MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
20.09.2017 Ne 111
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).



2
4. KOHTpOJIb 3a BUKOHAHHSM LJbOI'0 HaKa3y MOK/IAaCTU Ha 3acTyrHuKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



MEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIYHUX MNMPEMAPATIB), AKI BHOCATbLCA A0

Aopatok 1
A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHn
20.09.2017 Ne 1117

DEPXXABHOI'O PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHUN

Ne | HasBsa nikapcbko2o ®opma sunycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA Bionycky BaHHS peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
1. | AMITPUOTUNIHY NnopoLLoK abo KpucTanu ToBapucTBO 3 Ykpaina OJIOH C.IN.A. ITania peecTpaList Ha 5 pokis - He UA/16304/01/01
riaPOXNoOPUA, (cybeTaHuis) y 06MexeHo nionsizae
QTIOMIHIEBNX 260 BiANOBIAA/IbHICTIO
nosieTuIeHoBMX "XapkiBcbke
nakeTtax gns hapmaLeBTUyHE
hapmaLeBTUYHOro nignpyeMCcTBO
3aCToCyBaHHsA "30poB's Hapoay"
2. | TPAHY®IHK® kancynu Teepai Ne 30 TOB "OMETA YkpaiHa Owmera dapma HimeuunHa peecTpauis Ha 5 pokis 6e3 nionseae | UA/16305/01/01
®EMIHA (10x3), Ne 60 (10x6), GAPMA YKPATHA" MeHbtodhekde peyenma
Ne 120 (10x12) y piHr TM6X i
6nictepax Ko. KI
3. | INPATPOMIIO NOPOLLOK KpUCTaniuHuii TOB "MynbTicnpei” YkpaiHa Jly3oximika ITanisa peecTpadist Ha 5 pokis - He UA/16306/01/01
BPOMIA (cybeTaHuis) y C.n.A. nionseae
noABiliHMX nakeTax 3
nonieTuneny ans
chapmaLeBTU4YHOro
3acToCyBaHHsA
4. | MOHOMPOCT Kpanni o4Hi, po3unH, 50 NTABOPATYAP TEA dpaHuis EKCENBI3IOH dpaHuin peecTpavuia Ha 5 pokiB. 3a He UA/16308/01/01
mkr/mn no 0,2 mn B 3060B'A3aHHA Npy BUAA peyenmom nionsizae

0fIHOA030BOMY
KOHTeliHepi, no 5
OfIHOA,030BUX
KOHTEHepIB 3 €HaHNX
MiX COBO0H0 Yy CTPIUKy
(cTpwin) y cawe; no 6
cawte (Ne30) y KapTOHHii
Kopoo6ui

peecTpaLiiHoro NocBigYeHHst
BIACYTHI.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BITY 3 6e3neku
BiANOBIgHO [0 MOPsAAKY 34iCHEHHS
Harnsay 3a nobivHMMK peakuisiMm
nikapcbKknx 3acobis, 403BOSIEHNX A0
Me[MYHOro 3aCTOCYBaHHS,
3aTBepMAKeHoro Hakasom MO3 Big,
27 rpypHA 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
rocTuuii Ykpainu 29 ciuna 2007 poky
3a Ne73/13340, cTaHOBUTb:
BIANOBIAHO A0 NepioANYHOCTI
CKNafaHHsA perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neKku
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Ne | HasBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA Bionycky BaHHS peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
NikapcbKoro 3acoby, 403B0O/IEHOTO
[0 MeIMYHOro 3aCTOCyBaHHs, Ha
LLEHTPa/IbHOMY PiBHi.
5. | HIPYPOKCA3WUA cycneHsis opasibHa, 220 My6niyHe YkpaiHa My6niyHe YkpaiHa peecTpauist Ha 5 pokiB. 3a He UA/16309/01/01
Mmr/5 mn, no 100 mn y akuioHepHe akuioHepHe MepioAnYHICTb NOAAHHS PErynsapHo peyenmom nionsieae
donakoHi noniMmepHomy, TOBapUCTBO TOBapUCTBO OHOBJIIOBAHOrO 3BiTY 3 6e3nekn
no ogHoMy thriakoHy "HaykoBo- "HaykoBo- BiANOBIAHO A0 MopsAaky 34iACHEHHS
pasoM 3 JI0XKO0 BUPOGHNUNIA LEEHTP BUPOGHNUNI chapmakoHarnsgy, 3aTBepaXeHoro
[03YBa/IbHOIO B NauyL; "BopLuariscbkuii LEeHTp Hakazom MiHicTepcTBa OXOPOHU
no 100 mn y 6aHu;i Ximiko- "BopLyariBcbk 300pOB’A YKpaiHu Bif 27 rpyaHs
noniMepHiiA, No oaHii hapmaLeBTUYHNI niA Ximiko- 2006 poky Ne 898, 3apeecTpoBaHuii
6aHLi pa3om 3 JIOXKOH 3asoq" hapmavneBTuy B MiHicTepcTBi tocTuuii Ykpainm 19
[03yBasIbHOIO B Nauly; HWi1 3aBog” rpyaHs 2016 poky 3a Ne 1649/29779
no 100 M1y dnakoHi (y pepakuii Hakasy MiHicTepcTBa
CK/IAHOMY, NO OAHOMY O0XOPOHU 37,0pOB’A YKpaiHu Bif 26
chnakoHy pasom 3 BepecHs 2016 poky Ne 996),
NI0XKOI0 ,03yBa/IbHOI B CTaHOBWTb: 3rifHO 3 NigNYHKTOM 4
nauj NyHKTY 2 rnasu 3 posginy V.
6. | PEMOTIB TabneTku, BKPUTI Amakca Papma 1T/, Benvka BVMPOGHMLTBO LLiBefiuapis peecTpauia Ha 5 pokiB. 6e3 nionseae | UA/16299/01/01
NNiBKOBOK 060/I0HKOHO, BpuTaHis 3a NOBHUM 3060B’'A3aHHsA Npu Buaadi peuyenma
no 500 mr Ne30 (10x3), LMKIOM: peecTpauiiHoro nNocBig4yeHHs ans
Ne60 (10x6) y 6nictepax Makc Llennep NikapcbKoro 3acoby iCHyoTb —
3b0oHe AT, HafaHHA feTanbHOoro onucy
LLisefuapis CcMCTEMW YNpasiHHA pUsnkamm y
nepBuHHe BUMNAAj NNaHy ynpas/iHHA
nakyBaHHs pusmkammn o 30.10.2017 BignosigHO
(chacyBaHHs), o nignyHkTy 1.8.2 nyHkTy 1.8
BTOPVIHHE fopatky 5 Mopsaaky npoBefeHHs
nakyBaHHs1, eKCrepTn3n peecTpayintHnx
MapKyBaHHS: mMaTepianie Ha nikapcbki 3acobum, Lo
lHcana CA, noAatoTbCA Ha AepXaBHY
LLiBeiiuapis peecTpadito (nepepeecTtpadito), a
KOHTPOJ1b TakoX ekcnepTusn martepianis npo
AKOCTI: BHECEHHS 3MiH 10 peecTpaviliHnX
Nab6op MaTepianis NpoTArom Aii
Llonninrep Ar, peecTpauiiiHoro NocBigYeHHs,
LLiBefiuapis 3aTBepKeHoro Hakasom MO3 Big,
KOHTPO/b 26.08.2005 Ne 426 (y pepakuii
SIKOCTI: Haka3y MO3 Big 23.07.2015 Ne 460).
IHTepna6op MepiognyHICTb NOAAHHS PerynsipHo
benn Al, OHOBJIIOBAHOrO 3BiTY 3 6e3neku
LLiBefuapis BiANOBIAHO A0 MopsAaky 34iMCHEeHHS

chapmakoHarnsgy, 3aTBepmxeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’s YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuLii YkpaiHn 19
rpygHs 2016 poky 3a Ne 1649/29779
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Ne | HasBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA Bionycky BaHHS peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big 26

BepecHs 2016 poky Ne 996), ans
nikapcbKoro 3acoby CTaHOBUTb -
Bi4NOBIAHO A0 NepioAnYHOCTI
cKnafaHHsA perynspHo
OHOBJ/IKOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3aco6y, L03BOSIEHOT0
[0 MEINYHOro 3aCTOCYBaHHS, Ha
LEHTPa/IbHOMY PiBHi.

HayanbHuK YnpasniHHA chapmayeBTUYHOT
OIANBHOCTI Ta AKOCTI (papmaveBTUYHOT NPOAYKLiT

T.M. IAacKOBCbKUu




Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

20.09.2017 Ne 1117

MEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIN4YHUX NMPEMNAPATIB), AKI BHOCATbLCA A0
OEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3sBsa nikapcbko2o ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjitiHo2
ynakoska) Ka 0 NOCBIOYEHHs
1. | AMIHOKAMPOHOB | Ta6netku no 500 mr MPAT YkpaiHa MPAT YkpaiHa MepepeecTpauisi Ha HEOOMEXEHWIA TepMiH. 3MiHW | Tuny - 3a He UA/7449/01/01
A KUCNOTA no 10 TabneTok y "PITOPAPM" "®ITOPAP 3MiHu Woao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. | peyenmom | nidnsizae
6nicTepi; no 2 M 3MiHM Y KOPOTKili XapakTepucTuL, nikapcbkoro 3acoby,
6nicTepun y nadui; no TEKCTi MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
20 TabneTtoky 3aCTOCYBaHHSA reHepuYHNX/ribpuaHux/6ionodioHMx
KOHTelHepi nNikapcbKmx 3aco0biB MiC/1A BHECEHHSA TiEl caMoi 3MiHM Ha
pedoepeHTHUIA npenapart (3MiHa He NoTpebye HagaHHS
XOJHVX HOBUX AOAATKOBUX aHuX) - 3MiHM BHECEHO A0
HCTPYKLT AN MeAUYHOro 3acToCyBaHHS npenapary o
po3giniB “MNokasaHHa" , "MpoTunokasaHHA", "B3aemogis 3
iHLIMMKW NikapcbKMKU 3acobamu Ta iHLWi BUAn B3aeMogiii”,
"Oco6mBocCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
[o3n”, "Mob6iyHi peakuii " BigNOBIAHO A0 OHOBNEHOT
IHCTPYKLii pechepeHTHOro nikapcbkoro 3acoby
(AmiHOKanpoHoBa K1cnoTa, NOPOLLOK A1 OPasIbHOrO
3acToCyBaHHS, BUpobHmuTBa TOB"®apmaleBTuyHa
KoMnaHin"3g0poBs'a”).
MepiognyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOIO 3BITY
3 6e3neku BignoBigHO Ao Mopaaky 34iNCHEHHS
thapmakoHarnsgy, 3aTBepAKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'st YKPaAiHW Big, 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainu 19 rpyansa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakady MiHiCTepcTBa OXOpPOHM 340POB’s
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3 NiANYHKTOM 3 MyHKTY 2 rnasu 3 posainy V.
2. | BOAA Ansa PO3YUHHVKK ANS MpuBaTHe YkpaiHa MpuBaTHE YkpaiHa nepepeecTpauisi Ha HE0OOMeXeHW TEPMIH. 6e3 nionsizae UA/7306/01/01
IH'EKLLIA napeHTepasibHoOro akuioHepHe akuioHepHe peyenma
3acTOCyBaHHA Mo 2 TOBapUCTBO TOBapUCTBO MepiofUYHICTb NOAAHHS PErynsiPHO OHOB/THOBAHOIO 3BITY
M B amnyni; no 10 "Jlekxim - "Jlekxim - 3 6e3neku BignoBigHO A0 Mopaaky 34iNCHEHHS
abo 100 amnyn y Xapkis" Xapkis" thapmMakoHarnagy, 3aTBepAXeHoro Hakasom
nauuj; no 5 mn B MiHicTepcTBa OXOpPOHY 340POB’A YKpaiHu Big, 27 rpyaHs
amnyni; no 10 a6o 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHU Bionycky aHHsl peecmpayjitiHo2
ynakoska) Ka 0 NOCBIOYEHHs
100 amnyn y nauuy; tocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
no 2 mn B amnyni; (Y pegakuii Hakasy MiHicTepcTBa OXOPOHUW 340P0B’A
no 5 amnyny YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
6nicTepi; no 2 3rigHO 3 NignyHKTOM 1 NyHKTY 2 rnasu 3 po3giny V.
6nictepun y nadui; no
5 mn B amnyni; no 5
amnyn y 6nictepi;
no 2 6nictepun y
nauyj; no 10 mn B
amnyni; no 5 a6o 10,
a6o 100 amnyn y
nauyj; no 10 mn B
amnyni; no 5 amnyn
y 6nictepi, no 1 abo
2 6nictepn y nayyj
3. | BOAA Ansa PO3YUHHVKIK ANS MpuBaTHe YkpaiHa MpuBaTHE YkpaiHa nepepeecTpauisi Ha HE0OMeXeHW TeEPMIH. - He UA/16097/01/01
IH'EKLLIA napeHTepasibHOro akuioHepHe akuioHepHe nionsieae
3aCTOCYBaHHS in TOBapucTBo TOBapuCTBO MepiognyHiCTb NOAAHHA PErysIApHO OHOBJ/IIOBAHOTO 3BITY
bulk: no 2 mn, no 5 "Nlekxim - "JleKxim - 3 6e3neku BignoBigHO Ao Mopaaky 34iNCHEHHS
M1 a6o no 10 mn B Xapkis" Xapkis" hapmMakoHarnagy, 3aTBepAXeHoro Hakasom
amnyni, no 100 MiHicTepcTBa OXOPOHY 340POB’A YKpaiHu Big, 27 rpyaHs
amnyn y kopobui 3 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
neperopogxkamu tocTuuii Ykpainn 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3 NigNyHKTOM 1 NyHKTY 2 rnasu 3 po3giny V.
4. | raPOKCUCE4Y0B kancynu no 500 mr Megak HimeuunHa BMPOGHUK, Himeuun nepepeecTpavisi Ha HEOOMEXEHUA TEPMIH. 3a He UA/6720/01/01
MHA MEOAK no 10 kancyny lesenbladr Lo Ha peyenmom | nid/ssieae
6nictepi, no 10 dorop KNiHiwe Bignosigae 3060B’s13aHHA NpY BUAAYI PEECTPALiiHOrO NOCBiAYEHHS
6nicTepiB y kopobLi LLneujansnpe 3a iCHYIOTb - Haj@HHA AOMOBHEHHS A0 OrNAAY KIiHIYHNX
3 KapToHYy napate mM6X BTOPWUHHE AaHux o 30.10.2017, BignoBigHO A0 NiAnyHKTY 2.3
nakyBaHHs, NYHKTY 2 gogatky 15 o rNopsaky nposefeHHsA
MapKyBaHH eKcnepTusmn peecTpauiiHnx martepianis Ha nikapcbki
a 3ac06u, LLI0 NOAATLCA Ha fepXaBHy peecTpaLiiio
NepPBUHHOI (nepepeecTpadito), a TakoXx ekcnepTnsn martepianis npo
ynaKoBKH, BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis NpoTArom
KOHTPO/1b/B [ii peecTpauiiiHoro nNocBig4YeHHs1, 3aTBEpPAKEHOr0
mnpobysaH Haka3zom MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy
HS1 cepil Ta MO3 Big 23.07.2015 Ne 460).
3a BUMYyCK MepiognyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOIO 3BITY
cepii: 3 6e3neku BignoBigHo Ao Mopaaky 34iACHEHHS
Mepak thapmakoHarnsgy, 3aTBepAXeHoro Hakasom
e3enbliad MiHicTepcTBa OXOPOHU 340PO0B’'A YKpaiHu Bif, 27 rpyaHa
T chrop 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
KMiHiwe rocTuLii Ykpainn 19 rpyaHsa 2016 poky 3a Ne 1649/29779
LWneuianbn (y pegakuii Hakasy MiHicTepcTBa OXOPOHU 340P0B’A
penaparte Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
M6X, 3rigHo 3 NignyHKTOM 3 NyHKTY 2 rnasu 3 posginy V.
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHU Bionycky aHHsl peecmpayjitiHo2
ynakoska) Ka 0 NOCBIOYEHHs
HimeyvunHa;
BUPOGHMUK,
o
Bignosigae
3a
BVMPOGHULT
BO
nikapcbKkoro
3acoby,
nepBuHHe,
BTOPVHHE
nakyBaHHSl,
MapKyBaHH
A,
KOHTPO/b/B
nnpobyBaH
HSA cepil:
Xaynt
Papmva
Amaper
m6X,
HimeyunHa
5. | OAKAPBA3VH NOPOLLOK A5 Mepak HimeuuunHa BTOpuHHe Himeuun nepepeecTpawis Ha HeobMexeHuii TepMiH 3a He UA/6987/01/01
MEAAK NPUroTyBaHHsA lesenbladt nakyBaHHs, Ha/ 3minu | TUny - 3MiHn Wwogo 6e3nekn/eddeKkTMBHOCTI Ta peyenmom | nidnseae
PO34unHy Ans dotop KniHiwe MapKyBaHH Yecbka thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTumLi
iH'ekLit abo iHdys3il LLneuianbnpe A1, KOHTpoNb | Pecny6ni | nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKUiT ANns
no 100 wmr, 10 naparte mM6X Ta BUMycK Ka MEeAMYHOro 3acTOCyBaHHA Ha MiAcTaBi perynsipHo
hN1aKoHiIB 3 cepii: OHOBJ/IHOBAHOrO 3BiTYy 3 6e3Mnekn nikapcbkoro 3acoby, abo
MOPOLLKOM Y Mepak pocnifmxeHb 3 6e3nekn 3acTocyBaHHS NikapcbKoro 3acoby
KOpOoO6Li 3 KapTOHY lesenbwady B nicnsipeecTpaviiHuii nepiog, abo sk pe3ynbTar OUiHK/
T chrop 3BITYy 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 MaHy
KNiHiwe negiatpuyHmx gocnimxkeHsb (PIP) (3MiHY y3rompkeHo 3
Lneujanbn KOMMNETEHTHVM YNOBHOB&XEHNM OpraHoMm) (3miHu
penapare BHECEHO [0 iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS
M6X, npenapary fo po3ainy "lMpotunokasaHHsa" BigNoBigHO A0
HimeuumnHa; OHOB/EHOI iHchopMmaLii 3 6e3neku AitoUoi peyoBUHN);
Bupo6HuyT 3miHu | TYny - 3MiHK Wwoao 6e3nekn/edeKTMBHOCTI Ta
B0 "in bulk", thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHEHUX
nepBuHHE JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHs
Ta y3ara/lbHeHUX faHvx npo cuctemy hapmakoHarnagy,
BTOPWUHHE 3MiHa YNOBHOBaXEHOT 0CO6M, BigNoBiganbHOI 3a
nakyBaHHs, 3[jiCHEHHS hapmMakoHarsay; KOHTaKkTHOI 0cobu 3
MapKyBaHH thapmakoHarnsgy 3asBHvKa 415 30iACHEHHS
aTa thapMakoHarnsgy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
KOHTPO/b YMNOBHOB&XeHOT 0CO6M, BifNoBiAaNbHOT 3a 34iACHEHHS
cepii: thapmakoHarnagy (BK/ouatoum KOHTaKTHi AaHi) Ta/abo
OHKomep, 3MiHM Y pO3MiLLEeHHI MacTep-chaiina cuctemu
MeHbodeK hapmakoHarnaay) (ditoya pegakuisi: KoHTakTHa ocoba B
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHU Bionycky aHHsl peecmpayjitiHo2
ynakoska) Ka 0 NOCBIOYEHHs
yepiHr a.c., YkpaiHi ynoBHOBa)kKeHOI 0c0bM 3asiBHUKA /15 34ICHEHHS
Yecbka thapmakoHarnaay - Pesuos Cepriii BonognMmposuy.
Pecny6nika MponoHoBaHa pepakuis: KoHTakTHa ocoba B YKpaiHi
; YMOBHOB&XEHOI 0CO6M 3asBHMKA O151 34iACHEHHS
Bupo6HuyT hapmakoHarnsgy - Bonbsay Hens MukonaisHa. 3MiHa
B0 "in bulk", KOHTaKTHUX [aHNX YNOBHOB&XEHOI 0co6U. 3MiHa
nepBuHHE KOHTaKTHUX AaHVX KOHTaKTHOT 0cobu. 3miHa micus
nakyBaHHs 3[iACHEHHS1 OCHOBHOI AisNIbHOCTI 3 chapMakoHarnsay.
Ta 3miHa agpecu Mactep-aiina)
KOHTPO/b
cepil: MepiognyHICTb NOAAHHA PerynsipHO OHOBJIKOBAHOIO 3BITY
OHkoTek 3 6e3neku BiANOBIAHO A0 MopsAaKy 34iACHEHHS
dapma chapmakoHarnsgy, 3aTBepiKeHOro Haka3om
MpoaakLH MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHsa
vm6X, 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
HimeuunHa tocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(Y pegakuii Hakasy MiHicTepcTBa OXOPOHU 340P0B’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3 MiANYHKTOM 3 NYHKTY 2 raBu 3 posginy V.
6. | AAKAPBA3VH NOpPOLLOK A5 Mepak HimeuuunHa BTOpuHHe Himeuun nepepeecTpawis Ha HeobMexeHuii TepMiH 3a He UA/6987/01/02
MEAAK NPUroTyBaHHsA lesenbladt nakyBaHHs, Ha/ 3minu | TUny - 3MiHn Wwogo 6e3nekn/eddeKkTMBHOCTI Ta peyenmom | nidnseae
PO34unHy Ans dotop KniHiwe MapKyBaHH Yecbka thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuui
iH'ekLit abo iHdys3il LLneuianbnpe A1, KOHTpoNb | Pecny6ni | nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKUiT ANns
no 200 wmr, 10 naparte M6X Ta BUMycK Ka MEeAMYHOro 3acTOCyBaHHA Ha MiAcTaBi perynsipHo
hN1aKoHiIB 3 cepii: OHOBJ/IHOBAHOrO 3BiTYy 3 6e3Mnekn nikapcbkoro 3acoby, abo
MOPOLLKOM Y Mepak pocnifmxeHb 3 6e3nekn 3acTocyBaHHS NikapcbKoro 3acoby
KOpOO6Li 3 KapTOHY lesenbwady B nicnsipeecTpavinHuii nepiog, abo sk pe3ynbTar OLiHK/
T chrop 3BITYy 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 MaHy
KNiHiwe negiatpuyHmx gocnimxkersb (PIP) (3MiHY y3rompkeHo 3
Lneujanbn KOMMNETEHTHVM YNOBHOB&XEHNM OpraHoMm) (3miHu
penapare BHECEHO [0 iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS
M6X, npenapary fo po3ainy "lMpotunokasaHHsa" BigNoBigHO A0
HimeuumnHa; OHOB/EHOI iHchopMmaLii 3 6e3neku AitoUoi peyoBUHN);
Bupo6HuyT 3miHu | TYny - 3MiHK Wwoao 6e3nekn/eddeKTMBHOCTI Ta
B0 "in bulk", thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHEeHUX
nepBuHHE [JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHs
Ta y3ara/lbHeHUX faHvx npo cuctemy hapmakoHarnagy,
BTOPWUHHE 3MiHa YNOBHOBaXEHOT 0CO6M, BigNoBigaNbHOI 3a
nakyBaHHs, 3[jiCHEHHS hapmMakoHarsay; KOHTakTHOI 0cobu 3
MapKyBaHH thapmakoHarnsgy 3assHvKa A15 34iACHEHHS
aTa hapMakoHarnsgy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
KOHTPO/b YMOBHOB&XeHOT 0CO6M, BigNOBIAaNbHOT 3a 34iACHEHHS
cepii: thapmakoHarnagy (BK/ovatoum KOHTaKTHi AaHi) Ta/abo
OHKomep, 3MiHM Y pO3MiLLEeHHI MacTep-chaiina cuctemu
MeHblogheK thapmakoHarnagy) (ditoya pegakuisi: KoHTakTHa ocoba B
yepiHr a.c., YkpaiHi ynoBHOBa)kKeHOI 0c06M 3asiBHUKA /15 34IACHEHHS
Yecbka thapmakoHarnaay - Pesuos Cepriii Bonognmmposuy.

