A 3aTBEPAKEHHS)
yNaKoBKN B KaPTOHHIi
Kopoo6Li
44.| BIHOKPUT® PO34uH NS iH'eKUi, 336 CaHpo3 M'mM6X ABCTpiIs BignoBsiganbHn Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/12383/01/03
MKr/mMn no 0,5 mn 3a ABCTpist 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenmom
(20000 MO) a6o no BMPOGHMLITBO, HalilMeHyBaHHs Ta/abo agpecu Micud
0,75 mn (30000 MO), nakyBaHHs, NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
a6o no 1 mn (40000 KOHTPONb roTOBOro NikapCcbKOro 3acoby, BKIYauu
MO) po3unHy ans cepii: AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
iH'eKUili B nonepegHbLO AR Oi Ti KOHTPOJO AKOCTI. (AisS/IbHICTb, 3a SIKy BiAnoBsigae
3arnoBHEHOMY, Bionorika BMPOGHMK/IMNOPTEpP, BK/IOYAKOUM BUMYCK Cepiid)
rpagylioBaHOMy LUMPULL, m6X, (NpuBeAeHHs pefakuii agpecy BUpo6HuKa M3
OCHalLeHOMY NOpPLLUHEM, HimeuuunHa; CaHpo3 'm6X, ABcTpist (BignoBiganbHuiA 3a
iH'eKUiliHOIO rosnKoto, BignoBigasbHU BUMYCK cepii) y BiANOBIAHICTb A0 BMCHOBKY 040
KOBMa4ykoMm Ta 3axMCHUM 1 3a BMNYCK nigTBEPAKEHHS BiANOBIAHOCTI BUPOGHMLTBA /13
NPUCTPOEM ANs cepii: Bumoram GMP (Jepxnikcnyxba Ykpainu), 6e3
3anobiraHHsA CaHpo3 'moX 3MiHM Micus BUpo6HMLTBA) (TepMiH BBEAEHHS
NOLUKOAXKEHHIO TO/1KOI0 - BN KyHans, 3MiH NpoTArom 6-Tu MicaliB nicns
nicnsa 3acTocyBaHHA, ABCTpIS; 3aTBepXeHHSR); 3MiHK | Tuny - AOMIHICTpaTUBHI
abo 6e3 Hboro; no 1 abo BignoBigasbHU 3MiHW. BunyyeHHs BUPOBHUYOT AiNbHUL

no 3 nonepefHLo

1 32 BTOPUHHY

(Bknrovaroum ginbHni Ans APl NpoMiXXHOTO
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3anoBHeHMX Wnpuua y ynakoBKy: npoaykTy abo roToBOro NikapcbKoro 3acoby,
KOHTYPHIli 6AicTepHii M MpeHyax AiNbHULI N8 NPOBEAEHHSA NaKyBaHHS,
ynakosui; no 1 (1 wnpuy, MpopakwH3 BMPOGHMKA, BiAMNOBiga/IbHOTO 3a BMMYCK Cepi,
Y KOXHii1) abo no 2 (3 mM6X, MicLLe NpoBeAEeHHS KOHTPOsItO cepii) abo
LNpuLa y KOXHIiA) HimeuunHa noctayasibHUKa BUXig4HOro martepiasy, peareHty
KOHTYpHIi 6nicTepHi ab0 AONOMIXXHOT PeyoBUHU (SKLLO 3a3HaYeHo y
YNaKoBKN B KAPTOHHIl [0CbE) (BUNYYEHHA BUPOGHMKA Ait0H0i pevoBUHM
Kopoo6Li Rentschler Biotechnologie GmbH, Germany);
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BK/oYaoun
OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOJIO SKOCTI. (AisaNbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/iIMNOPTEp, He BK/TKOYAOUM BUMYCK
cepiii) (NprBeAEHHSI HaliMeHyBaHHs (Ha
aHrnincokili mosi) BUpo6Huka M3 M MpeHuax
MpogakwHs3 Mv6X, HimevurHa y BignoBigHIiCTb
[0 peecTpauiiiHnx Matepianis, 6e3 3MiHN MicLA
BMPO6HULTBA) (TEepMiH BBEAEHHS 3MiH MPOTArOM
6-T1 MicsLIB Nicns 3aTBEPAKEHHS)
45.| BIHOKPUT® PO3YMH ANs1 iH'EKLNA, CaHpo3 'm6X ABCTpis BignoBigasbHU Himeyunxa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12383/01/02
16,8 mkr/mn no 0,5 mn n3a ABcTpist 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
(1000 MO) a6o no 1 BMPOGHMLITBO, HallMeHyBaHHs Ta/abo agpecu Micus
M (2000 MO) po3umnHy nakyBaHHs, NPOBaPKEHHSA AiS/IbHOCTI BUpoBHUKa/imMnopTepa
ONs iH'eKUiii B KOHTPO/b rOTOBOrO /1iKapCbKOro 3acoby, BK/IYaum
nonepegHb0 cepii: AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
3arnoBHEHOMY, A Oi Ti KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a SIKy BignoBsigae
rpagyvioBaHoMy LUMPUL, Bionorika BMPOGHMK/IMNOpTEpP, BK/OYAYM BUMYCK Cepiii)
OCHaLleHOoMY MopLUHEM, v6X, (npviBeaeHHA pepakuii agpecy BupobHuka M3
iH'eKUiliHOIO rosnKoto, HimeuuunHa; CaHpo3 M'M6X, ABCTpist (BignoBiganbHuUiA 3a
KOBMaYKOM Ta 3aXUCHUM BiANOBIAa/IbHU BMNYCK Cepil) y BigNoBiAHICTb A0 BMCHOBKY W00
NPUCTPOEM ANs 1 3a BUNyCK NiATBEPXEHHS BigNOBIAHOCTI BUpo6HMLTBA /13
3anobiraHHsA cepii: BuMoram GMP (Jepxnikcnyx6a Ykpainu), 6e3
NOLUKOAXKEHHIO TO/1KOI0 CaHpo3s 'meX 3MiHW Micus BUpo6HMUTBa) (TepmiH BBEAEHHS
nicnsa 3acTocyBaHHA, - BN KyHanb, 3MiH NPOTAroM 6-Tu MicAUiB nicns
abo 6e3 Hboro; no 3 ABCTpIS; 3aTBEpAXKEHHS); 3MiHM | TUNy - AAMIHICTpaTUBHI
Lnpuua y KOHTYpPHIi BiANOBIAa/IbHU 3MiHW. BunyyeHHs BUPOOHUYOI AinbHUL
6nicTepHil ynakosLi; no 1 32 BTOPUHHY (BKovatoum ginbHuui ans A®Il, npomixHoro
2 KOHTYpHi 6nicTepHi yNaKoBKY: NpOAYKTY abo roTOBOro /NiKapcbKoro 3acooy,
YMaKoBKMN y KapTOHHIi M peHyax AiNbHULI ANA NpOBEAEeHHS NakyBaHHS,
Kopoo6Li MpoaakwH3 BMPOGHMKA, BiAMNOBiAaNIbHOTO 3a BUMYCK Cepi,
m6X, MicLLe NpoBeAEeHHS KOHTPOsItO cepii) abo
HimeuunHa noctayasibHUKa BUXig4HOro Martepiasy, peareHty

a60 [ONOMDKHOI PeHOBMHU (AKLLO 3a3HaYeHO Y
[0CbE) (BUNYYEHHA BUPOGHMKA Ait0H0I pevOBUHM
Rentschler Biotechnologie GmbH, Germany);
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3MiHu | TUNY - AQMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micusa
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKoro 3acoby, BkIoYaoun
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
BUPOGHMK/IMNOPTEpP, He BK/IOYa4M BUMYCK
cepiit) (NpuBeAEHHS HaliMEHYBaHHS (Ha
aHrnincekili MoBi) BUpo6Huka M3 T MpeHuax
MpopakwH3 M6X, HiMevurHa y BignoBigHICTb
[0 peecTpavuiiHix maTepianis, 6€3 3MiHM MicLs
BMpO6HULTBA) (TepmiH BBEAEHHS 3MiH MPOTSAroM
6-TU MicsUIB Nicns 3aTBEPKEHHS)

46.

BICAKOAUN

Cyno3nTopii peKkTasibHi
no 0,01 r, in bulk: no 5
CynosuTopiiB y 6nicTepi,
no 250 6nictepiB y
ALLNKY

MpusaTHe
akuioHepHe
TOBapUCTBO

"Mekxim-Xapkis"

Ykpaina

MpusatHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapkis"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
(BnacHvKa peecTpauiiiHoro noceig4yeHHs) (3MiHa
HaliMeHyBaHHS Ta afpecy 3asBHUKa); 3MiHu |
My - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKoro 3acoby, BkIoYaoun
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJO AKOCTI. (Ais/IbHICTb, 3a SIKy BignoBsigae
BMPOGHMK/IMNOPTEpP, BK/IOYAKOUM BUMYCK Cepiid)
(3miHa agpecu Ta Ha3Bw BMPOGHWKa /13, 6e3
3MiHM MicLs BUPOOHMLTBA)

UA/13999/01/01

47.

BICAKOAUN

Cyno3nTopIi peKkTasibHi
no0,01r,no5
cyno3uTopiiB y 6nictepi;
no 2 6nictepun y nauui 3
KapTOoHY

MpusaTHe
akuioHepHe
TOBap1CTBO

"Mekxim-Xapkis"

YkpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

"Jlekxim-
Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHUKa
(BNacHvKa peecTpauiiiHoro nocBigyeHHs) (3miHa
HaliMeHyBaHHS Ta aApecu 3asBHUKA); 3MiHN |
TMny - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI BUpOOHMKa/imMnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BK/IYakum
AiNbHULL BUNYCKY cepii abo MicLie NpoBefeHHs
KOHTPO/IO SIKOCTI. (QisS/IbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOpTEpP, BK/IOUAKUM BUMYCK Cepiii)
(3miHa agpecu Ta Ha3BW BUPOGHUKa /13, 6e3
3MiHM MiCLS BUPOOHMLTBA)

6e3
peyenma

UA/1380/01/01

48.

BI-TON

cycneHsist opasibHa, 200
mr/40 mry 5 mn, no 100
r'y chnakoHi abo y 6aHL;
no 1 dpnakoHy a6o 6aHLj
pasom 3 [J03yH04O0t0
CK/IHOYKOIO B MayLli

TOB "OKnM
"papmMaLeBTnYHa
thabpmka"

YkpaiHa

TOB "[OKI
"®apmavesTu
YyHa habpuka”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW.
BunyyeHHst BUPOGHWYOT AinbHuLi (BKIHOYaK0UM
AinbHuui ansa A®l, npomixxHoro NnpoaykTy abo
roTOBOrO /iKapCbKOro 3acoby, AinbHuL A1
NpoBefEHHSA NakyBaHHs, BUPOOHUKA,

3a
peyenmom

UA/7807/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BiANOBIAA/ILHOIO 3a BUNYCK Cepiit, MicLe
npoBeAEeHHS KOHTPO/ILO cepii) abo
noctayasnibH1Ka BUXiAHOTO MaTepiasly, peareHTty
ab0 AONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y
Aocbe) (BunyueHHst BUpo6HMYoi AinbHuui MN3)
(TepmiH BBEAEHHSA 3MiH MPOTArOM 3-X MicAuiB
nicns 3aTBepKeHHs)
49.| BOPHOI KUC/IOTU po3uunH ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 6e3 UA/6661/01/01
PO34NH 30BHILUHBLOIO $papmaueBTUYHA dapmaueBTNy 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenma
CNUPTOBUI 3 % 3acToCcyBaHHA, thabpuka "Biona" Ha habpuka HalilMeHyBaHHs Ta/abo agpecy 3asiBHUKA
crnmpToBuit 3 % no 20 "Biona" (BnacHvKa peecTpauiiiHoro noceig4yeHHs) (3MiHa
Mn abo no 25 mny agpecu) (TepmiH BBeAEHHSA 3MiH NPOTATOM 3-X
dhnakoHi; no 1 dpnakoHy MicALiB nicnsa 3aTBepMKeHHs); 3MiHu | Tuny -
y nadui; no 20 mn abo AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
no Ta/abo agpecy MicLs NPOBaXEHHS AiS/IbHOCTI
25 Mn y chnakoHax BMpPOOGHUKa/iMnopTepa roToBoro Nikapcbkoro
3aco6by, BKIKYaK4M AiNbHULI BUNYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOTIO AKOCTI.
(misnbHICTb, 3a SKy BignoBifae
BMPOGHMK/IMNOpTEpP, BK/OYAYM BUMYCK Cepiii)
(3miHa agpecu BupobHuka MpAT
dapmaLeBTuyHa habpuka "Biona", YkpaiHa, 6e3
3MiHW Micus BUpo6HuUTBa) (TepmiH BBEAEHHS
3MiH NpoTsAromM 3-xX MicsuiB Nicas 3aTBEPAYKEHHS)
50.| BPU3A/Ib® Kpansi o4Hi, cycneHsis, MAT "®apmak” YkpaiHa MAT "®apmak” YKpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/14749/01/01
10 mMr/Mmano5mny 3MiHK | TNy - 3MiHa po3mipy cepii (BkOUaroum peyenmom
hnakoHi; no 1 dpnakoHy JianasoH po3mipy cepii) roToBOro Nikapcbkoro
y nauui 3acoby (36inblueHHs Ao 10 pasiB NOpiBHAHO i3
3aTBEPKEHVIM PO3MIPOM) - BBEAEHHS
[04aTKOBOro po3mipy cepii; 3anponoHOBaHoO:
TeopeTuyHuii Buxig: 50 n (9615 chnakoHie) Ta
100 51 (19230 ch1akoHiIB)
51.| BYCTPUKC™ CyCneHsist ANs iH'eKuiit nakcoCmiTKnsiiH Benuka nakcoCwmiTKn Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14955/01/01
KOMBIHOBAHA 0,5 mn/po3y, no 1 gosiy Ekcnopt fimiteq, BpuTtaHis ANH 3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
BAKUVHA OnA nonepegHL0 Bionoaxikan3 Ha3BW Nikapcbkoro 3acoby (3miHa Ha3Bm
NMPO®ITAKTUKU HanoBHEHOMY LUNPUL; C.A. BiANOBIAHO 40 KOPOTKOT XapaKTepuCTUKM
BUOTEPII, NIPABLA, | no 1 nonepeaHso npenaparty (6yno - BYCTPUKC™
KALLJTHOKY HanoBHEHOMY LUNpULY Y (BOOSTRIX™) KOMBIHOBAHA BAKUWHA ANA
(ALENIONAPHUNA KOMN/eKTi 3 ABOMa MPO®INAKTVIKA OUGTEPIT, MPABLIA,
KOMMOHEHT) ronKkamu B KALLUMKOKY ALEENHONAPHA OYULLIEEHA
(AACOPBOBAHA, 31 | nnactukoBomy IHAKTUBOBAHA PIJKA); 3minu Il Tvny - 3miHK
SMEHLUEHM KOHTeliHepi; no 1 LwoAao 6e3nekn/edyeKTUBHOCTI Ta
BMICTOM KOHTeNHepy y KapTOHHiiA thapmakoHarnsgy. 3MiHu y KopoTkili
AHTUTEHIB) Kopoo6Li XapaKkTepucTmLi NikapCcbkoro 3acoby, TEKCTi

MapKyBaHHs1 Ta iHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHS y 3B’SI3KY i3 HOBUMMW AaHVMMU 3
SIKOCTi, AOKIIHIYHMMM, K/TiHIYHMMKW AaHUMK Ta
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
LaHumn 3 hapmakoHarnsagy (3miHn y posginax
IHCTPYKL|i 415 MEAUYHOTO 3aCTOCYBaHHS:
"IMyHonoriyHi i 6ionoriyHi BnacTmeBocTi”,
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocié 3actocyBaHHs Ta
no3n”, "MNobiyvHi peakuii")
52.| BYCTPUKC™ MOJIO | cycneHsia ans iH'exuii nakcoCmiTKnsaiiH Benuvka nakcoCwmiTKn Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15071/01/01
KOMBIHOBAHA no 1 gosi (0,5 mn/go3y), Ekcnopt flimiteq, BpuTtaHis ANH 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
BAKUVHA Ansd no 1 gosiy nonepegHbo Bionoaxikans Ha3BW nikapcbkoro 3acoby (3miHa Ha3Bm
NMPO®ITAKTUKU HanoBHEHOMY LUNPUL; C.A. BiANOBIAHO 40 KOPOTKOT XapaKTepuUCTUKM
ANDTEPII, NPABUSA, | no 1 nonepeaHso npenaparty (6yno - BYCTPUKC™ MOJIO
KALLUJTHOKY HanoBHEHOMY LUNpULY Y (BOOSTRIX™ POLIO) KOMBIHOBAHA
(ALENIONAPHUNA KOMM/EKTi 3 ABOMa BAKLIMHA ANA NPO®ITAKTUKA AU TEPI,
KOMMOHEHT) TA ronKkamu B MPABLIS, KALLTFOKY (ALIE/TIONAPHUI
noniomMienity nnacTMKoBOMY KOMMNOHEHT) TA MONIOMIENITY); 3MiHn I
(IHAKTUBOBAHA) KOHTeliHepi; no 1 My - 3MiHK Woa0 6e3nekn/eddekTMBHOCTI Ta
(AACOPBOBAHA, 3I KOHTEWHepy Yy KapTOHHIl thapmakoHarnsgy. 3mMiH1 y KOpoTKili
SMEHLUEHM Kopoo6Li XapaKTepucTumLi Nikapcbkoro 3acoby, TEKCTi
BMICTOM MapKyBaHHS Ta IHCTPYKLii ANna MeguyHoro
AHTUrEHIB) 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMU AaHUMU 3
AKOCTI, AOKNIHIMHUMU, KNIHIYHUMKU JaHUMK Ta
AaHumun 3 hapmakoHarnsagy (BHeceHHs 3MiH 40
IHCTPYKLi 415 MeAUYHOr0o 3aCTOCYBaHHS
(po3ainu "ImyHonoriyHi Ta 6ionoriyHi
BNacTMBOCTI", "B3aemMogisi 3 iHLUMMU NiKapCbKUMU
3acob6amu Ta iHLWi BUAY B3aeMogii",
"3acTocyBaHHs y nepiog BaritTHocTi abo
roflyBaHHs rpyaatro”, "Cnocié 3actocyBaHHs Ta
fo3n", "Mo6iuHi peakyii*); 3miHu Il TURY - 3MiHK
oo 6e3nekn/edyeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y TepaneBTUYHNX
nokasaHHsX (4oAaBaHHA HOBOro TepaneBTUYHOro
nokasaHHs abo 3miHa y 3aTBEpAKEHOMY
nokasaHHi) (3miHv 40 IHCTPYKUIT ANs MeANYHOro
3acTocyBaHHSA y po3sginax: "lMokasaHHsa", "Cnoci6
3acTocyBaHHA Ta go3un”, "Oitn". SHWKEHHA
BIKOBOI MeXi Mpu 3aCTOCyBaHHI BakUMHU 3 4-X
POKiB A0 3-X pOKiB)
53.| BYCTPUKC™ MNOJIO | cycneHsia ans iH'ekuiii nakcoCmiTKnsiiH Benuka nakcoCmiTKn Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15071/01/01
KOMBIHOBAHA no 1 posi (0,5 mn/posy) Ekcnopt JimiTeq, BpuTaHis SANH 3MiHM | TUNY - 3MiHa Yy NapameTpax cneuudikawii peyenmom
BAKUVHA And no 1 gosi y nonepegHso Bionogxikans Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
MPO®INAKTUKN HanoBHEHOMY LUNPUL; C.A. cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
BUNOTEPII, NIPABLA, | no 1 nonepeaHso NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
KALUHOKY HanoBHEHOMY LLNpULy y npoueci BupobHuuTBa A®| - BUTyYEHHST TECTY
(ALETIONAPHNIA KOMMNNEKTI 3 ABOMA arnioTuHaLii Ana BU3Ha4YeHHs cneundivyHmx gns
KOMMOHEHT) TA rofikamu B rpyn KpoBi cnonyk A Ta B 3 penis-cneumdikauii

noniomMieniTy

NnA1acTUKOBOMY

Ha DTcc. TecT Ha ar/iloTHaLi0 A5 BUSIBNEHHS
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(IHAKTUBOBAHA) KOHTeliHepi; no 1 crneungiyHnX 4Nns rpyn Kposi cnonyk A Ta B B
(AACOPBOBAHA, 3I KOHTEWHepY Yy KapTOHHIl [aHuni yac BUKOPUCTOBYETLCS AN KOXKHOT
SMEHLLUEHUM KopooLi nocisHoI cepii gndatepii; 3miHu Il TURy - 3miHa y
BMICTOM napameTpax cneuudikadii Ta/abo gonycTummx
AHTUIEHIB) MeX, BU3Ha4YeHnX y crneumndikauisx Ha A®l, abo
BVIXiZHWI/MPOMDKHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(BunyyeHHst napameTpa cneuudikauii, SKui
MOXe MaTu CyTTEBMI BNMB Ha AkicTb APl Ta/abo
roToOBOrO NiKapCbKOro 3acoby) - BUNyYeHHs TecTy
ineHTudikauii 2-dheHokcmeTaHony i3 penis-
cneundikauii Ha DTcc
54.| BYCTPUKC™ MOJIO | cycneHsia ans iH'exuii nakcoCmiTKnsaiiH Benvka nakcoCwmiTKn Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15071/01/01
KOMBIHOBAHA no 1 posi (0,5 mn/gosy) Ekcnopt JlimiTeq, BpuTaHis SANH 3MiHK | TUNY - 3MiHa y NapameTpax cneumdikauin peyenmom
BAKUVHA AnsA y nornepegHsLo Bionogxikana Ta/abo [oMyCTUMUX MeX, BUSHAYEHUX Y
MPO®ITAKTUKN HanNoBHEHOMY LUNPUL; C.A. cneumdgikauisix Ha A®l, abo BUXigHWIA/NPOMIKHWIA
BUNOTEPII, NIPABLA, | no 1 nonepeaHso NpoAyKT/peareHT, WO BUKOPUCTOBYOTbCS Y
KALLUJTHOKY HanoBHEHOMY LLNPULY Y npoueci BUpobHuuTBa Ad| - BuaaneHHs
(ALENMIONAPHNIA KOMMNNEKTi 3 ABOMA BMNPOGYBaHHS akTUBHOCTI in Vivo 3i cnevumdikaui
KOMMOHEHT) TA ronkamv B Ha NPoMiXHWIA npoaykT DTcc
noniomMienity nnacTMKoBOMY
(IHAKTUBOBAHA) KOHTeliHepi; no 1
(AACOPBOBAHA, 3I KOHTEWHepy Yy KapTOHHIl
3MEHLLUEHUM Kopoo6Li
BMICTOM
AHTUIEHIB)
55.| BASE/NIHOBE Macsno no 25 mn abo no MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/0408/01/01
MAC/O 50 mn y donakoHax "®PITOPAPM" "PITOPAPM" 3MiHM | TUny - 3MiHa napameTpiB cneyudikawii peyernma
Ta/abo foNyCTMMUX MEX rOTOBOTrO MiKapCbKoro
3aco06y (iHWi 3MiHK); cynyTHA 3MiHa: 3MiHa Y
MeTofax BUNPOo6yBaHHS roTOBOrO NiKapCbKoro
3acoby (He3Ha4Ha 3MiHa y 3aTBEpPKEHNX
MeToAax BUMPOGYBaHHS); 3MiHuW Il Tuny - 3MiHa
BMPOGHUKA BUXIAHOro/NPOMKHOrO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®I, abo 3miHa
BUPOGHMKa (BKIHOYaKOUK, e HeobXiAHO, MicLe
NpoBeAeHHS KOHTPO/ skocTi) AdI (3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepmaxeHoMy
[ocbe)(BBEAEHHS HOBOTO BMPOGHMKa Adl 3
HagaHHAM mMacTep-thaiina Ha A®Il) — BBeAEHHS
HOBOro BMPO6HUKa Aito4oi pevoBrHN BaseniHose
macno
56.| BA/IABIP® TabneTku, BKpUTI MAT "®dapmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5386/01/01
060/10HKO0, No 500 Mr 3MiHW Il TMNY - 3MiHK LWoAo peyenmom

no 6 TabneTok y

6e3nekn/edeKTMBHOCTI Ta thapmakoHarasagy.
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

6nicTepi; no 7 6nictepis
y nayui 3 kapToHy; no 10
TabneTtok y 6nictepi, no
1 6nicTtepy B nauui 3
KapTOoHY

IHLWI 3MiHK, AIKi He BBINLWAW y Leii po3ain, ski
BK/1I0YAIOTb NMOAAHHA pe3y/ibTarTis fOCNiAKEHb
[0 KOMNETEHTHOro opraHy - NPeACTaB/IeHHs
pe3ynbTaTiB nicnspeecTpauiiiHoro fAocnigkeHHs
6ioekBiBaIEHTHOCTI

57.

BANOON-
NYBHU®APM

Tabnetky no 60 mr no 6
abo 10 Tabnetok y
6nicTepax

NAT
"Nly6Hnchapm"

YkpaiHa

NAT
"Ny6Hucpapm"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHu 1l TMnYy - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs1 abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAui peecTpauiliHoro noceigYeHHs,
BKAOYatoum MNnaH ynpasniHHA pu3nkamu
(3acTocyBaHHsA 3MiH(M), sKi(a) BUMaratoTb(€)
NoAasbLIOro 06r'pyHTYBaHHS HOBMMMA
[04aTKOBMM JaHuUMK, L0 MaloTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKi/fIbKN BUMaraeTbCs
CYTT€EBA OLLiHKA KOMMETEHTHUM OpraHom)
(BrKOHaHHS 3060B'A3aHb BigNOBIgHO A0
nignyHkTy 1.13 nyHKTY 1, NigNyHKTY 2.3 NYHKTY 2
poaartky 15 o MNMopagky nposefeHHA
eKCMepTn3n peecTpaviiHnx MmaTepiasiB Ha
nikapcbki 3ac06u, L0 NOAAITLCA Ha AepXaBHY
peecTpauito (nepepeecTpaLito), a Takox
eKkcnepTn3n martepianis NPo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasiB NpoTArom fgii
peecTpauiiHoro nocBifg4YeHHs, 3aTBepAXEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Hakazy MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/4697/01/01

58.

BAJ/ICAPTAH
CAHJ03®

TabneTku, BKpUTI
NNIBKOBOK 060/1I0HKOIO,
no 80 mr no 14 TabneTok
y 6nicTepi, no 2
6nicTepn Y KapTOHHIN
KOpoo6Li

CaHpo3
dapmacboTikani3
a.n.

CnoBeHis

BUNYCK cepil:
Nek
®apmaueBTny
Ha KomnaHis
A4,
CnoseHis;
BMPOGHMLTBO
"in bulk"”,
nakyBaHHs,
TeCTYBaHHS:
HoBapTic
dapmaueBTuK
a C.A,, IcnaHis

CnoseHis/
Icnanis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS
A®| abo BMXigHOrO MaTtepiany/npomixXHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCSA Y
npoueci BUpo6HuuTea A®I - 4ONOBHEHO PO34in
«lgeHTudikauis» anbTepHaTUBHUM METOA0M
BEPX (xipanbHa xpomaTorpadis) Ta TecToM
cy6CcTaHUil; 3MiHu | Tuny - 3MiHa y napameTpax
cneumdikauin Ta/abo gonNycTMMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha Adl, abo
BUXIQHWIA/MPOMDKHWI NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCS Y npoueci BupobHuytea AdI
- OONOBHEHHS PO3AiNiB «3a/INLIKOBI KifIbKOCTI
OpraHiyHNX PO3UYNHHVIKIB» AOAATKOBUMMW TeCTaMu
Ha OpraHiyHi PO3YNHHWKM reKkcaH, ToNyon, KCuon
(meTog ra3oBoi xpomarorpadii) (Ha Bumory) Ta
«Baxki MeTanun» [oAaTKOBUM TECTOM Ha
BU3HAYEHHSI CYMU TSHKKMX MeTaniB (Megj,
CBUHUSA, LMHKY, Nanagito) (MeTog aToMHo-
eMiciiiHa cnekTpoMeTpis); 3MiHM | TMNYy - 3miHa y

3a
peyenmom

UA/14686/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
napamMeTpax cneuudikadii Ta/abo gonycTummx
MeX, BU3Ha4YeHnX y crneumndikauisx Ha A®l, abo
BVIXiZHWI/MPOMIKXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
- 3MiHV KpUTEPIiB NPUAHATHOCTI NOKa3HWKa
«[loMiLLKM»; 3MiHM | TNy - 3MiHa y MeToAax
BuUNpobysaHHsA APl abo BMXiAHOrO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BVKOPVCTOBYETbLCS Y NpoLieci BUpo6HuLTBa ADI
(BrNyYeHHs1 MeToAdy BUNPOBYBaHHS ANs
Adl/peareHTy/npomMiKXHOro NPoAyKTY, AKLLO
anbTepHaTUBHWI METOZ, BXe 3aTBEepAKEHNIA) -
BW/TyYEHHSA anibTepHaTUBHOI METOANKN
(BU3HAYEHHS LLMISAIXOM OCaKEHHS cynbdigy,
USP [231] meTog Il) B po3gini «Tshkki meTanims»
npv HAABHOCTi PeHTreHo/TyOpeCLEHTHOTO
meToay
59.| BAJICAPTAH TabneTku, BKpUTI CaHpo3 CnoBeHis BUMYCK cepii: CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/14686/01/02
CAHAO3® NNiBKOBOK 060/I0HKOIO, dapmacbloTikan3 Nex IcnaHis 3MiHM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS peyenmom
no 160 mr no 14 a.a. dapmaueBTny A®| abo BMXigHOro martepiany/npomiKHOro
Tabnetok y 6nictepi, no Ha KoMnaHis NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
2 6nicTepy y KapTOHHIlA a.4., npoueci Bupo6HuLTBa A®I - 4ONOBHEHO PO34in
Kopoo6Li CnoseHis; «laeHTudikalis» anbTepHaTVBHUM METOA0M
BMPOGHMLTBO BEPX (xipasibHa xpomaTtorpaqist) Ta Tectom
"in bulk", cy6cTaHUil; 3MiHu | TNy - 3MiHa y napameTpax
nakyBaHHs, crneungikauii Ta/abo AONyCTUMUX MEX,
TEeCTyBaHHS: BM3HAYEHUX Y cneundikauisix Ha Adl, abo
Hosapric BUXiZHWUIA/NPOMIXXHWIA NpoAyKT/pearexT, Wo
PapmaLeBTUK BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea Ad|

a C.A., Icnanis

- OONOBHEHHS PO3AiNiB «3a/IULWKOBI KiNbKOCTI
OpraHiYHNX PO3UYMHHIMKIB» A0AATKOBUMM TECTAMU
Ha OpraHiyHi PO34YMHHWKN rekcaH, TONyors, KCUon

(meTog ra3oBoi xpomarorpadii) (Ha Bumory) Ta
«Baxkki MeTanu» 10AaTKOBUM TECTOM Ha
BM3HAYEHHS CyMU TSXKKUX MeTanis (Megi,
CBWMHLA, LMHKY, Nanagjto) (MeTos aToMHO-

eMiciiiHa cnekTpoMeTpis); 3MiHU | TUNY - 3MiHa Y

napameTpax cneuucpikaui Ta/abo gonycTUmmx

MeX, BU3Ha4YeHNX y crneumndikayisx Ha A®l, abo
BUXiZHWUIA/NPOMIXXHWIA NpoAyKT/pearexT, Wo

BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea Ad|
- 3MiHV KpUTEPIiB NPUIAHATHOCTI NOKa3HWKa

«JOMiLLKM»; 3MiHM | TURNY - 3MiHa Y MeTofax
BunpobyBaHHa APl abo BMXigHOTO
marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo

BMKOPUCTOBYETLCS Y NpoLeci BUpo6HuLTBa AdI

(BUyYeHHs MeToAy BUNPOBYBaHHA AN1s
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Adl/peareHTy/MPOMKHOI0 NPOAyKTY, SKLLO
anbTepHaTUBHUI METOZ, BXe 3aTBEPAKEHNIA) -
BUJTYYEHHA aflbTepHaTUBHOI METOANKN
(BM3HAYEHHS LLNAXOM OCaKeHHs cybdiay,
USP [231] meTog Il) B po3gini «Tskki meTanm»
npv HAABHOCTi PeHTreHo/TyopeCLeHTHOTo
meToay
60.| BA/TbMPOKOM 300 TabneTku, BKpUTI TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/2169/01/01
XPOHO NAiBKOBOK 000I0HKOHO, Crapt” Crapt” 3MiHM | TUny - 3MiHW BUNpobyBaHbL abo peyenmom
NPOMOHIroBaHOI Aji No [0NYCTUMUX MEX, BCTAHOBNEHUX Y
300 mr Ne 10x10, Ne cneumdikauisx, nig yac BUPOOHNLTBA rOTOBOrO
10x3, Ne 10x1y NikapcbKoro 3acoby - BHECEHHS 3MiH [0 po3ainy
6nictepax y nauui 3.2.P.3.5. Banigauis npouecy Ta/ abo iioro
OLjiHKa
61.| BA/IbINMPOKOM 300 TabneTku, BKpUTI TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/3988/01/01
XPOHO NNiBKOBOK 060/I0HKOIO, Crapt"” Crapt" 3MiHK | TNy - 3MiHWM BUNpPO6yBaHbL abo
NPOSIOHroBaHoi Aji No [,0NYCTUMUX MEX, BCTAHOBJ/IEHUX Y
300 wmr in bulk: no 7 kr cneumdikauisix, nig yac BUPOOHNULTBA rOTOBOrO
TabneTok y niKapcbKoro 3acoby - BHECEHHS 3MiH 4,0 po34iny
nonieTuIeHoBMX 3.2.P.3.5. Banigauisi npouecy Ta/ abo noro
nakertax OLliHKa
62.| BA/IbINMPOKOM 500 TabneTku, BKpUTI TOB "dapma Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/2169/01/02
XPOHO NAiBKOBOK 000I0HKOHO, Crapt" Crapt" 3MiHM | TUMy - 3MiHK BUNpobyBaHb abo peyenmom
NPONOHroBaHol Aji no [0NYCTUMUX MEX, BCTAHOBNEHUX Y
500 mr Ne 10x1, Ne 10x3 cneumdikauisx, nig yac BUPOOHNLTBA rOTOBOrO
y brictepax y nauui NiKapcbKoro 3acoby - BHECEHHS 3MiH [0 po3ainy
3.2.P.3.5. Banigauis npouecy Ta/ abo iioro
OLjiHKa
63.| BA/TIbMPOKOM 500 TabneTku, BKpUTI TOB "dapma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: - UA/3988/01/02
XPOHO NNiBKOBOK 060/I0HKOIO, Crapt" Crapt" 3MiHU | TUNy - 3MiHW BUNpPO6yBaHbL abo
NPOJIOHroBaHoI Aji No [ONYCTUMUX MEX, BCTAHOBNIEHUX Y
500 mr in bulk: no 7 kr cneuudikauisix, nig yac BUPOOHNLTBA FOTOBOrO
TabneTok y niKapcbKoro 3acoby - BHECEHHS 3MiH A0 po34iny
nonieTuIeHoBMX 3.2.P.3.5. Banigauis npouecy Ta/ abo noro
naketax OLiHKa
64.] BEHOFENAHO/N renbno 40 ry Ty6i, no 1 My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/7100/01/01
Ty6i B nauLj 3 KapToHyY akujioHepHe akuioHepHe 3Minu |l Tuny - 3MiHn WoAao peyenma
TOBap1CTBO TOBapUCTBO 6e3nekn/edpekTMBHOCTI Ta hapMakoHarnagy.
"HaykoBo- "HaykoBo- BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMPOGHUUNI BMPOGHNYNIA BMAAYi peecTpauiliHoro noceigveHHs,
LeHTp LeHTp BK/IOYatoum MnaH ynpasniHHA pusvikamm
"BopLyariBcbKuii "BopLuariBcbk (3acTocyBaHHsA 3MiH(K), ski(a) BUMaratoTb(€)
Ximiko- Ui XimiKo- NoAasbLIOr0 O6r'pyHTYBaHHS HOBMMM
dhapmaLeBTUYHMI chapmaueBTuy [0[aTKOBUM AaHVMW, WO MaloTb HafaBaTucs
3asof” Hui1 3aBoa” KOMNETEHTHUM OpraHoOM, OCKi/IbKM BUMaraeTbcs

CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BrKOHaHHS1 3060B's13aHb BifNoOBIAHO [0
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nignyHkTy 1.13 nyHKTY 1, NigNyHKTY 2.3 NYHKTY 2
poaartky 15 no Mopagky nposefeHHsA
eKCnepTn3n peecTpauiiHnx Matepianis Ha
nikapcbki 3aco6u, WO NoAaTbCa Ha AepXaBHY
peecTpauito (nepepeecTpawito), a Takox
eKcnepTn3n martepianis Npo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasis NpoTsarom gii
peecTpauiiHoro NocBigYeHHs, 3aTBEPIAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
65./ BEPANAMIN- Tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/3582/01/01
AAPHULSA NNIBKOBOK 060/1I0HKOI0, "papmMaueBTNYHa "®GapmaueBTu 3MiHW | TUNY - AOMIHICTPATUBHI 3MiHW. peyenmom
no 80 mr, no 10 hipma "OapHuus" yHa hipma BunyuyeHHs BUPOOGHMYOT AiNbHUL (BKIHOYAOUM
TabneToK y KOHTYPHii "AapHnus” AinbHuui ana A®l, npomikHOro npoAykTy abo

YapyHKOBIli ynakoBLij; No
5 KOHTYPHMX YapyHKOBUX
yNakoBOK y navi

roTOBOrO JliKkapCcbKoro 3acoby, AinbHULi AN
NpoBefieHHs NaKyBaHHSA, BUPOBHYKa,
BiANOBIAA/IbHOIO 3a BUMYCK Cepiid, Micue
NpOBeAEHHSI KOHTPO/O cepii) abo
nocravyanbHviKa BUXiAHOro Matepiasy, peareHty
a60 AONOMIXHOT PeyoBUHM (SKLLO 3a3HAYeHo y
[ocbe) (BUNy4YeHHs BUpobHuka Adl Teva
Pharmaceutical Fine Chemicals S.r.l, Italy (3a
HasiBHOCTI Recordati Industria Chimica E
Farmaceutica S.p.A., Italy); 3miHu | TUny - 3MiHn
3 AkocTi. ADl. KoHTponb APL. 3miHa y
napametpax cneuucpikauii Ta/abo gonycTUMmx
MeX, BU3Ha4YeHuX y crneumndikayisx Ha A®l, abo
BUXiZHWUIA/NPOMIXXHWIA NpoAyKT/pearexT, Wo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(iHWi 3miHW) CynyTHA 3MiHa - 3MiHK 3 AKOCTi. AdI.
KoHTponb A®I. 3miHa y MeToAax BUNPO6yBaHHS
A®| abo BMXiAHOTO MaTepiany/MPoOMiKHOrO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCSA Y
npoueci BupobHuuTBa AP (iHWi 3MiHK y MeToAax
BMNpOGYBaHHSA (BK/IHOYatoun 3amiHy abo
[0NoBHEHHS) AdD| abo BUXiAHOro/NPoOMKHOIO
npoaykTy) (y cneyudikauii Ta meTogax BXigHOro
KOHTpO/to AP 3a NOKa3HMKOM «laeHTudikavis»,
«P034nHEHHS:», «[1p030PICTb PO3UMHY»,
«CynyTHi AOMILLKM» BHECEHO pefaKLiiHi
YTOUYHEHHS, 6e3 3MiH KpUTepiil Ta MeToziB
BUMPOOYBaHHS; 38 NOKA3HUKOM «3a/IMLLKOBI
KiNNbKOCTi OpraHiyHnX po34MHHUKIB» 3BYXXEHO
KpuTepii NPUAHATHOCTI ANA 3aTBEPKEHOrO
BMpo6Huka (Recordati Industria Chimica E
Farmaceutica S.p.A., Italy, BBegeHO HOpMyBaHHS
38 NOKA3HWMKOM «3asIMLLKOBI KifIbKOCTi OpraHiuyHmx
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

PO34MHUKIB» AN151 HOBOro BUPOGHUMKa Piramal
Enterprises Limited, India 3rigHo maTepianis
thipMU-BMPOBHMKA; METOAMKY KOHTPOIIO 3a
Noka3HUKOM «KinbkicHe BU3HaYeHHS» NpuBeaeHo
y BifnoBigHiCTb f0 BUMOr MoHorpadii EP/APY
«Bepanawminy rigpoxnopuag», po3ain
«MikpobiosnoriyHa ynctota» NpuBeeHo y
BignosigHicTb Ao A®Y 2.0.); 3MiHn | TURY - 3MiHK
3 AKoCTi. F0TOBWIA Nnikapcbkuid 3aci6. Onnc Ta
cknag, (iHwi 3mMiHn) (pepakuiiiHi yTOUHEHHS Ha3B
[O0MOMDKHMX PEYOBWH, 30KpemMa NAiBKOBOro
nokputTsa Cenudmnm 752 6enblid*, 3rigHo
cepTugikaTy BUPOOHUKA; YTOUHEHHS NiKapCbKOol
hopmu 3 BiAMNOBIAHMMN 3MiHAMW B IHCTPYKUIT A1s
MeAMYHOro 3acTocyBaHHA y p. "Cknag”,
"Nikapcbka cpopma™); 3miHu | TNy - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHSA rOTOBOrO JIiKAPCLKOro 3acoby
(iHwWwi 3miHM y MeTogax BunpobyBaHb
(BKtoYatoum 3amiHy abo AonoBHEHHs)) CynyTHSA
3MiHa - 3MiHM 3 IKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acooby.
3miHa napameTpiB cneuudikayin Ta/abo
[OMyCTUMMX MEX rOTOBOTrO NiKapCcbKoro 3acoby
(iHWi 3MiHW) - 3MiHM 38 NOKa3HWKOM
«MikpobionoriyHa uncrota» /13 3rigHo BUMOr
LdY, 3miHa KpuTepiii NPUIAHATHOCTI 3a
NOKa3HNKOM «PO3UYMHEHHSA» 3rigHO MOHOTpadil
LAY «Bepanaminy TabneTtkn»); 3Minm |l Tuny -
3MiHu 3 aKocTi. A®l. BUpo6HULITBO. 3MiHa
BMPOGHMKA BUXIAHOro/NpOMIKHOrO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BUpo6HUYOMY npoLeci ADl, abo 3miHa
BUPOGHMKa (BK/IKOYAKOUM, e HEOOXiAHO, Micue
npoBefEeHHS KOHTposIo sikocTi) APl (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
[0CbE)(iHLWi 3MiHM) (BBEAEHHS HOBOTO BUPOGHMKA
A®| Bepanaminy rigpoxnopug, Piramal
Enterprises Limited India)

66.

BECTIHOPM®

Tabnetkv no 8 mr, no 10
Tabnetok y 6nictepi; no
3 6nicTepun y navui 3
KapToHY

MAT "®apmak”

YkpaiHa

MAT "dapmak”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHK | TUNY - NOAAHHS OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBponeiickkili hapmakonei CEP
RO-CEP 2006-316-Rev 03 Big 3aTBEpAXEHOro
BUpo6HMKa A®I BeTtaricTuHy avrigpoxnopuay i3
3MiHOI Ha3BW BUPOGHMKa AdI

3a
peyenmom

UA/6356/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
67.| BECTIHOPM® Tabnetky no 16 mr, no MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6356/01/02
10 TabneTok y 6nicTepi; 3MiHK | TUMY - NOA4AHHS OHOBIEHOTO cepTudlikaTy peyenmom
no 3 abo 6 6nictepiB y BiANoBigHOCTI EBponeiickkili hapmakonei CEP
nauui 3 KapToHy RO-CEP 2006-316-Rev 03 Big 3aTBEpAXEHOr0
BMpO6HMKa AP| BeTtaricTuHy gurigpoxniopugy i3
3MiHOI Ha3BU BUPOGHMKa AdI
68.| BECTIHOPM® Tabnetky no 24 wr, no MAT "®dapmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6356/01/03
10 TabneTok y 6nicTepi; 3MiHK | TUNY - NOA4AHHS OHOBIEHOTO cepTudikaTy peyenmom
no 3 abo 6 6nictepiB y BiANoBigHOCTI EBponeiickkili hapmakonei CEP
nauui 3 KapToHy RO-CEP 2006-316-Rev 03 Big 3aTBEpAXEHOrO
BMpOGHMKa AP| BeTtaricTuHy gurigpoxniopugy i3
3MiHOI Ha3BW BUPOGHMKa AdI
69.| BIATPA® TabneTku, BKpUTI Mdpaiizep IHk. CLWA dapeBa PpaHuis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/0313/01/02
NNIBKOBOK 060/1I0HKOIO, Ambyas 3MiHK | TUNy - 3MiHK WoA0 peyenmom
no 50 mr no 1 a6o no 4 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
TabneTtkn y 6nictepi; no BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHnX
1 6nicTepy B KapTOHHIl npo cucteMy gpapMakoHarnsigy (BBeAeHHs
Kopo6Li y3arasibHeHUX AaHvX Mpo cucTemy
hapMakoHarnagy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHuKa
[Ans 34iicHeHHA dhapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0Ccobu,
BiANOBIAA/ILHOI 3a 34ilicCHEHHA ddapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-haiina cuctemm
thapmakoHarnagy) - [iroya pegakuis:
yrnoBHOBaXKeHa ocoba 3 thapmakoHarnagy: Mapis
pauist XXypno/Maria Grazia Zurlo. MponoHoBaHa
pefakLisi: ynoBHOBaXeHa ocoba 3
hapmakoHarnsagy ®paHcyasa flyma-Cinnan/
Francoise Dumas-Sillan; ynoBHoBaxkeHa ocoba
3asBHVKa, BignoBiganbHa 3a hapMmakoHarniag Ha
perioHasibHOMY piBHi: TaTbsHa
MpoxopoBa/Tatyana Prokhorova. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOi 0cobm
3asBHUKA
70.| BIATPA® TabneTku, BKpUTI Mdpaiizep IHk. CLA dapeBa ®paHuis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiaslis: 3a UA/0313/01/03
NNiBKOBOK 060/1I0HKOIO, Ambya3s 3MiHK | TUNYy - 3MiHK WoA0 peyenmom

no 100 mr no 1, a6o no 2
TabneTtkn y 6nictepi; no
1 6nicTepy B KapTOHHii
Kopobui; no 4 TabneTkn
y 6nicTepi; no 1 a6o no
2 6nicTepy B KApTOHHIi
Kopoo6Li

6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 260 3MiHV [0 y3arasibHeHUX JaHnX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHKX NPo cUCTeMyY

hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34iliCHEHHA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHUKa

0151 30JCHEHHSA hapmakoHarnsay B YkpaiHi,
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
pO3MiLLLeHHI MacTep-thaiina cuctemu
thapmakoHarnagy) - [irova pegakuis:
yNoBHOBaXeHa ocoba 3 hapmakoHarnsagy: Mapis
pauisa XXypno/Maria Grazia Zurlo. MponoHoBaHa
pefakuisi: ynoBHOBaxeHa ocoba 3
hapmakoHarnsgy ®paHcyasa [lyma-Cinnan/
Francoise Dumas-Sillan; ynoBHoBaxeHa ocoba
3asBHVIKa, BignosiganbHa 3a hapmakoHarnsg, Ha
perioHasibHOMY piBHi: TaTbsiHa
Mpoxoposa/Tatyana Prokhorova. 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0Co6u
3asBHUKA

71.

BIAFPA® ODT

Tabnetky, LWo
AVCNepryoTbes B
POTOBI NOPOXHWHI, MO
50 Mr no 2 a6o no 4
Tabnetkn y 6nictepi; no
1 6nicTepy B KapTOHHii
KopoobLi

Mcpaiizep IHK.

CLWA

dapesa
Ambyas

PpaHuin

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | Tuny - 3MiHK WoAo
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsgy.
BBeeHHst a60 3MiHM [0 y3arasibHeHUX JaHnX
npo cuctemy chapmakoHarnsagy (BBefeHHs
y3arasibHeHUX JaHvX Npo cuctemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobum,
Bi4NoBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHMKa
[ANA 3jiiCHEHHs hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iicCHEHHA dhapmakoHarnsgy
(BKTIHOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-haiina cuctemm
hapmakoHarnagy) - firoya pegakuis:
yrnoBHOBaXKeHa 0coba 3 hapmakoHarnsay: Mapis
Ipauis XXypno/Maria Grazia Zurlo. NMponoHoBaHa
pefakLisi: ynoBHOBaxeHa ocoba 3
thapmakoHarnagy dpaHcyasa Ayma-Cinnan/
Francoise Dumas-Sillan; ynoBHoBaxkeHa ocoba
3asBHVIKa, BifnoBiganbHa 3a hapMakoHarniag Ha
perioHanbHOMY piBHI: TaTbsHa
MpoxopoBa/Tatyana Prokhorova. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0CobM
3asBHUKA

3a
peyenmom

UA/0313/02/01

72,

BITPYM® MEMOPI

TabneTkn, BKPUTI
060/10HKOH0, No 30
TabneTtok y 6nictepi, no
1, a6o 2, a6o 3 6nicTepi
y Kopobui

FOHidhapm, IHK.

CLWA

HOHichapm, IHK.

CLIA

YTOYHEHHS HanucaHHsA peecTpauinHol
npoueaypu y npoueci AepxaBHoi
nepepeectpadii, 3aTBepaxeHol Hakazom MO3
YkpaiHu Big 08.11.2017 Ne 1389
BipHa pedakuyisi:
MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
3MiHu | TMnYy - 3MiHK Woao

6e3
peuyenma

UA/5749/01/01




121

Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

6e3nekn/edrekTUBHOCTI Ta thapMakoHarnagy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cuctemy capmakoHarnsagy (BBefeHHs
y3araslbHeHUX AaHux Npo cucTemy
hapmMakoHarniagy, 3mMiHa yrnoBHOBaXXEHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A hapmakoHarnsagy;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa
0N 34iCHEHHA hapmakoHarnsgy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLLeHHI MacTep-chaiina cuctemm
thapmakoHarnagy) (B.1.8. (a) IAHN)
[MponoHoBaHa pefakLisi: YNoBHOBakeHa 0coba,
BiANOBiAa/IbHA 3a 34iiCHEHHS hapMakoHarnsay
- XopkiH Bonogmmup HOpiiioBuy. 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0co6U. 3MiHa
MicUs 34iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
thapmakoHarnagy. 3MiHa agpecu Mactep-
thaiina.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn BigNoBiAHO A0
Mopsaaky 34iicHeHHs dhapmakoHariaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A YKpainu Big, 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI locTuLii
Ykpainu 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa 0XOpOHU
3[,0p0B’A YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiognMyYHOCTI NoJaHHA
perynsipHmx 3BiTiB 3 6e3MeKu.

73.

BOPUKOHA3O/ -
BICTA AC

NMOPOLLOK A4/15 PO3UUHY
Ans iHdysiii no 200 mry
hnakoHi; no 1 dpnakoHy
B KapTOHHIi1 kopobui

MicTtpan Kenitan
MeHeKMeHT
Nimiteq

Benvka
BpuTtaHis

AkTasic Itanis
C.n.A.

ITanisa

YTOYHEHHSI HaNMCaHHA peecTpavyiiiHol
npoueaypv y NpoLeci AepXXaBHoi peecTpaui,
3aTBepKeHoi Hakazom MO3 YkpaiHu Bif
08.11.2017 Ne 1389
BipHa pedakyis:
peecTpauis Ha 5 pokiB.
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekun BigNoBiAHO A0
Mopsaky 34iicHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHU
300pOB’A Ykpainu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI tocTuLi
Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pefakuii Hakasy MiHicTepcTBa 0XOpOHU

3a
peyenmom

UA/16359/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3[10pOB’A YKpaiHu Bifg 26 BepecHs 2016 poky Ne
996), CTaHOBWTb: 3riAHO 3 NIAMNYHKTOM 4 MyHKTY 2
rnaesu 3 posainy V.

74.

75.

BYrinnsa
AKTUBOBAHE

FEKCITH-M®

Tabnetkn no 0,25 r no
10 TabneTok y
6nictepax; no 10
Tabnetok y 6nictepi; no
2 abo no 10 6nictepiB y
navui

NAT
"Ximchbapm3zasog
"UepBoHa 3ipka"

YkpaiHa

MAT
"Ximchapmsas
of, "YepBoHa

3ipKa"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi FoTOBOrO Nikapcbkoro 3acoby

(3miHa B ymoBax 36epiraHHsl rOTOBOro
nikapcbKkoro 3acoby abo nicns po3unHeHHs/
BiIHOB/IEHHS) - 3MiHA B yMOBaXx 36epiraHHs

roTOBOrO JliKapCbKOro 3acoby. BBefeHHs 3MiH
npoTArom 3-x MicaUiB Mic/sA 3aTBEPAKEHHS

6e3
peuyenma

UA/9148/01/01

necapii no 16 mr no 5
necapiis y cTpuni; no 2
CTpUMM y nauw,i i3
KapTOoHY

MAT "MoHapm”

YkpaiHa

NAT
"MoHdapm"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK LWoAo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 ab0 3MiHM [0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsagy (sefeHHs
y3arasibHeHUX aHvx npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBH/Ka
[ANA 3ajicHeHHs dhapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BiMiHHA Bifj YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOT 32 3AiICHEHHS hapmakoHarnsay
(BKNKHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
po3mMilLeHHi MacTep-chaiina cucremm
hapmakoHarnsay) - 3MiHa ynoBHOBaXXeHOT
0co6u AnA 3ailicHeHHA thapmakoHariagy.
[Jitova pepakuis - lwyk Hatanka MeTpiBHa.
MponoHoBaHa pegakuis - Cosrupa Cepriit
CeprilioBnY. 3MiHa KOHTaKTHUX AaHKX
YNOBHOBaXEHOI 0c06U 3 hapmakoHarnsagy

6e3
peyenma

UA/13640/01/01

76.

FEHTOC®

Kpanni opasibHi no 20
M, abo no 50 mn, abo
no 100 mn y donakoHax-
KpanenbHUUAX; no 1
(01aKOHY B KapTOHHii
ynakoBLi

Pixapg bitTHep Al

ABcTpis

Pixapg
BitTHep Al

ABcTpist

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis:
3MiHu 1l TUnYy - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAui peecTpaLiiHoro noceig4YeHHs,
BK/IOYaouM MnaH ynpaBniHHA pysvkamm
(3acTocyBaHHs 3MiH(1), Ski(a) BUMararTb(€)
nofanbLIoro 06rpyHTYBaHHS HOBYMMU
[04aTKOBUM AaHVMW, WO MaloTb HajaBaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL|iHKA KOMNETEHTHUM OpraHoMm)
(BrKoHaHHS 3060B'A3aHb Bi4NOBIAHO A0
nianyHkty 1.13 nyHkty 1 pogatky 15 go Mopsaaky
NpoBefeHHs ekcnepTu3n peecTpauiiHnx
mMarepianis Ha nikapcbki 3aco6u, Lo nojatTbes
Ha JepXaBHy peecTpauito (mepepeecTpadii), a

6e3
peuyenma

UA/1971/02/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

TaKoX eKcnepTv3n mMaTepianiB NPo BHECEHHS
3MiH 40 peecTpauiiHux martepianiB NpoTsarom aji
peecTpauiiHoro NocBigYEHHs, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

77.

FEHTOC®

Tabnetkn Ne 20 (20x1),
Ne 40 (20x2), Ne 60
(20x3) y 6nicTepax

Pixapg bitTHep Al

ABCTpiIs

Pixapa
BitTHep Al

ABCTpIA

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHKM | TUNY - 3aMiHa abo BBEAEHHS 0,0AATKOBOI
AiNbHULI BUPOBHMLTBA /19 YacTUHM abo BCbOro

BMPOGHNYOro NpoLecy roToBOro NikapCbkoro
3acoby - BBeleHHA [0AAaTKOBOI Ai/IbHULI AN

BTOPUHHOIO NakyBaHHS; BBEAEHHS [0AATKOBOI
AiNbHULI 4N NEPBUHHONO NakyBaHHA; BBEAEHHS
[0[aTKOBOI AiNbHULL 415 NpecyBaHHA TabneTok

6e3
peyenma

UA/10026/01/01

78.

FENAPU3NH®

PO34MH NS iH eKuiiA, No
20 mn B amnyni; no 10
amnyn y KapTOHHIl
nauuj

TOB "BAJTAPTIH
DPAPMA"

YkpaiHa

TOB "beiusiH
KeBiH
TexHonoaxi
LLleip-Xongixr
Ko."

Kutaii

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais:
3MiHu 1l TUnYy - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.
BHeceHHs1 abo 3MiHa(1) A0 3060B'si3aHb Ta YMOB
BMAaui peecTpaLiliHoro noceig4YeHHs,
BK/IOYatouM MnaH ynpasniHHA pusvkamm
(3acTocyBaHHs 3MiH(K), siki(a) BUMaratoTb(€)
noAasIbLIOro 06r'pyHTYBaHHS HOBMMU
[04aTKOBUM AaHVMW, L0 MaloTb HajaBaTucs
KOMMETEHTHVM OpraHOM, OCKifIbKM BUMaraeTbCs
CYTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BrKoHaHHSA 3060B'A3aHb BigNOBIAHO A0
nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 MNMopsgky
NPOBELEHHS EKCNepTU3N peecTpauiiHmiX
mMarepianis Ha nikapcbki 3acobu, Lo nojatTbes
Ha AepXaBHy peecTpauito (nepepeecTpadiio), a
TakoX eKcnepTusn matepiasis Npo BHECEHHS
3MiH 0 peecTpauiiiHux MaTtepianis NnpoTarom Aji
peecTpauiniHOro NoCBiAYEHHS, 3aTBEPAKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakasy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/15589/01/01

79.

FEPBIOH® CUPOMN
ICNTAHACbBKOIro
MOXY

cupon, 6 mr/mn no 150
My donakoHi; no 1
dnakoHy pasom 3
MipHOIO JTOXXKOK B
KapTOHHI KopooLii

KPKA, a.4a., Hoso
MecTo

CnoBeHis

KPKA, 8.4,
HoBo mecTo

CnoBeHisi

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiaslis:
BUNPAB/IEHHS TEXHIYHOT NOMUNKK: Y po3gini "16.
IHPOPMALIA, AKA HAHOCUTBCA WPNDTOM

BPANS" 3aTBEPXXEHOro MapKyBaHHsA
BTOPUHHOI YNakoBKK, a came y Ha3Bi npenapaTy
MICTUTBCS 3HaK 3aXMCTy TOProBoi Mapku ®

6e3
peyenma

UA/13504/01/01

80.

FAA3ENAM IC®

Tabnetkv no 0,02 r no
10 TabneTok y 6nicTepi;
no 2 6nictepun y nauui 3
KapToHY

ToBapucTso 3
[04aTKOBOO
BiANOBIAALHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[04,aTKOBO
BiANOBIAA/bHI
CTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis:
3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
Kogy ATX (3MiHVM BHECEHO A0 IHCTPYKLi 418

MeAMYHOro 3acTOoCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "®apmakoTepaneBTuyHa rpyna”
BiZANOBIAHO MiXHapogHOMY knacudikaTopy
BOO3 (http://www.whocc.no/atc_ddd_index/)

3a
peyenmom

UA/8579/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
81.| NAA3ENAMIC® Tabnetkn no 0,05 r no ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8579/01/02
10 TabneTok y 6nicTepi; [0[aTKOBOK [04aTKOBOK 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 1 6nictepy B nauui 3 BiANOBIAA/IbHICTIO BignoBiAa/bHI kopy ATX (3MiHM BHECEHO A0 iHCTPYKLT ANns
KapTOHY "IHTEPXIM" CTIO MeANYHOro 3acToCyBaHHA NiKapcbkoro 3acoby o
"IHTEPXIM" po3sginy "®apmakoTepaneBTuyHa rpyna”
BiANOBIAHO MKHapogHOMY kKnacudikaTopy
BOO3 (http://www.whocc.no/atc_ddd_index/)
82.| NMHINPAN pO3unH ans iH'ekuiin, 10 Takepna ABCTpis AscTpis Takefa ABcTpist BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/2845/01/01
MKr/2 MmN Mo 2 Mn B M6X ABcTpis TM6X TexHiyHa nomwuska y Cneuudikauii metogis peyenmom
amnyni; no 5 amnyn y KOHTPOJI0 AKOCTI, 3@ NOKa3HNKOM «Bu3HaueHHs
KapTOHHI KOpo6Lii yncToTh. [lomiwka A.», 6yna gonylieHa nomuska
npu 3a3Ha4yeHHi KpUTepIiiB NPUAHATHOCTI Ha
BMMYCK
83.| MNHINPAN KOHUEHTpaT ans Takega ABCTpis ABCTpIst Takega ABCTpIst BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/2845/03/01
PO34uHy ans iHgysiii, 25 M6X ABcTpis TM6X TexHiyHa nomwuska y Cneuudikauii metogis peyenmom
MKr/5 Mn no 5 mn B KOHTPOJIIO SIKOCTI, 3@ NOKa3HUKOM «Bun3HayeHHs
amnyni; no 5 amnyny yuctoTtu. flomiwka A.», 6yna gonylieHa nomusnka
KapTOHHI KopooLii npu 3a3Ha4yeHHi KpUTepIiiB NPUAHATHOCTI Ha
BMMYCK
84.| NHKFrOBA kancynv no 40 wr, no 10 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/15691/01/01
Kancyn y énictepi; no 2 [04aTKOBOKO [,04aTKOBOKO 3MiHu 1l TUnNYy - 3MiHKU Woa0 peyenma
abo 6 6nicTepis y nauui BiANOBIAA/LHICTIO BiANOBIA&/bHI 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3 KapTOHY "IHTEPXIM" CTIO BHeceHHs abo 3miHa(n) 40 3060B'A3aHb Ta YMOB
"IHTEPXIM" BMAAui peecTpaLiiHoro noceig4YeHHs,
BK/OYatoum MnaH ynpasniHHA pu3mkamu
(3acTocyBaHHs 3MiH(1), Ski(a) BUMararTb(€)
noAanbLIoro 06rpyHTYBaHHS HOBUMU
[04aTKOBUM JaHuMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK BUMaraeTbCs
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BrKoHaHHS 3060B'A3aHb Bi4NOBIAHO A0
nignyHkTy 1.8.2 nyHkty 1.8 gopatky 5 Mopsgky
NpoBefeHHs ekcnepTu3n peecTpauiiHnx
mMarepianis Ha nikapcbki 3aco6u, Lo nojatTbes
Ha AepXaBHy peecTpadilo (nepepeecTtpauito), a
TakoX eKcnepTv3v maTepianiB NPo BHECEHHS
3MiH 10 peecTpauiliHix maTtepianis NnpoTarom fii
peecTpauiiHoro NoCBiAYEHHS, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3ly MO3 Big 23.07.2015 Ne 460)
85.| NHKFOBA kancynv rno 80 mr, no 10 ToBapucTBoO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/15691/01/02
Kancyn y 6nictepi; no 2 [0aTKOBOK [04aTKOBOK 3MiHu 1l TUnY - 3MiHK Woa0 peuyenma
abo 6 bnicTepis y nauui BiANOBIAALHICTIO BiANOBIAA/bHI 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3 KapTOHY "IHTEPXIM" CTIO BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
"IHTEPXIM" BMAAui peecTpauiliHoro noceigYeHHs,

BK/IOYatoum MnaH ynpasniHHS pu3nkamm
(3acTocyBaHHs 3MiH(M), siki(a) BUMaratTh(€)
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

nofanbLIoro 06rpyHTyBaHHS HOBUMU
[0[aTKOBMM [aHVMW, WO MaloThb HajaBaTnCs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BrKOHaHHS 3060B'A3aHb BigNOBIAHO A0
nignyHkTy 1.8.2 nyHkTy 1.8 gopatky 5 Mopsgky
NpoBefeHHs ekcnepTu3y peecTpauiiHnx
mMarepianis Ha nikapcbki 3acobu, Lo nogatTbes
Ha AepXaBHy peecTpadito (nepepeecTtpauito), a
TaKoX eKcnepTv3v maTepianiB NPo BHECEHHS
3MiH 40 peecTpauiiHux martepianiB NpoTsarom gii
peecTpauiiHoro NocBigYEHHS, 3aTBEPAXKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

86.

FIHKrOBbA

Kancynu no 120 mr, no
10 kancyn y 6nicTtepi; no
2 abo 6 6nicTepiB y
nauui 3 KapToHy

ToBapucTso 3
[04aTKOBOO
BiANOBIAALHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[04,aTKOBO
BiANOBIA&/bHI
CTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHu 1l TMnYy - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs1 abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAui peecTpaliliHoro noceigYeHHs,
BKOYatoum MNnaH ynpasniHHA pu3nkamu
(3acTocyBaHHsA 3MiH(M), siKi(a) BUMaratoTb(€)
nofanbLIoro 06rpyHTYBaHHS HOBUMU
[04aTKOBUM JaHUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKIfIbK/ BUMaraeTbCcs
CYTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BrKOHaHHS 3060B'A3aHb BigNOBIgHO A0
nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 MNMopagky
NpoBefeHHA ekcnepTn3n peecTpauiiHnx
mMarepianis Ha nikapcbki 3acobu, Lo nogatTbes
Ha JepxaBHy peecTpalito (nepepeecTpadiio), a
TakKoX eKkcnepTv3v maTepianiB NPo BHECEHHS
3MiH 40 peecTpauiiHux maTtepianiB NpoTsarom aii
peecTpauiiHoro nocBifg4yeHHs, 3aTBepLKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/15691/01/03

87.

FNIKNALGA

TabneTtkn 3
MoaudikoBaHUM
BUBI/IbHEHHSAM Mo 30Mr
Ne30 (10x3), Ne30
(15x2), Ne 60 (10x6),
Ne60 (15x4), Ne90
(10x9), Ne90 (15x6) y
6nicTepax

KPKA, a.4., Hoso
MECTO

CnoBeHis

KPKA, a.4.,
HoBo mecTo

CnoseHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHK. 3MiHa
Has3BW JIiKapCbKOro 3acoby (3miHa Ha3Bu
nikapcbkoro 3acoby) (6yno - MMUKNALA®)

3a
peyenmom

UA/10406/01/01

88.

rniMeniPng IHOAP

Tabnetkv no 2 mr no 10
Tabnetok y 6nictepi; no
3 6nictepn y nayuj 3
KapTOoHY

MpAT "Mo
BUPOGHMLTBY
iHcyniHis "IHOAP"

YkpaiHa

MpAT "Mo
BUPOBHULTBY
iHCyniHIB
"IHOAP",

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis:
3MiHuW | TUNY - 3MiHK WoA0
6e3nekn/edeKkTNBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHW) - 3MiHW BHECEHI B TEKCT MapKyBaHHsI

3a
peyenmom

UA/15940/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Ykpaina nepBrHHOI ynakoBku (po3ain 6 IHLWE) HaHeceHHs
(BMpPOGHMLTBO iHchopmaw,ii LWoAo NiueHsii Ta 4aTh BUroTOB/IEHHS
3 MaKkyBaHHs in nikapcbKoro 3acoby
bulk dpipmun
IHA0KO
Pewmepi3 /T4,
IHAis)
89.| rNIMENIPUA, IHOAP Tabnetkv no 3 mr no 10 MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/15940/01/02
Tabnetok y 6nictepi; no BMPOOHNLTBY BMPOGHMLITBY 3MiHW | TUNY - 3MiHK LWOAO0 peyenmom
3 6nicTepun y nayui 3 iHcyniHiB "IHOAP" iHCYniHIB 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnisgy
KapToHY "IHOAP", (iHLWi 3MiHW) - 3MiHW BHECEHI B TEKCT MapKyBaHHS
Ykpaina nepBrHHOI ynakosku (po3gin 6 IHWE) HaHeceHHsA
(BUPOGHULTBO iHchopmawii Wwoao niLeHsii Ta AaTn BUTOTOB/IEHHSA
3 MakyBaHHS in nikapcbKoro 3acoby
bulk dpipmun
IHO0KO
Pewmepis /114,
IHAj5)
90.| rMIMENIPUA IHOAP Tabnetky no 4 mr no 10 MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/15940/01/03
TabneTok y 6nictepi; no BUPOGHMLTBY BMPOGHULTBY 3MiHKM | TURY - 3MiHW WOA0 peyenmom
3 6nicTepu y navui 3 iHcyniHiB "IHOAP" iHCYniHIB 6e3nekn/edheKTNBHOCTI Ta thapmakoHarnsgy
KapTOHY "IHOAP", (IHLLi 3MiHW) - 3MiHW BHECEHI B TEKCT MapKyBaHHS
Ykpaina nepBrHHOI ynakoBku (po3ain 6 IHLWE) HaHeceHHs
(BUPOGHMLTBO iHhopmauii Wwoao niueHsii Ta AaTn BUTOTOB/EHHSA
3 NakyBaHHs in nikapcbKoro 3acoby
bulk chipmmn
IHO0KO
Pewmegis /g,
IHZisT)
91. FAITENK niocpinizaT 4Nsa posumHy MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12177/01/01
AN iH'ekuii no 400 mr, 1 | "KuiBmegnpenapa "Knismegnpen 3MiHW | TUMY - BUNYYEHHS BUPOOHUYOI AiNbHUL, peyenmom
donakoH 3 niogpinizatom T apat" BiANOBIAA/IbHOI 32 BUPO6HULTBO AdI
B KOMMJ/IeKTi 3 1
amnysio Po3UNHHMKA
(Boga ans iH'exuiii) no
3,2 M1 B KOHTYpHiii
YapyHKOBIll ynakoBLi; No
1 KOHTYPpHIli YapyHKOBIi
ynakoBLi B naui 3
KapTOHY
92.| rNILEPUHOBI cynosuTopii no 0,88, TOB "®APMEKC YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/14366/01/01
CYMNO3UTOPII no 5 cynosutopiis y reyn" "®APMEKC 3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuyenma
cTpuni, no 1 aéo no 2 reyn" Ha3BW nikapcbkoro 3acoby (6yno - C/IABIHOPM-
CTpVnKM B Nauuj ®APMEKC) (TepMmiH BBEEHHS 3MiH NPOTArom 6-
TW MiICALIB Nic/a 3aTBEPAKEHHS)
93.| MMILEPUHOBI cynosuTopii no 2,63, TOB "®APMEKC YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/14366/01/02
CYNO3UTOPII no 5 cynosuTopiis y reyn" "®APMEKC 3MiHK | TMny - AGMiHICTpaTMBHI 3MiHK. 3MiHa peyenma
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
cTpuni, no 1 abo no 2 reyn Ha3BW Nikapcbkoro 3acoby (6yno - C/TIABIHOPM-
CTpMnM B nNavLj ®APMEKC) (TepmiH BBEEHHS 3MiH NPOTArom 6-
TV MiCALIB Nic/1a 3aTBepAXEHHS)
94.] rnoay HACTOMKA HacTolika ans MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/7464/01/01
nepopasibHOro "Ny6Hu1chapm” "Nly6Hndpapm" 3MiHM | TMNy - 3MiHa po3mipy cepii (BkIOYatoun peyenma
3acTocyBaHHSA Mo 25 M JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
a6o no 100 mny 3acoby (36inblueHHs Ao 10 pasiB NOpiBHAHO i3
onakoHax 3aTBEPAKEHUM PO3MIPOM) - 36iMbLLUEHHS PO3MIpY
NpoMUCNOBOI cepii. 3anponoHoBaHo: Po3mip
cepii gna dpacyBaHHA no 25 mn: 144,056 Tuc. WT.
Po3wmip cepii gns dacysaHHs no 100 mn: 36,025
TC. WT
95.| FMMIOKO30- MOPOLLOK A030BaHuit, 75 MAT "dapmax” YkpaiHa MNAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/0758/01/01
TONEPAHTHUIA r/naket no 75,75 r 3MiHK | TNy - 3MiHa po3mipy cepii (BkOYaroum peuyenma
TECT NOpPOLLKY B nakeTi, no 1 JianasoH po3mipy cepii) roToBOro Nikapcbkoro
nakeTy B naui 3aco6y (36inbweHHsA fo 10 pasis NopiBHAHO i3
3aTBEPKEHVIM PO3MIPOM) - BBEAEHHS
[04aTKOBOro po3mipy cepii: 3anponoHOBaHO:
140,0 «r (1,848 TuC. ynakoBoK) Ta AOAATKOBO:
250,0 kr (3,300 Tu1c. ynakoBok), 500,0 kr (6,601
TUC. YNakoBOK); 3MiHu |l TUny - 3MiHKM Y npoveci
BMPOGHULITBA rOTOBOTO NiKapCbLKOro 3acoby,
BKJ/THOYAIOUM MPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI FOTOBOTO
NikapcbKoro 3acoby
96.| FPUHTEPON® Karncynv Teepgi no 250 AT "IpiHaekc" Natsis AT "I'piHgekc" Natsis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiaslis: 3a UA/15941/01/01
mr no 10 kancyny 3MiHa 3asBHMKa (BNacHyKa peecTpauiiHoro peyenmom
6nicTepi; no 5 a6o 10 NocBifAYEeHHS)
6nicTepiB y nauui 3
KapTOoHY
97.| AAPPOY PO34/H pO3unH aNs iHdysii no MpuBaTHe YkpaiHa MpuBatHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/1492/01/01
200 mn, 400 mny akujioHepHe akuioHepHe 3MiHM Il Tuny - 3MiHa BUPOGHYMKa peyenmom
nasLwKax TOBapMCTBO TOBapUCTBO BUXiZHOrO/MPOMIDKHOTO NPOAYKTY/peareHTy, Lo
"IHdpy3ia” "lHdpysia” BMKOPUCTOBYHOTbCSA Y BUPOOHMYOMY npoueci AdI,
abo 3miHa BUpoOGHWKa (Bktovaroun, ae
Heo6XifHO, MicLle NPOBEeAEeHHS KOHTPO/IIO AKOCTI)
A®I (3a BigcyTHOCTI cepTudpikaTa BigNOBIAHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaXeHoOMy
[ocbe)(BBEAEHHS HOBOro BUPOGHMKa AdI 3
HafaHHAM macTep-haiina Ha Adl) - BHECEHHS
a/IbTepHaTMBHOIO BUPOo6HMKa AP| HaTpito lakTat
98.| AEKCAMETA3OH PO34YnH NS iH'eKUi, 4 ToBapucTBo 3 YkpaiHa KOHTPONb YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5274/02/01
mr/mn, no 1 ma a6o no 2 06MEXEHO SIKOCTi, BUNYCK 3MiHK | TUNY - NOAAHHS HOBOTO cepTudiikaTa peyenmom
M/1 B amnyni; no 5 BiANOBIAA/TbHICTIO cepii: BiANOBIAHOCTI E€Bponeiickbkili hapmakonei R1-
amnyn y nayyi; no 1 mn "[locnigHwii 3aBog, ToBapucTBO 3 CEP 2006-184-Rev 00 Ha A®| gekcameTasoHy
abo no 2 ma B amnyni; "rHUnC" 06MeXeHOo HaTpito chocdhaT Bifg HOBOrO BUPOBHUKA; CynyTHS
no 5 amnyn y 6nicrepi, BignoBsiganbHi 3MiHa: 3MiHa y NnapameTpax crneundikauiii Ta/abo
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 1 6nictepy y nauui cTHo LOMYCTUMMUX MEX, BU3HAUYEHUX Y crieuudikaLisnx
«[locnigHnii Ha A®|, abo BMXigHWA/NPOMIKHWIA
3aBof, NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y
«HU/IC», npoueci BupobHuuTBa AP| (4ONOBHEHHS
Ykpaina; BCi cneumdikaLii HOBVUM NOKa3HWKOM SKOCTi Ta
cTagji BiANOBIAHUM MEeTOA0M BMNPOOYBaHHS) -
BMPOOHULTBA, [0MNOBHEHHS cneumdikavii BXIAHOTO KOHTPO/I0
KOHTPONb Ai040T PEYOBVHN AEeKCaMeTa3oHy HaTpito
AKOCTI, BUMYCK dhocdhaT NOKa3HMKOM «3asTMLLKOBI KifIbKOCTI
cepii: OpraHiyHnX PO3YUHHUKIB»
ToBapucTBO 3
o0bMexeHoto
BiANOBiAa/bHI
CTIO
«PapmaueBTn
YHa KoMMaHis
«3[10pOB'A»,
YKpaiHa
99.| AENYDEH® cnpeii HazasbHUiA No 20 Pixapg bitTHep Al ABCTpis Pixapa ABCTpist BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/8539/01/01
mn abo no 30 mny BitTHep Al 3MiHM | TUny - 3MiHa y napameTpax cneuudikawii peyenma
NAacTUKoBOMYy hN1akoHi Ta/abo foNyCTUMUX MEX, BUSHAUYEHUX Y
3 N1aCTUKOBUM cneumdgikauisix Ha A®l, abo BMXigHWIA/NPOMIKXHWIA
posnunosayem; no 1 NpoAyKT/peareHT, WO BUKOPUCTOBYOTbCS Y
h/1aKoHY B KapTOHHIiA npoueci Bupo6bHuutea A®| — BBE,EHHA HOBOIO
ynakoBLi nokasHvka «MBY» 3 Bi4noBigHNM MeTOA0M
BMNpoGYyBaHHA 0 cneuudikaLil Ha MaTpuyHy
HacToliky Euphorbium D1, sika
BUKOPUCTOBYETLCA A/151 BUPOOHMLTBA ADI
nikapcekoro 3acoby Euphorbium D6; 3miHm 11
TUMY - 3MiHa BUPOOHWMKA BMXiJHOro/MPOMiXXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npoteci A®I, abo 3miHa
BMPOGHMKa (BK/OYakoun, e HeobxigHo, Micue
nNpoBefeHHSA KOHTPOSI0 AKOCTI) AP| — BBeAEHHS
[04aTKOBOrO BUPOOHMKA MAaTPUYHOI HACTONKM
Euphorbium D1, fika BUKOPUCTOBYETLCA A/1A
BMpo6HULTBa API nikapcbkoro 3acoby
Euphorbium D6
100{ AUIrOKCUH Tabnetkn no 0,1 mr, no ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5751/01/01
50 TabneTtok y 6aHkax; 06MeXeHoto BMPOOHULITBA, 3MiHM | TUNY - 3MiHa po3mipy cepii (BKIOYaoum peyenmom
no 50 TabneTtok y BiAMNOBIAA/TbHICTIO KOHTPO/b JianasoH po3mipy cepii) FoTOBOro Nikapcbkoro
KOHTeliHepax; no 50 "[locnigHwii 3aBog, AKOCTI, BUNYCK 3acoby - BBEJEHHS 10AATKOBOro po3Mipy cepii
TabneTtok y 6aHui abo "rTHUaC" cepii: Ans BUpo6Hrka TOB «®apmaueBTMYHA KOMMaHis
KOHTeliHepi, Nno 1 6aHuj ToBapucTBO 3 340poB'sA», YKpaiHa Liex roToBoro /ikapcbKoro
abo koHTeliHepy B naui 0bMeXxeHoto 3acoby; 3anponoHoBaHO: PO3Mip cepii cknagae:
3 KapToHy; no 25 BiANOBIA&/bHI 14,600 kr (5,840 tuc. yn.) - Ne 50, Ne 50x1 y
TabneToK y bnictepax; CTHO 6aHKax abo KOHTelHepax,
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

no 25 tabnetok y
6nicTepi, no 2 6nictepu
y nauui 3 kapToHy; no 10
Tabnetok y 6nictepi, no
5 6nicTepiB y nayu,i 3
KapToHYy

"OocnigHnii
3aBof,
"rHUnC,
YKpaiHa; BCi
cragii
BMPOGHMLITBA,
KOHTPO/b
AKOCTI, BUNYCK
cepii:
ToBapucTBO 3
0bMexeHot
BignoBiAa/bHI
CTIo
"®APMEKC
reyn.,
YKpaiHa
BCi cTagii
BMPOGHMLITBA,
KOHTPO/b
AKOCTI, BUNYCK
cepii:
ToBapucTBO 3
0bMexeHot
BignoBiAa/bHI
CTo
"®apmauesTu
YHa KOMMaHis
"3p0pos'a”,
Ykpaina

Ne 50 (25x2) y 6nictepax, Ne 50 (10x5) y
6nictepax; 14,600 kr (11,680 Tuc. yn.) - Ne 25y
6nicTepax; 40AATKOBWIA po3mip cepil cknagae:
6,000 kr (2,400 TumC. yn.) - Ne 50, Ne 50x1 y
6aHkax abo KoHTelHepax

101

OVKNAK®

PO34uH A4NS iH ekuin, 75
Mr/3 M no 3 mn B
amnyni; no 5 amnyn B
KapTOHHI KopooLli

CaHpo3
dapmacbloTikan3

A

CnoBeHis

Nek
hapmaveBTny
Ha KomMaHis
Aa.A.

CnoseHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHK | TUNy - 3MiHa 6yAb-AKOT YacTUHU
marepiasly NepBUHHOI YNaKoBKU, L0 He

KOHTaKTy€e 3 FOTOBVM J1iKapCbKVM 3aC060M
(Hanpuknag, Konip KpULLIEYOoK 3 KOHTPOsIEM
nepLuoro BiAKPUTTSA, KONIP KOZOBUX KineLb Ha
amnynax, KoHTeliHepa A1 rosokK (pisHi Buan
naactMacwu) - 3MmiHa y cneuudikavii nepBUHHOIrO
mMaTtepiany: 415 onucy amnys Kosip KogoBUX
Kineupb AogaHo Ao crneumdikayii amnyn. FAkicHWiA
Ta KiJIbKICHWIA cknag, aMnyn He 3MIHMBCS; 3MiHW |
TUMY - 3MiHa NocTavasIbHNKA NaKyBasTbHUX
matepianis abo KOMNIEKTYIOUNX - OHOB/IEHHS
po3giny 3.2.P.7. Cuctema KoHTeHep/
3aKynoproBasIbHUIA 3aCi6 — BUAAIEHHS
iHhopmaLii Wwoao nocTavyanbHUKIB NaKkyBaslbHUX
mMaTtepianis Ta HayKoBOiI JOKyMeHTaLii, Lo
CTOCyeTbCs be3nocepefHbo nakyBabHUX

3a
peyenmom

UA/1202/03/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
mMartepianis (pi3nyHi Ta XimMidHi xapakTepucTuku
amnyn) Ta BKAYEHHS A0 po3giny cneuudikawii
ammnyn Ta MCT Npo BifNOBIAHICTb BUPOOHNLTBA
CKISIHMX amny/1 BUMoram fitoyoi pefakuii €
102 ANKNO®PEHAK- pO3unH aNns iH'ekuin, 25 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/4060/01/01
AAPHULA Mr/mn no 3 Mn B amnyini; "@apmavueBTnyHa "®apmaueBTn 3MiHM | TURY - 3MiHa y MeToAax BUNpobyBaHHS peyenmom
no 5 amnyn y KOHTYpHiiA ipma "OapHuus" yHa hipma A®| abo BMXiAHOTO MaTepiany/MpoMiKHOro
YapyHKOBIli ynakosLi, no "AapHnus” npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
1 a60 2 KOHTYpHiI npoveci BupobHuuTBa A®I (iHWi 3MiHM Yy MeTodax
YapyHKOBI yNaKkoBKu B BMNPO6YBaHHs (BKIOUaUM 3aMiHy abo
nasui, no 3 ma B amnyni, [ONOBHEHHS) A®| abo BMXiAHOTO/MPOMIXXHOrO
no 10 amnyn y Kopoo6uii npoaykTy). BBefeHHA 3MiH NpoTArom 6-1u
MiCALIB MiCNA 3aTBEPAKEHHS; CYNYTHA 3MiHa:
3MiHa y napameTpax crneumdikayiin Ta/abo
[OMYyCTUMMNX MEX, BU3HAUYEHUX Y crieundikaLisax
Ha A®|, abo BMXigHWA/NPOMIXKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTbCS Y
npoueci BUpo6HuuUTBa A®I (iHLi 3MiHK)
103] ANKNOPEHAK- cnpeit HaLKipHWIA, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/1539/03/01
340POB'A YIbTPA po3uunH, 40 mr/mn no 30 06MEXEHO 06MeXeHo 3MiHM | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peuyenma
Mn abo no 50 mny BiANOBIAA/IbHICTIO BiANOBiAa/IbHI HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKA
dnakoHi 3i ckna 3 "®apmaLeBTuyHa CTHO (BnacHuKa peecTpauiiHoro nocBifg4eHHs) (3MiHa
KnanaHoM-HacoCoM, KOMMNaHis "®hapmaueBTu agpecy 3asBHMKa) (TepMiH BBeAEHHS 3MiH
HacaKoto- "3po0pos'a"” YyHa KOMMaHis NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPKEHHS);
posnuaosayem Ta "3p0pos'a” 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHK. 3MiHa
3aXMCHMM KOBMAYKOM; HaliMeHyBaHHS Ta/abo agpecu micus
no 1 conakoHy y kopobui NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
3 KapTOHY rOTOBOrO /iKapCbKOro 3acoby, BK/IYaoum
OiNbHAULI BUNYCKY cepii abo MicLe NpoBeAEeHHSs
KOHTPOJO SIKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBsigae
BMPOGHWK/IMNOPTEpP, BKOYAKOYN BUMYCK CEPiid)
(3miHa agpecu BUpO6HMKa, 6€3 3MiHN Micus
BMPO6HULTBA) (TepMiH BBEAEHHS 3MiH MPOTSAroM
6-TV MicALiB NicnsA 3aTBEPAYKEHHSR); SMiHuM | Tuny
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn) (3amiHa
rpacdiyHoro ohopMIEHHS NEPBUNHHOI Ta
BTOPVHHOT YNaKoBOK Ha TEKCT MapKyBaHHS
yNakoBOK 3 BiNOBigH/MY 3MiHaMW 10 PO34iNnis
MKSA N3 (po3ain «IpadivyHe othopmaeHHs»
3aMiHEHO po3gisiom «MapkyBaHHs») (TepMiH
BBEJEHHS 3MiH NMPOTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS)
104; guniPUOAMON TabneTku, BKpUTI ToBapucTBoO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a UA/7465/02/01
060/10HKOI0, M0 25 Mr no 06MeXeHo BMPOOHULTBA, 3MiHu | TUNy - 3MiHa po3mipy cepii (BKYaroum peyenmom
50 TabneTtok y 6aHkax BiANOBIAA/ILHICTIO KOHTPONb JianasoH po3mipy cepii) rOTOBOro Nikapcbkoro

abo KoHTelHepax; no 50

"locnigHnii 3aBog

SIKOCTi, BUNYCK

3aco6y - BBEIEHHS1 404ATKOBOro po3mipy cepii
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Tabnetok y 6aHLi abo "rHUIC" cepii: ons BupobHuka TOB «®dapmaleBTuyHa KOMNaHis
KOHTelHepi; no 1 6aHui TosapucTso 3 300p0oB'A», YKpaiHa Lex roToBoro /ikapcbkoro
ab0o KoHTeliHepy B nauuyj; 0bMexeHot 3acoby
no 40 TabneTtok y BiANOBiAa/bHI
6nictepax; no 10 cTHO
TabneTok y 6nictepi; no "LocnigHnii
5 6nicTepiB y nayu,i 3aBo/,
"rHUAC,
YkpaiHa; BCi
cragji
BMPOOGHMLITBA,
KOHTPO/b
AKOCTI, BUNYCK
cepii:
ToBapucTBO 3
06MexeHot
BiANOBIAA/bHI
CTIO
"®apmaueBTn
YHa KOMMNaHis
"3popos'a’,
YKpaiHa
105, AuMNIPUAAMON TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/7465/02/02
060/10HKOI0, MO 75 Mr Mo 06MeXeHot BUPOGHMLITBA, 3MiHM | TMNY - 3MiHa PO3Mipy cepii (BKIoYaum peyernmom
40 TabneTok y 6aHkax BiANOBIAA/ILHICTIO KOHTPONb JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
abo KoHTeliHepax; no 40 | "“[locnigHwii 3aBog, AKOCTI, BUNYCK 3aco6y - BBeieHHA A0AATKOBOro po3Mmipy cepii
TabneTok y 6aHui abo "rTHUAC" cepii: Ans Bupo6Hrka TOB «®apmaueBTMYHA KOMMaHis
KOHTelHepi; No 1 6aHui ToBapucTBO 3 340poB'A», YkpaiHa Liex roToBoro nikapcbkoro
abo KOHTelHepy B nauli; 06MEXeHOo 3acoby
no 40 TabneTok y BignosiganbHi
6nictepax; no 10 CTHO
TabneTtok y 6nictepi; no "flocnigHnii
4 6nicTepu y nauui 3aB0o/,
"rHUAC,
YKpaiHa; BCi
cragii
BMPOBGHULTBA,
KOHTPO/b
AKOCTI, BUNYCK
cepii:
ToBapucTBO 3
obMexeHoto
BiANOBiAANbHI
CTIO
"®apmaueBTn

YHa KoMnaHis
"310pOB'S",
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
YKpaiHa
106, ANPOTOH® Tabnetkn no 5 mr no 14 BAT "TeneoH YropwmHa BAT "TeneoH YropLmHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/7679/01/02
TabneTtok y 6nictepi; no PixTep" PixTep" 3MiHu | TUnNy - 3MiHK Woao peyenmom
1 a6o no 2, abo no 4 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy.
6nicTepy B KapTOHHI BunyudeHHns (cuna gii) (BunyyYeHHs fosysaHHA 2,5
ynakoBLj mr J13) (TepMiH BBEAEHHS 3MiH MPOTAroM 6-1
MicALiB Micnsa 3aTBepAKEHHS)
107 AUPOTOH® Tabnetkn no 10 mr no 14 BAT "legeoH YropwmHa BAT "leneoH YropwuHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/7679/01/03
TabneTtok y 6nictepi; no PixTep" PixTep" 3MiHu | TUny - 3MiHK Woao peyenmom
1 a6o no 2, a6o no 4 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.
6icTepn B KAPTOHHIN BunyueHHs (cuna gaii) (BunyyYeHHs f4o3yBaHHA 2,5
ynakoBLj Mr /13) (TepMiH BBEAEHHS 3MiH MPOTAroM 6-1
MicsLIiB MiCNSA 3aTBEPKEHHS)
108, AUPOTOH® Tabnetkn no 20 mr no 14 BAT "leneoH YropwmHa BAT "leneoH YropwyHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a UA/7679/01/04
Tabnetok y 6nictepi; no PixTep" PixTep" 3MiHu | TUNYy - 3MiHK Woao peyenmom
1 a6o no 2, a6o no 4 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
6nicTepy B KApTOHHIA BunyueHHs (cuna gii) (BunyyYeHHs fo3yBaHHA 2,5
ynakoBLj mr /13) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-1
MicsLIB MiCNsA 3aTBEPKEHHS)
109, ANDTA3OH® pO3uunH ans iHdysiid, 2 KPKA, a.4., HoBo CnoBeHis KPKA, a.4., CnoBeHisi BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/2527/02/01
mr/mn no 100 mny MecTo HoBo mecTo 3MiHK | TUNY - nogaHHA oHoBneHoro CEP NeR1- peyenmom
dnakoHi; no 1 dpnakoHy CEP 2007-071-Rev 02 gna A®l Fluconazole Big,
Y KapTOHHiIli kopoobui 3aTBEepPKEHOro BUPOOHYKA 3 BifMoBigHAMU
3MiHamMK y afpeci BUPOOHUKaA Ta BBEAEHHS JiHil
BVMPOGHMLTBA; 3MiHU | TUMY - BUTYYEHHS
BMPOGHUKa AdI|
110{ ANUNHOH PO34uH ANs iH'ekuiid, 250 CaHpo3 CnoBeHis, Nex CnoseHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8466/01/01
Mr/2 M no 2 MmN B dapmacboTikan3 thapmaueBTuy 3MiHK | TUNY - 3MiHWM BUNPOBYBaHbL abo peyenmom
amnyni, no 50 amnyn y a.a. Ha KoMnaHis [OMYyCTUMUX MEX, BCTAHOB/IEHVX Y
KapTOHHI KopooLi a.n. cneuundikaisx, nig yac BUPO6HMLTBA FOTOBOrO
NiKapcbKoro 3acoby - AONOBHEHHS METO/,B
KOHTPOJI0 MPOMDKHOT NMPOAYKLii HOBUM
anbTepHaTMBHUM ONTUYHUM METOAOM NS
BV3HAYEHHS BMICTY KMCHIO Y PO3UMHI;
MPONOHYETLCA BBECTU A0AATKOBWIA KOHTPO b
piBHA GioHaBaHTaXXEeHHS B NpoLeci BUPO6HMLTBA
nepeg, 3aBepLuanbHo0 cTepunizaLiero
BifnoBiaHO A0 MoHorpaduii USP 1229.3
111{ AldOPC 80 TabneTku, BKpUTI TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/12365/01/02
NNIBKOBOK 060/1I0HKOIO, Crapt" Crapt" 3MiHK | TUNy - BBeAeHHsA HoBoro CEP NeRO-CEP peyenmom
5 mr/80 mr no 10 2014-008-Rev 00 ans fjto4oi pe4yoBrHA
TabneTtok y 6nictepi; no Valsartan Bif, HOBOro BUPOGHUKa [10 BXe
1 abo 3 6nictepn y 3aTBEPAKEHOrO
navi 3 KapToHy
112{ AIdPOPC XL TabneTku, BKpUTI TOB "dapma Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/12365/01/03
NAiBKOBOK 000I0HKOMO, Crapt” Crapt” 3MmiHW | Tuny - BBegeHHs HoBoro CEP NeRO-CEP peyenmom

10 mr/160 mr no 10

2014-008-Rev 00 Ans Ajto4oi pevyoBrHA
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Tabnetok y 6nictepi; no Valsartan Big HOBOro BUpO6HMKa [10 BXe
1 a6o 3 6nictepn y 3aTBEPLKEHOr0
nauii 3 KapToHY
113{ JOKCOPYBILUUH- KOHUeHTpaT ans Mictpan Kenitan Benuka AxTasic |Tanis ITanis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14710/01/01
BICTA PO3unHy Ans iHdysii, 2 MeHeaXMeHT BpuTtaHis C.n.A, Itanis; PymyHis 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
mr/mn no 5 mn, 10 mn, Nimiten CiHgaH ®apma HalilMeHyBaHHs Ta/abo agpecy 3asiBHUKa
25 mn, 50 mn, 75 mn, Cc.p.Nn, (BNnacHvka peecTpauiiiHoro nocBigyeHHs) (3miHa
100 mn y chnakoHi; no 1 PymyHis agpecy i Ha3su 3asBHVKa Mictpan Kenitan
b1aKoHY B KapTOHHIi MeHemxmeHT /114, Benuka BputaHis)
Kopobui
114 AONrIT® rPCbKA PO3UMH HALLKIpHWIA N0 [Op. Taiicc HimeuunHa [Op. Taiicc HimeuunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 100 mn — UA/10820/01/01
COCHA 100 mn, abo 250 mn, HatypBapeH 'm6X HatypBapeH 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa 6e3
a6o 500 mn, a6o 1000 m6X Ha3BW SIiKapCbKOro 3acoby (3MiHa Ha3Bu peuenma;
M/1Y NOJIETUEHOBMUX nikapcbkoro 3acoby (byno - AJ/IbIFA MEL ®NYI4) | 250 ma, 500
NAsLIKaX B KAPTOHHIl ms1, 1000 mn
Kopoo6Li —3a
peyenmom
115{ AOLIETAKCEN- KOHUeHTpaT ans MicTtpan Kenitan Benuka AkTasic ITanis ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13982/01/01
BICTA po34nHy ans iHdysili, 20 MeHeaXMeHT BpuTtaHis C.n.A. 3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
mr/m; mo 1 mn (20 wmr), Nimiteq HaliMeHyBaHHs Ta/abo agpecy 3asiBHMKa
ab6o no 4 mn (80 mr), (BnacHvka peecTpadiiHoro noceigyeHHs) (3miHa
abo 7 mn (140 mr) y afipecy 3asBHIKa)
donakoHi; no 1 donakoHy
B KQpPTOHHIi kopobui
116/ APOTABEPUH Tabnetkn no 80 mr no 10 ToBapucTso 3 YkpaiHa BCi cTagii YKpaiHa; BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/10344/01/02
®POPTE Tabnetok abo no 20 0bMexeHoto BMPOGHMLITBA, 3MiHM | TUNy - 3MiHa po3mipy cepii (BkItoYatoun peyenma
Tabnetok y 6nictepi, no BiANOBIAA/ILHICTIO KOHTPONb JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
1 a6o no 2 6nictepu no "[locnigHwin 3aBog, AKOCTI, BUNYCK 3aco6y - BBEieHHS AOAATKOBOro po3Mmipy cepii
10 Tabnetok a6o 1 "rTHUAC" cepii: Ans BUpo6Hrka TOB «®apmaueBTMYHa KOMMaHis
6nictep no 20 TabneTok ToBapucTBO 3 340poB'A», YkpaiHa Lex roToBoro nikapcbkoro
B KOPOOLi 3 KApPTOHY 06MeXeHo 3acoby; 3anponoHoBaHo: Po3mip cepii cknagae:
BiANOBIAA/bHI 4,200 kr (1,500 Tuc. yn.) - Ne 10 (10x1) y
cTHo 6nictepax; 4,200 kr (0,750 Tuc. yn.) - Ne 20
"flocnigHnii (10x2), Ne 20 (20x1) y 6nictepax; 7,000 kr (2,500
3aBo[, Tunc. yn.) - Ne 10 (10x1) y 6nictepax; 7,000 kr
"rHUNC, (1,250 tuc. yn.) - Ne 20 (10x2), Ne 20 (20x1) y
YKpaiHa; BCi 6nictepax; jogatkoBuii po3Mmip cepii ckiagae:
cTagii 2,500 «r (0,892 Tnic. yn.) - Ne 10 (10x1) y
BMPOOHULTBA, 6nictepax; 2,500 kr (0,446 Tuc. yn.) - Ne 20
KOHTPONb (10x2), Ne 20 (20x1) y 6nictepax; 6,000 kr (2,142
AKOCTI, BUMYCK Tunc. yn.) - Ne 10 (10x1) y 6nictepax; 6,000 kr
cepii: (1,071 tuc. yn.) - Ne 20 (10x2), Ne 20 (20x1) y
ToBapucTBo 3 6nictepax
0bMexeHoto
BiANOBiAa/bHI
CTIO

"PapmaueBtu
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

YHa KoMnaHis
"370poB's",
YKpaiHa

117

EBITEKC

Cyno3uTopii BariHa/bHi
no 18,9 mrno 5
Cyno3nTopiiB y CTpUNi;
no 2 cTpunu y navi 3
KapTOoHY

MAT "MoHchapm"

YkpaiHa

NAT
"MoHdpapm"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micua NpoBaKeHHS AiANbHOCTI
BMpO6HMKa (BK/IKOYAKOUK, 38 HEOOXIAHOCTI, Micue
NpoBeAEHHA KOHTPOIO SKOCTi), abo BNacHuKa
macTep-gaiina Ha Adl, abo nocTavanbHMKa
Adl/BnxigHoOro matepiany/peareHTy/NpoMiKHOrO
NPOAYKTY, L0 3aCTOCOBYHOTLCSA Y BUPOOGHULTBI
A®| (KO 3a3HAYEHO Y [JOCLE Ha NikapCbKuii
3acib) 3a BiacyTHOCTI cepTudpikata BignoBiAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaXeHoOMy
[ocbe, abo BUPOGHKKA HOBOT OMOMKHOI
PEUYOBUHM (SAKLLO 3a3HAYEHO Y [1OCLE) - 3MiHA
HalilMeHyBaHHS BUPOOHMKa 6EH3asKOHI0
xnopuay; 3miHu | Tuny - 3mMiHa napameTpis
cneuudikauii Ta/abo AONYCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (BHECEHHS 3MiH A0 A0CbE
nicNA OHOBMIEHHSA 3araibHOl CTaTTi Ha rOTOBY
nikapcbky chopmy y AdY/EBponelickkiii
chapmakonei); cynyTHS 3MiHa: 3MiHa y MeTofax
BUNPOBYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(ana npuBefeHHs y BigNoBigHICTL 3 AdPY abo
€Bponelicbkol thapMakoneeo Ta BUNyYEHHs
NOCUNaHHSA Ha 3acTapinuii BHYTPILLHIA MeToa
BMNPO6YBaHHs i lioro Homep)

6e3
peuyenma

UA/12185/01/01

118

EBKANIMNTA
HACTOUKA

HacToika no 25 mny
hnakoHi; no 1 dpnakoHy
B nayu,i 3 kKapToHy; no 25
MY dhiakoHax

MpAT
dPapmaueBTMyHa
thabpuka "Biona"

YkpaiHa

MpAT
®apmaueBTny
Ha habpuka
"Biona"

YKpaiHa

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiaiis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
(BnacHuKa peecTpauiiiHoro noceigyeHHs) (3miHa
aapecu 3asasHuka (MpAT dapmaleBTUYHA
thabpuka "Biona", Ykpaina) (TepmiH BBeAEHHSA
3MiH NpOTArom 3-X MicsUIB NiCNs 3aTBEPLKEHHS);
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHWU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaZKEHHS AiS/IbHOCTI BUpOOHMKa/imMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaun
AiNbHULL BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJIO SIKOCTI. (QisS/IbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOpTEpP, BK/IOYAUM BUMYCK cepiid)
(3miHa agpecu BMpo6HUYoi ainbHuLi (MpAT
dapmaueBTnyHa habpurka "Biona”, YkpaiHa),
6e3 3MiH Micus BMpobHuLTBa) (TepMiH BBeAEHHS
3MiH NpoTArom 3-X MicALiB Nicnsa 3aTBEPAKEHHS)

6e3
peyenma

UA/6526/01/01

119

EBKANIMTA

HacToika no 25 Mny

TOB "[OKI

YkpaiHa

TOB "[OKI1

YKpaiHa

BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais:

6e3

UA/8517/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HACTOWKA hnakoHax; no 25 mny "papmMaueBTUYHA "GapmaueBTu 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. peuyenma
donakoHi; no 1 conakoHy thabpuka" YyHa habpuka” BunyyeHHss BUPO6HWYOT finbHuLi (BKIHOYaK0UM
B nauuj AinbHuui ana A®l, npomiXHOro NnpoAykTy abo
roTOBOro Nikapcbkoro 3acoby, AinbHuLI Ans
NpoBefEHHS NaKyBaHHs, BUPOGHYKa,
BiANOBIAA/ILHOIO 3a BMNYCK Cepiii, MicLe
npoBeAeHHA KOHTPOsto cepii) abo
nocTavyanbHviKa BUXiAHOTO Matepiasny, peareHty
ab0 AONOMIXXHOT PeyoBUHM (SKLLO 3a3HAYeHo y
[0CbE) (BUNYyYEHHS BUPOBHMYOI AinbHuLi [113)
(TepmiH BBEAEHHSA 3MiH MPOTATOM 3-X MicsLiB
nicns 3aTBepKEHHs)
120{ E3OJ/IOHI®-20 TabneTku, BKpUTI OpraHocvH Jlaiid IHais EBepTomxeH IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/11329/01/01
NNIBKOBOK 060/1I0HKOIO, CaeHcms MeT. 114, Naiidp 3MiHK | TUny - 3MiHa po3mipy cepii (BkOUaoum
no 20 wr in bulk: no CaeHcu3 JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
2500 y noaBiiHMX NimiTen 3acoby - BBEIEHHsI 4,04aTKOBOro po3mipy cepii
nakeTax
121 E3OJ/IOHI®-20 TabneTku, BKpUTI OpraHocwH Jlaiid IHais EBepTomxeH IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11328/01/01
NNiBKOBOK 060/1I0HKOIO, CaeHcus MBT. /114, Naiidp 3MiHK | TUny - 3MiHa po3mipy cepii (BkOUaum peyenmom
no 20 Mr no 7 TabneTok CaeHcms JianasoH po3mipy cepii) FoTOBOro Nikapcbkoro
y 6nicTepi; no 1 a6o 2 NimiTen 3acoby - BBEJEHHS 10AATKOBOro po3Mipy cepii
6nicTepy y KapTOHHiIl
Kopobui
122 E3OJ/IOHI®-40 TabneTku, BKpUTI OpraHocvH Jlaiid IHais EBepTomxeH IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11328/01/02
NNIBKOBOK 060/10HKOIO, CaeHcuna MeT. /114, Naiidp 3MiHK | TUny - 3MiHa po3mipy cepii (BkUaum peyenmom
no 40 mr no 7 TabneTtok CaeHcus JianasoH po3Mipy cepii) roTOBOro JlikapCbKOro
y 6nicTepi; no 1 abo 2 NimiTen 3acoby - BBEIEHHS 10AATKOBOr0 po3Mmipy cepii
6nicTepu y KapTOHHiIl
Kopobui
123 E3OJ/IOHI®-40 TabneTku, BKpUTI OpraHocvH flaiid IHais EBepTomxeH IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/11329/01/02
NNIBKOBOK 060/1I0HKOIO, CaeHcms MeT. /114, Naiidp 3MiHK | TRy - 3MiHa po3mipy cepii (BkOUaum
no 40 wr in bulk: no CaeHcus JianasoH po3Mipy cepii) roTOBOro /likapCbKoro
2500 y noaBiiHMx NimiTen 3aco0by - BBEIeHHs1 f,04AaTKOBOro po3mipy cepii
nakeTax
124, EK3EMECTAH - TabneTku, BKpUTI MicTtpan Kenitan Benuka CiHgaH PymyHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/14554/01/01
BICTA NNiBKOBOK 060/10HKOIO, MeHeKMeHT BpuTaHis thapma C.P.N 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 25 wr; no 10 Nimiteq HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
TabneTtok y 6nictepi; no (BnacHvka peecTpauiiiHoro nocBig4eHHs) (3miHa
3 abo no 10 6nictepiB y agpecu i Ha3By 3asBHUKa MicTpan Kenitan
nauj 3 KapToHy MeHemkmeHT JT4., Benuka bpuTaHis)
125 ENI®OP Tabnetkn Mdpaiizep CWA BMPOGHMLITBO, Ipnangis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14972/01/01
NPOJIOHroBaHoI fji no Eiu.Ci.Mi. nepBrHHe Ta HimeuunHa 3MiHY Il TURY - 3MiHX JO IHCTPYKLIT Ta KOPOTKOI peyenmom
100 mr no 14 TabneTtok y KopnopeiiwuH BTOPVIHHE XapakTepucTVKN NikapCbKoro 3acoby y po3ginu:
6nicTepi; no 2 6nictepu nakyBaHHs, "Oco6nmBOCTI 3acTocyBaHHS", "To6iuHI peakwii”.
B KapTOHHIiA Kopo6Lyi KOHTPONb BBefeHHs 3MiH NpoTArom 3-x MicsAuiB nicns
AKOCTI: 3aTBEPAKEHHSA

Mdpaiizep




136

Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

IpnaHgis
dapmacbioTika
n3, lpnaxgis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
BUMYCK cepil:
Mdpaiizep
MeHtochekuyp
WHr [loitunens
m6X,
HimeyunHa

126

ENI®OP

Tabnetku
NposIoHroBaHoi Aji no 50
Mr no 14 Tabnetok y
6nicTepi; no 2 6nictepu
B KAPTOHHIli Kopobui

Mdpaiizep
Eiiu.Ci.Mi.
Kopnope#iwH

CLWA

BMPOBHULTBO,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b
AKOCTI:
Mdpaiizep
IpnaHgis
PapmacbioTika
n3, lpnaHgis;
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
BMNYCK cepil:
Mdpaiizep
MeHtodhekuyp
WHr [lounens
Tm6X,
Himeuunna

Ipnangis/
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW Il TURY - 3MiHW [0 IHCTPYKUIT Ta KOPOTKOI
XapakTepucTVKN NikapCbKoro 3acoby y po3ginu:
"Oco6mBocTi 3acTocyBaHHA", "Mo6iYHI peakuii”.
BBefeHHs 3MiH NpoTArom 3-x MicsAuiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/14972/01/02

127

EHTEPO®YPUN®

cycneHsisi opasibHa, 200
Mmr/5 mn no 90 mny
donakoHi Ne 1

BocHanek g.4.

BocHis i
lepuerosuH
a

BocHanek g.4.

BocHis i
lepuerosmHa

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais:
3MiHM | TUMY — 36iNbLUEHHS Nepiogy NOBTOPHOrO
BuNpo6yBaHHA A®I 3 4 pokis A0 5 pokis; 3MiHY |

TMNy - 3MiHa y 6esnocepeaHiii ynakosui APl —

3MiHK y nigpo3aini 3.2.S.6. Cucrtema

ynakoska/ykynopka A®l; 3mMiHu | Tuny - 3miHW B

crneundikauii A®I B yacTvHi BigHOCHO

3a/IMLWIKOBMX PO3YMHHUMKIB "[odaTkosi TecTn”, a

came 3BYXXEHHS [OMYCTUMUX MEX BMICTY
rMapasuHy, 3anponoHoBaHo: maximum 15 ppm
Ta BBEAEHHSA BU3HAYEHHS BMICTY 6EH3eHy
(maximum 2 ppm); 3MiHK | TUNY - 3MiHa 'y
MeTogax BMnpobyBaHHa A®| abo BUxigHOro
mMarepiany/npomMbKHOro NpoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuuTea AdI -
ONTMMIi3aLlis MeToay ra3oBoi xpomarorpadii Ans

3a
peyenmom

UA/1991/02/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KiNbKICHOrO BU3HaYeHHA Ta igeHTudikaui
PO34MHHMKA; 3MiHa MeTogy HPLC Ha meTog GC
128 EPBICO/I® EKCTPA PO34UH NS iH'EKLA, NO Mn “Na6opaTopis YkpaiHa nn YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/5036/01/01
1 mn ab6o no 2 mn B Ep6ic" "Naboparopis 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenmom
amnyni; no 10 amnyn B Ep6ic", HallMeHyBaHHs Ta/abo agpecu Micud
KOpOoO6Li 3 KapTOHY YkpaiHa,; NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
TOB "EPBIC", roTOBOro NikapCcbKOro 3acoby, BKIYauu
YKpaiHa,; AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
MpAT "“/lekxim KOHTPOJO AKOCTI. (AisS/IbHICTb, 3a SIKy BiAnoBsigae
- XapkiB" BUPOGHMK/IMNOPTEP, HE BK/IOYAKUYM BUMYCK
(BMPOGHMK "in cepiii) (3MiHa agpecy Ta Ha3Bu BUPOGHMNYOT
bulk™), ainsbHuui in-bulk (MpAT «/lekxim-XapkiB»), 6e3
Ykpaina 3MiHU Micus BUPO6HMLTBA); 3MiHM | TRy - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn) (3amiHa
rpadiyHoro ohopMIEHHsI NEPBUHHOT Ta
BTOPMHHOI YNaKOBOK Ha TEKCT MapKyBaHHA
yNakoBOK 3 Bi4NOBigH/MY 3MiHAMW [0 PO34iNnis
MKA N3 (po3gin «IpadiyHe ohopMAeHHA»
3aMiHEHO po34inoM «MapKyBaHHS»)
129 EPIYC® cupon, 0,5 mr/mn no 60 Baiiep KoHcblomep |  LUBeiiuapis LWepiHr-Mnay Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/5827/02/01
mn abo no 120 mny Kep Al Na6o H.B. 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHK. 3MiHa peyenma
cdnakoHi; no 1 dpiakoHy HaliMeHyBaHHA Ta/abo agpecu micus
pas3om 3 MipHOI NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
noxeukoto abo rOTOBOrO /iKapCbKOro 3acoby, BK/IYaoum
L,03YHUMM LLNPULOM Y OiNbHAULI BUNYCKY cepii abo MicLe NpoBeAEeHHSs
KapTOHHI KopooLii KOHTPOJO AIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnoBsigae
BMPOGHWK/IMNOPTEpP, BKOYAKYN BUMYCK CEPiid)
(3miHa agpecu Bupob6HuKa /13, 6e3 3MiHM Micus
BMPOGHMLITBA)
130, ETAM3UNAT KPUCTaNiuHNIA MOPOLLIOK TOB YkpaiHa WaHbayH KnTaii BHECEHHS 3MiH 10 peecTpavjiiiHx maTepiasnis: - UA/5673/01/01
(cybcTaHuis) y "[ncTpnb'toTopCchbk daHmiH 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
noABiHNX a Kommnaist dapmMacbloThK HaVimeHyBaHHs Ta/abo agpecu 3asaBHUKa
nonieTUNEHOBMX MiLLKax "®apmarek" an N'pyn Ko., (BNacHvka peecTpauiiHoro noceigyeHHs) (3miHa
AnA dapmauesTU4YHOro N1 afipecu 3asBHIKa)
3aCTOCyBaHHSA
131{ ETONO3UA-TEBA KOHUeHTpaT ans TeBa I13painb dPapmaxemi HigepnaHgn BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/7277/01/01
pO3uuHy ans iHdysiii, 20 dapmaueBTikan B.B. 3MiHY | TUMy - 3MiHW [0 IHCTPYKUiT Ans peyenmom
mr/mn no 5 mn a6o no IHpacTpi3 NTa,. MeAMYHOro 3aCTOCyBaHHA A0 PO3AiNiB:
10 mn 'y chnakoHi; no 1 "MpoTnnokasaHHs", "OcobanBOCTI
b1aKoHY B KapTOHHIi 3acTocyBaHHs", "Cnoci6 3acTocyBaHHS Ta 4o3u",
KopoobLi "Mo6ivHi peakui™ BigNOBIAHO A0 OHOB/IEHOT
iHchopmawii 3 6e3nekun gjroyoi pevyoBUHN.
BBefeHHs1 3MiH NpoTArom 3-x MicsAuiB micns
3aTBEPAKEHHS
132{ E®EPAJTTAH Tabnetky wunydi no 500 YIMNCA CAC dpaHuis YIMNCA CAC dpaHuis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/5237/01/01
Mr, M0 4 TabNeTKn y 3MiHK | TNy - 3MiHa NapameTpiB cneumndikauiii peyenma
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

cTpuni, o 4 cTpunu y
KapTOHHI Kopo6Lii

Ta/abo foNyCTUMUX MEX rOTOBOrO NikapCcbKoro
3acoby - OMOBHEHHS cneungikaLii roToBoro
NiKapCbKoro 3aco6y HOBMM MOKa3HUKOM
«[inMMicTb» 3 BiANOBIAHNM METOAO0M
BMNpo6yBaHHSA - BigNoBigHO A0 MoHorpadii EP
0478. BBeeHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepKEeHHs; 3MiHKM | TUMy - NogaHHA
OHOBJ/IEHOTO cepTudikaTy BiANOBIAHOCTI
€poneiicbkoi hapmakonei Ne R1-CEP 1998-
047 Rev 04 ans ajo4voi pevyoBrHU NapaueTamon
Bifl BX€ 3aTBEPMAXEHOr0 BUPOGHMKA i3 3MIHOIO B
agpeci BUpobHUYOI AinbHUL, 63 3MiHM Micus
BMPOGHULITBA

133

3ABEJIOC

kancynu no 10 mrno 1
Kancyni y dpnakoHi; no 1
(01aKOHY B KapTOHHiiA
Kopoo6Li

Mdpainzep IHK.

CLWA

BTOPUHHE
nakyBaHHs,
TeCTyBaHHs
npu BUNYCKy
cepii, BUNycK
cepii: AkTasBic
ITanisa C.n.A.,
ITanis;
BUPOBHULTBO
"in bulk",
nepBuHHE
nakyBaHHS:
Hep®apma
C.pJ1., Itanisa

ITanis

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHK | TUNYy - 3MiHK Woa0
6e3nekn/edpekTBHOCTI Ta thapmakoHarnagy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHVX Npo cucTemy
hapMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT 0cobum,
BiANOBIAa/IbHOI 3a 34iicCHEHHA hapmakoHarnsagy;
KOHTaKTHOI 0c06M 3 chapmakoHarnagy 3asBHuKa
0N 340iCHEeHHA hapmakoHarnsgy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA dapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MiLLLeHHI MacTep-thaiina cuctemm
thapmakoHarnsagy) - [itoya pefakuis:
yNoBHOBaXeHa ocoba 3 hapmakoHarnsagy: Mapis
'pauisa XXypno/Maria Grazia Zurlo. NMponoHoBaHa
pefakLisi: ynoBHOBaxeHa ocoba 3
hapmakoHarnsagy ®paHcyasa [lyma-Cinnan/
Francoise Dumas-Sillan; ynoBHoBaxeHa ocoba
3as1BHVKA, BignoBiganbHa 3a hapMmakoHarniag Ha
perioHasibHOMY piBHi: TaTbsiHa
Mpoxoposa/Tatyana Prokhorova. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXeHOi 0cobm
3asBHVKa

3a
peyerimom

UA/4792/02/01

134

3ABEAOC®

niodpinizaT 4Nsa po3umHy
AnA iHdysii no 5 mr; 1
cnakoH 3 niocpinizatom
B KapTOHHI kopobui

Mcpaiizep IHK.

CLWA

AkTasic Itanis
C.n.A.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK LWoAo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsagy (sefeHHs
y3arasibHeHUX JaHvx npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHuKa

3a
peyenmom

UA/9322/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[ANAa 3ajicHEeHHs dhapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnsgy
(BKTHOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-haiina cuctemm
thapmakoHarnsgy) - [itoya pegakuis:
yrnoBHOBaXKeHa 0coba 3 hapmakoHarnsgy: Mapis
pauis XXypno/Maria Grazia Zurlo. NMponoHoBaHa
pejakuisi: ynoBHOBaXeHa ocoba 3
thapmakoHarnagy ®paHcyasa Ayma-Cinnan/
Francoise Dumas-Sillan; ynoBHoBaxkeHa ocoba
3asBHUKA, BiANOBIAa/IbHA 3a hapMakoHarisg Ha
perioHanibHOMY piBHI: TaTbsHa
MpoxopoBa/Tatyana Prokhorova. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0CotM
3a8BHUKA
135, 3BIPOBOIO TPABA Tpasa no 50 r abo no 75 MpAT YkpaiHa MpAT YKpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/2126/01/01
'y naykax 3 BHYTPILLHIM $papmaueBTUYHA $apmaueBTNy 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenma
naketom; no 1,5ry thabpuka "Biona" Ha thabpuka HaliMeHyBaHHs Ta/abo agpecy 3asiBHMKA
inbTp-nakeTi; no 20 "Biona" (BnacHvika peecTpadiiHoro noceigyeHHs) (3miHa
hiNbTp-NakeTiB y nayui afipecu 3asBHUKA)
136] BETAMAKC® rpaHy/sim NpPosIOHroBaHol Mdpaiizep IHk. CLWA BMPOGHMLTBO CLWA/ ITanis BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 3a UA/5367/01/01
Aii ons opasibHoI npoAaykuir in 3MiHK | TUNYy - 3MiHK WoA0 peyenmom
cycnensiino2,0r, 1 bulk, 6e3nekn/echeKTUBHOCTI Ta hapMmakoHarnsay.
1aKkoH 3 MOPOLLUKOM 3 nepBuHHe Ta BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHuX
KPYLLIKOKO-[,03aTOPOM BTOPVIHHE npo cuctemy dpapmakoHarnsgy (BBefeHHs
abo 6e3 y KapTOHHii nakyBaHHs, y3arasibHeHUX AaHvX Mpo cucTemy
ynakoBL;i KOHTPONb hapMakoHarnagy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
SIKOCTI: Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
Mdparizep KOHTaKTHOI 0c06M 3 chapmakoHarnagy 3asBHMKa
dapmactoTikan [Ans 34iicHeHHA dhapmakoHarnsgy B YkpaiHi,
3 JIIC, CLUA; SIKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0Cco6bu,
BTOPUHHE BiANOBIAA/ILHOI 3a 34ilicCHEHHA ddapmakoHarnsgy
nakyBaHHs, (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
KOHTPO/b PO3MilLEeHHI MacTep-thaiina cuctemm
AKOCTI, BUNYCK thapmakoHarnagy) - [iroya pegakuis:
cepii: Xaynt yrnoBHOBaXKeHa ocoba 3 thapmakoHarnagy: Mapis
dapma JlatiHa pauist XXypno/Maria Grazia Zurlo. MponoHoBaHa
C.p.n., Itanis pefakLisi: ynoBHOBaXeHa ocoba 3
hapmakoHarnsagy ®paHcyasa flyma-Cinnan/
Francoise Dumas-Sillan; ynoBHoBaxkeHa ocoba
3asBHVKa, BignoBiganbHa 3a hapMmakoHarniag Ha
perioHasibHOMY piBHI: TaTbsiHa
MpoxopoBa/Tatyana Prokhorova
137{ 3ETIA® Tabnetky no 10 mr Ne 14 LepiHr-Mnay LLiBefiuapis Bignosigae 3a Benbrisi/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15167/01/01
(14x1), Ne28 (14x2) y CenTtpan Ict Al nepBuHHe, Benuvka 3Minn Il TUny - 3MiHK Woao peyenmom
6nictepax BTOPWUHHE BputaHis/ 6e3nekn/edeKTMBHOCTI Ta thapmakoHarasagy.
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nakyBaHHs1, Cinranyp/ 3MiHM y TepaneBTUYHUX NOKa3aHHAX (f0f4aBaHHS
BMNYCK cepil: CLIA HOBOrO TepaneBTUYHOrO NokasaHHA abo 3miHa y
LepiHr-Mnay 3aTBEpPXEHOMY MoKa3aHHi) - 3MiHM BHECEHO A0
Na6o H.B., IHCTPYKUIT y po3ain "Moka3aHHs". AK HacnigoK
Benbris; 3MiHV BHECEHO Y po3g4inu: "®apmakonoriyHi
AnbTepHaTnBH BnacTmBocTi", "Oco6/IMBOCTi 3aCTOCYBaHHS",
Wi BUPOGHWK, "Cnoci6 3acTocyBaHHsA Ta 031", "TT06IuHI
BiANOBIga/IbHU peakuii") (TepmiH BBEAEHHS 3MiH NPOTArom 3-Xx
1 32 NnepBUHHe MicALIB MiCNsA 3aTBEPAKEHHS)
Ta BTOPWHHE
naxkyBaHHs:
Mepk Wapn i
[oym Nimitepn,
Benvka
BputaHis;
Bignosigae 3a
BMPOGHMLTBO
“in bulk™:
MCA
IHTepHeLHN
vm6X (chinis
Cinranyp),
Cinranyp;
MCA
IHTepHeLwHN
vm6X (Pinisa
MyepTo-Piko)
TOB, CLWIA
138 30/TIEAPOHOBA KOHUEeHTpaT ans Mictpan Kenitan Benuka AxTasic |Tanis ITanis BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/14456/01/01
KUCNOTA-BICTA PO34uHy oNns iHdysii, 4 MeHeXMeHT BpuTaHis C.n.A. 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
Mmr/5 mn; 1 conakoH 3 Nimiten HaliMeHyBaHHs Ta/abo agpecy 3asiBHMKA
KOHLIeHTpaToM B (BnacHvKa peecTpauiiiHoro noceig4yeHHs) (3MiHa
KapTOHHI KopooLli agpecu i Ha3Bu 3asBHUKa MicTpan Kenitan
MeHemxmeHT /114, Benuka BputaHis)
139{ MOAIKCON® cnpeid, 85 mr/rno 30 ry TOB "Mikpochapm” YKkpaina TOB YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 6e3 UA/5764/01/01
KOHTeliHepi "Mikpochapm” 3MiHK | TUNY - 3MiHK WoA0 peyenma

NaacTUKOBOMY 3
MexaHiYHNM HacocoM Ta
po3nuoBayem; no 1
KOHTeliHepy B nauyj 3
KapToHYy

6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cuctemy capmakoHarnsagy (BBefeHHs
y3arasibHeHUX AaHVX Npo cucTemy
hapmMakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT 0cobum,
BiANOBIAa/IbHOI 3a 34iliCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 (hapmMakoHarnsgy 3asBHVKa
0N 340iCHEHHA hapmakoHarnsgy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHNA hapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHN y
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
pO3MilLLeHHi MacTep-thaiina cuctemu
thapmakoHarnagy) - firoya pegakuis:
YnoBHOBaxeHa 0coba, BiAnoBiAa/ibHa 3a
3pificHeHHs1 hapMakoHarnsay — XoHga Banepiii
BacunboBuy, NponoHoBaHa pefakuis:
YnoBHOBaxeHa 0coba, BiAnoBiAa/ibHa 3a
3pjiicHeHHs hapmakoHarnagy — MypasiioBa
OkcaHa OnekcaHApiBHa, 3MiHa KOHTaKTHMX
[aHvX yNoBHOB&XeHOI 0co6w, BiANOBIAa/IbHOI 3a
hapmakoHarniag,
140 IBAHOPOHOBA KOHUEeHTpaT gns MicTtpan Kenitan Benvka Nec Mapokko/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/16132/01/01
KWUC/NOTA - BICTA PO34unHy oNns iHdysiid, 1 MeHeXMeHT BpuTaHis JNlabopaTopis IcnaHis 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
Mr/mn no 6 mny Nimiten Cotema, HaliMeHyBaHHs Ta/abo agpecu Micus
donakoHi; no 1 conakoHy Mapokko NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
Y KapTOHHI Kopoobuj (BMPO6HMLTBO, roTOBOrO /liKapCbKOro 3acoby, BKIoYaun
nakyBaHHs); OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
CiHTOH KOHTPO/IO SIKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
XicnaHisa C.J1., BMPOGHMK/IMNOpTEp, BK/OYAUM BUMYCK Cepiii)
IcnaHis (3miHa agpecu Bupo6HuKa CiHTOH XicnaHis, C.
(kOoHTpO/b 1., Icnanis (KOHTPO/b SKOCTI, BUNYCK cepiit), 6e3
AKOCTI, BUNYCK 3MiHW MiCLiS BAPOOHMLITBA)
cepii)
141| IBAHAPOHOBA KOHUEHTpaT ans MicTtpan Kenitan Benvka Jlec Mapokko/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/16132/01/01
KWUCNOTA - BICTA PO3unHy ans iHdysiid, 1 MeHeXMeHT BpuTaHis JNabopaTopis IcnaHis 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHWU. 3MiHa peyenmom
Mr/MA; Mo 6 MmNy Nimiteq Cotema, HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
dnakoHi; no 1 dpiakoHy Mapokko (BnacHuKa peecTpauiiiHoro noceigyeHHs) (3miHa
Y KapTOHHiIli kopoobLi (BpOGHMLTBO, afpecy 3asiBHIKA)
nakyBaHHs);
CiHTOH
Xicnanist C.J1.,
Icnanis
(KOHTPO/b
AKOCTI, BUNYCK
cepii)
142) IBAHOAPOHOBA TabneTku, BKpUTI Mictpan Kenitan Benwvka CiHTOH Icnanis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiaslis: 3a UA/16004/01/01
KWUCNOTA - BICTA NNiBKOBOK 060/10HKOIO, MeHeXMeHT BpuTaHis XicnaHis, C.J1. 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 50 mr; no 10 Nimiteq HaliMeHyBaHHs Ta/abo agpecu 3asBHUKA
TabneTtok y 6ricTepi; no (BnacHviKa peecTpauiiHoro NocBigYeHHs) - 3MiHa
3 6nicTepun B KOPOOL ajpecy 3asiBHMKa
143] IBAB-5® TabneTku, BKpUTI CKAH BIOTEK IHAjs Badra IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: - UA/13580/01/01
NAiBKOBOK 000I0HKOMO, nTa dapmacbioTika 3MiHM | Tuny - 3amiHa rpadiyHoro ocpopmIeHHs
no 5 mr in bulk Ne 1400: nc nra. NepBMHHOT Ta BTOPUHHOI YNaKoOBOK Ha TEKCT

no 14 tTabneTtok y
6nictepi; no 100
6nicTepiB y KAPTOHHIl
ynakosLi; in bulk Ne
1000: no 1000 TabneTok

MapKyBaHHS! yNakoBOK 3 BifnoOBIAHUMMN 3MiHAMKN
[0 po34iNniB MeTOZiB KOHTPO/IHO SKOCTI
nikapcbKoro 3acoby (po3ain «padivHe
0hopMNEHHS>» 3aMiHEHO PO3AiN0M
«MapKyBaHHs»)
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
y NoNieTUNeHOBY NakeTi
B KOHTEWHepi
144{ IBAB-5® TabneTku, BKpUTI CKAH BIOTEK IHais BadHa IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/13579/01/01
NNiBKOBOK 060/10HKOIO, nTa dapmacbioTika 3MiHu | TUny - 3amiHa rpadiyHoro opopmIeHHs peyenmom
no 5 mr no 14 tTabnetok nc nra. NepBUHHOT Ta BTOPMHHOI YNakoBOK Ha TEKCT
y 6nicTepi, no 2 MapKyBaHHS YNakoBOK 3 BiANOBiAHNUMY 3MiHaMU
6nicTepy B KApTOHHIiA [0 po3iniB MeToAiB KOHTPOSIIO AKOCTI
ynakoBLj nikapcbKoro 3acoby (po3ain «padivHe
0(pOpMNEHHS» 3aMiHEHO PO3ifIoM
«MapKyBaHHs»)
145 130-MIK® KOHUEHTpaT ans TOB HB® YKpaina NAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/3186/02/02
PO3unHy oNns iHdysiid, 1 "Mikpoxim" "Papmack’, 3MiHuM | TUNY - 3MiHK WoA0 peyenmom
mr/mn, no 10 mn B YKpaiHa; 6e3nekn/eddekTUBHOCTI Ta hapMakoHarniagy -
amnyni; no 5 amnyn y BignoBigasibHN [o4aHo iHdhopMauito A0 IHCTPYKLT anis
6nicTepi; no 2 6nictepm 7 3a BunycK MeANYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
y nauui 3 kapToHy; no 10 cepii: TOB LIOZ10 KOHTaKTIB i3 3anuTaHb 6e3neku
M B amnyni; no 5 Haykoso- 3acToCyBaHHS Nikapcbkoro 3acoby. BBegeHHs
amnyn y kaceri; no 2 BMPOGHMYA 3MiH npoTArom 3-x micaliB nicns
KaceTun y nauui 3 hipma 3aTBEPMAKEHHS; 3MiHU | TNy - 3MiHK WoA0
KapTOHY "Mikpoxim", 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnisgy.
YkpaiHa BBefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHKX
npo cuctemy thapmakoHarnsagy (ssefeHHs
y3arasibHeHUX JaHvx npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapMakoHarnagy 3asBHuKa
[ANA 3ajicHeHHs dhapMakoHarnisay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOT 32 3AiICHEHHS hapmakoHarnsay
(BKNKHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
po3MilLeHHi MacTep-chaiina cucremm
hapMakoHarnsigy) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXeHOI 0co6u, BiANOBiAabHOT 3a
3AjicCHeHHs1 hapmakoHarnaay
146] 130-MIK® cnpeii cy6niHrBasibHNIA TOB HaykoBo- YkpaiHa TOB HaykoBo- YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiaslis: 3a UA/2621/01/01
n[o3oBaHwuii, 1,25 BMpo6HUYa hipma BUPOGHMYA 3MiHuW | TUNY - 3MiHK WoA0 peyenmom
mr/go3y no 15 mn (300 "Mikpoxim" hipma 6e3nekn/eddekTUBHOCTI Ta hapMakoHarniagy -
003) y chnakoHi 3 "Mikpoxim" [oaaHo iHhopMalLito A0 IHCTPYKLUii Ans

posnunoBayem; no 1
donakoHy y nauui 3
KapTOHY

MeAUYHOr0o 3aCTOCYBaHHS NikapCbKoro 3acoby
LLIOAO KOHTAKTIB i3 3anuTaHb 6e3neku
3acToCyBaHHSA Nikapcbkoro 3acoby. BBegeHHs
3MiH npoTarom 3-X micauiB nicns
3aTBepHKEHHN; 3MiHK | Tuny - 3MiHn Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay.
BBeieHHs1 a60 3MiHM [0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsagy (BBefeHHs
y3araslbHeHNX aHvX Npo cucTemy
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
hapmMakoHarnagy, 3MiHa ynoBHOBaXeHOT 0cobum,
BigNoBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHMKa
[ANAa 3ajiiCHEeHHs dhapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA dapmakoHarnsagy
(BKIHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-haiina cuctemm
thapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
34ifiCHEHHS hapmakoHarnsgy
147{ 130-MIK® KOHUEeHTpaT ans TOB HB® YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/3186/02/02
PO34mnHy ans iHdysiid, 1 "Mikpoxim" "®apmack”, 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenmom
mr/mn, no 10 mn B YKpaiHa; HaliMeHyBaHHA Ta/abo agpecu micus
amnyni, no 5 amnyn y BignoBigasIbHU NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
6nicTepi, no 2 6nictepu 1 3a BUNYyCK roTOBOro NikapCcbKOro 3acoby, BKIYaKum
y nayui 3 kapToHy; no 10 cepii: AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
M/1 B amnyni, no 5 TOB HaykoBo- KOHTPOJO AKOCTI. (Ais/IbHICTb, 3a SIKy Bignosigae
amnyn y kaceri, no 2 BUPOGHMYA BUPOGHMK/IMNOPTEpP, HE BK/IOYAKUYM BUMYCK
KaceTun y nauui 3 thipma cepiii) (3miHa agpecu BUpo6HWKa 13, 6e3 3MiHK
KapToHY "Mikpoxim", MicLil BUPOGHULITBA, (3MiHa opMANYHOT agpecu
Ykpaina Ha hakTnuHy agpecy) (TepMiH BBEAEHHS 3MiH
npoTsArom 3-x MicsLiB Nicns 3aTBepAKEHHS)
148{ 130-MIK® 10 MI Tabnetkv no 10 mr no 50 TOB HaykoBso- YkpaiHa TOB HaykoBo- YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/3186/01/01
Tabnetok y 6aHLi; no 1 BMpo6HMYa thipma BUPOGHMYA 3MiHK | TRy - 3MiHK WoA0 peyenmom
6aHLi y nauui 3 KApTOHY "Mikpoxim" ipma 6e3nekn/edeKkTUBHOCTI Ta hapMakoHariagy -
"Mikpoxim" [ofJaHo iHdhopMauito A0 IHCTPYKLi Ans

MeAMNYHOro 3aCTOCyBaHHA NikapcbKoro 3acoby
00 KOHTaKTIB i3 3annTaHb 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby. BBegeHHs
3MiH npoTtarom 3-x Micauis nicna
3aTBepAKEHHSA; 3MiHN | Tuny - 3MiHW WoAo
6e3nekn/echeKTUBHOCTI Ta hapMmakoHarnsay.
BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHuX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvX Mpo cucTemy
hapMakoHarnagy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
BigNOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0c06M 3 chapmakoHarnagy 3asBHMKa
[Ans 34iicHeHHA dhapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0Cco6bu,
BiANOBIAA/ILHOI 3a 34ilicCHEHHA ddapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
PO3MilLEeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - 3aMiHa KOHTaKTHUX JaHuX
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
34jiCHEHHS1 chapMakoHarnsay
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

149

1I30-MIK® 20 MI'

Tabnetkn no 20 mr no 50
Tabnetok y 6aHui; no 1
6aHLj y nayui 3 KapToHy

TOB HaykoBo-
BMPOGHMYA dhipma
"Mikpoxim"

YkpaiHa

TOB Haykoso-
BMPOGHMYa
thipma
"Mikpoxim"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - 3MiHK WoA0
6e3nekn/edheKTMBHOCTI Ta chapmakoHarnagy -
[ojaHo iHdopMaito A0 IHCTPYKLi Ans
MeAUYHOro 3aCToCyBaHHA NiKapCbKoro 3acoby
010 KOHTAaKTIB i3 3anunTaHb 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby. BBegeHHs
3MiH npoTarom 3-x Micauis nicna
3aTBepMAKEHHSA; 3MiHN | Tuny - 3MiHW WOA0
6e3nekn/edrekTUBHOCTI Ta thapMakoHarnagy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvX Mpo cucTemy
hapmMakoHarniagy, 3mMiHa yrnoBHOBaXXEHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA hapmakoHarnsagy;
KOHTaKTHOI 0c0o6M 3 chapmakoHarnagy 3asBHuKa
008 30iCHEHHA hapmakoHarnsgy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBa)XKEHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MilLeHHi MacTep-chaiina cuctemu
hapMakoHarnsgy) - 3aMmiHa KOHTaKTHUX JaHuxX
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 3a
3iicHeHHs1 hapmakoHaraagy

3a
peyenmom

UA/3186/01/02
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1I30-MIK® 5 MI"

TabneTtku cybniHreasibHi
no 5 mr no 50 TabneTtok
y 6aHuj, no 1 6aHui y
nauui 3 KapToHy

TOB Haykoso-
BMPOGHMYA dhipma
"Mikpoxim"

YkpaiHa

TOB Haykoso-
BMPOGHMYa
hipma
"Mikpoxim"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHK | TURY - 3MiHK WoA0
6e3nekn/edheKTNBHOCTI Ta chapmakoHarnagy -
[oJaHo iHdopMaLito A0 IHCTPYKLT Ans
MeAUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby
LLIOAI0 KOHTaKTIB i3 3anuTaHb 6e3neku
3acTocyBaHHSA nikapcbkoro 3acoby. BBegeHHs
3MiH npoTarom 3-x Micauis nicna
3aTBepPMKEHHS; 3MiHV | TNy - 3MiHW WoA0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHVX Npo cucTemy
hapMakoHarnisgy, 3MiHa yrnoBHOBaXXEHOT 0cobMm,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA hapmakoHarnsagy;
KOHTaKTHOI 0c06M 3 chapmakoHarnagy 3asBHuKa
008 340iCHEHHA hapmakoHarnsgy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MiLLLeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6M, BiANOBIJa/IbHOI 32

3a
peyenmom

UA/3186/03/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3AjiCHEHHs1 hapMakoHarsay
151 IK3UM nopoLuok 4n1a 50 mn NMonin NMimiteq IHAjs Tonin NimiTen IHAjs BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/4880/01/01
opasibHOI cycneHsii, 100 3MiHu |l TNy - 3MiHKM Woao peyenmom
Mmr/5 mn, 1 cdonakoH 3 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy.
NPOLLKOM pa3om 3 BHeceHHs1 abo 3MiHa(1) 40 3060B'sI3aHb Ta YMOB
MIpPHUM CTakaH4yMKoM Yy BMAAui peecTpaviiiHoro noceig4YeHHs,
KapTOHHIA ynakoBL,i BK/IOYatouM MnaH ynpaBniHHA pusvkamm
(3acTocyBaHHs 3MiH(1), ski(a) BUMararTb(€)
nofasbLIoro 06rpyHTyBaHHS HOBUMMU
[04aTKOBUM AaHVMW, L0 MaloTb HafaBaTncs
KOMMETEHTHVM OpraHoM, OCKiflbkM BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHom) -
BukoHaHHs 3060B'A3aHb BiANOBIAHO A0
nignyHkTy 1.13 nyHKTY 1, NigNYHKTY 2.3 NyHKTY 2
poaartky 15 o MNMopAagky npoBefeHHA
eKcnepTu3n peecTpauiiHnx Matepianis Ha
nikapcbki 3acobwm, Lo NoAalTbCs Ha AepXaBHy
peecTpadito (nepepeecTpaLito), a Takox
eKcnepTn3n mMmatepiasiiB Npo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasnis NpoTarom fgii
peecTpauiiHoro nocBifg4YeHHs, 3aTBepLKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
152{ IKCAKEBA® PO34uH NS iH'eKUii, 70 AmmpkeH €spona Higepnanaun Brpo6HMK cuA/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15390/01/01
mr/mn no 1,7 mn (70 B.B. Hepo3ghacoBa HigepnaHamn 3MiHu | TUNYy - 3MiHK Woao peyenmom
Mr/mn) y doakoHi; no 1 HOI NpOAYKLUiT, 6e3nekn/edhekTVBHOCTI Ta papMakoHarisay
b1aKoHY B KapTOHHIi nepBuHHE (iHWi 3miHW) (3MiHa Y TEKCTi MapKyBaHHS
Kopoo6Li nakyBaHHs: NepBUYHHOT Ta BTOPUHHOI YNakoBKu (A0AaBaHHSA
AMIXKeH 3HaKy TOpProBoi Mapku B HasBi /13, BuAaeHHs
MaHydekuypiH BMPOGHMKA, L0 He BiANoBiAaE 3a BUMycK cepii,
r Nimiteg, BHECEHHS He3HaYHMX pefakLUiliHnX NpaBok)
CLA; (TepMiH BBEAEHHS 3MiH MPOTArOM 6-TK MicsUIB
BTopuHHe nicnsa 3aTBepkeHHs); 3MiHu | Tuny -
nakyBaHHs Ta AfMIHICTPaTMBHI 3MiHX. 3MiHa Ha3BW NiKapcbKoro
BUMYCK cepii: 3acoby (3miHa Ha3BW Jlikapcbkoro 3acoby (byno -
AmpkeH IKCOXXEBA™) (TepMmiH BBEA,E€HHSA 3MiH NPOTATOM
€spona b.B., 6-Tv MicALIB MicNA 3aTBEPKEHHS); 3MiHuM I Tuny
Higepnanan - 3MiHM Wwoao 6e3nekn/edekTUBHOCTI Ta

hapmakoHarnsgy. 3mMiHu y KOpoTKili

XapakTepucTuLi nikapcbkoro 3acoby, TekcTi

MapKyBaHHs Ta iHCTPYKLT 415 MeNYHOro
3aCTOCYyBaHHSA Yy 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KIHIYHUMUN AaHUMU Ta

AaHumn 3 hapmakoHarnsgy (3mMiHM BHECEHO A0
IHCTPYKLUIT 418 MEANYHOrO 3aCTOCYBaHHS Y
po3ainu "®apmakonoriyHi BnactnueocTi”,

"OC06/IMBOCTI 3aCTOCYBaHHS", "3acTOCyBaHHS Yy
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nepiog BaritTHOCTi abo rogyBaHHs rpyaar”,
"Cnoci6b 3acTocyBaHHs Ta fo3un", "MoGiuHi
peakuii, «HecyMicHicTb») (TepMiH BBEAEHHS
3MiH NPOTAroM 6-Tu MicAUiB nicas
3aTBEPLKEHHS)
153{ IMATIHIB-BICTA kancynu no 400 mr; no MicTtpan Kenitan Benuka CiHgaH ®apma PymyHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/15420/01/01
10 kancyn y 6nicTtepi; no MeHeKMeHT BpuTaHis C.P.N. 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenmom
3 6nicTepun y navui 3 Nimiteq HaliMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa
KapToHY (BnacHvka peecTpauiiiHoro nocBig4eHHs) (3miHa
aapecu 3asaBHuka Mictpan Kenitan MeHe)KMeHT
Niviten)
154{ IMATIHIB-BICTA Kancynu no 100 mr; no MicTtpan Kenitan Benuka CiHgaH ®apma PymyHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15420/01/02
10 kancyn y 6nicTepi; no MeHeaXMeHT BpuTtaHis C.P.. 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
3 abo 12 6nicTepiB y Nimiteq HaliMeHyBaHHS1 Ta/abo agpecu 3asiBHMKaA
nauui 3 KapToHy (BnacHvka peecTpaLuiiiHoro nocBigyeHHs) (3miHa
agpecy 3aaBHVKa Mictpan Kenitan MeHefkMeHT
JlimiTen)

155 IMIMEHEM/ NOpPOLLOK AN Mictpan Kenitan Benuka DAKTA ITanisa BHECEHHS 3MiH [0 peecTpaliiiHnx maTepianis: 3a UA/16166/01/01
UMNACTATUH - NPUroTYBaHHA PO3UNHY MeHeaXMeHT BpuTtaHis PAPMACBIOT 3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
BICTA ans iHdysiii no 500 Nimiteq ICIC.N.A, HaliMeHyBaHHs Ta/abo agpecy 3asiBHMKa

Mmr/500 mr; 1 a6o 10 ITanis; (BnacHvka peecTpadiiHoro noceigyeHHs) (3miHa
CKNSAHWX (p/1aKoHiB 3 ALC OOB®AP afipecy 3asBHIKa)
MOPOLLKOM Y KapTOHHIl C.n.A, Itanis
KopoobLi (BUpPOGHNLTBO
Ta KOHTPO/1b
AKOCTI
CTepU/IbHOI
cyMiLui)

156, IMYHOrNOBYNIH- PO34uH NS iH'EKLA No NnAT YkpaiHa MAT YkpaiHa YTOYHEHHS HanucaHHsA peecTpauitHoi 3a UA/16391/01/01
BIONIK AnA 10 mn y dpnakoHax Nel; «PAPMCTAHOAP «PAPMCTAH npoLueaypu y npoLueci AepxaBHoi peyenmom
BHYTPILULHbOBEHH no 20 mn, 25 mn a6o 50 T-BIONIK» OAPT- nepepeecTpadii, 3aTBepgkeHol Haka3om MO3
Oro BBEAEHHSA My NAswkax abo BIONIK» Ykpainu Big 08.11.2017 Ne 1389

hnakoHax Nel

BipHa pedakuyisi:
nepepeecTtpadisi Ha 5 pokiB.
3MiHu | TURY - 3MiHK Woao
6e3nekn/edrekTUBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKiil xapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeJIMYHOro 3aCTOCYBaHHA Ha MigcTaBi perynsipHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neKn Nikapcbkoro
3acoby, abo gocnigxeHb 3 6esnekn
3aCTOCYBaHHS NikapcbKoro 3acoby B
nicnsipeecTpauiiiHnii nepiog, abo Sk pesynbTat
OLiHKM 3BITY 3 AOC/iDKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy neaiaTpuyHNX JOCiAKeHb
(PIP) (3MiHY y3rogpkeHo 3 KOMNEeTEHTHUM
YMNOBHOBaXXEHUM opraHom) (3MiHM BHECEHO 10
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

IHCTPYKLUT A8 MeANYHOro 3acTOCyBaHHA
npenapary Ao po3ginis "MokasaHHa" (BUIyYeHi
nokasaHHs: NpodiiNiakTuka Ta NikyBaHHS iHPEKLiA
Y HeJOHOLLEeHMX AiTell i3 Masiolo Barot npu
HapogpkeHHi (1500 r), BBefieHHs npenapary
BariTHUM XiHKaMm i3 3arpo30to nepegyacHnx
NOJOriB 3HNXYE AUTAYY CMEPTHICTb i 3arpo3y
pO3BUTKY iHhekLii), "MNMpoTrnnokasaHHs",
"B3aemogis 3 iHWKMKM NikapcbkrMmn 3acobamu 1a
iHWi BUAW B3aemogiii", "Ocob6nmnBocCTi
3acTocyBaHHs", "34aTHICTb BNaMBaTh Ha
LWIBMAKICTb peakLii Npy KepyBaHHi
aBTOTpaHcnopToM abo poboTi 3 iHWKMMK
mMexaHismamun”, "Cnocib 3acTocyBaHHs Ta 4o3un",
"[iTn" (po3gain 6yB BiACYTHIN), "MoGIYHI peakuii”,
"HecymicHicTb" (po3ain 6yB BiACYTHIlA)
BIANOBIAHO A0 iHdhopMaLii Wwoao 6e3neku Aitoyoi
peYoBUHM)

MepiognyHiCTb NOAAHHSA PErynspHo
OHOB/IHOBAHOrO 3BITY 3 6€3Mnekn BiANoBiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPMAKEHOr0 Haka3om MiHicTepcTBa OXOPOHMW
300pOB’A YKpainu Big 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI tocTuLi
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Bifg 26 BepecHs 2016 poky Ne
996), CTaHOBWTb: 3riAHO 3 NIAMNYHKTOM 3 MYHKTY 2
rnaesu 3 posainy V.
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IMYHO®/IA3IA®

cupon no 30 mn a6o no
50 mn, abo no 60 mny
dhnakoHax 3 cknia abo
nnacTuky; no 1 conakoHy
pa3om 3 [03YyHUoto
EMHICTIO B nauui 3
KapTOHHY

TOB "HBK
"Ekocpapm”

YkpaiHa

TOB
"TepHodhapm”,
Ykpaina; NMAT

"®Gapmack”,
Ykpaina

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHK |l TUnNy - 3MiHN Woao
6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAYi peecTpauiliHoro noceigveHHs,
BK/tOYatoum MNnaH ynpasiHHA pusnkamu
(3acTocyBaHHsA 3MiH(K), siki(a) BUMaratoTb(€)
NoAasbLIOr0 O6I'PyHTYBaHHS HOBMMM
[04aTKOBUM JaHUMW, L0 MatoTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKM BUMaraeTbCs
CyTTEBA OL|iHKa KOMMETEHTHUM OpraHom) -
BurkoHaHHSA 30608B'A3aHb BiANOBIAHO A0
nignyHkTy 1.13 nyHkTy 1 gogatky 15 go Mopagky
NpOBeLEHHS EKCNepTU3N peecTpauiiHiX
Marepianis Ha nikapcbki 3acobu, LWo nogatTbes
Ha JepxaBHy peecTpaliio (nepepeecTpadiio), a
TakoX eKCnepTusn maTepiasliB Mpo BHECEHHSA

6e3
peyenma

UA/5510/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3MiH 10 peecTpauiliHix maTtepianis NnpoTarom fji
peecTpauiiHoro NocBigYeHHs, 3aTBEPAXKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
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IHFANINT-H

cnpeit Ans iHranauin no
30 r y 6anoHi; no 1
6anoHy 3
posnunoBayvem Ta
3aXMCHUM KOBMAYKoM y
nauui 3 KapToHy

TOB "Mikpodpapm"

Ykpaina

TOB
"Mikpochapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHK | TUNYy - 3MiHK Woa0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHVX Npo cucTemy
hapMakoHarnisgy, 3MiHa yrnoBHOBaXXEHOT 0cobMm,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA hapmakoHarnsagy;
KOHTaKTHOI 0c06M 3 chapmakoHarnagy 3asBHuKa
008 340iCHEHHA hapmakoHarnsgy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA dapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MilLLeHHi MacTep-thaiina cuctemm
thapmakoHarnsagy) - [itoya pefakuis:
YnoBHOBaXKeHa 0co6a, BignosigasibHa 3a
3pificHeHHs1 hapMakoHarnsay — XoHga Banepiii
BacvnboBuY, NponoHoBaHa peaakLis:
YnoBHOBaXKkeHa 0co6a, BignosigasibHa 3a
3piiicHeHHs chapmakoHarnagy — Mypasiiosa
OkcaHa OnekcaHApiBHa, 3MiHa KOHTaKTHUX
[aHvX ynoBHOBaXeHOi 0cobw, BiANOBIAa/IbHOI 3a
hapmakoHarnsag

6e3
peyenma

UA/0938/01/01
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IHNITA

TabneTku, BKpUTI
NAiBKOBOK 060I0HKOMO,
no 1 mr no 14 tabneTtok
y 6nicTepi; no 2 abo no
4 6nicTepn B KAPTOHHIN
KOpoo6Li

Mdpatizep Eitu. Ci.
Mi. KopnopeiiwH

CLWA

Mdpaiizep
MeHtohekuyp
WHr [loiiunens

m6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHuX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvx Mpo cuctemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0c06M 3 chapmakoHarnagy 3asBHuKa
[Ans 3giicHeHHA dhapmakoHarnsgy B YkpaiHi,
SIKLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0Cco6u,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - [iroya pegakuis:
yrnoBHOBaXKeHa ocoba 3 thapmakoHarnagy: Mapis
pauist XXypno/Maria Grazia Zurlo. MponoHoBaHa
pefakLisi: ynoBHOBaXeHa ocoba 3
hapmakoHarnsagy ®paHcyasa flyma-Cinnan/
Francoise Dumas-Sillan; ynoBHoBaxkeHa ocoba

3a
peyenmom

UA/14080/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3as1BHVKA, BignoBiganbHa 3a hapMakoHarnag Ha
perioHasibHOMY piBHi: TaTbsiHa
MpoxopoBa/Tatyana Prokhorova
160{ IHNITA TabneTku, BKpUTI Mdpaiizep Eidu. Ci. CWA Mdpaiizep HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14080/01/02
NAiBKOBOK 060/I0HKOHO, Mi. KopnopeWwH MeHtochekuyp 3MiHY | TUny - 3MiHK WoAo peyenmom
no 5 mr no 14 tabnetok vHr foiunens, 6e3nekn/edpekTMBHOCTI Ta hapMakoHarnagy.
y 6nicTepi; no 2 abo no m6X BBeneHHs1 ab0o 3MiHM A0 y3arasibHEHUX JaHnX
4 6nicTepn B KAPTOHHIN npo cucteMy papMakoHarnsigy (BBeAeHHs
Kopo6Li y3arasibHeHUX JaHvX Npo cuctemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
Bi4NoBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHuKa
[ANA 3ajiCHEeHHs hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBa)XKeHOT 0cobu,
BiANOBIAA/ILHOI 32 34iicCHEHHA dhapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnagy) - firoya pegakuis:
yrnoBHOBaXKeHa 0coba 3 hapmakoHarnsay: Mapis
Ipauis XXypno/Maria Grazia Zurlo. MponoHoBaHa
pefakLisi: ynoBHOBaxeHa ocoba 3
thapmakoHarnagy dpaHcyasa Ayma-Cinnan/
Francoise Dumas-Sillan; ynoBHoBaxkeHa ocoba
3asBHVIKa, BifnoBiganbHa 3a hapMakoHarniag Ha
perioHanbHOMY piBHI: TaTbsHa
IMpoxopoBa/Tatyana Prokhorova
161 IHCNPA® TabneTku, BKpUTI Mcpaiizep IHK. CWA BMPOGHMLTBO CLWA/ ®paHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/3752/01/01
NNiBKOBOK 060/1I0HKOIO, npenaparty "in 3MiHM | TUNY - 3MiHa HaliMeHyBaHHSA Ta/abo peyenmom
no 25 wr, no 10 bulk”, agpecy Micusa NpoBaKEHHS AisiNIbHOCTI
TabneTtok y 6nictepi; no nepBuHHE BMPOGHMKa (BK/TOYaAKOUM, 3a HEOOXIAHOCTI, MicLe
3 6nicTepu B KApTOHHIiA nakyBaHHs Ta NpoBefieHHs KOHTPOJIIO AKOCTI), abo BnacHuKa
Kopoo6ui KOHTPO/b mMacTep-aiina Ha A®l, abo nocTavyasibHMKa
AKOCTI: Adl/BuxigHoro matepiany/peareHTy/npomixKHOro
Heondapma NPOAYKTY, L0 3aCTOCOBYOTLCS Y BUPOOHULITBI
IHK., CLUA,; A®| - 3miHa Ha3BK BUPOOHMKa AP, 6e3 3MiHn
BMPOGHMLTBO MicLt BUPOGHMLITBA
npenaparty "in
bulk", Ta
KOHTPO/b
AKOCTI:
Mdpaiizep
dapmactoTikan
3 JINC, CWA;
BUMYCK cepii,
nakyBaHHs,
MapKyBaHHs,

KOHTPOJ1b
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
SAKOCTI Npu
BUMYCKY:
dapesa
Ambyas,
PpaHuis
162| IHCNPA® TabneTku, BKpUTI Mdpaiizep IHK. CLWA BMPOGHMLTBO CLWA/ ®paHuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/3752/01/02
NNiBKOBOK 060/1I0HKOIO, npenaparty "in 3MiHM | TUNY - 3MiHa HaliMeHyBaHHs Ta/abo peyenmom
no 50 mr, no 10 bulk", afpecy MicLs NPOBaKEHHS AiSNIbHOCTI
TabneTok y 6nictepi; no nepBuHHE BMPOGHMKa (BK/TOYaK4M, 3a HEOOXIAHOCTI, MicLe
3 6nicTepu B KAPTOHHIl nakyBaHHs Ta npoBeAeHHSA KOHTPOJI0 AKOCTI), abo BNacHuka
Kopoobui KOHTPONb mMacTep-ghaiina Ha A®l, abo nocTavasibHMKa
AKOCTI: Adl/BuxigHOro matepiany/peareHTy/npomixkHOro
Heondapma NPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHULTBI
IHK., CLLA; A®| - 3miHa Ha3BU BUPOOHMKa AP, 6e3 3MiHn
BMPOGHMLTBO MicLt BUPOGHMLITBA
npenaparty "in
bulk", Ta
KOHTPO/b
AKOCTI:
Mdpaiizep
dapmactoTikan
3 JIN1IC, CLWA,;
BMNYCK cepil,
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b
SAKOCTi Npu
BUMYCKY:
dapesa
Ambyas,
PpaHuis
163| IHTATPA® IC TabneTkn, BKPUTI ToBapucTso 3 YKpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/12352/01/01
060/10HKOI0, NO 25 M, [04aTKOBOKO [,04aTKOBOKO 3MiHu 1l TUnYy - 3MiHK Woa0 peyenmom
no 1 a6o no 2 Tabnetku BiANOBIAAILHICTIO BiANOBIA&/bHI 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.
y 6nicTepi; no 1 "IHTEPXIM" cTHo BHeceHHs1 abo 3MiHa(1) A0 3060B'si3aHb Ta YMOB
6nicTepy B nauui 3 "IHTEPXIM" BMAaui peecTpaLiliHoro noceig4YeHHs,
KapTOoHY; No 2 TabneTku (BMPOGHMK, BK/OYatoum MnaH ynpasniHHA pusmkamu
y 6nicTepi; no 2 BignoBigasibHN (3acTocyBaHHs 3MiH(K), siki(a) BUMaratoTb(€)
6nictepy B nav,i 3 7 3a BunycK noanbLIoro 06rpyHTYBaHHS HOBUMMU
KapTOHY cepii; [0[aTKOBUM JaHuMK, L0 MaloTb HagasaTucs
BUMNPOOYBaHHSA KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMAaraeTbCs
KOHTPO/0 CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
AKOCTI (BukoHaHHs 3060B's13aHb BifNOBIAHO [0
(chiznyHi/ximiu nignyHkTy 1.13 nyHkTy 1 gogatky 15 go Mopagky
Hi, NpoBefeHHs ekcnepTu3n peecTpauiiHnx

MiKpo6ionoriyH
a yucToTa),

mMarepianis Ha nikapcbki 3acobu, Lo nojatTbes
Ha JepXaBHy peecTpauito (mepepeecTpadii), a
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
36epiraHHsa TakoX ekcnepTusn Matepianis NPO BHECEHHS
roToBoil 3MiH 0 peecTpaviliHix maTtepianis NpoTArom gji
NPOAYKLUIT; peecTpauiiHoro NocBigYEHHs, 3aTBEPAKEHOr0
BMPOBHULTBO, Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
36epiraHHsA Haka3y MO3 Big 23.07.2015 Ne 460)
(rotoBoi
npoayKuii,
CVPOBUWHN Ta
marepianis);
BUNPOGYBaHHSA
KOHTPO/H0
AkocTi (chisnyH
i/XiMiYHi)
164| IHTATPA® IC TabneTku, BKpUTI ToBapucTso 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/12352/01/02
060/10HKOt0, No 50 wmr, [,00aTKOBOHO [,0[aTKOBOKO 3MiHu Il TUNYy - 3MiHKW WoAa0 peyenmom
no 1 a6o no 2 tabnetku BiANOBIAA/ILHICTIO BiANOBiAANbHI 6e3nekn/edpekTBHOCTI Ta thapmakoHarnagy.
y 6nicTepi; no 1 "IHTEPXIM" CTIO BHeceHHs1 abo 3MiHa(1) A0 3060B'sA3aHb Ta YMOB
6nicTepy B navui 3 "IHTEPXIM" BMAAui peecTpauiiiHoro noceig4YeHHs,
KapToHy; No 2 TabneTku (BMPOBHWK, BK/IOYaouM MnaH ynpaBniHHA pusvkamm
y 6nicTepi; no 2 BiANOBIAa/IbHU (3acTocyBaHHs 3MiH(1), ski(a) BUMararTb(€)
6nictepy B nav,i 3 7 3a BunycK noabLIoro 06rpyHTyBaHHS HOBUMMU
KapTOoHY cepii; [04aTKOBUM AaHVMW, L0 MaloTb HajaBaTncs
BMNPOGYBaHHSA KOMMETEHTHVM OpraHoM, OCKiflbKM BUMaraeTbCs
KOHTPO/0 CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
AKOCTI (BrKoHaHHSA 3060B'A3aHb BiANOBIAHO A0
(iznyHi/ximiy nianyHkty 1.13 nyHkty 1 pogatky 15 go Mopsaaky
Hi, NPOBefEeHHA ekcnepTu3n peecTpauiiHnx
MiKpOGiOnOorivH mMaTepianis Ha nikapcbki 3aco6u, Lo NoAalnTbes
a uucroTa), Ha AepXaBHy peecTpauito (nepepeecTpadiio), a
36epiraHHA TakoX eKkcnepTV3n maTepiasis NPO BHECEHHS
roToBoil 3MiH 10 peecTpauiliHix maTtepianis NnpoTarom fii
NPOAYKUIT; peecTpauiiHoro NocBigYeHHs, 3aTBEPAXKEHOr0
BMPOGHMLITBO, Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegakuii
36epiraHHsa Haka3y MO3 Big 23.07.2015 Ne 460)
(roToBoi
npoayKuir,
CUPOBUHM Ta
marepianis);
BMNpPO6YBaHHSA
KOHTPO/0
AKocTi (chisnuH
i/XiMIYHI)
165/ IHTATPA® IC TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/12352/01/03
060710HKO0, M0 100 mr, [04aTKOBOIO [0AaTKOBOIO 3MiHu [l Tuny - 3MiHK Wopao peyenmom
no 1 a6o no 2 TabneTku BiANOBIAA/IbHICTIO BiANOBiAa/bHI 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsay.
y 6nicTepi; no 1 "IHTEPXIM" CTIO BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
6nicTepy B nayi 3 "IHTEPXIM" BMJaYi peecTpaLiiHoro nNocBig4yeHHs,
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapToHy; No 2 TabneTku (BMPOBHWK, BK/IOYatoum MnaH ynpasniHHA pusvikamm
y 6nicTepi; no 2 BiANOBIga/IbHU (3acTocyBaHHs 3MiH(1), sKi(a) BUMararTb(€)
6nicTepu B nayuij 3 1 3a BMNyCK noAasbLIOro 06r'pyHTYBaHHSA HOBMMU
KapTOoHY cepii; [00aTKOBUM AaHVMW, L0 MaloTb HaaBaTmucs
BUNPOBYBaHHS KOMMETEHTHVMM OpraHoM, OCKi/flbKM BUMaraeTbCs
KOHTPO/0 CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
AKOCTI (BrKOHaHHSA 3060B'A3aHb BiNOBIAHO A0
(izmyHi/ximiy nignyHkty 1.13 nyHkty 1 pogatky 15 go Mopsaaky
Hi, NpOBeLEHHS EKCNepTU3n peecTpauiiiHmix
MiKpOG6iOnoriyH MaTepianis Ha nikapcbki 3aco6u, Lo NoAalnTbeA
a uucroTa), Ha AepxaBHy peecTpauito (nepepeecTpadiio), a
36epiraHHsA TakoX eKCnepTusn matepiasliB Mpo BHECEHHSA
roToBol 3MiH 10 peecTpaviliHix maTtepianis NnpoTarom fii
NPOAYKUIT; peecTpauiiHoro NoCBiAYeHHs, 3aTBEPIKEHOr0
BMPOGHMLITBO, Hakazom MO3 Big 26.08.2005 Ne 426 (y peaaxuii
36epiraHHsa Haka3y MO3 Big 23.07.2015 Ne 460)
(roToBoi
NpoAyKLUii,
CUPOBUHM Ta
marepianis);
BMMNPOGYBaHHSA
KOHTPO/I0
AkocTi (thisnuH
i/XiMiyHi)
166{ IHTErPUNIH PO34nH ANst iHgy3il, nakcoCmiTKnsaiiH Benuvka "nakco Benvka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5840/01/01
0,75 mr/mn no 100 mny Ekcnopt flimiteq, BpuTtaHis OnepeiwHc BputaHis 3MiHM | TMNy - 3MiHa po3mipy cepii (BkIOYatoun peyenmom
chnakoHi 3i ckna, no 1 tOK Nimitep, JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
01aKOHY B KapTOHHii 3acoby (36inblueHHs Ao 10 pasiB NOpiBHAHO i3
Kopoobui 3aTBEpPAXEHM po3Mipom) - 100 n — 3500 n (350
n, 500 n, 1000 n, 1750 n1, 3500 n)
167 IHOPAHPUKC™ INB cycneHnsis (DTPa-IPV) FnakcoCmiTKnaiiH Benuka nakcoCwmiTKn Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/15832/01/01
XIB | INFANRIX™ IPV | gns iH'ekuin no 0,5 mn (1 Ekcnopt JlimiTeq, BpwuTaHis SMH 3MiHK |l TURY - 3MiHK O IHCTPYKUiT An1A peyenmom
HIB KOMBIHOBAHA [03a) y nonepeaHbo Bionoaxikans MeJMYHOro 3acTocyBaHHs y po3gin: "Cnoci6
BAKUUHA AnA HanoBHeHOMY C.A. 3acTocyBaHHsA Ta fo3n". BBefeHH:A 3MiH
MPO®ITAKTUKN 0 HOPA30BOMY LLUMPULL NMPOTArom 3-X MicsiLiB nicis 3aTBepLKeHHsA
DUNOTEPII, NIPABLA, | Ne 1y KOMMeKTi 3
KALLUHOKY [BOMa rosikamu T1a
(ALENONAPHNIA niocpinizar (Hib) y
KOMMOHEHT), chnakoHi Ne 1, wo
nonioMIeENITY TA 3Millyl0TbCS nepeq,
3AXBOPKOBAHb, BUKOPUCTaHHAM; no 1

3BYAHNKOM AKNX
€ HAEMOPHILUS
INFLUENZAE TUNY
B

nonepeaHLo
HanoBHEHOMY
0IHOPa30BOMY LLUMPULY
Y KOMMEKTi 3 ABOMa
ronkamu Ta 1 oniakoHoMm
3 niocpinizatom (Hib) y
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BaKyyMHill CTepUbHIl
ynakosuj; no 1
BaKyyMHill CTepusbHiii
YNaKoBLi y KAPTOHHIi
Kopoo6Li
168{ IXTION Cyno3nTopii peKkTasibHi MAT "MoHdpapm” YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 6e3 UA/7840/01/01
no0,2rno5 "MoHchapm" 3MiHK | TURy - 3MiHK WoA0 peuenma
Cyno3uTopiiB y CTpuni; 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
no 2 cTpunu y navi 3 BBeieHHs1 ab0 3MiHM [0 y3arasibHeHUX JaHnX
KapTOoHY npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHunx Nnpo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0co6u 3 thapmakoHarnsgy 3asBH/Ka
[OnA 3ajiicHeHHs dhapMakoHarniaay B YKpaiHi,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
pO3MiLLeHHI MacTep-thaiina cuctemu
thapmakoHarnagy) - 3miHa ynoBHOBaXeHO|
0Cco6u AnA 34ilicHeHHA thapMakoHariagy.
[Jitova pepakuis - lwyk Hatanka MeTpiBHa.
MponoHoBaHa pegakuis - Cosrmupa Cepriit
CeprilioBnY. 3MiHa KOHTaKTHUX AaHWX
yNOBHOBaXeHOi 0cobu 3 hapmakoHarnaay
169 KANbLIKO ®ONIHAT | po3uuH gns iH ekuiid, 10 MicTtpan Kenitan Benvka Xaynt ®apma HimeuunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/15243/01/01
- BICTA mr/mn; no 5 mn abo no MeHeXMeHT BpuTaHis Bonbpartcxa 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHWU. 3MiHa peyenmom
10 mn, a6o no 20 mn, Nimiteq y3eH M'm6X HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
ab6o no 35 mn, abo no 50 (BnacHuKa peecTpauiiiHoro noceigyeHHs) (3miHa
mn, abo no 100 mn afpecu 3asBHUKa (B/1acHVKa peecTpaviiHoro
po3unHy y chnakoHi; no 1 NnocBifYeHHS)
hnakoHy y kopobLii 3
KapTOHY
170, KAMETOH aepo3onbno 30ry TOB "Mikpodhapm" YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/0939/01/01
6as10Hi aep0o30/IbHOMY; "Mikpodpapm" 3MiHY | Tuny - 3MiHK WoAao peyenma

no 1 6as10Hy B naui 3
KapTOoHY

6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
BBefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
npo cuctemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvX Mpo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy;
KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHuKa
[Ans 3giicCHEHHSA dhapmakoHarnsgy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI faHi) Ta/abo 3miHn y
PO3MilLEeHHI MacTep-haiina cuctemm
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

hapmMakoHarnsgy) - NponoHoBaHa pefakLis:
YnoBHOBaxeHa 0coba, BiANOBiAa/IbHA 3a
3[jicHeHHs dhapmakoHarnagy — MypasiioBa
OkcaHa OnekcaHapiBHa, 3MiHa KOHTaKTHUX
[JaHvx ynoBHOB&XeHOi 0co6bw, BiANOBIAa/IbHOI 3a
chapmakoHarng,

171

KAHAIA

renb BariHasbHuiA, 20
mr/r, no 30 r y Ty6i; no 1
Ty6i 3 annikaTopom B
KapTOHHII ynakoBLi

neHmapk
PapmacboTrKan3
nTo.

IHais

neHmapk
PapMacboThK
ans fitg.

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3Minu |l Tuny - 3MiHK WoAao
6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAYi peecTpauiliHoro noceigveHHs,
BK/tOYatoum MNnaH ynpasiHHA pusnkamu
(3acTocyBaHHsA 3MiH(K), ski(a) BUMaratoTb(€)
NoAasbLIOr0 O6r'pyHTYBaHHS HOBMMM
[04aTKOBUM JaHUMW, L0 MatoTb HagasaTucs
KOMMETEHTHMM OpraHoM, OCKifIbKM BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BukoHaHHs1 3060B's13aHb BifNOBIAHO A0
nignyHKTy 2.3 NyHKTY 2 aogatky 15 po Mopsiaky
NpOBELEHHS EKCNepTU3N peecTpauiiiHix
Marepianis Ha nikapcbki 3acobu, LWo nogatTbes
Ha JepxaBHy peecTpalito (nepepeecTpadiio), a
TakoX eKkcnepTusn maTepiaslis MPo BHECEHHSA
3MiH 10 peecTpaviliHix maTtepianis NpoTArom fii
peecTpauiiHoro nocBifg4YeHHs, 3aTBepAXEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Hakazy MO3 Big 23.07.2015 Ne 460)

6e3
peuyenma

UA/0847/04/01

172

KAMcunon

PO3YMH HaLLKIpHWIA,
cnmpToBwii, no 100 mn
ab6o no 200 mn y
nakoHax Ne 1

MPAT
"OITOPAPM"

YkpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TUNY - 3MiHa NapameTpiB cneumdikauii
Ta/abo [oMyCTUMUX MeX roTOBOro MikapcbKoro
3acoby - BBefleHHA B creyudikaLito Ta metoau
KOHTPOJTH0 SIKOCTi NMiKapCbKOro 3acoby po3ginis
«KinbkicHe Bu3HavyeHHs. Cyma kancaiyuHoigis, y
nepepaxyHky Ha kancaiuuH», «KinbkicHe
BM3HAYeHHs. PuunHoBa onis»

6e3
peyenma

UA/1046/01/01

173

KAPBAMASENIH-
340POB'A ®OPTE

Tabnetkn no 400 mMr no
10 TabneTok y 6nictepi;
no 5 6nictepiB y
KapTOHHI KopooLii

ToBapucTso 3
06MexeHoto
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KOMnaHis
"3p0pos'a"

YkpaiHa

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

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHK | TUny - 3MiHa po3mipy cepii (BkUaum
JianasoH po3Mipy cepii) roTOBOro JlikapCbKOro
3aco0y - BBEIeHHA [04aTKOBOro po3mipy cepii
L1151 Liexy roToBOro /1ikapcbKoro 3acofy:
3anponoHoBaHo: 0,545 tuc. yn. (14,715 kr) Ne 50
(10x5) Ta popatkosi 0,093 Tuc. yn. (2,511 kr) Ne
50 (10x5), 0,222 Tuc. yn. (5,944 kr) Ne 50 (10x5),
0,665 Turc. yn. (17,955 kr) Ne 50 (10x5)

3a
peyenmom

UA/7327/01/02

174

KAPBOIM/IATIH-
BICTA

KOHLIeHTpaT Ans
pO3uunHy ans iHdysiii, 10
mr/mn; no 5 ma (50 mr/5

MicTtpan Kenitan
MeHeKMeHT
NimiTeq

Benvka
BpuTtaHis

AkTasic Itanis
C.n.A.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo apecu 3asiBHMKA

3a
peyenmom

UA/14384/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
M) abo no 15 mn (150 (BnacHvka peecTpaLiiHoro noceigyeHHs) (3miHa
Mmr/15 m), abo no 45 mn ajpecy Ta Ha3BW 3asiBHYKA (B/1acHMKa
(450 mr/45 mn), abo no peecTpauiiHoro NocBigYeHHS)
60 mn (600 mr/60 mn) y
dnakoHi; no 1 conakoHy
B KAPTOHHIl nayui
175{ KAPAAK TabneTku, BKpUTI AypobiHgo dPapma IHais AypobiHao IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11834/01/01
NAiBKOBOK 000I0HKOHO, nrp dapma BUMpPaB/IEHHS TEXHIYHOI NOMWUIKW Y MeTofax peyenmom
no 10 mr, no 10 NimiTen (FOHIT KOHTpOsIt0 AkocTi y Cneyudpikauii Ta MeTogax
Tabnetok y 6nictepi, no 1) KOHTPO/10, 38 NOKa3HWKOM «laeHTudikauis.
3 6nicTepun y navui 3 CvmMBacTaTvH», 6ynu AONyLLEeHI HETOYHOCTI Y
KapToHY nepeknagi 3 opuriHaNIbHoI JoKyMeHTaui
BUPOGHMKa
176/ KAPAAK TabneTkn, BKPUTI Aypob6iHgo Papma IHgis Aypob6iHa0 IHais BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/11834/01/02
N/1iBKOBOK 06GO/TOHKOIO, n1g dapma BUMNPaB/IEHHS TEXHIYHOT NOMWU/IKM Y MeToAax peyenmom
no 20 mr, no 10 Nimiten (FOHIT KOHTpO/t0 sikocTi y Cneuudpikavii Ta MeTogax
TabneTtok y 6nictepi, No 1) KOHTPO/I10, 32 MOKa3HMKOM «lgeHTudikauis.
3 6nicTepu y navui 3 CumBacTaTuH», 6y AonyLleHi HETOYHOCTI Y
KapTOHY nepeknagi 3 opuriHasIbHoT JOKyMeHTav,ii
BMPOGHMKA
177{ KAPAAK TabneTku, BKpUTI Aypob6iHgo Papma IHais Aypob6iHA0 IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11834/01/03
NNiBKOBOK 060/1I0HKOHO, n1g Papma BMNPAaB/IEHHS TEXHIYHOT MOMUKM Y MeTogax peyenmom
no 40 wmr, no 10 Nimiteq (OHIT KOHTpOsIt0 sikocTi y Cneuudikauii Ta MeTogax
Tabnetok y 6nictepi, no 1) KOHTPO/10, 38 NOKa3HWKOM «laeHTudikauis.
3 6nictepn y nayui 3 CvmBacTaTvH», 6ynu fonyLeHi HETOYHOCTI Y
KapTOHY nepeknagi 3 opuriHasibHoT JOKyMeHTav,i
BMPOGHMKA
178, KAPAUMNPWU/ 10 kancysm no 10 mr no 10 AHaHTa Megikeap Cnony4yeHe dnamiHro IHais BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/5200/01/04
Kancyn y 6nictepi; no 3 nra. KoponiBctBo | ®apmacbioTuk 3MiHY | TUny - 3MiHK WoAao peyenmom
6nictepn B nauLli anc N4, 6e3nekn/edpekTUBHOCTI Ta thapMakoHarnagy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvX Npo cucTemy
hapMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA hapmakoHarnsagy;
KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHuKa
018 340iCHEHHA hapmakoHarnsgy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bi, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MilLeHHi MacTep-chaiina cuctemm
thapmakoHarnsgy) - lNponoHoBaHa pefakuis -
Mywkap Hagis B'ayecnasiBHa. 3MiHa KOHTaKTHUX
[aHNX YNOBHOBaXXEHOI 0co6U
179, KAPAUNPWUN 2,5 kancynu no 2,5 mr no 10 AHaHTa Mepikeap Cnony4yeHe $namiHro IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5200/01/02
Kancyn y 6nictepi; no 1 nTa. KoponiBctBo | dapmacbioTuk 3MiHK | TUNy - 3MiHK WoA0 peyenmom
abo 3 6nicTepyr B nayLj anc fi1a. 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarasay.
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BBeeHHs1 a60 3MiHM [0 y3arasibHeHUX JaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvx Npo cuctemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXeHOT 0cobum,
Bi4NoBiAa/IbHOI 3a 34jICHEHHST chapMmakoHarnsay;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHMKa
[ONA 3ajiicCHEeHHs dhapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnsgy
(BKTHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - NMponoHoBaHa pegakuis -
Mywkap Hapis B'AavecnasiBHa. 3MiHa KOHTAKTHUX
[aHNX YNOBHOBaXXEHOT 0CO6U

180

KAPANMNPWUN 5

kancynu no 5 mr no 10
Kancyn y 6nictepi; no 3
6nicTepy B nayuj

AHaHTa Mepgikeap
nra.

Cnony4yeHe
KoponiscTBo

$namiHro
PapMacboTUK
anc nra.

IHAjia

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHK | TURy - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 ab0 3MiHM [0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsagy (ssefeHHs
y3araslbHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXKeHOT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsgy;
KOHTaKTHOT 0co6u 3 thapmakoHarnsgy 3asBHVKa
[ONA 3ajiicHeHHs dhapMakoHarnisay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOT 32 3AiICHEHHA hapmakoHarnsay
(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
pO3MiLLeHHI MacTep-thaiina cuctemu
thapmakoHarnsay) - lNponoHoBaHa pegakuis -
Mywkap Hagis B'AvecnasiBHa. 3MiHa KOHTAKTHUX
[aHNX YNOBHOBaXEHOT 0CO6U

3a
peyenmom

UA/5200/01/03

181

KAPAIONIH

Kpanni gns
nepopasibHoOro
3acTocyBaHHs no 30 mn
a6o 50 mn y thrakoHi;
no 1 dpnakoHy B navi 3
KapTOHY

TOB "YkKpaiHcbka
hapmaueBThyHA
KoMnaHis"

YkpaiHa

MpuBartHe
akuioHepHe
TOBapPUCTBO

"Bionik"

YKpaiHa

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais:
BUMPABEHHSI TEXHIYHOT MOMWU/IKN Y TEKCTi
MapKyBaHHS BTOPMHHOI YNakoBKU

6e3
peuyenma

UA/5676/01/01

182

KAPAICENB®

TabneTku, BKpUTI
NNiBKOBOK 060/1I0HKOIO,
150 mr no 10 TabneTok y
6nicTepi; no 3 abo 5
6nicTepiB y naydi

MAT "®dapmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiaslis:
3MiHu |l TNy - 3MiHK BUNpo6byBaHb abo
[OMYCTUMUX MEX, BCTAHOB/EHNX Y
cneumdikauisix, nig yac BUPOOHNLTBA rOTOBOrO
nikapcbKoro 3acoby - B cneumdikavii NpoMiXHOI
NpOAYyKUIT 3MiHN HOPMYBaHHS 3a NOKa3HUKaMW:
«l"eoMeTpuyHi po3mipy TabneTkm», «CTiliKiCTb f0
po37aBoBaHHA»

Ne 30 - 6e3
peyenma;
Ne 50 - 3a
peyenmom

UA/14585/01/01

183

KAPLICENB®

TabneTku, BKpUTI
NNIBKOBOK 060/1I0HKOI0,

MAT "®apmak”

YkpaiHa

MAT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHK |l TNy - 3MiHM BMNpobyBaHb abo

Ne 30 - 6e3
peuyenma;

UA/14585/01/02
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

75 mr no 10 TabneTtok y
6nictepi; no 3 abo 5
6nicTepiB y nayi

[OMYyCTUMUX MEX, BCTAHOB/EHNX Y
cneumdikauisx, nig yac BUPOOHNLTBA rOTOBOrO
nikapcbKoro 3acoby - B cneumdikavii NpoMiKHOT
NPOAYKLIT 3MiHN HOPMyBaHHS 3a NOKa3HUKaMW:

«"eomeTpuyHi po3mipy TabneTkm», «CTilikicTb J0

po3aB/oBaHHA»

Ne 50 - 3a
peyenmom

184

KBETWPOH 100

TabneTku, BKpUTI
N/1iIBKOBOK 060/IOHKOI0,
no 100 mr no 10
Tabnetok y 6nictepi; no
1, 3 abo 6 6nicTepiB y
nauui 3 KapToHy

TOB "®apma
Crapt”

YkpaiHa

TOB "®apma
Crapt”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHK | TUny - 3MiHa po3mipy cepii (BkOUaoum
JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
3acoby (36inblueHHs Ao 10 pasiB NOpiBHAHO i3
3aTBEPAKEHVM PO3MIPOM) — 36i/bLLIEHHS
po3Mmipy cepii roToBOro slikapcbkoro 3acoby;
3MiHM | Tuny - 3mMiHa napameTpiB cneyudikawii
Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCbKoro
3aco06y (iHWi 3MiHN) - NpMBeAEHHS creumdikawi
Ta METOAY KOHTPO/II0 FOTOBOTO /liKapCbKOro
3acoby 3a nokasHukom «MikpobionoriyHa
yuctoTa» Ao BuMor AdY; cynyTHA 3MiHa: 3MiHa Y
mMeToAax BUNPOGYBaHHSA rOTOBOrO NiKapCbKoro
3ac06y (He3HayHa 3MiHa y 3aTBepAKeHnX
MeToAax BUMPOOYBaHHS); 3MiHM | Tuny - 3MiHa
napameTpiB cneuudgikauii Ta/abo AonycTUMmx
MEX FOTOBOr0 NiKapCbKoro 3acoby — A04aTKOBO
BBefeHa igeHTudikavisa A®I ksetianiHy
hymapaTy B roTOBOMY /iKapCbKOMy 3ac0bi
mMeTogoM IY-cnekTpodhoToMETPiIl; CynyTHA 3MmiHa:
3MiHa y MeTofax BUNpobyBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMMNpo6yBaHb (BK/OYaoun 3amiHy abo
[LOMOBHEHHS)); 3MiHM | TUNY - 3MiHa napameTpis
cneuudgikauii Ta/abo AONYCTUMUX MEX FOTOBOrO
nikapcbkoro 3acoby — BUNyYeHHs 3i cneuudikawyii
roTOBOrO NiKapCbKOro 3acoby nokasHuka
«Po3nagaHHs», 3rigHO BUMOT 3arasibHoi CTaTTi
«Tabnetkn» OPY; 3miHu | TURY - 3MiHK
BMNpOGYyBaHb abo AOMYCTUMUX MEX,
BCT@HOB/IEHMX Y cnevudikaLisx, nig yac
BUPOBGHMLTBA FOTOBOIO NiKapCbKoro 3acoby (iHLwi
3MiHN)

3a
peyenmom

UA/8372/01/02

185

KBETUPOH 200

TabneTku, BKpUTI
NAiBKOBOK 000I0HKOMO,
no 200 mr no 10
TabneTtok y 6nictepi; no
1, 3 abo 6 6nicTepiB y
nauui 3 KapToHy

TOB "dapma
Crapt"

YkpaiHa

TOB "dapma
Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis:
3MiHK | TNy - 3MiHa po3mipy cepii (BkOYaroum
JianasoH po3mipy cepii) roToBOro Nikapcbkoro
3acoby (36inbLeHHs Ao 10 pasiB NOpiBHAHO i3
3aTBEPAKEHVM PO3MIPOM) — 36i/bLLIEHHS
po3Mmipy cepii roToBOro Jlikapcbkoro 3acoby;
3MiHu | TNy - 3MiHa NapameTpiB cneuudikavii
Ta/abo foNyCTMMUX MEX rOTOBOTO NiKapCbKoro

3a
peyenmom

UA/8372/01/03
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3aco0y (iHLWi 3MiHK) - NpuBeAEeHHSA creundikavii
Ta MeToAy KOHTPOJII0 rOTOBOrO JiKapCbKOro
3acoby 3a nokasHvkom «MikpobionoriyHa
yuctoTa» Ao BuMmor AdY; cynyTHA 3MiHa: 3MiHa Y
MeTofax BUNPO6yBaHHS rOTOBOrO /iKapCbKOro
3ac00y (He3HayHa 3MiHa y 3aTBEpPAKEHNX
MeToAax BUNPoOyBaHHS); 3MiHV | TUNY - 3MiHa
napameTpiB cneyndikauii Ta/abo AonycTUMMX
MeX roTOBOro /likapCbKOro 3acoby — [04aTkoBO
BBefeHa igeHTudikavia A®I ksetianiHy
pymapaTy B roTOBOMY /likapCbKOMY 3aC00i
MeToAoM IY-cnekTpodhoTOMETPIl; CynyTHA 3MiHa:
3MiHa y MeTofax BUNpobyBaHHsS roTOBOro
nikapcbKoro 3acoby (iHLwi 3MiHM y meTogax
BMMNpo6yBaHb (BK/OUaoUM 3amMiHy abo
[LOMOBHEHHS)); 3MiHM | TUNY - 3MiHa NapameTpis
cneundikauii Ta/abo JONYCTUMUX MEX FOTOBOTO
nikapcbkoro 3acoby — BUy4YeHHS 3i cneuudikawii
roToBOrO NiKapcbkoro 3acoby nokasHuka
«Po3nagaHHsA», 3rigHO BUMOT 3arasibHOi CTaTTi
«Tabnetkn» APY; 3MiHu | TUNY - 3MiHK
BMNPO6YBaHb ab0 AONYCTUMUX MEX,
BCTAHOB/IEHNX Y cneundikauisx, nig vyac
BMPOGHMLTBA rOTOBOrO Jlikapcbkoro 3acoby (iHLwi
3MiHK)

186

KBETUPOH 25

TabneTku, BKpUTI
NNIBKOBOK 060/1I0HKOI0,
no 25 mr no 30 TabneTok
y 6nicTtepi; no 1
6nicTepy B navui 3
KapTOHY

TOB "®apma
Crapt”

Ykpaina

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHK | TUNy - 3MiHa po3mipy cepii (BKIYarum
JianasoH po3mipy cepii) FoTOBOro Nikapcbkoro
3aco6y (36inbleHHa Ao 10 pasiB NOpiBHSAHO i3
3aTBEPIXEHUM PO3MIPOM) — 36i/bLUEHHS
pO3Mipy cepii roTOBOro NiKapcbKoro 3acoby;
3MiHM | TUNy - 3mMiHa napameTpiB cneyudikawii
Ta/abo [oNyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco0y (iHLWi 3MiHN) - NpuBeAEeHHSA crneundikavii
Ta MeToAy KOHTPOJII0 rOTOBOrO /iKapCbKOro
3acoby 3a nokasHvkom «MikpobionoriyHa
yuctoTax» Ao Bumor AdY; cynyTHA 3MiHa: 3MiHa Y
mMeTofax BUNPO6yBaHHS rOTOBOrO /iKapCbKOro
3aco0by (He3HauHa 3MiHa y 3aTBepKeHNX
MeToAax BUNPoByBaHHS); 3MiHW | TUny - 3mMiHa
napameTpiB cneyndikauii Ta/abo AonycTUMmX
MeX roTOBOro /likapCbKOro 3acoby — [04aTkoBO
BBefeHa igeHTudikavisa A®I ksetianiHy
oymapaTy B roTOBOMY /liKapCbKOMY 3aC00i
MeTofoM 14-cnekTpopoTOMETPIT; CynyTHA 3MiHa:
3MiHa y MeTofax BUNpo6yBaHHs roTOBOro
niKkapcbKoro 3acoby (iHwWi 3MiHW y MmeTogax

3a
peyernmom

UA/8372/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMNPO6YBaHb (BK/OHAKOUM 3aMiHy abo
[OMOBHEHHS)); 3MiHK | TUMY - 3MiHa NapameTpis
cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOTO
NiKapcbKoro 3acoby — BUNyYeHHs 3i cneyudikauii
rOTOBOrO /1iKapCbKOro 3acoby nokasHuka
«Po3nagaHHs», 3rigHO BUMOT 3arasibHoi cTaTTi
«Tabnetkn» APY; 3miHW | TUNY - 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHNX Y crneuudikauisx, nig vyac
BUPOGHMLTBA FOTOBOIO NiKAPCbKOro 3acoby (iHLui
3MiHW)
187 KEMMNPA® TabneTku, BKpUTI HOCB ®apma C.A. Benbris HOCB dapma Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/9155/01/01
060/10HKOI0, N0 250 Mr C.A. 3MiHu |l TUny - 3MiHK [0 IHCTPYKLUIT AnA peyenmom
no 10 TabneTtok y Me[MYHOr0 3aCTOCYBaHHS Y po34inu:
6nicTepi; no 3 abo 6 "®apMakonoriyHi BnacTnsocTi”,
6nicTepiB y KAPTOHHIl "MpoTunokasaHHa", "B3aemogis 3 iHW1Mun
nauui nikapcbknMn 3acobamu Ta iHWi BuaW B3aEMogii",
"Oco6NMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS Yy
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"34aTHICTb BNAMBATY Ha LUBUAKICTb peakuii npu
KepyBaHHI aBTOTPaHCNOPTOM ab0 iHWMMU
mMexaHismamu", "Cnoci6 3acTocyBaHHA Ta 4o3un",
"fliTn", "MNepenosysaHHs", "MNo6iyHi peakui”
188{ KEMMPA® TabneTku, BKpUTI OCB ®apma C.A. Benbris HOCB dapma Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9155/01/02
060/10HKO, No 500 Mr C.A. 3MiHY Il TURY - 3MiHW [0 IHCTPYKUIT Ans peyenmom
no 10 Tabnetok y MeAMYHOro 3aCTOCYBaHHA Y PO3LiNu:
6nicTepi; no 3 abo 6 "®apMakonoriyHi BnacTnsocTi”,
6nicTepiB y KAPTOHHIl "MpoTunokasaHHa", "B3aemogis 3 iHW1Mun
nauuj Nikapcbkumm 3acobamm Ta iHLWi BUAM B3aEMOSjin",
"Oco6nMBOCTI 3aCTOCyBaHHSA", "3acTocyBaHHS Yy
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"3paTHICTb BNMBATU Ha LWBMAKICTL peakuii npu
KepyBaHHI aBTOTPaHCNOPTOM ab0 iHWMMK
MexaHismamu", "Cnoci6 3acTocyBaHHs Ta fo3n",
"fitn", "MNepego3syBaHHs", "Mob6iyvHi peakwii”
189{ KEMMPA® TabneTku, BKpUTI OCB ®apma C.A. Benbris HOCB dapma Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9155/01/03
060/10HKO0, N0 1000 mr C.A. 3MiHW Il TURY - 3MiHW [0 IHCTPYKUIT Ans peyenmom

no 10 TabneTtok y
6nicTepi; no 3 abo 6
6nicTepiB y KAPTOHHIi
nauuj

MeAMYHOro 3aCTOCYBaHHA Y PO3AiNN:
"®apMakonoriyHi BnacTnsocTi”,
"MpoTunoka3saHHa", "B3aemogis 3 iHWMMn
nikapcbknuMmn 3acobamu Ta iHWi BUAW B3aEMOogii",
"Oco6NMBOCTI 3aCTOCYBaHHSA", "3acToCcyBaHHS Yy
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"34aTHICTb BNAMBATY Ha LWBUAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWMK
MexaHismamu", "Cnoci6 3acTocyBaHHs Ta 4o3n",
"Oitn", "MNepepo3syBaHHs", “MNo6iyvHi peakwii”
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
190 KNIHAAMIUNHY nopoLUok (cybeTaHLis) B MAT "MoHdapm" YkpaiHa UxeLssH Kutaii BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/6192/01/01
rigpoxnorung noABIHMX TaHTain 3MiHM | Tuny - 3MiHa y napameTpax cneuudikawi
nonieTuIeHoBKX dapmacbioTika Ta/abo [oMyCTUMUX MeX, BUSHAYEHUX Y
naketax gns nKo., Ntg cneumgikauisix Ha A®l, abo BUXigHWIA/NPOMKHWIA
BMPOGHULITBA NpPoAyKT/peareHT, WO BUKOPUCTOBYOTbCH Y
HEeCTepPUIbHUX npoueci BupobHuutea A®Il; cynyTHS 3miHa: 3MiHa
nikapcbknx hopm y MeTogax BunpobysaHHsA APl abo BMUXiAHOTO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCS y NpoLieci BUpo6HuuTea AdI -
3MiHM y cneuudpikauii Ta meToaax KoHTposto Ad|
KNiHAAMIUMHY rigpoxsiopuay, a came nokasHuk
«PO34MHHICTb» NpYBEAEHO Y BiAMOBIAHICTL A0
BMMoOr MoHorpadii «Clindamycin Hydrochloride»
EP; nokasHMK «3annwkoBa KiNlbKiCTb OpraHiuHmx
PO3UYMHHWKIB» - 3i cneyudikauii BUTy4eHo
BU3HAYEHHA po3unHHMKa N,N-
anmveTtnndopmamig — He 6inbie 880 ppm,
aHasliTUYHY METOAVKY NpUBEAEHO Y
BIANOBIAHICTb 4O BUMOI BUPOGHWMKA; NOKA3HUK
«MikpobionoriyHa unctota» NPUBEAEHO y
BiANOBIAHICTL A0 BUMOr EP; 3miHu | TNy - 3miHa
y MeTogax BunpobysaHHsA APl abo BMUXiAHOTO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCS y NpoLieci BUpo6HuuTea AdI -
npvBeAeHHS MEeTOANKN KOHTPOJIIO 3a MOKa3HUKOM
«CynpoBigHi AOMILLK» Yy BigNOBIAHICTb A0 BUMOT
MoHorpadii «Clindamycin Hydrochloride» EP
191 KNonigorprENb TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTaaii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/3924/01/01
060/10HKOI0, N0 75 Mr no 0bMexeHot BMPOGHMLITBA, 3MiHM | TMNy - 3MiHa po3mipy cepii (BkIOYatoun peyenmom
10 TabneTok y 6nictepi: BiANOBIAA/TbHICTIO KOHTPONb JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
no 1 a6o 2, a6o 3 "[locnigHwii 3aBog, AKOCTI, BUNYCK 3acoby - BBEIEHHsI 4,04aTKOBOro po3mipy cepii
6nicTepu B KOPOO6Li 3 "rTHLUIC cepii: 0ns BupobHuka TOB «dapmaleBTuyHa KOMNaHis
KapTOHY ToBapucTBO 3 340poB'A», YKpaiHa Lex rotoBoro /ikapcbkoro
06MeXeHo 3acoby
BiANOBIA&/bHI
CTIO
"OocnigHnii
3aBof,
"rHUAC,
YKpaiHa; BCi
cTagii
BMPOGHMLITBA,
KOHTPO/b
AKOCTI, BUNYCK
cepii:

ToBapucTBO 3
06MexXeHo
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BiANOBiAa/bHI
cTi0"PAPMEK
Ccreyn-,
YkpaiHa,;
BCi cTagii
BMPOGHMLITBA,
KOHTPO/b
AKOCTI, BUNYCK
cepii:
ToBapucTBO 3
0bMexeHot
BignoBiAa/bHI
CTIo
"®apmavesTu
YHa KOMMaHis
"3p0pos'a”,
Ykpaina
192 KOOEIHY ®OCDHAT Tabnetkv no 0,03 r, no ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/11811/01/01
10 TabneTok y 6nicTepi; [0[aTKOBOK [04aTKOBOK 3MiHu 1l TMnYy - 3MiHK Woa0 peyenmom
no 1 6nictepy y navui 3 BiANOBIAALHICTIO BiANOBIA&/bHI 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
KapTOHY "IHTEPXIM" CTIO BHeceHHs1 abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
"IHTEPXIM" BMAAui peecTpauiliHoro noceigYeHHs,
(BMPOGHMK, BKOYatoum MNnaH ynpasniHHA pu3nkamu
BignoBigasbHU (3acTocyBaHHsA 3MiH(M), siKi(a) BUMaratoTb(€)
7 3a Bunyck nofanbLIoro 06rpyHTYBaHHS HOBUMU
cepii; [04aTKOBUM AaHUMK, WO MatoTh HagaBaTuca
BUMPOOYBaHHA KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
KOHTPO/0 CYTTEBA OL,iHKA KOMNETEHTHUM OpraHoMm)
AKOCTI (BukoHaHHs1 3060B's13aHb BifNOBIAHO 40
(chiznyHi/ximiy nignyHkTy 1.13 nyHkty 1 gogatky 15 go Mopagky
Hi, NpoBefeHHA ekcnepTu3n peecTpauiiHnx
MiKPOGiOOoriyH MaTepianis Ha nikapcbki 3aco6u, Lo NogatnTbes
a yucrora), Ha JepxaBHy peecTpalito (nepepeecTpadiio), a
36epiraHHsa TakoX ekcnepTusn matepianis NPo BHECEHHS
roToBoil 3MiH 0 peecTpaviliHix maTtepianis NpoTarom fji
NPOAYKLT; peecTpauiiHoro nocBifg4YeHHs, 3aTBepLKEHOro
BMPOBHULTBO, Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
36epiraHHsA Haka3y MO3 Big 23.07.2015 Ne 460)
(roToBoi
npoaykuir,
CMPOBUHY Ta
marepianis);
BUNPOGYBaHHSA
KOHTPO/I0
AKOCTI ((pi3nyH
i/XiMiYHi)
193] KO-IPBECAH® TabneTKn, BKPUTI HOBE INAY TypeyumHa HOBEA INAY TypeyumHa BHECEHHS 3MiH A0 peecTpauiiHuxX maTtepiasis: 3a UA/11583/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
060/10HKO0, N0 150 CAHAI BE CAHAI BE 3MiHm 1l TUny - 3MiHKn Woao peuenmom
mr/12,5 wr, no 14 TIOXKAPET A.LL. TIOXXKAPET 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
TabneTtok y 6nictepi, no A.LL. BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
2 6nicTepy y KapTOHHIiA BMAAui peecTpauiliHoro noceigYeHHs,
ynakosLi; no 15 BK/OYatoum MNnaH ynpasniHHA pusnkamm
TabneTok y 6nictepi; no (3acTocyBaHHs 3MiH(1), Ski(a) BUMararTb(€)
6 6icTepiB y KApTOHHIiA noAanbLIoro 06rpyHTyBaHHA HOBUMMU
ynakoBLi [04aTKOBMM JaHUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCsl
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BrKOHaHHS 3060B'A3aHb BigNOBIAHO A0
nignyHkTy 2.3 NyHKTY 2 gogatky 15 go Mopsgky
NpoBefeHHs ekcnepTn3y peecTpauiiHnx
mMarepianis Ha nikapcbki 3acobu, Lo nogatTbes
Ha AepXaBHy peecTpadilo (nepepeecTpauito), a
TaKoX eKcnepTv3v maTepianiB NPo BHECEHHS
3MiH 40 peecTpauiiHux martepianiB NpoTsarom gji
peecTpauiiHoro NocBigYeHHs, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3ly MO3 Big 23.07.2015 Ne 460)
194 KO-IPBECAH® TabneTku, BKpUTI HOBEN INAY TypeyunHa HOBEN INAY TypeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/11583/01/02
060/10HKO0, Mo 300 CAHAI BE CAHAI BE 3MiHm Il TUny - 3MiHKn Woao peuenmom
mr/12,5 wmr, no 14 TIOXKAPET A.LL. TIOIXKAPET 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
TabneTtok y 6nictepi, no A.LL. BHeceHHs1 abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
2 6nicTepy y KapTOHHIlA BMAAui peecTpauiliHoro noceig4YeHHs,
ynakosLi; no 15 BKAOYatoum MNnaH ynpasniHHA pu3nkamu
TabneTok y 6nictepi; no (3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
6 6icTepiB Y KApPTOHHIN noAanbLIoro 06rpyHTYBaHHA HOBUMMU
ynakoBLi [04AaTKOBUM JaHuUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CYTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BrKOHaHHS 3060B'A3aHb BigNOBIgHO A0
nignyHKTYy 2.3 NyHKTY 2 gogatky 15 go Mopsaky
NpoBefeHHA ekcnepTun3n peecTpauiiHnx
mMarepianis Ha nikapcbki 3acobu, Lo nogatTbes
Ha JepxaBHy peecTpalito (nepepeecTpadiio), a
TakKoX eKkcnepTV3v maTepianiB NPo BHECEHHS
3MiH 40 peecTpavuiiHux maTtepiasiB NpoTsarom gii
peecTpauiiHoro nocBifg4YeHHs, 3aTBepLKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
195| KONIFrA3-340POB'A | kpanni opanbHi, 40 ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/12946/01/01
mr/mn no 30 mny 06MeXeHo 06MeXeHo 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenma
hnakoHi 3 Npo6bKoto- BiANOBIAA/TbHICTIO BiANOBiAa/bHI Ha3BW JlikapCbKOro 3acoby (3miHa HaBu
KpanenbHuuetlo Ta "®apmavueBTnyHa CTIO nikapcbkoro 3acoby (6yno - ECMY3IH-
KpULLKOO, No 1 chnakoHy KOMnNaHis "®apmaueBTn 300POB H) (TepMiH BBEAEHHS 3MiH NPOTAromM
B KOpPOOLi 3 KAPTOHY "3p0poB's"” YyHa KOMMaHis 3-X MicsILiB Nicnsl 3aTBEPKEHHS)
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
"3p0pos's”
196, KONIrA3-340POB'A | kpanni opanbHi, 40 ToBapucTso 3 Ykpaina TosapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: - UA/15626/01/01
mr/mn in bulk: no 10 n 06MexeHo 06MexeHot 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
abono50ny BiANOBIAA/ILHICTIO BiANOBiAANbHI Ha3BW NikapcbKoro 3acoby (3miHa Hasu
meTaneBux 6oukax KEI "hapmMaueBTUYHA cTHo nikapcekoro 3acoby (6ysno - ECMY3IH-
KOMnaHis "®apmaueBTu 300POB ) (TepMiH BBEAEHHS 3MiH NPOTAroM
"3popos'sa" YHa KOMMaHis 3-x micsLiB nicns 3aTBEPLXKEHHS)
"3p0pos's"
197) KONIFA3-340POB'AA | Ttabnetku, BKpUTI ToBapucTso 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/12456/01/01
060/10HKO, No 125 mr 06MeXeHoto 06MexeHot 3MiHu | TURNY - AgMIHICTPATUBHI 3MiHK. 3MiHa peyenma
no 7 Tabnetok y BiANOBIAA/TbHICTIO BiANOBiAa/IbHI Ha3BW JlikapCbKOro 3acoby (3miHa HaBu
6nicTepi, no 1 a6o 2 "®apmaveBTUYHa CTHO nikapcbkoro 3acoby (6yno - ECMY3IH-
6nicTepu y kopobu,i 3 KOMnaHis "®apmaLesTu 300POB ) (TepMiH BBEAEHHSA 3MiH NPOTArOM
KapTOHY "3popoB's” YyHa KOMMaHis 3-X MicsILiB Nicnsl 3aTBEPAKEHHS)
"3p0pos'a"
198] KONMIFA3-340POB'AA | Tabnetku, BKpUTI ToBapucTso 3 Ykpaina TosapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: - UA/14701/01/01
060/10HKOI0, N0 125 mr 0bMexeHot 0bMexeHot 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
in bulk: no 4000 BiANOBIAA/ILHICTIO BiANoBiAa/bHI Ha3BW NikapcbKoro 3acoby (3miHa Hasu
TabneTok y nakeTi "hapmMaueBTNYHaA cTHO nikapcbkoro 3acoby (6yno - ECMY3IH-
nonieTuaeHoBoMy y KOMMaHis "®bapmauesTu 300POB’H) (TepmiH BBEAEHHS 3MiH NPOTATOM
KOHTelHepi "3popos'a" YHa KOMMaHis 3-x micsUiB nicnsA 3aTBEPXKEHHS)
"3p0pos's"
199/ KONOMIUUH NOPOLLIOK A/151 PO3UVHY dopect Benwuka Brpo6HMLTBO [Oanis/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/7533/01/01
IH'EKLIA ONs iH'eKUIl, iHQY3il Na6opaTtopi3 FOK BpuTaHis Hepo3dhacoBa Benvka 3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
abo iHransuiin no 1 000 Nimiteq Horo BputaHis HalilMeHyBaHHs Ta/abo agpecu Micud
000 MO, no 10 npoayKTy, NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
th/1aKoHIB 3 MOPOLLKOM B nepBuHHA roTOBOrO /liKapCbKoro 3acoby, BkIoYaoun
KapTOHHI KOpo6Li ynaKkoBKa, AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTpPO/b KOHTPOJIO SIKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
cepii: BMPOGHMK/IMNOPTEpP, BK/IOUAKOUM BUMYCK Cepiid)
Kcenis (3miHa B agpecax BUPOOHUKIB. BunyyeHHs Ha3Bu
dapmacbioTike KpaiHy 3 Ha3BW BMPObHUKa) (TepMiH BBeAEHHS
n3 AnC, 3MiH NPOTAroM 3 MiCALIB MiCNA 3aTBEPAXKEHHS);
[anis; 3MiHn | TMNy - 3MiHK 3 AKOCTIi. [OTOBMIA
BTopuHHa nikapcbknii 3aci6. 3MiHM y BUPOGHMUTBI. 3amiHa
ynakoBKa, ab0 BBeleHHA 10A4ATKOBOI AiNbHULLI
[03BiN Ha BMPOGHMLUTBA 47151 YacTnHU abo BCbOro
BUWMYCK Cepii: BMPOGHNYOro NpoLecy roToBOro NikapCbKoro
MeH 3aco06y (iHWi 3MiHN) (BUHECEHHST pyHKLii
dapmacbioTika BMPOGHUKiB Kcenis ®apmacbloTikens AnC
n Cepsices (BMPOGHMLTBO HEPO3(hacOBaHOro NPOAYKTY,
Nimites, nepBrHHA ynakoBKa, KOHTPOsb cepil) Ta MNeH
Benvka dapmacsioTikan Cepsices JlimiTeq (BTOpUHHA
BpuTaHis yrnakoBKa, [103Bif1 Ha BUMNYCK cepii) B

peecTpauiiiHi gokymeHTun (P, 3mMiH1 o MKH)
(TepmiH BBELEHHS 3MiH NPOTAroM 3 MicsiLis
nicns 3aTBepaKeHHs); 3MiHu | Tuny - 3miHn
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
oo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) (BHeCeHHs 3MiH
[0 MapKyBaHHA yNakoBkun (BUAAIEHHS
BMPOGHUKIB, LLLO He BiANOBIAAaTL 3a BUMYCK cepil
Ta BifNOBIAHO 3 IHCTPYKLii AN MeAUYHOro
3acTocyBaHHA [N13), BUAaneHHs MapkyBaHHS Ha
pocilicbkiii MoBi) (TepMiH BBELLEHHSI 3MiH
npoTarom 3 micsLiB Nicns 3aTBepAKEHHS)
200, KONomMIUunH NOPOLLOK A/19 PO3UYNHY dopect Benuka Brpo6HMLTBO [Oanisa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/7533/01/02
IH'EKLIA ONA iH'eKUIl, iHQY3il Na6opaTtopi3 FOK BpuTaHis Hepo3dgacoBa Benvka 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenmom
abo iHransuiin no 2 000 Nimiteq Horo BputaHis HallMeHyBaHHs Ta/abo agpecu Micua
000 MO, no 10 NpPOAYyKTY, NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
(h/1aKoHIB 3 MOPOLLKOM B nepBuHHa roTOBOrO /liKapCbKoro 3acoby, BkIoYaoun
KapTOHHI KOpo6Lii ynaKkoBKa, AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPONb KOHTPOJIO AKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBsigae
cepii: BMPOGHMK/IMNOPTEpP, BK/IOYAKOUM BUMYCK Cepiid)
Kcenis (3miHa B agpecax BUPOOHUKIB. BunyyeHHs Ha3Bu
PapmacbioTike KpaiHu 3 Ha3BM BMPObHUKa) (TepMiH BBeAEHHS
n3 AnC, 3MiH NPOTAroM 3 MiCALIB MiCNA 3aTBEPAXKEHHS);
[anis; 3MiHu | TMNy - 3MiHK 3 SKOCTIi. [OTOBMIA
BTopuHHa nikapcbkuii 3aci6. 3MiHM Y BUPOGHMUTBI. 3amiHa
ynakoBKa, ab0 BBeieHHA 40A4ATKOBOI AiNbHULL
[03BiN Ha BMPOGHMLUTBA 4151 YacTNHU abo BCbOro
BUWMYCK Cepii: BMPOGHNYOro NpoLecy roToBOro Nikapcbkoro
MeH 3aco06y (iHWi 3MiHN) (BUHECEHHST hyHKLii
dapmacbioTika BMPO6HUKIB Kcenis ®apmacbloTikens AnC
n Cepsices (BMPOGHMLTBO HEPO3(hacoBaHOro NPOAYKTY,
NimiTes, nepBrHHA ynakoBKa, KOHTPOb cepil) Ta MNeH
Benvka dapmacstoTikan Cepsices JlimiTeq (BTOpUHHA
BpuTaHis ynakoBka, [03BiN1 Ha BUNYCK cepil) B
peecTpauiiiHi gokymeHTun (P, 3MiHM o MKHA)
(TepmiH BBEfEHHS 3MiH NPOTAroM 3 Micsuis
nicns 3aTBepapkeHHs); 3MiHu | Tuny - 3miHn
wofo 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) (BHeceHHs 3MiH
[0 MapKyBaHHA yNakoBkun (BUAAIEHHSA
BMPOGHUKIB, LLIO He BiANOBiAal0ThL 3a BUMYCK cepil
Ta BifNOBIAHO 3 IHCTPYKLii AN MeAUYHOro
3acTocyBaHHA [N13), BUganeHHs MapkyBaHHS Ha
pociticbkiii MoBi) (TepMiH BBELEHHSI 3MiH
npoTarom 3 micsLiB Nicns 3aTBepAKEHHS)
201/ KOMBIrPUM XOT NOpPOLUOK ANA OpraHocwH Jlaiid IHais EBepTomxeH IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/11503/01/01
cin®e 0pasibHOro PO34NHY 3 CaeHcus MeT. JIT4. Nalidp 3MiHM | TUNYy - 3MiHa po3mipy cepii (BKIOYaoum peyenma
JIMMOHHMM CMakoM Mo 5 CaeHcms JianasoH po3mipy cepii) FoTOBOro Nikapcbkoro
I MOPOLUKY B caLle, no NimiTen 3aco06y - 36inblUeHHsI po3Mmipy cepii
10 calle y KapTOHHii 180000 catue (900 kr)
Kopobui




165

Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
202! KOMBIrPUM XOT NOpPOLLOK AN OpraHocvH flaiid IHais EBepTomxeH IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/11504/01/01
Cin® Opa/1bHOro PO34nNHY 3 CaeHcms MeT. /114, Naiidp 3MiHK | TNy - 3MiHa po3mipy cepii (BkOUaum peyernma
Ma/IMHOBMM CMaKoM Mo CaeHcuz Jianas3oH po3Mipy cepii) roTOBOro /likapCbKoro
5 r nopoLuky B calle, no NimiTen 3aco0y - 36iMbLUeHHs po3mipy cepil
10 cawe y KapTOHHiIl 180000 catue (900 kr)
Kopo6Ui
203! KOMBICIMNA3M® TabneTku, BKpUTI OpraHocviH Naid IHAis EBepromxeH IHAisa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/15710/01/01
FTACTPOKOM®OPT NNIBKOBOK 060/I0HKOHO, CaeHcms MeT. 114, Naiidp 3MiHK | TURy - 3MiHK WoA0 peyernma
no 10 TabneTok y CaeHcu3 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
6nictepi; no 1 a6o 2 NimiTen BBeneHHs1 ab0 3MiHM [0 y3arasibHEHUX JaHnX
6nicTepu y nauui 3 npo cuctemy chapmakoHarnsagy (BBefeHHs
KapToHYy y3arasibHeHUX AaHvx Npo cuctemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
Bi4NoBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHMKa
[ANA 3jiiCHEeHHs hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBa)XKEHOT 0cobu,
BiANOBIAA/ILHOI 32 34iicCHEHHA dhapmakoHarnsgy
(BKTIHOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-haiina cuctemm
hapmakoHarnagy) - fitoya pegakuis:
YnoBHOBaxeHa ocoba 3asBHUKa, BiANoBifa/bHa
3a (hapmakoHarnsg, - Nyano MaHHa
CraHicnasiBHa. [MponoHoBaHa pefakL,is:
YnoBHOBaxeHa ocoba 3asBHUKa, BiANoBifa/ibHa
3a papmakoHarnag - A-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. KoHTakTHa ocoba 3asiBHUKa
ONA 34iiCHEHHST hapMakoHarsay B YkpaiHi -
LLTaHreesa HOnis BanepiiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXeHOI 0cobu. 3MiHa Micus
3[jiACHEHHS1 OCHOBHOT Aisi/IbHOCTI 3
thapMakoHarnsgy. 3miHa MicLe3Haxo4KeHHs
MacTep-goaiina
204! KOMBICIMNA3M® TabneTku, BKpUTI OpraHocvH Naid IHAjis EBepromxeH IHAisa BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: - UA/15711/01/01
FTACTPOKOM®OPT NNIBKOBOK 060/1I0HKOIO, CaeHcua MeT. /114, Naiidp 3MiHK | TUNY - 3MiHK WoA0
in bulk: no 5000 CaeHcu3 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsay.
TabNeToK y NoABINHNX Nimiten BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHuX

nonieTMNeHoBUxX
nakeTax gns
BWIOTOBJIEHHS TOTOBUX
NiKapcbKnx 3acobis

npo cuctemy chapmakoHarnsagy (BBefeHHs
y3araslbHeHUX AaHnx Npo cucTemy

hapmMakoHarnagy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOT 0c06U 3 hapMakoHarnsay 3asBHuKa

Ans 3piicHeHHA dhapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0Cco6bu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA ddapmakoHarnsgy

(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y

PO3MilLEHHI MacTep-chaiiia cuctemm
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

thapmakoHarnagy) - [itoya pefakuis:
YnoBHOBaXKeHa ocoba 3asBHVKa, BignosiganbHa
3a hapmakoHarnsag, - MNyano MaHHa
CraHicnasiBHa. [MponoHoBaHa pefakLis:
YnoBHOBaXKeHa ocoba 3asBHVKa, BignosiganbHa
3a papmakoHarnag - A-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. KoHTakTHa ocoba 3asBHMKa
ONA 34jiCHEeHHs hapMakoHarisay B YkpaiHi -
LLiTaHreesa KOnis BanepiiBHa. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXeHOT 0cobu. 3miHa micus
3[jiACHEHHST OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnagy. 3MiHa MicLie3HaX0MKeHHS
macTep-gaiina

205

KOHBYNEKC

cupon, 50 mr/mn no 100
M1y do/1aKoHi pa3om 3i
Lnpu1u-go3atopom; no 1
hnakoHy B KAPTOHHIl
Kopoo6Li

TOB "BAJIEAHT
®APMACBIOTIKA

na"

Ykpaina

I.J1. dapma
'vm6X, ABCTpis
BignosigansH
Wi1 3a BUMNYCK

cepii:

I.J1. dapma
vm6X, ABCTpis

ABcTpist

YTOYHEHHS HanucaHHsA peecTpauinHoi
npoueaypu y npoueci AepXaBHoi
nepepeectpadii, 3aTBepaxeHol Hakasom MO3
Ykpainu Big 08.11.2017 Ne 1389
BipHa pedakyisi:
MepepeecTpauis Ha HEOGMEXEHUI TEPMIH.
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHuX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araJibHeHUX AaHunx npo cuctemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
Bi4NoBiga/IbHOI 3a 34iICHEHHST chapmakoHarnsay;
KOHTaKTHOI 0c06M 3 thapmakoHarnagy 3asBHMKa
[ANA 3jiiCHEeHHs dhapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBa)XKEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iicCHEHHA hapmakoHarnsgy
(BKIHOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnsagy).
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0Co6MU.
3MiHa KOHTaKTHUX AaHnX KOHTaKTHOI ocobu.
3miHa agpecu macTep-chaiina cucremu
thapmakoHarnagy. 3miHa agpecu Micus
3[jiACHEHHST OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnagy. 3miHu | Tuny - 3MiHu Woao0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
3MiHN Y KOPOTKiil XapakTepucTuLi NikapCcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLji Ans
MeMYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
3aco6iB Nic/1A BHECEHHS TiET caMoi 3MiHM Ha
pechepeHTHWIA NpenapaT (3mMiHa He NoTpebye
HafaHHS XOAHWX HOBMX A0AATKOBUX AaHWX) -

3a
peyerimom

UA/6595/02/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiHV BHECEHO A0 IHCTPYKUIT 4151 MeANYHOro
3aCcTOCyBaHHSA Npenapary 4o po3ginis
"MpoTunokasaHHs", "OcobnmBocCTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog,
BariTHOCTI Ta rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHsA Ta fo3u", "MobiyHi peakwii "
Bi4NOBIAHO 4,0 OHOBNEHOT iHChopMaLi
pediepeHTHOrOo Jlikapcbkoro 3acoby (JenakiH,
cvpon).
MepioAnyHICTb NOAaHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6€3Mnekn BigNoBiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHMW
300pOB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI tocTuLi
Ykpainu 19 rpygHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Bifg 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKku.
206/ KOHLUEPTA® TabneTtkn TOB "[KOHCOH & Pociicbka Bupo6HMLTBO cuA/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/14199/01/01
NPOMOHroBaHoi Aji no 18 LDKOHCOH" Pepepauis Hepo3dhacosa Benbris 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
mr, no 28 a6o 30 HOro HallMeHyBaHHs Ta/abo agpecu Micus
TabneTtok y chnakoHi, no NPoOAYKTY: NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
1 chrnakoHy y KapTOHHil AJI3A rOTOBOrO JliKapCbKoro 3acoby, BK/IYakum
nauuji KopnopefiH, OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
CUA; KOHTPOJO SKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
Bnpo6HnuTBO BUPOGHMK/iIMMOPTEp, HE BKIKOYAOUM BUMYCK
Hepo3dgacoBa cepiii) (3miHa agpecn BUPO6GHUKA)
HOro
NPOAYKTY,
nepBuHHa Ta
BTOPUHHA
YyNaKoBKu:
Anccen-Cinar
MaHyhekuypu
Hr JI1C, CLUA;
Bunyck cepii:
FAHCCceH
dapmMaueBTuK
aH.B.,
Benebris
207, KOHLUEPTA® Tabnetkn TOB "[>XOHCOH & Pocilicbka Brpo6HMLTBO cuA/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14199/01/02
NPOJIOHroBaHoi Aji no 36 [XoHCcoH" Pepepauis Hepo3schacosa Benebris 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
Mmr, o 28 a6o 30 Horo HaliMeHyBaHHs Ta/abo agpecu micus
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

TabneTok y dp1akoHi, no
1 dhnakoHy y KapTOHHIl
nauuj

NPOAYKTY:
AN3A
KopnopefiwH,
CLUA;
Brpo6HMLTBO
Hepo3cacosa
HOro
NPOAYKTY,
nepBuHHA Ta
BTOPVHHA
YNaKoBKM:
AHcceH-Cinar
MaHydekuypu
Hr JINC, CLUA;
Bunyck cepii:
fAHcceH
PapmaLeBTuK
aH.B.,
Benebris

NpoBa/PKeHHSA AiS/IbHOCTI BUpoBHUKa/imMnopTepa
rOTOBOrO MiKkapCbKOro 3acoby, BKIYaK4M
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnoBsigae
BMPOGHMK/IMNOPTEP, HE BK/THOYAKOYMN BUMYCK
cepiii) (3miHa agpecn BUPO6OHUKA)

208

KOHLUEPTA®

Tabnetkn
NPOSIOHroBaHoi Aii no 54
mr, no 28 a6o 30
TabneTtok y dp1akoHi, no
1 chnakoHy y KapTOHHil
nauuji

TOB "[I>KOHCOH &

JPKOHCOH"

Pociicbka
Pepepauis

Brpo6HMLTBO
Hepo3dacosa
HOro
NPoAYyKTY:
AN3A
KopnopefiH,
CLUA;
Brpo6HMLTBO
Hepo3dghacoBa
HOro
NPOAYKTY,
nepBuHHa Ta
BTOPUHHA
YyNaKoBKu:
Anccen-Cinar
MaHyhekuypu
Hr JIIC, CLUA;
Bunyck cepii:
FAHCCceH
dapmMaueBTuK
aH.B.,
Benebris

cuA/
Benbrig

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaoun
OinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPO/O SKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BUPOGHMK/iIMMOPTEp, HE BKIKOYAKOUM BUMYCK
cepiii) (3miHa agpecn BUPO6GHUKA)

3a
peyerimom

UA/14199/01/03

209

KOMAKCOH®-TEBA

PO34uH NS iH'eKLii, 20
mr/mnno 1 mny
nonepeaHL0
HanoBHEHOMY LINpUL;
no 1 wnpuuy B
KOHTYPHIlAi YapyHKOBIl

TeBa
dapmauesTikan
IHgacTpi3 /Ta,.

13painb

BMPOGHMLTBO
3a NOBHUM
umkiom: Tesa
dPapmaLeBTika
N lHpacTpi3
NTA., 13painb,

I13pains/ Benuka
Bputanis/
Higepnanaw/
YropumHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY Il TUny - 3MiHK Jo IHCTpyKuii gns
MeJMYHOro 3aCTOCYBaHHs 0 pO3AiNnis

"®apmakonoriyHi BnactueocTi", "OcobnnBoCTi

3acTocyBaHHs", "3acTocyBaHHA y nepiof
BariTHOCTi abo rogyBaHHa rpyaar”, "MobiyHi

3a
peyenmom

UA/6307/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep

n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

ynakoBLii; no 28 wnpuuis BUPOBHULTBO peaxuii”. BBeAeHHA 3MiH NpoTArom 3-x
Y KOHTYPHUX YapyHKOBMX 3a NoBHUM MicsaLiB nicnA 3aTBepAKeHHs
ynakoBKax y KapTOHHil LMKIOM:
KOpOo6Lj AVBEKC
PapmMacboThK
ans oK,
Benuka
BpuTaHis;
KOHTpOsb cepii
(noBHe
TeCTyBaHHS,
BK/THOHAI0UN HA
CTepUbHICTb
Ta
6akTepiasibHi
€HA0TOKCUHMU,
ane okpim
6ionoriyHoro
TEeCTyBaHHS):
dapmaxemi
B.B.,
HigepnaHau;
KOHTpO~b cepii
(Tinbkn
6ionoriuHe
TecTyBaHHs):
AT
®apmaueBTny
HWIA 3aBOA
TEBA,
YropuuHa;
KOHTpOb cepii
(Tinbkn
6ionoriuHe
TecTyBaHHs):
AT
®apmaueBTny
HWIA 3aBO4
TEBA,
YropuuHa;
KOHTpOb cepii
(Tinbkn
MiKpOG6iOnoriyH
e
TecTyBaHHs):
TeBa
PapmaueBTika
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
n lHpacTpi3
n1a., 13paine;
KOHTpOsb cepii
(aHaniTnyHe
TecTyBaHHA Ta
BUBYEHHSA
CTabinbHOCTI):
MnaHTekc
n1a., 13pains;
KOHTPONb cepil
(TinbKn
6ionoriuHe
TECTyBaHHS):
AGIK NT4.,
13pains;
KOHTPONb cepil
(aHaniTnyre
TecTyBaHHA Ta
BUBYEHHS
cTabinbHoCTI):
Asis Kemikan
IHaacTpi3
JNitg., 13painb
210 KOPBANTAB Tabnetku; no 10 TOB "®apma YkpaiHa TOB "®dapma YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiH1ix MaTepianis: 6e3 UA/1028/01/01
Tabnetok y 6nictepax; Crapt" Crapt" 3MiHu | TUNYy - 3MiHK Woao peuenma —
no 10 TabneTtok y 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy Ne 10, Ne
6nicTepi; no 2 Ta 10 (iHWi 3MiHW) - BHECEHHSA 3MiH [0 TEKCTY 20, 3a
6nicTepiB y nauui 3 MapKyBaHHS: BUTyYEHHS TEKCTY MapKyBaHHS peyernmom —
KapTOHY POCICLKOIO MOBOIO, 3 paHill 3aTBEPA)KEHOr0 Ne 100
YKPaiHCBKOI Ta POCIACHLKOI0 MOBamu, a Takox
BHECEHHS He3HAYHMX pefaKLiiHMX NpaBokK Ha
NepBUHHHIN Ta BTOPUHHIl ynakoBkax. BBegeHHs
3MiH NPOTAroM 6-Tu MicAUiB nics
3aTBEpPKEHHS. 3MiHM | TUnYy - 3MiHK Woa0
6e3nekn/edhekTVBHOCTI Ta papMakoHarisgy
(iHWi 3miHN) -
BHECEHHS 3MiH B IHCTPYKLiIO AN MegU4HOro
3acTocyBaHHs iHhopMaLii WoA0 KOHTaKTIB i3
nMTaHb Woao 6e3neku Ta NobivyHNX edoexTiB.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS.
211/ KOPCAP® H TabneTku, BKpUTI MAT "®apmak” YkpaiHa AkTasic /114, ManbTta/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/14291/01/01
NNiBKOBOK 060I0HKOIO, ManbTa,; Bonrapis 3MiHu | TMNY - 3MiHK 3 AKoCTi. FoToBMIA
no 160 mr/25 mr in bulk BankaHdapma nikapcbkuii 3aci6. CTabifibHICTb. 3MiHa Y
no 10 Kr y miLukax OynHuus AT, TepMiHax NpuaaTHoCTi abo yMoBax 36epiraHHs
Bonrapis rOTOBOrO NiKapCbKOro 3acoby (36iNbLUeHHS

TEepMiHy MPUAATHOCTI FOTOBOr0 NiKapCbKoro
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3aco6y) - [1na ToproBoi ynakoBku
(nigTBEPAXYETLCA AAHMMWN peanbHOro vacy) -
36i/bLUEeHHS TEPMIHY NPUAATHOCTI HA OCHOBI
AaHux cTabiNbHOCTI, 3aTBEpPIKEHO: 6 MicALB,
3anponoHoBaHo: 12 micauis. 3miHu | Tuny - 3miHn
3 AKocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapCbKoro 3acoby. 3MiHa napameTpis
cneundikauii Ta/abo JONYCTUMUX MEX FOTOBOTO
nikapcbkoro 3acoby (iHwi 3MiHN) - BBegeHHs
[onycTumoi Mexi y npoveci 36epiraHHs 3a n.
"CTiliKicTb Tab/1€TOK A0 PO34aB/IHOBaHHA",
3aTBEPKEHO: HA MOMEHT BUMYCKY He MeHLe 60
H, 3anponoHoBaHo: Ha MOMEHT BUMYCKY He
MeHLwe 60 H, y npoueci 36epiraHHs He MeHLwe 60
H. 3miHun | TNy - 3miHK 3 skocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3mipy cepii (BKIOUaouK gianasoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby (36ibLIeHHs
00 10 pasiB NOPIBHAHO i3 3aTBEPKEHUM
po3mipom) - 36inbLueHHs po3mipy cepii N3,
3arBepgxeHo: 80 mr/12,5 mr 100,000 TabneTok
(/18 kr rpaHynaTy) 2,000, 000 Tabnetok ( 360 kr
rpaHynAty) 160 mr/25 mr 100,000 TabneTok (36
Kr rpaHynATy) 1,000,000 Tabnetok (360 kr
rpaHynsaTy) 3anponoHosaHo: 80 mr/12,5 mr
100,000 TabneTtok (18 kr rpaHynaTy) 3,000, 000
Tabnetok ( 540 kr rpaHynaTy )160 mr/25 mr
100,000 Tabnetok (36 kr rpaHynATty) 1,500,000
Tabnetok (540 kr rpaHynsTy)

212

KOPCAP® H

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOIO,
80 mr/12,5 wmr in bulk no
10 Kr y Milwkax

MAT "®apmak”

YkpaiHa

AkTasic /114,,
ManebTa;
BankaHdapma
AynHuua AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHu | TMNY - 3MiHKW 3 sIKOCTi. FoTOBMIA
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax NpuaaTHoCTi abo yMoBax 36epiraHHs
rOTOBOrO JliKapCbKOro 3acoby (36iNbLUeHHS
TEepMiHy NpUAATHOCTI FOTOBOrO NiKapCbKoro
3aco6y) - [N ToproBoi ynakoBKu
(NiaTBEPAKYETLCA AAHUMU peasibHOro yacy) -
36inbLUEeHHS TeEPMiHY NPUAATHOCTI HA OCHOBI
[aHnx cTabinbHOCTI, 3aTBEpAXeHO: 6 Micauis,
3anponoHoBaHo: 12 micAuis. 3MiHM | TUNY - 3MiHK
3 AKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa napameTpiB
cneuudgikauii Ta/abo AONYCTUMUX MEX FOTOBOr0
Nikapcbkoro 3acoby (iHwi 3miHn) - BBeAeHHs
[onycTUMOT Mexi y npoueci 36epiraHHsA 3a n.
"CTilikicTb Tab/1eTOoK A0 po3aaB/oBaHHS",
3aTBEpPA)KEHO: Ha MOMEHT BUMYCKY He MeHLue 60

UA/14291/01/02
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

H, 3anponoHoBaHo: Ha MOMEHT BUMYCKY He
MeHLwe 60 H, y npoueci 36epiraHHs He MmeHLwe 60
H. 3minHu | TNy - 3miHK 3 skocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3mipy cepii (BKIOUaouK gianasoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby (36iMbLIeHHSs
00 10 pasiB NOPIBHAHO i3 3aTBEPKEHUM
po3mipom) - 36inblUeHHs po3mipy cepii N3,
3arBepaxeHo: 80 mr/12,5 mr 100,000 TabneTok
(/18 kr rpaHynaTy) 2,000, 000 Tabnetok ( 360 kr
rpaHynAty) 160 mr/25 mr 100,000 TabneTok (36
Kr rpaHynATy) 1,000,000 Tabnetok (360 kr
rpaHynsTy) 3anponoHosaHo: 80 mr/12,5 mr
100,000 TabneTok (18 kr rpaHynaTy) 3,000, 000
Tabnetok ( 540 kr rpaHynaty )160 mr/25 mr
100,000 Tabnetok (36 kr rpaHynATty) 1,500,000
Tabnetok (540 Kkr rpaHynsTy)

213

KOPCAP® H

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOIO,
no 160 mr/12,5 mr in
bulk no 10 kr y Milwkax

MAT "®apmak”

YkpaiHa

AkTasic /114,,
ManebTa;
BankaHdapma
AynHuua AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH [0 peecTpauiiLHUAHNX
mMartepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkumit 3aci6. KOHTPOIb rOTOBOrO
nikapcbkoro 3acoby. 3mMiHa napameTpis
cneuudgikauii Ta/abo AONYCTUMUX MEX FOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHW) -BBEAEHHS
[0nycTUMOT Mexi y npoueci 36epiraHHsA 3a n.
"CTilikicTb Tab1eTOK 40 po3aaB/oBaHHS",
3aTBEPKEHO: HA MOMEHT BUMYCKY HE MEHLLE
60H, 3anponoHOBaHO: Ha MOMEHT BUMYCKY He
MeHLwe 60H, y npoueci 36epiraHHs He MeHLue 60
H. 3miHun | Tuny - 3miHK 3 skocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3mipy cepii (BKIOYaouK gianasoH po3mipy
cepii) roToBOro Nikapcbkoro 3acoby (36iNbLUeHHs
00 10 pasiB NOPIBHAHO i3 3aTBEPKEHUM
po3Mipom) - 36inbLUeHHA po3mipy cepii 13,
3aTBepakeHo: 160 mr/12,5 mr 100,000 TabneTok
(36 kr rpaHyniATy); 1,000,000 TabneTok (360 kr
rpaHynsTy); 3anponoHoBaHo: 160 mr/12,5 mr
100,000 TabneTok (36 kr rpaHynaTy); 1,500,000
Tabnetok (540 kr rpaHynsaTy). 3miHu | Tuny -
3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax NnpuaaTHOCTI
abo ymoBax 36epiraHHsA roToBOro /liKkapCbKoro
3aco6y (36iNbLUEeHHA TEPMiHY NPUAATHOCTI
rOTOBOrO JiKapCbKOro 3acoby) - /19 Toprosoi
ynakoBKn (MigTBEPMKYETLCA AAaHUMU PeasibHOro
yacy) - 36inbLUEeHO TEPMIH NPUAATHOCTI Ha
OCHOBI laHUX CcTabiNbHOCTI, 3aTBEPAKEHO: 6

UA/14290/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MicsiLiB, 3anponoHoOBaHO: 12 Micauis.
214/ KOPCAP® H TabneTku, BKpUTI MAT "®apmak” Ykpaina AxTasic /174, ManbTa/ BHECEHHS 3MiH [0 peecTpaLiiLHUAHNX - UA/14290/01/02
NAiBKOBOK 000I0HKOHO, MaibTa; Bonrapis mMartepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI.
no 320 mr/25 wmr in bulk BankaHdapma [oTOBWIA Nikapcbkuii 3aci6. KOHTposib roTOBOrO
no 10 Kr y Milkax [ynHunus AT, nikapcbkoro 3acoby. 3MiHa napameTpis
Bonrapis cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOT0
nNiKkapcbKkoro 3acoby (iHLi 3MiHW) -BBEAEHHS
[0nycTUMOT Mexi y npoueci 36epiraHHs 3a n.
"CTilikicTb TabneTok A0 po3aaBnioBaHHS",
3aTBEPKEHO: HA MOMEHT BUMYCKY HE MEHLUe
60H, 3anponoHoBaHo: Ha MOMEHT BUMYCKY He
MeHLLe 60H, y npoueci 36epiraHHsi He MeHLue 60
H. 3MiHun | TUny - 3miHK 3 skocTi. FoToBWIA
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax NpuaaTHoCTi abo yMoBax 36epiraHHs
rOTOBOrO JliKapCbKOro 3acoby (36iNbLUeHHS
TEepMiHy NpUAATHOCTI FOTOBOrO NiKapCbKoro
3aco6y) - [N TOproBoi ynakoBKu
(NiaTBEPAKYETLCA AAHUMU peasibHOro yacy) -
36inbLIEHO TEPMIH NPUAATHOCTI Ha OCHOBI AAHNX
CTabiNbHOCTI, 3aTBEpPAKEHO: 6 MicALiB,
3anponoHOBaHO: 12 MicALB.
215/ KOPCAP® H TabneTkn, BKPUTI MAT "dapmak” Ykpaina NAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/14294/01/01
NNiBKOBOK 000I0HKOH, "Papmack’, 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peyenmom
no 160 mr/12,5 mr Ne 30 YkpaiHa Ta/abo foNyCTUMUX MEX rOTOBOrO NikapCcbKoro
(10x3) Ne 60 (10x6) y (chbacyBaHHsi 3aco6by - BBEAEHHS JOMYCTUMOI MeXi y NpoLeci
6nictepax Ta nakyBaHHsi 36epiraHHA 3a n. "CTilikicTb TabneTok fo
3 chopmu in po3aasnioBaHHA"; 3MiHW | TUNY - 3MiHa po3Mipy
bulk dhipm- cepii (BKIOYaKOUM AianasoH po3mipy cepir)
BMPOGHMKIB roTOBOrO JlikapCbKoro 3acoby (36inbLueHHs Ao 10
AxTasic NlT[,., pasiB NOPIBHAHO i3 3aTBEPAXEHUM PO3MIPOM) -
ManbTa abo 36i/IbLLUEHHST PO3MIipY Cepii FOTOBOrO /1iKapCbKOro
BankaHtapma 3acoby
AynHunua AT,
Bonrapisi)
216/ KOPCAP® H TabneTku, BKpUTI MAT "®dapmak” YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14293/01/01
NNiBKOBOK 060/1I0HKOHO, "®apmack’, 3MiHM | TUNy - 3mMiHa napameTpiB cneyudikawii peyenmom
no 80 mr/12,5 mr Ne 30 YkpaiHa Ta/abo [oMyCTUMUX MeX roTOBOro MiKapCbKoro
(10x3) Ne 60 (10x6) y (chbacyBaHHs 3acoby; 3MiHK | Tuny - 3MiHa po3mipy cepii
6nicTepax Ta nakyBaHHs (BKtOYAKOUM fiana3oH po3mipy cepii) roToBoro
3 chopmu in nikapcbKoro 3acoby (36inbweHHsA go 10 pasis
bulk dipm- NOPIBHAHO i3 3aTBEPYKEHUM PO3MIPOM) -
BMPOGHUKIB 36i/IbLLIEHHST PO3MIpY Cepii FOTOBOrO JiKapCbKOro
AxTasic NlTg., 3acoby; 3anponoHoBaHo: 100,000 TabneTok (18
ManbTa abo Kr rpanynaTty); 3,000,000 TabneTok (540 kr
BankaHtapma rpaHynsaTy)