Pecny6nika

[MponoHoBaHa pegakuis: KoHTakTHa ocoba B YkpaiHi
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHU Bionycky aHHsl peecmpayjitiHo2
ynakoska) Ka 0 NOCBIOYEHHs
; YMOBHOB&XEHOI 0CO6M 3asBHMKA O151 34iACHEHHS
Bupo6HuyT hapmakoHarnsgy - Bonbsay Hens MukonaisHa. 3MiHa
B0 "in bulk", KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0Cco6U. 3MiHa
nepBuHHE KOHTaKTHUX AaHVX KOHTaKTHOT 0cobu. 3miHa micus
nakyBaHHs 3[iACHEHHS1 OCHOBHOI AisNIbHOCTI 3 hapMakoHarnsay.
Ta 3miHa agpecu Mactep-aiina)
KOHTPO/b
cepii: MepiognyHICTb NOA4AHHA PerynsipHO OHOBJIKOBAHOIO 3BITY
OHkoTek 3 6e3neku BiANOBIAHO [0 MopsAaKY 34iANCHEHHS
dapma chapmakoHarnsgy, 3aTBepiKeHOro Haka3om
MpoaakLH MiHicTepcTBa OXOPOHU 340P0B’'A YKpaiHu Bifg, 27 rpyaHsa
vm6X, 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
HimeuunHa tocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(Y pegakuii Hakasy MiHicTepcTBa OXOPOHU 340P0B’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3 MiANYHKTOM 3 NYHKTY 2 rasu 3 posginy V.
7. | OAKAPBA3VH NOPOLLOK A5 Mepak HimeuuunHa BTOpuHHe Himeuun nepepeecTpawis Ha HeobMexeHuii TepMiH 3a He UA/6987/01/03
MEAAK NPUroTyBaHHsA lesenbladt nakyBaHHs, Ha/ 3minu | TUny - 3MiHn Wwogo 6e3nekn/eddeKkTMBHOCTI Ta peyenmom | nidnseae
PO34uHy Ans dotop KniHiwe MapKyBaHH Yecbka thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
iHcpysiii no 500 mr, 1 | Lneuianbnpe A1, KOHTpoNb | Pecny6ni | nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKUiT ANns
h1aKoH 3 MOPOLLKOM napate M6X Ta BUMYCK Ka MeJMYHOro 3aCTOCYBaHHA Ha NifcTasi perynspHo
y Kopobuj cepii: OHOBJ/IHOBAHOrO 3BiTYy 3 6e3Mnekn nikapcbKoro 3acoby, abo
Mepak [ocnimkeHb 3 6e3neky 3acToCcyBaHHSA NMikapCcbKoro 3acoby
lesenbwad B nicnsipeecTpauiiHuii nepiog, abo sk pe3ynbTar OLiHK/
T chrop 3BITYy 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 MaHy
KNiHiwe negiatpuyHmx gocnimxkeHsb (PIP) (3MiHY y3rompkeHo 3
Lneujanbn KOMMNETEHTHVM YNOBHOB&XEHNM OpraHoM) (3miHu
penapare BHECEHO [0 iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS
M6X, npenapary fo po3ainy "lMpotunokasaHHsa" BigNoBigHO A0
HimeuumnHa; OHOB/EHOI iHchopMmaLii 3 6e3neku Ajto4oi peyoBuHN);
Bupo6HuyT 3miHu | TYny - 3MiHn Wwoao 6e3nekn/eddeKTMBHOCTI Ta
B0 "in bulk", thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHEeHUX
nepBuHHE [JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHs
Ta y3ara/lbHeHUX faHvx npo cuctemy hapmakoHarnagy,
BTOPWUHHE 3MiHa YNOBHOBaXEHOT 0CO6M, BigNoBiganbHOI 3a
nakyBaHHs, 3[jiCHEHHS hapMakoHarsay; KOHTakTHOI 0cobu 3
MapKyBaHH thapmakoHarnsgy 3assHvKa 415 34iACHEHHS
aTa hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
KOHTPO/b YMNOBHOB&XeHOT 0c0o6M, BifNoBiAaNbHOT 3a 34iACHEHHS
cepii: thapmakoHarnagy (BK/ovatoum KOHTaKTHi AaHi) Ta/abo
OHKome[, 3MiHM Y pO3MiLLEeHHI MacTep-chaiina cuctemu
MeHblogheK thapmakoHarnagy) (ditova pegakuist: KoHTakTHa ocoba B
yepiHr a.c., YkpaiHi ynoBHOBakKeHOI 0c0bM 3asiBHUKA [/15 34IACHEHHS
Yecbka thapmakoHarnsay - Pesuos Cepriii Bonognmmposuy.
Pecny6nika MponoHoBaHa pepakuis: KoHTakTHa ocoba B YKpaiHi
; YMOBHOB&XEHOI 0CO6M 3asBHMKA O151 34iACHEHHS
Bupo6HuLT hapmakoHarnsgy - Bonbsay Hens MukonaisHa. 3MiHa
B0 "in bulk", KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0c06U. 3MiHa
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHU Bionycky aHHsl peecmpayjitiHo2
ynakoska) Ka 0 NOCBIOYEHHs
nepBuHHE KOHTaKTHUX AaHVX KOHTaKTHOT 0cobu. 3miHa micuys
nakyBaHHs 3[iACHEHHS1 OCHOBHOI AisANIbHOCTI 3 hapMakoHarnsay.
Ta 3miHa agpecu mactep-aiina)
KOHTPO/b
cepii: MepiognyHICTb NOA4AHHA PerynsipHO OHOBJIKOBAHOIO 3BITY
OHkoTek 3 6e3neku BiANOBIAHO A0 MopsAaKy 34iCHEHHS
dapma chapmakoHarnsgy, 3aTBepiKeHOro Haka3om
MpoaakLH MiHicTepcTBa OXOPOHU 340P0B’'A YKpaiHu Bif, 27 rpyaHsa
vm6X, 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
HimeuunHa tocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(Y pegakuii Hakasy MiHicTepcTBa OXOPOHU 340P0B’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3 MiANYHKTOM 3 NYHKTY 2 raBu 3 po3giny V.
8. | OAKAPBA3VH NOPOLLOK A5 Mepak HimeuuunHa BTOpuHHe Himeyuun nepepeecTpawis Ha HeobMeXxeHuii TepMiH 3a He UA/6987/01/04
MEAAK NPUroTyBaHHsA lesenbladt nakyBaHHs, Ha/ 3minu | TUny - 3MiHn Wwogo 6e3nekn/eddeKkTMBHOCTI Ta peyenmom | nidnseae
PO34unHy Ans dotop KniHiwe MapKyBaHH Yecbka thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTumui
iHchysiii no 1000 mr, LLneuianbnpe A1, KOHTpoNb | Pecny6ni | nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKUiT ANns
1 chnakoH 3 naparte M6X Ta BUMycK Ka MEeAMYHOro 3acTOCyBaHHA Ha MiAcTaBi perynsipHo
MOPOLLKOM Y cepii: OHOBJ/IKOBAHOrO 3BiTY 3 6e3Mnekn nikapcbkoro 3acoby, abo
KopoobLi Mepak [ocnimkeHb 3 6e3neky 3acTocyBaHHSA NikapCcbKoro 3acoby
lesenbwady B nicnsipeecTpaviiHuii nepiog, abo sk pe3ynbTar OUiHK/
T chrop 3BITYy 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 MaHy
KNiHiwe negiatpuyHmx gocnimxkeHsb (PIP) (3MiHY y3rompkeHo 3
Lneujanbn KOMMNETEHTHVM YNOBHOB&XEHNM OpraHoMm) (3miHu
penapare BHECEHO [0 iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS
M6X, npenapary fo po3ainy "lMpotunokasaHHsa" BigNoBigHO A0
HimeuumnHa; OHOB/IEHOI iHchopMmaLii 3 6e3neku Aito4oi pevyoBUHN);
Bupo6HuyT 3miHu | TYny - 3MiHK Wwoao 6e3nekn/edeKTMBHOCTI Ta
B0 "in bulk", thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHEHUX
nepBuHHE JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHs
Ta y3ara/lbHeHUX faHvx npo cuctemy hapmakoHarnagy,
BTOPWUHHE 3MiHa YNOBHOBaXEHOT 0CO6M, BigNoBiganbHOI 3a
nakyBaHHs, 3[jiCHEHHS hapmMakoHaraay; KOHTaKkTHOI 0cobu 3
MapKyBaHH thapmakoHarnsgy 3asBHvKa 415 30iACHEHHS
aTa thapMakoHarnagy B YkpaiHi, KLU0 BOHa BigMiHHA Bif,
KOHTPO/b YMOBHOB&XeHOT 0CO6M, BifNOBiAaNbHOT 3a 34iACHEHHS
cepii: thapmakoHarnagy (BK/ouatoum KOHTaKTHi AaHi) Ta/abo
OHKomep, 3MiHM Y pO3MiLLEeHHI MacTep-chaiina cuctemu
MeHblogeK thapmakoHarnagy) (ditoya pegakuist: KoHTakTHa ocoba B
yepiHr a.c., YkpaiHi ynoBHOBaKeHOI 0c06M 3asiBHUKA /15 34IACHEHHS
Yecbka thapmakoHarnsay - Pesuos Cepriii Bonognmmposuy.
Pecny6nika MponoHoBaHa pepgakuis: KoHTakTHa ocoba B YKpaiHi
; YMOBHOB&XEHOI 0CO6M 3asBHMKA O151 34iACHEHHS
Bupo6HuLT hapmakoHarnsgy - Bonbsay Hens MukonaisHa. 3MiHa
B0 "in bulk", KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0co6U. 3MiHa
nepBuHHE KOHTaKTHUX AaHVX KOHTaKTHOT ocobu. 3miHa micuys
nakyBaHHs 3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsgy.
Ta 3miHa agpecu macTep-daiina)
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHU Bionycky aHHsl peecmpayjitiHo2
ynakoska) Ka 0 NOCBIOYEHHs
KOHTPO/b
cepii: MepiognyHiCTb NOAAHHA PerynsipHO OHOBJIKOBAHOIO 3BITY
OHkoTek 3 6e3neku BiANOBIAHO A0 MopsAaKY 34iACHEHHS
dapma chapmakoHarnsgy, 3aTBepiKeHOro Hakasom
MpoaakLH MiHicTepcTBa OXOPOHU 340PO0B’A YKPaiHu Bif, 27 rpyaHsa
vm6X, 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
HimeuunHa tocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(Y pegakuii Hakasy MiHicTepcTBa OXOPOHU 340P0B’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3 MiANYHKTOM 3 NYHKTY 2 rasm 3 posginy V.
9. | ECOATUN renb no 40 ry Ty6i, MAT Ykpaina NAT Ykpaina nepepeecTpawis Ha 5 pokis. 6e3 niosnsieae UA/2105/01/01
no 1 Ty6i B nauui 3 "Nly6Hndhapm" "Ny6Hndap 3minn | TUny - 3miHn Wwogo 6e3nekn/eddekTMBHOCTI Ta peyenma
KapToHY m" thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTumui

nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT ANns
MEeAMYHOro 3acTOCyBaHHA Ha MiAcTaBi perynsipHo
OHOBJ/IHOBAHOrO 3BITY 3 6e3Mnekn nikapcbKoro 3acoby, abo
[ocnimkeHb 3 6e3neky 3acTocyBaHHSA NMikapCcbKoro 3acoby
B nicnsipeecTpavinHuii nepiog, abo Ak pesynbTar OLiHK/
3BiTYy 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 MaHy
negiatpuyHmx gocnimxkersb (PIP) (3MiHY y3rompkeHo 3
KOMMNETEHTHVM YNOBHOB&XEHNM OpraHoMm) (3miHu
BHECEHO A0 IHCTPYKUIii 418 MefMYHOro 3aCTOCyBaHHS
niKapcbKoro 3acoby A0 po3ainis "®apmakoTepaneBTuyHa
rpyna" (pegaroaHo po3gin), "MobivHi peakuii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3neku Aitoyol
Ta AONOMDKHUX PEYOBUH JliKapCbKoro 3acoby)

3060B’3aHHA NpY BUAAYI peeCcTpaLiiiHOro NocBig4YeHHs
[ONA NiKapcbKOro 3acoby iCHYHTb - HaAaHHA AeTabHOro
Onmncy CUCTEMM YNPaB/iHHA pU3nKamu y BUTIAAi nnaxy
ynpaeniHHA py3nkamun Ta JONOBHEHHS [0 Ornagy
KNiHiYHMX AaHnx o 30.10.2017 BignoBigHO A0 MiAnyHKTY
1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15 go
MopsaKy NPoBefEHHs ekcnepTu3n peecTpauiniHux
mMaTepianis Ha nikapcbki 3acobu, Lo NoAalTbes Ha
OepXxaBHy peecTpauito (nepepeecTpavyiio), a Takox
eKCcnepTu3n marepianiB NPo BHECEHHS 3MiH 40
peecTpauiiiHux MaTepiasiiB NPOTAroM Aji peectpaviiioro
NOCBIJYEHHS], 3aTBEpAKEHOro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big
23.07.2015 Ne 460). MNepioAn4yHICTb NOAAHHS perynsipHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0 Mopsaaky
34ilicHeHHA hapMakoHarnagy, 3aTBepAKEHOro HakasoM
MiHicTepcTBa OXOPOHU 340P0B’'A YKpaiHu Bifg, 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(Y pegakuii Hakasy MiHicTepcTBa OXOPOHU 340P0B’s
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHU Bionycky aHHsl peecmpayjitiHo2
ynakoska) Ka 0 NOCBIOYEHHs
3rigHO 3 MiANYHKTOM 3 NYHKTY 2 rasu 3 po3giny V.
10. | KETOKOHA3O0N NOPOLLIOK CninbHe Ykpaina "AapTi IHais nepepeecTpawis Ha HeobMexeHuii TepMiH - He UA/12555/01/01
(cybeTaHuin) B YKpaiHCbKO- [Oparc nidnsieae
noaBIHNX icmaHcbke NimiTeq"
nonieTuNeHoBmxX nigNpPUEMCTBO
MiLLKax gns "Cnepko
dhapmaLeBTUYHOrO YkpaiHa"
3acTOCyBaHHSA
11. | NEPNOTAB TabneTkun, BKpUTI Megak Himeuunna Bupo6HuK, Himeuun nepepeecTpaList Ha HeOOMEXeHW TEPMIH. 3a He UA/12013/01/01
060/10HKOI0, No 10 lesenbladr Lo Ha 3MmiHu | TMny - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI Ta peyenmom | nid/ssieae
mr, no 30, abo no 90 dorop KNiHiwe Bignosigae thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHEHUX
TabneTok y Lneujansnpe 3a JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHs
KOHTelHepi: no 1 napare M6X, MapKyBaHH y3ara/lbHeHUX faHvx npo cuctemy hapmakoHarnagy,
KOHTEeWHepy B naulyj; A, 3MiHa YNOBHOBaXEHOT 0CO6MU, BigNoBiganbLHOI 3a
BTOPUHHE 3[jiCHEeHHs hapmakoHaraay; KOHTakTHOI 0cobu 3
nakyBaHHs, thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
KOHTPO/b/B hapMakoHarnsgy B YkpaiHi, KO BOHa BigMiHHA Bif,
nnpobysaH yMNOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iNCHEHHS
Hs cepii Ta thapmakoHarnagy (Bk/ovakum KOHTaKTHi AaHi) Ta/abo
BUNYCK 3MiHM Y pO3MiLLEeHHI MacTep-chaiina cuctemu
cepii: thapmakoHarnagy) (fitoua pegakuis: KoHTakTHa ocoba B
Mepak YkpaiHi ynoBHOBaxKeHOI 0c0bM 3asiBHUKA A1 34IACHEHHS
le3enbLliad thapmakoHarnsay - Pesyos Cepriii Bonognmmposuy.
T chrop MponoHoBaHa pepakuis: KoHTakTHa ocoba B YKpaiHi
KNiHiwe YNOBHOBaXEHOI 0CO6M 3asBHMKA O151 34iACHEHHS
Lneuiansn thapmakoHarnsgy - Bonbsay Hens MukonaisHa. 3MiHa
penaparte KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0co6U. 3MiHa
M6X, KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u. 3MiHa Micus
HimeuuunHa 3[iACHEHHS1 OCHOBHOI AisiNIbHOCTi 3 chapMakoHarnsgy.
Bupo6HuK, 3miHa agpecu mactep-caiina)
o
Bignosigae 3060B’s13aHHA NpY BUAAYI PEECTPALiiHOrO NOCBiAYEHHS
3a iCHYIOTb — HafjJaHHS1 ONOBHEHHS A0 OrAAAy KAiHIYHUX
BMPOGHULT AaHux o 30.10.2017, BignoBigHO A0 NiAnyHKTY 2.3
BO roToBOI NYHKTY 2 gogatky 15 o rNopsaky nposefeHHsA
nikapcbKi eKCcnepTusmn peecTpauiiHnx marepianis Ha nikapcbki
chopmu, 3ac06u, LLI0 NOAATLCA Ha fepXaBHy peecTpaLiiio
nepBuHHE (nepepeecTpadito), a TakoXx ekcnepTnsn martepianis npo
nakyBaHHs, BHECEHHS 3MiH [0 peecTpauiiHux maTepiaiiB NPOTArom
MapKyBaHH 4ii peecTpauiiiHoro NocBifYEeHHS, 3aTBePAKEHOro
A, Haka3zom MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy
BTOPUHHE MO3 Big 23.07.2015 Ne 460).
nakyBaHHsl, MepiognyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOIO 3BITY
KOHTPO/b/B 3 6e3neku BignoBigHo Ao Mopaaky 34iACHEHHS
MnpobyBaH hapmMakoHarnisgy, 3aTBepAXeHOro Hakasom
Hs cepii Ta MiHicTepcTBa OXOPOHU 340PO0B’'A YKpaiHW Bif, 27 rpyaHa
3a BMMYCK 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi

cepii:

rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHU Bionycky aHHsl peecmpayjitiHo2
ynakoska) Ka 0 NOCBIOYEHHs
Xaynt (y pepakuii Haka3y MiHicTepcTBa OXOPOHM 340POB’SA
Papma Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
MioHcTep 3rigHO 3 NiANYHKTOM 3 NYHKTY 2 rnasu 3 po3giny V.
m6X,
Himeuunna
12. | NE®PNHOTAB TabneTku, BKpUTI Mepak HimeuunHa Bupo6HuK, Himeuun nepepeecTpauisi Ha He0OMeXeHW TeEPMIH. 3a He UA/12013/01/02
060/10HKO10, o 20 lesenbladt o Ha 3MiHu | TUnNy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom | nidssieae
mr, no 15, a6o no dorop KNiHiwe Bignosigae hapmakoHarnsgy. BeegeHHs abo 3miHW A0 y3arasibHeHNX
30, a6o no 90 Lneuianbnpe 3a [JaHnx npo cuctemy cdapmakoHarnsagy (BBefeHHS
TabneTtok y napare M6X, MapKyBaHH y3arasibHeHUX faHux npo cuctemy chapmakoHarnagy,
KOHTeliHepi: no 1 A, 3MiHa YNOBHOBaXXEHOT 0CO6MU, BigNoBigaNbHOI 3a
KOHTelHepy B nauLi BTOpPUHHE 3[jicCHeHHsT hapMakoHarIaay; KOHTakTHOI 0cobu 3
nakyBaHHsl, thapmakoHarnsgy 3asBHvKa Ans 34iACHEHHS
KOHTPO/b/B thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
nnpobyBaH yMOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
HA cepii Ta hapmakoHarnsgy (Bkioyarouy KOHTakTHI AaHi) Ta/abo
BUMYCK 3MiHM Yy PO3MILLIEHHI MacTep-haiina cuctemm
cepii: thapmakoHarnagy) (fitova pefakuis: KoHTakTHa ocoba B
Mepak YkpaiHi ynoBHOBaXKeHOI 0C06M 3asiBHUKA [/15 3AiACHEHHS
lesenbwady thapmakoHarnagy - Pesuos Cepriii Bonognmmposuy.
T chrop MponoHoBaHa pepakuisi: KoHTakTHa ocoba B YkpaiHi
KNiHiwe YNOBHOBaXEHOI 0CO6M 3asBHMKA O/151 3[iACHEHHS
Lneujanbn thapmakoHarnagy - Bonbsay Hens MukonaisHa. 3miHa
penapare KOHTaKTHUX JaHWNX YNOBHOBaXeHOT 0cobum. 3miHa
M6X, KOHTaKTHUX faHUX KOHTaKTHOI 0co6u. 3miHa Micus
Himeuunna 3[iACHEHHS OCHOBHOI AisNbHOCTI 3 hapmakoHarnsagy.
Bupo6HuK, 3miHa agpecu MacTep-caiina)
wo
Bignosigae 30608B’s13aHHA NpY BUAAYI pEECTPaLiiiHOro NOCBigYEHHS
3a iCHYIOTb — HaJaHHS1 AONOBHEHHSA [0 OrNAAY KAiHIYHNX
BUPOGHMLUT AaHux oo 30.10.2017, BignoBigHO A0 NiANyHKTY 2.3
BO roTOBOI NyHKTY 2 gopartky 15 fo Nopsaaky nposefeHHsA
niKapcbKi eKCrnepTusmn peecTpauiiHnx martepianis Ha nikapcbki
chopmu, 3aco6u, LU0 NOAATLCA Ha fepXaBHy peecTpaLiiio
nepBuHHE (nepepeecTpauito), a TaKoX ekcnepTuan marepianis npo
nakyBaHHs, BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis NpoTArom
MapKyBaHH Aii peecTpauiiiHoro nocBigYeHHs, 3aTBepAKEHOro
A, Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy
BTOpPUHHE MO3 Big 23.07.2015 Ne 460).
nakyBaHHsl, MepioguyHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOIO 3BITY
KOHTPO/b/B 3 6e3neku BignoBigHO Ao Mopaaky 34iNCHEHHS
unpobysaH chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
HA cepii Ta MiHicTepcTBa OXOPOHU 340P0B’'A YKpaiHu Bifg, 27 rpyaHsa
3a BUMYCK 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
cepii: tocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
Xaynt (Y pegakuii Hakasy MiHicTepcTBa OXOPOHU 340P0B’s
Papma YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHU Bionycky aHHsl peecmpayjitiHo2
ynakoska) Ka 0 NOCBIOYEHHs
MioHcTep 3riHO 3 MigNYHKTOM 3 NYHKTY 2 rnasun 3 posginy V.
m6X,
Himeuunna
13. | ME/IOKCUKAM Tabnetkn no 0,015 r MpusatHe Ykpaina MpuBaTHe Ykpaina MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH; - He UA/7391/02/02
in bulk: no 5000 akujioHepHe akujioHepHe nionsizae
TabneTtok y ToBapUCTBO"/1 TOBapUCTBO MepiognyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOrO 3BITY
KOHTeliHepax ekxim-Xapkis" "Jlekxim- 3 6e3neku BignoBigHO Ao Mopaaky 34iACHEHHS
nnacTMacoBux Xapkis" hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOpOHM 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa OXOpPOHM 340POB’SA
Ykpaiuu Big 26 BepecHsa 2016 poky Ne 996), CTaHOBUTb:
3rigHo 3 NignyHKTOM 3 NyHKTY 2 rnasu 3 posginy V.
14. | MENIOKCUKAM Tabnetku no 0,0075 MpusatHe Ykpaina MpuBaTHe Ykpaina MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH; - He UA/7391/02/01
r in bulk: no 5000 akuioHepHe akuioHepHe nionseae
TabneTok y TOBapuncTBo"/l TOBapuCTBO MepiognyHicTb NOAAHHA PerysipHO OHOBJ/IOBAHOTO 3BITY
KOHTeliHepax eKkxim-Xapkis" "Jlekxim- 3 6e3neku BignoBigHO Ao Mopaaky 34iNCHEHHS
n1acTMacoBmx Xapkis" chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOpPOHY 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
rocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM 340POB’A
Ykpainu Big 26 BepecHa 2016 poky Ne 996), cTaHOBUTbL:
3rigHO 3 NiANYHKTOM 3 NYHKTY 2 rnasun 3 po3giny V.
15. | ME/ZIOKCUKAM Tabnetkn no 0,0075 MpuBatHe YkpaiHa MpuBaTHe YkpaiHa MepepeecTpauisi Ha HEOOMEXEHUIA TepMiH; 3MiHW | Tuny - 3a He UA/7390/02/01
r no 10 TabneTok y akuioHepHe akuioHepHe 3MiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy. (peyenmom | nionsieae
6nictepi; no 1 a6o TOBapucTBo"/l TOBapUCTBO 3MiHa y KOpOTKiil XxapakTepucTuLi NikapcbKoro 3acooby,
no 2 6nictepu B eKxim-Xapkis" "Jlekxim- TEKCTi MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
nauui Xapkis" 3acTOCyBaHHSA Ha niacTasi perynsipHO OHOB/IOBAHOTO

3BiTy 3 6e3nekun Nnikapcbkoro 3acoby, abo focnimpKeHb 3
6e3Mekn 3aCToCyBaHHA NiKapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pe3ynbTaT OLiHK/
3BITY 3 fOCNifKeHb, NPOBEAEHNX BifNOBIAHO A0 NnaHy
negiatpnuHmx gocnigkerb (PIP) (3MiHy y3rogpkeHo 3
KOMMNETeHTHUM YNOBHOB&XEHNM OPraHom) - 3MiHu
BHECEHO [10 IHCTPYKLi 415 MeANYHOro 3acToCyBaHHS
npenapary 40 po3ainis "B3aemogis 3 iHWnmun
nikapcbkrMun 3acobamu Ta iHLWi BUAmn B3aeMogiii",
"Oco6nMBOCTI 3aCTOCYBaHHA", "3acTocyBaHHs Y nepiog,
BariTHOCTI Ta rogyBaHHs rpyaar”, "MepenosyBaHHA"
BiANOBIAHO [0 OHOBMEHOT iHGOpMaLlii 3 6e3nekun aitoyol
peyoBMHM Ta MaTepianiB peecTpauiiHoro 1oCcbe

MepioAnYHICTb NOAAHHA PerynsipHO OHOB/IOBAHOTO 3BIiTY
3 6e3neku BiANOBIAHO A0 MopsAaKy 34iACHEHHS
chapmakoHarnagy, 3aTBeppkeHoro Hakasom
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayjitiHo2
0 Mocsi04YeHHs1

MiHicTepcTBa OXOpOHM 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeectpoBaHuii B MiHicTepCTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa OXOPOHM 340POB’SA
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rigHO 3 NiANYHKTOM 3 MyHKTY 2 rnasu 3 posgainy V.

16.

ME/TOKCUKAM

Tabnetku no 0,015
r; no 10 Tabnetok y
6nictepi; no 1 abo
no 2 6nictepu B
nauui

MpuBatHe
akuioHepHe
TOBapucTBo"/l
ekxim-XapkiB"

YkpaiHa

MpusatHe
akuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

YKpaiHa

MepepeecTpauisi Ha HeOBMEXeHW TepMiH; 3MiHu | Tuny -
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XapaKTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeguyHOro
3aCTOCyBaHHSA Ha MigcTaBi perynspHO OHOB/IOBAHOMO
3BiTYy 3 6e3nekun nikapcbKoro 3acoby, abo AocnigpKeHb 3
6e3Mnekn 3acTocyBaHHS JlikapCbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pe3ynbTaT OLiHK/
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO 40 NnaHy
negiatpuyHux gocnigpkeHb (PIP) (3MiHy y3rogkeHo 3
KOMNETeHTHUM YNOBHOBAXEHNM OpPraHom) - 3MiHu
BHECEHO [0 IHCTPYKUIT 4715 MeAMYHOr0 3aCTOCYBaHHS
npenapary Ao po3ginis "B3aemogis 3 iHWMMK
nikapcbkrMK 3acobamu Ta iHLWi BUAW B3aeMogiii",
"Oco6nMBOCTI 3aCTOCyBaHHA", "3acTocyBaHHs Y nepiog,
BariTHOCTI Ta rogyBaHHs rpyaato”, "MepenosyBaHHA"
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku Aiodol
peyoBuHM Ta MaTepiasliB peecTpauiliHoro ocbe

MepioguyHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOIO 3BITY
3 6e3neku BignoBigHO A0 Mopaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bifg, 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(Y pegakuii Hakasy MiHiCTepcTBa OXOPOHU 340P0B’S
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3 MiANYHKTOM 3 NyHKTY 2 rasu 3 po3giny V.

3a
peyenmom

He
nionsieae

UA/7390/02/02

17.

MPAMIMEKCO/
OPIOH

Tabnetku no 0,18 mr
no 10 TabneTtok y
6nicTepi; no 3
6nictepn y
KapTOHHI KOpoo6Li

OpioH
KopnopeiiLuH

PiHNAHAiA

OpioH
KopnopeiiL
H,
PiHNAHAIA;
Cneuucbap
C.A,
Ipeuis;
AnbTepHar
VBHUIA
BMPOOBHUK,
o
3[iliCHI0E
BTOPVHHE
nakyBaHHs:

PiHNAHA)
al
peuis

nepepeecTpaLisi Ha HE0OBMEXEHW TEPMIH.
3miHu | TUny - 3MiHn Wwogo 6e3nekn/eddeKkTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKill XxapakTepucTumLi
nNiKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iIHCTPYKLiT ANns
MeJMYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMx/6ionoaibHNX Nikapcbknx 3acobiB
nicnst BHECEHHs Tiel camoi 3MiHW Ha pedhepeHTHUI
npenapar (3MiHa He NOTpebye HafaHHSA XOAHUX HOBUX
[ofaTkoBuX faHux) (3MiHWM BHECEHO [0 iHCTPYKUii Ans
MeAMYHOro 3acToCyBaHHA npenapaTy 40 po3zinis
"dapmakoTepaneBTUyHa rpyna“(npmeegeHHs kogy ATXy
BiANOBIAHICTb A0 pedhepeHTHOro NikapcbKoro 3acoby)
"Moka3aHHs"(yTouHeHHs iHdhopMmaLiT),"B3aemopis 3
HLUIMMK NikapCbKMKM 3acobamMu Ta iHWi B1uam

3a
peyenmom

He
nidnsieae

UA/12404/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHU Bionycky aHHsl peecmpayjitiHo2
ynakoska) Ka 0 NOCBIOYEHHs
laneHa B3aemogiin","OcobnnBOCTi 3aCTOCyBaHHS",
dapma O, "3acTocyBaHHSA y nepiof BariTHOCTI Ta rofyBaHHs
PiHNAHAIA rpyaar”, "Cnocib 3actocyBaHHA Ta [031"(YTOUYHEHHS
iHchbopmawi), "AiTn"(yTouHeHHs iHdhopmalii) , "Mo6GiyHi
peaxuii " BignosigHo A0 iHdopMaLii pedhepeHTHoro
NiKapcbKoro 3acoby)
30060B’A3aHHA Npy BUAAYi peecTpauiiiHoro noceig4yeHHs
iCHYIOTb - HafjaHHA AOMOBHEHHSA A0 OrNAAY KMIHIYHUX
JaHnx go 07.10.2017, BignoBigHO A0 NignyHKTy 2.3
NYHKTY 2 gogatky 15 o rNopsaky nposefeHHsA
eKCMepTM3n peecTpavliiiHux maTepianis Ha nikapcbki
3aco6u, LU0 NOAAITLCA Ha fepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoXx ekcnepTnsn martepianis npo
BHECEHHS 3MiH [0 peecTpauiiiHuX MaTepianis NPoTArom
Aii peecTpauiiiHOro nNocBigYeHHs1, 3aTBEPAKEHOr0
Haka3zom MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy
MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOIO 3BITY
3 6e3neku BignoBigHO Ao Mopaaky 34iACHEHHS
thapmakoHarnsgy, 3aTBepAKeHoro Hakasom
MiHicTepcTBa OXOpOHM 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeectpoBaHuii B MiHicTepCTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa OXOPOHM 34,0POB’SA
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rigHO 3 NiANYHKTOM 3 NyHKTY 2 rnasu 3 posginy V.
18. | NPAMINEKCON Tabnetku no 0,7 mr OpioH DiHnAHAA OpioH DiHNAHLI nepepeecTpauisi Ha HE0OMeXeHW TeEPMIH. 3a He UA/12404/01/04
OPIOH no 10 TabneTtok y KopnopeiiLuH KopnopeiiL a/ 3MiHu | TUNy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom | nidssieae
6nicTepi; no 3 H, pevis thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTumLi
6nictepn y PiHNaHgis; NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
KapTOHHI KOpooLi Cneuundpap MeAMNYHOro 3aCTOCyBaHHS
CA, reHepuyHUX/ribpuaHMXx/6ionogibHNX Nikapcbknx 3acobis
Mpeuis; nicns BHECEHHS Tiel camoi 3MiHM Ha pedhepeHTHNI
AnbTepHat npenapar (3mMiHa He NoTpebye HafaHHSA XOLHUX HOBMX
VNBHWI [oaatkoBux AaHux) (3MiHM BHECEHO [0 IHCTPYKUIT Ans
BUPOGHMUK, MeAMYHOro 3acToCyBaHHA npenapaTy 40 po3ginis
o "bapmakoTepaneBTuYHa rpyna“(npusefeHHs kogy ATX y
3[iliCcHI0E BigMNOBIAHICTb A0 pethepeHTHOrO NikapCbKoro 3acoby)
BTOpPUHHE "Moka3zaHHsA"(yTouHeHHS iHdopmalLii),"B3aemogis 3
nakyBaHHs: IHLWIMMK NiKapcbKMK 3acob6amu Ta iHWi BUAK
[aneHa B3aeMOgiin","OcobAnBOCTi 3aCTOCyBaHHA",
dapma On, "3acTocyBaHHs y Nepiof BariTHOCTi Ta rofyBaHHs
PiHNAHAiA rpyaaro”, "Cnocib 3actocyBaHHs Ta 403U"(YTOYHEHHS

iHchbopmavi), "AiTn"(yTouHeHHs indopmalii) , "Mo6iyHi
peakujii " BianosigHO A0 iHhopmaLjii pechepeHTHOro
NiKapcbKoro 3acoby)
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayjitiHo2
0 Mocsi04YeHHs1

3060B’A3aHHA NPV BUAAYI PEECTPALiiHOrO NOCBIAYEHHS
iCHYIOTb - HaJaHHA AOMOBHEHHSA A0 OrNAaay KAiHIYHUX
faHnx go 07.10.2017, BignoBigHO A0 NignyHKTY 2.3
NyHKTY 2 gopartky 15 no Nopaaky npoeefeHHs
eKCcnepTusmn peecTpauiiHnx martepianis Ha nikapcbki
3acobu, LLI0 NOAATLCA Ha fepXaBHy peecTpaLliio
(nepepeecTpauito), a TakoX ekcnepTu3n Martepianis Npo
BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis NpoTArom
Aiil peecTpauiliHoro noceigYeHHs, 3aTBepAKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy
MO3 Bif 23.07.2015 Ne 460).
MepiognyHICTL NOAAHHSA PErynsipHO OHOBJIKOBAHOIO 3BITY
3 6e3neku BignoBigHO Ao Mopaaky 34iMCHEHHS
chapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpPOHY 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
rocTuLii Ykpainn 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa OXOPOHW 3[40POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3 NiAMYHKTOM 3 NYHKTY 2 rnasu 3 po3giny V.

19.

TIAMIHY X/TOPUA-
340POB'S

PO34nH ANS iH'EKLi,
50 mr/mn, no 1 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 2
6nictepu B
KapTOHHI kopobLyj;
no 1 mn B amnyni;
no 10 amnyny
6nictepi; nol
6nictepy B
KapTOHHI kopobuyj;
no 1 mn B amnyni;
no 10 amnyny
KapTOHHI KOpooLi

ToBapucTBO 3
0bMexeHot
BignoBigabHi
CTHO
"®apmaveBTn
YHa KOMMaHis
"3p0pos'a”

Ykpaina

TosapucTs
03
obMexeHo
10
Bignosigan
bHICTIO
"®apmaueB
TnyHa
KOMMaHisi
"3popos's”

Ykpaina

nepepeecTtpauisi Ha HEOBMEXEeHW TEPMIH
3miHu | TMny - 3MiHK Wwoao 6e3nekn/eddeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3aCTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn nikapcbKoro 3acoby, abo
LocnigpkeHb 3 6e3nekn 3acToCyBaHHS NMikapCbKOro 3acoby
B nicnsipeecTpayiiHuii nepios, abo sk pe3ynbTaT OLiHK/
3BiTy 3 OC/iAXeHb, MPoBeAEeHUX BiAMNOBIAHO A0 nNnaHy
negiatpuyHux gocnimpkenb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OpraHoMm) (3miHu
BHECEHO A0 IHCTPYKLUi ANA MEeAUYHOTO 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3giny "B3aemogisi 3 iHWMun
nikapcbkMun 3acobamu Ta iHLWi BUamn B3aeMogiii",
"Oco6nmBocTi 3acTocyBaHHs", "Mepeno3yBaHHA"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun Aitoyoi
Ta [AOMNOMDKHUX PEYOBVH MiKapCbKOro 3acoby)

MepiognyHICTb NO4AHHS PErYSIPHO OHOBJIIOBAHOIO 3BITY
3 6e3neku BignoBigHo Ao Mopaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOpPOHY 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainn 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3 NiANYHKTOM 3 NYHKTY 2 rnasu 3 po3giny V.

3a
peyerimom

He
nidnsieae

UA/7787/01/01

20.

YPCOZAEKC

TabneTKn, BKpUTI

CaH

IHgis

CaH

IHais

MepepeecTpauis Ha 5 POKIB Y 3B'A3KY 3 3aKiHYEHHAM Aji

3a

He

UA/11855/01/02
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep

peecmpayjitiHo2

0 NMocBiOYEeHHs

NAiBKOBOO
060/10HKOH0, No 300
mr, no 10 TabneTok
y 6nictepi, no 1 abo
no 5 6nictepis y
KapTOHHI ynakoBLi

PapmacboTuK
an lHpacTpis
Nimiten

dapmacsioT
nKasn
IHpacTpi3
NimiTen

peecTpauiiHoro noceigyeHHs. 3minu | Tuny - 3MiHn Woao
6e3nekn/edheKTMBHOCTI Ta thapmakoHariagy. 3MiHn y
KOPOTKiil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHA Ta iIHCTPYKLT 4715 MeANYHOro 3acTOCyBaHHS
reHepuyHMX/ribpuaHNX/6ionoAibHMX NikapCbKkMX 3ac06iB
nicna BHECEHHS Tiel camoi 3MiHW Ha pedepeHTHW
npenapar (3miHa He NoTpebye HafaHHsA XOLHNX HOBUX
[0[aTKOBUX AaHuX) - 3MiHW BHECEHO [0 iHCTPYKUiT AN
MeAMYHOro 3acTOCyBaHHSA npenaparty 40 po3zinis
"®apmakonoriyHi BnactmsocTi”, "lMokasaHHs" ([ogaHo
nokasaHHs: [ns nikyBaHHA renaTobiniapHMX nopyLueHb
npu MyKOBICUMAO03i A4iTAM BiKOM Bif, 6 pokiB),
"MpoTunokasaHHs”, "OcobaMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnoci6 3actocyBaHHs Ta gosu", "Oitn",
"Mepepo3yBaHHa", "INo6iyHI peakuii” BiANOBIAHO A0
iHchopMmaLii pedrepeHTHOro slikapcebkoro 3acoby Urdox
150 mg, 300mg film-coated tablets.

3060B’A3aHHA Npy BUAAYi peecTpauiiiHoro noceig4yeHHs
iCHYIOTb - Haf@HHA AEeTa/IbHOro OnMcy CUCTEMM
ynpaeiHHA pyU3vKamun y BUTAIAA] Naady ynpas/iHHSA
pu3nkaMmn Ta AONOBHEHHS [0 OrNsAYy KNiHIYHWMX AaHUX A0
30.10.2017 BignosigHo Ao nianyHkTy 1.13 nyHkTy 1,
nignyHkTy 2.3 NyHKTY 2 gogatky 15 go Mopsgky
NpoBeAeHHs1 eKCNepTU3N peecTpaLiiHix maTepianis Ha
nikapcbki 3acobu, Lo NOAaTLCA Ha AepXaBHy
peecTpadito (MepepeecTpawiio), a TakoX eKCnepTnsun
Marepianis Npo BHECEHHS 3MiH 10 peecTpauiliHuX
maTepianiB NPOTAroM fAji peecTpaLiiiHoro NocBigYeHHs,
3aTBepmxeHoro Hakasom MO3 Big 26.08.2005 Ne 426 (y
pegpakuii Hakazy MO3 Big, 23.07.2015 Ne 460).
MepiognyHICTL NOA4AHHSA PErynsipHO OHOBJIKOBAHOIO 3BITY
3 6e3neku BignoBigHO A0 Mopaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpPOHY 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
rocTuLii Ykpainn 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa OXOPOHW 3[40POB’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3 NiAMYHKTOM 3 NYHKTY 2 rnasu 3 po3giny V.

peyerimom

nidnsieae

21.

YPCOJEKC

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO10, No 150
mr, no 10 TabneTok
y 6nictepi, no 1 abo
no 5 6nictepis y
KapTOHHI ynakosLii

CaH
dapMacbTUK
an lHpacTpis
Nimiten

IHgis

CaH
dapmacboT
nkan
IHpacTpi3
Nimiten

IHais

MepepeecTpauis Ha 5 poKiB y 3B'A3KY 3 3aKiHYEHHAM Aji
peecTpauiiHoro nocBig4yeHHs. 3miHu | Tuny - 3MiHn Woao
6e3nekn/edeKTMBHOCTI Ta thapMakoHariagy. 3MiHu y
KOPOTKIl XapaKTeprCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta iIHCTPYKLT A1 MeANYHOro 3aCTOCYBaHHS
reHepUUHNX/ribpuaHNX/6ionoAi6HMX NikapCbKMX 3ac06iB
nicns BHECEHHS TiEl camoi 3MiHW Ha pedbepeHTHUI

3a
peyerimom

He
nidnsieae

UA/11855/01/01
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n/n

Ha3sBsa nikapcbko2o

3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayjitiHo2
0 Mocsi04YeHHs1

npenapar (3miHa He NoTpebye HafaHHA XOLHNX HOBUX
[0[aTKOBUX AaHuX) - 3MiHW BHECEHO [0 iHCTPYKUiT AN
MeAMYHOro 3aCTOCyBaHHSA npenaparty 40 po3zinis
"®apmakonoriyHi BnactmsocTi”, "lMokasaHHs" (gogaHo
nokasaHHs: [ns nikyBaHHA renaTobiniapHMX nopyLleHb
npy MyKOBICUMAO3i A4iTAM BiKOM Bif, 6 pokiB),
"MpoTunokasaHHs”, "OcobaMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnoci6 3actocyBaHHs Ta gosn", "Oitn",
"Mepeno3yBaHHa", "INo6iyHI peakuii” BiANOBIAHO A0
iHchopmaLii pedrepeHTHOro slikapcebkoro 3acoby Urdox
150 mg, 300mg film-coated tablets.

3060B’A3aHHA Npy BUAAYi peecTpauiiiHoro noceig4yeHHs
iCHYIOTb - Hafj@HHA AEeTa/IbHOro OnMcy CUCTEMM
ynpaeiHHA pyU3vKamun y BUTIAL] Naady ynpas/iHHSA
pu3nkaMu Ta AONOBHEHHS [0 OrNsAAy KNHIYHWMX AaHUX 0
30.10.2017 BignosigHo Ao nianyHkTy 1.13 nyHkTy 1,
nignyHkTy 2.3 NyHKTY 2 gogatky 15 go Mopsgky
NpoBeAeHHs1 eKCNepTU3N peecTpaLiiHix maTepianis Ha
nikapcbki 3acobu, Lo NOAAaTLCA Ha AepXaBHy
peecTpadito (MepepeecTpawiio), a TakoX eKcnepTnsun
Marepianis Npo BHECEHHS 3MiH 10 peecTpauiliHuX
maTepianiB NPOTAroM fji peecTpaLiiiHoro NocBigYeHHs,
3aTBepmxeHoro Hakasom MO3 Big 26.08.2005 Ne 426 (y
pegpakuii Hakazy MO3 Big, 23.07.2015 Ne 460).
MepiognyHICTb NOA4AHHSA PEryNsipHO OHOBJIKOBAHOIO 3BITY
3 6e3neku BignoBigHO Ao Mopaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpPOHY 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
rocTuuii Ykpainn 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa OXOPOHW 3[40POB’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3 NiAMYHKTOM 3 NYHKTY 2 rnasu 3 po3giny V.

22.

®OPJIAKC

NMOPOLLOK AN
NpUroTyBaHHs
pO34nHy AnA
nepopasibHOro
3acTocyBaHHsA no 10
r;no 10,167 r
MOPOLLKY B
nakeTuky; no 10 a6o
no 20 nakeTiB y
KapTOHHI KOpoo6Li

INCEH
OAPMA

PpaHuis

BEO®YP
INCEH
IHAYCTPI

PpaHuis

nepepeecTtpaisi Ha HeOBMEXEeHWN TEPMIH
3MiHu |l TUny - 3MiHK Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi 4ns
MeAMYHOro 3acTOCYBaHHA Y 3B'A3KY i3 HOBUMW AaHUMK 3
AKOCTI, AOKTIHIYHUMM, KIHIYHUMU AaHUMK Ta AaHUMK 3
thapmakoHarnagy (3miHM BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao
po3ainis: "MokasaHHA" (YTOUHEHHS hOPMYNIOBaHHS),
"®apmakoTepanesTuyHa rpyna” (pegarysaHHs TekCTy),
"®apmakonoriyHi BnactmsocTi”, "Cnocib 3acTocyBaHHsA Ta
003K1" (yTOUHeHHs iHchopmali), "MpoTunokasaHHA",
"Mo6iyHi peakuii”, "3acTocyBaHHs y nepiog BaritTHocTi abo

6e3
peyenma

nidnsieae

UA/6852/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep

peecmpayjitiHo2

0 NMocBiOYEeHHs

roflyBaHHs rpyaar” (yTouHeHHs iHdopmauii), "Oitn"
(yTouHeHHs iHchopmadii), "OcobnnBOCTi 3acToCyBaHHSA"
BiiNOBIAHO [0 MaTepianiB peecTpauiiHoro AOCheE.

MepiogUyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOIO 3BITY
3 6e3neku BiANOBIAHO A0 MopsAaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepiKeHOro Haka3om
MiHicTepcTBa OXOPOHU 340P0B’'A YKpaiHu Bif, 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(Y pegakuii Hakasy MiHicTepcTBa OXOPOHU 340P0B’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3 MiANYHKTOM 3 NYHKTY 2 raBu 3 po3giny V.

23.

XOHAPOITUHOBA
MA3b

Ma3b 5 %, no25ry
Ty6i; no 1 Ty6i y
nauuj

TOB "[OKI
"®apmavuesTu
yHa habpuka”

YkpaiHa

TOB "AKN
"®apmaueB
TUYHA
habpuka"

YKpaiHa

MepepeecTpauisi Ha HEOOMEXEHWI TepMiH; 3MiHK | TUny -
3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTyuL, NikapCbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Ha MifgcTasi perysiipHO OHOB/IIOBAHOIO
3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo focimKeHb 3
6e3nekun 3acTocyBaHHA NiKapcbkoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pe3ynbTaTt OLiHKM
3BITYy 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 MaHy
negiatpuyHmx gocnimxkeHsb (PIP) (3MiHY y3rompkeHo 3
KOMMETEHTHVUM YMOBHOBaXXEHVIM OpraHoM) - 3MiHK
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS
npenapary Ao po3ainy" OcobnmBocTi 3acTocyBaHHA"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun Aitoyoi
PeyoBUHN.

MepiognyHICTL NOAAHHSA PErYNSIPHO OHOBJIKOBAHOIO 3BITY
3 6e3neku BignoBigHo Ao Mopaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHY 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainn 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3 NiANYHKTOM 3 NYHKTY 2 rnasu 3 posginy V

6e3
peyenma

nionsieae

UA/6983/01/01

24.

LEPBAPUKC™
ICERVARIX™
BAKLUMHA An1SA
NPO®INAKTUKN
3AXBOPIOBAHb,
o
BUK/TUKAIOTHCH
BIPYCOM
NAMIIOMM
NIOAUHN TUNIB

cycneHsisa ans
iH’ekuili no 0,5 mn (1
[03a) y nonepeHbLo
HanoBHEHOMY
wnpuyi Nely
KOMMNIEKTi 3 rO/IKOI0
abo y chnakoHax Nel

nakcoCmiTKn
AiH ExkcnopT
Nimiten

Benvka
BpuTaHis

nakcoCmit
Knsiin

Bionoaxika
n3 C.A.

Benbris

rnepepeecTpavisi Ha HEOOMEXEHUA TEPMIH.
3MiHu |l TUny - 3MiHK Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil xapakTepucTumui
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4n1s
MeAMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMW AaHUMK 3
SAKOCTI, AOKTIHIYHMMM, KIHIYHUMU AaHUMK Ta AaHUMK 3
thapmakoHarnagy (3miHM BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA npenapaTy [0 po3ginis
"B3aemogis 3 iHWMMM NiKkapCbKUMK 3acobamm Ta iHLi
BMAM B3aemogiin”, "Ocob/IMBOCTi 3aCTOCYBaHHS",

3a
peyerimom

He
nionseae

UA/16310/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHU Bionycky aHHsl peecmpayjitiHo2
ynakoska) Ka 0 NOCBIOYEHHs
16 TA 18 "3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs

rpyaaro”, "3aaTtHicTb BNAMBATY Ha LIBUAKICTb peakuii npu
KepyBaHHi aBToTpaHcnopToM abo poboTi 3 iHLWMMK
MexaHismamu", "lNepefosyBaHHA" BigMoOBIgHO A0
marepianiB peecTpaLiiHoro 40cbe)
3060B'A3aHHs Npy BUAAYi peecTpaviiiHoro noceig4yeHHs
iCHYIOTb — HaJlaHHS1 JOMOBHEHHS A0 Or1AAy KAIHIYHUX
naHux oo 30.10.2017 BignosigHO A0 NiAMYHKTY 2.3 NyHKTY
2 popatky 15 fo MNopsaky NnpoBefeHHs ekcrnepTusn
peecTpauiiHux MaTepiasiiB Ha flikapcbki 3aco6u, Lo
noJarTbCA Ha AepXaBHy peecTpauito (nepepeecTpauito),
a TakoX ekcnepTusn matepiasiis NP0 BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasiiB MPOTAroM Aji peecTpaviiiHoro
NocCBiJYEHHSs, 3aTBepaKeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big
23.07.2015 Ne 460).

MepioguyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOIO 3BITY
3 6e3neku BiANOBIAHO [0 MopsAaKY 34iACHEHHS
chapmakoHarnsgy, 3aTBepiKeHOro Haka3om
MiHicTepcTBa OXOPOHU 340PO0B’A YKpaiHu Bif, 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(Y pegakuii Hakasy MiHicTepcTBa OXOPOHUW 340P0B’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3 NigNyHKTOM 3 NyHKTY 2 rasu 3 posginy V

HayanbHuK YnpasniHHA chapmayeBTUYHOT

OIANBHOCTI Ta AKOCTI (papmaueBTUYHOT NPOAYKLiT

T.M. IacKOBCbKUu




NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOTIYHUX NMPEMAPATIB), LLIOAO AKUX BY/IN BHECEHI 3MIHM A0
PEECTPALIMHUX MATEPIANIB, AKI BHOCATBLCA 40 AEPXXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHN

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHn

20.09.2017 Ne 1117

NMEPENIK

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHU
Ka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rMocsi04YeHHs1

L-LUET®

cupon, 2,5 mr/5 mn
no 60 mn a6o no
100 mn y chnakoHax
Ne 1 pa3om 3
MipHOIO JTOXKOHO

TOB "KYCYM
DAPM"

YKpaiHa

TOB
"KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3miHn
LoAo 6e3snekn/edpekTBHOCTI Ta thapmakoHarnsgy. 3MiH1 y KOPOTKiii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi

0151 MeNYHOro 3acTOCyBaHHSA reHepuyHMX/ribpuaHux/6ionoaibHnx
NiKapCbKNx 3acobiB NiCAs BHECEHHS TiET camoi 3MiHU Ha pedhepeHTHUI

npenapar (3mMiHa He NOTpebye HafjaHHSA XXOAHNUX HOBUX [O4ATKOBUX

AaHunx) (3MiHW 40 IHCTPYKUIT y po3ainu: "®apmakonoriyHi BnactueocTi”,
"MpoTnnokasaHHa", "B3aemogis 3 iHWMMK NiKapCbKUMKU 3ac06amMm Ta iHLWi
BMAW B3aemogiin”, "OcobmBocCTi 3acTocyBaHHs", "3acTocyBaHHA y
nepiog BaritTHOCTi abo rogyBaHHA rpyaar”, "3aatHiCTb BNAMBATU Ha
LBMAKICTb peakuii Npu kepyBaHHi aBTOTPAHCNOPTOM ab0 iHLNMKN
mMexaHismamu", "Cnocib 3actocyBaHHS Ta go3un", "Oitn", "MobiuHi peakwii”
3rigHO 3 iHhopmMaLieto LWoA0 MeaNUYHOIo 3aCTOCyBaHHA pehepeHTHOro
(KCWU3AN) nikapcbkoro 3acoby); 3miHu | Tuny - 3MiHu Woa0
6e3nekn/edeKTNBHOCTI Ta hapmakoHarnagy (iHwi 3miHn) (B. (x) IA)
3MiHM [0 TEKCTY MapKyBaHHS YNakoBOK Y po34in 6 NepB1HHOI yNakoBKu
Ta po34in 7 BTOPUHHOI YNakoBKM LLOAO 3aCTOCYBaHHA LiTAM Ta NpuBecTu
TEKCT MapKyBaHHS yNakoBOK /likapCbkoro 3acoby o Bumor Hakasy MO3
Ykpainm Ne 426 Big 26.08.2005 (y pepakuii Hakazy MO3 YkpaiHu Ne460
Bia 23.07.2015); 3miHu Il Tuny - 3miHK Woao 6e3nekn/etekTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHst abo 3MiHa(u) Ao 3060B'A3aHb Ta YMOB

BMAAui peecTpaviiHoro noceifgyYeHHs, BkIYatouy MnaH ynpaBniHHsS

py3nkamm (3aCToCyBaHHS 3MiH(M), siki(a) BUMaratoTb(€) NoAanbLLIOro
06r'pyHTYBaHHS HOBVMW JOAATKOBMM JaHUMMU, L0 MatoTb HafaBaTucs