AynHuus AT,
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Bonrapis)
217 KOPCAP® H TabneTku, BKpUTI MAT "®apmak” Ykpaina NAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/14293/01/02
NAiBKOBOK 000I0HKOHO, "Papmak”, 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peyenmom
no 160 mr/25 mr mr Ne Ykpaina Ta/abo foNyCTUMUX MEX rOTOBOrO NiKapCbKoro
30 (10x3) Ne 60 (10x6) y (chacyBaHHs 3aco6y; 3MiHW | TUny - 3MiHa po3mipy cepii
6nictepax Ta nakyBaHHs (BKKOYaKOUM gianas3oH po3Mipy cepil) rotoBoro
3 hopmu in nikapcbKoro 3acoby (36inbLeHHs go 10 pasis
bulk chipm- NOPIBHSHO i3 3aTBEPAXXEHNUM PO3MIPOM) -
BMPOGHWKIB 36ibLUEHHSA PO3MIipYy Cepii FOTOBOr0 NiKapCbKoro
AkTasic N114,., 3aco6by; 3anponoHoBaHo: 100,000 TabneTtok (36
ManbTa abo Kr rpaHynsaTy); 1,500,000 Tabnetok (540 kr
BankaHdapma rpaHynATy)
AynHunua AT,
Bonrapis)
218! KCATAKOM Kpansi O4Hi, po34nH Nno Mcpaiizep IHK. CWA Mdpaiizep Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/2724/01/01
25mvny MeHtocbekuyp 3MiHU | TUny - 3MiHK LWoAo peyenmom
nonieTuneHoBoMy WHr Benbris 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
hnakoHi; no 1 dpnakony HB BBefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHKX
B KapTOHHiii Kopo6Lii; no npo cuctemy thapmakoHarnsagy (sefeHHs
25mny y3arasibHeHUX JaHvx npo cuctemy
nonieTuneHoBoMy chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT 0cobu,
dnakoHi; no 1 chnakoHy BiNOBIAabHOT 3a 34iICHEHHS hapmakoHarnsgy;
B KApPTOHHIli KOpo6L,i; no KOHTaKTHOT 0CO6U 3 chapmMakoHarnsay 3asiBHuUKa
3 KapTOHHI KOPOOKKM Y [ANA 3ajicHeHHs dhapMakoHarnsay B YkpaiHi,
KapPTOHHI Kopo6Lli AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOT 32 3AiICHEHHS hapmakoHarnsay
(BKNKHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
po3MilLeHHi MacTep-chaiina cuctemm
hapmakoHarnagy) - Aitoua pegakuis:
yNoBHOBaXeHa ocoba 3 hapmakoHarnsgy: Mapis
pauisa XXypno/Maria Grazia Zurlo. MponoHoBaHa
pefakuisi: ynoBHOBaxeHa ocoba 3
thapmakoHarnagy ®paHcyasa Ayma-Cinnan/
Francoise Dumas-Sillan; ynoBHoBaxeHa ocoba
3as1BHMKa, BiANOBiAa/IbHA 3a hapmakoHarnsg Ha
perioHasIbHOMY piBHI: TaTbsHa
Mpoxoposa/Tatyana Prokhorova
219] KCANATAH® Kpani O4Hi, po34H Mdpaiizep IHk. CLA Mdpaiizep Benebris BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiaslis: 3a UA/11617/01/01
0,005 % no 2,5 mny MeHtodhekuyp 3MiHK | TUNYy - 3MiHK WoA0 peyenmom
nonieTuneHosomy nHr benbris 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
donakoHi; no 1 donakoHy HB BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX

B KapTOHHI kopobuj; no
25mny
nonieTuneHoBoMy
hnakoHi; no 1 dpnakoHy
B KapTOHHiii Kopo6Lii; no
3 KapTOHHi KOPOGKN,

npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHKX NPo cUCTeMyY
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34iliCHEHHA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHUKa
0151 30JCHEHHSA hapmakoHarnsay B YkpaiHi,
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ynakoBaHi pa3om y AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXEHOI 0cobu,
KapTOHHY KOPOGKy; Mo BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
25mny (BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
nonieTuneHoBoMy pO3MiLLLeHHI MacTep-thaiina cuctemu
donakoHi; no 3 chnakoHm thapmakoHarnagy) - [irova pegakuis:
B KapTOHHI kopobuj yNoBHOBaXeHa ocoba 3 hapmakoHarnsagy: Mapis
pauisa XXypno/Maria Grazia Zurlo. MponoHoBaHa
pefakuisi: ynoBHOBaxeHa ocoba 3
hapmakoHarnsgy ®paHcyasa [lyma-Cinnan/
Francoise Dumas-Sillan; ynoBHoBaxeHa ocoba
3asBHVIKa, BignosiganbHa 3a hapmakoHarnsg, Ha
perioHasibHOMY piBHi: TaTbsiHa
Mpoxoposa/Tatyana Prokhorova
220/ KCAJKOPI Kancynu no 200 wmr, no Mdpaizep Eiu. Ci. CLWA Mdpaiizep HimeuunHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/14081/01/01
60 kancyn y dpnakoHax; Mi. KopnopeWiwH MeHtodhekuyp 3MiHM | TURY - 3MiHa y MeToAax BUNpobyBaHHS peyenmom
no 10 kancyn y 6nictepi; WHr [loitunens A®| abo BMXiAHOTO MaTepiany/MpoMiKHOro
no 1 a6o no 6 6nictepis 6X npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
Y KapTOHHIli kopobui; no npoteci Bupo6HuuTea A®I - 3amiHa BEPX
60 kancyn y dpnakoHax; meTogy TM-0865A BrU3HAUYeHHs AOMiLLKu PF-
no 10 kancyn y 6nictepi; 04194274 y PF-02341066 (A®| Kpn30THHIO) Ha
no 1 a6o no 6 6nictepis BEPX-Y® metogom TM-1952A; 3miHu | Tuny -
Y KapTOHHiIli kopobLi 3MiHa y meTogax BunpobysaHHA AdP| abo
BMXifHOro martepiany/npomMixxHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea APl - HezHayHa 3MiHa
aHaiTUYHOT METOAMKN BUSHAYEHHS pO3Moainy
4acToK 3a po3MipomM y Adl
221 KCANKOPI Kancynm no 250 mr, no Mdpatizep Eitu. Ci. CLWA Mdpaiizep HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/14081/01/02
60 kancyn y dpniakoHax; Mi. KopnopeiiwH MeHtohekuyp 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS peyenmom
no 10 kancyn y 6nicTepi; WHr [loiiunens A®| abo BMXigHOrO MaTtepiany/npomixXHOro
no 1 a6o no 6 6nictepis 6X NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCSA Y
Y KapTOHHiIlA Kopobui; no npoueci BupobHuutea A®I - 3amiHa BEPX
60 kancyn y dpnakoHax; MeTogy TM-0865A BU3HaYeHHsS LOMiLKu PF-
no 10 kancyn y 6nictepi; 04194274 y PF-02341066 (A®| Kpn30TKHIG) Ha
no 1 a6o no 6 6nictepis BEPX-Y® metogom TM-1952A; 3miHu | Tuny -
Y KapTOHHiIli kopoobLi 3MiHa y MeTogax BunpobyBaHHsa AdD| abo
BUXifHOro Matepiany/npomMixxHOro
NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoveci BUpobHuUTBa A®| - HE3HaYHa 3MiHa
aHaNiTUYHOI METOANKN BU3HAYEHHS po3noginy
4acToK 3a po3mipom y Ad|
222! KCEPO®OPM NopoLLoK (cybcTaHuist) y [epxaBHe YkpaiHa [epxaBHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/1419/01/01
KOHTelHepax MignpuemcTeo Nignpuemctso 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS
nonieTuneHoBmx s "3aBog, XiMiYHNX "3aBog, A®| abo BMXigHOTO MaTepiany/npomMiKHOTO
hapmaLeBTUYHOIO peakTuBiB" XiMiYHMX npoAaykTy/peareHTy, WO BUKOPUCTOBYETLCA Y
3aCcTOCyBaHHA HaykoBo- peakTusiB" npoteci BupobHuuTea AP®| (He3HauHI 3MiHK Y

TEXHO/I0TYHOro

Haykoso-

3aTBEepAKEHNX METoax BUNPOOYBaHHS).
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOMMekcy TEeXHOOoriYyHor BBeAeHHA 3MiH NpoTArom 3-x MicAuis nicnsa
"IHCTUTYT 0 KOMMNIEKCY 3aTBepMKEeHHA
MOHOKpUCTasiB" "IHCTUTYT
HaujioHanbHoi MOHOKpUcTani
akagemii Hayk B"
Ykpainn" HauioHanbHoi
akaziemii Hayk
YKpainun"
223! NNAKTYNO3A cupon, 670 mr/mn, no MpAT "TexHonor" YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 6e3 UA/14411/01/01
100 mn a6o no 200 mn B "TexHonor" 3MiHu | TMNY - 3MiHKW 3 sIKOCTi. ToTOBMIA peuyenma
6aHuj; no 1 6aHLi pasom (dbacyBaHHs i3 nikapcbkuii 3aci6. Cuctema
3 MipHM CTakaH4MKOM Y dhopmu in bulk KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHa y
nauui 3 KapToHy hipmu- NepBUHHIlA yNakoBLji rOTOBOrO JlikapCbKOro
BMPOOHMKA 3acoby (Tvn KoHTelHepa abo AofaBaHHSA HOBOMO
®peseHiyc KOHTeliHepa) - TBepAj, M'ski Ta HeCTepubHI piaki
Kab6i AscTpis nikapcbki chopmun CynyTHA 3MiHa - 3MiHW 3 AKOCTI.
rvBX, [oToBWMIA Nikapcbkmii 3aci6. Cuctema
ABCTpist) KOHTeliHep/3aKynoptoBasnbHuii 3aci6. 3MiHa
pPO3Mipy ynakoBKv roTOBOro MikapCbKoro 3acoby
(3miHa macu/o6'eMy BMICTY KOHTelHepa
6araTo,030B0ro /likapCbKoro 3acoby ans
HenapeHTepasibHOro 3acTocyBaHHsA (abo
0/iHO030BOr0, YaCTKOBOTO BUKOPUCTaHHS))
(BBEAEHHA A0AaTKOBOI ynakoBku no 100 mn B
6aHLUi; no 1 6aHLi pa3oM 3 MipHUM CTakaH4YMKOM
y nayi 3 KapToHy, 6€3 3MiHWN NepPBUHHOIO
nakyBaslbHOrO MaTepiany, 3 BignoBigHVMu
3MiHamu A0 po3ainy "Ynakoska" Ta n. «O6’em
BMICTY ynakoBku» y cneundikavii/meTogax
KOHTPOJIH0 SKOCTI)
224, NAMIBY AUH TabneTku, BKpUTI AypobiHao ®apma IHAjis Aypo6iHao IHAisa BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 3a UA/4964/01/01
060/10HKO10, Mo 150 mr Nimiteq dapma 3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 60 TabneTok y NimiTep - FOHIT HalilMeHyBaHHs Ta/abo agpecu Micus
KOHTelHepi 3 1] NpoBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
KPULLIEYKOIO Ta 3 rOTOBOIO J1iKapCbKOro 3acoby, BK/IoUaoun
KOHTPO/IEM MepLIoro AinbHULI BUNYyCKy cepii abo MicLie NpoBeAeHHS
pPO3KpUTTS; no 1 KOHTPOIO AKOCTI. (AisANbHICTb, 3a Ky BiAnoBigae
KOHTeliHepy B nauuj 3 BUPOGHMK/IMNOPTEP, BK/IOUAKYMN BUMYCK CEpiif)
KapTOoHY (3MiHa HaliMeHyBaHHS Ta MiCLe3HaX04KeHHS
BMPO6HUKa, 6e3 3MiHW MicLs BUPOBHULITBA)
(TepMiH BBeA,E€HHS 3MiH NPOTArom 6-Tn
MicAILiB nicnsa 3aTBepAXeHHs)
225, NAMIBYAUH TabneTku, BKpUTI AypobiHgo ®apma IHAjs Aypo6iHao IHAiA BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 3a UA/4964/01/01
060/10HKO0, No 150 Mr Nimiteq dapma 3MiHM | TUMy - 3MiHW [0 IHCTPYKUiT Ans peyenmom
no 60 TabneTok y NimiTep - FOHIT MeAMYHOro 3aCTOCYBaHHSA Y po3ainu:

KOHTEliHepi 3
KPULLEYKOO Ta 3

"®apmakonoriyHi BnactusocTi", "B3aemogis 3
iHLUMMK NiKapCbK1MMK 3acobamu Ta iHLWi BUan
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTPO/S1EeM NepLLoro B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
pPO3KpUTTS; No 1 "3acTocyBaHHA y nepiog BariTHOCTi abo
KOHTelHepy B nauuj 3 rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHsA Ta
KapToHY nosun”, "Oitn", "MepenosysaHHs", "MoGIYHI
peakuii" 3rigHo 3 iHhopmaLielo Woa0 MeguyHoro
3aCTOCyBaHHA pethepeHTHOro NikapCbKoro
3acoby (EMIBIP™, TabneTtku, BKPUTI 060/TI0HKOHO,
150 mr). BBegeHHsA 3MiH NpoTArom 6-tm
MicsLiB nicnsa 3aTBepAKeHHs
226! NAMI®EH Tabnetky no 250 mr, no MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6136/01/01
7 Tabnetok y 6nictepi, "®ITOPAPM" "®ITOPAPM" 3MiHu Il Tyny - BBEAEHHSA HOBOTO BYPOGHMKa peyenmom
no 1 a6o 2, a6o 4 Aito4oi peyvoBrHK (TepbiHadiHy rigpoxnopuay)
6nictepy y naui 3
KapToHY
227! NAH30NTON Kancynu KPKA, a.4., Hoso CnoBeHis KPKA, a.4., CnoseHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8874/01/01
KMLUKOBOPO34MHHI TBEPAi MecTo Hoso mecTo 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS peyenmom
no 30 mr Ne 14 (7x2) y roTOBOrO /liKapCbKOro 3acoby - He3HauHa 3MiHa y
6nictepax 3aTBEPMKEHNX METOAaX BUNPOGYBaHHS T.
"CynpoBigHi AOMILLKL" - BiNbLL TOYHUIE ONUC
aHasTITUYHOT MeToAMKK; T. "KiflbKiCHE BU3HAUYEHHSI
Ta CynpoBigHi AOMILLKN" - 3MiHW NPUTOTYBaHHS
BMNPOGYBaHOr0 PO34nHY, BBEAEHHS B
po3paxyHKoBY dhopMy/1y KoedilieHTa Kopekuil
228! NAHOTAH® T Kpanni o4Hi, po34nH no MAT "®dapmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14936/01/01
2,5 MmNy dnakoHi Ne 1 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS peyenmom
roTOBOrO JlikapcbKoro 3acoby (HesHauHa 3miHa y
3aTBEpPAKEHUX METOAAax BUNPo6yBaHHS)
229 NAP®IKC TabneTku, BKpUTI KYCYM IHAjs Kycym IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/12330/01/02
060/10HKOI0, N0 8 Mr Mo XENTXKEP MBT Xentxkep MBT 3MmiHu | TMNY - 3MiHKW 3 SKOCTi. FoToBUIA peyenmom
10 TabneTok y 6nicTepi, nTa ntp, nikapcbkuii 3aci6. CTabinbHicTb. 3miHa y
no 3 a6o 10 6nictepis y TepMiHax NpuaaTHoCTi abo ymoBax 36epiraHHsA
KapTOHHI KopooLi rOTOBOrO JliKapCbKOro 3acoby (36iNbLUEHHS
TepMiHy NpuAaTHOCTI FOTOBOro NiKapcbKoro
3acoby) - A TOproBoi ynakoBkn
(NigTBEPAXKYETLCA AaHUMK PeasibHOro Yacy)
(36iNbLLEHHSA TepMiHY NPUAATHOCTI JliKapCbKOro
3aco6y (3 2-x go 3-x pokiB) (TepmiH BBEAEHHS
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHSA)
230, NNEBAMI3O/- Tabnetkn no 150 mr, no ToBapucTso 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/6389/01/01
340POB'A 1 TabneTuj y 6nicTepi, 06MexeHo BMPOGHMLITBA, 3MmiHu | TMRY - 3MiHKW 3 AKOCTi. FoToBUIA peyenma
no 1 6nictepy y BiANOBIAA/ILHICTIO KOHTPONb nikapcbkuii 3aci6. KOHTPOb roToBOro
KapTOHHI KOpo6Lii "papmMaLeBTNYHa AKOCTI, BUNYCK nikapcbkoro 3acoby. 3MiHa napameTpis
KOMnaHis cepii: cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOT0
"3popos'sa" ToBapucTBo 3 niKkapcbKoro 3acoby (iHwi 3MiHM). 3MiHM 3 AKOCTI.
06MexeHo [oTOBWIA Nikapcbkumit 3aci6. KOHTPOIb rOTOBOrO
BignoBsiganbHi NiKapcbKoro 3acoby. 3miHa y MeTofax
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
cTHo BMNPOBYBaHHSA rOTOBOrO JIiKAPCLKOro 3acoby
"®apmavesTu (iHwWwi 3miHM y MeTogax BunpobyBaHb
YyHa KOMMaHis (BKNHOUAKOUM 3aMiHy ab0 JOMOBHEHHS)). 3MiHa y
"3p0pos'a”, MeToAax BUNPO6YyBaHHSA rOTOBOTO J1iKapCbKOro
YKpaiHa; 3acoby: - n. «Mikpo6iosioriyHa uncToTa»
BCi cTagii npusegeHo Ao sumor AdY; - n. "Po34nHeHHA"
BUPOGHMLITBA, npvBeAeHO KpUTepii NPUAHATHOCTI 4,0 BUMOT
KOHTPONb MoHorpadii USP Levamisole Hydrochloride
AKOCTI: tablrts ( He meHwe 75% (Q) 3a 45 xB.,
ToBapucTBo 3 3anponoHoBaHo: He MeHLue 80% (Q) 3a 45 xB.); -
06MexeHo n. " O4HOPIAHICTb [030BaHNX OAMHULL"
BignoBiAa/bHI (A®Y,2.9.40) - pepakuiiHoO YTOYHEHO MeXi
CTIo NPUAHATHOCTI
"®APMEKC BBE/IEHO NOCUNIaHHA Ha fitoye BugaHHsa Y 3a
reyn., n. "KinbkicHe Bu3HauyeHHs" ," CepegHsa maca”,
YKpaiHa "OHOPIAHICTb A030BAHUX OAVNHULL",

"Po3unHeHHs”, "Onwuc", "laeHTudikauia”,
"Po3nagaHHs", "CTupaHHicTb". 3miHu | Tvny -
3MiHu 3 aKocTi. CepTudikaT BignosigHOCTI/IE-

cepTudikaT BignoBigHOCTI €Bponenchkiii

thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60

BWYYEHHS cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gna A®l; ans

BUXIAHOrO MaTepiany/peareHTy/npoMiKHOro

NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBGHULTBI
A®I; ons 4ONOMIXKHOT pevoBuUHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
HoBwuii cepTuddikat Bif BXe 3aTBEPAXEHOT0
BMPO6HUMKa. CynyTHS 3MiHa. - 3MiHW 3 AKOCTI.

A®I. KoHTposib AdL. 3miHa y napameTpax

crneundikauiii Ta/abo 4oNyCTUMUX MEX,

BM3HAYeHUX y cneundikauisix Ha Adl, abo

BUXiHUIA/NPOMIDXHWIA NpoAYKT/pearexT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuytea Ad|
(momoBHeHHS cneuudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta Bi4NOBIAHNM METOAO0M BUNPOGYBaHHS)
- MopaxHs Hosoro CEP Bif 3aTBEpAKEHOro
BMpo6HUKa A®I JleBomizony rigpoxnopuay 3i
3MiHOI0 Ha3BW BUPOOHMKA Ta AOMOBHEHHS
cneumdikaLii HOBUM NoKasHUKOM" 3asmiukosa
KiNIbKICTb OpraHiyHMX PO34MHHMKIB" (aLEeTOH He
6inblwe 0,5%), CEP R1-CEP1998 — 095 — Rev
01 SHAANXI HANJIANG PHARMACEUTICAL

GROUP CO., LTD. 3MiHu | Tuny - 3MiHM 3 SKOCTI.

CepTtudikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI E€BpONenchbkili
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

thapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo €Bponeicbkol
thapmakonei, abo iHLIOT HalioHas/IbHOT
thapmakonei gepxasu €C (3miHa 'y
cneumdikauisix, noB'a3aHa 3i 3MiHamu B JdY,
abo €ponelicbkiil papmakonei, abo iHLLiA
HaujioHanbHili hapmakonei gepxasu €C).
CynyTHS 3miHa. 3MiHu 3 sKocTi. A®l. KoHTponb
A®l. 3miHa y meTogax BunpobysaHHA APl abo
BMXifHOro marepiany/npomMixHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuUTBa AP (iHLWIi 3MiHK Y MeToAax
BMNPOGYBaHHSA (BK/IHOYatoun 3amiHy abo
[0NoBHEHHS) AdD| abo BUXiZHOro/NpoOMKHOIO
npoaykty) - MpuBeneHHs cneunikayii Ta
MeTOZiB KOHTPOO AKOCTi Ail040i PEYOBUH Y
BiANOBIAHICTb A0 BMOr EP 3a nokasHukamu
«Mikpob6iosnoriyHa unctota», «CTOPOHHI
OOMILLKV»; BUTYY€EHO M. "Baxki meTann". 3minu |
TUny - 3miHK 3 skocTi. CepTudiikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponelicbkili hapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BigNoBigHICTL A0 MOHOrpadii 4PY abo
€sponelicbkoi hapmakonei, abo iHwoi
HaujioHanbHOI dhapmakonei gepxasu €C (3miHa 'y
cneumaikauisx, nos'a3aHa 3i 3amiHamy B Y,
abo €sponeiicbkiin hapmakonei, abo iHLWi
HaujioHanbHili hapmakonei gepxasu €C).
CynyTHS 3MiHa. 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXKHMX
peyoByVH. 3MiHa y MeToAax BUNpPo6yBaHHSA
[L0MOMDKHOT PEYOBMHU (HE3HAUHI 3MiHW Y
3aTBEPMKEHNX MeToAax BUNpobyBaHb) -
npuBefeHHs cneuudikauii Ta MeToAiB KOHTPOSIO
SAKOCTi JONOMIDKHOI PeYOBUMH Y BiANOBIAHICTb 40
Bumor EP: - kpoxmasib KyKypya3sHUii
n."laeHTudikayis”, "CTOpoHHI AoMiLkn",
"Mikpob6ionoriyHa ymcToTta" - NoBIAOH M.
"laeHTudpikayis” , "MypatwmHa kucnota” ,
"Momiwka A", "Oomiwka B" "MikpobionoriyHa
yucToTa"; BUNy4YeHo n. "Baxki MeTasin" - kucnota
cTeapuHoBa n. "KinbKicHe BU3HaYeHHs",
"MikpobionoriyHa unctoTta"; 3miHu | TMny - 3MiHK
3 AkocTi. CepTudpikat BignosigHocTi/ITE-
cepTudikaT BifgnoBigHOCTI €EBponenchbkii
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

thapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo €Bponeicbkol
thapmakonei, abo iHLIOT HalioHas/IbHOT
thapmakonei gepxasu €C (3miHa 'y
cneumdikauisix, NoB'A3aHa 3i 3aMiHOK BUMOT
MoHorpadii dY abo iHLWOT HalioHaIbHOT
thapmakonei gepxasu €C Ha BUMOTU
MoHorpadii EBponeiicbkoi hapmakoner).
CynyTHS 3MiHa. 3MiHKM 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXKHMX
peyoByuH. 3mMiHa y meToAax BUNPoGyBaHHSA
[L0MOMDKHOT PEYOBMHU (HE3HAUHI 3MIHW Y
3aTBEPMKEHNX MeTogax BUNpobyBaHb) -
He3HauHi 3MiHN y 3aTBepKeHNX MeTofax
BUNPo6yBaHb AOMNOMIKHOT PEYOBUHN: - KUCNO0Ta
cTeapuHoBa n. "KiflbKicHe BU3HaYeHHs",
"MikpobionoriyHa unctora” - 17akTo3u MOHorigpaT
n. "Po3unHHicTL", "laeHTudikauis"”, "Mposopicts",
"KonboposicTb", "ONnTu4YHa ryctuHa",
"MikpobionoriyHa unctora”, gogaHo n."HacunHa
ryctuHa", "Po3mip yacTok", BU1y4eHo n. "Baxki
meTanu". 3miHn | Tuny - 3MiHK 3 aKocTi. FoToBWMiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHKii 3aci6. 3MiHa
nocTavyasnbHviKa nakyBabHVUX martepianis abo
KOMMNIEKTYOUMX (SIKLLO 3a3HAYEHO B [JOChE)
(3amiHa abo fofiaBaHHA NocTavyasibHUKA).
[opasaHHA noctavanbHuka AT " TexHonoris"
YkpaiHa, TOB " AnTpeiig", YkpaiHa o
3aTBEPXEHNX NMOCTAa4YaIbHMKA NEPBUHHOIO
nakyBaHHs (chonbru antomiHiesoi) BAT "Pycan
Casnan ", Pocilicbka ®efepauis
-3MiHu | TUny - 3MiHK 3 sAkoCTi. FOTOBWMA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBanbHuii 3aci6. 3MiHa
napameTpiB cneuudgikauii Ta/abo AonycTuMmx
MEX NePBNHHOT YNakoBKN FOTOBOTO NiKapCbKOro
3aco6y (iHwi 3MiHK). CynyTHS 3MiHa
- 3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
Cuctema KOHTeHep/3aKynoproBasibHUIA 3aci6.
3MiHa y MeTofax BUNPoOyBaHHA NEPBUHHOI
yNaKkoBKW rOTOBOrO /iKapCbKoro 3acoby (iHwi
3MiHM y MeToAax BUNpobyBaHb (BKIHOYakoun
3amiHy abo gofaBaHHs)). OHOB/EHHS p. 3.2.P.7
CucTema ynakoBKu: - M/liBka NONiBiHINX10puaHa
3a n. "Mikpo6ionoriyHa unctota” - posibra
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n/n 3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

nocsi0o4YeHHs

231} NEBO®/TIOKCALINH-

antoMiHieBa 3a M. "30BHiLUHIl BUrNag”,
"Mikpob6ionoriyHa unctora"; BUIy4eHo n.
"npaBuna npuinomy”. 3mMiHu | Tuny - 3MiHn 3
siKocCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro MikapcbKoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS rOTOBOrO JliKapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX METoAaxX
BMNPOOYBaHHsA) - He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX BUNPOBYBaHHS: M.
"KinbkicHe BU3HAYEHHS" - 3MiHW Y pO3paxyHKOBIl
dopmyni. n. "CynpoBsigHi AOMILLKN" - YTOYHEHHS Y
MeTodax BUNPOOYBaHHSA. 3MiHuM | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMPO6HUKa/iMnopTepa roToBoro /likapcbkoro
3aco0by, BKIYa4mM AinbHUL BUNYycky cepii abo
MiCLie NpoBeAEHHS KOHTPOTIO AKOCTI.
(misnbHiCTb, 3a Ky BignoBigae
BUPOGHMK/IMNOPTEpP, He BK/IOYa4M BUMYCK
cepii) - 3miHa agpecun micLa NpoBaMKeHHs
AisnbHOCTI BUpo6bHuka 13 y 3B’A3Ky 3i 3MiHOO
MOLITOBOTO iHAEKCY, 3aTBepAKeHO: TOBapMCTBO 3
obmexeHoto BignosiganbHicTio "PAPMEKC
FPYM" Ykpaina, 08300, KniBcbka 06/1., M.
Bopucnine, Byn. LeByeHka, 6ya.100,
3anponoHOBaHO: TOBapUCTBO 3 OOMEXEHO0
BignosiganbHicTb "®APMEKC IMPYT" YkpaiHa,
08301, KviBcbka 0611., M. Bopucnine, By.
LLleByeHka, 6ya. 100

TEBA

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOIO,
no 250 mr no 5 TabneTok
y 6nicTepi, no 2
6nicTepy B KApTOHHIiA
Kopoo6Li

AT AkTtasic 'pyn

Icnanpis

AkTasic T4

MasibTa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHM | TUny - 3MiHa napameTpiB cneyudikawii
Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCbKoro
3ac00y - BHECEHHS 3MiH A0 cneuudikauii B
MeToAax KOHTPOJIH0 SKOCTI NiKapCbKoro 3acooby,
30Kpema: BHECEHHS pefaKLiiiHUX NpaBoK Ta
npuBeAeHHs y BiANOBIAHICTb 40 OpUriHaNbHOI
cneuudikayii B peectpauiliHoMy A0Cbe; Kputepii
NPUAHATHOCTI 3a NokasHukom "MikpobionoriuHa
yucToTa" NPUBEAEHO Y BIAMNOBIAHICTL 40O BUMOT
€d. BBeeHHS 3MiH NpoTAroM 3-x micsuiB nicns
3aTBEPKEHHS; 3MiHM | TUMY - 3MiHa y MeToAax
BUMPOBYBaHHSA rOTOBOTO NiKapCbKoro 3acoby -
BHECEHHS 3MiH A0 MeToZiB KOHTPOJ1t0 AKOCTI
roTOBOro /likapcbKoro 3acoby 3a napamerpamu
"Onuc", "lgeHTndikauis”, "MikpobionoriyHa
yuctoTta" 06yMOB/IEHO NPUBEAEHHSAM Y

BiANOBIAHICTb A0 OpUriHaNIbHUX METOAIB

3a
peyenmom

UA/11952/01/01




Ne

Ha3sBsa nikapcbko2o

Popma sunycKy
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n/n

3acoby

(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs
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NEBO®/TIOKCALNH-
TEBA

TabneTku, BKpUTI

AT AxTasic 'pyn

Icnangis

BUNPO6YBaHHS B peecTpaLiliHoMy 10Cbe
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NIBATIH-M®

N/1iBKOBOK 0GO/TOHKOIO,
no 500 mr no 5 TabneTok
y 6nicTepi, no 2
6nicTepy B KApTOHHIA
KopoobLi

necapii no 400 mr no 5

MAT "MoHpapm”

AkTasic 1T/,

ManbTa

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii
Ta/abo foNyCTUMUX MEX rOTOBOrO NiKapCbKoro
3ac00y - BHECEHHS 3MiH A0 cneuudikauii B
MeToAax KOHTPOJIHO SIKOCTi NikapcbKoro 3acoby,
30KpemMa: BHECEHHS pefiakLiiHix npaBok Ta
npuBELEHHS Y BiANOBIAHICTb A0 OPUriHA/IbHOI
cneuudikalii B peectpauiliHoMy A0CbE; KpUtepii
NPUIAHSATHOCTI 3a NoKa3HMKOM "MikpobionoriyHa
yncToTa" NpMBEAEHO Y BIAMOBIAHICTL 40 BUMOT
€d. BBeieHHA 3MiH NPoTAroM 3-x micsAuis nicns
3aTBEPMKEHHS; 3MiHK | TMNy - 3MiHa y MeTodax
BMNPOBYBaHHA rOTOBOrO /iKApCbKOro 3acoby -
BHECEeHHS 3MiH 40 MeToZiB KOHTPOJItO AKOCTI
roTOBOrO JliKapCbKOro 3acoby 3a napameTpamu
"Onuc", "lgerTudikauis”, "MikpobionoriyHa
yuctoTta" 06yMOB/IEHO NPUBEAEHHAM Y
Bi4NOBIAHICTb A0 OpUTiHA/IbHUX MEeTOoAIB
BMNPOGYBaHHS B PEECTPALiiIHOMY A0ChE

3a
peyernmom

UA/11952/01/02
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NIBA30

necapiis y ctpuni; no 1
abo 2 cTpunu B nauvu,i 3
KapTOHY

TabneTku, BKpUTI

YkpaiHa

NAT
"MoHdapm"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK LWoAo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnisgy.
BBeieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsagy (ssefeHHs
y3araslbHeHNX JaHvx npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBH/Ka
[ANA 3ajicHeHHs dhapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BiMiHHA Bifj YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHSA hapmakoHarnsay
(BKNKHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
po3mMilLeHHi MacTep-chaiina cucremm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT
0co6u AnA 3ailicHeHHA thapmakoHariagy.
[itoya pepakuis - Iwyk Hatanka MeTpisHa.
MponoHoBaHa pegakuis - Cosrupa Cepriit
CeprilioBnY. 3MiHa KOHTaKTHUX AaHKX
YNOBHOBaXEHOI 0c06U 3 hapmakoHarnsagy

6e3
peyenma

UA/13883/01/01

NAiBKOBOK 0601I0HKOIO,
no 1 mr: no 7 tabnetok y
6nicTepi; no 1 6nictepy
B KapTOHHI kopobuj; no
14 TabneTok y 6nictepi;

no 2 6nictepu B

Pekopgaarti Aineng

nTg

IpnaHgjs

Brpo6HMK
Hepo3dacoBa
HOro
NPOAYKTY:
M'ep dabpe
MegikamaH

[1poAIOKCOH,

PpaHuis/
ITanisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis:
3MiHu | TMNY - 3MiHKW 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y
TepMiHax NpuaaTHoCTi abo ymoBax 36epiraHHs
rOTOBOrO JliKkapCbKOro 3acoby (36iNbLUEHHS

TEepMiHy NpUAATHOCTI FOTOBOrO NiKapCbKoro

3aco6y) - /181 TOproBoi ynakoBKu

3a
peuyenmom

UA/11963/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapTOHHI kopobuj; no PdpaHuis; (nigTBEPAKYETHCA AAaHUMU PEasIbHOTO Yacy)
15 TabneTok y 6nictepi; B1po6HMK, (36inbLIEHHSA TEpMiHY NPMAATHOCTI FOTOBOTO
no 2 6nictepv B KW 3[jiiCHI0E nikapcbKoro 3acoby 3 4-x fo 5-t pokis) (TepMmiH
KapTOHHI KopooLli nepBrHHe Ta BBEJEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
BTOPUHHE 3aTBEPLKEHHS)
nakyBaHHs,
Bignosigae 3a
KOHTPO/1b
AKOCTI Ta
BUMYCK cepil:
Pekopgaari
IHpacTpia
Ximika e
dapmaceBTika
C.n.A,, Itanis
235/ NIBA3O TabneTku, BKpUTI Pekoppaati Aineng IpnaHgis B1po6HMK PpaHuis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11963/01/03
NAiBKOBOK 060I0HKOIO, nrg Hepo3schacosa ITanis 3MiHu | TMRY - 3MiHKW 3 AKocTi. FoToBUIA peyenmom
no 4 mr: no 7 Tabnetok y Horo nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
6nicTepi; no 1 6nictepy NPOAYKTY: TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
B KApPTOHHIli KOpo6L,; no M'ep ®abpe rOTOBOrO JliKAPCbKOro 3acoby (36i/bLIEHHS
14 TabneTok y 6nictepi; MegikamaH TepMiHy nNpuaaTHOCTI FOTOBOro NiKapcbKoro
no 2 6nictepu B MpoAtoKCOH, 3aco6y) - [lna ToproBoi ynakoBku
KapTOHHI kopobuj; no PpaHLis; (nigTBEPAXYETHCA AaHUMK PeasibHOro vacy)
15 TabneTok y 6nictepi; B1pOGHMK, (36inbLUEHHA TEPMiHY NPMAATHOCTI FOTOBOTO
no 2 6nictepu B SIKWIA 3[jiiCHI0E nikapcbKoro 3acoby 3 4-x Ao 5-m pokis) (TepMiH
KapTOHHI KOpo6Lii nepBrHHe Ta BBEAEHHS 3MiH MPOTAroM 3-X micsuis nicns
BTOPVIHHE 3aTBEPMKEHHS)
nakyBaHHs1,
Bignosigae 3a
KOHTPO/b
AKOCTI Ta
BMNYCK cepil:
Pekopparti
IHpacTpia
Ximika e
PapmaceBTika
C.n.A,, Itanis
236/ NIBA3O TabneTkn, BKPUTI Pekopgarti AineHg Ipnangis Brpo6Huk dpaHuia/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/11963/01/02
NNiBKOBOK 000I0HKOH, nta Hepo3dhacosa ITanis 3MmiHu | TMNY - 3MiHKW 3 SKOCTi. FoTOBUIA peyenmom
no 2 mr: no 7 Tabnetok y Horo nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y
6nicTepi; no 1 6nictepy NPOAYKTY: TepMiHax NpnAaTHOCTI abo yMoBax 36epiraHHs
B KapTOHHI kopobuj; no M'ep dabpe rOTOBOrO JlikapCbKOro 3acoby (36iNbLUEHHS
14 TabneTok y 6nictepi; MegikamaH TEePMiHy NPUAATHOCTI FOTOBOTO /iKapCbKOro
no 2 6nictepu B MpoAOKCOH, 3acoby) - /151 TOproBoi ynakoBKu
KapTOHHI kopobuj; no PpaHuis; (nigTBEPAXYETHCA AAaHNUMU PEA/ILHOTO Yacy)
15 TabneTok y 6nictepi; B1po6HUK, (36inbLIEHHSA TEPMiHY NPUAATHOCTI FOTOBOTO

no 2 6nictepu B

AKWIA 3aiiCHI0E

nikapcbKoro 3acoby 3 4-x Ao 5-m1 pokiB) (TepMiH




184

Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapTOHHI kopobuj; no nepBrHHe Ta BBEJEHHS 3MiH NPOTAroM 3-X MicsiLiB nicns
20 Tabnetok y 6nictepi; BTOPUHHE 3aTBEPLKEHHS)
no 5 6nicTtepis B nakyBaHHs,
KapTOHHI KopooLli Bignosigae 3a
KOHTPO/b
AKOCTI Ta
BUMYCK cepil:
Pekopgaari
IHpacTpia
Ximika e
dapmaceBTika
C.n.A,, Itanis
237| NIAOKAIH PO34MH ANa iH'ekuiid, 20 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14029/01/01
Mr/M N0 2 M B aMnyni; "Ny6Hu1chapm" "Nly6Hndpapm" 3MiHM | TUNy - 3mMiHa napameTpiB cneyudikawii peyenmom
no 10 amnyn y navu; 3 Ta/abo [oMyCTUMUX MeX roTOBOro MikapCbKoro
KapTOHY 3acoby (4ONOBHEHHSA abo 3aMiHa NoKa3HMKa
crneundikauii 3a pesynbTatamm 4OCiIAKEHb 3
6e3nekn abo AKOCTi (3a BUHATKOM NiKapCbKMX
3aco6iB 6i0N10ri4YHOro/iMyHONOrNYHOr0
NOXOMXEHHS)) - 3MiHM Y MeToAax BUNPo6yBaHb
roTOBOrO /1iKapCbKOro 3acoby - ONOBHEHHS
nokasHuka cneuudikanii "Onmc" 3 MeTor
BUYYEHHS M."MexaHiuHi BKNoYeHHs. BBegeHHs
3MiH npoTarom 3-x micauiB nicns
3aTBepAXKEHHSA
238| NMIBAK® TabneTtkn 4ns MAT "dapmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 6e3 UA/16033/01/01
CMOKTaHHS 3i CMakoMm 3MiHu | TUny - 3MiHa po3mipy cepii (BKIYarum peyenma
ManuHm, no 10 TabneTok JianasoH po3mipy cepii) FOTOBOro Nikapcbkoro
y 6nicTepi, no 1 3aco6y (36inbleHHsa Ao 10 pasiB NOpiBHSAHO i3
6nicTepy B naui 3aTBEpPKEHVM PO3MIPOM) - BBEAEHHSA
[ofaTkoBoro posmipy cepii - 300,00 kr (400,00
TUC. Tabn.)
239! NIBAK® Tabnetku Ans MAT "®dapmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/10649/01/01
CMOKTaHHS 3i CMakoMm 3MiHM | TMNY - 3MiHa po3mipy cepii (BKIOYaoun peyenma
aHicy i m'aTu, no 10 JianasoH po3Mipy cepii) roTOBOro /likapCbKOro
Tabnetok y 6nictepi, no 3aco06y (36inbeHHs Ao 10 pasiB NopiBHSAHO i3
2 6nicTepu B navi; no 6 3aTBEPKEHUM PO3MIPOM) - BBELEHHS
TabneTtok y 6nictepi, no [ofaTtkoBoro posmipy cepii - 300,00 kr (400,00
2 6nicTepy B nayui abo THC. Tabn.)
no 10 TabneTtok y
6nictepi, no 1 6nictepy
B nauuj
240, NMIBAK® Tabnetkn ans MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux martepianis: 6e3 UA/10650/01/01
CMOKTaHHS 3i CMakoMm 3MiHM | TUNy - 3MiHa po3mipy cepii (BkItOYatoum peyenma

wokonagy, no 6
TabneTtok y 6nictepi, no
2 6nictepu B nayi; no

JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
3acoby (36inbleHHs Ao 10 pasiB NOpiBHSAHO i3
3aTBEPAKEHVIM PO3MIPOM) - BBEAEHHS
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
10 TabneTok y 6nicTepi, [ofaTkoBoro po3mipy cepii - 300,00 kr (400,00
no 1 6nictepy B nauui Tnc. Tabn.)
241! NIBAK® Tabnetkv gns MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/10651/01/01
CMOKTaHHS 3i CMakom 3MiHu | TUny - 3MiHa po3mipy cepii (BkoUarum peuenma
anenbcuHy, rno 6 Jiana3oH po3Mmipy cepii) roTOBOro /likapCbKOro
TabneTtok y 6nictepi, no 3aco06y (36inbweHHsA Ao 10 pasiB NOpiBHAHO i3
2 6nictepu B nayui; no 3aTBEPKEHVMM PO3MIPOM) - BBEAEHHS
10 TabneTok y 6nicTepi, [04aTKoBOro po3mipy cepii - 300,00 kr (400,00
no 1 6nictepy B nayuj THC. Tabn.)
242! NIHAWHET 30 TabneTku, BKpUTI BAT "leneoH YropwumHa BAT "leneoH YropwumHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/7689/01/01
060/10HKO10, Mo 21 PixTep" PixTep" 3MiHK |l TRy - 3MiHN Woao peyenmom
Tabnetuyi B 6nictepi; no 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
1 a6o 3 6nictepu pasom BHeceHHs abo 3miHa(n) A0 3060B'A3aHb Ta YMOB
3 KAPTOHHUM DYT/IAPOM BMJaui peecTpawiiHoro noceig4yeHHs,
AnA 36epiraHHs BK/OYatoum MnaH ynpasniHHA pusvikamm
6nicTepa B KapTOHHIl (3acTocyBaHHs 3MiH(1), sKi(a) BUMaratoTb(€)
ynakoBLj noAanbLIOro 06r'pyHTYBaHHS HOBMMMU
[00aTKOBUM AaHVMK, WO MaloTb HafaBaTnucs
KOMNETEHTHUM OpraHoM, OCKifIbKW BUMaraeTbes
CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHom) -
BurkoHaHHA 3060B'A3aHb BiANOBIAHO A0
nignyHKTYy 2.3 NyHKTY 2 gogatky 15 go Mopsagky
NPOBEfeHHA eKcnepTu3n peectpauiiinx
Marepianis Ha nikapcbki 3acobu, LWo nogatTbes
Ha JepxaBHy peecTpalitio (nepepeecTpadiio), a
TaKoX eKcrnepTv3n maTepiasis NPO BHECEHHS
3MiH 10 peecTpauiliHix maTtepianis NpoTarom fii
peecTpauiiHoro nocBifYeHHs, 3aTBEPXXEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y peaakuii
Hakazy MO3 Big 23.07.2015 Ne 460)
243 NIHE3ONIANH pO34MH ANa iHdysild, 2 MAT "Fanuudpapm" YkpaiHa TOB thipma YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/11948/01/01
mr/ma no 300 mny "HoBodhapm- 3minu |l Tuny - 3MiHn Wopao peyenmom
nasawui; no 1 nnswwi B BiocuHTes", 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
nauui YkpaiHa; BHeceHHs abo 3MiHa(1) 40 3060B'A3aHb Ta YMOB
NAT BMAAYi peecTpauiiiHoro noceig4YeHHs,
"Tanuucapm”, BKtOYatouu MnaH ynpasiHHA pusnkaMmu
Ykpaina (3acTocyBaHHs 3MiH(1), sKi(a) BUMararoTb(€)

noAasibLLIOro 06r'pyHTYBaHHS HOBUMMU
[04aTKOBUM JaHuMu, L0 MatoTb HagasaTucs
KOMMNETEHTHMM OpraHoM, OCKi/fIbKM BUMaraeTbCs
CyTTEBA OL|iHKa KOMMNETEHTHUM OpraHoMm)
(BukoHaHHS1 3060B's13aHb BifNoBiAHO L0
nignyHkTy 1.13 nyHKTY 1, NigNYHKTY 2.3 NyHKTY 2
poaartky 15 o MopAagky nposeaeHHA
eKcnepTu3n peecTpauiiHnx Matepianis Ha
nikapcbki 3acobwu, Lo NoAanTbCs Ha AepXasHy
peecTpauito (nepepeecTpaliio), a Takox
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
eKcnepTm3n matepiasiiB Npo BHECEHHS 3MiH 40
peecTpauiiHux maTepiasnis NpoTarom fgii
peecTpauiiHoro NocBigYEHHs, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
244! NINPA3MA 10 Tabnetku, no 10 My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/6916/01/01
Tabnetok y 6nictepi; no akuioHepHe akuioHepHe 3MiHu 1l TMnYy - 3MiHK Woa0 peyenmom
3 6nictepu y nayui 3 TOBapUCTBO TOBapUCTBO 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
KapToHy; no 60 a6o 90 "HaykoBo- "HaykoBo- BHeceHHs1 abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
TabneToK y KOHTEliHepI; BMPOGHUYNIA BMPOGHUYNIA BMAAui peecTpauiliHoro noceigYeHHs,
no 1 KoHTelHepy y nauui LeHTp LeHTp BKAOYatoum MNnaH ynpasniHHA pu3nkamu
3 KapToHYy "BopLuariBcbKuii "bopLuariBcbk (3acTocyBaHHsA 3MiH(M), sKi(a) BUMaratoTb(€)
XiMiKo- niA Ximiko- noAanbLIOro 06rpyHTYBaHHA HOBUMMU
hapmaueBTUYHWi thapmavueBTuy [04aTKOBMM [@aHuMu, WO MaloTb HagaBaTucs
3asof” HWiA 3aBoA” KOMMNETEHTHUM OpPraHoM, OCKi/IbKM BUMAaraeTbCs
CYTTEBA OL{iHKa KOMNETEHTHUM OpraHoMm)
(BrKOHaHHS 3060B'A3aHb BigNOBIgHO A0
nignyHkTy 1.13 nyHKTY 1, NigNyHKTY 2.3 NYHKTY 2
poaartky 15 o MNMopagky nposefeHHA
eKCMepTn3n peecTpaviiHnx MmaTepiasiB Ha
nikapcbki 3ac06u, L0 NOAAITLCA Ha AepXaBHY
peecTpauito (nepepeecTpaLito), a Takox
eKkcnepTn3n martepianis NPo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasiB NpoTArom fgii
peecTpauiiHoro nocBifg4YeHHs, 3aTBepAXEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Hakasy MO3 Big 23.07.2015 Ne 460).
245, NINPA3UA 10 Tabnetku, no 10 My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/6916/01/01
TabneTok y 6nictepi; no akuioHepHe akuioHepHe 3MiHu | TMNy - nogaHHsa HoBoro CEP R1-CEP peyenmom
3 6nicTepu y navui 3 TOBapUCTBO TOBapuCTBO 2011-002-Rev 00 Ha A®I nisuHonpuny gurigpaTy
KapToHy; no 60 a6o no "HaykoBo- "HaykoBo- Bi, HOBOrO BUPOGHMKA; 3MiHW | TURY - 3MiHa
90 TabneToK y BMPOGHNYMI BUPOBHWYNIA napameTpiB cneundikauii Ta/abo AonycTUMMX
KOHTelHepi; no 1 LieHTp LeHTp MeX rOTOBOrO NikapCbKOro 3acoby - BUMOrn
KOHTelHepy y nauui 3 "BopLyariBCbkuii "BopLyariscbk cneuudikaLii roToBOro fikapcbKoro 3acoby 3a
KapTOHY XiMiKo- WA XiMiKO- NoKasHNKOM «O4HOPIAHICTb AO30BaHMX
thapmaueBTUYHWIA thapmaueBTny OLMHWLB» NPUBELEHO Y BiANOBIAHICTb 0 BUMOT
3asog" HWi1 3aBof" OPY/EP; 3miHu | TMny - nofaHHA OHOB/IEHOrO
CEP R1-CEP 2003-064-Rev 03 Ha A®I
nisuHonNpuny auriaparty Bif, 3aTBEPIKEHOro
BMPOGHMKA; 3MiHM | TUNy - nogaHHA Hosoro CEP
R1-CEP 2004-063-Rev 03 Ha Ad| nlisuHonpuy
auriapaty Bifi HOBOro BUPOGHUKA
246, NINPA3UA 20 Tabnetku, no 10 My6niuHe Ykpaina My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/6917/01/01
TabneTtok y 6rictepi; no akuioHepHe akKuioHepHe 3minu |l Tuny - 3MiHn Wopao peyenmom
3 6nicTepun y nayui 3 TOBapucTBo TOBapucTBO 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
KapToHy; no 60 a6o 90 "HaykoBo- "HaykoBo- BHeceHHs abo 3MiHa(1) 40 3060B'A3aHb Ta YMOB
TabNeTOoK Y KOHTEMHEDI; BMPOGHNYMIA BUPOGHMYMIA BMAaYi peecTpauiiHoro nNoceig4yeHHs,
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 1 koHTeliHepy y navui LieHTp LeHTp BK/IOYatoum MnaH ynpasniHHA pusvikamm
3 KapToHYy "Bopuuiariscbkuii "BopLyariscbk (3acTocyBaHHs 3MiH(1), sKi(a) BUMararTb(€)
Ximiko- Ui XimiKo- noAasbLIOro 06r'pyHTYBaHHSA HOBMMU
dhapmaLeBTUYHWMIA chapmau,eBTuy [00aTKOBUM AaHVMW, L0 MaloTb HaaBaTmucs
3asof” HWiA 3aBog” KOMMNETEHTHUM OpraHoM, OCKi/IbKN BUMaraeTbCsi
CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
(BrKOHaHHSA 3060B'A3aHb BiNOBIAHO A0
nignyHkTy 1.13 nyHKTY 1, NigNYyHKTY 2.3 NyHKTY 2
poaartky 15 o MopAagky nposedeHHA
eKcnepTu3n peecTpauiiHnx Matepianis Ha
nikapcbki 3acobwm, Lo NoAaTbCs Ha AepXaBHy
peecTpadito (MepepeecTpawiio), a Takox
eKcnepTm3n matepiasiiB Npo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasnis NpoTarom fgii
peecTpauiiHoro NocBigYEHHs, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakazy MO3 Big 23.07.2015 Ne 460).
247! NINPA3U1A 20 Tabnetku, no 10 My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/6917/01/01
Tabnetok y 6nictepi; no akuioHepHe akuioHepHe 3MiHun | Tuny - nogaHHs Hosoro CEP R1-CEP peyenmom
3 6nicTepu y nayui 3 TOBapUCTBO TOBapUCTBO 2011-002-Rev 00 Ha A®I nisuHonpuny aurigparty
KapToHy; no 60 a6o no "HaykoBo- "HaykoBo- Bifi HOBOrO BMPOGHMKA; 3MiHK | TUMY - 3MiHa
90 TabneTok y BMPOGHUYNIA BMPOGHUYNIA napameTpiB cneuudgikauii Ta/abo AonycTUMmx
KOHTeliHepi; no 1 LeHTp LeHTp MEX rOTOBOr0 /iKapCbKOro 3acoby - BUMOru
KOHTelHepy y nauui 3 "BopLuariBcbKuii "bopLuariBcbk cneumdikaLii roTOBOro flikapcbKoro 3acoby 3a
KapTOHY XiMiKo- niA Ximiko- NoKa3HNKOM «OHOPIAHICTb AO30BaHMX
hapmavueBTUYHWi thapmavneBTny OAVHWLb>» NPVUBEAEHO Y BIANOBIAHICTL 4O BUMOT
3asof” HWiA 3aBoA” LOOY/EP; 3MiHu | TUNy - NoAaHHA OHOBJIEHOTO
CEP R1-CEP 2003-064-Rev 03 Ha A®I
nisyHoNpuay Aauriaparty Bif 3aTBEPAKEHOro
BMPOGHMKA; 3MiHM | TUny - nogaHHa HoBoro CEP
R1-CEP 2004-063-Rev 03 Ha A®I nisuHonpuy
AvrigpaTy Bif HOBOro BUPOGHMKa
248! nnPun Tabnetkn no 10 mr, no My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6918/01/01
10 TabneTok y 6nicTepi, akuioHepHe akuioHepHe 3MiHu 1l TMnYy - 3MiHK Woa0 peyenmom
no 3 6nictepun B nayi 3 TOBapucTBO TOBapuCTBO 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
KapToHy; no 60 a6o 90 "HaykoBo- "HaykoBo- BHeceHHs1 abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
TabNeToK y KOHTeliHepi; BUPOGHNYKIA BUPOGHNUNIA BMAavi peecTpauiiHoro noceigYeHHs,
no 1 koHTeliHepy y navui LieHTp LeHTp BK/IOYaoum MnaH ynpasniHHA pusvikamm
3 KapToHYy "BopLuariBcbKuii "BopLuariBcbk (3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
Ximiko- uii Ximiko- NoAasbLIOro 06r'pyHTYBaHHSA HOBMMM
dhapmaLeBTUYHWI thapmaueBTuy [00aTKOBUM AaHVMW, L0 MaloTb HagasaTucs
3asof” HWi1 3aBoa” KOMMNETEHTHUM OpPraHoM, OCKi/IbKM BUMAaraeTbcs

CYTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BrKOHaHHS 3060B'A3aHb BigNOBIgHO 40
nignyHkTy 1.13 nyHKTY 1, NigNyHKTY 2.3 NYHKTY 2
popatky 15 fo Mopsaky nposBefeHHs
eKCMepTM3nN peecTpauiiHnx MaTepiasiiB Ha
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nikapcbki 3aco6u, WO NoAaTbCa Ha AepXaBHY
peecTpauito (nepepeecTpawito), a Takox
eKcnepTn3n martepianis Npo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasis NpoTsarom gii
peecTpauiiHoro NocBigYeHHs, 3aTBEPAXKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
249, nmnePvn Tabnetkn no 5 mr, no 10 My6niuHe Ykpaina My6niuHe YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/6918/01/02
TabneTtok y 6nictepi, no akuioHepHe akuioHepHe 3MiHu Il TUnYy - 3MiHKU Woa0 peyenmom
3 6nicTepu B naui 3 TOBapucTBo TOBapuCTBO 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
KapToHy; no 60 a6o 90 "HaykoBo- "HaykoBo- BHeceHHs1 abo 3MiHa(1) 40 3060B'sAI3aHb Ta YMOB
TabneToK y KoHTeliHepi; BMPOGHUUNIA BMPOGHUYNIA BMAAui peecTpaviiiHoro noceig4YeHHs,
no 1 koHTeliHepy y navuj LieHTp LeHTp BK/IOYaouM MnaH ynpaBniHHA pu3vkamm
3 KapToHYy "BopLuariscbkuii "BopLyariscbk (3acTocyBaHHs 3MiH(1), ski(a) BUMararTb(€)
XiMiKO- Ui XimiKo- noAasibLIOro 06r'pyHTYBaHHS HOBMMU
thapmaL,eBTUYHMIA chapmau,eBTUy [04aTKOBUM AaHVMW, L0 MaloTb HajaBaTncs
3asof” HWiA 3aBog” KOMMNETEHTHUM OpraHoM, OCKi/IbKN BUMaraeTbCsl
CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
(BrKoHaHHSA 3060B'A3aHb Bi4NOBIAHO A0
nignyHkTy 1.13 nyHKTY 1, NigNYHKTY 2.3 NyHKTY 2
poaartky 15 o MNMopAagky nposefeHHA
eKcnepTu3n peecTpauiiHnx Matepianis Ha
nikapcbki 3acobwm, Lo NoAalTbCs Ha AepXaBHy
peecTpadito (nepepeecTpaLiio), a Takox
eKcnepTn3n mMmatepiasiiB Npo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasnis NpoTarom fgii
peecTpauiiHoro nocBifg4YeHHs, 3aTBepLKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
250! nnPvn Tabnetku no 20 mr, no My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6918/01/03
10 TabneTok y 6nicTepi, akuioHepHe akuioHepHe 3MiHu Il TMnYy - 3MiHK Woa0 peyenmom
no 3 6nictepun B navi 3 TOBapucTBO TOBapuCTBO 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
KapToHy; no 60 a6o 90 "HaykoBo- "HaykoBo- BHeceHHs1 abo 3miHa(1) 40 3060B'sA3aHb Ta YMOB
TabNeToK y KOHTEliHepi; BUPOGHNYKIA BUPOGHNUNIA BMAavi peecTpauiiHoro noceigYeHHs,
no 1 koHTeliHepy y navui LieHTp LeHTp BK/IOYaoum MnaH ynpasniHHA pusvikamm
3 KapToHYy "BopLuariBcbKuii "BopLuariBcbk (3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
Ximiko- uii Ximiko- NoAasbLIOro 06r'pyHTYBaHHSA HOBMMM
dhapmaLeBTUYHWI thapmaueBTuy [00aTKOBUM AaHVMW, O MaloTb HagaBaTucs
3asof” HWi1 3aBoa” KOMMNETEHTHUM OpPraHoM, OCKiJIbKM BUMaraeTbcs

CYTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BrKOHaHHS 3060B'A3aHb BigNOBIgHO 40
nignyHkTy 1.13 nyHKTY 1, NigNyHKTY 2.3 NYHKTY 2
popatky 15 fo Mopsaky nposBefeHHs
eKCMepTn3nN peecTpaviiHnx MmaTepiasiiB Ha
nikapcbki 3aco6u, L0 NoAaTbCs Ha AepXaBHy
peecTpadito (nepepeecTpaLiio), a Takox
eKCnepTM3n MaTepiasliB MPo BHECEHHS 3MiH A0
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Ne

Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
peecTpauiiiHux MaTepiasis NpoTsarom gii
peecTpauiiHoro NocBigYeHHs, 3aTBEPAXKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
251 mnPvn Tabnetkn no 10 mr, no My6niuHe Ykpaina My6niuHe YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/6918/01/01
10 TabneTok y 6nictepi, akuioHepHe akuioHepHe 3MiHM | Tuny - 3MiHa napameTpiB cneuudikawii peyenmom
no 3 6nictepu B navi; TOBapucTBo TOBapuCTBO Ta/abo foNyCTUMUX MEX rOTOBOrO NiKapCbKoro
no 60 a6o 90 TabneTok "HaykoBo- "HaykoBo- 3acoby - BUMoru cneuudikaii rotoBoro
Y KOHTeliHepi; no 1 BMPOGHUUNIA BMPOGHUYNIA nikapcbKoro 3acoby 3a NOKasHUKOM
KOHTelHepy y nauui 3 LieHTp LeHTp «OfHOPIAHICTL A030BaHNX OAVHUL» NPUBEAEHO
KapToHY "BopLuariscbkuii "BopLuariscbk Yy BignoBigHicTb Ao Bumor APY/EP; 3MiHn | Tuny -
XiMiKO- Ui XimiKo- nogaHHa Hoeoro CEP Ha A®I nisuHonpuny
thapmaueBTUYHWIA hapmaveBTny avrigparty Big HoBoro Bupo6Huka CEP R1-CEP
3aBsog" Hui 3aBoa” 2011-002-Rev 00; 3miHu | Tvny - nogaHHA
oHoBfieHoro CEP Ha A®I nisuHonpuny gurigparty
Bif, 3aTBEepAXeHoro BupobHuka CEP R1-CEP
2003-064-Rev 03 (nonepeaHs Bepcis R1-CEP
2003-064-Rev 01); 3MiHu | TUNY - NogaHHA
HoBoro CEP Ha A®I nisuHonpuny auvrigparty Big,
HoBoro Bmpo6Huka CEP R1-CEP 2004-063-Rev
03
252, nmnPun Tabnetku no 5 mr, no 10 My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/6918/01/02
TabneTtok y 6nictepi, No akuioHepHe akuioHepHe 3MiHK | TUNY - 3MiHa NnapameTpiB cneumdikauii peyenmom
3 6nicTepu B NauLi; no TOBap1CTBO TOBapUCTBO Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro
60 ab6o 90 TabneTok y "HaykoBo- "HaykoBo- 3acoby - BUMoru cneupmdikadii rorosoro
KOHTeliHepi; no 1 BMPOGHNYMI BUPOBHNYNIA NiKapcbKoro 3acoby 3a NOKa3HUKOM
KOHTelHepy y nauui 3 LieHTp LeHTp «OfHOPIAHICTb A030BaHNX OAVHNLE» NPYBEAEHO
KapTOHY "BopLyariBCbkuii "BopLuariscbk y BignoBigHicTb Ao sumor A®Y/EP; 3MiHu | TUny -
XiMiKo- WA XiMiKO- nogaHHs Hooro CEP Ha Adl nisuHonpuny
thapmaueBTUYHWIA thapmaueBTny avrigparty Bif HoBoro Bupo6Huka CEP R1-CEP
3asog" HWi1 3aBof" 2011-002-Rev 00; 3miHu | TNy - nogaHHA
oHoBnieHoro CEP Ha A®I nisvHonpuny aurigparty
Bif 3aTBepxeHoro BupobHnka CEP R1-CEP
2003-064-Rev 03 (nonepeaHs sepcis R1-CEP
2003-064-Rev 01); 3miHu | TUNy - NogaHHSA
HoBoro CEP Ha A®I nisuHonpwny aurigparty Big,
HoBoro Bupo6Huka CEP R1-CEP 2004-063-Rev
03
253 nnPun Tabnetku no 20 mr, no My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6918/01/03
10 TabneTok y 6nictepi, akujioHepHe aKuioHepHe 3MiHu | TUNY - 3MiHa NapameTpiB cneuudikavii peyenmom
no 3 6nictepv B nauuy; TOBapUCTBO TOBapUCTBO Ta/abo [oMyCTUMUX MeX roTOBOro MikapCbKoro
no 60 a6o 90 TabneTok "HaykoBo- "HaykoBo- 3acoby - BuMoru cneuudikauii rotoBoro
Y KOHTelHepi; no 1 BMPOGHUUNIA BMPOGHUYNIA NiKapcbKoro 3acoby 3a NOKa3HUKOM
KOHTelHepy y nauui 3 LieHTp LeHTp «OfHOPIAHICTL A030BaHNX OAVHUL» NPYBEAEHO
KapTOHY "BopLuariscbkuii "BopLuariBcbk y BignoBigHicTb Ao Bumor APY/EP; 3miHu | Tuny -
XiMiKO- nii Ximiko- nogaHHsa Hoeoro CEP Ha A®I nisuHonpuny
dhapMaueBTUYHWIA dhapmMaueBTny avrigpary Big HoBoro Bupo6Huka CEP R1-CEP
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3asof”

Hui1 3aBoa”

2011-002-Rev 00; 3miHu | TMNYy - nogaHHA
oHoBneHoro CEP Ha A®I nisvHonpuny aurigparty
Bif 3aTBepxeHoro BupobHnka CEP R1-CEP
2003-064-Rev 03 (nonepeaHs Bepcia R1-CEP
2003-064-Rev 01); 3miHu | TNy - nogaHHA
HoBoro CEP Ha A®I| nisvHonpuny gurigparty Big
HoBoOro BMpo6Huka CEP R1-CEP 2004-063-Rev
03

254

NONEPAMIA
rPIHAEKC

Kancynu Teepai no 2 mr,
no 10 kancyn y 6nictepi;
no 1 6nictepy y nauui 3

KapToHYy

AT "T'piHaekc"

Natsis

AT "T'piHaekc"

Nartsia

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHu 1l TMNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs1 abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAui peecTpauiliHoro noceig4YeHHs,
BKAOYatoum MNnaH ynpasniHHA pu3mkamu
(3acTocyBaHHsA 3MiH(M), sKi(a) BUMaratoTb(€)
noAanbLIoro 06rpyHTYBaHHS HOBUMU
[04aTKOBUM JaHUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCcs
CYTTEBA OL,iHKA KOMNETEHTHUM OpraHoMm)
(BrKOHaHHS 3060B'A3aHb BigNOBIAHO A0
nignyHkTy 1.13 nyHkTy 1 gogatky 15 go Mopagky
NpoBefeHHA ekcnepTu3n peecTpauiiHnx
mMarepianis Ha nikapcbki 3acobu, Lo nogatTbes
Ha JepxaBHy peecTpalito (nepepeecTpadiio), a
TaKoX eKcnepTv3v maTepianiB NPo BHECEHHS
3MiH 40 peecTpauiiHux maTtepiasiB NpoTsarom aii
peecTpauiiHoro nocBifg4YeHHs, 3aTBepLKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/6390/01/01

255

NOPAHTIH

cnpeii oAns poToBoi
NOPOXHUHK No 50 My
chnakoHi Ta
posnunosayem, no 1
nakoHy B navi 3
KapToHY

TOB "Mikpodpapm”

YkpaiHa

TOB
"Mikpodpapm"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK LWoAo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsagy (ssefeHHs
y3arasibHeHUX aHvx npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapMakoHarnagy 3asBHMKa
[ANA 3ajicHeHHs dhapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BiMiHHA Bifj YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHSA hapmakoHarnsay
(BKNKHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
po3MilLeHHi MacTep-chaiina cucremm
hapmakoHarnagy) - [itoya pegakuis:
YnoBHoBaxeHa 0co6a, BignosifasibHa 3a
3pilicHeHHs hapMakoHarnsagy — XoHaa Banepiii
BacvnboBnY, NPONoOHOBaHa peaakuis:

6e3
peyenma

UA/14801/01/01




Ne Ha3sBsa nikapcbko2o

n/n 3acoby

Popma sunycKy

3asBHUK

KpaiHa

191

Bupo6Huk

Kpaina

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

256] NNYUEHTIC

PO34uH NS iH'ekuii, 10

Hosaprtic ®apma

YnoBHoBaxeHa ocoba, BiANoBiAa/IbHA 3a
3[ilicHeHHs1 hapMakoHarnsgy — MypasiioBa
OkcaHa OnekcaHApiBHa, 3MiHa KOHTaKTHUX

[aHux yrnoBHOBaXeHOT 0co6W, BiANoOBigaNbHOI 3a
thapmakoHaring,

257, MOrona PO34nH

mr/mn no 0,23 mny
onakoHax Nely
KOMMNJIEKTi 3 FO/IKOI0

po3unMH no 25ry

TOB "[OKI

LLiBefiuapis

YkpaiHa

Hosapric
dapma LUTeliH
Al

LLiBeiiuapis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHu | TMNY - 3MiHKW 3 sIKOCTi. ToTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBanbHuii 3aci6. 3MiHa
pPO3Mipy ynakoBKv roTOBOro MikapCbKoro 3acoby
(3MiHa KiflbKOCTi 0AMHMLb (Hanpuknag TabneTok,
amnyn TOLLO) B ynakoBLi) - 3miHa y Ajiana3oHi
3aTBEPAKEHNX PO3MIPIB YNakoBKY (BUYYEHHS 3
KOMM/IEKTY YNakoBKu Lwinpuua Ta 1 ronkv gns
iHTpaBiTpeasbHOI iH'EKL;A 3 BigNOBIAHNMM
3MiHaMu y p. «YnakoBkax». MakyBanbHui
mMarepian nepBMHHOI YNakoBKy He 3MiHUBCS)
(TepMiH BBEAEHHS 3MiH NPOTArOM 3-X MiCALiB
nicnsa 3aTBepakeHHs); 3MiHu Il Tuny - 3miHn
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTKil
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUii AN MegUYHOro
3aCTOCYyBaHHSA Yy 3B'A3KY i3 HOBUMUW AaHUMK 3
AKOCTI, AOKMIHIYHMMM, KIHIYHUMUW AaHUMK Ta
AaHvmu 3 chapmakoHarnsgy (3miHu BHeceHo o
IHCTpYKLii y po3ain "Cnocib 3acTocyBaHHA Ta
no3un") (TepmiH BBeAEHHS 3MiH NPOTArom 3-X
MicsLIB MiCNs 3aTBEPAKEHHS)

3a
peyenmom

UA/9924/01/01

258, MEAOBIOTUH

nakoHax; no 25ry
cdhnakoHi; no 1 dpiakoHy
B nauuj

TabneTkn no 2,5 Mr no

"papmMaLeBTnYHa
habpuka”

XtobHep

HimeuunHa

TOB "[OKnM
"®apmaLesTu
yHa thabpuka"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW.
BunyuyeHHs BUPOOHMYOI AiNTbHUL (BKTHOYAOUM
AinbHuui ana A®Il, npomixHOro npoaykTy abo
roTOBOrO /iKapCbKoro 3acoby, AinbHUL A1
NpoBefieHHA NakKyBaHHs, BUPOGHUKA,
BiANOBIAA/ILHOIO 3a BMNYCK Cepiii, MicLe
npoBeAeHHS KOHTPO/tO cepii) abo
noctavasnibHuKa BUXiAHOTO MaTepiasy, peareHTty
a60 [ONOMDKHOI PeHOBMHU (AKLLO 3a3HaYeHO Y
[0cbE) (BUTYYEHHSA BUPOBHMYOT AinbHuLi [13)
(TepMmiH BBEAEHHSI 3MiH MPOTArOM 3-X MicsiLiB
nicns 3aTBepAYKEHHS)

6e3
peyenma

UA/8547/01/01

10 TabneTok y 6nictepi;
no 3 a6o 6 6nictepis y
KapTOHHiiA Kopo6Lyi

HatypapuHaimitt

enb MueX

Brnpo6HuK,
BignoBigasibHN
3a
BMPOGHMLTBO

Hepo3sdacoBa

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis:

3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaVimeHyBaHHs1 Ta/abo agpecu 3asaBHUKa

(BNacHvKa peecTpauiiiHoro nocBigYeHHs) (3miHa

6e3
peyenma

afipecu 3asiBHMKA)

UA/2432/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

HOro
NPOAYKTY,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
mibe Mm6X
ApuHaiimiTTen
b, HiMeuunHa;
B1pOGHMK,
BignoBiganbHU
1 3a BMNYCK
cepii,
BK/THOHAI0UM
KOHTPO/b/BUN
pobyBaHHS
cepii:
AHTOH
Xio6Hep MM6X
& Ko. KT,
Himeuunna
abo
Mi6e MTmM6X
ApuHavimitten
b, HimeyunHa

259

MEAPON

Tabnetkn no 4 mr, no 30
TabneTok y dp1akoHi; no
1 chrnakoHy y KapTOHHil
KopoobLi

Mcpaiizep IHK.

CLWA

Mdpaiizep
ITania C.p.n.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | Tuny - 3MiHK WoAo
6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
BBeeHHst a60 3MiHM [0 y3arasibHeHUX JaHnX
npo cuctemy chapmakoHarnsagy (BBefeHHs
y3arasibHeHUX JaHvX Npo cuctemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobum,
Bi4NoBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHMKa
[ANA 3jiiCHEHHs hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBa)XKEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iicCHEHHA dhapmakoHarnsgy
(BKTIHOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnagy) - firoya pegakuis:
yrnoBHOBaXKeHa 0coba 3 hapmakoHarnsay: Mapis
Ipauis XXypno/Maria Grazia Zurlo. NMponoHoBaHa
pefakLisi: ynoBHOBaxeHa ocoba 3
thapmakoHarnagy ®paHcyasa Ayma-Cinnan/
Francoise Dumas-Sillan; ynoBHoBaxkeHa ocoba
3asBHVIKa, BifnoBiganbHa 3a hapMakoHarniag Ha
perioHanbHOMY piBHI: TaTbsHa
IMpoxopoBa/Tatyana Prokhorova

3a
peyenmom

UA/2047/02/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

260

MEAPON

Tabnetky no 16 mr, no
10 TabneTok y 6nicTepi,
no 5 6nictepiB y
KapTOHHI KopooLli

Mcpaiizep IHK.

CLWA

Mdpaiizep
ITania C.p.n.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | Tuny - 3MiHK WoAo
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
BBeeHHs1 a60 3MiHM [0 y3arasibHeHUX faHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHvx Npo cuctemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXeHOT 0cobum,
BigNoBiga/IbHOI 3a 34jICHEHHST chapMmakoHarnsay;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHMKa
[ANAa 3aiiCHEeHHs hapMakoHarnisay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobM,
BiANOBIAA/IbHOI 32 34iiCHEHHA dapmakoHarnsagy
(BKIHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - [iroya pegakuis:
yrnoBHOBaXKeHa ocoba 3 hapmakoHarnsay: Mapis
pauis XXypno/Maria Grazia Zurlo. NMponoHoBaHa
pejakuisi: ynoBHOBaXeHa ocoba 3
thapmakoHarnagy ®paHcyasa Ayma-Cinnan/
Francoise Dumas-Sillan; ynoBHoBaxeHa ocoba
3asBHUKA, BiANOBIAa/IbHA 3a hapMakoHarisg Ha
perioHanibHOMY piBHI: TaTbsHa
MpoxopoBa/Tatyana Prokhorova

3a
peyenmom

UA/2047/02/02

261

MEAPON

Tabnetku no 32 mr, no
10 TabneTok y 6nicTepi;
no 2 6nictepn y
KapTOHHI KopooLli

Mdpaiizep IHK.

CLWA

Mdpaiizep
ITania C.p.n.

ITanisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHK | TURy - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 ab0 3MiHM [0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefLeHHs
y3araslbHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsgy;
KOHTaKTHOT 0co6u 3 thapmakoHarnsgy 3asBH/Ka
[ONA 3ajiicHeHHs dhapMakoHarnisay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
pO3MiLLeHHI MacTep-thaiina cuctemu
thapmakoHarnsgy) - [iroya pegakuis:
yrNoBHOBaXeHa ocoba 3 hapmakoHarnsgy: Mapis
pauis XXypno/Maria Grazia Zurlo. NMponoHoBaHa
pefakuisi: ynoBHOBaxeHa ocoba 3
thapmakoHarnagy ®paHcyasa yma-Cinnan/
Francoise Dumas-Sillan; ynoBHoBaxeHa ocoba
3a0BHVIKa, BignosiganbHa 3a hapmakoHarnsg, Ha
perioHasIbHOMY piBHi: TaTbsaHa
Mpoxoposa/Tatyana Prokhorova

3a
peyenmom

UA/2047/02/03

262

ME3AKAP®

cycneHsisi opasibHa, 100

TOB "TNIEAPAPM

YkpaiHa

TOB "KYCYM

YKpaiHa

BHECEHHS 3MiH A0 peecTpauiiHuxX maTtepiasis:

3a

UA/9832/03/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Mr/5 mn no 100 mny nTg DAPM" 3MiHu 1l TUnYy - 3MiHK Woa0 peyenmom
donakoHi; no 1 conakoHy 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3 MiPHUM CTaKaH4MKOM Y BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
KapTOHHI KopooLli BMAAui peecTpauiliHoro noceigYeHHs,
BK/OYatoum MNnaH ynpasniHHA pusnkamm
(3acTocyBaHHs 3MiH(1), Ski(a) BUMararTb(€)
nofanbLIoro 06rpyHTYBaHHS HOBUMU
[04aTKOBMM JaHUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCsl
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BrKOHaHHS 3060B'A3aHb BigNOBIAHO A0
nignyHkTy 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY 2
poaartky 15 o MNMopAagky nposefeHHA
eKCMepTn3n peecTpaviiHnx maTepiasiiB Ha
nikapcbki 3acobwm, Lo NoAalTbCs Ha AepXaBHy
peecTpauito (nepepeecTpaLiio), a Takox
eKkcnepTn3n martepianis NPo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasiB NpoTArom fgii
peecTpauiiHoro nocBig4YeHHs, 3aTBepLKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Hakaszy MO3 Big 23.07.2015 Ne 460)
263 MEMAHTWH 10 - TabneTku, BKpUTI TeBa 13painb BMPOGHMLTBO I3painb BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14465/01/01
TEBA NNiBKOBOK 060/1I0HKOIO, dapmaLeBTikan 3a NoBHUM TEeXHiYHa MOMWSIKA B IHCTPYKLT 418 MeguyHoro peyenmom
no 10 mr no 10 TabneTok IHpacTpi3 fTg,. uukiom: Tesa 3acTocyBaHHs y p. "TobiuHi peakwyii
y 6nicTepi; no 3 dapmaLeBTika
6nicTepy B KOPOOLL N lHgacTpi3
n1a., 13pains;
nepBuHHa Ta
BTOPUHHA
ynakoBska,
KOHTPO/b
akocTi: TeBa
PapmaLeBTika
n lHpacTpi3
n1a., 13paine;
nepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/b
AKOCTI, BUNYCK
cepii: AT
dapmaueBTny
HWiA 3aB0of
TEBA,
YropwuHa
264/ MEMAHTWH 20 - TabneTku, BKpUTI TeBa I13painb BUPOBHULTBO I13pains/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/14465/01/02
TEBA NNiBKOBOK 060/1I0HKOO, dapmaueBTikan 3a NOBHUM YropuwmHa TEeXHiYHa MOMWJIKA B IHCTPYKLi 4118 MegnyHoro peyenmom
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 20 mr no 10 Ta6neTtok lHpacTpi3 NT4,., uukiom: Tesa 3acTocyBaHHSA y p. "IMo6iuHi peakwii”
y 6nictepi; no 3 I3painb dapmaveBTika
6nicTepu B KOpoobLi n lHgacTpis
n1a., 13pains;
nepBuHHA Ta
BTOPVHHA
ynakoBka,
KOHTPO/b
AKocTi: TeBa
dapmaLeBTika
n lHgacTpis
n1a., 13pains;
nepBuHHA Ta
BTOPVHHA
ynakoBska,
KOHTPO/b
AKOCTI, BUNYCK
cepii: AT
®apmaueBTny
HWIA 3aBOA
TEBA,
YropuimHa
265, MEPATUH TabneTku, BKpUTI Mini Xenckepe Benvka Menpo IHais BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/6456/01/01
060/10HKO, No 500 Mr Nimiten BpuTaHis PapmacbTUK BUNPAB/IEHHS TEXHIYHOT NOMUKM Y cnevudikawii peyenmom
no 10 Tabnetok y anc Mpisat Ta MeTofax KOHTPOSI0 AKOCTI
6nicTepi; no 1 6nictepy NimiTeq
Y KapTOHHIlA KopoobLi
266/ MEPKA30MIN- Tabnetky no 5 mr no 50 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/4882/01/01
340POB'A a6o 100 TabneTtok y 06MEXEHO 06MeXeHo 3MiHK | TUNy - NpuBeAeHHs cneumdikauii Ad| peyenmom
KOHTeliHepi BiANOBIAA/IbHICTIO BiANOBiAa/bHI Tiamazony o Bumor EP (BUyYeHHs nokasHuka
naacTtMacosomy; no 1 "papmMaLeBTnYHa cTI0 «Baxkki MeTanin»); 3miHu Il Tuny - BBEAEHHS
KOHTEiHepY B KApPTOHHIl KOMMNaHis "®hapmaueBTu HOBOIO A0AATKOBOro BUpo6HMKa A®| Tiamazon
Kopo6Li; no 10 TabneTok "3popos'a” YyHa KOMMaHis
y 6nicTepi, no 5 a6o 10 "3popos'a”
6nicTepiB Y KAPTOHHIN
Kopo6Li
267, MEPOIMNEHEM - NOPOLLOK Ans MicTtpan Kenitan Benuka PakTa ITania BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/16112/01/02
BICTA NPUroTyBaHHS PO34MHY MeHepKMeHT BpuTtaHis dapmachbHoTici 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
0N iH ek no 1000 wmr; Nimiteq C.NA. HaliMeHyBaHHs Ta/abo agpecy 3asiBHUKa
1 a6o 10 chnakoHis 3 (BnacHuKa peecTpauiiiHoro noceigyeHHs) (3miHa
MOPOLLKOM Y KapTOHHil afpecy 3asBHIKA)
Kopooui
268, MEPOIMNEHEM - NOPOLLOK ANs MicTtpan Kenitan Benuka PakTa ITanis BHECEHHS 3MiH 4,0 peecTpauiiHux martepianis: 3a UA/16112/01/01
BICTA NPUroTyBaHHSA PO34MHY MeHepKMeHT BpuTtaHis dapmachbHoTici 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
0N iH ek no 500 wmr; Nimiteq C.N.A. HalilMeHyBaHHs Ta/abo agpecy 3asiBHUKA

1 a60 10 chnakoHiB 3
NOPOLLKOM Y KapTOHHIi

(BnacHuKa peecTpauiiiHoro nocsigyeHHs) (3miHa
agpecy 3asiBHMKA)
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Kopobui
269! METOTPEKCAT KOHUEeHTpaT ans EBEBE ®apma AscTpis NOBHUIA LMK ABcTpist BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/1209/02/01
"EBEBE" PO34uHy NS iHQY3Il, lec.m.6.X. Hor. BMPOGHMLTBA: 3MmiHu | TMRY - 3MiHKW 3 AKOCTi. FoToBUIA peyenmom
100 mr/mn no 5 mn (500 KIr EBEBE nikapcbkuii 3aci6. Cuctema
mr), a6o no 10 mn (1000 dapma KOHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa y
mr) a6o no 50 mn (5000 lec.m.6.X. NepBWHHIlA yNaKoBLji rOTOBOrO JlikapCbKOro
Mr) y dpiakoHi; no 1 Hdor. KT, 3aco6y (Tvn KoHTeliHepa abo fofaBaHHs HOBOTO
b1aKoHY B KapTOHHIi ABCTpiS; KOHTeliHepa) - BunyyeHHs nepBrHHOT ynakoBku,
Kopo6Li TeCcTyBaHHS: LU0 He MP13BOAWTbL [0 NOBHOTO BUIYyYEHHS
Mnn NiKapcbKoro 3acoby 3 NEBHO CUMOK Aii abo y
Mikpob6ionoriLu NeBHi nikapcbkili hopmi (BunyyeHHs nepBuHHOI
ec ynakoBku no 5 mn (500 mr) B amnynax Ne 5y
Mptochnabop Kopo6bui Ta no 10 mn (1000 mr) B amnynax Ne 1,
v6X, Ne 5y kopob6uj) (TepmiH BBEAEHHS 3MiH
ABCTpIS; NPOTArom 6-Tv MiCALIB NiCNA 3aTBEPIKEHHS);
TEeCTYBaHHS: 3MiHu Il Tuny - 3MiHK 3 sikocTi. FoTOBWMIA
Na6op N+C nikapcbkuii 3aci6. Cuctema
Al, KOHTeliHep/3aKynoptoBanbHuii 3aci6. 3MiHa y
HimeuuunHa NepBUHHIlA yNakoBLji rOTOBOrO JlikapCbKOro
3acoby (Tvn KoOHTelHepa abo AofaBaHHSA HOBOMO
KOHTeliHepa) - CTepwbHi Nikapcbki 3acobu Ta
nikapcbki 3ac06M 6i010rYHOr0/iMyHONOrYHOTO
NOXOMKEHHS (3aMiHa chakoHy 3 TpybyacToro
ckna Ha hriakoHu 3 NUTOro ckna (415 donakoHis
06’emoM 10 M) Ta 3aKynoptoBasibHOro 3acoby
A5 HbOoro. BignosigHo 4o HOBUX dhnakoHiB
BBOZATLCSA HOBI MPOGKM. K HACNIAOK BigoyNMCh
3MiHK y cneyndikalii/meTogax KOHTPONO Ha
YNaKoBKY)
270, METPOOEHT® renib 3y6HuiA, OpraHocwH Jlaiid IHAjs EHK 106 IHAjisA BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/7951/01/01
opuriHanbHuiA, no 20 1 B CaeHcus MNBT. /114, ETikan3 3MiHK | TURy - 3MiHK WoA0 peyenma
Q/TIOMIHIEBIN Ty6i; no 1 MpaiiBiT 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
Ty6i y KapTOHHIli kopobLi Nimiten BBefieHHs1 a60 3MiHM [0 y3aralbHEHUX AaHKX
npo cuctemy thapmakoHarnsagy (ssefeHHs
y3arasibHeHUX aHvx npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapMakoHarnagy 3asBHMKa
[ANA 3ajicHeHHs dhapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BiMiHHA Bifj YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHSA hapmakoHarnsay
(BKNKHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
po3MilLeHHi MacTep-chaiina cucremm
cthapmakoHarnisgy) - [itoua pegakuisi naH
Bpimkew Peran, nponoHoBaHa pegakuis — [-p
Ay fliin Wapwma
271 METPOAEHT® reflb 3y6HUIA, IMMOHHUIA OpraHocwH Jlaiid IHgis EHK 106 IHais BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais: 6e3 UA/7952/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

apomat, no 20r B
/TIOMIHIEBIN Ty6i; no 1
Ty6i y KapTOHHIli kopobLi

CaeHcus MBT. /114,

ETikan3
Mpaisit
NimiTen

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | Tuny - 3MiHK WoAo
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
BBeeHHs1 a60 3MiHM [0 y3arasibHeHUX faHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHvx Npo cuctemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXeHOT 0cobum,
BigNoBiga/IbHOI 3a 34jICHEHHST chapMmakoHarnsay;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHMKa
[ANAa 3aiiCHEeHHs hapMakoHarnisay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobM,
BiANOBIAA/IbHOI 32 34iiCHEHHA dapmakoHarnsagy
(BKIHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - Aitoua pegakuis naH
Bpimkew Peran, nponoHoBaHa pefakuis — -p
Ay fliin Wapwma

peyenma

272

METPOAEHT®

renb 3y6HuiA,
aHaHacoBwii apomar, no
20 r B a/IOMIHI€EBIN TY6i;
no 1 Ty6i y KapTOHHii
KopoobLi

OpraHocvH Jlaiid
CaeHcus MBT. /114,

IHAis

EHK'106
ETikan3
MpaisiT
Nimiteq

IHAjia

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHK | TURy - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 ab0 3MiHV [0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsagy (ssefeHHs
y3araslbHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHVKa
[ONA 3ajiicHeHHs dhapMakoHarnisay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
pO3MiLLeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - Aitoua pegakuis naH
Bpimkew Peran, nponoHoBaHa pegakuis — [-p
Auwly fiin Wapma

6e3
peyenma

UA/7953/01/01

273

METPOAEHT®

refb 3y6Hui,
NoslyHUYHWIA apomar, fno
20 r B a/tOMiHi€eBii Ty6i;
no 1 Ty6i y KapTOHHii
KOpoo6Li

OpraHocvH Naiidy
CaeHcus MBT. /114,

IHgis

EHK'106
ETikan3
MpavisiT
Nimiteq

IHais

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cuctemy capmakoHarnsagy (BBefeHHs
y3arasibHeHUX AaHVX Npo cucTemy
hapmMakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT 0cobum,
BiANOBIAa/IbHOI 3a 34iliCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0c06M 3 chapmakoHarnagy 3asBHuKa
0N 340iCHEHHA hapmakoHarnsgy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHNA hapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHN y

6e3
peyenma

UA/7954/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
pO3MilLLeHHi MacTep-thaiina cuctemu
hapmakoHarnsgy) - Ajitoua pegakuis nau
Bpimkew Peran, nponoHoBaHa pegakuis — [-p
Auwly [iin Wapma
274, MET®OPMIH IHOAP TabneTku, BKpUTI MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/15947/01/01
N/1iBKOBOK 06GO/TOHKOIO, BMPOOHNLTBY BMPOGHMLITBY 3MiHW | TUNY - 3MiHK LWOAO0 peyernmom
no 500 mr no 10 iHcyniHiB "IHOAP" iHCYniHIB 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnisgy
TabneTtok y 6nictepi; no "IHOAP", (iHLWi 3MiHW) - 3MiHW BHECEHI B TEKCT MapKyBaHHS
3 abo 6 bnicTepiB y Ykpaina NepBUHHOT YNaKoBKMN HEBEJIMKOTO PO3Mipy
nauui 3 KapToHy (BUPOGHNLTBO (6nicTep), y 3B'A3Ky 3 AofAaBaHHAM iHchopmaLii
3 MakyBaHHs in oo niueHsii Bupo6Huka npogykuii in bulk Ta
bulk dpipmun nartu BurotosneHHs 13 go n. 6. IHWE
"IHOOKO
PEMELI3
ATA", IHais)
275! MET®OPMIH IHOAP TabneTku, BKpUTI MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/15947/01/02
NNIBKOBOK 060/1I0HKOIO, BUPOGHMLTBY BMPOGHULTBY 3MiHKM | TURY - 3MiHW WOA0 peyenmom
no 1000 mr no 10 iHcyniHiB "IHOAP" iHCYniHIB 6e3nekn/edheKTNBHOCTI Ta thapmakoHarnsgy
TabneTtok y 6nictepi; no "IHOAP", (IHLLi 3MiHW) - 3MiHW BHECEHI B TEKCT MapKyBaHHS
3 abo 6 6nicTepiB y Ykpaina NepBUHHOT YNakoBKMN HEBEJIMKOTO PO3Mipy
nauui 3 KapToHy (BUPOGHMLTBO (6nicTep), y 3B'3Ky 3 foAaBaHHAM iHhopmaLi
3 NakyBaHHs in LLoA0 NiueHsii BUpobHuka npoaykuii in bulk Ta
bulk chipmmn Aartn BurotosneHHs 13 go n. 6. IHWE
"IHOOKO
PEMELI3
NTA", IHAis)
276/ ME®PEHAMIHOBA Kancynu no 500 mr, no ®namiHro IHais dnamiHro IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/4974/01/02
KUCNOTA 10 kancyn y 6nictepi, no PapmMacboTUKaC PapmMacboTUK 3MiHM | TUNy - 3mMiHa napameTpiB cneyudikawii peyernma
2 6nictepu B KOpPOOGL nra. anc Nitg,. Ta/abo [oMyCTUMUX MeX roTOBOro MikapCbKoro
3acoby - npusefeHHA po3ainy «CepefHsa maca
BMICTY Kancyn» cneuudikadii 40 BUMOT fito4oi
BP; 3MiHM | TURY - 3mMiHa y MeTogax
BUMNPOBYBaHHSA roTOBOTO NiKapcbKoro 3acoby -
npuBefeHHs po3giny «CepegHs maca BMICTY
Kancys» [0 Bumor gitoyoi BP. BBegeHHs 3MiH
npoTArom 3-X MicsALiB nicnsa 3aTBepAXeHHs
277, ME®PEHAMIHOBA Tabnetkn no 500 mr Ne MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/7015/01/01
KWNCNOTA- 20 (10x2) y KOHTYpPHMX "papmMaueBTNYHa "®apmauesTu 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS peyenma
AAPHULA YapyHKOBMX ynakoBkax y | dipma "dapHuua” yHa hipma A®| abo BMXiAHOrO MaTepiany/MpoMiKHOro
nauui "AapHnus” NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCSH Y

npoueci BupobHuuTea A®I (iHWwi 3MiHM y MeTogax
BMNPO6YBaHHs (BK/IOYaoumn 3aMiHy abo
[0noBHEHHA) AP| abo BUXiAHOro/NPOMKHOrO
NpOAYKTY); CynyTHA 3MiHa: 3MiHa y napameTpax
cneumdikauin Ta/abo gonNycTMMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BUXiQHWIA/MPOMiIDKHWIA NpoAyKT/peareHT, Wwo
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BUKOPUCTOBYIOTLCA Y Npoueci BUpobHuutea AdI;
3MiHM | TUNY - 3MiHa y MeToAax BUNPO6yBaHHS
rOTOBOrO JIiKaPCbKOro 3acoby; CynyTHS 3MiHa:
3MiHa napameTpiB crneuudikauii Ta/abo
O0NyCTUMMX MEX FOTOBOTO JTiKapCbKOro 3acoby;
3MiHM | TUMy - 3MiHK, NOB'A3aHi 3 HEOOXiAHICTO
NpuBeLEHHA Y BIANOBIAHICTb A0 MoHorpadii AdPY
abo €BponeiicbKoi hapmakonei, abo iHWwoi
HaujioHanbHoI dhapmakonei gepxasu E€C (3miHa 'y
cneumaikauisx, nos'a3aHa 3i 3amiHamy B Y,
abo €sponeiicbkiin hapmakonei, abo iHLWin
HauioHasIbHIN dhapmakonei gepxasu €C)
278, MICTON® Cyno3uTopii BariHa/bHi KYCYM IHais KYCYM IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16131/01/01
no 500 mr no 5 XENTXKEP MNBT XENTXKEP TeXHiYHa NoMuIKa B MeToAax KOHTPO/I SKOCTI, Y | peyernmom
Cyno3nTopiiB y CTpuni; nTa NBT NTA MeToAMLi BUNPOOyBaHHS NokasHuka «CynpoBigHi
N0 2 CTPUNU Y KaPTOHHIl [OMiLKn», 6yna gonylieHa nomuka npu
yMnaKkoBLi 3a3HaYeHHi Ha3BW peareHTy
279 MOMETA3OH-TEBA cnpeii HasasTbHUIA, TeBa 13painb BMPOGHMLTBO Yecbka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15611/01/01
cycnensis 50 mkr/fosa, dapmauesTikan 3a MoBHUM Pecny6nika/ 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHK. 3MiHa peyenmom
no 10 r (60 gos), y IHgacTpi3 /Ta,. LMK/TOM: Benvka HaliMeHyBaHHA Ta/abo agpecu micus
hnakoHi 3 O3yHUNM TeBa Yex BpuTaHis NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
cnpeii-Hacocom Ta IHpacTpi3 rOTOBOrO /iKapCbKOro 3acoby, BK/IYaoum
posnuBayeM, C.p.o., Yecbka OiNbHAULI BUNYCKY cepii abo MicLe NpoBeAEeHHSs
3aKpUTMM KOBMaYKoM; Nno Pecny6nika; KOHTPOJIO SIKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBsigae
1 chnakoHy B KapTOHHIl KOHTpOnb cepii BMPOGHWK/IMNOPTEpP, BKOYAKUN BUMYCK CEPiid)
KopoobUi 3a (3miHa agpecu BUpO6HMKa, 6e3 3MiHN Micus
MOKa3HNKOM BMPOGHMLTBA (MPMBELEHHA agpecu 0
"BrsHayeHHs opuriHanbHUX AOKYMeHTiB) (TepMiH BBeAEHHS
MOMETa30Hy 3MiH NPOTArom 6-TM MicsALiB 3 gatn
ypoaty y 3aTBEpPKEHHS 3MiH)
MasInX
Kpannsx/vyacTtk
ax™
MenbbypH
CaliHTngik
NimiTes,
Benuka
BpuTaHis
280, MOHKACTA® TabneTku, BKpUTI KPKA, a.4., Hoso CnoBeHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13942/01/01
NNiBKOBOK 060/1I0HKOHO, MecTo HoBo mecTo, MonbLwa 3MiHK | TUNY — nogaHHsA oHoBneHoro CEP Ne RO- peyenmom
no 10 mr no 7 TabneTtok CnoBeHis; CEP 2011-245-Rev 03 ana A®l MoHTenykacty
y 6nicTepi, no 2 abo no KPKA MonbLa HaTpilo Bif 3aTBEPKEHOIO BUPOOHMKE,;
4, abo no 8 6nicTepis y Cn.30.0., nofaHHsa oHossieHoro CEP Ne RO-CEP 2011-
Kopoo6Li Monbwa 131-Rev 02 gna A®l MoHTenykacTy HaTpito Big,

3aTBEPXEHOr0 BUPOOHYMKA; 3MiHU | Tvny -
36iNbLUEHHS Nepiogy NOBTOPHOrO BUMNPOGYBaHHS
A®| MoHTenykacTy HaTpito. 3anponoHoBaHo: 36
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Micauis
281/ MOHKACTA® TabneTkn XyBasbHi No 4 KPKA, 4.4., Hoso CnoBeHis KPKA, 4.4., CnoseHis/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/13943/01/01
Mr no 7 Tabnetok y MecTo HoBo mecTo, MonbLua 3MiHu | TUNY — nogaHHA oHosneHoro CEP Ne RO- peyenmom
6nictepi, no 2 a6o no 4, CnoseHis; CEP 2011-245-Rev 03 ana A®l MoHTenykacty
abo no 8 6nictepiB y KPKA MonbLa HaTPIlo Bif 3aTBEPAKEHOTO BUPOOHMKA,;
KapTOHHI KopooLli Cn.3o0.0., nofaHHsa oHossieHoro CEP Ne RO-CEP 2011-
MonbLa 131-Rev 02 gns A®l MoHTenykacTy HaTpito Big,
3aTBEPAKEHOr0 BUPOOHYKA; 3MiHu | Tvny -
36i/1bLLIEHHA Nnepiogy NOBTOPHOTO BUMPOOYBaHHA
A®I| MoHTenykacTy HaTpito. 3anponoHoBaHo: 36
MicaLIB
282 MOHKACTA® TabneTkn XyBasbHi No 5 KPKA, a.4., Hoso CnoBeHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13943/01/02
Mr o 7 TabneTok y MecTo HoBo mecTo, MonbLa 3MiHu | TUNY — nogaHHA oHoBneHoro CEP Ne RO- peyenmom
6nicTepi, No 2 abo no 4, CnoseHis; CEP 2011-245-Rev 03 gns A®l MoHTenykacty
abo no 8 6nicTepiB y KPKA MonbLwa HaTpilo Bif 3aTBEPAKEHOIO BUPOGHMKA,;
KapTOHHI Kopo6Li Cn. 30.0., nogaHHa oHossieHoro CEP Ne RO-CEP 2011-
MonbLla 131-Rev 02 gns A®l MoHTenykacTy HaTpito Big,
3aTBEPAKEHOr0 BUPOGHMKA; 3MiHW | Tvny -
36iNbLlUEHHs nepiogy NOBTOPHOrO BUMPOGYBaHHSA
A®| MoHTenykacTy HaTpito. 3anponoHoBaHo: 36
MicsLiB
283 MYKANTUH Tabnetky no 50 mr in ToBapucTso 3 YkpaiHa BCi cTagii YKpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: - UA/11488/01/01
bulk: no 1000 Ta6bneTok 0bMexeHot BMPOGHMLITBA, 3MiHM | TUNy - 3mMiHa napameTpiB cneuudikawii
y nakeTax BiANOBIAA/ILHICTIO KOHTPONb Ta/abo fonycTUMUX MeX A8 AONOMIKHOT
nonietuneHosux; in bulk: | “OocnigHuii 3aBog, SIKOCTI, BUNYCK PEUYOBUHM; CYNyTHSA 3MiHA: 3MiHa Y MeTogax
no 9000 a6o no 15 000 "rTHUaC" cepii: BMMNPOGYBaHHA JOMOMDKHOI PEYOBUHW (HE3HAYHI
TabneTok y ToBapucTBO 3 3MiHW Y 3aTBEpAKEHUX MeTofax BUNpobyBaHb) -
KOHTeliHepax 06MeXeHo 3MiHV BUMOT napameTpiB creymdikauiin Ta
BiANOBIA&/bHI MeTOoZiB BUNPO6YBaHHS Ha AONOMIXHY PeUOBUHY
cTIo - LlyKOp; 3MiHU | TUNy - 3MiHK, NOB'A3aHi 3
"LocnifHniA HeoOXiAHICTIO NpUBELEHHS Y BIANOBIAHICTL A0
3asog " MoHorpadii JPY abo €Bponencbkoi
rHunc, thapmakonei, abo iHLWOT HaLioHa/IbHOT
YkpaiHa; BCi thapmakonei aepxasu €C (3miHa 'y
cTagji cneumdikauisix, NoB'A3aHa 3i 3aMiHOK BUMOT
BMPOOHULTBA, MoHorpadii ®Y abo iHLWOT HalioHaIbHOT
KOHTPO/b thapmakonei gepxasun €C Ha BUMOru
AKOCTI, BUMYCK MoHorpadii EBponeiicbkoi hapmakoner);
cepii: CYNyTHSA 3MiHa: 3MiHa Y MeToax BUNpobyBaHHs
ToBapucTso 3 [OMNOMDKHOT peHOBUHU (HE3HaYHI 3MIHN Y
0bMexeHot 3aTBEpMKEHUX MeTogax BUNpobyBaHb) -
BiANoBiAa/bHI npuBeLEHHS NapameTpiB cneuudikadiii Ta
cTIo MeTOoZiB BUNPOGYBaHHA AOMNOMIKHUX PEYOBUH Y
"®apmauesTu BigNOBIAHICTb 4O BUMOT Ajit040ro BugaHHsa EP
YHa KOMMaHis ab0o BMMOTr Aitoyoro BuaaHHa AdY; 3miHu | Tuny -
"3p0pos'a”, 3MiHa napameTpiB cneuundikauili Ta/abo
YkpaiHa [0NYyCTUMUX MEX NEePBUHHOT YNaKoBK/ rOTOBOIO
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

nNiKapcbKoro 3acoby; cynyTHA 3MiHa: 3MiHa y
MeToAax BUMPOOYyBaHHS NEPBUHHOT yNakoBKM
rOTOBOrO JlikapCbKoro 3acoby (He3HauHi 3MiHU Y
3aTBEPKEHNX MeToax BUNPoByBaHb); 3MiHK |
TUMY - 3MiHW, NOB'A3aHi 3 HEOBXigHICTIO
npuBeaeHHs y BiANOBIAHICTb A0 MoHorpadii 4PY
abo €sponelicbkoi hapmakonei, abo iHLoi
HauioHasbHOI chapmakonei gepxasun €C (3miHa y
cneumdikauisix, noB'a3aHa 3i 3MiHamu B JdY,
abo €ponelicbkiit papmakonei, abo iHLLii
HaujioHanbHili hapmakonei gepxasu €C);
CynyTHS 3MiHa: 3MiHa y MeTofax B1UnpobyBaHHs
[L0MOMDKHOT PEYOBMHU (HE3HAUHI 3MIHW Y
3aTBEPMAKEHNX MeToAax BUNPoOyBaHb) - 3MiHU
BMMOr MapameTpiB crneumdikayiii Ta MeToAiB
BUNPOOBYBaHHS Ha AONOMDKHI PEYOBUHU: KaslbLiito
cTeapar, HaTpilo rigpokapboHaT, kucnota
NIMMOHHA MOHOTigpaT - 3amiHa Bumor AdY Ha
BMMOTN Aito40ro BugaHHsA EP; 3mikum | Tuny -
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y
BiANOBIAHICTb A0 MoHOrpadii 4PY abo
€Bponelicbkoi hapmakonel, abo iHwoT
HauioHasbHOI chapmakonei gepxasun €C (3miHa y
cneumdikauisix, noB'a3aHa 3i 3MiHamu B JdY,
abo €ponelicbkiil papmakonei, abo iHLLiA
HaujioHanbHili hapmakonei gepxasu €C);
CynyTHS 3MiHa: 3MiHa y MeTofax B1UnpobyBaHHs
A®| abo BMXiAHOTO MaTepiany/MpomMiKHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea A®I (iHWwi 3MiHM Yy MeTogax
BMNPO6YBaHHs (BK/IOYaoumn 3aMiHy abo
[0noBHEHHA) AP| abo BUXiAHOro/NPOMKHOrO
NpoAyKTY) - 3MiHM Y cneuudikalii Ta meTogax
BXiZJHOTO KOHTPOJIIO Ha fjil04y PeHOBUHY
MyKanTuH 3a nokasHukom "MikpobionoriuHa
yncToTa" - NprBeAEeHHS Ao Bumor AdY gitovoro
BUAaHHA

284

MYKANTUH

Tabnetku no 50 mr no 30
TabneTok y 6aHui abo
KOHTelHepi, No 1 6aHLui
abo KoHTeliHepy y nauui
3 KapToHy; no 10
Ta6NeTOK Yy KOHTYPHUX
6e34apyHKOBUX
ynakoskax; no 30
Tabnetok y 6aHkax abo
KOHTeliHepax

ToBapucTso 3
06MexeHo
BiANOBIAA/ILHICTIO
"[ocnigHnii 3aBog
"rTHUaC"

Ykpaina

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b
AKOCTI, BUNYCK
cepii:
ToBapucTBO 3
obMexeHot
BignosiganbHi
CTIo
"flocnigHwii

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHM | Tuny - 3MiHa napameTpiB cneuudikawii
Ta/abo fonyCcTUMUX MEX A8 AONOMIKHOT
PEeYOBUHM; CynyTHA 3MiHa: 3MiHa Yy MeTogax
BMNPOGYBaHHA JOMOMDKHOI PEYOBUHMW (HE3HAYHI
3MiHM y 3aTBEpAKEHNX MeToAax BUNpobyBaHb) -
3MiHM BUMOT napameTpiB cneyndikauii Ta
MeToZiB BUNPOGYBaHHA Ha AOMOMiXXHY PEHOBUHY
- LlyKOp; 3MiHU | TUny - 3MiHK, NOB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0

6e3
peyenma

UA/5779/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aBopg, " MoHorpadii 4dY abo €Bponeicbkol
rHunC, hapmakonei, abo iHLLIOI HaLioHasTbHOT
YkpaiHa; BCi thapmakonei gepxasu E€C (3miHa 'y
cragji cneumaikalisx, nos'a3aHa 3i 3amiHOKO BUMOT
BMPOGHMLITBA, MoHorpadii PY abo iHWOT HauioHanbHOT
KOHTPO/b thapmakonei gepxasun EC Ha BUMOTY
AKOCTI, BUNYCK MoHorpadii €Bponeiicbkoi hapmMakoner);
cepii: CYNyTHA 3MiHa: 3MiHa y MeTogax B1npobyBaHHA
ToBapucTBo 3 [LOMOMDKHOT peYOBMHY (HE3HAYHI 3MiHU Y
06MeXeHo 3aTBEPKEHNX MeToAax BUNPo6yBaHb) -
BiANOBiAa/bHI npuBeAeHHs NapameTpiB cneumdikayin Ta
CTIO MeTOZIB BUMPOOYBaHHA AOMOMiIXKHUX PEHOBUH Y
"®apmaueBTu Bi4NOBIAHICTb 40 BUMOT Ail040ro BuaaHHA EP
YyHa KOMNaHis ab6o Bumor gitoyoro BugaHHa APY; 3minv | Tuny -
"3popoB's", 3MiHa napameTpiB cneuudikauiii Ta/abo
YKpaiHa [,0NYyCTUMUX MEX NEPBUHHOT YNaKOBK/ rOTOBOIO

NiKapcbKoro 3acoby; cynyTHS 3MiHa: 3MiHa y
mMeToAax BUNpobyBaHHA NEPBUHHOT yNakoBKu
roTOBOro NikapcbKoro 3acoby (He3HauHi 3MiHW y
3aTBEPMKEHNX MeToAax BUNpobyBaHb); 3MiHK |
TUMY - 3MiHWU, NOB'A3aHi 3 HEOBXigHICTIO
nNpuBeLEeHHN y BiANOBIAHICTb A0 MoHorpadii AdPY
abo €BponeiicbKoi hapmakonei, abo iHWwoi
HaujioHanbHOI dhapmakonei gepxasu E€C (3miHa 'y
cneumaikauisx, nos'a3aHa 3i 3amiHamu B Y,
abo €sponeiicbkiin hapmakonei, abo iHLWi
HaujioHanbHili hapmakonei gepxasu €C);
CYNyTHSA 3MiHa: 3MiHa Y MeTofax BUNpo6yBaHHs
[LOMNOMDKHOT peYOBMHU (HE3HAYHI 3MiHN Y
3aTBEpMXEHUX MeToAax BUNpobyBaHb) - 3MiHU
BMMOI napameTpiB crneumdikauiii Ta MeToais
BMNPOOYBaHHSA Ha JOMOMDKHI PEUOBUHN: KaslbLijto
CTeapart, HaTpilo rigpokapboHar, kucnora
JIMMOHHA MOHorigpar - 3amiHa Bumor J®Y Ha
BVMOrU Ail040ro BuaaHHsa EP; 3miHm | tuny -
3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BigNoBigHICTL A0 MOHorpadii 4PY abo
€sponelicbkoi hapmakonei, abo iHwoi
HaujioHanbHoI dhapmakonei gepxasu €C (3miHa 'y
cneumaikauisx, nos'a3aHa 3i 3amiHamy B Y,
abo €sponeiicbkiin hapmakonei, abo iHLWin
HaujioHanbHili hapmakonei gepxasu €C);
CYNyTHSA 3MiHa: 3MiHa Y MeToax BUNpo6yBaHHs
A®| abo BMXiAHOTO MaTepiany/MPoMiKHOrO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuLUTBa AP (iHWIi 3MiHK Y MeToAax
BMNpOo6yBaHHSA (BK/IHOYaOuM 3amiHy abo
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

[0NoBHEHHS)) APl abo BMXiAHOrO/NMPOMIXXHOrO
NpoAyKTY) - 3MiHM Y cneundikauii Ta metTogax
BXiZJHOTO KOHTPOJIIO Ha fjl04y PeYOBUHY
MykanTuH 3a nokasHukom "MikpobionoriyHa
yncToTa" - NpuBeAeHHs Ao Bumor AdY gitouoro
BUAAHHA

285.

HAKCODKNH

Tabnetkn no 500 Mr no 6
TabneTok y do1akoHi; no
1 chnakoHy B KapTOHHIiA
KopoobLi

Mcpaiizep IHK.

CLWA

Mdpaiizep
Itania C. p. n.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | Tuny - 3MiHK WoAo
6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
BBeeHHs1 a60 3MiHM [0 y3arasibHeHUX JaHnX
npo cuctemy chapmakoHarnsagy (BBefeHHs
y3arasibHeHUX AaHvx Npo cuctemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
Bi4NoBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHMKa
[ANA 3jiiCHEeHHs hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBa)XKEHOT 0cobu,
BiANOBIAA/ILHOI 32 34iicCHEHHA dhapmakoHarnsgy
(BKTIHOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-haiina cuctemm
hapmakoHarnagy) - fitoya pegakuis:
yrnoBHOBaXKeHa 0coba 3 hapmakoHarnsay: Mapis
pauis XXypno/Maria Grazia Zurlo. NMponoHoBaHa
pefakLisi: ynoBHOBaxeHa ocoba 3
thapmakoHarnagy dpaHcyasa Ayma-Cinnan/
Francoise Dumas-Sillan; ynoBHoBaxkeHa ocoba
3asBHVIKa, BifnoBiganbHa 3a hapMakoHarniag Ha
perioHanbHOMY piBHI: TaTbsHa
MpoxopoBa/Tatyana Prokhorova. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0CobM
3asBHUKA

3a
peyenmom

UA/10504/01/01

286

HEO-NMEHOTPAH®
DOPTE

Cyno3nTopii BariHa/lbHi,
no 7 cynosutopiis y
6nicTepi B KAPTOHHIi
Kopoobui

EkcenTic Xencke
C.N.

Icnanis

EkcenTic lnay
CaHai Be
TipkapeT

AHOHIM
LipkeTi

TypeuunHa

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHWU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI BUpOOHMKa/imMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaoun
AiNbHULL BUNYCKY cepii abo MicLie NpoBefeHHs
KOHTPO/IO SIKOCTI. (QisS/IbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOpTEpP, BK/IOUAKUM BUMYCK Cepiii)
(3MiHa HaliMeHyBaHHS! BUPO6HWKa) (TepMmiH
BBEJEHHS 3MiH MPOTAroM 6-TK MicsAUiB nic/s
3aTBepXeHHs); 3MiHU | Tuny - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI €BpONeNchbKil
thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudikara BiAnosigHOCTIi abo
BWIYYEHHS cepTudiikaTa BignoBigHoCTI

3a
peyenmom

UA/5477/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

€Bponeiickbkili hapmakonei: gna A®l; ans
BUXiAHOTO MaTepiany/peareHTy/npoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ons fonoMixXHOT pevoBuHY (cepTudpikat
BiANOBIAHOCTI EBponeiickbkin thapmakonei) -
HoBwii cepTudpikat Bif HOBOro BUPOGHUKaA
(3amiHa abo AONOBHEHHS) (f0AaBaHHSA
anbTepHaTMBHOIO BUPOGHMKa ADI
(Metronidazole ) WUHAN WUYAO
PHARMACEUTICAL CO., LTD. Kutaii 3
HagaHHam CEP R1-CEP 2007-083-Rev 02);
3miHu |l Tuny - 3MiHn 3 akocTi. AdL.
Bupo6bHMLTBO. 3MiHa BUPOGHMKA
BMXi4HOro/MPOMKHOro NpoAyKTy/pearenTy, Lo
BMKOPUCTOBYOTbCSA Y BUPOOHMYOMY npoueci AdI,
a60 3MiHa BMPOGHWMKa (BKNOYatoun, ae
HeobXxifHO, MicLie NPOBEAEHHS KOHTPO/I0 AKOCTI)
A®I (3a BigcyTHOCTI cepTuddikaTa BigNoBiAHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaxeHOMy
[ocbe)(BBEAEHHS HOBOroO BMPOGHMKa AdI 3
HajaHHAM macTep-gaiina Ha A®l) (BBeeHHS
aNbTepHaTUBHOIO BUPO6HMKa AdDI
(Metronidazole ), AARTI DRUGS LIMITED ,

IHAis)

287

HIMECUNN®

rpaHynun gnsa opasibHoi
cycneHsii, 100 mr/2 r; no
2T B OIHOZ1030BOMY
nakeri; no 9 a6o 15, a6o
30 nakeTiB Y KapTOHHIiA
Kopoo6Li

Na6opaTopi
raoTTI C.n.A.

ITanis

Bupo6HMLTBO
"in bulk",
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib Ta
BUWMYCK Cepiil:
Nab6opaTtopioc
MeHapiHi C.A.,
IcnaHis;
daiiH dyac
eHp
PapMacboTUK
an3 H.T.M.
C.N.A,, Itanis;
KOHTPO/b
cepii:
®daiiH dyac
eHp
PapmMacboThK
an3 H.T.M.
C.N.A., ITanis

Icnanis/
ITanis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPoBaPKEHHSA AiS/IbHOCTI BUpoBHUKa/imMnopTepa
rOTOBOrO MiKapCbKOro 3acoby, BKIYaK4M
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJO SIKOCTI. (QisS/IbHICTb, 3a 5Ky BignoBsigae
BMPOGHMK/iIMNOpTEpP, BK/OYAYM BUMYCK Cepiii)
(3miHa agpecu BupobHuka 13 daiiH dyac eHg
dapmacbiotTukans H.T.M. C.IM.A. (BMpo6HMLTBO
"in bulk", nepBrHHe Ta BTOPVHHE MakKyBaHHS,
KOHTPO/Ib Ta BUMYCK Cepiid), 6e3 3MiHu Micus
BMPOGHULITBA Ta A0AaBaHHsA (OYHKLUIl paHille
3aTBEPKEHUX BUPOBHNIKIB, 3rifHO apXiBHUX
martepianis) (TepmiH BBEEHHA 3MiH NPOTArom 6-
TV MiCALIB Nicnsa 3aTBepAXeHHSR); 3MiHW | Tuny -
3MiHu Wwopao 6esnekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) (3MiHW y TeKCTi
MapKyBaHHS1 BTOPMHHOT yNakoBku, a came
BBE/iEHHS [BOX OKPEMUX YMakoBOK AN5 ABOX
BMPOGHMKIB /13, 3aMiCTb OAHIET i3 3a3HAYEHHAM
060X BUPO6HYKIB) (TepMiH BBEAEHHS 3MiH
NpOTArom 6-T1 MiCcALIB MiCs 3aTBEPAXKEHHS)

3a
peyenmom

UA/9855/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
288! HIMIO® reflb 4151 30BHiLLHBLOTO KYCYM IHais KYCYM IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/7649/01/01
3acTocyBaHHs, 10 mr/r, XEJTXKEP MBT. XEJITXKEP 3MmiHu | TMRY - 3MiHK 3 AKocTi. FoToBUIA peyenma
no 30ra6o 100 r B nTAa. MBT NTA, nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
atoMiHieBI ab6o TepMmiHax npuaaTHOCTI abo ymMoBax 36epiraHHs
namiHoBaHin Ty6i; no 1 rOTOBOrO JiKapCbKOro 3acoby (36iNbLUEHHS
Ty6i B KAPTOHHIl TepMiHy NMpPUAATHOCTI FOTOBOTO JiKapCbKOro
ynakoBLj 3aco6y) - [1na ToproBoi ynakosku
(nigTBEPAXYETLCA JaHUMK PEasIbHOro Yacy)
(36inbLUEHHS TEPMiHY NpUAaTHOCTI 3 2-X A0 3-X
pokiB) (TepMiH BBEAEHHS 3MiH NPOTAroM 6
MicSLiB NicnsA 3aTBEPAKEHHSR); 3MiHW | TUny -
3MiHu 3 SKoCTi. F0TOBMIA NiKapCbkuii 3aci6. 3MiHK
y BUPOGHULTBI. 3MiHa po3Mipy cepii (Bk/Itovaoum
JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
3aco06y (36inbweHHs fo 10 pasiB NopiBHAHO i3
3aTBEPKEHVM PO3MIpOM) (BBEAEHHSA
[,04aTKOBOro po3mipy cepii 3arsepgkeHo: 300 kr,
600 kr; 3anponoHoBaHo: 300 kr (Ty6rn no 30 1 —
10000 wrt., Ty6m no 100 r — 3000 wT.), 600 Kr
(Ty6m no 30 r — 20000 wr., Ty6mn no 100 r — 6000
WT.) Ta gogatkoso 1200 kr (Ty6m no 30 r — 40000
WT., Ty6n no 100 r — 12000 wr.)
289! HIMIA® renib 415 30BHILLIHBOrO KYCYM IHAjs KYCYM IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: - UA/12014/01/01
3acTocyBaHHsA, 10 mr/r, XENTXKEP MBT. XENTXKEP 3MmiHu | TMRY - 3MiHKW 3 SKOCTi. FoToBUIA
inbulk: no30rB nTAa. NBT NTA nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y
antoMiHieBii Ty6i; no 200 TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
Ty y KapTOHHii rOTOBOrO JliKapCbKOro 3acoby (36iNbLUEHHS
ynakosLi abo in bulk: no TepMiHy NpuAaTHOCTI FOTOBOrO NiKapCbKoro
100 r B a/TIOMiHi€EBIi 3acoby) - 115 ToproBoi ynakoBku
Ty6i; no 100 Ty6 y (niaTBEPAKYETHCA AAaHNUMU PEA/ILHOTO Yacy)
KapTOHHI ynakoBLi (36iNbLUEHHA TepMiHy NpUAAaTHOCTI 3 2-X 40 3-X
pokiB) (TepmiH BBEEHHS 3MiH NPOTArom 6
MiCALiB Nicna 3aTBepkKeHHs); 3MiHu | Tuny -
3MiHK 3 siKoCTi. FoTOBMIA NiKapcbKuii 3aci6. 3miHK
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BKYaoum
JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
3acoby (36inblueHHs Ao 10 pasiB NOpiBHAHO i3
3aTBEPAKEHNM PO3MIpPOM) (BBEAEHHS
[o4aTKoBOro po3mipy cepii 3arsepgxeHo: 300 kr,
600 kr; 3anponoHoBaHo: 300 kr (Ty6ur no 30 1 —
10000 wrt., Ty6m no 100 r — 3000 wT.), 600 Kr
(Ty6u no 30 r — 20000 wrT., Ty6m no 100 r — 6000
wT.) Ta gopatkoso 1200 kr (Ty6um no 30 r — 40000
WT., Ty6n no 100 r — 12000 wT.)
290! HIMOTON® po3uunH ans iHdysiid, 10 Baiiep ®apma Al HimeuunHa BECb LMK HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/3871/01/01
Mmr/50 M no 50 mn BMPOGHMLITBA: 3MiHK | TUNY - 3MiHA Y NepPBUHHIl ynakoBLj peyenmom

PO34MHY Y h/1aKoHi; no 1

Baliep ®apma

roTOBOrO /ikapcbKoro 3acoby (Tvn KoHTelHepa
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Ne

Ha3sBsa nikapcbko2o

®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ch/iakoHy pa3om 3 AT, abo fofaBaHHSA HOBOrO KOHTeHepa) — BHECEHHS
nonieTMIEHOBO HimeuuunHa; 3MiH [0 MaTepiasiB peecTpaviliHoro gochbe p.
CMOJTy4YHO TPYOKOHO BTOpPUHHE 3.2.P.7. Cuctema KoHTeliHep/3aKynopoBabHuWi
ons iHdysomarta y nakyBaHHs: 3aCi6: BUNYYEHHS a/lbTEPHATUBHOIO
KapTOHHI kopoobuj; no 5 KB ®apma + 3aKynoproBasibHOro 3aciby (Stopper bromobutyl
KOPOGOK B yMakoBLii 3 BeTepuHap gray siliconized type | for injection (0846)), sikuii
nonieTnneHy MpoaykTte He BMKOPUCTOBYETLCS A/18 YNaKOBKW NiKapCbKoro
m6X, 3acoby
HimeyunHa
291! HICTATUH Cyno3nTopii peKkTasibHi MAT "MoHchapm" YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8487/01/01
no 250 000 O, no 5 "MoHdpapm" 3MiHY | Tuny - 3MiHK WoAo peyenmom
Cyno3nTopiiB y CTpUMi; 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
no 2 cTpunu y navi 3 BBeeHHs1 a60 3MiHM [0 y3arasibHeHUX JaHnX
KapToHY npo cuctemy chapmakoHarnsagy (BBefeHHs
y3arasibHeHUX AaHvx Npo cuctemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0cobu,
Bi4NoBiga/IbHOI 3a 34iICHEHHST chapmakoHarnsay;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa
[ANA 3jiiCHEeHHs dhapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBa)XKEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iicCHEeHHA ddapmakoHarnsgy
(BKIHOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnsagy) - 3miHa ynoBHOBaXeHoTl
0cobu Ans 3gjiicHeHHst hapMakoHarnsgy.
[itova pepakuis - lwyk Hatanka MeTpiBHa.
MponoHoBaHa pepakuis - Cosrupa Cepriii
CeprilioBny. 3MiHa KOHTAKTHUX AaHKX
YNOBHOBaXXEHOT 0CO6U 3 dhapMakoHarnsay
292! HICTATUH Cyno3nTopii peKkTasibHi MAT "MoHapm” YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8487/01/02
no 500 000 OJ no 5 "MoHdapm" 3MiHY | TUny - 3MiHK LWoAo peyenmom

Cyno3nTOopIiB y CTpuMi;
o 2 cTpUnu y nav,i 3
KapTOHY

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBefieHHs1 a60 3MiHM [0 y3aralbHEHUX AaHKX
npo cuctemy thapmakoHarnsagy (ssefeHHs
y3arasibHeHUX AaHunx Npo cuctemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 chapMakoHarnisgy 3asBHVKa
[ANA 3ajicHeHHs dhapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BiMiHHA Bifj YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHSA hapmakoHarnsay
(BKNKHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
po3MilLeHHi MacTep-chaiina cucremm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT
0cobu Ans 3gjiiicHeHHst hapmMakoHarnsay.
[itoya pepakuis - Iwyk Hatanka MeTpisHa.
[ponoHoBaHa pegakuis - Cosrmupa Cepriit
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

CeprilioBny. 3MiHa KOHTaAKTHUX AaHKX
YNOBHOBaXKEHOT 0CO6U 3 dhapMakoHarnsay

293

HITPOINILEPUH

TabneTkv cybniHrBasnbHi
no 0,5 mr no 40
TabneTok y 6aHkax

TOB HaykoBo -
BMpo6HUYa hipma
"Mikpoxim"

YkpaiHa

TOB HaykoBo
- BUpPO6HMYa
thipma
"Mikpoxim"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHKW | TURY - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta chapmakoHarnsgy -
[ofaHo iHdhopMmauito A0 IHCTPYKLii Ans
MeJUYHOrO 3aCTOCYBaHHS NikapcbKoro 3acoby
LLIOAO KOHTAKTIB i3 3anuTaHb 6e3neku
3acTocyBaHHSA NikapcbKoro 3acoby.
BBeneHHs1 3MiH NpoTarom 3-x MicsuiB nicns
3aTBEPMKEHHS; 3MiHM | TURY - 3MiHK LWOA0
6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
BBeeHHs1 a60 3MiHM [0 y3arasibHeHUX JaHnX
npo cuctemy chapmakoHarnsagy (BBefeHHs
y3arasibHeHUX AaHvx Npo cuctemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0cobu,
Bi4NoBiga/IbHOI 3a 34iICHEHHST chapmakoHarnsay;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa
[ANA 3jiiCHEeHHs dhapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBa)XKEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iicCHEeHHA ddapmakoHarnsgy
(BKIHOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - 3MiHa KOHTaKTHUX JaHuX
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
34ilicHeHHs hapmakoHarnsgy

6e3
peyenma

UA/0129/01/01

294,

HITPOCOPBI],

Tabnetkn no 10 mr, no
50 Tabnetok y 6aHLi; no
1 6aHui B navi 3
KapToHy; no 10
TabneTtok y 6nictepi; no
5 6nicTepiB y nayuy,i 3
KapTOHY

TOB Haykoso-
BMPOGHMYA thipma
"Mikpoxim"

YkpaiHa

TOB Haykoso-
BMPOGHMYA
ipma
"Mikpoxim"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHKW | TURY - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI Ta hapMakoHariagy -
[ofJaHo iHdopMmauito A0 IHCTPYKLi Ans
MeAMNYHOro 3acTOCyBaHHA NikapCbKoro 3acoby
00 KOHTAaKTIB i3 3annTaHb 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby. BBegeHHs
3MiH npoTtarom 3-x Micauis nicna
3aTBepAKEHHSA; 3MiHN | Tuny - 3MiHW WoAo
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsay.
BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHuX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvX Mpo cucTemy
hapmMakoHarnagy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0c06M 3 chapmakoHarnagy 3asBHuKa
Ans 3piicHeHHA dhapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0Cco6bu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA ddapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
PO3MilLEHHI MacTep-chaiiia cuctemm

3a
peyenmom

UA/6831/01/01




Ne
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Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
hapMakoHarnsgy) - 3aMmiHa KOHTaKTHUX JaHuxX
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 3a
3iicHeHHs1 hapmakoHaraagy
295, HOBOKAIH Cyno3nTOopIi peKkTasbHi MAT "MoHchapm" YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7586/01/01
no0,1rno5 "MoHdpapm" 3MiHY | TUny - 3MiHK WoAo peyenmom
Cyno3nTopiiB y CTpUNi; 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
no 2 cTpunu y navi 3 BBeeHHs1 a60 3MiHM [0 y3arasibHeHUX JaHnX
KapToHY npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHvX Npo cuctemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
Bi4NoBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHuKa
[ANA 3ajiCHEeHHs hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBa)XKeHOT 0cobu,
BiANOBIAA/ILHOI 32 34iicCHEHHA dhapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaxeHoTl
0cobu Ans 3gjiicHeHHst hapMakoHarnsgy.
[itova pepakuis - lwyk Hatanka MeTpiBHa.
MponoHoBaHa pepakuis - Cosrupa Cepriii
CeprilioBny. 3MiHa KOHTAKTHUX AaHKX
YNOBHOBaXXEHOT 0CO6U 3 dhapMakoHarnsay
296! HYPO®EH® Kancynm m'ski no 400 wmr, PekkiTT BeHkizep Benuka BignosiganbH Benvka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/14179/01/01
EKCNPEC ®OPTE no 10 kancyn y 6nicTepi, Xenckep BpuTtaHis uii 3a Bputanis/ 3MiHu | TMNY - 3MiHK 3 AKoCTi. FoToBMIA peyenma
no 1 6nictepy B IHTEpPHELLHN nakyBaHHs Ta HigepnaHgn nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
KapTOHHI KopooLii Nimiteq BUMYCK cepil: TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs
PekkiTT rOTOBOrO NiKapCbKOro 3acoby (36iNbLUeHHS
BeHkizep TepMiHy MPUAATHOCTI FOTOBOrO NiKapCbKoro
Xenckep 3aco6y) - [lns TOproBoi ynakoBKu
IHTEpHeLwHN (nigTBEPAXYETLCA fJaHUMK PeasibHOro Yacy)
Nimiteq, (36inbLIEHHS TeEpMiHY NPUAATHOCTI FOTOBOrO
Benuka nikapcbKoro 3acoby 3 2-x A0 3-x pokiB) (TepMiH
BputaHis; BBE/IEHHS 3MiH NPOTAroM 6-T1 MicALIB nicns
BignosiganbH 3aTBEPAKEHHS)
uii 3a
BMPOGHMLTBO
in bulk:
MaTteoH
Codhmxernc
B.B.,
Higepnanan
297, HYPO®EH® POPTE TabneTku, BKpUTI PekkiTT BeHkizep Benvka PekkiTT Benvka BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/6313/02/01
060/10HKO0, N0 400 Mr Xenckep BpuTtaHis BeHkizep BputaHis 3MiHM | TUMy - 3MiHW [0 IHCTPYKUiT Ans peyenma
no 12 Tabnetok y IHTepHeLLUHN Xenckep MeAMYHOr0o 3aCTOCYBaHHs A0 po34inis
6nicTepi; no 1 6nictepy Nimiteq IHTepHeLwHN "®apmMakonoriyHi BnactusocTi”,
B KAPTOHHIli Kopobui JlimiTeqn "[MpoTrnokasaHHa", "B3aemogisi 3 iHWnMmn
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aEMOSiid",
"OcobnmBocTi 3acTocyBaHHA", "Mo6iuHI peaxuii”
BiANOBIAHO [0 OHOBMEHOT iHhopMaLii 3 6e3nekn
Lito40i pevyoBuHW. BBeeHHS 3MiH NpoTArom 3-x
MiCALIB MiCNs 3aTBEPKEHHS
298! HbIOPOMEHTUH® Kancynu Teepgi no 300 KYCYM IHais KYCYM IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/14034/01/01
Mmr no 10 kancyny XENTXKEP MNBT XENTXKEP TEeXHIYHa NOMUIIKA Y PO34ini «YnakoBka», peyenmom
6nicTepi; no 1, no 3 abo nTa MBT NTA, MeTopiB KOHTPOO AKOCTi Ha roToBUI
no 10 6nicTepiB y nikapcbkuii 3aci6, 6yna gonylieHa noMunka npu
KapTOHHII ynakoBLi onuci thacyBaHHs in bulk, 3amicTb «kancyn»
6yN0 3a3HaYEHO «TabNeTkn», y iHWNX po3ginax
MK$ BKkasaHo npasunbHa fnikapcbka hopma, LWwo
NpY3BOAUTL A0 Pi3HOUMTAHHSA Y MeXax OgHOro
OOKyMeHTa
299! HbOPOMEHTUNH® Kancynu Teepgi no 300 KYCYM IHais KYCYM IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/15768/01/01
Mr in bulk: Ne 10x180: XENTXKEP MNBT XENTXKEP TEeXHiYHa NOMU/IKa Y PO34ii «YnakoBka»,
no 10 kancyn y 6nictepi; nTa NBT NTA MeToziB KOHTPO/IO SIKOCTi Ha rOTOBUIA
no 180 6nicTepiB y nikapcbkuii 3aci6, byna gonylieHa nomunka npu
KapTOHHiiA Kopo6Lyi onuci pacysaHHs in bulk, 3amicTb «kancyn»
6y/10 3a3Ha4YEHO «TabETKM», Y IHLWKX po3ginax
MK$ BKkasaHo npasunbHa fnikapcbka hopma, LWwo
NPU3BOANTL A0 PI3HOUUTAHHSA Y MEXax OfHOro
[OKYMeHTa
300/ ObNINNXOBI Cyno3nTopii peKkTasibHi MAT "MoHapm" YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/7588/01/01
CYNO3UTOPII no0,3rno5 "MoHdpapm" 3MiHM | TUNY - 3MiHK WoA0 peyenma
Cyno3uTopiiB y CTpuni; 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay.
1o 2 cTpunu y nav,i 3 BBeieHHs1 a60 3MiHM [0 y3arasibHeHUX JaHnX
KapTOHY npo cuctemy thapmakoHarnsagy (BBefeHHs
y3araslbHeHNX faHvx nNpo cuctemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
KOHTaKTHOI 0c0o6M 3 thapMakoHarnagy 3asBHMKa
[ANAa 3aiiicHeHHs dhapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXXEHOT 0cobu,
BIANOBIAA/IbHOI 32 34iiCHEHHA ddapmakoHarnsagy
(BKNKHOYAKUN KOHTAKTHI faHi) Ta/abo 3MiHM y
po3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy)- 3MiHa ynoBHOBaXXeHOI 0co6u
ONs 30iCHEHHS chapmakoHarnagy.
[Jitova pepakuis - lwyk Hatanka MeTpiBHa.
MponoHoBaHa pepgakuis - Cosrupa Cepriii
CeprilioBnY. 3MiHa KOHTaAKTHUX AaHKX
YNOBHOBaXKEHOT 0CO6U 3 dhapMakoHarnsay
301 OKCANINNATIH- NOPOLLIOK ANst Mictpan Kenitan Benwvka AxTasic ITanis ITanisa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/13987/01/01
BICTA NPUroTYBaHHA PO3UNHY MeHeXMeHT BpuTaHis C.n.A. 3MiHu | TUNY - AQMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
Ans iHdysin (5 mr/mn) Nimiteq HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa

no 50 mr y donakoHax Ne

(BnacHvKa peecTpauiiHoro nocsigyeHHs) (3miHa
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
1 afpecu 3asaBHUKA)
302 OKCANINNATIH- NOPOLUOK ANs MicTtpan Kenitan Benuka AkTasic ITanis ITanis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/13987/01/02
BICTA NPUroTyBaHHA PO34NHY MeHeXMeHT BpuTaHis C.n.A. 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
ons iHdysili (5 mr/mn) Nimiten HaliMeHyBaHHs Ta/abo agpecy 3asiBHMKA
no 100 mr y chnakoHax (BnacHvika peecTpadiiHoro noceigyeHHs) (3miHa
Neo 1 afipecu 3asBHUKA)
303] OKCUNPOrECTEPO PO34MH ANA H'EKLl, TOB "$3 YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 3a UA/3616/01/01
HY KAMPOHAT onilinnii 12,5 % pgns "BIO®APMA" "BIOGAPMA", 3MiHM | TUNY - 3MiHa Yy MeTogax BUNpPobyBaHHS peyenmom
BMPOGHUMKa MpAT YkpaiHa; TOB rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW y
"Biohapma™: no 1 mn B "®3 MeToAax BUNpobyBaHb (BK/IOYaoumn 3amiHy abo
amnyni; no 10 amnyn y "BIOGAPMA", [ONOBHEHHS))
nauui 3 KapToHy; Ans YKpaiHa
BMpo6HMKa TOB "®3
"BIO®APMA™ no 1 mn B
amnyni; no 5 amnyn 'y
6nicTepi; no 2 6nictepu
B NayLli 3 KAPTOHY
304, OKCO/NIH NopoLLOoK (cybcTaHUis) y [epxaBHe YkpaiHa [epxaBHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/2184/01/01
KOHTelHepax nignpueMcTBo nignpMeEMCTBO 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS
nonieTuneHoBmx s "3aBog, XiMiYHNX "3aBog, A®| abo BMXigHOrO MaTtepiany/npomiKHOTO
hapmMaLeBTUYHOIO peakTuBiB" XiMiYHMX npoAaykTy/peareHTy, WO BUKOPUCTOBYETLCA Y
3aCcTOCyBaHHA HaykoBo- peakTusiB" npoteci BupobHuuTea AP®| (He3HauHI 3MiHK Y
TEXHOMOTYHOro Haykoso- 3aTBEPAKEHNX METOAaX BUNPOGYBaHHS).
KoMMekcy TeXHOsorivyHor BBeAeHHA 3MiH NpoTArom 3-x MicAuiB nicns
"IHCTUTYT 0 KOMMNEKCY 3aTBepMKEeHHA
MOHOKpUCTasiB" "IHCTUTYT
HaujioHanbHoi MOHOKpUcTani
akagemii Hayk B"
Ykpainn" HauioHanbHoi
akazemii Hayk
YKpaiuun"
305, OKCO/IIHOBA MA3b | ma3b 0,25% no10ry TOB "OKM YkpaiHa TOB "[OKnM YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/7730/01/01
Ty6i; no 1 Ty6i B nayui; "papmMaueBTUYHA "®apmaveBTu 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. peuyenma
no 10 r y KoHTeliHepax thabpuka" YyHa habpuka” BunyyeHHss BUPO6HWYOT finbHuLi (BKIHOYaK0UM

AinbHuui ana A®l, npomikHOro npoAykTy abo
roTOBOro Nikapcbkoro 3acoby, AinbHuLI Ans
NPOBeAEHHs NakyBaHHsi, BUPOGHUKA,
BiANOBIAA/ILHOIO 3a BMNYCK Cepiii, MicLe
npoBeAeHHA KOHTPOsto cepii) abo
nocTavyanbHviKa BUXiAHOTO MaTepiasy, peareHty
a60 AONOMIXXHOT PeyoBUHU (SKLLO 3a3HaYeHo y
[0CbE) (BUTyYEHHS BUPOBGHUYOI AinbHuL (TOB
"KM "®apmauesTuyHa abpuka”, Ykpaina,
10014, XXuTomupcbka 0671., MicTo XXutomup,
KoponboBCbkuii paiioH, ByN. JIepMOHTOBCbLKA,
6YyAMHOK 5) rOTOBOrO /ikapcbKoro 3acoby)
(TepmiH BBEAEHHS 3MiH NPOTAromM 3-X MicsiLiB
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nicns 3aTBepXeHHs)
306 O/NIPEH® nnacTup NikyBasibHWA No Tesa I3painb B1po6HMK, AnoHis/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 6e3 UA/5930/01/01
140 mr/12 roanH Ha 140 dapmaLeBTikan KNI HimeyunHa 3MiHu 1l TUNYy - 3MiHK Woa0 peyenma
cm? Ne2: o 2 nnacTumpi y IHpacTpi3 /Ta,. BignoBsigae 3a 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy.
nakeTi 3 nanepoBo- BMPOGHMLTBO BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
a/TlOMIHIEBO- Hepo3dhacosa BMAAui peecTpaviiiHoro noceig4YeHHs,
nonieTUNEeHoBOI NNiBKK; HOro BK/IOYatouM MnaH ynpaBniHHA pusvkamm
no 1 nakeTy B KAPTOHHIl NPOAYKTY; (3acTocyBaHHs 3MiH(1), ski(a) BUMararTb(€)
Kopobuyi; Ne5: no 5 nepBuHHa Ta nofasbLIoro 06rpyHTyBaHHS HOBUMMU
nnacTupis y naketi 3 BTOPVHHA [04aTKOBUM AaHVMW, L0 MaloTb HafaBaTncs
nanepoBo-a/tOMiHIEBO- ynaKkoBKa, KOMMETEHTHVM OpraHoM, OCKiflbkM BUMaraeTbCs
nonieTUNEeHoBOI NNIBKK; KOHTPO/b CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
no 1 nakeTy B KApPTOHHiIl cepii: (BrKoHaHHSA 3060B'A3aHb Bi4NOBIAHO A0
Kopo6ui; Ne10: no 5 Telika nignyHkTy 1.13 nyHKTY 1, NigNYHKTY 2.3 NyHKTY 2
nnacTupiB y nakeTi 3 PapmMacboTUK poaartky 15 o MNMopAagky npoBefeHHA
nanepoBO-a/ItOMIHIEBO- an Ko., N14., eKcnepTu3n peecTpauiiHnx Matepianis Ha
nonieTUIEHOBOI NiBKY; ANoHis; nikapcbki 3acobwm, Lo NoAalTbCs Ha AepXaBHy
no 2 nakeTu B KAPTOHHIi B1pOGHMK, peecTpadito (nepepeecTpaLito), a Takox
KopoobLi KNI eKcnepTn3n mMmatepiasiiB Npo BHECEHHS 3MiH A0
Bignosigae 3a peecTpauiiiHux MaTepiasnis NpoTarom fgii
KOHTPO/b peecTpauiiHoro nocBifg4YeHHs, 3aTBepLKEHOro
cepii: Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Mepkne 'vbéX, Hakasy MO3 Big 23.07.2015 Ne 460)
HimeuuunHa,;
Brnpo6HuK,
AKNN
Bignosigae 3a
BUMYCK cepii:
Mepkne M'v6X,
HimeuyunHa
307, OP3NA® NOPOLLOK A4/19 PO3UNHY Opxig ®apma IHAjis AcTtpan IHAisa BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 3a UA/7554/01/01
L8 iH'ekuin no 250 Mry Nimiteq CrepiTey 3MiHK | TUNY - 3MiHa NapameTpiB cneumdikauii peyenmom
chnakoHax Ne 1 B MpaviseT Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro
KOMMNEKTI 3 NimiTen 3acoby - npuBefeHHs cneungikaLii rotoBoro
PO3YMHHWKOM NO 5 MN1 B NiKapCbKoro 3acoby 3a nokasHukamu «Bmict
amnynax B kopobuj, Ne nipyavHy» Ta «CynpoBiJHi LOMILLKU» Y
1, Ne 50 y dpnakoHax B BiAANOBIAHICTL A0 BUMOr MOHorpadii EP
Kopobui
308, OP3NA® NOPOLLOK A/19 PO3UYNHY Opxig ®apma IHais AcTtpan IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7554/01/02
0N iH'ekuii no 500 Mry Nimiteq CrepiTey 3MiHM | TUNy - 3mMiHa napameTpiB cneyudikawii peyenmom
onakoHax Ne 1 B MpaiiBeT Ta/abo [oMyCTUMUX MeX roTOBOro MikapCbKoro
KOMMNNEKTI 3 NimiTen 3acoby - npuBefeHHs cneuudikaLii rotoBoro
PO3UYNHHWMKOM MO 5 M/ B nikapcbKoro 3acoby 3a nokasHukamu «BmicTt
amnynax B kopobuj, Ne nipnavHy» Ta «CynpoBigHi AOMILLKN» Y
1, Ne 50 y chnakoHax B BiANOBIAHICTb A0 BUMOr MOHorpacii EP
Kopoo6Li
309/ OP3NA® NOPOLLOK A/1S PO3YUHY Opxig ®apma IHais AcTtpan IHais BHECEHHS 3MiH A0 peecTpauiiHux maTtepianis: 3a UA/7554/01/03
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ons iH'ekuii no 1000 mr Nimiteq CrepiTey 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peyenmom
y thnakoHax Ne 1 B MpaviBeT Ta/abo foNyCTMMUX MEX rOTOBOrO MiKapCbKoro
KOMMEKTi 3 NimiTen 3acoby - NpMBeAEeHHs creumdikaL,ii roToBoro
PO3YMHHKKOM No 10 Mn NikapCcbKoro 3acoby 3a nokasHukamu «Bmict
B amnynax B kopo6ui, Ne nipnavHy» Ta «CynpoBsigHi AOMILLKW» Y
1, Ne 50 y dhriakoHax B BiANOBIAHICTb A0 BUMOr MOHorpadii EP
Kopoobui
310, OPHI3ON® pO3unH ans iHdysi, 5 MAT "Fanuudpapm" Ykpaina TOB thipma YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/12227/01/01
mr/mn no 100 mny "HoBodhapm- 3MiHu Il TUnYy - 3MiHKU Woa0 peyenmom
naswui; no 1 naswwi B BiocuHTes", 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
nauuj YkpaiHa; BHeceHHs1 abo 3MiHa(1) 40 3060B'sAI3aHb Ta YMOB
MNAT BMAAui peecTpaviiiHoro noceig4YeHHs,
"Tanuucpapm”, BKtOYaouy MnaH ynpasaiHHA pusmnkaMmum
Ykpaina (3acTocyBaHHs 3MiH(1), ski(a) BUMararTb(€)
nofabLLIOro 06r'pyHTYBaHHS HOBUMMU
[04aTKOBUM AaHVMW, L0 MaloTb HajaBaTncs
KOMMETEHTHVM OpraHOM, OCKiflbKM BUMaraeTbCs
CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
(BrKoHaHHSA 3060B'A3aHb Bi4NOBIAHO A0
nignyHkTy 1.13 nyHKTY 1, NigNYHKTY 2.3 NyHKTY 2
poaartky 15 o MNMopAagky nposefeHHA
eKcnepTu3n peecTpauiiHnx Matepianis Ha
nikapcbki 3acobwm, Lo NoAalTbCs Ha AepXaBHy
peecTpadito (nepepeecTpaLiio), a Takox
eKcnepTn3n mMmatepiasiiB Npo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasnis NpoTarom fgii
peecTpauiiHoro nocBifg4YeHHs, 3aTBepLKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
311 OTUKAIH-3AOPOB'Al | kpansi ByLUHi, PO34WH MO ToBapucTso 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/13172/01/01
8rabonol6ry 06MeXeHoto 06MexeHo 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHK. 3MiHa peyenma
chnakoHi 3i ckna, no 1 BiAMNOBIAA/TbHICTIO BiANOBiAa/bHI HaliMeHyBaHHS1 Ta/abo agpecu 3asiBHMKaA
hnakoHy pasom 3 "papmMaueBTNYHa cTIo (BnacHvka peecTpaLuiiiHoro noceigyeHHs) (3miHa
KPULLIKOIO- KOMnaHis "®apmaLesTu afpecy 3aaBHVKa) (TepMiH BBELEHHS 3MiH
KpanesibHULEHo 3i "3popoB's” YyHa KOMMaHis NPOTArom 6-Tv MiCSILIB MiCNs 3aTBEPAXKEHHS);
CK/ISIHOIO MINETKOK Y "3p0pos'a” 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHWU. 3MiHa

KOpo6Li 3 KapTOHY

HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaZKEHHS AiS/IbHOCTI BUpOOHMKa/imMnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BK/IYakum
AiNbHULL BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJIO SIKOCTI. (QisS/IbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOpTEpP, BK/IOYAUM BUMYCK cepiid)
(3miHa agpecu BUpO6HMKa, 6€3 3MiHN Micus
BMPOGHULTBA) (TepmiH BBE4EHHS 3MiH NPOTSArom
6-Tn MicsaUiB Nicnsa 3aTBepKeHHSR); 3MiHK | Tuny
- 3MiHM Wopao 6e3nekn/edekTUBHOCTI Ta
dhapmakoHarnsay (iHwi 3miHn) (3amiHa
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
rpagiyHoro oopMsIEHHsS NEPBUHHOT Ta
BTOPVHHOI YNAKOBOK Ha TEKCT MapKyBaHHs
yMakoBOK 3 BiAMOBIAHUMM 3MiHAMK 40 PO34iNiB
MKA N3 (po3gin «IpadiyHe ohopMIeHHA»
3aMiHeHO po3ginom «MapkyBaHHs») (TepmiH
BBE/IEHHS 3MiH MPOTAroM 6-T1 MicAUiB micns
3aTBEPKEHHS)
312{ O®NIOKAIH- Masb no 15ra6ono 30r MpAT YkpaiHa MpAT YkpaiHa YTOYHEHHS HanucaHHsA peecTpauinHoi 3a UA/7088/01/01
AAPHULA® y Ty6i; no 1 Ty6i y nauuj; "@apmavueBTnyHa "®apmaueBTn npoueaypu y npoueci AepXaBHoi peyenmom
no 500 rabo no 1000ry | dipma "OapHuua" yHa hipma nepepeectpadii, 3aTBepaxeHol Hakazom MO3
6aHKax "AapHnus” Ykpainu Big 08.11.2017 Ne 1389
BipHa pedakyisi:
MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOTO 3BITY 3 6e3neky BigNoBigHO 40
Mopsaaky 3aiicHeHHs dhapmakoHarnaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
3/10pOB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepcTBi tocTuLii
Ykpainu 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3HayeHUMK y NepioANYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3MeKu.
313! OPTAH® Kpanni o4Hi 0,1% no 5 CaHTeH AT PiHNAHAIA B1pOGHMK, PiHnanpin/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5051/01/01
AEKCAMETA3OH My donakoHi 3 BiANOBIAa/IbHU KnTaii 3MiHu | TMNY - 3MiHK 3 AKoCTi. FoToBMIA peyenmom
KpanesibHuUeto ; no 1 i 3a nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
b1aKoHY B KapTOHHIi BMPOGHMLTBO TepMiHax NpuaaTHoCTi abo yMoBax 36epiraHHs
Kopoo6Li in bulk, rOTOBOrO /iKapCbKoro 3acoby (3MiHa B yMmoBax
NepPBMHHY Ta 36epiraHHs roTOBOrO /iKapCbKoro 3acoby abo
BTOPUHHY nicnsa po3YnHeHHs/BiLHOBEHHS) (TepMiH
yMnaKoBKy: BBEEHHA 3MiH NpOTAroM 3-X micsuis nicns
CaHTeH AT, 3aTBEPKEHHS); 3MiHU | TNy - 3MiHN 3 SKOCTI.
diHNaHAais; [oTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa
B1po6HUK, y TepMiHax npugaTHocTi abo ymosax 36epiraHHs
BignoBigasibHN rOTOBOrO NiKapCbKoro 3acoby (3miHa B ymoBax
3a 36epiraHHs roTOBOrO NikapcbKoro 3acoby abo
BMPOGHMLTBO nicns po3yvHeHHsA/BigHOBMEHHS) (TepMiH
in bulk, BBE/JEHHS 3MiH NPOTAroM 3-x MicsiLiB nicas
NepBUHHY 3aTBepXeHHs); 3MiHU | Tuny - 3MiHK 3 AKOCTI.
yMnaKoBKy: [OTOBWIA Nnikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI.
CaHTeH 3MiHa po3Mipy cepii (Bk/ItoYatoun gianasoH

PapmacbioTika
n (Kvtait) Ko.
JIta, Kntai;

po3mipy cepii) roToBOro Nikapcbkoro 3acoby
(36inblueHHs Ao 10 pasiB NOPIBHAHO i3
3aTBEPHKEHNM PO3Mipom) (36iMbLUEHHS PO3Mipy
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Br1po6HMK, cepil roToBOro nikapcbkoro 3acoby BHaCNA0K
BignoBigasIbHN Pi3HOro BUPOGHMYOro 06/1agHaHHS, Lo
7 3a XiMiuHi, BMKOPWCTOBYETLCSA Mif, Yac BUPOGHMLTBA

MiKpOG6i0onorivH
i
BMNPOGYBaHHSA
Ta BUMYyCK
cepii:
CaHteH AT,
PiHNAHAiA

npenapary, 4715 BUpobHuka CaHTeH
dapmacbtoTikan Kutai Ko. ITg, Kntait

3arBepmxeHo: CaHTeH AT, ®iHnaHais: 70 N, sk

3as1B/1€HO abo (hpakLiiiHO abo KpaTHoO, Ha
npakTuui 220 n; 3anponoHoBaHo: CaHTeH AT,

®iHnaHgia: 200 n, CaHTeH ®apmacbloTikas
Kutaii Ko. /itg, Kutaii: 220 n - 340 n) (TepMiH

BBEAEHHS 3MiH MPOTAroM 3-X micsuis nicns
3aTBEPMXEHHS); 3MiHM | TUMy - 3MiHM 3 AKOCTI.

[OTOBMIA NikapcbKuii 3aci6. 3MiHW Y BUPOOHULTBI.