KOMMNETEHTHUM OpraHoM, OCKifIbK BUMaraeTbCs CyTTEBA OLiHKa
KOMMNEeTEeHTHVM opraHom) (BukoHaHHs1 3060B'13aHb BifNOBIAHO [0
nignyHkTy 1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 fogaTky 15 go Mopsaky
NPOBE/IEHHSI EKCNEPTU3MN pPeeCTpaLiliHix MaTepianis Ha Nikapcbki
3aco6u, WO NoAalTbCS Ha AepXaBHY peecTpauiio (nepepeecTtpaldiio), a
TaKoX eKCnepTu3n mMaTepiasliB MPO BHECEHHS 3MiH [0 peecTpaLinHx
Marepianis NPoTArom fii peecTpaLiiHoro NoCBigYEHHS!, 3aTBEPAKEHOTO
Haka3om MO3 Big 26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460)

6e3
peuyenma

UA/8612/02/01

AEKON

PO34UH oniliHKiA No
50 mn a6o 100 mny
dhnakoHi; no 1
donakoHy B nauui 3

MpAT
"TexHonor"

YKpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaviiiHux matepiasis: 3MiHu | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu 3asBHUKaA
(BnacHviKa peecTpauiiHoro noceigyeHHs) - 3MiHa agpecy 3asiBHMKa.
BBefeHHs 3MiH NPOTAroM 6-TW MICALLIB Nic/a 3aTBEPAKEHHS. 3MiHu |

6e3
peuyenma

UA/1603/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
KapToHY Tuny - AGMiHICTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
MiCLAl NPOBaXEHHS Ais/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYauM AifibHULI BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEep, BK/OYakouM BUNYCK cepiid) - 3mMiHa agpecu
BMPOBHMKA rOTOBOrO JlikapCbKoro 3acoby, 6e3 3MiHu MicLs BUPOGHMLTBA.
BBefeHHs 3MiH NpoTArom 6-T1 MicALIB MiCNA 3aTBEPMAKEHHS. 3MiHu |
TMny - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta dhapmakoHarisay (iHwi
3MiHW) - MpuBefeHHs TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT
yNakoBKM NikapcbKoro 3acoby Ao Bumor Hakady MO3 YkpaiHu Ne 426 Big
26.08.05 (y pegaxkuii Hakasy MO3 Ykpainu Ne460 Big 23.07.2015 p.) Ta
BHECEHHS He3HAYHMX pefaKUiiHNX NPaBoK Y TEKCT MapKyBaHHS
BTOPUHHOI yNakoBk1. BBeAeHHS 3MiH MPOTAromM 6-Tu MicsLiB nicns
3aTBEPAKEHHS
3. | ASUMEA® Kancynu no 250 mr MAT YkpaiHa MAT YkpaiHa BHeceHHs 3MiH [0 peecTpaviitHux maTepianis: 3MiHu | Tuny - 3miHa 3a UA/7234/01/01
no 6 a6o no 10 "KviiBmegnpen "KviiBmeanp napameTpiB cneuudikauii Ta/abo AONyCTUMMX MEX rOTOBOr0 peyenmom
Kancyn B 6nictepi; apart" enapar" niKapcbKoro 3acoby (iHLi 3MiHW)
no 1 6nictepy B
nayui
4. | AHTUTPOMBIH niodpinizat ana Bakctep Al ABCTpis BUpOGHUUT | ABcTpis/ BHECEHHS 3MiH [0 peecTpauiBliiHix maTtepianis: 3miHu Il Tuny - 3MiHKn 3a UA/15020/01/01
Il BAKCTEP PO34unHYy 4118 BO 3a Himeuun Lof0 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsgy. 3mMiHu y KOpoTkii peyenmom
iHcpysiiA, 50 MO/mn; NMOBHUM Ha XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii
no 1 conakoHy 3 LIKIOM: AN MeAMYHOro 3acTOCYBaHHS y 3B'A3KY i3 HOBUMM JaHUMU 3 SAKOCTI,
nopotLukom (no 500 BakcTep OOKIHIYHUMK, KAIHIYHUMY AaHUMKU Ta AaHMU 3 hapMakoHarnsgy -
MO a6o no 1000 Al BHeceHi 3MiHM [0 IHCTPYKUIT 415 MEAUYHOIO 3aCTOCYBaHHSA Y PO34inu:
MO) y komMnnexTi 3 ABCTpIS; "MokasaHHA" (BUNYyYEHHS NOKa3aHHS: "HasABHICTb ab0 pu3nK pO3BUTKY
1 dhnakoHOM BMPOGHMLT CMHAPOMY AUCEMIHOBAHOIO BHYTPILLHbOCYAWHHOIO 3ropTaHHs KpoBi
po34MHHKKa (Boga BO (Hanpukiag, NpU MHOXMUHHIA TpaBMi, CENTUYHUX YCKNAAHEHHSIX, LLOL,
AN iH ekuii no 10 PO34MHHMKa npeeknamncii Ta iHWWx po3nagax, NoB’A3aHyX 3 rOCTPOIO KoaryonaTieto
mn abo 20 mn) B 3a MOBHUM cnoxuBaHHs), "Oitn" (yTouHeHHs iHdopmauii), "MobiyHi peakuii”.
KapTOHHI KopobL; LMKIOM:
ynakoBKa Takox XamenbH
MICTWUTb FONKY- dapmavueBT
nepexigHuviK, rosky 3 nKanc
iNbTPOM, rosKy 3 m6X,
MOBITPONPOBOAOM, HimeuunHa
0[IHOPa30BY rOJIKY,
iHy3iliHy cucTemy
5. | APMAAIH PO34unH Ans TOB YkpaiHa BignoBigan Ykpaiqa/ BHECEHHS 3MiH 40 peecTpayiiHux martepiasniB: 3MiHu | Tuny - 3miHn 3 3a UA/9896/01/01
iH ekuili, 50 Mr/mn HaykoBo- bHWIA 3a Icnanis sKocTi. [oToBwMIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax peyenmom
no 2 M B amny/ii; BUpPOGHMYA BUPOBHULT npugatHocTi abo ymoBax 36epiraHHsi roTOBOro MikapcbKoro 3acoby
no 5 amnyny ipma BO Ta (36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO JliKapCcbKoro 3acoby) - A5
Kaceri; no 2 kaceTtu "Mikpoxim" KOHTPONb/B TOProBoi ynakoBku (MiATBEPIKYETLCA AAHUMU PEasIbHOIO Yacy)
B NauLi 3 KApTOHY; unpobysaH (36iNbLLEHHS TEPMIHY NPUAATHOCTI FOTOBOTO JiKAPCLKOro 3acoby (3 3-x
no 2 M B amny/ii; HS1 cepil, He 00 5-Tn pokiB) (TepMiH BBeAEHHS 3MiH NPOTAroM 3-x MicsiLiB nicns
no 10 amnyn y BK/THOHAI0UM 3aTBEPKEHHS)
6nicTepi; no 1 BUNYCK
6icTepy B nayui 3 cepil:
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHU
Ka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsi04YeHHs1

KapToHy

MpuBatHe
akuioHepHe
TOBapUCTBO

"JTekxim-
Xapkis",
YKpaiHa;
Bignosigan
bHWIA 3a
BUMYCK
cepii, He
BK/THOHAI0UM
KOHTPONb/B
unpobysaH
HS cepil:
TOB
HaykoBo-
BMpOGHMYa
ipma
"Mikpoxim",
YkpaiHa,;
Bignosigan
bHWIA 3a
BUPOOHULT
BO Ta
KOHTpO/b/B
unpobysaH
HS cepil,
BK/THOHAI0UM
BMMYCK
cepii:
"laboparop
i IHIBCA,
C.A",
Icnaxis

APO®EH /151
JITEN

cynosuTopii
pekTasibHi, no 60
Mr; Mo 5
CynosuTopiiB y
antoMiHiEBOMY
CTpuNi; NO 2 CTpUNK
y nauuj

TOB "Epcenb
dapma
YkpaiHa"

YKpaiHa

Papmea

PpaHuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |l Tuny - 3MiHK
Lofo 6esnekn/edpekTMBHOCTI Ta hapmakoHarnsgy. BHeceHHst abo
3miHa(1) fo 3060B'A3aHb Ta YMOB BuAadi peecTpauiiiHoro nocBig4yeHHs,
BK/ItOYatoun MNnaH ynpasniHHA pu3nkamuy (3acTocyBaHHA 3MiH(K), siki(a)
BMMaralTb(€) NOAasIbLIOTO 06I'PYHTYBaHHA HOBUMM AOAATKOBUM
JaHuMK, Lo MatoTb HaAaBaTUCA KOMMETEHTHUM OPraHOM, OCKINIbKM
BMMaraeTbCsl CyTTEBA OL|iHKa KOMNETEeHTHUM opraHoMm) (BUKOHaHHS
3000B'A3aHb BiANOBIAHO A0 MignyHKTY 1.8.2 nyHkTy 1.8 gogatky 5 o
Mopsaaky NpoBeAEHHS eKCnepTn3n peecTpaLinHux maTepiasis Ha
nikapcbki 3ac06u, Lo NoAalTbCA Ha AepXaBHY peecTpaLiio
(nepepeecTpauito), a TakoX ekcnepTnsn matepianis NPO BHECEHHS 3MiH
[0 peecTpauiiiHnx MaTtepianis NpoTArom Aii peecTpauiiHoro
nocBig4eHHs, 3aTBepmkeHoro Hakaszom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

6e3
peuyenma

UA/15622/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
7. | ATTAM | ATGAM KOHLeHTpaT Ans Mdpaiizep IHK. CLIA dapmauis i CLA BHeceHHs 3MiH J0 peecTpaviiiHuX matepianis: 3MiHu | TUny - 3MiHW WoA0 3a 332/12-
NIM®OLUTAPHU | npurotyBaHHs AnaxXoH 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom 300200000
" po3unHy ans KomnaHi y3arasibHeHVX AaHnx npo cuctemy hapmakoHarnsgy (BBefeHHs
IMYHOINOBYNIH | iHdysiii no 50 mr/mn nnc y3arasibHeHVX AaHnx Npo cuctemMy hapmakoHarnsay, 3amMiHa
, no 5 mn B amnynax YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS (hapMakoHarnaay;
AHTUTAMOLUNT Ne 5 KOHTaKTHOI 0cO6M 3 chapmakoHarnagy 3asBHMUKa 415 34iNCHEHHSA
APHNIA thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif, yNOBHOBaXeHOT
rnoeyniH ocobu, BignoBifanbHOT 3a 34iiCHEHHA hapMakoHarnsay (Bkaoyarun
(KIHCbKWUI) KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina cuctemm
dhapmakoHarnsgy) - 3aTBepKeHo: yNoBHOBaXeHa ocoba 3
thapmakoHarnsagy: Mapis 'pauis XXypno/Maria Grazia Zurlo.
3anpornoHoBaHo: YNoBHOBaXXeHa ocoba 3 thapmakoHarnsgy: PpaHcyasa
[Oywma-Cinnan/Francoise Dumas-Sillan. ¥YnoBHoBaxxeHa ocoba 3asiBHUKa,
BignoBigasibHa 3a hapMakoHarnsg Ha perioHaslbHOMYy piBHi: TaTbsiHa
MpoxopoBa/Tatyana Prokhorova. 3MiHa KOHTaKTHUX AaHUX
YMOBHOBaXXEHOI 0COOU 3asiBHMKA
8. | BEPNITIOH® 300 | karncynu M'ski no BEPNIH-XEMI | HimewyunHa | Bupo6HuUT | Himeuun BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/6426/02/01
KAMNCYNn 300 mr no 15 Al BO «in Ha oo 6esnekn/edpekTMBHOCTI Ta hapmakoHarnsagy (iHwWwi 3miHm) (3MiHK peyenmom
kancyn y 6nictepi, bulk», LLIOAO PO3AiNeHHs ChisIbHOI 415 ABOX J03YBaHb iHCTPYKLiT Ha ABi
no 1 a6o no 2 KOHTPO/1b IHCTpYKLIi - okpemo ans gosysaHHsA 300 mr (BEP/TITIOH® 300
6nicTepis y cepiii: KAMCY/NN) Ta godysaHHa 600 mr (BEP/TITIOH® 600 KAMCYN)
KapTOHHIli KopoobLi KataneHt (TepmiH BBEAEHHSA 3MiH MPOTArOM 6-TW MICALIB NICNS 3aTBEPAXKEHHS);
HimeuuuHa; 3MiHu 1l Tuny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta hapmakoHarniagy.
E6epbax 3MiHM Y KOPOTKIil XapaKTepuCTULLi NiKkapcbKoro 3acoby, TEKCTi
v6X, MapKyBaHHS Ta iHCTPYKUIiT 419 MEeANYHOro 3aCTOCYBaHHS y 3B'A3KY i3
HimeuuuHa; HOBUMUW JaHWMK 3 AKOCTI, SOKMIHIYHUMU, KNIHIYHUMW JaHUMY Ta AaHVMK
MakyBaHHsA: 3 thapmakoHarnsagy (3miHv Ao iHeTpykuii BEP/TITIOH® 300 KAMNCYNN y
KataneHt po3ginu: «Cnocib 3acTocyBaHHs Ta A03u», «[106iYHI peakwii»,
HimeuyunHa «3acTocyBaHHA y nepiof BariTHOCTi abo roflyBaHHs rpyaato»,
LLlopHaopc «OCc06/MBOCTI 3aCTOCYBaHHS», «3aCTOCYBaHHS Y Nepiog, BariTHOCTi abo
v6X, roflyBaHHs rpyaato», «BUpobHuk» (BUTYyYeHHS yTOYEHHS «Bunyck
HimeuuuHa; cepiii», BUTy4YEeHHS1 Ha3BW BUPOGHMKA aHTNiiCbKOK MOBOH)),
Bunyck MicuesHaxomkeHHs (BUTyYeHHS afpecyt BUPOGHMKA aHTilicbKo
cepiii: MoBot0) (TepMmiH BBeZeHHS 3MiH MPOTAroM 6-T1 MicAUIB Micas
BEPIH- 3aTBEPKEHHS)
XEMI AT,
HimeyumHa
9. | BEPNITIOH® 600 | kancynu M'ski no BEPNIH-XEMI | HimeyunHa Bunpo6HMK, Himeuun BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis: 3MiHu | TUNy - 3MiHU 3 3a UA/6426/02/02
KAMNCYNn 600 mr; no 15 Al Bignosigan Ha AKOCTIi. [0TOBMIA Nikapcbkuii 3aci6. 3MiHM Yy BUPOBHULTBI. 3amiHa abo peyenmom
kancyn y 6nictepi, bHWIA 3a BBEJEHHA AOAATKOBOI AiNlbHULL BUPOOHMLTBA A/15 YaCTUHM abo BCbOro
no 1 a6o no 2 BUPOBHULT BMPOBHMYOro NpoLEecy roToBOrO JiKapCbKOro 3acoby (4inbHuUUs ons
6nicTepiB y BO «in BTOPUHHOTO NakyBaHHs) (fofaHHsa — BEP/TIH-XEMI AT, HimeyunHa)
KapTOHHIlA KopoobLi bulk», (TepMiH BBEAEHHSA 3MiH NPOTArOM 6-TU MiCALIB MiCNSA 3aTBEPAKEHHS);
KOHTPO/1b 3MiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
cepiii: BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI Ai/IbHULi BUPOOHMLTBA
KaTtaneHt NS YacTHM abo BCbOro BUPOBHMYOro NpoLecy roToBoro Nikapcbkoro
HimeuunHa 3acoby (4inbHULA ANA NePBUHHOIO NakyBaHHS) (AofaHHA — BEPIH-
E6epb6ax XEMI Al’, HimeuynHa) (TepmiH BBEAEHHS 3MiH MPOTSAroM 6-Tv MicsiLiB
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
v6X, nicns 3aTBepkeHHs); 3MiHu | Tuny - 3MiHN WoAao
HimeuuunHa,; 6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy (iHwi 3mMiHu) (3MiHK
Bunpo6HuK, CTOCYIOTbCS 3MiHWN TEKCTY MapKyBaHHS NakyBa/lbHUX matepianis /13, a
Bignosigan came BUOA/IEHHS i3 TEKCTY MapKyBaHHS YCiX BUPOOHUKIB OKpiM
bHUIA 3a BUPOGHMKa, BIANOBIAA/IbLHOIO 3a BUNYycK cepii) (TepmiH BBeAeHHS 3MiH
nepBuHHe NpOTArom 6-Tn MiCALIB NicNa 3aTBEPMKEHHS); 3MiHM | TUny - 3MiHK 3
Ta AKocTi. [0ToBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKOro
BTOPWHHE 3acoby. 3MiHa y MeTofax BUNPobyBaHHA rOTOBOrO NikapCbKOro 3acoby
nakyBaHHs: (iHWi 3mMiHM y MeTogax BuNpobyBaHb (BKOYaouM 3amiHy abo
KataneHt [OMNOBHEHHS)) (BHECEHHS pefakLiliHAX 3MiH 4O METOAIB KOHTPOSI0 A0
HimeyunHa po3ginis «BunpobyBaHHA Ha YncToTy. Monimepu», «BunpobyBaHHA Ha
LWopHaopd uncToTy. CnopigHeHi cnonyku», «BunpobyBaHHS Ha YACTOTY. 3a/TMLLKOBI
v6X, PO34YNHHKKM») (TepMiH BBEAEHHS 3MiH NPOTArOM 6-TW MicALiB nicns
HimeyuunHa; 3aTBepKeHHs); 3MiHu | Tuny - 3miHK 3 skocTi. CepTudikat
Brpo6HuK, BiNOBIAHOCTI/IE-cepTudpikat BignoBiAHOCTI EBponechkii
Bignosigan thapmakonei/moHorpadii. NogaHHs HOBOro abo OHOB/IEHOTO
bHUIA 3a cepTudikaTa BifNoBIAHOCTI abo BUNYyYeHHs cepTuddikara BiAnoBiLHOCTI
nepBuHHe €Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoro
Ta marepiany/peareHTy/npoMIKHOrO NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BTOPVHHE BUPOGHULTBI A®I; Ans [onomikHOT pedoBuHm (MCE-cepTudikaT
nakyBaHHs BiANOBIAHOCTI €Bponelickkili hapmakonei ans A®l/BuxigHoro
Ta BUMYCK matepiany/peareHTy/npomMikHOro NPOAYKTy abo JOMOMDKHOI PEYOBUHM) -
cepiii: OHoB/eHMIA cepTUdiKaT Bif BXe 3aTBepKeHOro Bupo6Huka (R1-CEP
BEP/IH- 2001-424-Rev 03); 3minu | Trny - 3miHmn 3 akocTi. APl. CTabifnbHICTb.
XEMI AT, 3miHa nepioly NOBTOpPHMX BUNpo6yBaHb/nepiody 36epiraHHs abo ymoB
HimeyunHa 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpAXXEHOMY A0ChE cepTudikara

BiAANOBiAHOCTI €Bponelickkili hapmakonei, Lo BKIYaE nNepios,
NMOBTOPHOrO BMNpOoGyBaHHS) (Nepiog MOBTOPHOTO BMNPOGYBaHHs/Nepiog,
36epiraHHs) - 36inbLUueHHA abo BBeAEHHS nepiody NOBTOPHOrO
BMNPOGYBaHHs/Nepiofy 36epiraHHs Ha OCHOBI pe3ynbTaTtiB AOCNIAKEHb Y
peasibHOMY 4aci (BBeAEHHS nepiogy NOBTOPHOrO BUNPOOYBaHHS Ha
OCHOBI pe3y/bTaTiB AoC/iAKeHb CTabiNIbHOCTI Yy peasibHOMY Yaci A1
HoBoro Bupo6Huka A®I Olon S.p.A., Italy); 3miHu | TUny - 3MiHK 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-cepTudpikat BiANOBIAHOCTI €BpONechbkili
thapmakonei/moHorpadii. NogaHHA HOBOro abo OHOB/IEHOTO
cepTtudpikaTa BiANOBIAHOCTI ab60 BUYYeHH:A cepTudikaTta BiANOBIAHOCTI
€Bponevicbkin hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/npoMIKHOrO NPOAYKTY, L0 BUKOPUCTOBYHOTHCS Y
BMPOGHMLTBI A®I; A8 ONOMIKHOI pevyoBUHM (cepTudikat BiANOBIAHOCTI
€Bponelicbkin dhapmakonei) - HoBuii cepTudikaT Bif HOBOro BUPOGHMKa
(3amiHa abo gonosHeHHs1) (R1-CEP 2007-269-Rev 00); 3miHu | Tuny -
3MmiHn 3 sKocTi. CepTudikaT BignosigHocTiI/l E-cepTudikar BianoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA HoBoOro abo
OHOBJ/IEHOTO cepTudikaTa BiANOBIAHOCTI abo BUNy4YeHHsA cepTudpikara
BifnoBigHOCTI €Bponelickkili hapmakonei: ana A®l; ons BUXigHoOro
marepiany/peareHTy/npoMIKHOrO NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLUTBI A®I; ANns AONOMDKHOT peyoBUHU (CepTudikaTt BignoBIigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNEeHUIA cepTudikaT Bif yxe
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs

3aTBEPKEHOr0 BUPOOHUMK); 3MiHM | TUNy - 3MiHW 3 AKOCTI. F0TOBMIA
nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHa rotoBoro Nikapcbkoro 3acoby (36i1beHHsA TepMiHY
npuaaTHOCTI FOTOBOrO NiKapCbKOro 3acoby) - [11s Toprosoi ynakoBkm
(niaTBEPOXKYETLCA AAaHUMK peasibHOro yacy) (3 30-T fo 36 MicAuiB)
(TepmiH BBEAEHHSA 3MiH NMPOTArOM 6-TW MICALB NICNSA 3aTBEPAYKEHHS);
3miHu | TNy - 3miHK 3 AKocTi. FoTOBUIA Nikapcbkuid 3aci6. Onuc Ta cknag,
3miHa y cknagi (oNoMiXHNX pevyoBMHAaX) rOTOBOTO JlikapCbKoro 3acoby
(iHLWi fONOMIXHI pevoBUHN) - Byb-Ka He3HauYHa 3MiHa KiflbKiCHOro
cknagy AOMOMDKHUX PEYOBWH y rOTOBOMY JlikapCbkOMy 3acobi (3miHa B
KifIbKiCHOMY cKnafi AOMOMKHUX PEYOBWH, a caMe po3dnHy copbiTy, Lo
He KpucTanisyetbes); 3MiHun | Tuny - 3MiHM 3 SKOCTi. FTOTOBWIA NiKapCbKMii
3aci6. Onuc Ta cknag. 3miHa y cknagi (4oMoMKHUX peyoBMHaX) roToBoro
nikapcbKoro 3acoby (cmakoBi 106aBku abo 6apBHMKM) - [ofaBaHHS,
BU/y4yeHHs abo 3amiHa (TepMiH BBEAEHHS 3MiH NPOTArOM 6-Tu MicALiB
nicns 3aTBepmkeHHs); 3MiHn | Tuny - 3MiHK 3 SKocTi. [oToBWMIA
nikapcbkuii 3aci6. 3MiHM y BUpO6GHMLTBI. 3MiHa po3mipy cepii
(BK/IHOYAKOUM giana3oH po3mipy cepil) rOTOBOrO JliKkapCbKOro 3acoby
(3meHwWweHHs o 10 pasiB) (3aTBepmxeHo: 1000000 kancyr;
3anpornoHoBaHo: 100000, 260000 karcyn); 3miHu | Tuny - 3MiHK 3 AKOCTI.
[OTOBWI1 NiKapCbKMii 3aci6. KOHTPO/Ib FOTOBOTO MiKapCbKOro 3acoby.
3MiHa y MeTodax BMNpOGyBaHHS roTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHM Y MeTofax BUNpobyBaHb (BKIHOYAKUM 3aMiHy ab0 [LONOBHEHHS))
(nopaBaHHA MeTOAy BUNPOBYBaHHA A5 ifeHTudiKaLii 4ONOMIKHOT
peyoBMHM 6apBHMKa — KapMiHOBOrO flaky, B 060/10HLi M'SKOI Karcyin)
(TepMiH BBEAEHHS 3MiH NPOTArOM 6-TU MiCALIB NiCNSA 3aTBEPAYKEHHS);
3MiHn | TUNYy - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/IE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei/moHorpadii. MogaHHA HOBOrO
abo oHOBNEHOTO cepTuddikaTa BiANOBIAHOCTI a60 BUYyYEHHS
cepTudikaTa BignoBigHOCTI E€Bponeiickkiit hapmakonei: ans A®l; ans
BMXigHOro marepiany/peareHTy/npomMikHOro NPOAyKTY, Lo
BUKOPUCTOBYIOTbCA Y BUPOOHMLUTBI A®I; Ana gonomikHoi pedoBuHm (ME-
cepTudikaT BifNoBIigHOCTI €Bponelickkili hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npomMiKHOr0 NMPOAYKTY abo
[OMNOMIXHOT peyoBrHK) - OHOBNEHWIT cepTudikaT Bif, BXe
3aTBepmxeHoro supobHuka (CEP 2003-172-Rev 01); 3miHu | Tuny -
3miHu 3 sKocTi. CepTudikaT BignosigHocTI/l E-cepTudikar BiaNoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA HoBOro a6o
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo BUTyYeHHS cepTudikara
BiANOBIAHOCTI EBponelickbkili hapmakonei: gns A®l; onsa BMXigHOro
marepiany/peareHTy/npoMIKHOrO NPOAYKTY, L0 BUKOPUCTOBYHOTHCS Y
BMPOGHMLTBI API; ansa gonoMixHoi pevosuHn (ME-cepTuddikar
BiANOBiAHOCTI EBponeiickbkin hapmakonei ana A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTy abo AOMOMKHOI PEYOBUHM) -
OHoBNeHWiA cepTUdikar Bif BXe 3aTBepKeHoro Bnpo6Huka (R1-CEP
2000-116-Rev 02); 3MiHn | TMnYy - 3MiHK 3 SKOCTI. [OTOBUIA NiKapPCbKNi
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOTO /liKapCbKOro 3acoby
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHU
Ka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsi04YeHHs1

(iHWi 3MiHW) (36iNbLUIEHHA YACTOTM MPOBEAEHHS TECTIB 3a MOKa3HMKamu
«lgeHTundpikauis TutTaHy giokengy» «laeHTudikauis kapMiHOBOro naky»,
«BunpobyBaHHSA Ha YNCTOTY 3a/INLLKOBI PO3YUHHUKN», «MBUY»,
BHeceHHs pefakuiiiHoi 3MiHM 3a napameTpom «Po3nagaHHs») (TepMiH
BBEJEHHS 3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPAXKEHHS); 3MiHK |
TUny - 3MiHW 3 SIKOCTi. FTOTOBWIA Nikapcbkuii 3aci6. KOHTPOsb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis cneuudikauin Ta/abo
[O0MYCTUMMX MEX roTOBOrO NiKapCbKoro 3acoby (BUTy4YeHHS HE3HAYHOro
rnokasHuka (Hanpvknag, 3actapifioro nokasHuka, Takoro sik 3anax ta
cMak, abo igeHTudikauis 6apBHMKIB UM CMakoBMX 406aBOK)) (BUAaIEHHS
MeToAy BUNPOBYBaHHS «PO3UYMHEHHS TIOKTOBOT KUCNOTU») (TepMiH
BBEEHHS 3MiH NPOTAroM 6-T MICALIB MIiCNSA 3aTBEPLKEHHS); SMiHM |
Tuny - 3MiHK 3 AKOCTI. [0TOBMIA Nikapcbknii 3acib. Onuc Ta cknag. 3miHa
y cknagi (40noMiKHUX peyoBrHaX) roToBOro MikapCbKoro 3acoby (iHLui
[OMNOMDKHI peyoBUHW) - Byib-sika He3HaYHa 3MiHa Ki/lbKiCHOro ckiagy
[OOMOMDKHMX PEYOBUH Y FTOTOBOMY JliKapCbKoMy 3acobi (3MiHa KiflbKiCHOro
cknagy AonoMikHOT pevosuHu B N3 - rniuepony) (TepmiH BBeAeHHSA
3MiH NPOTAroM 6-TW MicsLiB NicNs 3aTBepAKEHHS); 3MiHK | Tuny - 3MiHKn 3
aKocTi. [oToBMIA Nnikapcbkuii 3aci6. Onuc Ta ckiag. 3miHa y ckiagi
(4ONOMKHMX peyoBMHaX) roTOBOro NikapCcbKoro 3acoby (iHLLi AONOMiXHI
peyoBuHM) - Byab-ska He3HauHa 3MiHa KifIbKICHOro ckiiagy SOMOMDKHUX
PEYOBUH Y FOTOBOMY NliKapCbKOMY 3ac06i (3MiHa KiflbKiCHOro cknagy
[ONOMDKHOT pevyoBUHU XenaTuHy) (TepMiH BBeEHHS 3MiH MPOTAroM 6-Tn
MicsILiB Micnsi 3aTBEPAXKEHHS); 3MiHu | Tuny - 3MiHKM 3 AKkoCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta ckiag. 3miHa y cknagi (oNoMiKHMX
peyoBUHax) roToBOro NikapcbKoro 3acoby (iHLi JONOMDKHI peYOBUHN) -
Byfb-sika He3HayHa 3MiHa KifIbKiCHOro cknagy A0MOMIKHUX PEYOBUH Y
roTOBOMY NiKapCbKOMY 3ac06i (3MiHa Ki/IbKICHOTO ckiiagy AOMOMKHOT
peyoBuHu B [N13 — TTaHy giokcua) (TepMiH BBEAEHHS 3MiH NMPOTAroM 6-
TN MicsiliB Nicns 3aTBepKeHHS)

10.

BEPNITIOH® 600
KAMNCYNnn

Kancysv M'siki no
600 mr no 15
Kancyn y 6nictepi,
no 1 a6o no 2
6nictepiB y
KapTOHHI Kopoobui

BEPNIH-XEMI
Al

HimeuunHa

Brpo6HMK,
Bignosigan
bHUI 3a
BMPOGHULT
BO «in
bulk»,
KOHTPO/b
cepiii:
KataneHt
HimeuunHa
E6epbax
'm6X,
HimeuumnHa;
Bnpo6HMK,
Bignosigan
bHWI 3a
nepBrHHe
Ta

Himeuun
Ha

BHECEHHS 3MiH 40 pHECTPaLiiHMX MaTepiasis: 3MiHu | TUny - 3MiHK
woao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) (3miHu
LLIOAO PO3AiNEeHHN CRiSIbHOI 415 ABOX [03YBaHb iHCTPYKLIT Ha ABi
IHCTpYKLUii - okpemo ans fo3ysaHHsA 300 mr (BEP/IITIOH® 300
KAMNCYNW) Ta gosysaHHa 600 mr (BEP/IITIOH® 600 KAMCY/N)
(TepmiH BBEAEHHSA 3MiH MPOTArOM 6-TW MICALIB NICNSA 3aTBEPAXKEHHS);

3MiHu |l Tuny - 3miHK Woao 6e3nekn/edhekTBHOCTI Ta thapmakoHarnagy.

3MiHU Y KOPOTKili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT 418 MEeANYHOro 3aCTOCYBaHHS y 3B'A3KY i3
HOBUMMW JaHVMM 3 AKOCTi, AOK/IHIYHUMMU, KNIHIYHUMW JaHUMK Ta JaHUMK
3 thapmakoHarnsgy (3miHn go iHcTpykuii BEPTITIOH® 300 KAMCY/NN y
po3ginu: «Cnocié 3acTocyBaHHsi Ta A403u», «Mo6IUHI peakLii»,
«3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs rpyanL»,
«OCc06/MBOCTI 3aCTOCYBaHHS», «3aCTOCYBaHHSA Y nepiog, BariTHoCTi abo
roflyBaHHs rpyaar», «BUpo6HUK» (BUNYYEHHS YyTOYEHHS «Bunyck
cepiii», BUTy4YeHHS Ha3BW BUPOBHMKA aHrNiiCbKOK MOBOH),
MicLe3HaxomkeHHs (BUTYyUYEeHHS aapecy BUPOGHMKA aHTTiACbKO
MOoBOW0) (TepMmiH BBEfIEHHSI 3MiH NPOTAroM 6-T1 MicAUIB Micas

3a
peyenmom

UA/6426/02/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
BTOPUHHE 3aTBepMKeHHS); 3MiHu Il Tuny - 3miHK Woao 6e3nekn/etekTNBHOCTI Ta
nakyBaHHs: thapmakoHarnagy. 3MiHU y KOpPOTKili XxapakTepucTuL, NikapcbKoro
KatasneHt 3aco6y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLIT 418 MeANYHOro 3acToCyBaHHsA
HimeuunHa y 3B’A3KY i3 HOBVMU JaHUMW 3 SKOCTI, AOKMIHIYHUMMU, KTIHIYHUMUW AaHUMK
LopHaopd Ta faHuMu 3 dpapmMakoHarnagy (3miHu go iHeTpykuiit BEP/TIITIOH® 600
v6X, KAMCYNW y po3ginu: «Cknagy» (LoA0 A0MOMDKHOI PeYOBUHN 060/10HKN
HimeuunHa; Kancynu), «Cnocié 3actocyBaHHs Ta A03u», «[106iuHi peakwii»,
Bnpo6HMK, «3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs rpyaato»,
Bignosigan «OCc06/1MBOCTI 3aCTOCYBaHHS», «3aCTOCYBaHHS Y Nepiog, BariTHOCTI abo
bHUI 3a rogyBaHHs rpyaar», « TepMiH npugaTHoOCTI», «BUPOGHUK» (BUYYEHHS
nepBuHHe YTOUEHHS «Bunyck cepiii», BUIYyYeHHS Ha3BU BUPOOHMKA aHrNiicbKoto
Ta MOBOI0), MicLe3HaxomkeHHs (BUTyYEHHS afpecy BUPOGHMKa
BTOPUHHE aHrnincekoo MoBoto) (TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tv MicsLLiB
nakyBaHHs nicns 3aTBepKeHHS)
Ta BUMYCK
cepiii:
BEP/IH-
XEMI AT,
HimeyumHa
11. | BI-TON CycCrneHsis opanbHa, TOB "OKnN YkpaiHa TOB "[OKI YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu | TUny - 3MiHKU 3 3a UA/7807/01/01
200 mr/40 mry 5 "®bapmaueBTu "papmaLes AKocTi. MeguuHi npucTpoi. 3miHa NpUCTPOIB A1 BUMIPIOBaHHS 403U ab0 peyenmom
mn, no 100 ry yHa habpuka" TUYHA BBE/EHHS /iKapCbKOro 3acoby (BU/Ty4YEHHSI MPUCTPOID) (BUAAIEHHS
thnakoHi abo y habpuka” albTePHATMBHOIO NPUCTPOIO A1 BUMIPOBaHHS 403U J13 (MIpHOI 10XKM)
6aHuj; no 1 3 BifNOBIAHUMM 3MiHAMK A0 Po34iny «Ynakoska») (TepmiH BBEAEHHSA
thnakoHy abo 6aHLi 3MiH MPOTAroM 6-TW MiCALiB Nicns 3aTBEPLKEHHS)
pasoMm 3 [03y40t0
CK/ISIHOYKOO B NMaYLi
12. | BYNIBAKAIH-M pO34uH ans TOB YkpaiHa TOB YkpaiHa BHeceHHs 3MiH 10 peecTpaviiiHuX maTepianis: 3MiHu | TUMYy - 3MiHa y 3a UA/7162/01/01
iH'ekji1, 5 Mr/mn no "XapkiBcbke "XapkiBcbke MeTofax BUNPO6yBaHHS rOTOBOrO /ikapCbKoro 3acoby (He3HayHa 3miHay | peuenmom
5 mn B amnyni; no thapmaveBTUy thapmauesT 3aTBEPAKEHNX MeToAax BUNpPobyBaHHS) - He3HayHa 3MiHa y
10 amnyn B KOpo6Li He nyHe 3aTBEPMXEHVX MeToAax BUNPOOyBaHHA NpUBeAEHHS N. "MexaHiuHi
3 KapTOHY; No 5 mn nignpPUeEMCTBO nignpuemct BK/IHOYEHHA" A0 BuMor AdY; 3miHu | Tuny - 3MiHa napameTpis
B amnyni; no 5 "3p0p0B's BO crneungikauii Ta/abo 4ONYCTMMMX MEX rOTOBOrO MiKapCbKOro 3acoby
amnyn y 6nictepi; Hapogay" "300poB’A (3BY)XEHHS AOMYCTUMUX MEX);
no 2 6nictepu B Hapoay" CYNyTHS 3MiHa - 3MiHa y MeToax BUNpobyBaHHSA rOTOBOro NikapCbKoro
KOpO6Li 3 KapTOHY 3aco6y (He3HayHa 3MiHa y 3aTBEpPAKEHNX MeTOoAax BUNPOGYyBaHHS),
3BY)XXEHHS [0MYyCTUMUX MEX rOTOBOrO NiKapCbKOro 3acoby 3i 3MiHO y
MeTofax BunpobysaHb (Metod BEPX) n. " CynpoBigHi goMmiluku"
13. | BANMbMNPOAT TabneTkn, BKPUTI OpioH diHNsAHAIA OpioH diHNAHA] BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHn | Tuny - 3MiHn 3a UA/6859/01/01
OPIOH NNiBKOBOO KopnopeiiwH Kopnopeiiw A Loao 6e3nekn/edpeKTBHOCTI Ta thapmakoHarnagy. 3MiHU y KOpOoTKiii peuenmom
060/10HKOIO, H XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
MPOIOHTOBaHOI Aji OJ151 MeANYHOro 3aCTOCYBaHHS reHepUYHMX/TibpuaHUX/6ionoAaiGHNX
no 300 mr no 30 nNikapcbKnx 3aco6iB Nicns BHECEHHS TiET camol 3MiHU Ha pedhepeHTHUI
abo no 100 npenapar (3mMiHa He NoTpebye HagaHHA XOAHUX HOBUX [OAATKOBUX
TabneTok y onakoHi naHunx) (CninbHy gns 060X A03yBaHb iIHCTPYKLiKO PO34i/iIeHO Ha ABi
3 IHCTPYKLiT — 4151 KOXKHOro J03YBaHHS okpema (BiAnoBigHO A0
BO/J0MOrNMMHA0YO0 pedepeHTHOro npenpapaty AEMAKIH XPOHO® 300 mr, AEMNAKIH
Kancynoto; no 1 XPOHO® 500 mr). 3MiHM A0 IHCTPYKLUIi y po3gin "MokasaHHs",
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
chnakoHy y "®apmakonoriyHi BnactusocTi", "lMpoTunokasaHHsa", "B3aemogis 3
KapTOHHIlA KopooLi iHLWIMMK NikapcbKMK 3acobamMu Ta iHWi B1uam Baemogiii”, "OcobnmBoCTi
3actocyBaHHs", "Cnoci6 3acTtocyBaHHsa Ta fo3n", "lMepeao3yBaHHs",
"MMo6iyHI peakuii™)
14. | BANMbNOPOAT TabneTku, BKPUTI OpioH PiHNsAHAA OpioH PiHNAHA] BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/6859/01/02
OPIOH N1iBKOBOO KopnopeiiwH Kopnopeiiw A LoAo 6e3snekn/edeKkTBHOCTI Ta thapmakoHarnagy. 3MiH1 y KOPOTKiii peyenmom
060/10HKOI0, H XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
NPOIOHIOBaHOI Aji 0151 MeNYHOro 3acTOCyBaHHSA reHepuyHMX/ribpuaHux/6ionoaibHnx
no 500 mr no 30 NiKapCbKu1x 3acobiB NiCNs BHECEHHS TiET camoi 3MiHU Ha pedhepeHTHUI
abo no 100 npenapar (3mMiHa He NOTpebye HafaHHS XXOAHUX HOBUX [O4ATKOBUX
Tabnetok y gonakoHi naHux) (CninbHy ons 060X A03yBaHb IHCTPYKLiO PO34iieHo Ha ABi
3 IHCTPYKLii — AN KOXHOrO A03yBaHHA okpema (BignoBigHo Ao
BOZ0MOININHAOHO0 pedhepeHTHOro npenpapaty AEMAKIH XPOHO® 300 mr, AEMAKIH
Kancynoto; no 1 XPOHO® 500 mr). 3MiHK [0 IHCTPYKLUiT y po3ain "MokasaHHA",
donakoHy y "®apmMakonoriyHi BnactusocTi”, "lMpoTunokasaHHsa", "B3aemogis 3
KapTOHHIlA KopoobLi IHLIMMKW NikapcbKMK 3acobamMu Ta iHWi B1uam Baemogiii”, "OcobnmBocCTi
3acTocyBaHHSA", "Cnocib 3acTocyBaHHsA Ta Ao3un”, "Mepeno3yBaHHA",
"Mo6iyHi peakwuii™)
15. | BEPANAMINTY Tabnetku, no 40 mr ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHeceHHs 3MiH 0 peecTpaviiiHux maTepianis: 3MiHu |l Tuny - 3miHa 3a UA/5540/01/01
rigpoxnopruj, no 10 TabneTtok y 06MEXEHO BUPOBHULT BUPOBHMKA BUXIAHOTO/NPOMIXHOIO NPoAyKTy/peareHTy, LWo peuenmom
6nicTepi, no 2 BiANOBiA&bHI Ba, BMKOPUCTOBYHOTbCSA Y BUPOBHNYOMY npoueci Adl, abo 3miHa BUpOOHMKa
6nicTepu y nauui 3 CTHO KOHTPO/1b (BkNtoUaKoUM, ae HeobXiaHO, MicLe NPOBEAEHHS KOHTPO/IO SKOCTi) AdI
KapToHy "focnigHnii SAKOCTI, (3a BigcyTHOCTI cepTudpikaTa BignoBigHOCTI EBponeiickkiii hapmakonei y
3aB0/, BUMYCK 3aTBEPMAXEHOMY [0CbE)(BBEAEHHS HOBOrO BUPOGHMKA AD| 3 HagaHHAM
"rHUnNC" cepi: MacTep-chaiina Ha Adl) - BBeeHHS HOBOro BUpo6Huka A®l Bepanaminy
ToBapucTs rigpoxnopuay; cynyTHs 3MiHa - 3MiHa y napameTpax cneuudikawii
03 Ta/abo foMyCTUMUX MeX, BU3HAYeHNX Yy cneundikauisx Ha A®l, abo
obmexeHo BVIXiZHWI/MPOMIXXHWIA NpoAYKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y NPOLLECi
10 BUPO6HMLTBA AD| (LONOBHEHHSA cneuudikalii HOBUM NOKa3HUKOM SIKOCTI
Bignosigan Ta BignoBifH/M METOAOM BUNPOBYBaHHS) - AONOBHEHHS cneuudikawlii
bHICTIO BXifHOro KOHTPO/1t0 AP| NokasHUKOM "3asIMLLIKOBI Ki/IbKOCTi OpraHivHmx
"ocnigHwnii PO3UMHHKKIB" Y BIANOBIAHOCTI MaTepianis BUPOOGHMKaA
3aBof,
"rHUaC,
YkpaiHa; BCi
cTagji
BMPOGHULT
Ba,
KOHTPO/b
AKOCTI,
BMMYCK
cepii:
TosapucTts
03
obmexeHo
10
Bignosigan