3MiHK y npoLieci BUPO6HMLITBA FOTOBOIO
nNikapcbKoro 3acoby, BKIOYAKUN NPOMKHUIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHULTBI
roTOBOro MiKapCcbKoro 3acoby (He3HayHa 3miHa y
npoveci BUpobHMLTBa) (4719 40AaTKOBOro
BMpPO6HUKa CaHTeH ®apmachkloTikan Kutaii Ko.
T, Kutaii 3anponoHoBaHa noAsiiHa cuctema
hinbTpyBaHHa ans bulk po3unHy, BHacnigok
Pi3HOro BUPO6HMYOro ob61agHaHHs, Lo
3aCTOCOBYETLCA Ha AinsHKax. Tvn inbTpis, WO
BMKOPWCTOBYETHCA OAHAKOBUIA HA 060X
BUPOBHUYMX AinsiHKax (TepMiH BBe4EHHS 3MiH
NpoTArom 3-x MicsLiB MiCNA 3aTBEPLKEHHS);
3MmiHu | TMNY - 3MiHKW 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHNLTBI. 3MiHU Y
npoLieci BUPO6HMLITBA FOTOBOTO NiKapCbKOro
3aco6y, BK/IHOYAKUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOGHULTBI FOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) (4719 4OAATKOBOro BUPOOHMKA
CaHTteH ®apmacbtoTikan Kutaii Ko. /ltg, Kutaii
3anponoHOBaHO MiKPOBGIONOriuHW Yac
BUTPUMYBaHHS CTepubHOrO in-bulk po3unHy 60
rOAVH, Npy 3arasibHOMY Yaci npoueca 72 roauH.
B Toli uac sk gna CanTeH AT, ®iHNAHAIA He
BU3HAYEHO Yac BUTPUMYBAHHS Ta 3arasibHuiA yac
npouecy. Pi3HMUA BUKNNKaHA Pi3HUM
BMPOGHNYMM 06/1aHAHHSAM, L0 3aCTOCOBYETLCSA
Ha ABOX BUPOGHMUMX ginsHkax) (TepMiH
BBEJEHHS 3MiH NPOTAroM 3-X MicsiLiB nicns
3aTBEPMKEHHS); 3MiHM | TUMY - 3MiHK 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHV y npoueci BUPOBHULTBA TOTOBOIO
NiKapCbKoro 3acoby, BKAOYAKUM NPOMKHUM
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHULTBI
roTOBOro MiKapCbKoro 3acoby (He3HayHa 3miHa y
npoueci BUpo6bHNLTBA) (HaANNLWOK GEH3aA/KOHII0
xnopugy (8%), L0 BUKOPUCTOBYETbLCA Nif, vyac
BMPOGHMLTBA HA BUPOOHWYIN AinbHuLi CaHTeH
AT, ®iHAAHAIA 3yMOBEHWIn BTpatamy Ha
hinbTpi, Wo abcopbye 6eH3ankoHil xnopug. Mig
Yyac BMpOOHULTBA Ha AinbHuui CaHTeH J1Tg,
KvTali BUKOPUCTOBYETLCS iHLLE 06M1aAHaHHS Ta
iHLWMIA DiNbTPYBaNbHWI MaTepian. TakuM YNHOM,
HeMae HeOoOXiAHOCTI B HAA/MLLIKY 6GEH3asIKOHIt0
xnopvay) (TepmiH BBEAEHHS 3MiH MPOTAroM 3-X
MicALiB nicna 3aTBepmKeHHs); 3MiHu | Tuny -
3MiHu 3 sKoCTi. FoTOBMIA NiKapCbKuii 3aci6. 3MiHKn
y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI Ai/IbHULi BUPOBHULTBA /151 YACTUHU
ab0 BCbOro BUPOGHMYOro npoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHMUS, Ha AKil
npoBoAATbLCA ByAb-AKi BUPOOHMYI cTagji, 3a
BMHATKOM BUMYCKY Cepil, KOHTPO/IO SKOCTi Ta
BTOPVHHOIO NakyBaHHA 4151 CTEPUTbHNX
nikapcbkyx 3acobiB (BKIOYAKOUN BUPOGIIEHI
acenTUYyHYM METOAOM), KPiM NiKapcbKkux 3acobis
6i0/10r4YHOro/iMyHO/TONYHOTO MOXOKEHHS)
(BBEAEHHA A0AATKOBOI AiNbHUL BUPOGHULTBA -
CaHTteH ®apmacbtoTikan Kutaii Ko. /ltg, Kutai
(BMPOGHVIK BiAMOBIfaIbHUIA 32 BUPOGHMLITBO in-
bulk, nepBuHHy ynakoBky) (TepMiH BBEAEHHS
3MiH NpoTArom 3-X MiCALIB Nicia 3aTBEPMAKEHHS)

314

MAKNIMEAAK

KOHLeHTpaT ans
PO34nHy ans iHdysil, 6
mr/mn no 5 mn (30 mr)
a6o 16,7 mn (100 mr),
a6o 50 mn (300 mr) y
CKNAAHOMY ch/1aKoHi; no 1
h1akoHy B KOpOOGLii 3
KapTOoHY

Megak
lesenbLliadT drop
KNiHiwe
Lneuianbnpenapa
Te M6X

HimeuunHa

BMPOGHWK, LLIO
BignoBsigae 3a
BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
HaHeceHHs
3axu1cHot
nniBkn
(onujoHanbHO)

KOHTPONb/BUN
pobyBaHHS
cepii i 3a
BUMYCK cepii:
Megak
lesenbliadr
dorop KniHiwe
Lneuiansnpe

Himeuunna/
Kopesi/
HimeyunHa

YTOYHEHHS HanncaHHsA peecTpauiiHoi
npoLeaypu y npoLeci AepXaBHoi
nepepeecTpadii, 3aTBepgkeHol Haka3om MO3
YkpaiHu Big, 08.11.2017 Ne 1389
BipHa pedakuyisi:
MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
3MiHu | TUny - 3MiHK Woao
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cuctemy capmakoHarnsagy (BBefeHHs
y3araslbHeHUX AaHux Npo cuctemy
hapMakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT 0cobMm,
BiANOBIAa/IbHOI 3a 34iicCHEHHA hapmakoHarnsagy;
KOHTaKTHOT 0co6U 3 chapMakoHarnsay 3asBHuKa
08 340iCHEHHA hapmakoHarnsgy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA dapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI faHi) Ta/abo 3miHn y

3a
peyenmom

UA/12530/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
napate M6X, pO3MilLLeHHi MacTep-thaiina cuctemu
HimeuuunHa; thapmakoHarnsgy). 3minu | Tuny - 3miHn Wwono

BMPOGHWK, LLIO
Bignosigae 3a
BUMYCK hopmu
in bulk,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b/BUN
pobyBaHHS
cepii:
OHkoTeK
Papma
MpoaakLwH
m6X,
HimeyunHa;
BUPOBHUK, LLIO
Bignosigae 3a
BUMYyCK hopmu
in bulk,
KOHTPO/b/BUN
pobyBaHHS
cepii:
CamsaHr
Biochapmauey
Tikac
KopnopeiwH,
Kopes;
BUPOBHUK, LLIO
Bignosigae 3a
BTOPVIHHE
nakyBaHHs1,
MapKyBaHHS,
HaHeCeHHs
3axu1cHol
nniBkn
(onujoHanbHo)

Meg-IKC-
Mpecc M'v6X,
HimeuumnHa;
BMPOGHWK, LLIO
BignoBsigae 3a
KOHTPONb/
BMNPOGYBaHHSA

6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
3MiHa Y KOpOTKiil XxapakTepucTuLi NikapCcbKoro
3aco06y, TEKCTIi MapKyBaHHA Ta iIHCTPYKLiT 4115
MeAMYHOro 3aCTOCYBaHHS Ha NiAcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3MneKu NiKapCbKoro
3acoby, abo AocnigKeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BiANOBIAHO A0 NMaHy negiaTpuyHUX JOCAiAKEHb
(PIP) (iHLi 3MiHK) - 3MiHW BHECEHO A0 IHCTPYKLIT
[ONA MeAnYHOro 3acTocyBaHHs npenapary Ao
po3gainis "®apmMakosnoriyHi BNacTnBocCTi",
"Moka3saHHA"(YTOYHEHHS iHdopMaLiT),
"MpoTmnokalaHHs", "OcobmBi 3axoam
6e3nekn”,"B3aemogis 3 iHWMMU NiKapCbKMu
3aco6amMu Ta iHWi BUAM B3aEMoSiii",
"Oco6nMBOCTI 3acTocyBaHHA", "3acToCcyBaHHSA Yy
nepiog, BaritTHoCTi abo rogyBaHHs rpygar”,
"3[aTHICTb BNAMBATU Ha LUBMAKICTb peakuii npu
KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWMK
MexaHismamu', "Crnoci6 3acTocyBaHHS Ta
[031"(YTOYHEHHs iHdhopmal,ii), "Aitn"(yTOYHEeHHS
iHchopmawii), "MepenosyBaHHs", "Mo6GiYHI peakui
" BiZNOBIAHO A0 OHOB/EHOT iHhopMaLlii 3
6e3nekun Ajtoyoi pevyoBuHY Ta MaTepianam
peecTpaLinHoOro Jochbe.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mnekn BigNoOBIAHO A0
Mopsaaky 34iicHeHHs dhapmakoHariaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A YKpainu Big, 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI locTuLii
Ykpainu 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa 0XOpOHU
3[,0p0B’A YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiognMyYHOCTI NoJaHHA
perynspHux 3BiTiB 3 6e3neku.
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
cepii:
AkBiga M'v6X,
HimeyunHa;
BUPOBHUK, LLIO
Bignosigae 3a
BTOPVIHHE
nakyBaHHS:
Komnacl'm6X,
HimeyunHa
315! NAKNITAKCEN- KOHUeHTpaT ans Mictpan Kenitan Benuka AxTasic |Tanis ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13988/01/01
BICTA pO3unHy Ans iHdysii, 6 MeHeaXMeHT BpuTtaHis C.n.A. 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
Mr/mn no 5 mn (30 mr) Nimiten HaliMeHyBaHHs Ta/abo agpecy 3asiBHUKa
abo no 16,7 mn (100 (BnacHvka peecTpauiiHoro noceigyeHHs) (3miHa
mr), abo no 25 mn (150 agpecy 3asiBHMKA)
Mr), abo no 43,33 mn
(260 wr), abo no 50 mn
(300 wr) y chnakoHi; no 1
b1aKoHY B KapTOHHIi
Kopobui
316/ NMAKNITAKCEN- KOHUEHTpaT ans MicTtpan Kenitan Benvka AkTaBic ITanis ITanis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiaiis: - UA/13989/01/01
BICTA PO34unHy AoNns iHdysii, 6 MeHeXMeHT BpuTaHis C.n.A. 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
mr/mn in bulk: no 5 mn Nimiteq HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
(30 mr) y chnakoHi; no (BnacHuKa peecTpauiiiHoro noceigyeHHs) (3miHa
180 dpnakoHiB y afpecu 3asBHUKa)
KapTOHHI Kopobuj; in
bulk: no 16,7 mn (100
Mr) a6o no 25 mn (150
Mr) y donakoHi; no 100
hNaKOHIB Y KAPTOHHIN
Kopo6ui; in bulk: no
43,33 mn (260 mr) abo
no 50 mn (300 mr) y
chnakoHi; no 150
(h/1aKOHIB Y KapTOHHIi
Kopobui
317, NAHKPEATUH NopoLLoK (cybcTaHuis) y MpAT "TexHonor" YkpaiHa YyHUiH Kutaii BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/14064/01/01
noABiliHMX nakeTax i3 KBaHKCiHKCiaHr 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS
nAiBKM NoNieTU/IeHOBOI weHr bio- A®| abo BMXigHOrO MaTepiany/npomMiKHOTo
AN BUPOBGHMLTBA dapmacbioTika NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
HecTepusbHUX n Ko, Nita. npoueci BupobHuuTea AP (iHWwi 3MiHM Yy meTodax
nNikapcbknx hopm BMNpOGYBaHHSA (BK/THOYAOUM 3amiHy abo
[ONOBHEHHSA) AD| abo BUXiAHOro/NPOMIKHOIO
NpoaykKTy) - 3MiHa B METOANWLj BUNPOGYBaHHSA
A®| 3a nokasHNKom «MikpobionoriyHa YncToTa»
318, MAHTEHON niHa HawkipHa, 50 mr/r TOB "Mikpocpapm” YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/8333/01/01
AEPO30/1b no58ra6o116ry "Mikpochapm" 3MiHK | TUny - 3MiHK WoA0 peyernma

KOHTeliHepi; no 1

6e3nekn/edpeKTMBHOCTI Ta hapmakoHarasgy.
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTelHepy y nauui 3 BBeeHHs1 a60 3MiHM [0 y3arasibHeHUX JaHnX
KapToHY npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvx Npo cuctemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXeHOT 0cobum,
Bi4NoBiAa/IbHOI 3a 34jICHEHHST chapMmakoHarnsay;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHMKa
[ONA 3ajiicCHEeHHs dhapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnsgy
(BKTHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - NpornoHoBaHa pefakwis:
YnoBHoBaxeHa ocoba, BiANoBiAa/IbHA 3a
3[ilicHeHHs1 papMakoHarnsgy — MypasiioBa
OkcaHa OnekcaHApiBHa, 3MiHa KOHTaKTHUX
[aHux yrnoBHOBaXeHOT 0co6W, BiANOBiAaNbHOI 3a
thapmakoHaring,
319! NErHTPOH® NOpPOLLOK LWepiHr- Mnay Lseliuapis BMPOGHMK «in Ipnangis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/2630/01/01
niochinizoBaHuin aons CeHTpan lct Al bulk» Ta Benbrisi/ 3MiHu |l TUny - 3MiHK 0 IHCTPYKLUIT AnA peyenmom
PO3uunHY A5 iH'eEKLi no nepBuHHE Cinranyp MeZMYHOro 3aCToCyBaHHs y po3ainu: "B3aemogis
150 mkr/0,5 mny nakyBaHHs 3 iHWYMU NikapcbkMMK 3aco6amu Ta iHLWi BUAK
nakoHi Ne 1 B ONns hnakoHiB: B3aemogiit”, "Cnocib 3acTocyBaHHsA Ta A03un",
KOMMNAEKTI 3 LepiHr-Mnay "Mo6iuHi peakui”. BBegeHHs 3MiH npoTAarom 3-
PO34YMHHMKOM (BOAa ANs (BpiHHI) X MicsaLiB NicnA 3aTBepAKeHHs
iH'ekuiid) no 0,7 mn B Komnai,
amnyni Ne 1; y Ipnangis;
[BOKaMepHii wnpmu- BMPOGHMK «in
pyuui (kniapkik) Ne 1 3 bulk» Ta
pPO34nHHVKOM (BOAa Ans nepBuHHE
iH'ekyiin) no 0,7 mn B nakyBaHHs
KOMMNJIEKTi 3 rofIKoto AN ANS Wwnpuu-
iH'EKLin; y ABOKAMEPHIl pyuyok: MCJ,
LNpUL-pyYLi (Kiapkik) IHTepHeLHN
Ne 1 3 pO3UYMHHUKOM m6X,
(Boga ans iH'ekuiii) no Cinranyp
0,7 M B KOMNEKTI 3 (cpinis
TOSIKOK /151 iH'eKLill Ta 2 CiHranyp);
cepBeTKamy B KaPTOHHIi BTOPUHHE
Kopo6Li nakyBaHHs Ta
BUNYyCK cepil
Ans dnakoHis
Ta LWnpmL-
PYYOK:
LepiHr-Mnay
Na6o H.B.,
Benebris
320/ NErHTPOH® NOPOLLOK LLepiHr- Mnay LLIBeliyapis BUPOBHMK «in Ipnangis/ BHECEHHS 3MiH A0 peecTpauiiHuxX maTtepiasis: 3a UA/2630/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
niochinizoBaHuin ans CeHTpan lct Al bulk» Ta Benbrisi/ 3MiHu |l TUny - 3MiHK 0 IHCTPYKLUIT AnA peyenmom
PO3unHyY A5 iH'eEKLi No nepBuHHE Cinranyp MeZMYHOro 3aCToCyBaHHA y po3ainu: "B3aemogis
50 Mkr/0,5 M1y donakoHi nakyBaHHs 3 iHWVMU fliKkapcbKMMK 3acob6amu Ta iHLWi BUAK
Ne 1 B KOMMEKTi 3 Ons nakoHiB: B3aemogiit”, "Cnocib 3acTtocyBaHHs Ta A03un",
pO34nHHVKOM (BOAA ANs LepiHr-Mnay "Mo6iuHi peakuii”. BBegeHHA 3MiH npoTArom 3-
iH'ekuiid) no 0,7 mn B (BpiHHi) X MicsiLliB MicnA 3aTBePAKEHHA
amnyni Ne 1; y Komnai,
[ABOKaMepHin wnpuu- Ipnangis;
pyuui (kniapkiik) Ne 1 3 BVMPOGHMK «in
PO34MHHKKOM (BOAa ANs bulk» Ta
iH'ekyiin) no 0,7 mn B nepBuHHE
KOMMNJIEKTi 3 ro/IKoo AN nakyBaHHs
iH'eKLii; y ABOKaMeEpHili ONnsa wnpuy-
Lwnpuu-pyYLi (kniapksik) py4ok: MCJ,
Ne 1 3 pO34YNHHUKOM IHTEpHELLHN
(Bofa ans iH'exuiii) no mM6X,
0,7 MN B KOMMNEKTI 3 Cinranyp
TrO/IKOK A5 iH'eKLiil Ta 2 (chinisa
cepBeTKaMy B KAPTOHHii CiHranyp);
Kopoo6Li BTOPUHHE
nakyBaHHS Ta
BUNYycCK cepil
Ansa dnakoHis
Ta LWnpmu-
pYyYOK:
LepiHr-Mnay
Na6o H.B.,
Benebris
321 NEMHTPOH® NOPOLLIOK LepiHr- Mnay LLisefuapis BVMPOGHMK «in IpnaHgis/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/2630/01/03
niochinizoBaHuin aAns CeHTpan Ict Al bulk» Ta Benbrisi/ 3MiHu |l TUny - 3MiHK [0 IHCTPYKLT An1A peyernmom
PO34MHY ANA iH'eKUili o nepBuHHE CiHranyp MeAMYHOr0o 3aCTOCYBaHHSA y po3ainu: "Baaemopis
80 mkr/0,5 mn y chnakoHi nakyBaHHs 3 iHWKMK fiKkapcbKMMK 3acob6amu Ta iHLWi BUAK

Ne 1 B KOMMNEKTI 3

ONns doakoHiB:

B3aemoiit", "Cnoci6 3acTocyBaHHsa Ta fo3u",

PO34MHHKKOM (BOAa ANs LWepiHr-Mnay "Mo6iuHi peakuii”. BBeAeHHA 3MiH NpoTArom 3-
iH'ekuii) no 0,7 mn B (BpiHHI) X MicsAiLliB NicnA 3aTBepPAKEeHHA
amnyni Ne 1; y Komnai,

[BOKaMepHii wnpuu- Ipnangis;

pyuui (kniapknik) Ne 1 3 BUPOOHMK «in

PO34MHHMKOM (BOAA ANs bulk» Ta

iH'ekyjiit) no 0,7 mn B nepBuHHE

KOMMIEKTI 3 rO/IKoK A5 nakyBaHHs

iH'EKLA; y ABOKaMEpHili AN wnpuy-

LINpUL-pyYLi (Kniapkaik) py4yok: MCJ,

Ne 1 3 pOo34MHHMKOM IHTepHeLUHN

(Boza Ans iH'exuiii) no mM6X,

0,7 M B KOMNAEKTI 3 CiHranyp

TONKOK [NS1 iH'EKLi Ta 2 (dpinis
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
cepBeTKaMy B KAPTOHHii CiHranyp);
Kopoo6Li BTOPUHHE
nakyBaHHS Ta
BUNYycCK cepil
Ansa dnakoHis
Ta LWnpmu-
pYyYOK:
LepiHr-Mnay
Na6o H.B.,
Benebris
322] NEMNHTPOH® NOPOLLIOK LepiHr- Mnay LLiBefuapis BVMPOGHMK «in IpnaHgis/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/2630/01/04
niochinizoBaHuin aAns CeHTpan Ict Al bulk» Ta Benbrisi/ 3MiHu |l TUny - 3MiHK [0 IHCTPYKLT An1A peyernmom
PO34MHY ANA iH'eKUili o nepBuHHE CiHranyp MeAMYHOro 3aCTOCYBaHHS y po3ainu: "Baaemopis
100 mkr/0,5 mny nakyBaHHs 3 iHWKMK fiKkapcbKMMK 3acob6amu Ta iHLWi BUAK
chnakoHi Ne 1 B ONns donakoHiB: B3aemogiin, "Cnocib 3acTtocyBaHHs Ta A03un",
KOMMNEKTI 3 LWepiHr-Mnay "Mo6iuHi peakuii”. BBeAEeHHA 3MiH NpoTArom 3-
PO34nHHVKOM (BOAa ANs (BpiHHI) X MicsAiLliB NicnA 3aTBepPAKEeHHA
iH’ekuiid) no 0,7 mn B KomnaHi,
amnyni Ne 1; y Ipnangis;
[ABOKaMepHin wnpuu- BUPOOHMK «in
pyuui (kniapkik) Ne 1 3 bulk» Ta
PO34MHHKKOM (BOAA AN nepBuHHE
iH'ekyiin) no 0,7 mn B nakyBaHHs
KOMMNJIEKTi 3 rofIKoto AN ANS Wnpuu-
iH'EKLii; y ABOKaMEpHili pyyok: MC[,
Lwnpuu-pyYLi (kniapkik) IHTepHeLUHN
Ne 1 3 pO3YNHHNKOM v6X,
(Bofa ans iH'ekuiii) no CiHranyp
0,7 MN B KOMMNEKTI 3 (chinis
TrOJIKOK AN1S iH'eKLiil Ta 2 CiHranyp);
cepBeTKamu B KapTOHHIl BTOPVHHE
Kopoo6Li nakyBaHHs Ta
BUNYCK cepii
015 (h1akoHiB
Ta Wwnpuu-
PYYOK:
LepiHr-Mnay
Na6o H.B.,
Benebris
323] NEMNHTPOH® NOPOLLIOK LWepiHr- Mnay LBeliuapis BUPOBHMK «in IpnaHgis/ BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 3a UA/2630/01/05
niocpinisoBaHuii ans CeHTpan IcT Al bulk» Ta Benbrisi/ 3MiHK |l TURY - 3MiHK O IHCTPYKUiT An1A peyenmom
PO34MHY AN5 iH'eKLili Mo nepBuHHe Cinranyp MeAMYHOro 3acTOCyBaHHsA y po3ainu: "Baaemogis
120 mkr/0,5 mny nakyBaHHs 3 iHWKMU NliKapcbKMMK 3acob6amu Ta iHLLi BUAK
cnakoHi Ne 1 B ONst h1akoHiB: B3aeMOgiit", "Cnocib 3acTocyBaHHs Ta gosun",
KOMMNNEKTI 3 LWepiHr-Mnay "Mo6iyHi peakuii”. BBegeHHA 3MiH NnpoTArom 3-
PO34nHHKKOM (BOAA AN1A (BpiHHi) X MicALliB NicnA 3aTBepAKeHHA
iH'ekuii) no 0,7 mn B Komnai,
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
amnyni Ne 1; y Ipnangis;
[ABOKaMepHin wnpuu- BUPOBHMK «in
pyuui (kniapknik) Ne 1 3 bulk» Ta
PO34MHHKKOM (BOAa AN nepBuHHE
iH'ekyjiin) no 0,7 mn B nakyBaHHs
KOMMNJIeKTi 3 ro/IKoo AN ANS Wnpuu-
iH'eKLi; y ABOKaMeEpHili pyyok: MC[,
Lwnpuu-pyYLi (kniapkik) IHTepHeLHN
Ne 1 3 pO34YNMHHUKOM v6X,
(Bofa ans iH'exuiii) no CiHranyp
0,7 MN B KOMMNEKTI 3 (chinisa
rO/IKOK A5 iH'eKLiil Ta 2 Cinranyp);
cepBeTKamu B KapPTOHHIl BTOPVHHE
Kopoo6Li nakyBaHHs Ta
BMMYyCK cepil
0Nns hNakoHiB
Ta Wwnpuu-
PYYOK:
LepiHr-Mnay
Na6o H.B.,
Benbris
324! NEHTA/TIH ©C Kancysnu, no 10 kancyn y TOB "®apma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/10881/01/01
EKCTPA KAMNCYNn 6nictepi; no 1 a6o 2 Crapt" Crapt" 3MiHu | TMNYy - 3MiHK Woao peyenmom
6nicTepy B KApTOHHIA 6e3nekn/edheKTNBHOCTI Ta chapmakoHarnsgy
nauuji (iHWi 3MiHM) (BUNYYEHHA TEKCTY MapKyBaHHS
pociicbkoto MOBOIO (415 ynakoBok: no 10 kancyn
y 6nicTtepi; no 1 abo 2 6nictepun y navui 3
KapTOHY), 3 paHill 3aTBEPXXEHOr0 YKPaiHCbKO
Ta POCICbKOK MOBaMW, a TakoX BHECEHHS
He3HaYyHVX pefakLUiiHiX NpaBoK Ha NEePBUHHY Ta
BTOPVHHY ynakoBku) (TepMiH BBEAEHHS 3MiH
NpOTArom 6-T1 MiCcALIB MiCs 3aTBEPAXKEHHS)
325, NMPO3EPVH NopoLLoK (cybcTaHuis) y ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/7351/01/01

nakeTax noTpiiHMX i3
nAiBKM NONMieTUIEHOBOT
abo H6aHkax 3i cknomacu
ANna BUpobHMLTBA
CTepuIbHUX Ta
HeCcTepusbHNX
Nikapcbknx hopm

[0[1aTKOBOKO

BiANOBIAA/TbHICTIO

"IHTEPXIM"

[0AaTKOBOIO
BiANOBiAa/bHI
cTo
"IHTEPXIM"

3MiHu | TUNY - AgMIHICTPATUBHI 3MiHK. 3MiHa
HaliMeHyBaHHS1 Ta/abo agpecu 3asiBHMKaA
(BnacHvKa peecTpauiiiHoro nocBigyeHHs) (3miHa
agpecy 3aaBHVKa); 3MiHu | Tuny -
AIMIHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs
Ta/abo agpecy MicLs NPOBaKEHHS Ais/IbHOCTI
BMPOGHMKA (BK/KOYAOYM, 3a HEOOXIAHOCTI, MicLe
NpoBeAEHHSA KOHTPO/IIO SKOCTi), abo BNacHUKa
macTep-gaiina Ha Adl, abo nocTavanbHuKa
Adl/BuxigHoro matepiasy/peareHTy/npoMixHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y BUPOOHULITBI
A®| (KW 3a3HAYEHO Y JOCLE Ha NiKapCbKuii
3acib) 3a BigCyTHOCTI cepTudikaTa BifANOBIAHOCTI
€Bponelicbkili hapmakonei y 3aTBepapKeHomy
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

[ocbe, abo BUPOOHUKA HOBOT AOMOMIKHOT
PEYOBMHM (SIKLLO 3a3HAYEHO Y [0CHE)
(npvBegeHHs agpecu BUpobHuka Adl y
BIANOBIAHICTb 4O OPUTIHA/IbHUX [OKYMEHTIB
(3a3HaveHHs iHdhopmalii Lwoao
MiCLLe3HaxX0MKEHHS IOPUANYHOI 0co6M Ta Micus
BMPOBaKEHHS AisNbHOCTI BUpo6HMKa API)

326

nPONOCON-H

cnpeii 4nsa poToBoi
nopoXxHuHM no 20 r abo
no 60 r y KoHTeliHepi 3
MexaHiYHUM HacoCoM,;
no 1 koHTeliHepy pa3om
3 po3nuaBaYemM Ta
3aXMCHVM KOBNAYKoM y
nauui 3 KapToHy

TOB "Mikpodpapm"

Ykpaina

TOB
"Mikpochapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHVX Npo cucTemy
hapMakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT 0cobMm,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA hapmakoHarnsagy;
KOHTaKTHOI 0c06M 3 chapmakoHarnagy 3asBHuKa
0N 340iCHEHHA hapmakoHarnsgy B YkpaiHi,
AIKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA dapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MilLLeHHI MacTep-chaiina cuctemm
thapmakoHarnsagy) - [itoya pegakuis:
YnoBHOBaXKkeHa 0co6a, BignosigasibHa 3a
3pificHeHHs1 hapMakoHarnsay — XoHga Banepiii
BacvnboBuY, NponoHoBaHa peaakLis:
YnoBHOBaXeHa 0coba, BignosigasibHa 3a
3piiicHeHHs chapmakoHarnagy — Mypasiiosa
OkcaHa OnekcaHApiBHa, 3MiHa KOHTaKTHUX
[aHvX ynoBHOB&XeHOi 0cobw, BiANOBIAa/IbHOI 3a
thapmakoHarnsag

6e3
peyenma

UA/7820/01/01

327

MPOCTUH €2

reflb BariHaibHui, 1
Mr/3rno3rB
nonepeaHbLO HanoBHeMy
wnpuui; no 1 wnpuuy B
KapTOHHI KOpOOL;j

Mdpaiizep IHk.

CLWA

Mdpaiizep
MeHtodhekuyp
NHr Benbris
HB

Benbris

BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis:
3MiHK | TUNy - 3MiHK WoA0
6e3nekn/echeKTUBHOCTI Ta hapMmakoHarnsay.
BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHuX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvX Mpo cucTemy
hapMakoHarnagy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
BigNOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0c06M 3 chapmakoHarnagy 3asBHMKa
[Ans 34iicHeHHA dhapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0Cco6bu,
BiANOBIAA/ILHOI 3a 34ilicCHEHHA ddapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
PO3MilLEeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - [iroya pegakuis:
yrnoBHOBaXKeHa ocoba 3 thapmakoHarnagy: Mapis
pauis XXypno/Maria Grazia Zurlo. lMponoHoBaHa

3a
peyenmom

UA/10048/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
pefakuis: ynoBHoBaxeHa ocoba 3
hapmakoHarnsagy ®paHcyasa [lyma-Cinnan/
Francoise Dumas-Sillan; ynoBHoBaxeHa ocoba
3as1BHVKA, BignoBiganbHa 3a hapMakoHarniag Ha
perioHasibHOMY piBHi: TaTbsiHa
MpoxopoBa/Tatyana Prokhorova
328 NMPOTEKOH ®ACT® TabneTku, BKpUTI OpraHocviH Naid IHAis EBepromxeH IHAisa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15396/01/01
NNIBKOBOK 060/I0HKOHO, CaeHcuna MeT. /114, Naiidp 3MiHK | TURy - 3MiHK WoA0 peyenmom
Ne 30: no 10 TabneTok y CaeHcu3 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
6nictepi; no 3 6nictepu NimiTen BBeneHHs1 ab0 3MiHM [0 y3arasibHEHUX JaHnX
y nauui 3 KapToHy, Ne npo cucteMy gpapMakoHarnsigy (BBeAeHHs
60: no 10 TabneTok y y3ara/ibHeHUX AaHux npo cuctemy
6nicTepi; no 6 6nictepis hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
y nauui 3 kapToHy, Ne BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy;
90: no 10 TabneTok y KOHTaKTHOI 0co6U 3 hapMakoHarnsay 3asaBHuKa
6nictepi; no 3 6nictepu [ANA 3jiiCHEeHHs hapMakoHarnsay B YkpaiHi,
y nayui 3 KapToHy, no 3 AKLLIO BOHA BigMiHHA Bif, YNOBHOBa)XKEHOT 0cobu,
nayku y naui 3 KapToHy; BiANOBIAA/ILHOI 32 34iicCHEHHA dhapmakoHarnsgy
no 30, 60 a6o 90 (BKTIHOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
TabNeToK Y KOHTEHepI; pO3MiLLEeHHI MacTep-haiina cuctemm
no 1 KoHTelHepy y naui hapmakoHarnagy) - fitoya pegakuis:
3 KapTOHY YnoBHOBaxeHa 0coba 3asiBHWKa, BinoBigaibHa
3a (hapmakoHarnsg, - Nyano MaHHa
CraHicnasiBHa. [MponoHoBaHa pefakL,is:
YnoBHOBaxeHa ocoba 3asBHUKa, BiANoBifa/ibHa
3a papmakoHarnag - A-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. KoHTakTHa ocoba 3asiBHUKa
ONA 34iiCHEHHST hapMakoHarsay B YkpaiHi -
LLTaHreesa HOnis BanepiiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXeHOI 0cobu. 3MiHa Micus
3[jiACHEHHS1 OCHOBHOT Aisi/IbHOCTI 3
thapMakoHarnsgy. 3miHa MicLe3Haxo4KeHHs
MacTep-goaiina
329 NMPOTEKOH ®ACT® TabneTku, BKpUTI OpraHocvH Naid IHAjis EBepromxeH IHAisa BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: - UA/15397/01/01
NNIBKOBOK 060/1I0HKOIO, CaeHcua MeT. /114, Naiidp 3MiHK | TUNY - 3MiHK WoA0
in bulk: no 1000 CaeHcu3 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsay.
TabneTok y naketax; no Nimiten BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHuX

1 nakeTy y kopobui gns
BUIOTOBJIEHHSI FOTOBUX
nNiKapcbKknx 3acobis

npo cuctemy chapmakoHarnsagy (BBefeHHs
y3araslbHeHUX AaHnx Npo cucTemy

hapmMakoHarnagy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOT 0c06U 3 hapMakoHarnsay 3asBHuKa

Ans 3piicHeHHA dhapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0Cco6bu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA ddapmakoHarnsgy

(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y

PO3MilLEHHI MacTep-chaiiia cuctemm
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
thapmakoHarnagy) - [itoya pefakuis:
YnoBHOBaXKeHa ocoba 3asBHVKa, BignosiganbHa
3a hapmakoHarnsag, - MNyano MaHHa
CraHicnasiBHa. [MponoHoBaHa pefakLis:
YnoBHOBaXKeHa ocoba 3asBHVKa, BignosiganbHa
3a papmakoHarnag - A-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. KoHTakTHa ocoba 3asBHMKa
ONA 34jiCHEeHHs hapMakoHarisay B YkpaiHi -
LLiTaHreesa KOnis BanepiiBHa. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXeHOT 0cobu. 3miHa micus
3[jiACHEHHST OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnagy. 3MiHa MicLie3HaX0MKeHHS
macTep-gaiina
330 NY/IbMO/TIOP® Tabnetku, no 10 Mosi Xenc FrmeX Lsenuapis | Casa Xenckea IHpis/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 6e3 UA/10378/02/01
TabneTok y 6nictepi; no Ntp, HAais; peuisi/ 3MmiHu | TMRY - 3MiHKW 3 AKoCTi. FoToBUIA peyenma
1 abo 2 6nictepu B Knesa CA, IHais/ nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
KapTOHHI ynakoBLi Ipeuis; YroplmHa ab0 BBeAEHHA A0AATKOBOT AifIbHULL
Bannec BMPOBHMLTBA 151 YaCTUHM ab0 BCbOro
PapmacbioTika BMPOGHNYOTrO NpoLecy roToBOro NikapcbKoro
nc Mer. 114, 3aco6y (AinbHULA, Ha K NpoBOAATLCA Oy Ab-AKi
IHAis; BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepii,
Megiton KOHTPO/IHO0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
dapmacbioTika nakyBaHHs, AN HECTEPWUTbHUX NTIKaPCbKMX
nnia., 3aco06iB) (BBeAEHHSA A0AATKOBOI AiNMbHULL
YroplmHa BMpo6HULUTBa Megiton ®apmacktoTikan /1T4.,

YropwuHa) (TepmiH BBEAEHHS 3MiH NPOTArom 3-X
MicaLiB 3 faTu 3aTBepkeHHs) CynyTHA 3MiHa -
3MiHK 3 siKOCTi. FoTOBMIA NiKapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS
[0AaTKOBOI AiNbHULL BUPOBHULITBA A1 YACTUHM
ab60 BCbOro BMpOGHMYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHWLUSA 415 NEPBUHHOMO
nakyBaHHs) - 3MiHW 3 AKOCTi. [0TOBWIA NikapcbKuii
3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BBE/lEHHS A0AATKOBOI AiNbHULI BUPOGHMLTBA
NS YacTviHM abo BCbOro BUPOBGHMYOro npouecy
roTOBOro NikapcbKoro 3acoby (finbHUUS Ans
BTOPWHHOTO NakyBaHHs) (BBEAEHHSA 40AaTKOBOI
AinbHUUI BUpo6HMLTBa Megiton ®apMachioTikas
Nta., YropwumHa); 3MiHun | Tuny - 3MiHN 3 AKOCTI.
[OTOBMIA NiKapcbkunii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY
cepil Ta KOHTPOIO SAKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo fofaBaHHs BUPOOHUKA, WO
BiANOBigae 3a BBe3€HHA Ta/abo BuNyck cepil) -
Bkitoyatoun KOHTPOL/BUNPOBYBaHHSA cepii
(nogasaHHsA BUpo6HMKa MegiTon
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

331

nynbMmosopP®

dapmacsbtoTikan /Ta., YropwmHa) (TepmiH
BBEJEHHS 3MiH NPOTArom 3-x MicALIB 3 gatu
3aTBEePAKEHHS)

332

NYPEIMOH®

Tabnetku, in bulk: no
5000 Tabnetok y
noaBINHMX
nonieTuneHoBmx
naketax

Mosi Xenc Nr6X

LLiBeiiuapis

CaBa Xenckea
Nta, IHgis;
Knesa CA,

Ipeuis;
Bannec
PapmacbioTika
nc rert. J114,,
IHAis;
Megjton
dapmacbioTika
nnig.,
YropumHa

IHais/
Mpevis/
IHais/
YropLimHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MmiHu | TMRY - 3MiHKW 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMUTBI. 3amiHa
ab0 BBeleHHA 40A4ATKOBOI AiNbHULL
BVMPOGHMLTBA A1 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapCbkoro
3aco0y (AiNbHWLSA, Ha Skl NPOBOAATLCA BYAb-siKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJT0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHS, 4159 HECTePUSIbHUX NIiKAPCbKNUX
3ac06iB) (BBeAEHHSA A0AATKOBOI AiNbHULL
BMpo6HULTBa MegaiTon ®apmacstoTikan J1T4.,
YropwmHa) (TepmiH BBEEHHSA 3MiH NPOTArom 3-X
MicALIB 3 Aatu 3atBepaxeHHs) CynyTHS 3MiHa -
3MiHu 3 sKoCTi. [0TOBWMIA NiKapcbkuii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3aMiHa ab0 BBEAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YACTUHU
ab60 BCbOro BUPOGHNYOro NpoLiecy roToBoro
niKapcbKoro 3acoby (AiNbHWLA AN NEPBUHHOMO
nakyBaHHs) - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUpo6bHMLTBI. 3amiHa abo
BBEJEHHS 404AaTKOBOI Ai/IbHULi BUPOOHMLTBA
[ANs YacTVHM abo BCbOro BUPOGHMYOro npouecy
rOTOBOrO JlikapCcbKoro 3acoby (finbHuUA Ans
BTOPWHHOrO NMakyBaHHs) (BBEAEHHS [0AATKOBOT
AinbHUU BUpo6HMLTBa Megiton ®apmMachioTikas
Nta., YropwwyHa); 3MiHun | Tuny - 3miHW 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3miHa iMnopTepa/3MiHu, L0 CTOCYHTLCA BUMYCKY
cepii Ta KOHTPOJIHO AAKOCTi FOTOBOTrO NiKapCbKoro
3acoby (3amiHa abo fofaBaHHS BUPOOHMKA, L0
BiANOBiAae 3a BBE3€HHA Ta/abo Bunyck cepi) -
Bk/touatouy KOHTPOb/BUNPOGYBaHHS cepii
(oofasaHHA BMPOGHUMKa Megiton
dapmacbtoTikan N174., YropwuHa) (TepM iH
BBEeEHHS 3MiH NMPoTAroM 3-x MicsuiB 3 gaTu
3aTBEPKEHHS)

UA/10379/01/01

po34MH s iH'eku;iin, 100
MO/0,5 mn no 0,5 mn
(100 MO) y chnakoHi; no
5 thr1akoHiB y KapTOHHiM
nauuji

LepiHr-Mnay
CeHtpan Ict Al

LLIseliyapis

H.B. OpraHoH

HigepnaHgn

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis:
3MiHu Il Tuny - 3MiHK BUNpobyBaHb abo
[0NyCTUMUX MEX Y NpoLeci BUpobHuLTBa AdI,
LLIO BCTAHOB/EHI Y crneungikaisx — BBe4eHO
nepeknacudikauito BUXigHoro etarny
XpomaTorpadiuHux cTagiii pekoMGiHaHTHOrO

pO/TiIKYyIOCTUMY/IH0KYOro ropMoHy (PCr) - Big

3a
peyenmom

UA/5023/01/03
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ynpasniHHA npouecom (IPC in process control)
A0 K1IoYoBMX XapakTepucTuk npouecy (KPA- key
process attribute), Lo € NOKa3HUKOM
Y3rO[KEHHOCTI Ta HaAiliHOCTi npouecy.
3a3HaueHi nimiTy eTanis xpomatorpadiyHnx
cTafjin aganTylTbCcs BiANOBIAHO
333! PABE/IOK nioghinizat 419 po3unHy Kagina IHAis Kagina IHAisa BHECEHHS 3MiH 10 peecTpaLiHMX maTepianis: - UA/11959/01/01
ONs iH'ekuii no 20 Mr in dPapmacbloTukan3 PapmacboTUK 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
bulk: 50 dpnakoHis 3 Nimiten ans Jliviteq, HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
niocpinizatom y (BnacHvka peecTpauiiiHoro noceigyeHHs1) (3miHa
KapTOHHI KOpoOL;j HaliMeHyBaHHS 3asiBHMKa (YKpaiHCbKOK MOBOL));
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaun
OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPO/IO SIKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpTEp, BK/OYAUM BUMYCK Cepiii)
(3MiHa agpecy Ta HallMeHyBaHHsS BUPOGHUKa,
6e3 3MiHn Micusa BUpOBHMLTBA)
334/ PABENOK niodpinizaT 4N po3umHy Kagina IHais Kagina IHais BHECEHHS 3MiH [10 peecTpaLiHMX maTepianis: 3a UA/1441/02/01
Ons iH'ekuii no 20 wr, 1 PapmMacboTVKan3 PapMacboTUK 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenmom
cdnakoH 3 niocpinizatom Nimiteq ans Jliviteq, HaliMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa
B KapTOHHI kopobui (BnacHvka peecTpaLuiiiHoro noceigyeHHs) (3miHa
HaliMeHyBaHHS 3asiBHMKa (YKpPaiHCbKOK MOBOIO);
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBaPKEHHs AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOIO J1iKapCbKOro 3acoby, BK/IoUaoun
AinbHULI BUNYyCcKy cepii abo MicLie NpoBeAeHHs
KOHTPO/O SIKOCTI. (AiS/IbHICTb, 3a 5Ky BignoBsigae
BUPOGHMK/IMNOPTEP, BK/IHOUAKUMN BUMYCK CEpiif)
(3miHa agpecy Ta HaliMeHyBaHHA BUPOOHUKA,
6e3 3MiHn Micua BUpoBHULTBA)
335/ PAN3OJEN® po3uunH Ans iH'ekuin, 100 | A/T HoBo Hoppaick [OaHis Brpo6HMUTBO, [Lanis/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiaslis: 3a UA/14281/01/01
®JIEKCTAY® oA/mnno 3mny HanoBHEHHSA B PpaHuis 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
KapTpuaXi, AKni NepBUHHY Ha3BM NiKapcbKoro 3acoby - 3MiHa Ha3su /13)
MICTUTBCA Y yMakoBKy Ta (6yno - PAN3OAEr ®IEKCTAUY); 3Mminu | Tuny -
6arato/i030Biii KOHTPONb 3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
0[HOPa30Biit LWnpuL- 6asky. hapmakoHarnagy (iHwi 3MiHN) (BHECEHHS 3MiH
py4ui; no 1 abo no 5 BignosiganbH [10 TEKCTY MapKyBaHHA: 3a3Ha4YeHHA Ha3BM Ta
LUNPUL-PYYOK Y nii 3a BUMYCK: [03yBaHHA npenapaTty wpudTom Bpaiins Ha
KapTOHHiiA Kopo6Lyi A/T Hoso BTOPWVHHI ynakoBLi)
Hopaick,
[anis;
Bnpo6HMUTBO,

HanoBHEHHA B
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

NepBUHHY
yMakoBKy Ta
KOHTpPO/1b
6anky.
KomnnektysaH
HA,
MapKyBaHHs
Ta BTOPUHHE
nakyBaHHs
roToBOro
NPOAYKTY.
KoHTpo/b
AKOCTI Basiky
roToBOro
NpoayKTy Ta
KiHLLeBOro
roToBOro
NPOAYKTY:
A/T Hoso
Hopaick,
[aHis;
MapkyBaHHsA
Ta BTOPUHHE
nakyBaHHs
roToBOro
NPOAYKTY:
AT Hoso
Hopgaick,
[NaHis;
Hoso Hopgaick
IpoaoKCbLOoH
CAC, ®paHuis

336

PAHITUOVHY
rAPOX/IOPUA

KPUCTaUNiuHNIA MOPOLLIOK
(cybeTaHuin) y naketax
noABIiHMX
nonieTNeHoBux ans
thapmaLeBTUYHOro
3aCTOCyBaHHSA

MpAT
"®apmaueBTnyHa
thipma "AapHuus"

YkpaiHa

CMC
NaiidpcaeHcec
IHAia NimiTeq,

IHAjia

BHECEHHS 3MiH 0 peecTpaLiiiH1ix MaTepianis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaMKEHHS Aif/IbHOCTI BUPOOHMKA
(BKNKOYAOUM, 3a HEOBXIAHOCTI, Micue
NpoBeAEHHSA KOHTPO/IO AKOCTI), abo BNacHuKa
macTep-gaiina Ha Adl, abo nocTavanbHMKa
Adl/BnxigHoOro matepiany/peareHTy/NpoMiXKHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCS Y BUPOOGHULTBI
A®| (KO 3a3HAYEHO Y JOCLE Ha NiKapCbKuii
3acib) 3a BiacyTHOCTI cepTudbikata BignoBiAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaXeHOMy
[ocbe, abo BUPOBHKKA HOBOT AOMOMKHOI
PEYOBUHM (SKLLO 3a3HAYEHO Y A0CLE) (3MiHA
Ha3BW Ta agpecy BUpOGHMYOT AinbHui ADI)

UA/5483/01/01
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Ymosu

Homep

Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsioYeHHs1

ynakoska)

(TepMiH BBEAEHHS 3MiHV NPOTArom 6-Tu MicauiB
nicns 3aTBepkeHHs)
BHECEHHS 3MiH 40 peecTpaLjiiiHn X MaTepiasnis:

6e3

UA/8405/01/01

337

PEBANIA

Kancynu, no 10 kancyn y
6nictepi; no 3 6nictepu
B KOpOO6Li

TeBa

dapmaLeBTikan

IHpacTpi3 N14.

13painb

AT
®PapmaueBTuny
HWIA 3aBOA
TEBA

YropumHa

3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/IYaoum
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJO AKOCTI. (AisS/IbHICTb, 3a SIKy BiAnoBsigae
BMPOGHMK/IMNOPTEpP, BK/IOYAKOUM BUMYCK Cepiif)
(3miHa agpecu BUpo6HMKa, 6€3 3MiHN Micus
BMPOGHMLTBA (MPMBELEHHA agpecu [0
opuriHaNbHUX AOKyMeHTIB) (TepMiH BBEAEHHS
3MiH NpoTArom 3 MicsLiB Micas gatu
3aTBepXeHHSR); 3MiHKM | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnisgy
(iHWi 3miHKW) (3amiHa rpadpiyHOro ohopMIEHHS
NepBUHHOI Ta BTOPUHHOI YNakoBOK Ha TEKCT
MapKyBaHHS YNakoBOK 3 BiANOBiAHUMY 3MiHAMU
o posginisB MKA N3 (po3ain «paciyHe
0(POpMNIEHHS» 3aMiHEHO PO3/ifIoM
«MapkyBaHHs») (TepmiH BBeeHHS 3MiH
npotsArom 3 micsALiB Nicns AaTun 3aTBePKEHHS)

peyenma

UA/11608/03/01

338

PEBMAJTTH

Tabnetkv no 7,5 mr no
10 TabneTok y 6nictepi;
no 2 6nictepun B navi

TOB "®APMEKC

reyn"

YkpaiHa

TOB
"®APMEKC
reyn"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHK. 3MiHa
HaliMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa
(BnacHvKa peecTpauiiiHoro nocBigyeHHs) (3miHa
agpecy 3asBHKKa (BNacHMKa peecTpauiiHoro
NnocBig4YeHHs1) TOBapUCTBO 3 0OMEXEHOD
BignosiganbHicTio «@PAPMEKC IM'PYIM») (TepMmiH
BBE/IEHHS 3MiH NPOTAroM 6-T1 MicALIB nicns
3aTBepMKEHHS); 3MiHK | Tuny - AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
MiCLA NPOBAKEHHSA AiSNIbHOCTI
BMPOGHUKa/iMnopTepa roToBOro /likapcbKoro
3acoby, BKIHOYAKUM AiNTbHULL BUNYCKY cepii abo
MicLie NpoBeAEeHHS KOHTPO/TIO AKOCTI.
([isNbHICTb, 3a SKy BignoBigae
BMPOGHMK/IMNOpTEpP, BK/IOUAKUM BUMYCK Cepiii)
(3miHa agpecu BMpobHUKa ToBapuCcTBO 3
06MeXeHoto BignoBiganbHicTio «®APMEKC
T'PYT», 6e3 3MiHW Micust BUpo6HuLTBa) (TepmiH
BBE/IEHHS 3MiH NPOTAroM 6-T1 MicALIB nicns
3aTBEPAKEHHS)

3a
peyenmom

UA/11608/03/02

339

PEBMAJTTUH

Tabnetkn no 15 mr no 10
TabneTtok y 6nictepi; no

1 abo no 2 6riictepn B

TOB "®APMEKC
reyn"

YkpaiHa

TOB
"®APMEKC

rPymn"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHMKA

3a
peyenmom
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
naJui; no 20 TabneTok y (BnacHvKa peecTpaLiiiHoro nocBigYeHHs1) (3mMiHa
6nicTepi, no 1 6nictepy agpecy 3asiBHMKa (BNacHuKa peecTpawiinHoro
B naui noceigyeHHs1) ToBapucTBO 3 06MEXEHOI0
BignosiganbHicTio «@APMEKC MPYTM») (TepMiH
BBE/IEHHS 3MiH NPOTAroM 6-T1 MicALIB Micns
3aTBEPMKEHHS); 3MiHM | TUNY - AQMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu
MiCLiA MPOBAKEHHS AiS/IbHOCTI
BMPO6GHUKa/iMnopTepa roToBoro Jlikapcbkoro
3aco0by, BK/IYa4mM AinbHUL BUNYycky cepii abo
MiCLie NpOBEeAEHHS KOHTPOTO AKOCTI.
(misnbHiCTb, 3a Ky BignoBigae
BMPOGHMK/IMNOPTEpP, BK/IOUAKOUM BUMYCK Cepiid)
(3miHa agpecu BMpobHUka ToBapmcTBo 3
06MeXeHoto BignosiganbHicTio «®APMEKC
FPYT», 6e3 3MiHM MicLa BUPOGHULTBA) (TepMiH
BBE/EHHS 3MiH NPOTAroM 6-T1 MicALIB Micns
3aTBEPAKEHHS)
340, PEBO/IAQ™ TabneTku, BKpUTI HosaprTic ®apma LBeliuapis Brpo6HMLTBO Benuvka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11300/01/01
NAiBKOBOK 060/I0HKOHO, 3a NOBHUM BputaHis/ 3Mminu |l Tuny - 3MiHn WoAao peyenmom
no 25 mr Ne28 (7x4) y LMKIOM: IcnaHis 6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
6nictepax "nakco 3MiHM Y TepaneBTUYHUX NOKa3aHHAX (4oAaBaHHs
OnepeiwHc HOBOrO TepaneBTUYHOrO NokasaHHA abo 3miHa 'y
IOK Nimitep, 3aTBepAKEHOMY nokasaHHi) (3MiHu (gofaBaHHA
Benvka HOBOrO TepaneBTUYHOrO NoKa3aHHA) BHECEHI A0
BputaHis; IHCTPYKLji y po3ginu: "MokasaHHa") (TepMiH
[LopaTkoBuii BBEJEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
BUPOOHMK ANns 3aTBepAXEHHS); 3MiHK I Tuny - 3MiHK Woao
NepBMHHOIO Ta 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BTOPVHHOIO 3MiHN Y KOPOTKiil XapakTepucTuLi NikapCcbKoro
nakyBaHHs Ta 3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT ANns
BMNYCK cepil: Me[MYHOr0 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
[nakco [AHUMW 3 SKOCTI, AOKNIHIYHUMU, KNiHIYHUMN
Bennkom C.A., LaHuMK Ta gaHumn 3 hapmakoHarnsgy (3MiHu
Icnanis BHECEHI [0 iHCTPYKLITy po3ginu:

"apmakonoriyHi BnacTneocTi”, "B3aemogis 3
IHLWMMK niKapcbknMmy 3acobamu Ta iHLi BUAn
B3aeMogiin", "Ocob6aMBOCTi 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHS Ta go3un", "Oitn", "MobiuHi
peakuii") (TepmiH BBeAEHHS 3MiH NPOTATOM 3-X
MicAUIB MicnsA 3aTBepKeHHS); 3MiHum Il Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy. 3MiHM y TepaneBTUHHUX
nokasaHHsX (4oAaBaHHA HOBOro TepaneBTUYHOro
nokasaHHs abo 3miHa y 3aTBEpAKEHOMY
nokasaHHi) (3miHn (3MiHa y 3aTBEPAXEHOMY

rokasaHHi) BHeCeHi [0 iHCTPYKLii y po3gainu:
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PeecmpayiliHa npoyedypa

Ymosu

Homep

Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Bionycky

peecmpayiliHo2o

nocsi0o4YeHHs

"Moka3aHHs") (TepMiH BBEAEHHS 3MiH NPOTATrOM

Benvka

3-x MicsiLiB Mic/s 3aTBEPAKEHHS)
BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:

3a

UA/11300/01/02

341

PEBONAA™

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOIO,
no 50 mr Nel4 (7x2) y
6nictepax

Hosaprtic ®apma
Al

LLiBeiuapis

Brpo6HMLTBO
3a NOBHUM
LMKNIOM:
"nakco
OnepeiiwHc
IOK NimiTes,
Benuka
BpuTaHis;
[opaTkoBuii
BMPOGHWK A5
NepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHs Ta
BUMYCK cepii:
nakco
Bennkom C.A.,,
Icnanis

Pixapg

BpuTaHis/
Icnanis

ABCTpist

3MiHM Y TepaneBTUYHUX MoKa3aHHAX (4oAaBaHHsA
HOBOrO TepaneBTUYHOrO NokasaHHA abo 3miHa y
3aTBEpPKEHOMY NnokasaHHi) (3MiHu (fgogaBaHHSA
HOBOTrO TepaneBTUYHOrO NoKa3aHHA) BHECEHI A0

3MiHu 1l TMnYy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.

IHCTPYKUT y po3ainun: "Moka3aHHA") (TepMmiH
BBEAEHHS 3MiH MPOTAroM 3-X micsuis nicns
3aTBepXeHHs); 3MiHu Il Tuny - 3miHn Wwoao
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
3MiHN Y KOPOTKiil XapakTepucTuLi NikapCcbkoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBYMMU
LAaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KAIHIYHUMN
[aHumu Ta gaHumn 3 dpapmakoHarnsagy (3MiHu
BHECEHI [0 IHCTPYKLii y po3ainu:
"®apmakonoriyHi BnactusocTi", "B3aemogis 3
IHLWIMMKW NikapcbKMKW 3acobamMu Ta iHLWi B1uam
B3aemogiit", "Ocob6MBOCTi 3acTOCyBaHHS",
"Cnoci6b 3acTocyBaHHA Ta go3un", "Oitn", "rNobivHi
peakuii”) (TepmiH BBeAeHHS 3MiH NPOTAroM 3-xX
MicALiB nicns 3aTBepaKeHHs); 3MiHu 1l Tuny -
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3mMiHn y TepaneBTUHHUX
nokasaHHsAX (fofaBaHHs HOBOTO TepaneBTUYHOrO
nokasaHHs abo 3MiHa y 3aTBepa)KEHOMY
nokasaHHi) (3miHu (3MiHa y 3aTBEpAXeHOMY
nokasaHHi) BHECEHI [0 IHCTPYKLiT y po3ainu:
"MokasaHHsa") (TepMiH BBEAEHHS 3MiH NPOTATOM
3-X MicsUiB Nicns 3aTBEPAXXEHHS)
BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis:

peyenmom

6e3

UA/2164/02/01

342} PEMEHC®

Kpanni opasibHi no 20
M, abo no 50 mn, abo
no 100 mn y donakoHax-
KpanenbHuusAx, no 1
hnakoHy B KApTOHHIl
ynakoBLj

Pixapg bitTHep Al

AscTpis

BitTHep Al

3MiHu Il TMny - 3MiHK Woa0
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsay.
BHeceHHs abo 3miHa(n) Ao 3060B'A3aHb Ta YMOB
BMJaui peecTpawiiHoro nocBig4YeHHs,
BK/IOYatoum MnaH ynpasniHHA pusvikamm
(3acTocyBaHHs 3MiH(1), sKi(a) BUMaratoTb(€)
noJasibLLIOro 06r'pyHTYBaHHS HOBUMMU
[04aTKOBUM AaHVMK, L0 MaloTb HafaBaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKM BUMaraeTbCs
CyTTEBA OL{iHKa KOMMNETEHTHUM OpraHoMm)
(BukoHaHHS1 3060B's13aHb BifNoBiAHO L0
nignyHkty 1.13 nyHkty 1 gogatky 15 go Mopaaky
NPOBEfIEHHA ekcnepTu3n peecTpauiiinx

peyenma
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

MaTepianis Ha nikapcbki 3aco6u, L0 NoAalnTbeA
Ha AepxaBHy peecTpauito (nepepeecTpadiio), a
TaKoX eKkcrnepTV3n maTepiasis NPO BHECEHHS
3MiH 10 peecTpauiliHix maTtepianis NnpoTarom fji
peecTpauiiHoro NocBigYeHHs, 3aTBEPAXKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

343

PEHA/ITAH®

Tabnetku, no 10
TabneTtok y 6nictepi, no
1 abo 2 6nictepun y
nauvj 3 KapToHy

MpusaTHe
akuioHepHe
TOBapUCTBO

"Mlekxim-Xapkis

"

Ykpaina

MpusatHe
akuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaoun
OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPO/O SKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpTEp, BK/OYAUM BUMYCK Cepiii)
(3miHa agpecu Ta Ha3BW BUPOOHNYOT AiNbHALL
N3, 6e3 3miHW Micus BUPO6HULTBA); 3MiHK |
TMny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
(BnacHvKa peecTpauiiiHoro noceig4yeHHs) (3MiHa
afpecu Ta Ha3Bu 3asBHUKa (B/lacHMKa
peecTpaLiiHoro nNocBigYeHHs1)

6e3
peyenma

UA/1530/01/01

344

PEHA/ITAH®

Tabnetkw, in bulk: no
2500 TabneTtok y
KOHTelHepi 3 KOHTpoNeM
NepLUoro po3KpUTTS

MNpuBatHe
akuioHepHe
TOBapUCTBO

"Jlekxim-XapkiB'

4

YkpaiHa

MpuBartHe
akuioHepHe
TOBapPUCTBO

"Nlekxim-
Xapkis"

YKpaiHa

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHWU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaZKEHHS AiS/IbHOCTI BUpOOHMKa/imMnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BK/IYakum
AiNbHULL BUNYCKY cepii abo MicLie NpoBefeHHs
KOHTPO/O SIKOCTI. (QisS/IbHICTb, 3a SIKy BignoBigae
BMPOGHMK/IMNOpTEpP, BK/IOUAKUM BUMYCK Cepiii)
(3MiHa agpecu Ta Ha3BW BUPOGHWYOI fiTbHUL
['N13, 6e3 3MiHN Micus BUPOOHMLTBA); 3MiHK |
TMny - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
(BnacHvKa peecTpauiiiHoro noceig4yeHHs) (3MiHa
afpecy Ta Ha3BU 3asiBHUKA (BNacHuka
peecTpaLiiHoro NocBigYeHHs1)

UA/1531/01/01

345

PEOMONIIMHOKIH

pO3uunH Ans iHdysiii no
200 mn abo no 250 mn,
a6o no 400 ms, abo no
500 M1y naswkax
CKMAHNX

MNpuBaTHe
akuioHepHe
TOBapUCTBO

"IHdpy3ia”

YkpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"lHdpy3ia"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiaslis:
3MiHu | TMNY - 3MiHKW 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCS BUMYCKY cepil
Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHS BUPOOHMKA, LLO
BiANOBIfaE 3a BBE3€HHA Ta/abo BMNyck cepil) -
Bkitoyatoun KOHTPOL/BUNPOBYBaHHA cepii
(BBEAEHHA [OAATKOBOI AiNIbHNL KOHTPOO
SKOCTIi i BUNYCKy cepil: YkpaiHa, 23219,

3a
peyenmom

UA/1558/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BiHHMLbKa 06/1., BIHHWULBKWIA p-H, C. BiHHMLBKI
XyTopw, Byn. Hemupiscbke woce, 6. 84 A.
(3arasibHa KislbKiCTb YNakoBOK 3 HOBOI afipecoio
CTaHOBUTL 8 LUTYK, L0 NOB'A3aHO 3
BMKOPVCTAHHSAM Y BUPOOHULITBI MASLLIOK ABOX
TMNIB 3 AjiaMeTpoM ropsioBuHM 17 Mm Ta 3
AiameTpoM ropfioBUHU 22 MM); 3MiHK | Tuny -
3MiHu 3 sKoCTi. FoTOBMIA NiKApCbKuii 3aci6. 3MiHKn
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BKI4yaoum
JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
3aco6y (3mMeHweHHsA [0 10 pasiB) (3MeHLeHHS
TEOPEeTUYHOro PO3Mipy cepii roTOBOro
nikapcbKoro 3acoby 3arsepmkeHo: 2000,00 n,
3anponoHosaHo: 2000,00 n ta 400,00 n1); 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
3MiHV Yy BUpOOHUMLTBI. 3amiHa abo BBeAEHHS
[04AaTKOBOI AiNbHULI BUPOGHMLTBA A1 YACTUHN
ab60 BCbOro BUPOGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHULS, Ha AKil
npoBoAATbLCA Oyab-AKi BUPOOHWYI cTagil, 3a
BUHATKOM BUNYCKY Cepii, KOHTPOSII0 AKOCTI Ta
BTOPVHHOTIO NakyBaHHA 4151 CTEPUIbHUX
nikapcbknx 3acobiB (BKIOYAKYN BUPOGIEHI
acenTUYyHYM METOAOM), KpiM Nikapcbkrx 3acobiB
6i0N10ri4YHOro/iMyHOIONYHOrO NOXOKEHHS)
(BBEAEHHA [OAATKOBOI AiNIbHNL KOHTPOO
AKOCTI | BUNyCKy cepii: YkpaiHa, 23219,
BiHHMLbKa 06/1., BIHHWULBKWIA p-H, C. BiHHMLBKI
XyTopw, Byn. Hemupiscbke woce, 6. 84 A.
CxeMa, TEXHOJIONYHI cTagii BUPOOGHMLTBA,
napaMeTpu KOHTPO/I0 B NpoLEeci BUPO6HMLTBA
He 3MiHIoTbCA. He3HauHi 3MiHu B 06n1agHaHHi
BignoBiaalTb BUMoraM GMP; 3miHa BUKTafeHHS
iHbopmauii y cxemi i onuci BUpobHULTBA; 3MiHa
TepMiHy 36epiraHHa MPOMKHOT MPOAYKLi)
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
ab0 BBeAEHHA A0AATKOBOI AifIbHULL
BMPOOHMLTBA 151 YACTUHM ab0 BCbOro
BMPOGHNYOrO NpoLecy roToBOro NikapCbKoro
3aco6y (AinbHWLA AN BTOPUHHOTO NakyBaHHS). -
3MiHu 3 SKoCTi. F0TOBMIA NiKapCbkuii 3aci6. 3MiHK
y BUPOGHULTBI. 3MiHM Y npoueci BUpOOHULTBA
rOTOBOrO MiKapCbKOro 3acoby, BKIYaKYM
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOBHULTBI FOTOBOrO iKapCbKOro 3acoby (iHLwi
3MiHW)
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

346

PECIUKC N®

Tabnetku no 10
TabneTtok y 6nictepi; no
1 a6o 2 6nictepu y
nauui

OpraHocvH flaiid
CaeHcus MeT. JIT4.

IHais

EBepTomxeH
Nand
CaeHcus
NimiTen

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | Tuny - 3MiHK WoAo
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
BBeeHHs1 a60 3MiHM [0 y3arasibHeHUX faHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHvx Npo cuctemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXeHOT 0cobum,
BigNoBiga/IbHOI 3a 34jICHEHHST chapMmakoHarnsay;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHMKa
[ANAa 3aiiCHEeHHs hapMakoHarnisay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobM,
BiANOBIAA/IbHOI 32 34iiCHEHHA dapmakoHarnsagy
(BKIHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - [iroya pegakuis:
YnoBHoBaxeHa ocoba 3asBHUKa, BiAnoBifasibHa
3a thapmakoHarnsg, - Nyano MaHHa
CranicnasiBHa. [MponoHoBaHa pefakyisi:
YnoBHoBaxeHa ocoba 3asBHUKa, BiAnoBifasibHa
3a papmakoHarnag - A-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. KoHTakTHa ocoba 3asiBHUKa
ONA 34iiCHEHHsT hapMakoHarisay B YKpaiHi -
LLTaHreesa HOnis BanepiiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0co6u. 3MiHa MicLs
3[iACHEHHS1 OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnsgy. 3miHa MicL,e3Hax04KeHHS
mMacTep-goaiina

6e3
peuyenma

UA/15503/01/01

347

PECIUKC N®

Tabnetku in bulk: no
5000 TabneTtok y
repMeTUYHO 3anasHuX
noAgiliHMx
nonieTUIeHoBMX
naketax gns
BUrOTOB/IEHHSI TOTOBUX
NiKapcbKnx 3acobis

OpraHocvH Jlaiid
CaeHcus MeT. JIT4.

IHais

EBepTonxeH
Naind
CaeHcus
NimiTen

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
BBeeHHst a60 3MiHM [0 y3arasibHeHUX faHnX
npo cuctemy chapmakoHarnsagy (BBefeHHs
y3arasibHeHUX JaHvX Npo cuctemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
Bi4NoBiga/IbHOI 3a 34iICHEHHST chapmakoHarnsay;
KOHTaKTHOI 0c06M 3 thapmakoHarnagy 3asBHMKa
[ANA 3jiiCHEeHHs dhapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBa)XKEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iicCHEHHA hapmakoHarnsgy
(BKIHOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnagy) - firoya pegakuis:
YnoBHOBaxeHa ocoba 3asiBHUKa, BiANOBifa/bHa
3a thapmakoHarnsg, - Nyano MaHHa
CraHicnasiBHa. [MponoHoBaHa pefakL,is:
YnoBHOBaxeHa ocoba 3asBHUKa, BiANoBifa/bHa
3a dpapmakoHarnag - A-p Awy fiin Wapma / Dr.

UA/15504/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

Ashu Deep Sharma. KoHTakTHa ocoba 3asBHMKa
ONA 34jiCHEeHHs hapMakoHarisay B YkpaiHi -
LLiTaHreesa HOnis BanepiiBHa. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXeHOT ocobu. 3miHa micus
3[jiACHEHHST OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnagy. 3MiHa MicLle3HaX0MKeHHS
mMacTep-gaiina

348

PECMUKC®

TabneTku, BKpUTI
N/1iBKOBOK 0GO/TOHKOIO,
no 10 Tabnetok y
6nicTepi, no 1 abo 2,
abo 4 6nictepn y nauuj 3
KapTOoHY

OpraHocviH faind
CaeHcma MeT. /114,

IHgis

EBepromxeH
Naid
CaeHcus
Nimiten

IHais

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHVX Npo cucTemy
hapMakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT 0cobMm,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA hapmakoHarnsagy;
KOHTaKTHOI 0c06M 3 chapmakoHarnagy 3asBHuKa
0N 340iCHEHHA hapmakoHarnsgy B YkpaiHi,
AIKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA dapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MilLLeHHI MacTep-chaiina cuctemm
thapmakoHarnsagy) - [itoya pegakuis:
YnoBHOBaXeHa ocoba 3asiBHWKa, BignoBifasibHa
3a (hapmakoHarnsg, - Nyano MaHHa
CraHicnasiBHa. [MponoHoBaHa pefakLis:
YnoBHOBaXeHa ocoba 3asBHWKa, BignoBifasibHa
3a (papmakoHarnsag, - -p Awy fiin Wapma / Dr.
Ashu Deep Sharma. KoHTakTHa ocoba 3asiBHuKa
ONA 34jiiCHeHHs dhapMakoHarsay B YkpaiHi -
LtaHreesa tOnist BanepiiBHa. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXeHOT 0cobun. 3miHa micus
3[jiACHEHHST OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnsagy. 3miHa MicLe3HaxomKeHHs
macTep-gaiina

6e3
peyenma

UA/15549/01/01

349

PECMUKC®

TabneTkn, BKPUTI
N/1iBKOBOI 0GOJTOHKOLO,
in bulk Ne 10000 y
naketax gns
BUIOTOBJIEHHSI FOTOBUX
nNiKapcbKknx 3acobis

OpraHocvH Naiidy
CaeHcus MBT. /114,

IHgis

EBepTonxeH
Naidp
CaeHcus
Nimiteq

IHais

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cuctemy capmakoHarnsagy (BBefeHHs
y3arasibHeHUX AaHVX Npo cucTemy
hapmMakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT 0cobum,
BiANOBIAa/IbHOI 3a 34iliCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0c06M 3 chapmakoHarnagy 3asBHuKa
0N 340iCHEHHA hapmakoHarnsgy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHNA hapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHN y

UA/15550/01/01




235

Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
pO3MilLLeHHi MacTep-thaiina cuctemu
thapmakoHarnagy) - firoya pegakuis:
YnoBHOBaXKeHa ocoba 3asiBHUKa, BignosigasibHa
3a (hapmakoHarnsag, - Nyano MaHHa
CranicnasiBHa. [TponoHoBaHa pefakLis:
YnoBHOBaXkeHa ocoba 3asiBHUKa, BignosigasibHa
3a (papmakoHarnsg, - -p Awy fiin Wapma / Dr.
Ashu Deep Sharma. KoHTakTHa ocoba 3asBHMKa
ONA 34jiiCHeHHs hapMakoHarisay B YkpaiHi -
LtaHreesa tOnist BanepiiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXeHOI 0cobu. 3MiHa MicuA
3[iiCHEHHS OCHOBHOI Aisi/TIbHOCTI 3
thapMakoHarnsagy. 3miHa MicLe3HaxoKeHHs
mMacTep-goaiinia
350, PUSEHAPOC® 35 TabneTku, BKpUTI TOB "3eHrTiBa" Yecbka BMPOGHMLTBO Yecbka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/7150/01/01
060/10HKO10, N0 35 Mr Ne Pecny6nika Hepo3dghacoBa Pecny6nika/ 3MiHK | TURy - 3MiHK WoA0 peyenmom
2 (2x1): no 2 TabneTkn B Horo Cnosaubka 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
6nicTepi; no 1 6nictepy NPOAYyKTY, Pecny6nika BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX
B KapTOHHI kopobuj; Ne nepBrHHE Ta npo cuctemy papmakoHarnsgy (BBeAeHHs
4 (4x1), Ne 8 (4x2), Ne BTOPUHHE y3arasibHeHVX AaHux npo cuctemy
12 (4x3): no 4 TabneTkm nakyBaHHs, hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
B 6nicTepi; no 1 abo no KOHTpONb Ta BiANOBIAA/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsgy;
2, abo no 3 6nictepu B BWMYCK Cepiii: KOHTaKTHOT 0co6u 3 thapmakoHarnsgy 3asBHVKa
KapTOHHI KopooLli TOB [ONA 3ajiicHeHHs dhapMakoHarnisay B YkpaiHi,
"3eHTiBa", AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
Yecbka BIANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsagy
Pecny6nika; (BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
AT "CaHeka pO3MiLLeHHI MacTep-thaiina cuctemu
dapmacbtoTika hapMakoHarnsay) - YnoBHoBaxeHa ocoba
n3", 3asBHVKa, BigNnoBigasibHa 3a hapMakoHarnsag:
CnoBaubka [Oitoua pepakuia — Ludmila Filipova.
Pecny6nika MponoHoBaHa pepgakuis — Amel Benkritly. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0CO6U.
KoHTakTHa ocoba B YKpaiHi ynoBHOBaXXeHOI
0cobu 3asBHUKA 415 34IACHEHHS
thapmakoHarnagy: [itoua pefakuis — BoiiTeHko
AHTOH eopriiioBuy. MponoHoBaHa pegakLis —
HeuenypeHko MapuHa BacuniBHa. 3MiHa micus
3/1iiCHEHHS OCHOBHOI AisiNTIbHOCTI 3
dhapmakoHarnsgy. 3miHa agpecu mactep-
dhalisia. 3miHa Homepa mMacTep-gainna
351! PIHFEPA NNAKTAT pO3uunH ANns iHdysiii no MpusaTHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1152/01/01
PO341H 200 mn, 250 mn, 400 mn, akujoHepHe aKujioHepHe 3MiHu Il TUny - 3MiHa BUPOGHYMKa peyenmom
500 mMA y nasLwkax TOBapUCTBO TOBapUCTBO BUXiZHOTO/MPOMIKHOTO NPOAYKTY/peareHTy, Lo
"IHdy3ia” "IHdy3ia" BMKOPUCTOBYHOTbCS Y BUPOOHNYOMY npoueci AdI,

abo 3miHa BUpPOOBHYKa (BkNoYaroun, ae
HeobXifHO, MicLie NPOBeAEHHS KOHTPOJIH0 SKOCTI)




236

Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

A®I (3a BigcyTHOCTI cepTudpikata BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
[ocbe)(BBeAEHHS HOBOrO BUpo6OHUKa AdI 3
HafjaHHAM MacTep-thaiina Ha A®l) - BHECEHHS
aNbTepHaTMBHOIO BUPO6HMKa AD| HaTpito nakTar

352

PO3AMET®

Kpem 1 % no 25 r y Ty6i;
no 1 Ty6i y KapTOHHii
Kopoo6Li

AppaH-
[aneHcbKuit
Na6opaTopin 4.4,

Xopsaris

AppaH-
[aneHcbKuit
Na6opatopiii
a.A0.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHKM | TUNY - NOAAaHHS OHOBEHOTO cepTudikaTa
BiAgnoBigHOCTI EBponelicbkiin hapmakonei Ne R2-

CEP 1995-052-Rev 01 ans gjto4oi pe4yoBuHA

Metronidazole Big, Bxe 3aTBepAKeHOro

BMPOGHMKA i3 3MIHOI0 Ha3BM BUPOOHWMKA Aito4oi

peyoBuHYM, 6€3 3MiHM MiCLA BUPOGHMLITBA

3a
peyenmom

UA/7256/01/01
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PO3YBACTATUH IC

TabneTku, BKpUTI
NNIBKOBOK 060/1I0HKOIO,
no 5 mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepn y nauui

ToBapucTso 3
[0,aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[04,aTKOBO
BiANOBiAa/IbHI
CTHO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHun Il TMny - 3MiHK WoA0
6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta YMOB
BMAaui peecTpawiiHoro noceig4yeHHs,
BK/OYatoum MnaH ynpasniHHA pusvikamm
(3acTocyBaHHs 3MiH(1), sKi(a) BUMararoTb(€)
nofasibLLIOro 06r'pyHTYBaHHS HOBUMMU
[04aTKOBUM AaHVMK, WO MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKM BUMaraeTbCs
CyTTEBA OL{iHKa KOMMNETEHTHUM OpraHoMm)
(BukoHaHHS1 3060B's13aHb BifNoBIAHO L0
nignyHkTy 1.8.2 nyHkty 1.8 gogarky 5 o
Mopsaky NpoBeAEeHHs ekcnepTusn
peecTpauiiiHux maTepiasiiB Ha nikapcbki 3acobu,
LLIO MOAAITLCA Ha AepaBHy peecTpalliio
(nepepeecTpalito), a TakoX ekcnepTnsmn
mMartepianis Npo BHECEHHSA 3MiH [0
peecTpaLiiHix MaTepianis npoTArom Al
peecTpauiniHOro NoCBiAYEHHS, 3aTBEPAKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Bif 23.07.2015 Ne 460)

3a
peyenmom

UA/15855/01/01

354

PO3YBACTATUH IC

TabneTku, BKpUTI
NAiBKOBOK 060/I0HKOIO,
no 10 mr, no 10
TabneTtok y 6ricTepi; no
3 6nicTepun y nayui

ToBapucTso 3
[0,aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[04,aTKOBO
BiANOBIA&/bHI
CTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiaslis:
3MiHu 1l TUnYy - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAui peecTpaLiiHoro noceig4YeHHs,
BK/IOYaouM MnaH ynpaBniHHA pysvkamm
(3acTocyBaHHs 3MiH(1), ski(a) BUMararTb(€)
noAanbLIoro 06rpyHTYBaHHS HOBUMMU
[04aTKOBUM AaHVMW, WO MaloTb HafaBaTuCs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL|iHKA KOMNETEHTHUM OpraHoMm)
(BrKoHaHHS 3060B'3aHb BigNOBIAHO A0
nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 go

3a
peyenmom

UA/15855/01/02
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

Mopsaky NPoBeAEHHS ekcnepTusun
peecTpavuiiiHMX MaTepianis Ha nikapcbki 3acobm,
LLI0 NOAAI0THLCSA Ha fepXaBHy peecTpaLiiio
(nepepeecTpalito), a Takox ekcnepTnsn
mMaTtepianiB NPo BHECEHHS 3MiH 40
peecTpauiiHux MaTepiasiB NpoTArom fgii
peecTpauiiHoro nocBig4YeHHs, 3aTBepLKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Hakaszy MO3 Big 23.07.2015 Ne 460)

355

PO3YBACTATUH IC

TabneTku, BKpUTI
NAiBKOBOK 000I0HKOHO,
no 20 mr, no 10
Tabnetok y 6nictepi; no
3 6nicTepun y navui

ToBapucTso 3
[0[aTKOBOKO
Bi4nNoBiAabHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTBO 3
[04aTKOBOKO
BignosiganbHi
CTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3Mminu |l Tuny - 3MiHn WoAao
6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAYi peecTpauiliHoro noceigveHHs,
BK/IOYatoum MnaH ynpasniHHA pusvikamm
(3acTocyBaHHsA 3MiH(K), ski(a) BUMaratoTb(€)
NoAasIbLIOr0 O6r'PyHTYBaHHS HOBMMM
[00aTKOBUM AaHVMW, WO MaloTb HafaBaTucs
KOMNETEHTHUM OpraHoM, OCKifIbK/ BUMaraeTbesl
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BukoHaHHs1 3060B's13aHb BifNOBIAHO f0
nignyHkTy 1.8.2 nyHkTy 1.8 gopatky 5 go
Mopsaky NpoBeAeHHs ekcnepTusn
peecTpauifiHux MaTepiasiiB Ha nikapcbki 3acobu,
LLI0 NOAAIOTHLCS Ha [ilepXXaBHy peecTpadiito
(nepepeecTpauito), a TakoX ekcnepTnsmn
mMartepianis NPo BHECEHHA 3MiH 40
peecTpauiiiHux MaTepiasis NpoTsarom gl
peecTpauiiHoro NocBigYeHHs, 3aTBEPAXEHOr0
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/15855/01/03

356

PO3YBACTATUH IC

TabneTkn, BKPUTI
NNiBKOBOK 000I0HKOH,
no 40 wr, no 10
TabneTok y 6nictepi; no
3 6nicTepu y nauui

ToBapucTso 3
[04aTKOBOO
BiANOBIAAILHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTtso 3
[04aTKOBOK
BiANOBIA&/bHI
cTI0
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais:
3MiHu 1l TUnYy - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.
BHeceHHs1 abo 3MiHa(1) A0 3060B'si3aHb Ta YMOB
BMAaui peecTpaLiliHoro noceig4YeHHs,
BK/IOYatouM MnaH ynpasniHHA pusvkamm
(3acTocyBaHHs 3MiH(K), siki(a) BUMaratoTb(€)
noAasibLIOro 06r'pyHTYBaHHS HOBMMU
[04aTKOBUM AaHVMW, L0 MaloTb HajaBaTucs
KOMMETEHTHVMM OpraHOM, OCKifIbKM BUMaraeTbCs
CYTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BrKoHaHHSA 3060B'A3aHb Bi4NOBIAHO A0
nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 go
MopsaKy NpoBeAEeHHS ekcnepTusn
peecTpavuiiiHux maTepiasiB Ha nikapcbki 3acobu,
LLIO MOJAIThCA Ha iepXaBHY peecTpaLiio

3a
peyenmom

UA/15855/01/04
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(nepepeecTpalito), a Takox ekcnepTnsn
mMaTtepianiB NPo BHECEHHS 3MiH 40
peecTpauiiHux MaTepiasiB NpoTArom fgii
peecTpauiiHoro nocBifg4YeHHs, 3aTBepLKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Hakaszy MO3 Big 23.07.2015 Ne 460)
357] CAM3EH® 8 MI NOPOLLOK ANA Apec Tpenginr Lseliuapis Mepk CepoHo ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1567/01/02
KMIK.I3I NPUroTYBaHHA PO3UNHY C.A. C.n.A. 3MiHW | TURY - 3MiHK 3 SKocTi. A®I. (HLWi 3MiHK) - peyenmom
ONns iH'ekuin no 8 mr, 1 BBEJEHHSI 40AATKOBOI MiHii 3 BUPOGHMLTBA
abo 5 pnakoHiB 3 npomMixHoro 6asiky A®| Ha 3aTBepKEHil
nopotukom, 1 aéo 5 BMPOGHNUMIA AiNbHULI; 3MiHK | TURY - 3MiHa Y
KapTpuaxis 3 1,37 mn MeToAax BuMNpobyBaHHs A®| abo BUXigHOro
po3unHHuKa (0,3% marepiany/npoMKHOro NpoayKTy/peareHTy, Wo
(m./06.) pO3unH M- BMKOPWCTOBYETbLCS y NpoLieci BUpo6HuuTea AdI
Kpe3ony y Bogi ons (iHWi 3MiHM y MeToAax BUNPO6YyBaHHS
iH'eKLii1), nonepeaHbLo y (BKOvatoum 3amiHy abo fonoBHeHHs) APl abo
3i6paHmx B 1 abo 5 BWXi4HOr0/MPOMIXXHOr0 NPOAYyKTY)
npuUcTpOiB ANA
PO3UMHEHHSA (KNIK. i3i),
Lo cknagaTbesa 3 1
abo 5 kopnycis
npuctpoto Ta 1 abo 5
CTepUsIbHUX nepexigHuX
KaHI0/1b Y KapTOHHIi
Kopobui
358, CA/IbBYTAMOI/1- iHranayia nig Tmckom, TOB "Mikpochapm” Ykpaina TOB YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/10530/01/01
HEO 100 mkr/go3a no 12 "Mikpochapm” 3MiHK | TUNY - 3MiHK WoA0 peyenmom
Mn/200 o3y 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.
KOHTeliHepi; no 1 BBefeHHs1 ab0 3MiHM A0 y3arasibHEHNX JaHNX
KOHTelHepy y nauui 3 npo cucTemy dpapmakoHarnsgy (BBefeHHs
KapTOHY y3araslbHeHUX faHunx npo cuctemy
hapmMakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT 0cobum,
BiANOBIAa/IbHOI 3a 34iliCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asaBHUKa
0N 30iCHEHHA hapmakoHarnsagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHNA hapmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI gaHi) Ta/abo 3MiHN y
pO3MilLLeHHi MacTep-chaiina cuctemu
hapmakoHarnsgy) - NponoHoBaHa peAakLis:
YnoBHOBaXkeHa 0co6a, BignosigasibHa 3a
3pjiicHeHHs chapmakoHarnagy — Mypasiiosa
OkcaHa OnekcaHApiBHa, 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXXEHOT 0CO6M, BignoBiganbHoi 3a
thapmakoHarnsag
359/ CUBA3OH® IC Tabnetku no 0,005 r, no ToBapucTso 3 Ykpaina TosapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/4828/01/01
10 TabneToK y 6aicTepi; [0[aTKOBOK [04aTKOBOK 3MiHu 1l TMny - 3MiHK Woao0 peyenmom
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 2 6nictepun B navui 3 BiANOBIAA/ILHICTIO BiANOBiAa/bHI 6e3nekn/edrekTUBHOCTI Ta thapMakoHarnagy.
KapTOoHY "IHTEPXIM" CTIO BreceHHs abo 3miHa(n) 40 3060B'A3aHb Ta YMOB
"IHTEPXIM" BMAAui peecTpauiiiHoro noceig4YeHHs,
(BUPOBHMK, BK/tOYaoun MnaH ynpas/iHHA pusnkaMmu
BignoBigasibHN (3acTocyBaHHs 3MiH(K), siki(a) BUMaratoTb(€)
1 3a BMNyCK noAasIbLIOro 06r'pyHTYBaHHS HOBMMU
cepii; [00aTKOBUM AaHVMW, WO MaloTb HafaBaTucs
BMNPOGYBaHHSA KOMMETEHTHVM OpraHoM, OCKiflbKM BUMaraeTbCs
KOHTPO/0 CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
AKOCTI (BrKOHaHHSA 3060B'A3aHb BiNOBIAHO 40
(izmyHi/ximiy nignyHkty 1.13 nyHkty 1 pogatky 15 go Mopsaaky
Hi, NpOBeLEHHS EKCNepTU3N peecTpauiiiHix
MiKpOG6iOnorivH MaTepianis Ha nikapcbki 3aco6u, L0 NoAalnTbes
a uucroTa), Ha AepxaBHy peecTpauito (nepepeecTpadiio), a
36epiraHHsA TakoX eKCnepTusn maTepiasliB Mpo BHECEHHSA
roToBol 3MiH 10 peecTpaviliHix maTtepianis NnpoTarom fji
NPOAYKLIT; peecTpauiiHoro NocBigYeHHs, 3aTBEPAXKEHOr0
BMPOGHMLITBO, Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
36epiraHHsa Haka3y MO3 Big 23.07.2015 Ne 460)
(roToBoi
NpoAyKuUii,
CUPOBUHM Ta
marepianis);
BMNPOGYBaHHSA
KOHTPO/I0
AKocTi (thisnuH
i/XiMiyHi)

360, CUBA3OH® IC Tabnetkv no 0,01 r, no ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4828/01/02
10 TabneTok y 6nicTepi; [04aTKOBOK [04aTKOBOKO 3MiHu Il TMny - 3MiHK WoAa0 peyenmom
no 2 6nictepu B navyj 3 Bi4nNoBiAabHICTIO BignosiganbHi 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.

KapTOHY "IHTEPXIM" CTHO BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
"IHTEPXIM" BMAAYi peecTpauiliHoro noceigveHHs,
(BMPOOBHWIK, BK/IOYatoum MnaH ynpasniHHA pusvikamm

BignoBigabHU (3acTocyBaHHsA 3MiH(K), siki(a) BUMaratoTb(€)
1 3a BMNyCK NoAasIbLIOr0 O6r'PyHTYBaHHS HOBMMM
cepii; [0[aTKOBUM AaHVMK, WO MaloTb HafaBaTucs
BUNPOBYBaHHA KOMNETEHTHUM OpraHoM, OCKifIbKW BUMaraeTbesl
KOHTPOSHO CyTTEBA OLjiHKA KOMMETEHTHMM OpraHoM)
AKOCTI (BukoHaHHS1 3060B's13aHb BifNOBIAHO A0
(chiznyHi/ximiu nignyHkTy 1.13 nyHkTy 1 gogatky 15 go Mopagky
Hi, NpOBeLEHHS EKCNepTU3N peecTpauiliHiX
MiKpo6ionoriyH Marepianis Ha nikapcbki 3acobu, LWo nogatTbes
a uucroTa), Ha JepxaBHy peecTpaliio (nepepeecTpadiio), a
36epiraHHsA TakoX eKkcnepTusn maTepiaslis MPo BHECEHHSA
roToBol 3MiH 10 peecTpaviliHix maTtepianis NpoTArom fii
NpoAYKLUT; peecTpauiiHoro nocBifg4YeHHs, 3aTBepAKEHOro

BMPOBHMLITBO,

Hakazom MO3 Big 26.08.2005 Ne 426 (y peaakuii
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
36epiraHHsa Haka3y MO3 Big 23.07.2015 Ne 460)
(roToBoi
NpoAyKLUii,
CUPOBUHM Ta
marepianis);
BMNPOGYBaHHSA
KOHTPO/I0
AKocTi (thisnuH
i/XiMiyHi)

361 CUH®/IOPUKC™ CyCNeH3ist 4NN iH'eKuiii nakcoCmiTKnsinH Benuka nakcoCmiTKn Benebris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15363/01/01
BAKUVHA And no 1 gosi (0,5 mn)y Ekcnopt flimiteq, BpuTtaHis ANH 3MiHM Il TUny - 3mMiHa BUPOGHYMKa peyenmom
MPO®INTAKTUKN nonepegHL0 Bionoaxikans BUXiAHOrO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
NHEBMOKOKOBOI HanoBHEHMX C.A. BMKOPUCTOBYIOTLCS Y BUpOBHMYOMY npoueci AdI,

IHOEKLYI 0[HOPA30BYX LNPULAX a60 3MiHa BUPO6HWMKA (BK/OUatoun, ge
(MONICAXAPUOHNIA | Ne 1y KOMNekTi 3 HeobXxiAHO, MicLie NPOBEAEHHS KOHTPOJIH AKOCTI)
AHTUCEH) TA ofHieto abo asoma A®I| - 3MiHa NocTavasibHUKa AurigpasnHy
HETUMOBAHOI rofikamu Ta 6e3 rosiok Ta aAUNiHOBOT KNC/OTY, Sika BUKOPUCTOBYETLCH Y
FEMO®INTbHOI Ne 10 y komnnekTi 3 10 BVMPOGHMLTBI MPaBLEBOr0 aHaTOKCUHY
IHOEKLYI, ronkamu Ta 6e3 ronok
KOH'FOTOBAHA, ab0 y MOHOA,030BUX
AACOPBOBAHA chnakoHax Ne 1, 10 Ta
100; no 2 po3u (1 mn) y
MyNbTUA030BUX
chnakoHax Ne 100
362! CIHOXAPAI® TabneTku, BKpUTI Bepinrep HimeuunHa BMPOGHULITBO, Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 3a UA/15721/01/01
NNIBKOBOK 060J10HKOIO, IHrenbxanm nepBrHHE Ta Ipeuis 3MiHM | TUNY - 3MiHa HaliMeHyBaHHs Ta/abo peyenmom
12,5 mr/850 mr no 10 IHTepHewwHn MT6X BTOPUHHE agpecu Micusa NpoBaKeHHS AisNbHOCTI
TabneTtok B 6nicTepi; no nakyBaHHs, BMPOGHMKA (BK/KOYAOYM, 3a HEOOXIAHOCTI, MicLe
6 6nicTepiB y KAPTOHHIl KOHTPO/b NpoBeAEHHS KOHTPOJIIO SKOCTI), abo BNacHuKa
Kopo6Li AKOCTI, BUMYCK macTep-haiina Ha A®l, abo noctayasibHUKa
cepii: Adl/BuxigHoro matepiasy/peareHTy/npoMixHOro
BepiHrep NPOAYKTY, L0 3aCTOCOBYOTLCA Y BUPOOHULITBI
IHrenbxainm A®| (KW 3a3HAYEHO Y JOCLE Ha NiKapCbKuii
®apma 'M6X i 3acib) 3a BigCyTHOCTI cepTudpikaTa BifANOBIAHOCTI
Ko. KT, €Bponelicbkili hapmakonei y 3aTBepaKeHoMy
HimeuuunHa; [ocbe, abo BUPOBHKKA HOBOT ONOMKHOT
BMPOBHULTBO, PEUYOBUHM (AKLLO 3a3HAYEHO Y [1OCbE) - 3MiHa
KOHTPO/b afipecu Ta Ha3BW NocTavyasibHMKa BUXiAHOO
AKOCTI (3a maTtepiany Bl 10773 Fluoride ans gito4oi
BUHATKOM peyoBuHM emnarnicp103nH 6e3 3MiHM Micus
Tecty BMPOOHULTBA; 3MiHK | TUMy - 3MiHA BUPOGHMKa

"Mikpobionoriy
Ha unctoTa"),
nepBuHHe Ta

BTOPVHHE
nakyBaHHs1,
BUMYCK cepii:

BUXIAHOrO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCSA Y BUPOOHMYOMY npoueci AdI,
ab0 3MiHa BMPOGHWMKa (BKOUaKun, ge
HeoObXifHO, MicLie NPOBEAEHHS KOHTPOJIH SAKOCTI)
A®| (3a BigcyTHOCTI cepTudikaTa BigNOBIAHOCTI
€Bponelicbkili hapmakonei y 3aTBepapKeHomy




241

Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BepiHrep [0CbE)(3MiHM 10 3aX0fiB, NOB'A3aHUX 3
IHrenbxanm KoHTponem Adl, abo gogaBaHHA AinbHULI, Ae
Ennac A.E., NPOBOAMUTLCS KOHTPO/L/BUMNPOGYBaHHS cepii) -
Mpeuis; BBEJEeHHS HOBOrO BUPOGHMKA A/151 KOHTPOSIO
anbTepHaTUBH akocTi A®I; 3miHu | Tvny - 3MiHK Y Npoueci
i ginbHMLi ons BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby,
BTOPVHHOTO BK/THOHAK0UM MPOMDKHWIA NPOAYKT, LU0
nakyBaHHS: 3aCTOCOBYETLCS MPY BUPOGHULTBI FOTOBOTO
LLTeremaHH NiKapCbKOro 3acoby - 36iNbLUEHHS TEPMIHY
NboHepnaky npuaaTtHocTi npoaykuii «bulk»; 3miHn | Tuny -
HIeH yHA BWYYEHHS BUPOOHUYOI AiNbHULI (BKIOYa0UM
NoricTiwep AinbHuui ana A®l, npomikHOro npoAykTy abo
Cepsic e. K., roTOBOro Nikapcbkoro 3acoby, AiNbHuLi Ans
HimeuuunHa; NpoBefEeHHS NakyBaHHSA, BUPOGHYKa,
dapm/ior BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
dapmva npoBeAeHHS KOHTPOsIto cepii) abo
NopxicTik nocTavyanbHviKa BUXiAHOTO Matepiasy, peareHty
v6X, ab0 AONOMIXXHOT PeyoBUHU (SKLO 3a3HAYeHo y
HimevunHa; [0CbE) - BUTyYEHHS NocTadvaibHUKa BUXiAHOTO
KOHTPONb martepiany (S)-3-Hydroxytetrahydrofurane gns
AKocTi (3a [il040i peyoBVHY eMnarnicp/io3uH; 3miHu | Tuny -
BUHATKOM 3MiHa HallMeHyBaHHs Ta/abo agpecy Micus
Tecty NPOBaKEHHS AiS/IbHOCTI BUPOOHUKA
"Mikpob6ionoriy (BKItOYatoum, 3a HeobXxigHOCTI, MicLe
Ha unctoTa'): NpoBeAEeHHA KOHTPO/IO AKOCTI), abo BnacHuka
A eHg Em macTep-gaiina Ha A®l, abo noctavasibHMKa
LWTa6TecT Adl/BuxigHoro matepiasy/peareHTy/MpoMiXXHOro
mM6X, NPOAYKTY, L0 3aCTOCOBYOTLCS Y BUPOOHULITBI
HimeuuunHa; A®| (KW 3a3HAYEHO Y [OCE HA NiKapCbKuii
anbTepHaTUBH 3acib) 3a BigcyTHOCTI cepTudpikaTa BigNOBIAHOCTI
a naboparopist €Bponelicbkiil hapmakonei y 3aTBepaxeHOMY
01151 KOHTPOIO [ocbe, abo BUPOBHVKa HOBOT [OMOMKHOT
Tecty PEYOBUHM (SKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
"Mikpo6ionoriy ajpecu Ta Ha3BW NocTavasibHUKa BUXIAHOIO
Ha uncToTa™ martepiany (S)-3-Hydroxytetrahydrofurane gns
CIC IHctutyT Aitoy0T pevoBrHN emnarid103vMH 6e3 3MiHKn
®peseHiyc MicLs BUPOBHULITBA
m6X,
HimeyvunHa;
Na6op N+C
AT,
HimeyvunHa;
K'oECIEc
ENE, Mpeuis
363! CIHOXAPAI® TabneTku, BKpUTI BepiHrep HimeuunHa BMPOGHMLITBO, HimeyunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/15722/01/01
NNiBKOBOK 060/I0HKOIO, IHrenbxaim nepBrHHE Ta Ipeuis 3MiHW | TUNY - BUNYYEHHSA BUPOBHNYOI AiNbHUL peyenmom
12,5 mr/1000 mr no 10 IHTEepHeLWwHN MTM6X BTOPUHHE (BKIOYaOuM ginbHUUi ans A®I, npomixHoro
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Tabnetok B 6icTepi; no nakyBaHHs, NPOAYKTY abo roToBOro /iKapCbKoro 3acooy,
6 6nicTepiB y KapTOHHIN KOHTPONb AiNbHULI N8 NPOBEAEHHSA NaKyBaHHS,
KopooLi AKOCTI, BUMYCK BMPOGHMKA, BiAMNOBiga/IbHOTO 3a BMMYCK Cepi,
cepii: MicLLe NpoBeAEeHHS KOHTPOsItO cepii) abo
BepiHrep noctayasibHUKa BUXig4HOro martepiasy, peareHty
IHrenbxainm ab0 AONOMIXXHOT PeyoBUHU (SKLLO 3a3HaYeHo y
Papma M'vbX i [0CbE) - BUNYYEHHS nocTavasibHyKa BUXIgHOTO
Ko. KT, martepiany (S)-3-Hydroxytetrahydrofurane gns
HimeuyuunHa; [il040oi peyvoBVHY eMnarnicp/io3uH; 3miHu | Tuny -
BMPOBHULTBO, 3MiHa HalilMeHyBaHHs Ta/abo agpecy Micus
KOHTPONb NPOBaKEHHS AiS/IbHOCTI BUPOOHUKA
AKocTi (3a (BKItOYatoum, 3a HeobXigHOCTI, MicLe
BUHATKOM NpoBefeHHA KOHTPOJII0 SIKOCTI), @60 BNacHuka
Tecty macTep-ghaiina Ha A®l, abo noctavasibHMKa

"Mikpob6ionoriy
Ha unctoTa"),
nepBuHHe Ta

BTOPVIHHE
nakyBaHHs1,
BMNYCK cepil:
BepiHrep
IHrenbxaim
Ennac A.E.,
Ipeuis;
anbTepHaTUBH

i AinbHWLi NS

BTOPVHHOTO
nakyBaHHS:
LLiteremaHH

JNboHbepnaky

HreH yHA,
NoricTiwep
Cepsic e. K.,
HimeuuunHa;
dapm/lor
Papma
NopxicTik
m6X,
HimeuyuunHa;
KOHTPO/b
SKOCTi (3a
BUHATKOM
Tecty

"Mikpob6ionoriy

Ha yucroTta"):
A eHg Em
LTa6bTect

Adl/BuxigHoro matepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHULTBI
A®D| (AKLLO 3a3HAYEHO Y A0CLE Ha NiKapCbKuii

3acib) 3a BigcyTHOCTI cepTudpikaTa BigNOBIAHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaxeHOMy

[ocbe, abo BMPOOHUKA HOBOI AOMOMIKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
afpecu Ta Ha3BW NocTavyasibHMKa BUXIAHOrO
martepiany (S)-3-Hydroxytetrahydrofurane gns
Aitoy0T pevoBrHN emnarid103vH 6e3 3MiHKn
MicLsi BUPOOHULTBA; 3MiHW | TUnY - 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HUKA
(BKNKOYAOUUM, 3a HEOBXIAHOCTI, Micue
NpoBeAEeHHSA KOHTPOIO AKOCTI), abo BNacHuKa
macTep-aiina Ha Adl, abo nocTavanbHyKa

Adl/BuxigHOro MaTepiany/peareHTy/npomMixKHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCA Y BUPOOHULTBI
A®| (KO 3a3HAYEHO Y [OCLE Ha NiKapCbKuii

3acib) 3a BiAgcyTHOCTI cepTudpikata BignoBiAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy

[ocbe, abo BUPOGHKKA HOBOT AOMOMKHOT
PEUYOBUHM (AKLLO 3a3HAYEHO Y [10CbE) - 3MiHA
afipecy Ta Ha3BM NocTavyasibHVKa BUXIAHOTO
marepiany Bl 10773 Fluoride gns gjto4oi
peyoBuHM emnarnicp103nH 6e3 3MiHM Micus
BMPOGHMLITBA; 3MiHW | TUMY - 3MiHa BUPOOHMKa
BMXifHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lio

BMKOPUCTOBYIOTLCS Y BUpOBHMYOMY npoueci AdI,

abo 3miHa BUpoObHyKa (Bkovaroun, ae

HeobXxiHO, MicLie NPoBEAEHHS KOHTPOJIH0 AKOCTI)
A®I (3a BigcyTHOCTI cepTudpikata BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMY
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
mM6X, [0CbE)(3MiHM 10 3aX0fiB, NOB'A3aHUX 3
HimeuuunHa; KoHTponem A®l, abo gogasaHHsA AinbHULI, Ae
anbTepHaTUBH NPOBOAMUTLCS KOHTPO/L/BUMNPOGYBaHHS cepii) -
a naboparopis BBEJEeHHS HOBOrO BUPOGHMKA A/151 KOHTPOSIO
0151 KOHTPOIO akocTi A®I; 3miHu | Tvny - 3MiHK Y Npoueci
Tecty BMPOGHMLITBA FOTOBOrO /liKapCbKoro 3acoby,
"Mikpo6ionoriy BK/10HAK0UM NMPOMIKHUIA NPOAYKT, L0
Ha uucroTa™ 3aCTOCOBYETLCA NPV BUPOBHMLTBI TOTOBOIO
CIC IHctutyT NiKapCbKOro 3acoby - 36iNbLUEHHS TEPMIHY
®peseHiyc npuaaTHocTi npoaykuii «bulk»»
m6X,
HimeyvunHa;
Na6op N+C
AT,
HimeyunHa;
K oECIEc
ENE, Mpeuis
364! CIHOXAPAI® TabneTku, BKpUTI BepiHrep HimeuunHa BMPOGHMLITBO, HimeyunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/15723/01/01
NNiBKOBOK 060/I0HKOIO, IHrenbxaim nepBrHHE Ta Ipeuis 3MiHW | TUNY - BUNYYEHHSA BUPOBHNYOI AiNbHUL peyenmom
5 mr/850 mr no 10 IHTEepHeLwWwHN MTM6X BTOPUHHE (Bovatoum ginbHuUi ans A®Il, npomixHoro
Tabnetok B 6nicTepi; no nakyBaHHs, npoaykTy abo roToBOro fikapCbKoro 3acoby,
6 6icTepiB y KApPTOHHIl KOHTPONb OiNbHULI ANS NpoBeAEHHS NaKyBaHHS,
Kopoo6Li AKOCTI, BUNYCK BMPOGHMKA, BiANOBifasIbHOTO 3a BUMYCK Cepil,
cepii: MicLie NpoBeAEHHS KOHTPO/HO cepii) abo
BepiHrep noctayanbHuKa BUXiAHOTO MaTepiany, peareHTty
IHrenbxanm a60 AONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y
dapma 'M6X i [0CbE) - BUTyYEHHS NocTadvasibHUKa BUXIAHOTO
Ko. KT, martepiany (S)-3-Hydroxytetrahydrofurane gns
HimeuuunHa; [il040i peyoBrHY eMnarnipio3nH; 3minu | Tuny -
BMPOGHMLITBO, 3MiHa HalilMeHyBaHHs Ta/abo agpecy MicuA
KOHTPONb NPOBaPKEHHS AiSIbHOCTI BUPOOHUKA
SKOCTi (3a (BKKOHAOUM, 3a HEOOXIAHOCTI, Micue
BUHATKOM NPOBefEeHHA KOHTPOJIIO SIKOCTI), @60 BNacHuka
Tecty macTep-gaiina Ha A®l, abo nocTavasibHMKa

"Mikpob6ionoriy
Ha unuctoTa'),
nepBuHHe Ta

Adl/BuxigHoro maTepiasy/peareHTy/MpoMixXHOro
NPOAYKTY, WO 3aCTOCOBYOTbCA Y BUPOOHULTBI
A®| (KO0 3a3HAYEHO Y [OCLE Ha NiKapCbKui

BTOPUHHE 3acib) 3a BigcyTHOCTI cepTudikaTa BignoBiAHOCTI
nakyBaHHs, €Bponelicbkiii hapmakonei y 3aTBepmxeHoMy
BUMYCK cepii: [ocbe, abo BUPOOHUKA HOBOT AOMOMIKHOT
BepiHrep PEYOBUHM (SKLLO 3a3HAYEHO Y [OCLE) - 3MiHA
IHrenbxanmv afipecy Ta Ha3BW NocTavyasibHMKa BUXIAHOrO
Ennac A.E., MaTtepiany Bl 10773 Fluoride ans gitouoi
Ipeuis; peyoBUHM emnarnicp/1I03nH 6e3 3MiHNM Micus
albTepHaTUBH BUPOGHMLITBA; 3MiHM | TUMY - 3MiHW y Npoueci
i AinbHWLi ana BMPOBGHMLTBA FOTOBOrO NiKapCbKoro 3acooby,
BTOPVHHOIO BK/1H0YAK0UM MPOMDKHWIA MPOAYKT, L0




244

Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nakyBaHHS: 3aCTOCOBYETHCS MPU BUPOGHULTBI FOTOBOrO
LLiteremaHH NiKapCbKOro 3acoby - 36iNbLUEHHS TEPMIHY
JNboHdepnaky npuaaTHocTi npoaykuii «bulk»; 3MiHn | TURY -
HIeH yHA 3MiHa HallMeHyBaHHs Ta/abo agpecy Micus
NoricTiwep NPOBaKEHHS AiS/IbHOCTI BUPOOHUKA
Cepsic e. K., (BKItOYatoum, 3a HeobXxigHOCTI, MicLe
HimeuuunHa; NpoBeAEeHHA KOHTPO/IO AKOCTI), abo BnacHuka
dapm/lor mMacTep-gaiina Ha A®l, abo noctavasibHMKa
dapma Adl/BuxigHoro matepiasy/peareHTy/MpoMiXXHOro
NopxicTik NPOAYKTY, L0 3aCTOCOBYOTLCS Y BUPOOHULITBI
v6X, A®| (SKWO 3a3HAYEHO Y [OCE HA NiKapCbKuii
HimeuyuunHa; 3acib) 3a BigcyTHOCTI cepTudpikaTa BigNOBIAHOCTI
KOHTPO/b €Bponeiicbkiii hapmakonei y 3aTBepaxeHoMy
AKocTi (3a [ocbe, abo BUPOBHVKa HOBOT [OMOMKHOT
BUHATKOM PeyoBMHM - 3MiHa aApecu Ta Ha3Bu
Tecty nocravasibHuKa BuxigHoro martepiany (S)-3-
"Mikpobionoriy Hydroxytetrahydrofurane ans gito4oi pe4yoBuHm
Ha uuctoTa"): emnarnidpao3vnH 6e3 3MiHW Micus BUPOOHULITBA;
A eHpg Em 3MiHK | TNy - 3MiHa BUPOBOHUKA
LWra6TecT BMXi4HOro/MPOMKHOro NpoAyKTy/pearenTy, Lo
v6X, BMKOPUCTOBYOTbCS Y BUPOOHNYOMY npoueci AdI,
HimeuuunHa; a60 3MiHa BMPOGHWMKa (BKNOYatoun, ae
anbTepHaTUBH HeobXxifHO, MicLie NPOBEAEHHS KOHTPO/IH0 AKOCTI)
a naboparopis A®I (3a BigcyTHOCTI cepTudpikaTa BigNoBigHOCTI
[N KOHTPOI0 €Bponeiicbkiii hapmakonei y 3aTBepaxeHoMy
Tecty [0CbE)(3MiHM A0 3axX0fiB, NOB'A3aHMX 3
"Mikpob6ionoriy KoHTponem A®l, abo JogasaHHsA AinbHuUUI, e
Ha uucToTa™ NPOBOAUTLCS KOHTPO/Ib/BUNPOBYBaHHSA cepii) -
CIC Inctutyt BBE/EHHS HOBOTO BMPOOHUKA [/19 KOHTPO/IHO
dpeseHiyc akocTi A®I
m6X,
HimeuuunHa;
Na6op N+C
AT,
HimeuuunHa;
K oEVCIiEc
EME, Mpeuis
365! CIHOXAPAI® Tabnetku, BKpUTI Bepinrep HimeuunHa BMPOGHMLITBO, Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/15724/01/01
N/1iBKOBOK 06GO/TOHKOIO, IHrenbxaim nepBuHHe Ta peuis 3MiHW | TUMY - BUNYYEHHS BUPOBHNYOT AiNbHAL peyenmom
5 mr/1000 mr no 10 IHTEepHeLwwHN MTM6X BTOPWUHHE (Bovatoum ginbHuui ans A®Il, npomixHoro
TabneTok B 6icTepi; no nakyBaHHs, NPOAYKTY abo roTOBOrO /iKapCbKoro 3acooy,
6 6icTepiB y KapTOHHIiA KOHTPONb OiNbHULI ANS NpoBeAEeHHS NakyBaHHS,
KopoobLi AKOCTI, BUNYCK BMPOGHMKA, BiANOBifa/IbHOTO 3a BUMYCK Cepild,
cepii: MicLe MpOBEeAEHHS KOHTPO/ILO cepii) abo
BepiHrep nocTayanbHuKa BUXiAHOTO MaTepiay, peareHTty
IHrenbxaim ab0 ONOMIKHOI PEHOBMHM (SAKLLO 3a3HAYEHO Y
Papma 'm6X i [0CbE) - BUIYyYeHHS nocTavasibHUKa BUXigHOro




245

Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Ko. KT, mMartepiany (S)-3-Hydroxytetrahydrofurane gns
HimeuuunHa; [i040i peyoBrHY eMnarnipiosnH; 3minu | Tuny -
BMPOGHMLITBO, 3MiHa HalilMeHyBaHHs Ta/abo agpecu Micud
KOHTPONb NPoBaPKEHHS AiS/IbHOCTI BUPOOHUKA
SKOCTi (3a (BKKOYAOUM, 3a HEOBXIAHOCTI, Micue
BUHATKOM NpOBefeHHS KOHTPOJII0 SIKOCTI), @60 BNacHuka
Tecty mMacTep-gaiina Ha Ad®l, abo nocTavasnbHUKa
"Mikpob6ionoriy Adl/BuxigHoro matepiasy/peareHTy/nMpoMixXHOro
Ha uncroTa"), NPOAYKTY, WO 3aCTOCOBYOTLCA Y BUPOOHULTBI
nepBuHHe Ta A®| (AKLO 3a3HAYEHO Y AOCbE Ha NikapCbkuii
BTOPUHHE 3acib) 3a BigcyTHOCTI cepTudikaTa BifgnoBiAHOCTI
nakyBaHHs, €Bponelicbkiin hapmakonei y 3aTBepaXeHoOMy
BUMYCK cepil: [ocbe, abo BUPOOHUKA HOBOT AOMOMIKHOT
Bepixrep PEYOBUHM (SIKLLIO 3a3HAYEHO Y AOCHE) -
IHrenbxanmv 3MiHa aApecu Ta Ha3BW NocTavyasibHMKa
Ennac A.E., BuxigHoro matepiasnty Bl 10773 Fluoride gns
Ipeuis; [il040i peyoBrHY 6€e3 3MiHN MicLA BUPOBGHULTBA,;
anbTepHaTUBH 3MiHK | TUMy - 3MiHa BUPOBHKKa
i AinbHWL ana BUXIAHOrO/NPOMIXXHOTO NPOAYKTY/peareHTy, Lo
BTOPWHHOIO BMKOPUCTOBYHOTbCSA Y BUPOOHMYOMY npoueci AdI,
nakyBaHHs: abo 3miHa BUpoOGHWKa (BKoHarun, ae
LteremaHH Heo6XifHO, MicLie NPOBEeEeHHS KOHTPOSIHO AKOCTI)
NboHdepnaky A®I (3a BigcyTHOCTI cepTudpikaTa BigNOBIAHOCTI
HFeH yHA, €Bponelicbkiin hapmakonei y 3aTBepaXeHoOMy
NoricTiwep [0CbE)(3MiHM 10 3aX0AiB, NOB'A3aHUX 3
Cepsic e. K., KoHTponem A®l, abo gogasaHHsA AinbHULI, Ae
HimeuyuunHa; NPOBOAMUTLCS KOHTPOL/BUMNPOGYBaHHS cepii) -
dapm/lor BBEJEeHHS HOBOIO BUPOGHUKA A/151 KOHTPOSIO
Papma AKocTi A®I; 3MiHu | TUny - 3MiHK y Npoueci
NopxicTik BMPOGHMLITBA rOTOBOrO /1iKapCbKOro 3acoby,
mM6X, BK/1HOHAKUM NMPOMIKHUIA NPOAYKT, L0
HimeuuunHa; 3aCTOCOBYETLCA NPV BUPOBHMLTBI TOTOBOIO
KOHTpO/Tb NiKapCbKOro 3acoby - 36iNbLUEHHS TEPMIHY
AKOCTI (3a npuaaTtHocTi npoaykuii «bulk»; 3miHn | Tuny -
BUHATKOM 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
Tecty NPOBaKEHHS AiS/IbHOCTI BUPO6HUKA

"Mikpo6ionoriy
Ha unctoTa'"):
A eHg Em
LWra6Tect
m6X,
HimeuyumnHa;
anbTepHaTUBH
a naboparopist
NS KOHTPOSO
Tecty
"Mikpob6ionoriy

(BKNKOYAOUUM, 3a HEOBXIAHOCTI, Micue
NpoBeAEHHSA KOHTPO/IIO AKOCTI), abo BNacHukKa
macTep-aiina Ha Adl, abo nocTavanbHyKa
Adl/BuxigHOro MaTepiany/peareHTy/npomMixKHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCA Y BUPOOHULTBI
A®| (KO 3a3HAYEHO Y [OCLE Ha NiKapCbKuii
3acib) 3a BiAgcyTHOCTI cepTudpikata BignoBiAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaxeHOMy
[ocbe, abo BUPOGHKKA HOBOT AOMOMKHOT
PEUYOBUHM (AKLLO 3a3HAYEHO Y [10CbE) - 3MiHA
aZipecv Ta Ha3Bu NocTavasibHUKa BUXifHOIo
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Ha uucToTa™ mMartepiany (S)-3-Hydroxytetrahydrofurane gns
CIC Inctutyt AitoyoT pevoBrHN emnarnid103mH 6e3 3MiHKn
dpeseHiyc MicLl BUPO6HMLITBA
m6X,
HimeuuunHa;
Na6op N+C
AT,
HimeuuunHa;
K oEVCIiEc
EME, Mpeuis
366 COJIEPOH 100 Tabnetkv no 100 mr, no TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/10209/01/01
10 TabneTok y 6nictepi; Crapt” Crapt” 3MiHu | TUny - 3MiHK Woao peyenmom
no 1, 3 a6o 6 6nictepis 6e3nekun/edheKTUBHOCTI Ta hapMakoHarnisgy
y nayui 3 KapToHy (iHLWi 3MiHK) (BUYYEHHSI TEKCTY MapKyBaHHS
pocilicbkoro MoBOO (4719 ynakoBok: no 10
Tabnetok y 6nictepi; no 1, a6o 3, abo 6
6nicTepiB y nauLi 3 KapToHy), 3 paHiLl
3aTBEPKEHOr0 YKPATHCHKO Ta POCIACHKOLO
MOBaMU, & TaKOX BHECEHHS HE3HAYHUX
pefakuifiHMX NpaBoK Ha NepBUHHY Ta BTOPUHHY
ynaxkoBku) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tu
MicALiB Nicnsa 3aTBepAKEHHS)
367/ COJIEPOH 200 Tabnetkn no 200 mr, no TOB "dapma Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/10209/01/02
10 TabneTok y 6nictepi; Crapt" Crapt” 3MiHu | TUny - 3MiHK Woao peyenmom
no 1, 3 abo 6 6nictepis 6e3nekn/edeKkTNBHOCTI Ta thapmakoHarnsagy
y nayu,i 3 KapToHY (iHWi 3MiHW) (BUTyYEHHS TEKCTY MapKyBaHHS
POCiiCbKO0 MOBOIO (415 ynakoBok: no 10
Tabnetok y 6nictepi; no 1, a6o 3, abo 6
6nicTepiB y Nayli 3 KAPTOHY), 3 paHiw
3aTBEPKEHOr0 YKPATHCHKO Ta POCIACHKOLO
MOBaMU, & TaKOX BHECEHHS HE3HAUYHUX
pefakuiiHnX NpaBoK Ha NepBUHHY Ta BTOPUHHY
ynaxkoBku) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tu
MicsLIiB MiCNSA 3aTBEPKEHHS)
368 COJTY-KOPTE® MOPOLLIOK Ta PO3UYNHHMK Mdpaiizep IHk. CLA Mdpaiizep Benebris BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiaslis: 3a UA/9891/01/01
0151 PO3YKHY NS MeHtochekuyp 3MiHu |l TNy - 3MiHK [0 IHCTPYKLUIT AnA peyenmom
iH'eKUii no 100 mr/2 mn nHr benbris MeZMYHOro 3aCToCyBaHHA y po3ainu: "B3aemopis
y donakoHi Tuny Act-O- HB 3 iHWVMU fliKapcbkMMK 3acob6amu Ta iHLWi BUAK
Vial y KapTOHHili KOpoo6Li B3aemogiit”, "OcobmMBOCTi 3acToCcyBaHHS",
"Cnoci6 3acTocyBaHHA Ta A031" (YTOUHEHHS),
"Mo6iyHi peakuji”. BBeAeHHS 3MiH NpoTArom 3-x
MicsILiB Micns 3aTBepKEHHS
369 COJ1Y-KOPTE® NOPOLUOK AN15 PO3UNHY Mdpaiizep IHk. CLIA Mdpaiizep Benbris BHECEHHS 3MiH 4,0 peecTpauiiHux martepianis: 3a UA/9873/01/01
4N iH'ekuii no 100 mr, 1 MeHtochekuyp 3MiHM Il TRy - 3MiHW 80 IHCTPYKUiT Ans peyenmom
(h/1aKoH 3 NOPOLLKOM Y WHr Benbris MeAMYHOro 3acTOCYBaHHSA y po3ainu: "B3aemogis
KapTOHHIN kopobui; 25 HB 3 iHWMMK fiKapCbkMK 3acobamu Ta iHWi BUAK

hNakoHIB 3 MOPOLLKOM Y

B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nigooHi aAns "Cnoci6 3acTocyBaHHA Ta 031" (YTOUHEHHS),
TpaHcnopTyBaHHs (6e3 "Mo6iuHi peakuji”. BBeAeHHS 3MiH NpoTArom 3-x
BTOPVHHOI YNakoBKW) MicsILiB micnsi 3aTBEPAKEHHS
370, CNNPT po3yuH ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/6546/01/01
MYPALLNHUI 30BHILUHLOTO PapmaueBTMYHa PapmaueBTHY 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyernma
3aCTOCyBaHHA thabpuka "Biona" Ha habpuka HalilMeHyBaHHs Ta/abo agpecy 3asiBHUKa
cnupToBwMiA, No 40 Mn "Biona" (BNnacHvka peecTpauiiiHoro nocBigyeHHs) (3miHa
abo 50 mn y chnakoHax; aapecy) (TepmiH BBEAEHHS 3MiH NPOTArom 3-x
no 40 mn a6o 50 mny MicALiB Nicna 3aTBepmKeHHs); 3MiHu | Tuny -
dnakoHi, no 1 dpnakoHy AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
B NayLi 3 KApTOHY Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMPO6HUKa/iMnopTepa roToBoro JlikapcbKoro
3aco0by, BKIKYa4mM AinbHULI BUNYyCKy cepii abo
MicLie NpoBeAEHHS KOHTPO/THO SKOCTI.
(misnbHICTb, 3a SAKy BignoBsigae
BMPOGHMK/IMNOPTEpP, BK/IOYAKOUM BUMYCK Cepiid)
(3miHa agpecu BupobHuka MpAT
dapmaueBTUyHa habpuka "Biona", YkpaiHa, 6e3
3MiHK Micus BUpo6HMLTBA) (TepMiH BBEAEHHS
3MiH NpoTArom 3-X MiCALIB Nicna 3aTBEPAKEHHS)
371 CTU®IMOnN Kancynu Teepai; no 10 MAT "KuiBcbKuii YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/6777/01/01
Kancyn y 6nictepi; no 10 | BiTamiHHuIA 3aB0oA" "KniBcbkuii 3MiHKM | TRy - 3MiHK WoA0 peyenma
6nicTepiB y navui BiTaMiHHWI 6e3nekn/edeKkTBHOCTI Ta hapMakoHarniagy -
3aBof" TEKCTY MapkyBaHHSA. Po3ain «padivHe

0hOpMIEHHS YNAKOBOK» 3aMiHEHO Ha pPo3ain
«MapkyBaHHs». BBefjleHHS 3MiH NpoTArom 3-x
MiCALB NiCNA 3aTBEPKEHHS; 3MiHM | Tuny -
3MiHUW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BigNOBigHICTL 40 MOHorpadii 4PY abo
€Bponelicbkoi hapmakonel, abo iHwoi
HauioHanbHOI chapmakonel gepxasun €C (3MmiHa y
cneumagikauisx, NoB'a3aHa 3i 3amiHamu B DY,
abo €ponelicbkiin hapmakonei, abo iHLWiiA
HauioHasbHil dhapmakonei gepxasu €C) -
NpUBEAEHHS KPUTEPITB NPUIAHATHOCTI B
crneuundikavii BXigHOro KOHTposo Ha APl Xpomy
nikoniHaT 3a NokasHMKoM «MikpobionoriyHa
yncToTa» BiANOBIAHO A0 BUMOT ADY; 3MiHM |
TUMY - 3MiHWU, NOB'A3aHi 3 HEOOXiAHICTIO
npusefeHHs y BiANOBIAHICTL A0 MoHorpadii PY
abo €BponeiicbKoi hapmakonei, abo iHWoi
HauioHasIbHOT hapmakonel gepxasu €C (3MmiHa y
cneumdikauisx, nos'a3aHa 3i 3amiHamy B Y,
abo €sponeiicbkiin hapmakonei, abo iHLWil
HaLjioHasnbHIli chapmakonei gepxasu €C) -
NnpVBeAEHHs KpUTEPIiB NPUIAHATHOCTI B
cneumdikauii BXiAHOTo KOHTposit0 Ha AdI
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BopgopocTi 6ypi cyxuii eKCTpaKT 3a NoKasHUKOM
«MikpobionoriyHa uncTota» BiANOBIAHO 4O BUMOT
A®Y; 3miHn | TURY - 3MiHW, NOB'A3aHi 3
HEOB6XiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MOHorpadii dY abo €Bponeiicbkoi
hapmakonei, abo iHLIOi HaLioHasTbHOT
hapmakonei gepxasu €C (3miHa y
cneumdikauisix, nos'asaHa 3i 3miHamu B Y,
abo €pornelicbkiin hapmakonei, abo iHLLiA
HaLjioHasbHIli chapmakonei gepxasu €C) -
npuBefeHHs cneuudikauii BXIAHOro KOHTPO/O
Ha A®| JleBoKapHiTVH (L-kapHiTVH) 3a po3ginamu
«lpeHTudpikauis», «Mntome onTnyHe obepTaHHA»
y BignoBigHICTb A0 BUMOr € Ta BUMOr ipmu-
BMPOGHMKa, po3ain «MBY» npuBegeHo y
BignoBigHiCTb Ao APY; 3MiHu | TUNY - BUNYYEHHSA
BMPOGHNYOI AinbHUL (BKIHOYAKUN AiNbHNL ANS
A®I, npomikHOro NpoAyKTy abo rotoBoro
nikapcbKoro 3acoby, AiNbHULI 415 NPOBeLEHHS
nakyBaHHs, BUPOOHWKa, BifgNoBigabHOMO 3a
BUWMYCK Cepiid, MicLie NpoBeAeHHS KOHTPO/THO
cepil) abo nocTavyasibHUKa BUXIAHOTO MaTepiasny,
peareHTy abo AONOMDKHOI PEHOBUHY (SIKLLO
3a3Ha4YeHo y A0CbE); CYNyTHS 3MiHa: 3MiHa Y
napameTpax cneuudikadii Ta/abo gonycTummx
MeX, BU3Ha4YeHuX y crneumndikauisax Ha A®l, abo
BVIXiZHWIA/MPOMIKXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(iHLWi 3MiHW); 3MiHK | TUAY - 3MiHK, NOB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo €Bponeicbkol
hapmakonei, abo iHLLIOi HaLioHasTbHOT
thapmakonei gepxasu E€C (3miHa 'y
cneumaikauisx, nos'a3aHa 3i 3amiHamu B Y,
abo €sponeiicbkin hapmakonei, abo iHLWi
HaujioHasnbHIli chapmakonei gepxasun €C) -
npvBeAeHHsA KpUTEpIiiB NPUIAHATHOCTI B
cneumdikayii BXiAHOro KOHTPOsI0 Ha AdI
apuuHii KaMb0OKNIACHKOT eKCTPaKT 3a
nokasHNkom «MikpobionoriyHa unctoTa» y
BIAMNOBIAHICTb 4,0 BUMOT AjH040ro BugaHHs dY;
3MiHM | TURY - 3MiHa y NapameTpax cneuudikawii
Ta/abo fONyCTUMUX MEX, BUSHAYEHUX Y
cneumngikauisax Ha A®l, abo BUXiGHWI/MPOMDKHWI
NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTBa AP| (4ONOBHEHHS
cneumdikaLii HOBYUM NMOKA3HWKOM SKOCTi Ta
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

372

CTPUBILUMH

BiANOBIAHUM METOLOM BUNPOOYBaHHS) —
BBE/EHHS B cneuudikaLlito BXifAHOro KOHTPOsI0
A®| L-TMpo3uHyY po3ainy «PO34nHHICTb»,
Bi4NOBIAHO 4,0 BUMOT PipMU-BMPOBHMKA Ta BUMOT
AmepukaHCbkoi hapmakonei; 3amiHu | Tuny -
3MiHa y MeTofax BUNpobyBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MEeTOAax BUNPOBYBaHHS); 3MiHu |
TuMy - 3MiHa napameTpis cneuudikauiin Ta/abo
[OMyCTUMMX MEX rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3miHW); 3miHK | TURY - onnc Ta cknag (iHwi
3MiHW); 3MiHW | TMRY - 3MiHK, NOB'A3aHi 3
HEOB6XiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MOHorpadii oY abo €Bponeicbkoil
hapmakonei, abo iHLLIOi HaLioHasTbHOT
hapmakonei gepxasu €C (3miHa y
cneumdikauisix, nos'asaHa 3i 3miHamu B Y,
abo Eponelicbkiin hapmakonei, abo iHLLiA
HaLjioHasbHIli chapmakonei gepxasu €C) -
npuBELEHHS KpUTEpIiB NPUAHATHOCTI B
cneuudikayii BXigHOro KOHTposto Ha AdI L -
TUPO3UHY 3a NokasHUKoM «MikpobionoriyHa
yncToTa» y BiAMNOBIAHICTb [0 BUMOT Ai040ro
BUAaHHA JPY

373

CTPUBILUNH

PO34uH ANs iH'eKL;A no 2
mr/mn no 25 mn a6o no
100 mn y dpnakoHi 3i
ckna Ne 1 B nauuj

M.BIOTEK 1T/,

Benvka
BpuTtaHis

MAW/IAH
NIABOPATOPI
3NIMITEL,
(OTL)

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPoBaPKEHHSA AiS/IbHOCTI BUpoBHUKa/imMnopTepa
rOTOBOrO MiKapCbKOro 3acoby, BKIYaK4M
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJO SIKOCTI. (QisS/IbHICTb, 3a 5Ky BignoBsigae
BMPOGHMK/iIMNOpTEpP, BK/OYAYM BUMYCK Cepiii)
(3miHa Ha3BW Ta NpuBeAEHHSA agpecy BUPOBHMKa
N3y BigNoBIAHICTb A0 peecTpaviliHnX
mMaTepianis peecTpawiiHoro gocke, 6e3 3MiHu
MicLs BUPOGHMLTBA)

3a
peyenmom

UA/12242/01/01

PO34UH ANs iH'eKL;A no 2
mr/mn in bulk no 25 mn'y
chnakoHax Ne 100; no
100 mn y chnakoHax Ne
50 y kopobui

M.BIOTEK 1T/,

Benuka
BpwuTaHis

MAW/TAH
JIABGOPATOPI
3 IMITEL,
(OTL)

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBaPKEHHs AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/IoUaoun
AinbHULI BUNYCKy cepii abo MicLie NpoBeAeHHS
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BignoBsigae
BUPOGHMK/IMNOPTEP, BK/IOUAKUMN BUMYCK CEpiif)
(3miHa Ha3BW Ta NpuBeAEHHA agpecy BUPOBHMKa
N3y BiANOBIAHICTb [0 peecTpaLiiiHnX

MaTepianiB peecTpauiiHoro 4ocke, 6e3 3MiHM

UA/12243/01/01




250

Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MicLs1 BUPOBHULITBA)
374, CTPUBILUVH PO34unH NS iH'eKL no 2 M.BIOTEK 1T/, Benuka MAWNAH IHAjs BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/12242/01/01
Mr/mn, no 25 mn abo no BpuTaHis NABOPATOPI 3MiHK | TUMy - 3aMiHa rpadiyHOro 306paxeHHs peyenmom
100 mn 'y chnakoHi 3i 3 NIMITEL NEePBUHHOT YNaKOBKM Ha TEKCT MapKyBaHHA
ckna; no 1 chnakoHy B (OTL) NepBUHHOT YNakoBKM MikapcbKoro 3acoby Ta
nauti 3 KapToHy OHOBJIEHHSI TEKCTY MapKyBaHHS1 BTOPUHHOT
yNakoBKW Ta ynakoBku in bulk
375| CTPUBILUVH PO34MH AN iH'eKL,n no 2 M.BIOTEK 1TA, Benvka MAWNAH IHais BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: - UA/12243/01/01
mr/mn, in bulk: no 25 mn BpuTaHis NABOPATOPI 3MiHM | TUMy - 3amiHa rpadiyHoro 306paxeHHs
y dhnakoHi; no 100 3 NIMITEL NepBUHHOT YNaKoBKM Ha TEKCT MapKyBaHHSA
hNaKOHIB Y KAPTOHHI (OTL) NEePBMHHOI YNaKoBKM /liKapCbKOro 3acoby Ta
Kopo6ui; in bulk: no 100 OHOBJIEHHSA TEKCTY MapKyBaHHS BTOPVHHOI
My donakoHi; no 50 ynakoBku Ta ynakosku in bulk
hNaKoHIB Y KAPTOHHI
KopoobLi
376/ CTPUBILUVH PO34MH ANA iH'eKLii no 2 M. BIOTEK T4 Benuka MAWAH IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/12242/01/01
mr/mn, 25 mn, 100 mny BpuTtaHis NNTABOPATOPI 3MiHY | Tuny - 3MiHK WoAao peyenmom
chnakoHi 3i ckna Ne 1 B 3 NIMITEL 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
nauui (OTL) BBefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
npo cuctemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvX Mpo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy;
KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHuKa
[Ans 3giicCHEHHA dhapmakoHarnsgy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI faHi) Ta/abo 3miHn y
PO3MilLeHHI MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3arsepakeHo: KaHiwles
HOpiit MukonaiioBny. 3anponoHoBaHo: Menix
OneHa bopuciBHa. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXXEHOT 0cobm
377, CTPUKAPB po3unH ans iHdysiii, 10 M.BIOTEK 1T/, Benuka MAWNAH IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/12244/01/01
mr/mn no 5 mn, abo 15 BpuTtaHis NTABEOPATOPI 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
M, abo 45 mn, abo 60 3 NIMITEL HalilMeHyBaHHs Ta/abo agpecu Micus
My donakoHax Ne 1y (OTL) NPOBaKEHHS AiS/IbHOCTI BUpOBHMKa/imnopTepa
naui roTOBOrO /liKapCbKOro 3acoby, BK/IoYaoun
OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOJIO SKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOpTEp, BK/IOYAUM BUMYCK Cepiid)
(3MiHa Ha3Bu Ta NpuMBeAEHHs afpecy BUPOOHMKa
N3y BigNOBIAHICTb A0 peecTpavyiiHnX
Marepianis peecTpauiiiHoro Aocbe, 6e3 3MiHN
MicLs1 BUPOBHULITBA)
378, CTPUKAPB po3uunH ans iHdysiii, 10 M.BIOTEK 1T/, Benuka MAWNAH IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: - UA/12245/01/01
mr/mn in bulk: 5 mn abo BputaHis JIABOPATOPI 3MiHK | TMny - AGMiHICTpaTMBHI 3MiHK. 3MiHa
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
15 mn y dpnakoHax Ne 3 NIMITEL HalilMeHyBaHHs Ta/abo agpecu Micus
100 y kopo6uj; in bulk: (OTL) NPOBaKEHHS AiS/IbHOCTI BUpOOHMKa/imnopTepa
no 45 mn a6o 60 mny roTOBOrO /liKapCbKOro 3acoby, BK/oYaoun
nakoHax Ne 50 y OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
Kopoo6Li KOHTPOJIO SKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpTEp, BK/IOYAKUM BUMYCK Cepiid)
(3MiHa Ha3BM Ta NpMBeAEHHS afpecu BUPOOHMKa
N3y BigNOBIAHICTb A0 peecTpavyiiHnX
Marepianis peecTpauiiHoro Aocbe, 6e3 3MiHN
MicLs1 BUPOBHULITBA)
379, CTPUKAPB pO3uunH NS iHdysili no M.BIOTEK 1T/, Benuka MAWNAH IHAjs BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/12244/01/01
10 mr/mn no 5 mn a6o BpuTaHis NABOPATOPI 3MiHM | TUMy - 3aMiHa rpadiyHOro 306paxeHHs peyenmom
15 mn, a6o 45 mn a6o 3 NIMITEL NEePBUHHOI YNaKOBKMN Ha TEKCT MapKyBaHHA
60 mn y chnakoHax Ne 1 (OTL) NepBUHHOT YNakoBKM MikapcbKoro 3acoby Ta
y nauui OHOBJ/IEHHS TEKCTY MapKyBaHHA BTOPUHHOT
yNakoBKW Ta ynakoBku in bulk
380 CTPUKAPB PO34MH AN iHdy3ii no M.BIOTEK 1TA, Benvka MAWNAH IHais BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: - UA/12245/01/01
10 mr/mn in bulk: no 5 BpuTaHis NABOPATOPI 3MiHM | TUMy - 3aMiHa rpadiyHoro 306paxeHHs
mn, 15 mn y donakoHax 3 NNIMITEL NepBUHHOT YNaKoBKM Ha TEKCT MapKyBaHHSA
Ne 100 y kopo6uj; no 45 (OTL) NEePBMHHOI YNaKoBKM /liKapCbKOro 3acoby Ta
M1, 60 M in bulk: y OHOBJIEHHS TEKCTY MapKyBaHHSA BTOPUHHOT
nakoHax Ne 50 y ynakoBKku Ta ynakosku in bulk
Kopobui
381 CTPUKAPB po3uunH ans iHdysiii no M.BIOTEK N1T[, Benuka MAWAH IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12244/01/01
10 mr/mn no 5 mn a6o BpuTaHis JNABOPATOPI 3MiHK | TUNy - 3MiHK WoA0 peyenmom
15 mn, a6o 45 mn abo 3 NIMITEL, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay.
60 mn y chnakoHax Ne 1 (OTL) BBefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHKX
y nauu,i npo cucteMy papMakoHarnsigy (BBe4eHHs
y3araslbHeHNX faHvx nNpo cuctemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
KOHTaKTHOI 0c0o6M 3 thapMakoHarnagy 3asBHMKa
[ANAa 3aiiicHeHHs dhapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXXEHOT 0cobu,
BIANOBIAA/IbHOI 32 34iiCHEHHA ddapmakoHarnsagy
(BKNKHOYAKUN KOHTAKTHI faHi) Ta/abo 3MiHM y
po3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - 3arsepaxeHo: KaHiwies
HOpiii MukonaiioBny. 3anponoHoBaHo: Menix
OneHa bopuciBHa. 3MiHa KOHTaKTHUX JaHuX
YMOBHOBaXXEHOI 0CO6U
382/ CTPUTOKCO/N KOHUEeHTpaT ans M. BIOTEK T4 Benuka MAAH IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12152/01/01
PO3unHy ANns iHQysili no BpuTtaHis NNTABOPATOPI 3MiHn | TURNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
6 mr/mn, no 5 mn abo 3 NIMITEL HalilMeHyBaHHs Ta/abo agpecu Micud
16,7 mn, a6bo 50 mny (OTL) NpoBa/PKeHHSA AiS/IbHOCTI BUpoBHUKa/imMnopTepa

dnakoHi Ne 1

rOTOBOrO MiKapCbKOro 3acoby, BKIYaKYM
OinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs!
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a 5Ky BignoBsigae
BMPOGHMK/iIMNOpPTEpP, BK/OYAOYM BUMYCK Cepiii)
(3miHa Ha3Bu Ta NpuBeAeHHs agpecy BUPOGHMKa
N3y BigNOBIAHICTb A0 peecTpaviliHnx
mMaTepianis peecTpawiiHoro gocke, 6€3 3MiHu
MicLs BUPOGHMLTBA)
383, CTPUTOKCO/N KOHUeHTpaT ans M. BIOTEK T4 Benuka MAWAH IHAisa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/12153/01/01
PO34MHy NS iHdys3ii no BpuTaHis NNABOPATOPI 3MiHu | TUNYy - AgMIHICTPATUBHI 3MiHW. 3MiHa
6 mr/mn, in bulk: no 5 mn 3 NIMITEL HalilMeHyBaHHs Ta/abo agpecu Micus
abo 16,7 mny (OTL) NPOBaPKEHHSA AiS/IbHOCTI BUpoBHUKa/imMnopTepa
onakoHax Ne 100; in rOTOBOrO /1iKapCbKOro 3acoby, BK/IYaum
bulk: no 50 mny AiNbHULI BUNYCKY cepii abo MicLie MpoBeAEeHHS
chnakoHax Ne 50 KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a SKy BignoBsigae
BMPOGHMK/iIMNOpTEpP, BK/OYAYM BUMYCK Cepiii)
(3miHa Ha3BW Ta NpuBeAEeHHSA agpecy BUPOBHMKa
N3y BigNoBiAHICTb A0 peecTpaviliHnX
mMaTepianis peecTpawiiHoro gocke, 6e3 3MiHu
MicLs BUPOGHMLTBA)
384, CTPUTOKCO/N KOHUeHTpaT ans M. BIOTEK T4 Benuka MAWAH IHAisa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/12152/01/01
PO34MHy NS iHdY3ii no BpwuTaHis NABOPATOPI 3MiHK | TNy - 3amMiHa rpadivyHOro 306paXkeHHs peyenmom
6 mr/mn, no 5 mn abo 3 NIMITEL NEPBUHHOI YNaKOBKM Ha TEKCT MapKyBaHHA
16,7 mn, a6o 50 mny (OTL) NepBMHHOT YNakoBKM /iKapCbKOro 3acoby Ta
chnakoHi; no 1 cpnakoHy OHOBJIEHHS TEKCTY MapKyBaHHS1 BTOPUHHOT
y naduj YyNakoBKKM Ta ynakoBku in bulk
385, CTPUTOKCO/ KOHUeHTpaT ans M. BIOTEK T4 Benuka MAWAH IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: - UA/12153/01/01
PO34unHy ANns iHdysili no BpuTtaHis NNTABOPATOPI 3MiHM | TUMy - 3amiHa rpadiyHoro 306paxeHHs
6 mr/mn, in bulk: no 5 mn 3 NIMITEL NepBUHHOT YNakoBKM Ha TEKCT MapKyBaHHS
abo 16,7 Mn 'y doNakoHi; (OTL) NepPBMHHOI YNaKoBKM /iKapCbKOro 3acoby Ta
no 100 cnakoHiB y OHOBJIEHHS TEKCTY MapKyBaHHS1 BTOPUHHOT
KapTOHHI Kopobuj; in yrnakoBKu Ta ynakoBku in bulk
bulk: no 50 mny
dhnakoHi; no 50
(p1aKOHIB Y KaPTOHHIl
Kopoo6Li
386/ CTPUTOKCO/ KOHLleHTpaT Ans M. BIOTEK T4 Benvka MAWNAH IHais BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/12152/01/01
PO34unHy aNns iHgysili no BpuTaHis NABOPATOPI 3MiHK | TUNY - 3MiHK WoA0 peyenmom
6 mr/mn, no 5 mn abo 3 NIMITEL, 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
16,7 mn, abo 50 mny (OTL) BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX

hnakoHi Ne 1

npo cucTemy dapmakoHarnsgy (BBefeHHs
y3arasibHEHUX JaHKX MPO CUCTEMY

hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHVKa

[ONA 3jicHeHHs dhapMakoHarniagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay

(BK/TOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHN y
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

pO3MilLLeHHi MacTep-thaiina cuctemu
hapmakoHarnsgy) - 3atsepmkeHo: KaHiwes
HOpiii Mukonaiiosny. 3anpornoHoBaHo: Menix
OneHa bopuciBHa. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXeHOT 0cobm

387

CYNb®AANMETOKC
WH-AAPHULIA

Tabnetkv no 500 Mr no
10 TabneToK Y KOHTYpHiIl
YapyHKOBIli ynakoBLi; no
1 KOHTYPpHIli YapyHKOBIi
ynakosLi y nayui; no 10
TabneToK y KOHTYPHUX
YapyHKOBUX ynakoBKax

MpAT
"®apmaueBTnyHa
thipma "AapHuus"

YkpaiHa

MpAT
"®apmaueBTn
YyHa hipma
"fapHuua”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHM | TUNY - 3MiHa y NapameTpax cneyudikawii
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuLTea A®I (iHWi 3MiHW); CynyTHA
3MiHa: 3MiHa y MeTofax BunpobyBaHHs Ad| abo
BUXIAHOIO MaTepiany/npoMixXHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoveci BupobHuuTea A®I (iHWi 3MiHM Yy MeTogax
BMNPO6YBaHHs (BKIOUaUM 3aMiHy abo
[0MNoBHEHHs) AdD| abo BUXiAHOro/NPOMIKHOrO
NPOAYKTY); 3MiHW | TUNY - 3MiHa nepiogy
NOBTOPHUX BUNpo6yBaHb/nepioay 36epiraHHA
abo ymos 36epiraHHa A®I (3a BigcyTHOCTI Y
3aTBepAXeHOMY [OCbe cepTudikaTa
BiAnoBiaHOCTI €Bponelickbkiit hapmakonel, wo
BK/IOYA€E Nepiof MOBTOPHOTO BUMPOOYBaHHS)
(nepiog noBTOpPHOroO BUNpobyBaHHsA/Nepios
36epiraHHs) - 3ibLEeHHA abo BBeAEHHS nepioy
NOBTOPHOroO BMNpobyBaHHsA/nepiogy 36epiraHHA
Ha OCHOBI pe3y/ibTaTiB A0C/iIKEeHb Y peaslbHOMY
yaci — 3miHa TepMiHy 36epiraHHs A®I; 3miHn |
MRy - 3MiHa y MeTogax BunpobysaHHa APl abo
BUXIAHOIO MaTepiany/npomixkHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AP (iHwi 3MiHM y MmeTogax
BUNPOOYBaHHA (BK/IIOYa0UMN 3aMiHy abo
[0onoBHEHHS) APl abo BMXiAHOTO/NMPOMIXXHOrO

NPOAYKTY)

3a
peyenmom

UA/2999/01/01

388

TASAJTIOK™

Kpansni opasibHi, pO34uH,
no 50 mn a6o 100 mny
cdnakoHi, no 1 dpiakoHy
Y KapPTOHHIl nauui

TOB
"YHiBepcasibHe
areHctso "MPO-
DAPMA"

YkpaiHa

NAT
"Ny6Hubapm",
YKpaiHa;
Ap. l'yctas
KnsiiH TM6X &
Ko. KT,
HimeyuunHa

Ykpaina/
HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHK. 3MiHa
HaliMeHyBaHHS1 Ta/abo agpecu 3asiBHMKaA
(BnacHvKa peecTpauiiiHoro noceigyeHHs) (3miHa
anpecy 3asBHuka TOB «YHIBEPCAJIbHE
AFEHCTBO «MPO-®APMA>», YkpaiHa)

6e3
peyenma

UA/8499/01/01

389

TAMCYNOCTAJ,

Kancynm 3
MoAunhikoBaHUM
BUBI/IbHEHHAM, TBEPAi
no 0,4 mr no 10 kancyn y
6nictepi; no 3 6nictepu

CTAOA
ApuHaiimiTTens
Al

HimeuunHa

Bunyck cepiii:
CTAIA
ApuHaiimiTTen
b Al,
HimeyunHa

Himeuunna/
pevis/
Icnanis/

ITania/

Higepnangmn

BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaVimeHyBaHHs1 Ta/abo agpecu 3asaBHUKa
(BNacHvKa peecTpauiiiHoro nocBigYeHHs) (3miHa
agpecy 3asBHMKa); 3MiHM | TNy -

3a
peyerimom

UA/12831/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

Y KapTOHHiIli kopoobLi

Bupo6HMLTBO
Hepo3ghacoBa
HOro
NPOAYKTY,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/1b
cepiii:
damap A.B.E.
AHTOYyCCa
MnaHT,
Ipeuis;
CiHTOH
Xicnanisa C.J1.,
IcnaHis
Brpo6HMLTBO
Hepo3chacosa
HOro
NPOAYKTY,
KOHTPO/b
cepiii:
PotTeHgopd
dapma 'mbX,
HimeuuunHa
[MepBuHHE Ta
BTOPVIHHE
nakyBaHHS:
PotTeHgopd
dapma 'mbXx,
HimeuuunHa;
NAMMN CAH
MPOCIMEPO
CNA, Itanis
KoHTposb
cepiii:
CiHTOH BB,
HigepnaHnam

AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMPO6HUKa/iMnopTepa roToBoro Jlikapcbkoro
3aco0by, BKIYa4mM AinbHUL BUNYycky cepii abo
MiCLie NpoBeAEHHS KOHTPO/THO AKOCTI.
(misnbHiCTb, 3a AKy BignoBigae
BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK Cepiid)
(3miHa agpecu BupobHuka CTAOA
ApuHaiimitTens Al, HimeuunHa (Bunyck cepiit)

390

TEMO30/10MIAa-
TEBA

Kancynu no 20 mr no 5
Kancyn y ¢gnakoHi, no 1
hnakoHy B KAPTOHHIl
Kopoo6Li

TeBa
dapmaLeBTikan
IHpacTpi3 NTa.

13painb

Brpo6HMLTBO
3a MNOBHUM
LMKNIOM:
Hep®apMa
C.P.N, Itania
abo
Xaynt ®apma
Awmaper 'm6X,
HimeuyumHa,;

ITania/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKoro 3acoby, BkIoYaoun
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJO AKOCTI. (AisS/IbHICTb, 3a SKy BignoBsigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
(3MiHa agpecu Ta Ha3BW BUPOGHMKA,

3a
peyenmom

UA/12676/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KoHTponb BifiNOBIAA/IbHOTO 3a NOBHWIA LMK/ BUPOGHULTBA,
AKOCTI: 6e3 3MiHn Micua gisnbHocTi) (TepMiH BBeAEHHS
Mepkne MM6X, 3MiH NPOTArom 3-X MiCALIB MiCNs 3aTBEPKEHHS)
HimeuuunHa;
[lo3Bsin Ha
BMNYCK cepil:
Mepkne M'vbéX,
HimeuunHa
391/ TEMO3O0/IOMIA- Kancysm no 100 mr no 5 TeBa 13painb Brpo6HMLTBO ITania/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/12676/01/02
TEBA Kancyn y ¢gnakoHi, no 1 dapmaLeBTikan 3a NOBHUM HimeuunHa 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenmom
hnakoHy B KApTOHHIl IHgacTpi3 /Ta,. LMKIOM: HaliMeHyBaHHA Ta/abo agpecu micusa
Kopoo6Li Hep®apMa NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
C.P.N, Itanis roTOBOro NikapcbKOro 3acoby, BKIYauu
abo AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
Xaynt ®apma KOHTPOJIO AKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBsigae
Awmaper 'm6X, BMPOGHMK/IMNOPTEpP, BK/IOYAKOUM BUMYCK Cepiid)
HimeuuunHa; (3miHa agpecu Ta Ha3BM BUPOOHMKA,
KoHTponb BifiNOBIAa/IbHOTO 3a NOBHWIA LMK/ BUPOGHULTBA,
AKOCTI: 6e3 3MiHu Micus aisnbHocTi) (TepMiH BBEAEHHS
Mepkne M'v6X, 3MiH NPOTAroM 3-X MIiCALIB MiCNsA 3aTBEPMAKEHHS)
HimeuuunHa,;
[o3Bin Ha
BMNYCK cepil:
Mepkne MM6X,
Himeuunna
392/ TEMO30/1OMIA- kancysim no 140 mrno 5 TeBa I3painb Bupo6HMLTBO ITania/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/12676/01/03
TEBA Kancyn y gpakoHi, no 1 dapmaLeBTikan 3a NOBHUM HimeuunHa 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHWU. 3MiHa peyenmom
(p1aKoHY B KapTOHHii IHpacTpi3 /T4, LMKIOM: HallMeHyBaHHs Ta/abo agpecu Micus
Kopoobui HepdapMa NPOBaZKEHHS AiS/IbHOCTI BUpOOHMKa/imMnopTepa
C.P.N, Itanisa rOTOBOrO JliKapCbKOro 3acofby, BK/IYakum
abo AiNbHULL BUNYCKY cepii abo MicLie NpoBeAeHHs
Xaynt ®apma KOHTPOJIO SIKOCTI. (QisS/IbHICTb, 3a 5Ky BignoBigae
Awmaper Mm6X, BMPOGHMK/IMNOpTEpP, BK/IOYAUM BUMYCK cepiid)
HimeuuunHa; (3miHa agpecu Ta Ha3BM BUPOOHUKA,
KoHTposnb BiANOBiAa/IbHOIO 3a MOBHUI LMK BUPOOHMLTBA,
AKOCTI: 6e3 3MiHn Micusa aisnbHocTi) (TepMiH BBeAEHHS
Mepkne M'vM6X, 3MiH NPOTArom 3-X MIiCALIB NiCNA 3aTBEPKEHHS)
HimeyvunHa;
[o3Bin Ha
BUNYCK cepil:
Mepkne M'vbX,
HimeyunHa
393/ TEMO30/10MIA- kancysim no 180 mr no 5 TeBa 13painb Brpo6HMLTBO ITanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 3a UA/12676/01/04
TEBA Kancyn y dpnakoHi, no 1 dapmaueBTikan 3a MNOBHUM HimeuunHa 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
(01aKOHY B KapTOHHii IHpacTpi3 fTa,. LMKIOM: HalilMeHyBaHHs Ta/abo agpecu Micus
Kopoo6Li Hep®apMa NpoBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
C.P.N, Itanis rOTOBOrO J1iKapCbKOro 3acoby, BK/IYaK4m
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
abo OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
Xaynt ®apma KOHTPOJIO AKOCTI. (AisafbHICTb, 3a Ky BiAnoBigae
Awmaper M'm6X, BMPOGHMK/IMNOpTEp, BK/IOYAUM BUMYCK Cepiid)
HimeuuunHa; (3miHa agpecu Ta Ha3Bu BUPOBHUKA,
KoHTposb BiANOBIA&/TbHOrO 3a MNOBHWIA LKA BUPOBHNLTBA,
AKOCTI: 6e3 3MiHn Micusa gisnbHocTi) (TepMiH BBeAEHHS
Mepkne M'vbéX, 3MiH NPOTAroM 3-x MicALIB NicNsA 3aTBEPKEHHS)
HimeuuunHa;
[l03Bin Ha
BUMYCK cepil:
Mepkne M'v6X,
HimeyunHa
394, TEMO30/10OMIA- Kancysim no 250 mr no 5 TeBa 13painb Brpo6HMuTBO ITanis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12676/01/05
TEBA Kancyn y cpnakoHi, no 1 dapmaueBTikan 3a NOBHUM HimeuunHa 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
b1aKoHY B KapTOHHIi IHpacTpi3 fTg,. LMKIOM: HalilMeHyBaHHs Ta/abo agpecu Micus
KopoobLi Hep®apMa NPoBaPKEeHHSA AiS/IbHOCTI BUpoBHUKa/imnopTepa
C.P.N, Itanis rOTOBOrO MiKapCbKOro 3acoby, BKIYaKUM
a6bo AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
Xaynt dapma KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a SIKy BignoBsigae
Awmaper Mm6X, BMPOGHMK/IMNOpTEpP, BK/OYAYM BUMYCK Cepiii)
HimeuuunHa; (3miHa agpecu Ta Ha3BW BUPOGHMKA,
KoHTponb BifiNOBIfA/IbHOTO 3a NOBHWIA LMK/ BUPOGHULTBA,
AKOCTI: 6e3 3MiHn Micusa gisnbHocTi) (TepMiH BBeAEHHS
Mepkne MM6X, 3MiH NPOTAroM 3-x MicAUiB NicNsA 3aTBEpPKEeHHS)
HimeuuunHa;
[lo3Bsin Ha
BUMYCK cepii:
Mepkne M'vbéX,
Himeuunna
395, TEPBIHOPM cnpeii HaLlKipHWUIA, yoprna Ipysia K.O. PymyHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/13367/01/01
po3uuH, 10,08 mr/mn no MEAVNUWH NTA, "Pomcpapm 3MiHu | TURY - 3MiHN WoAao peyenma
20 Mn y donakoHi 3 Komnawi 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
po3nuioBavemM Ta c.p.n" BBefieHHs1 a60 3MiHM [0 y3aralbHEHUX AaHKX

KOBMAYKOM-KpPULLIKOIO, MO
1 donakoHy B KApTOHHIl
KOpoo6Li

npo cuctemy thapmakoHarnsagy (ssefeHHs
y3arasibHeHUX AaHunx Npo cuctemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 chapMakoHarnisgy 3asBHVKa
[ANA 3ajicHeHHs dhapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BiMiHHA Bifj YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHSA hapmakoHarnsay
(BKNKHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
po3MilLeHHi MacTep-chaiina cucremm
thapmakoHarnisgy) (Litoua pegakuis:
YnoBHOBaXKkeHa ocoba 3asiBHVKa B YKpaiHi Ans
3piicHeHHs hapMakoHarnsgy - KyyepeHko AniHa
OnekciiBHa. [MponoHoBaHa pefakuisi:
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

YnoBHoBaxeHa ocoba 3asiBHUKA. BiAnoBifasibHa
3a (hapmakoHarnsag, - PycygaH Icakis/Rusudan
Isakia. KoHTakTHa ocoba B YkpaiHi
YNOBHOB&XXEHOI 0CO6U 3asiBHUKA A1 3AIACHEHHSA
thapmakoHarnsgy - Pemizos Ceprili
AHaToniioBnY. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOI 0C06U. 3MiHa KOHTaKTHUX AaHUX
KOHTakTHOI 0cobu. 3miHa agpecu mactep-
thaiina. 3miHa agpecu 34iCHEHHST OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy); 3miHu | Tuny -
3MiHn Wwopao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) (3amiHa
rpagivHoro ohopMsIEHHsS NEPBUHHOT Ta
BTOPVHHOI YNAKOBOK Ha TEKCT MapKyBaHHs
yMakoBOK 3 BiAMOBIAHUMM 3MiHAMK 40 PO34iNiB
MKA N3 (po3gin «IpadiyHe ohopMaeHHA»
3aMiHEHO po34i1loM «MapKyBaHHA») Ta
3a3HayYeHHs HOBOTO 3asiBHVKA Ha BTOPWHHINA
ynakoBLi); 3MiHa 3as1BHVKa (B/1acHMKa
peecTpauiiiHOro nNoceig4yeHHs)

396

TEPXWHAH

TabneTkv BariHanbHi No
6 a6o no 10 TabneTok y
cTpuni; no 1 ctpuny y
KapTOHHI KopooLli

Na6opaTopii
Bywapa
Pekopgaari

PpaHuin

CodhapTekc

PpaHuis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHUM | TUNY - BUyYEeHHs BUpOOHUKa ADI
MpeaHi30n0Hy HaTpilo MeTacyibhobeH3oaTy 6e3
3MiHV MicL BUPO6HMLTBA, 3 BiANOBIAHUMM
3miHamu p. «Cknag»

3a
peyenmom

UA/8116/01/01

397

TEPNIHTIAPAT

KpucTann abo NMopoLLIOK
(cybcTaHuis) y
noaBiHNX
nonieTNeHoBUX
naketax gns
BMPOGHULITBA
HecTepusibHNX
nikapcbknx hopm

TOB "XapkiBcbke
thapmaueBThyHe
nignpueMcTso
"340poB'A
Hapoay”

YkpaiHa

"HOPBEPH
CIHTECIC"

Nartsis

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHWU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPOOHUKA
(BrIrOYatouM, 3a HeobXiAHOCTI, MicLe
nNpoBeAEeHHSA KOHTPOI0 AKOCTI), abo BNacHuka
mMacTep-aiina Ha A®l, abo nocTavyasibHMKa
Adl/BuxigHoro matepiany/peareHTy/npomixKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCS Y BUPOOHULITBI
A®D| (AKLWO 3a3HAYEHO Y AOCLE Ha MiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudpikaTa BigNoOBIAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepmaxeHoMy
[ocbe, abo BMPOOHUKA HOBOI AOMOMIKHOT
PEeYOBUHM (AKLLO 3a3HAYEHO Y A0CLE) (3MiHA
Ha3BW Ta agpecy BUPo6HMKa cybcTaHLil (3amiHa
HOPUANYHOI agpecn Ha dhakTuuHy), 6e3 3MiHn
MicLA BUPOGHMLITBA)

UA/0821/01/01

398

TUHIAASON-TEBA

TabneTku, BKpUTI
NNIBKOBOK 060/1I0HKOI0,
no 500 mr no 4 TabneTkm
y 6nicTepi; no 1
6nicTepy y KapTOHHIl

BankaHndapma-
AynHuua AT

Bonrapis

BankaHdapma
-AynHnua AT,
Bonrapis;
BankaHdapma
-Pasrpag AT,

Bonrapis

BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
Has3BW JlikapcbKoro 3acoby - 3MiHa Ha3Bu
nikapcbKoro 3acoby) (6yno - TMHIAA30/)
(TepMiH BBEAEHHS 3MiH MPOTArOM 6-TU MicsLIB

3a
peyerimom

UA/6782/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

Kopobui Bonrapis nicns 3aTBepXeHHs)

399 TUPO3YP NOPOLLIOK HaLLKIipHWA, 1 Exrensrapg, HimeuunHa EHrensrapg HimeuunHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 6e3 UA/7786/01/01
Mmr/rno5ra6o 20 r ApuHaiimiTTens ApuHaiimitTen 3MiHuM | TUNY - NOAAHHA OHOB/IEHOTO cepTudiikaTa peyenma
NOpPOLLKY y doNnakoHi; no 'm6X & Ko.KI b 'M6X & Ko. BiAgnoBiaHOCTI EBponeiicbkiit hapmakonei Ne RO-
1 dhnakoHy B KapTOHHI K CEP 2013-205-Rev 04 ans aito4oi peyoBuHu
Kopo6Ui Tyrothricin Big BXe 3aTBepAXeHOro BUPOGHMKa

400 TIOKTOOAP PO34MH ANa iH'ekwiid, 3 % MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 3a UA/3005/01/01
no 10 mn y donakoHi; no BUPOGHMLTBY BMPOGHULTBY 3MiHM | TUMY - 3MiHa HaliMeHyBaHHS BUPOOHKKA, peyenmom
1 donakoHy B nauui; no iHcyniHiB "IHOAP" iHCYniHIB BNacHuKa macTep-gaiina Ha A®l, 6e3 3miHu
10 mn y dpnakoHi; no 5 "IHOAP" MicLi BUPOGHULITBA
hnakoHIiB y GiCTepHil
YapyHKOBIli yrnakoBLi; no
1 a6o no 2 6nictepHi
YapyHKOBI YNakoBK/ B
navui

401, TOMOrEKCON® PO34MH ANa iH'ekwiid, 240 MAT "dapmax” YkpaiHa MNAT "®dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/7853/01/01
mr iogy/mn no 20 mn B 3MiHM | TURY - 3MiHa y MeToAax BUNpobyBaHHS peyenmom

amnyni; no 5 amnyny
nauvj 3 kKapToHy; no 20
mn a6o 50 ma a6o 100
My donakoHi; no 1
donakoHy y nauui 3
KapTOoHY

A®| abo BMXiAHOrO MaTepiany/MpomMiKHOro
NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCSA Y
npoteci Bupo6Huutea A®| (He3HauHi 3MiHK Y

3aTBEpPMKEHNX MeToAax BUNPOBYBaHHS) - 3MiHU
00 meToauk BunpobysaHHsa (BEPX Ta TLUX): 3a
po3ginom «CynpoBigHi AOMILLKU»: A0 METOANKM
BEPX: i3 ym0B xpomaTorpadyBaHHsi BU/Ty4eHO
XpomatorpacdiyHy KonoHky Zorba SB-AQ;
BHECEHO He3HauHi pefakLUiiiHi yTOUHEHHS LW0A0
YTPUMaHHSA NikiB Ha xpomMaTtorpami; 10 MeTOANKN
TLWX BBEAEHO TEPMIH NPUAATHOCTI PO3UMHY
nopiBHAHHSA (a). BBeAeHHS nepiognyHoCTi
KOHTposito A®I 3a nokasHukom «MikpobiosoriyHa
yncToTa», came: «KOHTPOb MPOBOAUTLCA
BMGIpPKOBO; NepLua (nepLua nocraBka NOTOYHOrO
POKY KOXHOrO BUPOBHMKA) Ta KOXHa n'sTa
HacTynHa cepisi»; 3MiHu | TMny - 3MiHa y MeTofax
BMNPOBYBaHHA rOTOBOrO /1iKApCbKOro 3acoby -
3MiHW [0 METOAMK BUNPOBYBaHHS 3a NOKa3HWKOM
«CynpoBigHi gomiwkn» (BEPX). 13 ymos
XpomaTorpadyBaHHsi BUSTy4YEHO

XpomarorpadivHy KonoHky Zorba SB-Aq Ta

BBEAEHO xpomartorpacdiyHy konoHky Waters
Symmetry C18. MNpurotyBaHHA po34nHy
NOPIBHSIHHSA (a) ONOBHEHO TEPMIHOM 36€epiraHHs
AaHoro po3uunHy npotsarom 40 4i6. BHeceHo
He3HayHi pefaKuiiiHi yTOYHEHHS LWoA0
YTPUMaHHSA NikiB Ha xpomartorpami; 3mMiHu | Tuny -
3MiHa napameTpiB cneuundikauili Ta/abo
[OMYCTUMMX MEX r0TOBOTO NiKapCbKOro 3acoby -
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3MiHM 4O MeToAMK BUNpoByBaHHSA. BunyyeHo 3i
crneungikauii Ta MeToaiB KOHTPOIHO MNOKA3HUK
«AHOMaJIbHa TOKCUYHICTb»

402

TOMOIEKCON®

PO34uH ANs iH'ekuiid, 300
mr iogy/mn no 20 mn B
amny”ni; no 5 amnyn'y
naui 3 kapToHy; no 20
mn a6o 50 ma a6o 100
M1y doiakoHi; no 1
hnakoHy y nauui 3
KapTOoHY

MAT "®apmak”

YkpaiHa

MAT "dapmak”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHa Yy MeToAax BUNPO6yBaHHS
A®| abo BMXigHOrO MaTepiany/npomixKHOTo
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoteci Bupo6HuuTea A®| (He3HauHi 3MiHK Y
3aTBEPKEHNX METOAAX BUNPOBYBaHHS) - 3MiHM
00 meToaumk BunpobysaHHs (BEPX Ta TLUX): 3a
po3ginom «CynpoBigHi JOMILLKM»: A0 METOANKN
BEPX: i3 ymoB xpomaTorpadyBaHHsi BU/Ty4EHO
XpomatorpadivHy KosoHky Zorba SB-Aq;
BHECEHO He3HauHi peAakLiiiHi yTOYHEHHS Woa0
YTPUMaHHSA NikiB Ha XpomMaTtorpami; 0 MeTOANKN
TLWX BBEAEHO TEPMIH NPUAATHOCTI PO3UNHY
nopiBHAHHSA (a). BBeAeHHS nepioguyuHoCTi
KOHTposto A®| 3a nokasHukom «MikpobionoriyHa
yuctoTa», came: «KOHTPO/b NPOBOAUTLCA
BMOIpKOBO; NepLia (nepLia noctaBka NOTOYHOTO
POKY KOXHOrO BUPOBGHMKA) Ta KOXHa n'saTa
HacTynHa cepisi»; 3MiHu | Tuny - 3MiHa y MeTofax
BMNPOOYBaHHSA rOTOBOrO /iKapCbKOro 3acoby -
3MiHU [0 METOAVK BUNPOOYBaHHS 3a NOKa3HWKOM
«CynpoBigHi gomiwku» (BEPX). 13 ymos
XpomaTorpadpyBaHHs! BUTy4eHO
XpomarorpadivHy KonoHky Zorba SB-Aq Ta
BBEieHO XpomMarorpacdiyHy konoHky Waters
Symmetry C18. MNpurotyBaHHsA po34nHy
NOPIBHAHHSA (a) LOMOBHEHO TEPMIHOM 36€epiraHHs
[aHOoro posyuHy npotarom 40 ai6. BHeceHo
He3HauHi pefakuiiiHi yTOYHEHHS LWoA0
YTPUMaHHSA NikiB Ha Xpomartorpami; 3mMiHu | Tuny -
3MiHa napameTpiB cneuundikauii Ta/abo
A0MNYCTUMUX MEX FOTOBOrO /iKapCbKOro 3acoby -
3MiHM [0 METOAMK BUNPOBYBaHHSA. BunyyeHo 3i
cneuungikaLii Ta MeToAiB KOHTPOO NOKAa3HUK
«AHOMa/IbHa TOKCUYHICTb»

3a
peyenmom

UA/7853/01/02

403

TOMOIEKCON®

PO34uH NS iH'ekuiid, 350
Mr iogy/mn no 20 mn B
amnyni; no 5 amnyny
nauui 3 kapToHy; no 20
mn a6o 50 ma a6o 100
M1y dh1akoHi; no 1
hnakoHy y nauui 3
KapTOHY

MAT "®apmak”

YkpaiHa

MAT "dapmak”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHa y MeTogax BUNpPobyBaHHS
A®| abo BMXiAHOTO MaTepiany/MPoOMiKHOrO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoteci Bupo6HuuTBa AP| (HE3HAYHI 3MiHK Y
3aTBEPMAKEHNX MeToAax BUNPOOYBaHHS) - 3MiHN
00 MeToauK BunpobysaHHs (BEPX Ta TLUX): 3a
po3ginom «CynpoBsifHi 4OMILLKU»: 1O METOAMNKN
BEPX: i3 ymMOB XxpomaTorpadyyBaHHsi BU1y4eHO

3a
peyenmom

UA/7853/01/03
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

XpomatorpadivHy KosoHky Zorba SB-Aq;
BHECEHO HEe3HauHi peAakLiiHi yTOYHEHHS Woa0
YyTPYMaHHS MNikiB Ha XpoMartorpami; 0 MeTOANKN
TLWX BBEAEHO TEPMIH NPUAATHOCTI PO3UUHY
nopiBHAHHA (a). BBeAeHHs nepioguyuHoCTi
KoHTposto APl 3a nokasHukom «MikpobionoriyHa
yuctoTa», came: «KOHTPO/b MPOBOAUTLCA
BMGIpKOBO; NepLia (nepLia noctaBka NOTOYHOTO
POKY KOXHOTrO BUPOBOHMKA) Ta KOXHa n'sTa
HacTynHa cepisi»; 3MiHu | Tuny - 3MiHa y MeTofax
BMNPOBYBaHHA rOTOBOrO /1iKApCbKOro 3acoby -
3MiHW [0 METOAVK BUNPODOYBaHHSA 3a NOKa3HWKOM
«CynpoBigHi gomiwku» (BEPX). 13 ymos
XpomaTorpadpyBaHHs! BUTy4eHO
XpomatorpadiyuHy KonoHky Zorba SB-Aq Ta
BBEJEHO XpomaTorpadiyHy konoHky Waters
Symmetry C18. MNpurotysaHHsA po34nHy
NOPIBHSAHHSA (a) JOMOBHEHO TEPMIHOM 36€epiraHHs
[aHoro posduHy npotarom 40 fi6. BHeceHo
He3HauHi pefakuiiiHi yTOYHEHHS LWoA0
YTPYMaHHS MNikiB Ha XpoMartorpami; 3miHum | Tuny -
3MiHa napameTpiB crneuudikauii Ta/abo
O0MNyCTUMUX MEX rOTOBOrO /iKapCbKOro 3acoby -
3MiHM A0 MeToAVK BUNPoByBaHHA. BunyyeHo 3i
crneuungikaLii Ta MeToAiB KOHTPOJHO MNOKAa3HUK
«AHOMa/IbHa TOKCUYHICTb»

404

TONIPOMAKC 100

TabneTku, BKpUTI
NAiBKOBOK 060I0HKOIO,
no 100 wmr; no 10
TabneTok y 6nictepi; no
1 a6o 3 6nictepu B
nauvj 3 KapToHy

TOB "®apma
Crapt"”

YkpaiHa

TOB "®dapma
Crapt"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta papMakoHarisgy
(iHWi 3MiHW) (BUNYYEHHA TEKCTY MapKyBaHHS
pOCiliCbKo0 MOBOIO (415 ynakoBok: no 10
TabneTtok y 6nictepi; no 1 abo 3 6nictepun y
naJui 3 KapTOHY), 3 paHiLl 3aTBEPKEHOIO
YKpPaiHCbKOI Ta POCiAiCbKOI0 MOBaMM, a TaKoX
BHECEHHS HE3HAYHWX pefakLiiHuX NpaBoK Ha
NepBUHHY Ta BTOPUHHY ynakoBku) (TepmiH
BBEJEHHS 3MiH NPOTAroM 6-Tu MicsAUiB nicns
3aTBEPLKEHHS)

3a
peyenmom

UA/9877/01/01

405

TOMIPOMAKC 25

TabneTku, BKpUTI
NAiBKOBOK 060I0HKOIO,
no 25 wr; no 10
TabneTtok y 6nictepi; no
1 a6o 3 6nicTepu B
nauui 3 KapToHy

TOB "®apma
Crapt”

YkpaiHa

TOB "dapma
Crapt”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta papMakoHarisay
(iHWi 3MiHW) (BUNYYEHHA TEKCTY MapKyBaHHS
pocCilicbkoo MOBOIO (415 ynakoBok: no 10
TabneTtok y 6nictepi; no 1 abo 3 6nictepun y
naJui 3 KapTOHY), 3 paHiLl 3aTBEPKEHOIO
YKpPaiHCbKOK Ta POCiiCbKO0 MOBaMM, a TaKoX
BHECEHHS HE3HAYHWX pefjakLiiHnX NpaBokK Ha

3a
peyenmom

UA/9877/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NepBrHHY Ta BTOPUHHY ynakoBku) (TepMiH
BBE/EHHS 3MiH NPOTAroM 6-T1 MicALIB Micns
3aTBEePAKEHHS)
406, TOPAAIB Tabnetky no 10 wr; in TOB "®APMEKC YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/14736/01/01
bulk Ne 1000: no 1000 reyn: "®APMEKC 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
TabneToK y noABiHuX reyn" HalilMeHyBaHHs Ta/abo agpecy 3asiBHUKa
nonieTuIeHoBMX (BNnacHvka peecTpauiiiHoro nocBigyeHHs) (3miHa
naketax B N1acTUKOBUX agpecu 3asaBHMKa TOB «®DAPMEKC MPYTM»)
KOHTeliHepax; in bulk Ne (TepMiH BBEAEHHS 3MiH MPOTAroM 6-T1 MicALUiB
22000: no 22000 nicns 3aTBepakeHHs); 3MiHu | Tuny -
TabneToK y noAsinHuX AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nonieTuNeHoBnx Ta/abo agpecy MicLs NPOBaXEHHS Ais/IbHOCTI
nakeTax B N1acTUKOBUX BUPOGHMKa/iMNopTepa roToBOro Nikapcbkoro
KOHTeliHepax 3acoby, BKIKYaK4M 4iNbHULI BUNYCKy cepii abo
MicLie NPOBEeAEHHSA KOHTPOTIO AKOCTI.
(misnbHICTb, 3a SKy BignoBifae
BMPOGHMK/IMNOpTEpP, BK/OYAYM BUMYCK Cepiii)
(3miHa agpecu Bupo6Huka TOB «®PAPMEKC
PYMM») (TepMiH BBEAEHHS 3MiH NPOTArom 6-Tu
MicsLIB MiCNs 3aTBEPAKEHHS)
407! TOPAAIB Tabnetku no 10 mr; no TOB "®APMEKC YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11604/01/01

10 TabneTok y 6nictepi; reymn "®APMEKC 3MiHu | TMNY - 3MiHK 3 AKoCTi. FoToBMIA peyenmom
no 3 a6o no 9 6nictepis reyn" nikapcbkuii 3acib. Cuctema

B nauuj

KOHTeliHep/3aKynoptoBasnbHuii 3aci6. 3MiHa
pPO3Mipy ynakoBKv roTOBOro MikapCbKoro 3acoby
(3MiHa KifbKOCTi oAMHULL (Hanpuknag TabneTok,

amny/ TOLLO) B ynakoBLi:) - 3miHa nosa
AianasoHoOM 3aTBeppKEHNX PO3MIpIB yNnakoBKu
(oopaBaHHs HOBOTO PO3Mipy ynakosku no 10
Tabnetok y 6nictepi; no 9 6nicTepiB y nauui 3
BIANOBIAHUMY 3MiHaMW [0 PO3Ainy yrnakoBka,
NepBUHHWI NakyBa/ibHUIA MaTepian He 3MiHMBCS)
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-T1 MicALUiB
nicnsa 3aTeepmxeHHs); 3MiHu | Tuny -
AIMIHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs
Ta/abo afpecu 3as1BHMKA (BflacHUKa
peecTpauiiHoro noceigyeHHs) (3mMiHa agpecu
3asBHMKa TOB «®APMEKC PYT») (TepMiH

BBEJEHHS 3MiH NMPOTAroM 6-Tu micAuiB nicns
3aTBEPMKEHHS); 3MiHM | TUNY - AAMIHICTPaTUBHI

3MiHK. 3MiHa HaiMeHyBaHHA Ta/abo agpecu

MicLS MPOBAMKEHHS AisANIbHOCTI
BMPOGHUKa/iMnopTepa roToBoro fikapCbKoro
3aco6by, BK/IYaK4M AiNbHULI BUNYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOTIO AKOCTI.
(aisnbHIiCTb, 3a AKy Bignosifae
BMPOGHMK/IMIOPTEP, BK/IKOYAKYM BUMYCK CEpii)
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(3miHa agpecu Bupo6bHnka TOB «PAPMEKC
FPYM») (TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tu
MicsiLiB Micns 3aTBepAKEHHS)
408, TOPACEMIA Tabnetky no 50 mr no 10 CaHpo3 CnoBeHis BUPOBHULTBO Himeyunna/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9619/01/05
CAHAO3® TabneTtok y 6nictepi, no dapmacbloTikans in bulk, Monbwa 3MiHM | TURY - NpuBeaAeHHs cneuudikawii peyenmom
2 abo no 10 6nictepiB y n0.4. nakyBaHHs, Topacemigy y BifnoBigHOCTI 40 BUMOr AitoYyoi
KapTOHHI KopooLi BUMYCK cepii: MoHorpadii «Torasemide» EP (a came,
Canotac BUAIEHHS NapameTpy «Baxki meTtasnn,
dapma M'mbX, YTOYHEHHS TemnepaTypu 3a NoKasHUKOM
HimeuuunHa; «BTpaTa B Maci npu BUCYLLYBaHHI»)
BMPOGHMLTBO
3a NOBHUM
LuKnom: Jflek
C.A., NonbLya;
NnepBuHHE i
BTOPVHHE
nakyBaHHs,
BUMYCK cepii:
Nek C.A.,
MonbLua
409, TOPACEMIA Tabnetkv no 100 mMr no CaHpo3 CnoBeHis BMPOGHMLTBO HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9619/01/06
CAHAO3® 10 TabneTok y 6nictepi, dapmacbloTikan3 in bulk, MonbLa 3MiHW | TUNy - NpuBeaeHHs cneuudikaLlii peyenmom
no 2 a6o no 10 a.a. nakyBaHHs, Topacemigy Y BignoBigHOCTI 40 BUMOr Aitouoi
6nicTepiB y KAPTOHHIl BUMYCK cepil: MoHorpadii «Torasemide» EP (a came,
KopoobLi CanoTtac BUAAIEHHS NapameTpy «Baxki meTtanu,
dapma MméX, YTOYHEHHS TeMnepaTypy 3a NOKa3HNKOM
HimeuuunHa; «BTpaTa B Maci npu BUCYLLYBaHHi»)
BMPOGHMLTBO
3a NoBHUM
Luknom: ek
C.A., MonbLya;
nepBuHHE i
BTOPVIHHE
nakyBaHHs,
BUMYCK cepii:
Nek C.A.,
MonbLa
410, TOPACEMIA Tabnetkn no 200 Mr no CaHpo3 CnoBeHis BMPOGHMLTBO Himeuunna/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiaslis: 3a UA/9619/01/07
CAHAO3® 10 TabneTok y 6nictepi, dapmacbloTikan3 in bulk, MonbLia 3MiHKM | TUNY - NpuBeAeHHs cneumaikawi peyenmom
no 2 a6o no 10 a.o. nakyBaHHs, Topacewmigy y BignoBigHOCTI 4O BUMOT fjil0yoi
6nicTepiB y KAPTOHHIM BMNYCK cepil: MoHorpadii «Torasemide» EP (a came,
KopoobLi Canotac BUJa/IeHHA napameTpy «Baxki meTasnu,
dapma M'méX, YTOYHEHHS TemnepaTypu 3a NokasHUKOM
HimeuyuunHa; «BTpaTa B Maci npy BUCYLLYBaHHiI»)
BUPOBHULTBO
3a NOBHUM

umkiom: Jlek
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
C.A., NonbLya;
NepBUHHE i
BTOPVIHHE
nakyBaHHs1,
BMNYCK cepil:
Nek C.A.,
MNonblua
411} TPABATAH® Kpanni o4Hi, 40 MKr/mn ANKOH Benuka ANKOH- Benbris BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/12422/01/01
no 2,5 Mn 'y doiakoHi- Na6opaTtopis (OK) BpuTaHis KyBpbop 3MiHM | TUNY - 3MiHa agpecy BUNPObyBasTbHOT peyenmom
KpanesnbHuuj; no 1 abo nTa. na6opartopii BiAnoBifaNbHOI 38 KOHTPO/b AKOCTI
no 3 chnakoHm- [OMNOMDKHOT peyoBmHY lMonikeag, (TeCTyBaHHSA
KpanenbHuLj B ONA 3aNLLKY NPY NPOXapHoBaHHi, BaXKKNX
NPOMiXHI ynakoBLi 3 MeTasliB Ta BUNPO6YyBaHb MULLI'AKY); 3MiHW | TUNYy
honbrv B KOPOGLL 3 - fofaBaHHA HOBOI BMNPO6YBasibHOT nabopatopii
KapToHYy 07191 KOHTPOJTIO AKOCTi [LONOMDKHOI PeHOBUHM
Moniksag,; 3miHM | TUNY - foAABaHHSA HOBOI
BMNpo6yBanbHoi naboparopii, SIMEC AG,
Switzerland, o151 KOHTPOIO AKOCTI
(BUNpobyBaHHA MULL'AKY) LONOMIXXHOI PEYOBUHU
Moniksag; 3miHW | TMNy - 3MiHa BUPOGHMKa
BUXiAHOrO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUpOBHMYOMY npoueci AdI,
abo 3miHa BUpoOBHYKa (Bkovaroun, ae
HeobXxiHO, MicLie NPOBEAEHHS KOHTPOJIH AKOCTI)
A®I (3a BigcyTHOCTI cepTudpikata BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaXeHOMy
[OCbE); 3MiHM | TUNY - HE3HAYHA 3MiHa Y
[OonycTUMNX Mexax nokasHuka pH 3 7.5-8.0 Ha
7.0-8.0 y cneuudikauii 4OMOMDKHOI peyoBUHM
MonikBag y NpoLeci KOHTPO/0 BUPOBHMLTBA
412) TPUBANYMEH Kancynu, no 10 kancyn y My6niuHe YkpaiHa My6nivHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 6e3 UA/3804/01/01
6nicTepi, o 2 6nictepu akuioHepHe akuioHepHe 3MiHK | TUNy - 3MiHK B NpoLeci BUpo6bHuuTea Ad| peyenma
y nauui; no 30 kancyn y TOBap1CTBO TOBapUCTBO (He3HayHa 3miHa y npoueci BUpobHuuTBa AdI) -
KOHTelHepax; no 30 "HaykoBo- "HaykoBo- BBE/leHHS1 HOBOrO 06/1aiHaHHSA, K HACi0K
Kancy/s y KOHTeliHepi; no BMPOGHNYMI BUPOBHWYNIA 3MiHa hisnyHoi chopmm cybCTaHLi 3 BigNoBigHOK
1 KoHTeliHepy B nauli LeHTp LeHTp 3MiHO0 B po3gini «Onuc» B cneuundikadii gns
"BopLyariBCbkuii "BopLuariscbk KOHTPO/IIO Ait040i peYOBUHM; CYMyTHA 3MiHa:
XiMiKo- WA XiMiKO- 3MiHa y mapameTpax cneumdikauiin Ta/abo
thapmaueBTUYHWIA thapmaueBTny [OMYCTUMMUX MEX, BU3HAUYEHUX Y crieudikaLisnx
3asog" HWi1 3aBof" Ha A®I, a6o BUXigHWIA/NPOMIKHNIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y
npoueci Bupo6HuuTBa A®I (iHLLi 3MiHK)
413, TPUBANYMEH Kancynu in bulk: no 1 kr My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: - UA/11160/01/01
Karcysn B naketax i3 akuioHepHe akKuioHepHe 3MiHM | TUny - 3mMiHK B Npoueci BupobHuuTea Ad|
TPbOXLLAPOBUX TOBapucTBo TOBapucTBO (He3HayHa 3MiHa y npoLeci Bupo6HuuTBa AdI) -
TepMOo3BapOBasIbHUX "HaykoBo- "HaykoBo- BBEJEHHSI HOBOro 06/1afiHaHHS, SIK HACNigoK
nniBoK BMPOGHNYMIA BUPOGHMYMIA 3MiHa hisanyHoi dhopmm cybCTaHLi 3 BigNoBigHOK
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
LeHTp LeHTp 3MiHOI0 B po3gi/i «Onuc» B cneuundikadii gns
"Bopuuiariscbkuii "BopLyariscbk KOHTPO/IIO Ait040i PeYOBUHM; CYMyTHA 3MiHa:
Ximiko- Ui XimiKo- 3MiHa y napameTpax crneumdikayiin Ta/abo
thapmavueBTUYHWMIA hapmaveBTny LOMyCTUMMUX MEX, BU3HAUYEHUX Y crieuudikaLisnx
3asog" Hui 3aBoa” Ha A®|, abo BMXigHWIA/NPOMIKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y
npoueci Bupo6bHuUTBa A®I (iHLWI 3MiHK)
414, TPUMETA3UNAOVNH MR | TabneTku, BKpUTI TOB "CepB'e YkpaiHa Na6opaTtopii PpaHuis/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/7662/01/01
CEPB'E NAiBKOBOK 000I0HKOHO, YkpaiHa" CepB' e MonbLia 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHN. peyenmom
3 MoaMdpiKkoBaHUM IHaacTpi, BunyuyeHHs BUPOOGHMYOT AiNbHUL (BKIHOYA0UN
BUBI/IbHEHHAM MO 35 Mr; DdpaHuis; AinbHuui ans A®l, npomixxHoro NnpoAykTy abo
no 30 TabneTok y AH®PAPM roTOBOrO JliKkapCcbKoro 3acoby, AinbHuLi ANns
6nicTepi; no 2 6nictepu MignpremcTBo nNpoBefieHHA NakyBaHHS, BUPOOHMKa,
y KOpobLj 3 KapTOHY dapmaneBTny BiANOBIAa/IbHOrO 3a BMMNYCK Cepiii, MicLe
He AT, NpOBeAEHHS KOHTPO/O cepii) abo
Monblya noctayanbHUKa BUXiAHOTO MaTepiasny, peareHTty
a60 AONOMIXHOT PeyoBUHM (SKLLO 3a3HaYeHo y
[ocbe) (BUTYYEHHS BUPOGHMYOT AinbHuui [13)
(TepmiH BBBE,€HHSA 3MiH NPOTAroM 6 MicauiB
nicns 3aTBepmxeHHs); 3MiHu | Tuny - 3MiHn
oo 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) (NpuBeAeHHs
TEKCTY MapKyBaHHS ynakoBku npenapaty y
BiANOBIAHICTb A0 3asBfeHNX 3MiH) (TepMiH
BBEEHHS 3MiH NPOTAroM 6 MicALiB nicas
3aTBEPLKEHHS)
415, TPNCO/b PO3uunH ANns iHdysiid, no MpusaTHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12137/01/01
200 a6o no 400 mny akujoHepHe aKujioHepHe 3Minu Il TUny - 3MiHn LWoAao peyenmom
nasiwKax TOBapucTBO TOBapuCTBO 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnisgy.
"IHdy3ia” "IHdy3ia" BHeceHHs1 abo 3miHa(1) 40 3060B'A3aHb Ta YMOB

BMAavi peecTpauiiHoro noceigYeHHs,
BK/IOYaoum MnaH ynpasniHHA pusvikamm
(3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
NoAasbLIOro 06r'pyHTYBaHHSA HOBMMM
[00aTKOBUM AaHVMW, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbesl
CyTTEBa OLLiHKA KOMMETEHTHUM OpraHom)
(BrKOHaHHS 3060B'A3aHb BigNOBIgHO 40
nignyHkTy 1.13 nyHkTy 1 gogatky 15 go MNopagky
NpOoBefEeHHS eKcnepTu3u peecTpauiiHnx
MaTepianiB Ha nikapcbki 3aco6u, Wo NoAatnTbes
Ha JepxaBHy peecTpalito (nepepeecTpadiio), a
TakoX eKkcnepTusn marepiaslis Npo BHECEHHSA
3MiH 40 peecTpauiiHux maTtepiasiB NpoTsarom aji
peecTpauiiHoro nocBifg4YeHHs, 3aTBepLKEHOro
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegaxuii
Hakaszy MO3 Big 23.07.2015 Ne 460)




265

Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
416, TPOKCEPYTUH- renb, 20 mr/r no 30 r abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/4933/01/01
AAPHULA 50 ry Ty6i, no 1 Ty6i B "papmMaLeBTNYHa "®apmavesTu 3Mminn |l Tuny - 3MiHn Woao peyenma
navi thipma "AapHuusg” yHa dhipma 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
"OapHnus" BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAYi peecTpauiliHoro noceigveHHs,
BK/IOYatoum MnaH ynpasniHHA pusvikamm
(3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
NoAa/IbLIOr0 O6I'PYHTYBaHHS HOBMMM
[00aTKOBMM AaHVMW, WO MaloTb HagaBaTucs
KOMNETEHTHUM OpraHoM, OCKIfIbK/ BUMaraeTbesl
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BukoHaHHS1 3060B's13aHb BifNoBIAHO A0
nignyHkTy 1.13 nyHKTY 1, NigNyHKTY 2.3 NYHKTY 2
poaartky 15 o Mopagky nposefeHHA
eKCnepTu3n peecTpauiiHnx Matepianis Ha
nikapcbki 3aco6u, WO NoAanTbCa Ha AepXaBHY
peecTpauito (nepepeecTpawito), a Takox
eKcnepTn3n martepianis Npo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasis NpoTsarom gii
peecTpauiiHoro NocBigYeHHs, 3aTBEPAXKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
417, TPOMBOLUNA renb, 15 mr/r no 40 r abo 6eHe- HimeuunHa BUPOBHMK HimeuunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/9234/01/01
no 100 r y Ty6i; no 1 Ty6i ApuHaiimiTTens Hepo3dhacosa 3MiHu |l TUNY - NoAaHHs OHOB/IEHOrO MacTep- peyenma
Y KapTOHHiIli kopobLi 6X HOro paiiny Ha A®I neHTo3aHy nonicynbaty
NPOAYKTY, HaTpieBOI CONI Bif, 3aTBEPAXEHOr0 BUPOOHUKA
nepBuHHE
nakyBaHHs1,
BTOPUHHE
nakyBaHHS:
C.P.M.
KoHTpakTdap
ma M'meX &
Ko. KT,
HimeuuunHa;
[03BiN Ha
BUMYCK cepii:
6eHe-
ApuHaiimitTen
b 'M6X,
Himeuunna
418! YHOEBIT npaxe no 50 gpaxe y MAT "KuiBcbKuii YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/7922/01/01
KOHTelHepax BiTamiHHKI 3aBoA" "KniBcbkuii 3MiHK | TUNY — 3aMiHa rpadpiyHoro opopM/IEHHS peyenma
(6aHoukax); no 50 BiTaMiHHWI YNaKoOBKN Ha TEKCT MapKyBaHHsl. BBegeHHs1 3MiH
Opaxe y KOHTeiiHepi 3aBof" NpoTArom 3-xX MicAILiB nicns 3aTBep)KeHHs;

(6aHouu); mo 1
KOHTeliHepy (6aHouui) y

3MiHu | TNy - 3MiHa NapameTpiB cneuudikavii
Ta/abo foNyCTMMUX MEX rOTOBOTO NiKapCbKoro
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

nauuji

3ac00y — BU/TyYEHHS NokasHMKa «Tasnbk» 3
MeToZiB BUNPO6YBaHHS rOTOBOTO JiKapCbKOro
3ac00y, OCKi/TlbKM NOKa3HWK KOHTPO/TIOETLCA Ha

eTani NPOMiXHOI NPOAYKLIT; 3MiHW | TUNY - 3MiHa Y
MeTofax BUNPO6yBaHHS rOTOBOrO /iKapCbKOro
3aco0y — NpvBeeHHA nokasHuka
«Mikpob6iosioriuHa Ynctota» roroBoro
nikapcbkoro 3acoby Ao sumor oY Ta

3a3HayeHHs nokasHuka «CepefiHs maca y

Opaxe» y Minirpamax; 3MmiHu | Tuny - 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOrO /iKapCbKOro
3ac006y (iHWi 3MiHM y MeToAax BUNPOOGyBaHb
(BKNKOHAOUM 3aMiHy ab60 [OMNOBHEHHS)); 3MiHK |
TMny - NogaHHa HoBoro ceptudpikaty CEP Ne R1-
CEP 1998-131-Rev03 A®l; 3MiHu | TURY - 3MiHK,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponelicbkoi hapmakonel, abo iHwoi
HauioHanbHOT hapmakonel gepxasun €C (3MmiHa y
cneumdikauisix, nos'asaHa 3i 3miHamu B JdY,
abo Epornelicbkiin hapmakonei, abo iHLLiA

HaLjioHasbHIli hapmakonei gepxasu €C) —

npueefeHHA A0 BuMor AdY nokasHuka
«MikpobionoriyHa uncrota» cneyudikauii Ad|
Kanbuito D-naHTOTEHATY; NPUBEAEHHS A0 BUMOT
[dY nokasHuka «MikpobionoriyHa unctotTa»
cneuudikauii A®I HikoTuHamigy; npuBeaeHHs 4o
BuMor AdY nokasHuka «MikpobionoriyHa
ynctoTa» cneuudikayii APl Kucnotn
ackop6iHOBOT; MpMBeAEHHS A0 BuMmor AdY
nokasHunka «MikpobionoriyHa uMctoTa»
crneundikayii A®l Kncnotn doniesor;
npvBefeHHs Ao sumor AdY nokasHnka
«MikpobionoriyHa unctota» cneumdikauii Ad|

PeTuHoNy aueTtaT; npyBeAeHHst NOKa3HYKIB

«Onue» Ta «lgeHTrdikauii» go Bumor EP Ta
nokasHuka «MikpobionoriyHa unctoTa» BUMor

A®Y cneundikauii A®I BitamiH A nanbmitar 1,7
MAH. MO/r; 3miHK | TNy — AONOBHEHHS
cneundikavii A®I LiiaHoko6anamiHy nokasHUKOM
«MikpobionoriyHa uncrora»

419

YPOXONYM

Kpanni opasibHi no 25 mn
abo no 40 mny
onakoHi; no 1 conakoHy
B nauuj

TOB "OKMN
"®apmaueBTnyHa
habpuka"

YkpaiHa

TOB "[OKnM
"®apmaueBTun
YyHa habpuka”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHW | TUNY - AOMIHICTPATUBHI 3MiHN.
BunyyeHHss BUPOGHWYOT AinbHuLi (BKIHOYaoum
AinbHuui ana A®l, npomikHOro npoaykTy abo
roTOBOro Nikapcbkoro 3acoby, AifbHuLi Ans
NpoBefeHHS NakyBaHHs, BUPOGHNKa,

6e3
peyenma

UA/11755/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BiANOBIAA/ILHOIO 3a BUNYCK Cepiit, MicLe
npoBeAEeHHS KOHTPO/ILO cepii) abo
noctayasnibH1Ka BUXiAHOTO MaTepiasly, peareHTty
ab0 AONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y
Aocbe) (BunyueHHst BUpo6HMYoi AinbHuui MN3)
(TepmiH BBEAEHHSA 3MiH MPOTArOM 3-X MicAuiB
nicns 3aTBepKeHHs)
420, ®EHTAHIN NopoLLOK (CybcTaHuis) y ToBapucTBo 3 YkpaiHa "HOPBEPH NatsiA BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: - UA/0573/01/01
6aHKax TeMHOro ckia 06MexeHo CIHTECIC" 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
0151 BUpO6HMUTBA BiANOBIAA/ILHICTIO HaliMeHyBaHHs Ta/abo agpecu Micus
CTEpPUSIbHUX NiKAPCbKNX "XapkiBCcbke NPOBaKEHHS AiS/IbHOCTI BUPO6HUKA
copm hapmaueBThyHe (BKTrOYatoum, 3a HeobXigHOCTI, MicLe
nigNpPUEMCTBO NpoBeAEeHHSA KOHTPOJI0 AKOCTI), abo BNacHuka
"340poB's mMacTep-haiina Ha A®l, abo noctavyasibHMKa
Hapogay" Adl/BuxigHoOro matepiany/peareHTy/npomixkKHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHWLTBI
AD| (AKLLO 3a3HAYEHO Y AOCLE Ha NMiKapCbKuii
3acib) 3a BigcyTHOCTI cepTuddikaTa BigNoOBIQHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaxeHoOMy
[ocbe, abo BUPOOHUKA HOBOI AOMOMIKHOT
PEeYOBUHM (AKLLO 3a3HAYEHO Y A0CLE) (3MiHA
Ha3BW Ta afpecy BUpo6HMKa cybcTaHLil (3amiHa
IOPUANYHOT agpecun Ha hakTuuHy), 6e3 3MiHn
MicLs BUPOGHMLTBA)
421! ®ITOCEL® kancynu in bulk Ne 1200 MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: - UA/9013/01/01
y KOHTeiHepax; Ne 3750 "Ximthapm3asog "Ximchapmsas 3MiHM | TUNY - 3MiHa y TepMiHax NpuAaTHoOCTI abo
(10x375) y bnictepax "UepBoHa 3ipka" o, "YepBoHa yMoBax 36epiraHHsi rOTOBOrO /ikapCbKOro 3acoby
3ipKa" - 3MiHa B yMOBax 36epiraHHs roTOBOro
nikapcbkoro 3acoby ) (TepMiH BBeAEHHS 3MiH
npotarom 3-x MicAuiB nNicna 3atBepaXeHHs)
422 ®ITOCEL® kancynu no 10 kancyny MAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/7511/01/01
6nicTepi; no 2 6nictepn "Ximcbapm3zasog "Ximchapmsas 3MiHM | TUNY - 3MiHa y TepMiHax npugaTtHocTi abo peyenma
B Mauuji 3 KApTOHY "UepBoHa 3ipka" of, "YepBoHa yMoBax 36epiraHHsi rOTOBOrO /likapCbKOro 3acoby
3ipka" - 3MiHa B yMOBax 36epiraHHsl roTOBOro
nikapcbkoro 3acoby ) (TepMiH BBeAeHHS1 3MiH
npoTsArom 3-xX MicsiLiB nicnsa saTrBepKeHHs)
423 ®JIOKCAN® Ma3sb 04Ha 0,3 % no 3 r TOB "BAJIEAHT YkpaiHa Ap. F'epxapp, HimeuunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/8528/02/01
y Ty6i; no 1 Ty6i B ®APMACBIOTIKA MaHH Xem.- 3MiHM | TUny - 3MiHW BUNpobyBaHb abo peyenmom
KapTOHHI KopooLli n3" thapm. Pabpuk L0NYyCTUMUX MEX, BCTAHOB/IEHUX Y
6X cneumdikauisx, nig yac BUPOOHNLTBA rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHM); 3miHwW | Trny -
3MiHa napameTpiB cneuudikauii Ta/abo
A0MNYCTUMUX MEX FOTOBOTO /iKapCbKOro 3acoby
(3MiHa 3HaxXo0AMTLCA No3a 3aTBEPAKEHNMU
[0NYCTUMMMU MexXamu cneumdikaLliii)
424, ®NYAAPABIH-BICTA | nopoLuok Anis Mictpan Kenitan Benwuka CiHgaH ®apma PymyHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/14389/01/01
NPUroTYBaHHS PO34YMHY MeHeKMEHT BputaHis C.P.. 3MiHK | TMny - AGMiHICTpaTMBHI 3MiHK. 3MiHa peyenmom
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Ons iH'ekuUili abo iHdy3iit Nimiteq HalilMeHyBaHHs Ta/abo agpecy 3asiBHUKA
no 50 wmr, 1 conakoH 3 (BnacHvika peecTpaduiiHoro noceigyeHHs) (3miHa
MOPOLLKOM Y KapTOHHiiA afpecu Ta Ha3Bu 3asBHUKa (B1acHMKa
Kopoobui peecTpaLiiHoro nNocBigYeHHs1)
425, ®NYMIBAKT IC TabneTky BariHasibHi, Mo ToBapucTso 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/15786/01/01
10 mr no 6 TabneTtok y [00aTKOBOKO [,0[aTKOBOKO 3MiHu Il TUNYy - 3MiHK Woa0 peyenma
6nicTepi; no 1 6nictepy BiANOBIAA/ILHICTIO BiANOBiAAbHI 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
B nauui "IHTEPXIM" CTIO BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
"IHTEPXIM" BMAAui peecTpaviiiHoro noceig4YeHHs,
BK/IOYatouM MnaH ynpaBniHHA pusvikamm
(3acTocyBaHHs 3MiH(1), sKi(a) BUMararTb(€)
nofabLLIoro 06r'pyHTyBaHHS HOBUMMU
[04aTKOBUM AaHVMW, L0 MaloTb HajaBaTmcs
KOMMETEHTHVM OpraHoM, OCKiflbkM BUMaraeTbCs
CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
(BrKoHaHHS 3060B'A3aHb Bi4NOBIAHO A0
nignyHkty 1.8.2 nyHkty 1.8 gogatky 5 go
Mopsaky NPoBeAEHHS ekcnepTusn
peecTpavuiiiHux maTepiasnis Ha nikapcbki 3acobu,
LLIO MOAAl0TLCA Ha AepXaBHY peecTpawiio
(nepepeecTpaLlito), a Takox ekcnepTnsn
mMaTtepianis Npo BHECEHHS 3MiH [0
peecTpauiiiHux maTepiasis NpoTArom fgii
peecTpauiiHoro nocBifg4yeHHs, 3aTBepLKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
426, ®NYOPOYPALUWN- PO34unH NS iH'ekuii 50 MicTtpan Kenitan Benuka Xaynt ®apma HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15418/01/01
BICTA mr/mn; no 5 mn aéo 10 MeHeaXMeHT BpuTtaHis Bonbthpartcxa 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHK. 3MiHa peyenmom
w1, abo 20 My Nimiteq y3eH M'm6X HaliMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa
chnakoHax; no 1 (BnacHvka peecTpadiiHoro noceigyeHHs) (3miHa
hnakoHy y KopoobLii agpecy 3asBHKKa (BNacHMKa peecTpauiiHoro
noCBigYeHHs)
427, ®ONIEBA KUC/IOTA | tabnetku no 1 mr, no 50 MpAT "TexHonor" YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4380/01/01
TabNeTOoK y KOHTElHepi; "TexHonor" 3MiHM | TMNY - 3MiHa po3mipy cepii (BKIOYaoun peyenmom
no 1 koHTeiiHepy B JianasoH po3Mipy cepii) roTOBOro /likapCbKOro
nadui; no 10 Tabnetok y 3aco0y - 36ibLUeHHs po3mipy cepil
6nicTepi; no 5 6nictepis 2 000 000 wTyk TabneTok
y nayuj
428! ®OJIIEBA KUC/TOTA | Ttabnetku no 5 mr, no 50 MpAT "TexHonor" YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4380/01/02
TabneToK y KOHTeliHepi; "TexHonor" 3MiHM | TMNy - 3MiHa po3mipy cepii (BkIOYaoun peyenmom
no 1 koHTeiiHepy B JianasoH po3Mipy cepii) roTOBOro /likapCbKoro
naJui; no 10 Tabnetok y 3aco0y - 36iNbLUeHHs po3mipy cepil
6nicTepi; no 5 6nictepis 2 000 000 wTyk TabneTok
y nayuj
429, ®TOPOJIK PO34mH N8 iH'ekuiiA, 50 MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6947/01/01
Mr/Ma no 5 mn B amnyni; "PAPMCTAHIOAP "®APMCTAH 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 10 amnyn B nauuj; no T-6IOJIIK" OAPT-BIOIK" HaliMeHyBaHHs Ta/abo apecu 3asiBHMKA
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

5 mn a6o no 10 mn, a6o
no 20 mA y do1akoHi; no
1 a6o no 10 dpnakoHiB B
nauui

(BnacHvKa peecTpaLiiiHoro nocBigYeHHs1) (3mMiHa
agpecy 3anBHVKa); 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecun micua NpoBamKEHHS AiANbHOCTI
BMPOGHUKa/iMnopTepa roToBoro /ikapCbKoro
3aco6y, BK/II0YAKUM AifbHULL BUNYCKY cepii abo
MicLie NPOBEAEHHS KOHTPOTIO AKOCTI.
(aisnbHICTb, 3a AKy BignoBsigae
BMPOGHMK/IMNOpTEp, BK/IOYAUM BUMYCK Cepiid)
(NpvBeAEHHS MiCcLLe3HaX0MKEHHS BUPOOHMKA
N3 NAT "®APMCTAHOAPT-BIONIK", YkpaiHa y
BiANOBIAHICTb A0 JliueHsii Ha BUPO6GHMLTBO.
Micue BUpo6HMLTBA He 3MiHUA0CA); 3MiHKM | Tuny
- AgMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOI
AiNbHULI (BKAOYaoumn ginbHuLi ana Adl,
NPOMDXHOro NPoAyKTy abo rotToBOro Nikapcbkoro
3acoby, 4inbHNL ANA NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiAMNOBiAaSIbHOTO 3a BUMYCK Cepil,
MicLLe NpoBefEeHHS KOHTPOsILO cepii) abo
nocTavyanbHviKa BUXiAHOTO Matepiasy, peareHty
ab0 AONOMIXXHOT PeyoBUHM (SKLLO 3a3HaYeHo y
pocbe) CynyTHSA 3MiHa - 3MiHK 3 siKOCTi. [0ToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBanbHuii 3aci6. 3MiHa
pPO3Mipy ynakoBKv roTOBOro MikapCcbKoro 3acoby
(BUNYYEHHS yNakoBK1 NEBHOrO poO3Mipy)
(BWTyYEHHSI BUPOGHMYOT AinbHnui [N13 TOB
«OHKO OXXEHEPIKC», YkpaiHa 3riHO pilleHHs
3a9BHMKA, Ta AK HACMIA0K BHECEHHS 3MiH Y p.
«YnakoBKa», BU/Ty4aloTbCs YNakoBKu
nikapcbKoro 3acoby, siki BAPOGASNNCH Ha Lt
BMPOG6HUUIN AinbHuui (No 5 mn abo no 10 mn, abo
no 20 mn y dpriakoHi; no 1 dpnakoHy B nauuj; «in
bulk» no 108 chnakoHiB no 5 mn abo no 70
chnakoHis no 10 mn a6o no 20 ma NoMiWwaTb B
NOTOK. JIOTOK 3 dp/lakoHamm ynakoByHOTb B
nnisky); 3MiHun | Tuny - 3mMiHu WoA0
6e3nekn/edhekTMBHOCTI Ta papMakoHarisgy
(iHWi 3miHW) (3amiHa rpad)iyHOro 306paXKeHHs
YNaKoBKM Ha TEKCT MapKyBaHHSA A5 NEPBUHHOT
Ta BTOPVHHOT YNaKoBKM Y 3B’A3KY 3 NPUBEAEHHAM
y BignoBigHicTb Ao Hakazy MO3 YkpaiHu Ne 426
Bif, 26.08.05 (y pepakuii Hakazy MO3 YkpaiHu
Ne460 Big 23.07.2015 p.) Ta BUNYYEHHS
MapKyBaHHS! pPOCIliCbKOK0 MOBOI0); 3MiHu | Tny -
3MiHK 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.

CuncTemMa KOHTelHep/3aKynoproBasibHUiA 3aci6.
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiHa po3Mipy ynakoBKv roTOBOro NikapcbKoro
3ac06y (BUIyYEHHS YNaKOBKN NEBHOrO PO3Mipy)
(BunyueHHs nakyBaHHs ans BuUpobHuka MAT
"®APMCTAHOAPT-BIOJIK", YkpaiHa - y chopmi
in bulk: no 108 cpnakonis no 5 mn aéo no 70
chnakoHiB no 10 mn a6o no 20 ma NomiwaTb B
NOTOK. JIOTOK 3 dh/lakoHammM ynakoByOTb B
nniBKy)
430, ®YNBECTPAHT NopoLLOK (cybcTaHuis) y Yemo I6epika, IcnaHis IHaycTpiane ITanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: - UA/14133/01/01
noAgiliHmx C.A. Kimika, c.p.n. 3MiHu Il Tuny - 3miHn 3 AkocTi. APl BupobHMUTBO
nonieTuIeHoBmx - OHoB/ieHnn DMF, y 3B’3Ky 3 BBE,EHHAM
nakertax gns nonpaskn EDQM Ta oTpumaHHsam CEP; cynyTHsA
BUPOGHMLTBA 3MiHa: NO4AaHHSA HOBOTO cepTudikaTa
CTEePU/IbHUX Ta BiANOBIAHOCTI EBponeiickkili hapmakonei CEP
HecTepusibHUX Ne RO-CEP 2015-169-Rev 00 Big Bxe
NiKapcbknx chopm 3aTBEPKEHOIO BUPO6HMKA
431) ®YPOCEMIA- Tabnetkn no 40 mr no 10 MpAT YKkpaina MpAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/2353/01/01
AAPHULA Tab/1eTOK Y KOHTYPHIi "®apmavueBTnyHa "®apmaueBTn 3MiHM | TUNY - 3MiHa Y MeToaax BUNpobyBaHHS peyenmom
YapyHKOBIll ynakoBLi, No ipma "AapHuua" YyHa dhipma A®| abo BMXigHOrO matepiany/npomiKHOro
5 KOHTYPHMX YapyHKOBMX "fapHnus” NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
yNakoBOK y nayui npoveci BupobHuuTea A®I (iHWwi 3MiHM Yy MeToAax
BMNPOGYBaHHSA (BK/ItOYaoumn 3amiHy abo
[ONOBHEHHST) A®| abo BMXiAHOTO/MPOMIXXHOIO
NPOAYKTY); CyNnyTHA 3MiHa: 3MiHa y napameTpax
cneumdikadin Ta/abo gonycTMMUX MeX,
BM3HA4YeHUX y cneyucpikauisx Ha Adl, abo
BVIXiHUIA/NPOMIDXXHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYIOTbCSA Y npoueci BupobHuLtea Ad®I
(iHLWi 3MiHW)
432] XAPTMAHA PO3U4UWH | po3unH ans iHdysiii no MpusaTHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1056/01/01
200 mn, 250 mn, 400 mn, akujioHepHe aKuioHepHe 3MiHu Il Tuny - 3MiHa BUPOGHYMKa peyenmom
500 mMAy nasLwkax TOBapUCTBO TOBapUCTBO BUXiZHOrO/MPOMIKHOTO NMPOAYKTYy/peareHTy, Lo
"IHdy3ia" "IHdy3ia" BUKOPUCTOBYIOTLCSH Y BUpOBHMYOMY npoueci AdI,
abo 3miHa BUpOoOBHYKa (BkNoYaroun, ae
HeobXxiHO, MicLie NPOBEAEHHS KOHTPOJIH0 AKOCTI)
A®I (3a BiagcyTHOCTI cepTudpikata BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAKeHOMY
[0cbe)(BBEAEHHS HOBOrO BUpOOHUKa Ad| 3
HaZaHHAM MacTep-ghaiina Ha API)
433 X1oPO®ININT Tabnetky no 12,5 mr no ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux martepianis: 6e3 UA/1556/01/02
10 TabneTok y 6nictepi; 0bMexeHoto BMPOGHMLITBA, 3minu |l Tuny - 3MiHn WoAao peyenma
no 2 6nictepun y nauw; BiANOBIAA/ILHICTIO KOHTPONb 6e3nekn/edrekTUBHOCTI Ta thapMakoHarnagy.
no 20 TabneTtok y "[ocnigHnii 3aBog SIKOCTi, BUNYCK BHeceHHs abo 3MiHa(1) A0 3060B'sA3aHb Ta YMOB
6nicTepi, no 1 6nictepy "rTHUaC" cepii: BMAAui peecTpauiiiHoro noceig4YeHHs,
y nauui ToBapucTBO 3 BK/IOYatoum MnaH ynpasniHHA pusvikamm
06MexeHo (3acTocyBaHHs 3MiH(1), sKi(a) BUMararTb(€)

BignoBiAa/IbHi

noAabWworo 06rpyHTYBaHHS HOBUMM
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
CTIo [00aTKOBUM AaHVMW, L0 MaloTb HafaBaTncs
"AocnigHnii KOMMNETEHTHUM OpraHoM, OCKi/IbKN BUMaraeTbCsi
3aBof, CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
"rHUNC, (BrKOHaHHSA 3060B'A3aHb BiNOBIAHO A0
YKpaiHa,; nignyHkTy 1.13 nyHKTY 1, NigNyHKTY 2.3 NyHKTY 2
BCi cTagii poaartky 15 o MopAagky nposedeHHA
BMPOOHULTBA, eKcnepTu3n peecTpauiiHnx Matepianis Ha
KOHTPO/1b nikapcbki 3acobwm, Lo NoAaTbCs Ha AepXasHy
AKOCTI, BUMYCK peecTpadito (MepepeecTpawiio), a Takox
cepii: eKcnepTm3n matepiasiiB Npo BHECEHHS 3MiH [0
TosapucTso 3 peecTpauiiiHux maTepiasnis NpoTarom fgii
0bMexeHot peecTpauiiHoro NocBigYEHHS, 3aTBEPAXKEHOr0
BiANOBiAa/bHI Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
CTIO Haka3y MO3 Big 23.07.2015 Ne 460)
"GapmaueBTn
YHa KoMMaHis
"3popos'a"’,
YKpaiHa
434, Xnopooinint Tabnetkv no 25 mr no 40 ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/1556/01/01
Tabnetok y 0bMexeHot BMPOGHMLITBA, 3Mminu |l Tuny - 3MiHn WoAao peyenma
KOHTelHepax BiANOBIAA/IbHICTIO KOHTPONb 6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
nnactmacosux; no 10 "[locnigHwii 3aBog, AKOCTI, BUNYCK BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
TabneTtok y 6nictepi; no "rTHUaC" cepii: BMAAYi peecTpauiliHoro nocsigveHHs,
2 6nictepu y nayyj; no ToBapucTBO 3 BK/IOYatoum MnaH ynpasniHHA pusvikamm
20 Tabnetok y 6nictepi, 06MeXeHo (3acTocyBaHHsA 3MiH(K), siki(a) BUMaratoTb(€)
no 1 6nictepy y nauui BiANOBIAA/bHI NoAasbLIOr0 O6r'pyHTYBaHHS HOBMMM
CTIO [0[aTKOBUM AaHVMK, WO MaloTb HafaBaTucs
"focnifHnii KOMNETEHTHUM OpraHoM, OCKifIbKW BUMaraeTbesl
3aB0O/, CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
"THUC", (BukoHaHHS1 3060B's13aHb BifNOBIAHO A0
YKpaiHa; nignyHkTy 1.13 nyHKTY 1, NigNyHKTY 2.3 NYHKTY 2
BCi cTagii poaartky 15 no Mopsagky nposefeHHsA
BUPOGHMLITBA, eKCMepTn3n peecTpauiiHux maTtepianis Ha
KOHTPO/b nikapcbki 3ac06M, L0 NOAAITLCA Ha AepXaBHY
SIKOCTi, BUNYCK peecTpauito (nepepeecTpawito), a Takox
cepii: eKcrnepTn3n matepiaslis Npo BHECEHHS 3MiH 40
ToBapucTBo 3 peecTpauiiiHux MaTepiasis NpoTsarom gl
06MeXeHOo peecTpauinHOro NoCBiAYEHHS, 3aTBEPAKEHOTO
BignosiganbHi Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegakuii
CTHO Haka3y MO3 Big 23.07.2015 Ne 460)
"®apmauesTu
YHa KoMMaHis
"3p0pos'a”,
Ykpaina
435/ XnorPooIininT Tabnetkv no 25 mr no 40 ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/1556/01/01
Tabnetok y 06MeXeHoto BMPOOHULITBA, 3MiHu | TNy - 3MiHa NapameTpiB cneuudikavii peyenma
KOHTeliHepax BiANOBIAA/IbHICTIO KOHTPO/b Ta/abo foNyCTMMUX MEX NEPBMHHOI YNaKOBKM
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

nnactmacosux; no 10
TabneTtok y 6nictepi; no
2 6nicTepn y nauuj; no
20 Tabnetok y 6nictepi;
no 1 6nictepy y nauui

"[locnigHwii 3aBog,
"rHunCc"

AKOCTI, BUNYCK
cepii:
ToBapucTBO 3
06MexeHot
BiANOBIAA/bHI
CTIO
"OocnigHnii
3aBof,
"rHunct
YKpaiHa; BCi
cragii
BMPOGHMLITBA,
KOHTPO/b
AKOCTI, BUNYCK
cepii:
ToBapucTBO 3
0bMexeHot
BignoBiAa/bHI
CTIo
"®apmavesTu
YHa KOMMaHis
"3p0pos'a”,
Ykpaina

roTOBOrO NikapcbKoro 3acoby — 3miHa
napameTpiB cneuudikauii Ta MeTOAIB KOHTPOO
AKocTi 3a N. «MBY» NepBMHHOI yNakoBKu
roTOBOrO NiKapCbKOro 3acoby; CynyTHS 3MiHa:
3MiHa y MeTogax BUnpobyBaHHsA NePBUHHOI
yNaKoBKM rOTOBOTO NiKapCbKOro 3acoby
(He3HauHi 3MiHW y 3aTBEPKEHNX MeToAax
BMNPOGYBaHb); 3MiHW | TUNY - 3MiHa NapameTpis
cneundikauii Ta/abo AONYyCTUMMX MEX A5
[0NOMDKHOT peYOBMHU — 3MiHK crieundikaLii Ta
METOZIB KOHTPOJIHO SAKOCTi AONOMIKXHOT PEYOBUHU
LlyKOp 3 ypaxyBaHHAM BUMOT MoHorpadii EP;
CYNyTHSA 3MiHa: 3MiHa Y MeToax BUNpo6yBaHHs
[LOMNOMDKHOT peYOBMHU (HE3HAYHI 3MiHN Y
3aTBEPMKEHUX MeTogax BUNpobyBaHb); 3MiHu |
TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeaeHHs y BiANOBIAHICTb A0 MoHorpadii PY
abo €sponelicbkoi thapmakonei, abo iHLoi
HauioHanbHOT hapmakonel gepxasun €C (3MmiHa y
cneumdikauisix, nos'asaHa 3i 3miHamu B JdY,
abo Epornelicbkiin hapmakonei, abo iHLLiA
HaujioHasnbHili hapmakonei gepxasu €C) — 3MiHU
y cneuudikaLii Ta MeTofax KOHTPO/IO Ha itouy
peyoBuHY XNopodininTy eKCTpakT rycTuii 3a n.
«MBUY» (npuBefeHHs y BiANOBIAHICTb 4O BUMOT
[dY); cynyTHA 3miHa: 3MiHa y MeTogax
BMnNpobyBaHHa APl abo BMXigHOTO
mMarepiany/npoMbKHOro NpoAayKTy/peareHTy, LWo
BMKOPWCTOBYETbLCA Y NpoLieci BUpo6HuuTea AdI
(iHWi 3mMiHM y MeToAax BUNPO6YyBaHHS
(BKtOYatoum 3aMiHy abo fonoBHeHHs) APl abo
BWXi4HOrO/MPOMIXHOro NPOAYyKTY); 3MiHu | Tuny -
3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BigNoBigHICTL A0 MOHOrpadii 4PY abo
€sponelicbkoi hapmakonei, abo iHwoi
HaujioHanbHOI dhapmakonei gepxasu €C (3miHa 'y
cneumaikauisx, nos'a3aHa 3i 3amiHamy B Y,
abo €sponeiicbkiin hapmakonei, abo iHLWin
HaLljioHasnbHili hapmakonei gepxasu €C) —
npuBeLEeHHs cneundgikaLii Ta MeTOAIB KOHTPOSIO
AKOCTI OMOMDKHUX PEYOBUWH Y BiANOBIAHICTb A0
BuMmor EP Ta ®Y; cynyTHS 3MiHa: 3MiHa y
MeToAax BUNPo6YBaHHA [ONOMDKHOI PEHOBUHM
(He3HauHi 3MiHW y 3aTBEPAKEHNX MeTohax
BMMNPOGYBaHb); 3MiHN | TUMY - 3MiHW, NOB'A3aHi 3
HEOB6XiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY abo €sponencbkoi
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

thapmakonei, abo iHLIOT HalioHa/IbHOT
thapmakonei gepxasu €C (3miHa 'y
cneumdikauisix, NoB'A3aHa 3i 3aMiHOH BUMOT
MoHorpadii dY abo iHLWOT HalioHaIbHOT
thapmakonei gepxasu €C Ha BUMOTY
MoHorpadii EBponelicbkoi hapmakonei) —
npuBeLEeHHs cneundikaLii Ta MeTOAIB KOHTPOSIO
AKOCTI OMOMDKHUX PEYOBUWH Y BiANOBIAHICTb A0
BuMor EP; cynyTHA 3miHa: 3miHa y meToAax
BUNPOBYBaHHSA LOMNOMIXHOI peYOBUHM (HE3HAYHI
3MiHM y 3aTBEPMKEHNX MEeTofax BUNpobyBaHb);
3MiHM | TUMY - 3MiHa NocTavasIbHUKa
nakyBaslbHUX Matepiasis a60 KOMMNIEKTYHUNX
(AKLW,0 3a3Ha4eHo B A0CbE) (3amMiHa abo
[ofaBaHHA noctavasibH1Ka) - 3amiHa BUPO6HMKa
NepBUHHOIO NakyBaHHS (MiBKN
NONIBIHIIXTOPUAHOI) Ta AK HACNIAOK, 3MiHa
AKICHOTO Ta KifIbKICHOro CKnagy nakyBasibHOro
maTepiany; NnprBeAeHHA napameTpis
cneuudikaLii NAiBKM NOAIBIHINXI0PUAHOT A0
BMMOT HOPMAaTUBHOI AOKyMeHTauil
3anpornoHOBaHOro BUPOGHMKA; CynyTHS 3MiHa:
3MiHa y NepBWHHIl yNakoBLji roTOBOro
NiKapcbKoro 3acoby (SKiCHWI Ta KinbKiCHWIA
cknapg) - TBepai Nnikapcbki hopmu - 3miHa
napameTpiB cneyndikauii Ta/abo AonycTUMmX
MeX NepBYHHOT YNakKoBKM FOTOBOTO NiKapCbKOro
3aco6y (iHLWi 3MiHK)

436

XnopooininTt

Tabnetkn no 12,5 mr no
10 TabneTok y 6nictepi;
no 2 6nictepun y nauw;
no 20 TabneTok y
6nicTepi; no 1 6nictepy
y nauui

ToBapucTso 3
06MEeXeHOo

BiANOBIAA/ILHICTIO
"[ocnigHnii 3aBog

"rHyaCct

Ykpaina

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b
AKOCTI, BUNYCK
cepii:
ToBapucTBO 3
obMexeHot
BignosiganbHi
CTIo
"flocnigHnii
3aBof,
"rHunct
YKpaiHa; BCi
cragii
BMPOBGHULTBA,
KOHTPO/b
AKOCTI, BUNYCK
cepii:
ToBapuCTBO 3

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHM | Tuny - 3MiHa napameTpiB cneuudikawii
Ta/abo [oMYyCTMUX MEX NEPBUHHOI YNaKkoBKu
roTOBOrO NiKapCbKOro 3acoby — 3amiHa
napameTpiB crneundikawii Ta MeToaiB KOHTPOIO
AKOCTi 3a N. «MBY» nepBMHHOT ynakoBKun
rOTOBOrO NiKaPCbKOro 3acoby; CynyTHS 3MiHa:
3MiHa y MeToAax BUNpobyBaHHSA NepBUHHOT
yMakoBKM rOTOBOrO NikapCbKOro 3acoby
(He3HauHi 3MiHM y 3aTBEPAKEHNX MEeTohax
BMNPOGYBaHb); 3MiHM | TUNY - 3MiHa NapameTpiB
cneumdgikauii Ta/abo AONYCTUMMX MEX AN
[0NOMIKHOT peUYoBMHM — 3MiHK crieundikavii Ta
MEeTOZIB KOHTPOJItO AKOCTi AOMOMIKHOI pe4OBUHM
LlyKOp 3 ypaxyBaHHsM BUMOr MoHorpadii EP;
CYnyTHA 3MiHa: 3MiHa y MeTogax B1npobyBaHHs
[0MOMDKHOT PEYOBMHU (HE3HAUHI 3MiHW Y
3aTBEPAKEHNX MeTofax BUNPOoGyBaHb); 3MiHK |
TUMY - 3MiHW, NOB'A3aHi 3 HEObXiAHICTIO

6e3
peyenma

UA/1556/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
06MeXeHo NpuBeLEHHN y BIAMNOBIAHICTb A0 MoHorpadii AdPY
BiANOBIAA/bHI abo €sponelicbkoi thapmakonei, abo iHLoi
CTIO HaujioHanbHoI dhapmakonei gepxasu E€C (3miHa 'y
"®hapmaueBTu cneumaikauisx, nos'a3aHa 3i 3amiHamy B Y,
YHa KOMNaHis abo Eponelicbkiin hapmakonei, abo iHLLii
"3popos's", HaujioHanbHili hapmakonei gepxasu €C) — 3MiHU
Ykpaina y cneundikauii Ta MeTogax KOHTPO/IK Ha fitody

peyoBuHY XNopodininTy eKCTpakT rycTuii 3a n.
«MBUY» (npuBefeHHs y BiANOBIAHICTb 4O BUMOT
[OdY); cynyTHA 3MmiHa: 3MiHa y MeTofax
BunpobysaHHa APl abo BMXigHOTO
marepiany/npomMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(iHWi 3mMiHM y MeTogax BUNPoGyBaHHSA
(BKtOYatouM 3amiHy abo JonoBHeHHS) A®| abo
BVXiZAHOro/NPOMIXHOr0 NPOAYKTY); 3MiHU | TUny -
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiAMNOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonel, abo iHwoT
HauioHasIbHOIT chapmakonei gepxasun €C (3MmiHa y
cneumdikauisix, noB'a3aHa 3i 3MiHamu B JdY,
abo €ponelicbkiit papmakonei, abo iHLLiA
HaLujioHasbHIli hapmakonei gepxasu €C) —
npuBefeHHs cneundikauii Ta MeTOAIB KOHTPOSIO
AKOCTi JONOMIXXHUX PEYOBVH Y BIAMNOBIAHICTb A0
Bumor EP Ta IdY; cynyTHsA 3miHa: 3miHa y
MeToAax BUNPo6YyBaHHSA [OMNOMDKHOI PEHOBUHM
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeTofax
BMNPOOGYBaHb); 3MiHW | TUNY - 3MiHW, NOB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo €Bponeicbkol
hapmakonei, abo iHLLIOi HaLioHasTbHOT
thapmakonei gepxasu E€C (3miHa 'y
cneumaikalisx, nos'a3aHa 3i 3amiHOKO BUMOT
MoHorpadii Y abo iHWOoT HauioHanbHOT
thapmakonei gepxasun €C Ha BUMOru
MoHorpadii €Bponelicbkoi hapmakonei) —
npuBefeHHs cneundikauii Ta MeToAiB KOHTPOSIO
AKOCTi OMOMDKHUX PEYOBUWH Y BiAMNOBIAHICTb A0
BuMoOr EP; cynyTHA 3miHa: 3MiHa y MeToaax
BMNPOGYBaHHA JOMOMDKHOI PEYOBUHW (HE3HAYHI
3MiHM y 3aTBEPMAKEHUX MEeTofax BUNpobyBaHb);
3MiHM | TUNY - 3MiHa NnocTavaibHUKa
nakyBas/lbHUX MaTepianis abo KOMMIEKTYUNX
(Ko 3a3Ha4YeHo B Jocbke) (3amiHa abo
[oflaBaHHA nocTavasibHKKa) - 3aMiHa BUpOOHUKa
NepBMHHOIO NakyBaHHS (N/1iBKK
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NONIBIHIIX0PUAHOT) Ta AK HAcNifoK, 3MiHa
SIKICHOrO Ta KiNIbKICHOro ckiiagy nakyBaslbHOro
maTepiany; NpvBefeHHA napameTpis
cneuudikaLiii NNiBkM NoniBiHINXN0pPUAHOT A0
BMMOTI HOPMAaTUBHOI AOKyMeHTauil
3anporoHOBaHOro BUPOBHUKA; CyMyTHS 3MiHa:
3MiHa y NEePBUHHIli yNakoBLi roTOBOro
NiKapcbKoro 3acoby (KICHWI Ta KinlbKicCHWI
cknap) - TBepAi nikapcbki hopmMm - 3MiHa
napameTpiB cneuudgikauii Ta/abo AonycTUMmX
MEX NePBNHHOT YNakoBKN FOTOBOTO NiKapCbKOro
3aco6y (iHwWi 3MiHK)
437, Xnopooinint po3unH B onii, 20 mr/Mn ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/1556/02/01
no 20 mn y donakoHi, no 06MEXEHO BMPOGHULTBA, 3MiHK | TUny - 3MiHa po3mipy cepii (BkOUaoum peyernma
1 chnakoHy B KOpob6Li BiANOBIAA/IbHICTIO KOHTPONb JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
"[locnigHwii 3aBog, AKOCTI, BUNYCK 3acoby - BBEIEHHsI 4,04aTKOBOro po3mipy cepii
"rTHLUIC cepii: roTOBOro NiKapCbKOro 3acoby Ans 3aTBepakKeHol
ToBapucTBO 3 OinbHUU BUpo6HuuTBa TOB "dapmayeBTryHa
06MeXeHo KoMnaHis "340poB'a"; 3anponoHOBaHo:
BiANOBIA&/bHI Brpo6Huk: TOB "®dapmaueBTnyHa KomnaHis
cTo "3p0poB'a”, po3mip cepii cknagae: 198,483 kr
"OocnigHnii (10,846 Tunc. yn.) — no
3aB0O/, 20 mMn y donakoHax; Ao4AaTKOBMIA po3mip cepil
"rHUnC, cknagae: 45,750 kr (2,500 Tuc. yn.) —no 20 mny
YKpaiHa; BCi donakoHax, 457,500 kr (25,000 Tuc. yn.) — no 20
cTagji My chrakoHax
BMPOGHMLITBA,
KOHTPO/b
AKOCTI, BUNYCK
cepii:
ToBapucTBO 3
obMexeHot
BignosiganbHi
CTIo
"®apmauesTu
YHa KoMMaHis
"3p0pos'a”,
Ykpaina
438! XONnAron Kpanni opasibHi, pO34uH, TEBA 13painb TeBa Yex Yecbka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/2643/01/01
no 10 mn y doakoHi 3 dapmauesTikan IHpacTpi3 Pecny6nika 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHK. 3MiHa peyenma
KPWLLIKOHO- IHgacTpi3 /T4, c.p.o. HaliMeHyBaHHA Ta/abo agpecu micus

KpanenbHuueto; no 1
1akoHy B KOpo6LIi

NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO /iKapCbKOro 3acoby, BK/IYaoum
OiNbHAULI BUNYCKY cepii abo MicLe NpoBeAeHHSs
KOHTPOJO SKOCTI. (is/IbHICTb, 3a SIKy BiAnoBsifae
BMPOGHWK/IMNOPTEpP, BKOYAKYN BUMYCK CEPiid)
(3miHa agpecun BUpo6HMKa TeBa Yex IHAacTpi3
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
C.p.0., 6e3 3MiHu Micus BUpo6HMLTBA) (TepMiH
BBE/EHHS 3MiH NPOTAroM 6-T1 MicALIB Micns
3aTBEpMXEHHS); 3MiHM | Tuny - 3MiHK Woao
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnsgy
(iHwWi 3MiHW) (OHOBNEHHS BXE 3aTBEPKEHOrO
TEKCTY MapKyBaHHS, a came: BUNYYEHHS] TEKCTY
MapKyBaHHS1 POCi/iCbKOI0 MOBOIO, 3 paHill
3aTBEPAKEHOrO YKPAiHCbKOK Ta POCICbKO0
mMoBamu) (TepMiH BBEAEHHS 3MiH MPOTATOM 6-Tn
MicALiB Nicna 3aTBepAKEHHS)
439, XOHAPOITUH kancynum no 30 a6o 60 MPAT Ykpaina B1po6HMK, Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux Mmvuartepianis: 6e3 UA/4461/01/01
KOMMNJEKC Karcyn y KoHTeliHepi; no "®ITOPAPM" BignoBigasIbHU 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenma
1 KOHTeliHepy B nauyyj; 3a HaliMeHyBaHHs Ta/abo agpecu Micus
no 6 kancyny é6nictepi; BMPOBGHULTBO, NPOBaKEHHS AiS/IbHOCTI BUpOBHMKa/imMnopTepa
no 5 a6o no 10 nepBuHHe, roTOBOrO /liKapCbKOro 3acoby, BKIoYaun
6nicTepis y navui BTOPWUHHE OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
nakyBaHHs, KOHTPO/IO SIKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
KOHTpONb Ta BMPOGHMK/IMNOpTEp, BK/OYAUM BUMYCK Cepiii)
BUMYCK cepii: (3MiHa HalilmeHyBaHHs Ta afpecu BUPOOHMKa
MPAT N3, 6e3 3miHn micua BUpobHMLTBA (3MiHa
"®ITOPAPM", dhopMK B/IACHOCTI NigNpuemMcTea Ta
YKpaiHa; nepeiimeHyBaHHsi M. APTEMIBCbK B M. BaxmyT), 3
B1po6HMK, BiANOBIAHUMY 3MiHAMW Y MapKyBaHHi yNnakoBKw)
BignoBigasbHU (TepMiH BBEAEHHS 3MiH NPOTArOM 1-ro poky
3a nicns 3aTBepakeHHs); 3MiHu | Tuny -
BMPOGHMLITBO, AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nepBuHHeE, Ta/abo agpecu 3asBHUKa (BacHuKa
BTOPWUHHE peecTpaLiiiHoro nNocBig4eHHs1) (3MiHa
nakyBaHHs, HalilMeHyBaHHs Ta agpecu 3asBHuka) (TepMiH
KOHTPO/b BBEJIeHHSA 3MiH NPOTArom 1-ro poky nicns
AKOCTI: 3aTBEePAKEHHS)
TOB
"AcTpadhapm”,
YKpaiHa
440, LETNO® TabneTkn, BKPUTI OpraHocvH Naiidy IHgis EBepTomxeH IHais BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: - UA/16176/01/01
NAiBKOBOK 000I0HKOH, CaeHcus MeT. /114, Naidp 3MiHK | TUNY - 3MiHK WoA0
no 5 mr in bulk: no 1000 CaeHcus 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.
y NOABIAHNX Nimiteq BBefeHHs1 ab0o 3MiHM A0 y3arasibHEHNX JaHNX
nonieTNeHoBux npo cucTemy dpapmakoHarnsgy (BBefeHHs
nakeTax y3araslbHeHUX faHunx npo cuctemy

hapmMakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT 0cobum,
BiANOBIAa/IbHOI 3a 34iliCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 (hapmMakoHarnsgy 3asBHVKa
0N 340iCHEHHA hapmakoHarnsgy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHNA hapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHN y
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

pO3MilLLeHHi MacTep-thaiina cuctemu
thapmakoHarnagy) - firoya pegakuis:
YnoBHOBaXKeHa ocoba 3asiBHUKa, BignosigasibHa
3a (hapmakoHarnsag, - Nyano MaHHa
CranicnasiBHa. [TponoHoBaHa pefakLis:
YnoBHOBaXkeHa ocoba 3asiBHUKa, BignosigasibHa
3a (papmakoHarnsg, - -p Awy fiin Wapma / Dr.
Ashu Deep Sharma. KoHTakTHa ocoba 3asBHMKa
ONA 34jiiCHeHHs hapMakoHarisay B YkpaiHi -
LtaHreesa tOnist BanepiiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXeHOI 0cobu. 3MiHa MicuA
3[iiCHEHHS OCHOBHOI Aisi/TIbHOCTI 3
thapMakoHarnsagy. 3miHa MicLe3HaxoKeHHs
mMacTep-goaiinia

441,

LETNO®

TabneTku, BKpUTI
NAiBKOBOK 060/I0HKOIO,
no 5 mr no 10 TabneTtok
y 6nicTepi; no 1 a6o no
3 6nicTepU y KapTOHHIi
nauui

OpraHocvH Jlaiid
CaeHcus MBT. /114,

IHAis

EBepToaxeH
Naiidp
CaeHcus
Nimiteq

IHAjia

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHK | TURy - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 ab0 3MiHM [0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefLeHHs
y3araslbHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXKeHOT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsgy;
KOHTaKTHOT 0co6u 3 thapmakoHarnsgy 3asBHVKa
[ONA 3ajiicHeHHs dhapMakoHarnisay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOT 32 3AiICHEHHA hapmakoHarnsay
(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
pO3MiLLeHHI MacTep-thaiina cuctemu
thapmakoHarnsgy) - [iroya pegakuis:
YnoBHOBaxeHa 0coba 3asBHWKa, BifnoBigasibHa
3a (hapmakoHarnsg, - Nyano MaHHa
CranicnasiBHa. [TponoHoBaHa pefakLis:
YnoBHOBaxeHa 0coba 3asBHMKa, BifnoBigasibHa
3a (papmakoHarnsg, - -p Awy fiin Wapma / Dr.
Ashu Deep Sharma. KoHTakTHa ocoba 3asiBHUKa
ONA 34jiiCHEeHHs dhapMakoHarsay B YKpaiHi -
LtaHreesa HOnist BanepiiBHa. 3MiHa KOHTaKTHUX
[aHyX YNoBHOBaXeHOI 0co6u. 3MiHa MicuA
3/1iiCHEHHS OCHOBHOI AisiNTIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomKeHHs
mMacTep-goaiina

6e3
peyenma

UA/16177/01/01

442

LETNO® NNoC

TabneTku, BKpUTI
NAiBKOBOK 060I0HKOIO,
no 10 TabneTtok y
6nicTepi; no 1 6nictepy
Y KapTOHHi kopobuj, no
10 TabneToK y 6aicTepi;

OpraHocwH Jlaiid
CaeHcus MeT. JIT4.

IHais

EBepToaxeH
Nalidp
CaeHcus
NimiTen

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK LWoAo
6e3nekn/eekTMBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsagy (sefeHHs
y3araslbHeHNX faHvX Mpo cucTemy

6e3
peyenma

UA/15638/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 2 6nictepun y hapmMakoHarnagy, 3MiHa ynoBHOBaXeHOT 0cobum,
KapTOHHI kopobuj; no BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy;
10 TabneTok y 6nicTepi; KOHTaKTHOI 0co6u 3 hapMakoHarnsgy 3asBHuKa
no 3 6nictepn y [ANAa 3ajiiCHEeHHs dhapMakoHarnsay B YkpaiHi,
KapTOHHI KOPOOL; SKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0Cco6bu,
BiANOBIAA/IbHOI 32 34iiCHEHHA dapmakoHarnsagy
(BKIHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-haiina cuctemm
thapmakoHarnsgy) - [iroya pegakuis:
YnoBHoBaxeHa ocoba 3asBHUKa, BiAnoBifasibHa
3a thapmakoHarnsg, - MNyano MaHHa
CranicnasiBHa. [TponoHoBaHa pefakyisi:
YnoBHoBaxeHa ocoba 3asBHUKa, BiAnNoBifasibHa
3a dpapmakoHarnag - A-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. KoHTakTHa ocoba 3asiBHUKa
ONA 34iCHEHHsT hapMakoHarisay B YKpaiHi -
LLTaHreesa HOnis BanepiiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0co6u. 3MiHa MicLs
3[iACHEHHS1 OCHOBHOT Aisi/IbHOCTI 3
thapMakoHarnsgy. 3miHa MicLe3Haxo4KeHHs
MacTep-goaiina
443! LETNO® NnoC TabneTku, BKpUTI OpraHocviH Naid IHAis EBepromxeH IHAisa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/15639/01/01
NNIBKOBOK 060/1I0HKOIO, CaeHcuna MeT. /114, Naiidp 3MiHK | TRy - 3MiHK WoA0
in bulk: no 1000 CaeHcu3 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
TabneTok y NimiTen BBeneHHs1 ab0o 3MiHM [0 y3arasibHEHUX JaHuX
nonieTuIeHoBmx npo cuctemy chapmakoHarnsgy (BBefeHHs
naketax gns y3arasibHeHUX JaHvX Npo cuctemy

BUIOTOBJIEHHSI FOTOBUX
NiKapcbKnx 3acobis

hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0cobu,
Bi4NoBiga/IbHOI 3a 34iICHEHHST chapmakoHarnsay;
KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHuKa
[ANA 3jiCHEeHHs hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBa)XKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA ddapmakoHarnsagy
(BKTIHOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnagy) - firova pegakuis:
YnoBHOBaxeHa ocoba 3asBHUKa, BiANoBifa/bHa
3a thapmakoHarnsg, - Nyano MaHHa
CraHicnasiBHa. [MponoHoBaHa pefakL,is:
YnoBHOBaxeHa ocoba 3asBHUKa, BiANoBifa/bHa
3a papmakoHarnag - A-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. KoHTakTHa ocoba 3asiBHUKa
0N 34iCHEHHST hapMakoHarisay B YkpaiHi -
LLTaHreesa HOnis BanepiiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEeHOI 0co6u. 3MiHa Micus
3[jiACHEHHS1 OCHOBHOT Aisi/IbHOCTI 3
hapMakoHarnsgy. 3miHa MicLe3HaxomKeHHs
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Ne Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
mMacTep-gaiina
444, UNTPIK® NOPOLLIOK ANt MAT "dapmax” YkpaiHa MNAT "®dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 6e3 UA/15885/01/01
OpasIbHOro PO34UHY Mo 3MiHu 1l TUNYy - 3MiHK Woa0 peyenma
22,13 1 B cawe; no 10 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy.
calue B nayui 3 KapToHy BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAui peecTpaviiiHoro noceig4YeHHs,
BK/IOYatouM MnaH ynpaBniHHA pusvkamm
(3acTocyBaHHs 3MiH(1), ski(a) BUMararTb(€)
nofasbLIoro 06rpyHTyBaHHS HOBUMMU
[04aTKOBUM AaHVMW, L0 MaloTb HafaBaTncs
KOMMETEHTHVM OpraHoM, OCKiflbkM BUMaraeTbCs
CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
(BrKoHaHHSA 3060B'A3aHb Bi4NOBIAHO A0
nignyHkTy 1.8.2 nyHkty 1.8 gogatky 5 go
Mopsaky NPoBeAEHHS ekcnepTusu
peecTpavuiiiHux maTepiasnisB Ha nikapcbki 3acobu,
LLIO MOAAl0TLCA Ha AepXaBHY peecTpawiio
(nepepeecTpalito), a Takox ekcnepTnsn
mMaTtepianis Npo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasnis NpoTarom fgii
peecTpauiiHoro nocBifg4YeHHs, 3aTBepLKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
445, APUHA® TabneTku, BKpUTI Baiiep ®apma Al HimeuunHa nepBrHHa Ta HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11479/01/01
060/10HKO0, MO 21 BTOPUHHA 3MiHM | TUNY - NOAAHHA OHOBMIEHOTO cepTudiikata | peyenmom
Tabnetuyiy 6nictepi 3 ynakoBKa, BignoBigHOCTI €Bponelickbkili hapmakonei NeR1-
KaleH4apHOoH0 LLIKasIOolo; [03BiN Ha CEP 2009-070-Rev 00 ans gjto4oi pe4yoBuHu
no 1 6nictepy y BUNYCK cepil: Drospirenone Big, BXe 3aTBepAyKEHOro
nanepoBoOMy MilLeyKy B Baiiep ®apma BUPOGHMKA
KapTOHHIN nauui Al,
HimeuuunHa;
BMPOOHMLTBO
Hepo3dhacosa
HOT NpoAayKu,i:
Baliep
Baiimap Mm6X
i Ko. KT,
HimeyunHa

HauyanbHUK YnpaBniHHA chapMmaleBTUYHOI
OIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPoAYKLUiT

T.M. IacKkoBCbKUM
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MEPENIK
NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIO/TONYHNX NPEMAPATIB), AKUM BIAMOBEHO Y AEPXABHIN PEECTPALLIl, NEPEPEECTPALIII TA

AopaTtok 4

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

29.11.2017 Ne 1495

TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa Popma 3assHUK KpaiHa Bupo6Huk KpaiHa riocmasa Mpoyedypa
n/n | nikapcbko2 BUINYCKY
0 3acoby
1. CUMAAKC KOHLeHTpaT A/1A OpioH PiHNAHAIA OpioH PiHNAHAIA 3acigaHHa HTP | BigMoBUTU Yy 3aTBepKEHHi - BUNPaB/IEHHA TeXHiYHOI
NPUroTyBaHHA KopnopeiiwH KopnopeiiwH Ne 38 Bif MOMU/IKA B iHCTPYKUil A8 MeAMyHOro 3acTOCYBaHHA Yy
pO34nHYy AN 26.10.2017 po3ginax "Cnoci6 3actocyBaHHs Ta [03u", "OCHOBHI (Di3unkKo-
iHcbysii, 2,5 XiMiYHi BMacTMBOCTI", OCKifIbkM iH(hOpMaLis He € TeXHiYHO
mr/mMn, no 5 mny NMOMWIKOID Ta He BiAMOBiAA€ yMOBaM, 3a3Ha4yeHuM Yy Mn.2.4.
chnakoHi; no 1 Posginy VI Mopsigky NpoBeAEHHS eKCnepTu3n peecTpauinHnx
(h1akoHy B mMaTepianis Ha nikapcbki 3acobu, WO NoAalnTbCA Ha AepXaBHY
KapTOHHI kopoobUi peecTpaujto  (NepepeecTpavio), a TakoX eKcrnepTusun
matepianiB Npo BHECEHHS 3MiH A0 peecTpauiiHnx martepianis
NpoTAroM Aji peecTpauiiHoro MnocBifUYeHHsl, 3aTBEPXEHOro
Hakaszom MO3 YkpaiHu Big 26.08.2005 Ned26 y pepakuii
Haka3y MO3 Ykpainu Big 23.07.2015 Ne 460
2, COMINA3A® TabneTkn, BKPUTI MAT YkpaiHa MAT "Bitaminn" YkpaiHa 3acigaHHa HTP | BigmoBuUTU y 3aTBepmXeHHi - BUMpaB/ieHHA BiANoOBIAHOT
060/10HKOH, "BiTamiHn" Ne 39 Big TEXHIYHOI MOMUMIKM Yy pEeecTpaliiHOMy [0CbE Ha rOTOBUNA
KULLKOBOPO34YWHHI 02.11.2017 nikapcbknii 3acib, B po3gini 3.2.P.3.2. (Cknag Ha cepito),
no 10 TabneTtok y OCKi/IbKM 3a3HayeHe BUMNpaBfeHHA He Bignosigae npoueaypi
6nictepi, no 2 "BrvnpaBneHHs TeXHIYHOT NOMUKK", 3rifHO BUMOr Hakasy Bif
6nictepun y nayui 3 26.08.2005 p. Ne 426 (y pepakuii Hakasy MO3 YkpaiHu Bif,
KapTOHY 23.07.2015 p. Ne 460) Ta noTpebye BHECEHHS 3MiH B
YCTaHOBNEHOMY NOPSAAKY

HauyanbHuK YnpaBniHHA dpapmMmaleBTUYHOI

OIANBHOCTI Ta AKOCTi (papmavueBTUYHOT NPOAYKLiT

T.M. IacKOBCbKUu
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