bHICTIO
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHU
Ka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsi04YeHHs1

"papmaues
TUYHa
KOMMNaHis
"3p0pos'a”,
YKpaiHa; BCi
cragji
BMPOGHMLT
Ba,
KOHTPO/b
AKOCTI,
BMMYCK
cepii:
ToBapucTts
03
o6MexeHo
10
Bignosigan
bHICTIO
"®APMEKC
reyn.,
YKpaiHa

16.

FACTPO-IrPAH

rpaHynm no 10 ry
neHani abo
doNakoHi 3
KpuLiKoto; no 1
neHany abo
donakoHy 3
KPVWILLKOIO B navv 3
KapToHY

MpAT
"HaujioHanbHa
FomeonatnyH

a Cninka"

YkpaiHa

MpAT
"HaujioHasb
Ha
[omeonaTtun
YyHa Cninka"

YkpaiHa

BHECEHHS 3MiH 40 peecTpayiiiHux maTepiasis: 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHA HalilMeHyBaHHsA Ta/abo aapecy 3asiBHMKA
(BNacHvka peecTpauiiiHoro nocsigueHHs) (3miHa agpecu 3asBHUKA);
3miHu | TMNY - 3MiHK 3 SKOCTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa Y NepBUHHIl ynakoBLi
roTOBOro MiKapCbKOro 3acoby (Tvn KoOHTenHepa abo Aof4aBaHHS HOBOrO
KOHTeliHepa) - TBepai, M'ski Ta HecTepusbHI piaki flikapcbki hopmm
(mogaBaHHS HOBOTO KOHTEeWHepa: h/lakoHy 3 KPULLKOH, 3 BiAMOBIigHMU
3MiHaMK Y p. «YNakoBka»); 3MiHu | Tuny - 3MiHn Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo 3miHu go
y3arasibHeHUX faHnx npo cuctemy dapmakoHarnsgy (BBefeHHs
y3araslbHeHUX JaHnxX nNpo cucTemy hapmakoHarnsgy, 3mMiHa
YMOBHOBaXEHOI 0c06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS thapMakoHarnaay;
KOHTaKTHOI 0c0o6M 3 chapmakoHarnagy 3asBHuKa 415 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif, yNOBHOBaXeHOT
ocobu, BignoBifanbHOI 3a 34iiCHEHHA hapMakoHarnsay (Bkaoyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-thaiina cuctemm
hapmakoHarnagy) (Litova pegakuis: Jawkenb Biktopis CepriiBHa.
MponoHoBaHa pegakuis: bBagba OneHa AHaToniiBHa); 3MiHK | Tuny -
3MiHM Woao 6e3neku/edekTMBHOCTI Ta dhapmakoHarnsgy (iHwi 3MiHK)
(3MiHM po iHCTPYKLi y po3ain "OcobnmBocTi 3acTocyBaHHA" (LWoao
3acTepexeHHs 471 0Cib 3 HenepeHOCUMICTHO LyKpiB); 3MiHuW | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHMIA 3aci6. 3MiHa NocTavyasibHUKa NakyBalbHUX
Marepianis abo KOMNIEKTYUUX (SKLO 3a3Ha4YeHo B AOCkE) (3amiHa abo
[0AaBaHHA noctavanbHuka) (fogaBaHHsA BUpobHuKa MpAT «Pipma
Enic», YKpaiHa y 38'A3Ky 3 BBE,EHHAM HOBOro (h/1akOHY 3 KPULLIKOHO

6e3
peyenma

UA/8453/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHU
Ka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsi04YeHHs1

LbOro BUpo6HKKa); 3MiHu | Tuny - 3miHK Woao 6e3nekn/edhekTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHun) (3MiHa rpadiyHoro ochopmMIeHHs
YNakKoBKM Ha MapKyBaHHS ynakoBKM)

17.

FEKCABIT

Apaxe no 50 gpaxe
Y KOHTelHepax

MpAT
"TexHonor"

YkpaiHa

MpAT
"TexHonor"

Ykpaina

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasis: 3MiHu | Tuny -
AfMiHIiCTpaTMBHI 3MiHN. 3MiHA HalilMeHyBaHHsA Ta/abo aapecy 3asiBHMKA
(BnacHvka peecTpauiiHoro noceig4eHHs)- 3MiHa agpecu 3asaBHMKa.
BBefeHHs 3MiH NpoTArom 6-T1 MicALIB MicNs 3aTBEPMAKEHHS. 3MiHu |
Tuny - AGMiHiCTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs1 Ta/abo agpecu
MiCLA NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaKUM AinbHNLi BUMYCKY cepii abo micue
NpoBeAeHHA KOHTPOJIIO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOpPTEp, BK/OYaUM BUMYCK Cepiid) - 3miHa agpecu
BMPOGHMKA rOTOBOrO NiKapCbKoro 3acoby, 6e3 3mMiHM Micus BUPOOHMLTBA.
BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPLAXEHHSA. 3MiHM |
™Mny - 3MiHK Wwoao 6e3neku/ehekTnBHOCTI Ta dhapmakoHarnagy (iHwi
3MiHM) NpUBEAEHHS TEKCTY MapKyBaHHS MEPBMHHOI Ta BTOPUHHOI
ynakoBku /13 go Bumor Hakazy MO3 Ykpainn Ne460 Big 23.07.2015 p. Ta
BHECEHHS He3HauHVX pefakuiiHX NpaBoK Yy TEKCT MapKyBaHHS
NEepPBUHHOI Ta BTOPUHHOI YNaKoBOK.

BBefeHHs 3MiH MPOTAroM 6-TU MicALIB NicNs 3aTBEPKEHHS

6e3
peyenma

UA/3285/01/01

18.

FEKCABIT

apaxe in bulk: no
1000 gpaxe y
KOHTeliHepax

MpAT
"TexHonor"

YkpaiHa

MpAT
"TexHonor"

Ykpaina

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasnis: 3MiHu | Tuny -
AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BNacHvKa peecTpauiiHoro nocBig4eHHs)- 3MiHa agpecy 3asiBHYIKA.
BBefeHHs 3MiH NpoTArom 6-T1 MicALIB MiCAA 3aTBEPAXEHHS. 3MiHK |
Tuny - AGMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
MiCLSi NpOBaMKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
NiKapcbKoro 3acoby, BKOUAUM Ai/TbHULI BUNYCKY cepii abo micue
NpoBeAeHHA KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEp, BK/OYaoUM BUNYCK cepiid) - 3miHa agpecu
BMPO6HMKA rOTOBOTO JlikapCbkoro 3acoby, 6e3 3MiHu Micus BUPOOHMLTBA.
BBefeHHA 3MiH NPOTATOM 6-TW MICALLB NIiC/1A 3aTBEPAXEHHSA. 3MiHN |
MRy - 3MiHK WoA0 6e3nekn/edpekTUBHOCTI Ta hapMakoHarnagy (iHLwi
3MiHW) NpUBEAEHHSA TEKCTY MapKyBaHHS NMEPBMHHOI Ta BTOPUHHOI
ynakoBku /13 go sumor Hakazy MO3 Ykpainn Ne460 Big 23.07.2015 p. Ta
BHECEHHS He3HAYHMX pefakLUiiHNX NPaBoK Y TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YMakoBOK.

BBefeHHS 3MiH NPOTAroM 6-Tu MicsLiB NiCNA 3aTBEPMAKEHHS

UA/3286/01/01

19.

FNEHUET

TabneTkun, BKPUTI
060/10HKOI0, N0 5 Mr
no 10 Tabnetok y
6nictepi; no 1 a6o
no 3, abo no 10
6nicTepis B
KapTOHHIiA ynakoBL,i

neHmapk
dapmacboThK
ans /114,

IHais

neHmapk
dapmacboT
nkans Jita,.

IHais

BUMPAaB/IEHHS TEXHIYHOT NOMWUIKN Y METOAAX KOHTPOJIHO SIKOCTi Ha
roTOBWIA Nikapcbknii 3aci6, B MeToAuLi BUNPo6byBaHHS 3a MOKa3HMKOM
«lpeHTudpikauis. JleBoumTrpusnHa Aurigpoxnopua»; MeToamui
BUNPO6YBaHHSA NokasHUka «CynyTHI AOMILLK/» Ta MeToaunLj
BMNPOOYBaHHSI NokasHMKa «KinbKicHe BU3HAYEHHSI»

6e3
peyenma

UA/11243/01/01

20.

FO3EPENIH
ANBOTEH

imnnadTar no 10,8
Mr y nonepegHbLo
HarnoBHEHNX
wnpuuax Nel, Ne3

AnsoreH IMNMKo
C.ap.n.

INokcembyp
r

BMPOGHMLT

B0 "in bulk",

nepBrHHE
Ta

Himeuun
Ha

BHECEHHS 3MiH [0 peecTpaviiiHvx arepianis: 3miHu | Tuny - 3miHu 3
AKoCTi. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHUMLTBI. 3MiHa po3mipy
cepii (BKIOYaKOUM diana3oH po3mipy cepil) roTOBOrO /likapCbKoro 3acoby

(36inbLweHHs Ao 10 pasiB NOpPIBHSAHO i3 3aTBEPAKEHNM PO3MiPOM)

3a
peyenmom

UA/15570/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
BTOPUHHE (36inbLUEHHS po3Mipy cepii: 3aTBepaKeHo: no 3,6 Mr iMniaHTaT po3Mip
nakyBaHHs, cepii: 40 r no 10,8 Mr iMnnaHTaT po3Mip cepii: 66 r. 3anponoHoBaHo: No
KOHTPO/b 3,6 Mr imnnaHTat [ianasoH po3mipy cepii: Big 40 r go 200 r (11 100
cepii, iMnnaHTartie (wnpwuyis) no 10,8 mr imnnaHTar [iana3oH po3mipy cepii:
Bignosigae Big 66 r fo 411 r (9300 imnnaHTaTiB (LWnpuuiB); 3MiHK | TMNy - 3MiHK 3
3a BUMYCK AKOCTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI. 3amMiHa abo
cepii: BBE/EHHS [0AATKOBOI AiNIbHULI BUPOOHWULTBA A1 YacTUHM abo BCbOro
AMB 'm6X BMPOBHMYOro NpoLLecy roToBOro Jlikapcbkoro 3acoby (fibHULSA, Ha SKil
ApuHeAmiTT npoBoAATLCA 6yAb-AKi BUPOOHMYI CTagil, 3a BUHATKOM BUMYCKY Cepii,
eflbBepk KOHTPO/I0 SIKOCTi Ta BTOPUHHOTO MaKyBaHHS A/15 CTEPUSIbHUX NiKAPCbKUX
BapHray, 3aco6iB (BK/IHOYAKUM BUPOG/IEHI aceNTUYHUM METOL0M), KPIM JliKapCbKnx
HimeuunHa 3aco6iB 6i0N10rYHOro/iMyHOIOMNYHOr0 NOXOMKEHHS) (BBEAEHHS
cTepunizaui anbTepHaTUBHOI BUPOOGHUYOI AiNbHMLi 415 MIKPOGIONOriYHOro
a: TECTyBaHHS r0TOBOrO flikapcbKkoro 3acoby (BB® CrepiniseiiluHcepsi3
CuHepaxi v6X (BBF Sterilisationsservice GmbH), Himewunna); 3minm | Tuny -
Xeanc 3MiHu 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
Annepcxay iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOHO AKOCTI
3eH MM6X, roTOBOrO flikapcbkoro 3acoby (3amiHa abo foAaBaHHS AiNbHUL, Ha SAKIK
HimeuunHa 3[iICHIOETLCA KOHTPO/Ib/BUNPOBYBaHHSA cepii) (BBEAEHHS
Mikpo6ionor anbTepHaTUBHOI BUPOGHUYOT AiNbHWLI ANS cTepunizalii roToBoro
iuHe nikapcbkoro 3acoby (B6® CrepiniseiiwHcepsiz TM6X (BBF
TecTyBaHHS Sterilisationsservice GmbH), HimeuunHa)
€spochiHc
Bio®apma
Mpopaxt
TecTiHr
MioHxeH
v6X,
HimeuunHa
cTepunizaui
A,
Mikpo6ionor
iyHe
TecTyBaHHSA
BB®
Crepinizeii
LLIHCEpBI3
v6X,
HimeuunHa
21. | FO3EPENIH imnnaHTar no 3,6 AnBoreH INKo | Jllokcembyp | BMPOGHUUT Himeuun BHECEHHS 3MiH 0 peecTpauiliHux atepianis: 3MiHu | Tuny - 3miHn 3 3a UA/15570/01/01
ANBOrEH MF y nonepegHbL0 C.ap.n. r B0 "in bulk", Ha AKocTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa po3mipy | peyernmom
HanoBHEHUX nepBuHHe cepil (BKIOYalouK gianasoH po3mipy cepii) roToBOro /likapcbKoro 3acoby
wnpuyax Nel, Ne3 Ta (36inbLweHHsA o 10 pasiB NOpPIBHSAHO i3 3aTBEPAKEHUM PO3MIPOM)
BTOPUHHE (36inbLUEHHS po3Mipy cepii: 3aTBepaKeHo: no 3,6 Mr iMniaHTaT po3Mip
nakyBaHHs, cepii: 40 r no 10,8 Mr iMnnaHTaT po3Mip cepii: 66 r. 3anponoHoBaHo: No
KOHTPOJ1b 3,6 Mr imnnaxTat [lianasoH po3mipy cepii: Big 40 r 4o 200 r (11 100
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
cepii, iMnnaHTartie (wnpwuyis) no 10,8 mr imnnaHTar [ianasoH po3mipy cepii:
Bignosigae Big 66 r 4o 411 r (9300 imnnaHTaTiB (LWnpuuiB); 3MiHK | TMNy - 3MiHK 3
3a BUMYCK AKOCTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI. 3amiHa abo
cepii: BBE/EHHS [0AATKOBOI AiNIbHULI BUPOOHWULTBA A1 YacTUHM abo BCbOro
AMB 'm6X BMPOBGHMYOro NpoLiecy roToBOro Jlikapcbkoro 3acoby (fibHULSA, Ha SKil
ApuHeAmiTT npoBoAATLCA 6yAb-AKi BUPOOHMYI CTagil, 3a BUHATKOM BUMNYCKY Cepii,
eflbBepk KOHTPO/IO SKOCTi Ta BTOPUHHOTO MaKyBaHHS A/15 CTEPUSIbHUX NIKAPCbKUX
BapHray, 3aco6iB (BK/IHOYAKUM BUPOG/IEHI aceNTUYHUM METOL0M), KPIM JliKkapCbKnx
HimeuunHa 3aco6iB 6i0N10rYHOro/iMyHOIONYHOr0 NOXOMKEHHS) (BBEAEHHS
cTepunizaui anbTepHaTUBHOI BUPOOHUYOI AiNbHMLi 415 MIKPOGIONOriYHOro
a: TECTyBaHHS r0TOBOrO flikapcbkoro 3acoby (BB® CrepiniseliluHcepsi3
CuHepaxi v6X (BBF Sterilisationsservice GmbH), Himewunna); 3minm | Tuny -
Xeanc 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
Annepcxay iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY Cepil Ta KOHTPOIO AKOCTI
3eH MM6X, roToBOrO flikapcbkoro 3acoby (3amiHa abo foAaBaHHS AiNbHUL, Ha SAKIK
HimeuunHa 3[iICHIOETLCA KOHTPO/Ib/BUNPOBYBaHHSA cepii) (BBEAEHHS
Mikpo6ionor anbTepHaTUBHOI BUPOGHUYOT AiNbHULI ANS cTepunizalii roToBoro
iuHe nikapcbkoro 3acoby (B6® CrepiniseiiwHcepsiz MTM6X (BBF
TecTyBaHHS Sterilisationsservice GmbH), HimeuunHa)
€spochiHc
Bio®apma
Mpopaxt
TecTiHr
MioHxeH
v6X,
HimeuunHa
cTepunizaui
A,
Mikpo6ionor
iyHe
TecTyBaHHSA
BB®
Crepinizeii
LLIHCEpBI3
v6X,
HimeuunHa
22. | rPMNOUNTPOH MopoLLUOK AN ToBapucTso 3 YkpaiHa TosapucTs YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu | Tuny - 3MiHu 3 6e3 UA/11498/01/01
KiaoC NMMOH 0OpaibHOro PO34UHY obMexeHo 03 AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCcbKoro peyenma
no 4 r NopoLLKy B BiANOBIAA/IbHI 06MeXeHo 3acoby. 3miHa y MeTofax BUNpobyBaHHSA roTOBOrO JliKapCbKOro 3acoby
nakeTi; no 5 a6o 10 cTHO 10 (iHWi 3miHM y MeTogax BUNpobyBaHb (BK/IOYaKOUM 3amiHy abo
nakeTiB y kopobui "®apmaueBTu Bignosigan [OMNOBHEHHS)) (3MiHAa METOAMKM BUMPOOYBaHHS napaletamony Ta
YHa KOMMaHis bHICTIO xnopgeHipamiHy manearty (npobonigrotoska, ymoBsu
"3popoB's"” "Papmaues XpomarorpadyBaHHs, hopMyv po3paxyHKy) Ta 3MiHa MeToay
TUYHA BMNPOBYBaHHA KNC/I0TK ackopbiHoBOI (3aTBEpmkeHo: BEPX;
KoMnNaHis 3anpornoHoBaHO: MeToA TUTPYBaHHS) 3a NOKa3HUKOM «KinbkicHe
"3p0pos's" BM3HAYEHHS»); 3MiHu | TMNY - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs

KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikaLiin Ta/abo AONyCTUMKX MEX FOTOBOrO JiKapCbKOro 3acoby
(iHWwi 3miHK) CynyTHA 3MiHa - 3MiHW 3 IKOCTi. TOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MliKapcbKoro 3acoby. 3miHa y metogax
BMMNPOGYBaHHSA rOTOBOrO MiKapCbKoro 3acoby (iHLWi 3MiHM y MeTofax
BMNpoO6yBaHb (BK/OUYaoun 3amiHy abo AONOBHEHHS)) (MiHW Y
cneuudikauii Ta MeTogax KOHTPOso skocTi /13 3a nokasHukamu: -
«lgeHTudpikauis» (3MiHa MeToAvKn BUNpobyBaHHA napauetTamosny Ta
xnopdeHipamiHy maneaty (npo6onigroToska, yMoBu
XpomaTtorpadyBaHHs, popMy/in po3paxyHky) Metogom BEPX; BBegeHHs
MeToay afcopbuiiHa cnekTpohoToMETpIs 4151 BUNPOOYBaHHS
napaueTtamony Ta xaopdeHipamiHy Ta 3MiHa MeToay BUNpobyBaHHSA
KMCNoTU ackop6iHOBOI (3aTBepkeHo: BEPX; 3anponoHoBaHo: sikicHa
peakLis)); - «O4HOPIAHICTL A030BAHNX OANHULL>» (3MiHA METOAWKM
BMNPOOYBaHHA NapavleTamosly Ta xaopdeHipamiHy maneary
(npo6onigrotoBka, ymoBY XxpomatorpadyBaHHs, hopMyiv PO3paxyHKy)
MeTogom BEPX Ta 3MiHa meToAy BUNPoOyBaHHA KUCNOTU ackopbiHOBOT);
3MiHn | TUNYy - 3MiHK 3 akocTi. CepTudikaT BignosigHocTI/IE-cepTudikar
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei/moHorpadii. 3miHW, NoB'A3aHi
3 HEOOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0 MOHorpadii 4PY a6o
€Bponelicbkoi thapmakonei, abo iHWOT HaLioHabHOI hapmakonei
Aepxasu €C (3miHa y cneuudikauisix, noB'sa3aHa 3i 3miHamu B 4dY, abo
€Bponeiicbkili hapmakonei, abo iHLWili HalioHaNbHIN hapmakonel
aepxasun €C) CynyTHsi 3MiHa - 3MiHM 3 SKOCTi. FOTOBUIA NiKapCbKuii
3aci6. KoHTposb JOMOMKHUX peyoBMH. 3MiHa Y MeTodax BUNPOOyBaHHS
[OMOMDKHOT PEYOBMHU (HE3HAUHI 3MiHW Y 3aTBEPIKEHUX MeTohax
BUNpobyBaHb) (NpuBeAEeHHS cneumdikaliii Ta MeToAiB BXigHOro
KOHTPO/IO SKOCTi [ONOMDKHX PEYOBUH N1akTo3a MOHOrigpar 3a
NnoKasHNkamy «PO3UYNHHICTb», «laeHTudikauis», «Mpo3opiCTb PO3UNHY>»,
«3abapBneHiCTb Po3unHy», «ONTUYHA FYCTUHA» Yy BifMNOBIAHICTb [0
BuMor EP Ta apomaTtum3artop «/IMMOH» 3a Noka3HuKoMm «Mikpob6ionoriyHa
yucToTa» Yy BiANOBIAHICTb 40 BUMOr Ail040ro BuAaHHsa APY); 3miHu I
TUny - 3MiHK 3 IKOCTi. FTOTOBMIA Nnikapcbkuid 3aci6. Onuc Ta cknag. 3MiHa
y cknagi (A0NOMKHMX peYOBMHAX) FOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHK) (TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
3aTBePMAKEHHS) CynyTHS 3MiHa - 3MiHM 3 AKOCTi. OTOBWIA NikapcbKuii
3aci6. KoHTposb roToBoro nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikaLiin Ta/abo AONyCTUMKX MEX FOTOBOrO JiKapCbKOro 3acoby
(iHwWi 3miHW) (TepMiH BBEAEHHSA 3MiH NPOTAroM 3-X micsuis nicns
3aTBEpMKEHHST) - 3MiHM 3 SKOCTi. FO0TOBMIA Nikapcbkuii 3aci6. KoHTposb
roToBOro nikapcbkoro 3acoby. 3MiHa y MeTofax BUNpobyBaHHA roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHM Yy MeToAax BUNPo6yBaHb (BK/IKOHYa0UM
3amiHy abo JonoBHeHHs)) (TepmiH BBEAEHHS 3MiH MPOTAroM 3-X MicsLiB
nicnsa 3aTBepAXeHHs) — 3MiHa Y CKNazi ONOMiIXHUX PEYOBUH i AK
Hacnifok 3MiHa y cneundikauii Ta MetTogax KOHTposto AkocTi 13 3a
nokasHukamm «Onmc», «laeHTudikauis» (BUIy4yeHo TeCcT BUNPOGYBaHHS
Ha 6apBHVK TapTpasuH (E 102)) Ta «4-aMiHoheHon» (MeToq,
afcop6UiliHOi cnekTpod)oToMeTpil 3MiIHEHO HAa MeTOo/, TOHKOLIAPOBOi
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
xXpomarorpadii, 6e3 3mMiHM AOMYCTUMOI MeXi BMICTY AOMiLLKM)
23. | rPMNOUUTPOH NopoLUoK ANs ToBapucTBo 3 YkpaiHa ToBapucTs YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu | TUny - 3MiHKU 3 6e3 UA/11499/01/01
KIAC OPAHX OpasIbHOro PO34nNHY 06MEXEHO0 03 SKOCTi. [OTOBWIN Nikapcbknii 3aci6. KOHTPOb roTOBOrO JlikapCbKOro peyenma
no 4 r NopoLUKy B BiANOBiAaNbHI obmexeHo 3acoby. 3miHa napameTpiB cneyudikaLiin Ta/abo fonyCTUMNX MeX
nakeTi; no 5 a6o 10 CTHO 10 roTOBOro Nikapcbkoro 3acoby (iHWi 3mMiHK) CynyTHA 3MiHa - 3MiHK 3
nakeTiB y kopobuij 3 "®bapmaueBTu Bignosigan AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
KapToHY YyHa KoMnaHis BHICTIO 3acoby. 3miHa y MeToAax BUNpoGyBaHHS roTOBOrO JlikapcbKoro 3acoby
"3p0pos'a" "papmaveB (iHWi 3miHM y MeTofax BUNpobyBaHb (BK/ItOYaoumn 3amiHy abo
TUYHa [OMNOBHEHHS)) (3MiHM Y cneuwndikauii Ta MeTogax KOHTpoto skocTi N3
KOMMaHis 3a nokasHukamu: - «lgeHTudpikauis» (3MiHa METOAVIKM BUMPOGYBaHHS
"3popos'a" napaueTtamorny Ta xsopdeHipamiHy maneaty (Npobonigrotoska, yMoBu

XpomatorpacdysaHHs, hopMyin pospaxyHky) metogom BEPX; BBegeHHs
MeToay agcopbuiiHa cnekTpodhoToMeTpis 415 BUNPOOYBaHHS
napaueTtamony Ta xnopdeHipamiHy Ta 3MiHa MeToZy BUNPO6YBaHHS
KMCNOTK ackopbiHoBOI (3aTBEpAKeHO: BEPX; 3anponoHOBaHO: sikicHa
peakuist)); - «O4HOPIAHICTb A030BAHNX OAMHULE» (3MiHA METOAVKM
BMNPOBYBaHHA NapaLeTamosly Ta xaopgeHipamiHy maneary
(npo6onigrotoBka, ymoBy xpomarorpadyBaHHs, hopMyiv pO3paxyHKy)
mMeTogom BEPX Ta 3miHa MeTody BUNPOByBaHHSA KUCIOTY ackopbiHOBOT
(3aTBEpMKeHO: BEPX; 3anponoHOBaHO: METOA TUTPYBAHHS); 3MiHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPONb roTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToAax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (iHwi 3MiHM y MeTogax BUnpobyBaHb (BKIHOYaoUn
3amMiHy abo [0MOBHEHHS)) (3MiHa METOAMKN BUNPOOYBaHHSA
napaueTtamosny Ta xfiopdieHipamiHy maneaty (Mpo6oniaroToBka, yMoBM
XpomaTtorpagyyBaHHs, hopmynn po3paxyHky) Ta 3miHa MeToay
BMNPOGYBaHHA KMC/I0TU ackopbiHOBOI (3aTtBepmxeHo: BEPX); 3miHu |
Tuny - 3miHu 3 skocTi. CepTuddikaTt BignosigHocTI/IE-cepTudikar
BiANOBIAHOCTI EBponelickkili hapmakonei/MoHorpadii. 3miHu, NoB'A3aHi
3 HeOOXigHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0 MOHorpadii 4PY abo
€Bponeiicbkoi hapmakonei, abo iHLWOoi HauioHanbHOT hapmakonei
nepxasun €C (3MiHa y cneyudikauisix, nos'sasaHa 3i 3miHamu B ®Y, a6o
€Bponeiicbkii hapmakonei, abo iHWii HauioHaNbHIN hapmakonel
nepxasu €C) CynyTHsi 3MiHa - 3MiHM 3 SKOCTi. [0TOBUIA NiKapCbKuii
3aci6. KoHTposib AONOMDKHUX PeyoBUH. 3MiHa y MeToAax BUNpoOyBaHHSA
LOMOMDKHOT PEUYOBMHM (HE3HAUHI 3MiHW Y 3aTBEPAKEHUX METOoLAx
BMNpoGyBaHb) (NpuBeAeHHs cneuudikauii Ta MeToAiB BXiZHOro
KOHTPOJI0 AKOCTi fONOMIKHOI PEHOBMHU /TaKTO3a MOHOTiApAT 3a
nokasHukamn «PO34MHHICTb», «lageHTundikauis», «Mpo3opicTb po3UnHyY»,
«3abapBneHiCTb po34nHy», «ONTUYHA FYCTVHa» Y BifMOBIAHICTb A0
Bumor EP); 3miHu Il Tuny - 3MiHW 3 sKOCTi. FOTOBWIA NlikapcbkuMii 3aci6.
Onuc Ta cknag. 3miHa y cknagi (4oNOMKHUX peYoBMHAX) rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHN) (TepMiH BBEAEHHS 3MiH NPOTArom 3-x
MicsALiB nicns 3aTBepKeHHs); CynyTHs 3MiHa - 3MiHU 3 SIKOCTi. FoTOBMIA
nikapcbKuii 3aci6. KOHTPONb roTOBOrO Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JONYyCTUMMX MEX rOTOBOr0
nikapcbKoro 3acoby (iHwi 3miHn) (TepMiH BBEAEHHS 3MiH NPOTAroM 3-X
MiCALIB MiC/1A 3aTBEPLKEHHS); - 3MiHM 3 AKOCTi. [OTOBWIA NTikapCbKuii
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(nikapcbka
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Kpaina
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Ka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsi04YeHHs1

3aci6. KoHTposb roToBoro nikapcbkoro 3acoby. 3MiHa y metogax
BMMNPOGYBaHHSA rOTOBOrO MiKapCbKoro 3acoby (iHLWi 3MiHM y MeTofax
BMNpobyBaHb (BK/OUatouM 3amiHy abo AonoBHeHHS)) (TepMiH BBEAEHHS
3MiH NpoTArom 3-X MiCALB NiCNs 3aTBEPMKEHHS); — 3MiHa Y cknagi
[O0MNOMDKHMX PEYOBUH | K HACNIAOK 3MiHA Y creuumdikauii Ta MeTogax
KOHTpO/t0 skocTi /13 3a nokasHukamun «Onuc», «laeHTudikadis»
(BnnydeHo TecT BUNpobyBaHHA Ha 6apBHUK X0BTUIA 3axig FCF (E 110))
Ta «4-amiHoheHo» (MeToA aacop6bLiliHOT cnekTpoddOTOMETPIi 3MiIHEHO
Ha MeTof, TOHKOLIapoBOoi Xxpomarorpadii, 6e3 3MiH1 JOoNyCTUMOT Mexi
BMICTY AOMiLLKM)

24.

AEKCAMETA3OH
Y ®OCOAT

PO34UH ON151 iH'EKLLIA
4 mr/mnno 1 mn B
amnynax Ne5, Nel0,
no 1 mn B amnynax
Ne5 (5x1),
Ne10(5x2)

NAT
"®apmak”

YKpaiHa

NAT
"dapmak”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny -
AfMiHicTpaTMBHI 3MiHN. 3MiHa HallMeHyBaHHA Ta/abo agpecu mMicua
NPOBaXEHHS AiS/IbHOCTI BUPOGHMKa/iMmopTepa roToBoro JlikapcbKoro
3acoby, BKIYaoun AinbHUL BUNYCKy cepii abo Micue NpoBeeHHs
KOHTPOJII0 AKOCTI. (fisNbHICTb, 3a AKy Bifnosigae BMpo6HuK/iMnopTep,
BK/IO4al0UM BMMYCK cepiid) (3MiHa agpecy BUpo6HMKa MAT «dapmak»,
YKpaiHa, 6e3 3MiHV1 Micus BUpOOHULITBA (3MiHA IOPUAUYHOIT aapecu Ha
hakTnyHy) (TepmiH BBEAEHHS 3MiH NPOTArom 3-X MicALiB nicas
3aTBEpAXEHHS); 3MiHM | Tuny - 3MiHK Woao 6e3neku/ehekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) (3amiHa rpadiyHOro 306paXKeHHs
NepPBUHHOI Ta BTOPUHHOT YNakoBOK Ha TEKCT MapKyBaHHS YNakoBOK,
3amiHa po3giny «[padiyHe odhopMIEHHS yNakoBKM» Ha «MapKyBaHHS» B
MK4A N13) (TepmiH BBeAEHHSA 3MiH NPOTArom 3-X MicALiB nicas
3aTBEPKEHHS)

3a
peyenmom

UA/7715/01/01

25.

JVCMOPT®

MOPOLLIOK A71A
po34nHy Ans
iH'eKuil no 500 O/,
y thnakoHax Nel

INCEH
PAPMA

PpaHuis

INCEH
BIO®APM
NIMITEL,

Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - 3MiHu 3
sKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHsi roTOBOrO /iKapCbKoro 3acoby

(36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOTO Jlikapcbkoro 3acoby) - Micns
pPO3UMHEHHS ab0 BigHOBNEHHS (NIATBEPAKYETLCH AAHUMU peasibHOro
yacy) (3MiHM y TepMiHax NpuMAATHOCTI NiC/A BiAHOBMNEHHS FOTOBOrO

nikapcbKoro 3acoby, 3rigHo faHux AocnifpKeHb 3 cTabinbHocTi M13, 3

BIANOBIAHMMU 3MiHAMU Y p. «YMOBM 36epiraHHs») (TepMiH BBeAEHHS

3MiH NPOTAroM 3-X MicsuiB nicns 3aTBepkeHHs); 3MiHn | Tuny - 3MiHn
woAao 6e3nekn/edyeKTMBHOCTI Ta dpapmakoHarnsagy (iHwi 3miHun) (3miHn o
IHCTPYKUIT y po3ain "Cnocib 3acTocyBaHHA Ta 031" — OHOBJIEHHS
cnocoby 3acTocyBaHHS A/15 MOKa3aHHS "BUPIBHIOBAHHSA CepeHiX i pi3knx
rnabensapHMX 3MOpPLLOK (BePTVKa/IbHNX 3MOPLLOK MK 6poBamu) y
popocnux") (TepmiH BBeAEHHSA 3MiH NPOTArom 3-X MicsALiB nicas
3aTBEpMKEHHS); 3MiHM | Tuny - 3MiHM Woao 6e3neku/ehekTnBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) (3MiHWM B MapKyBaHHI NepBUHHOI Ta

BTOPVHHOT ynakoBku /13 y 3B'3Ky 3 OHOBJIEHHAM iHchopmaLii fo p.

«Cnoci6 Ta Wnax BBeAEeHHs»; «KaTeropis BignycKy», agpecu BUPO6HMKa,
[ONOBHEHHS iH(hOpMaLil Wo0 10roTHNY KOMNaHii Ha BTOPUHHIi
YNaKoBLi Ta BHECEHHS pedakUiliH1X NonpaBoK Ha NEPBUHHIN ynakoBLij)

(TepmiH BBeA,EHHS 3MiH MPOTAroM 3-X MICALIB NiCNSA 3aTBEPAYKEHHS);
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo

agpecu Micus NpoBaMKEeHHS AisNbHOCTI BUPOGHMKa/imnopTepa rotoBoro

NiKapCbKOoro 3acoby, BKYaKUM Ai/bHULI BUNYCKY cepii abo micue

3a
peyenmom

UA/13719/01/01
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NpoBefEeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a Ky Bignosigae
BMPOGHMK/iMNOpTEp, BK/IOYaUM BUMYCK cepiii) (3MiHa agpecu micus
NPoOBafPKEHHA AiS/IbHOCTI BUPOOHUKA, 6€3 3MiHN MiCLA BUPOBHMLTBA)
(TepmiH BBeZiEHHS 3MiH MPOTAroM 3-X MICALIB NICNSA 3aTBEPAKEHHS);

3MiHun 1l TUny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta hapmakoHarniagy.
3MiHM Y TepaneBTUYHMX NOKa3aHHAX (f04aBaHHs HOBOro
TepaneBTUYHOro NokasaHHa abo 3MiHa y 3aTBepAKEHOMY Moka3aHHi) (4o
IHCTPYKUIT y po3ain "Moka3aHHA") (TepMiH BBEAEHHS 3MiH NPOTAroM 3-xX
MicAUIB Micnsa 3aTBepKeHHs); 3MiHu Il Tuny - 3miHK Wwoao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay. 3MiHW y KOpOTKiiA
XapaKTepUCTUL NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
AR MeMYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMM AaHNMK 3 AKOCTI,
OOKAIHIYHUMM, KNIHIYHAMW JaHUMY Ta faHnMu 3 papMakoHarisgy (3MiHn
[0 IHCTPYKLT (32 KibKICTIO 3MiH, 3aTBEPKEHMX Y KpaiHi BUPOOGHMKa) A0
IHCTPYKLi y po3ainu: "dapmakonoriyHi BnactmeocTi”, "MpoTunokasaHHa"
(peparyBaHHs TekcTy po3giny), "Ocobnuei 3axogun 6esnekn”,
"Oco61BOCTi 3acTocyBaHHA" (B T.4. "3acTocyBaHHSA y nepiof BariTHOCTI
abo rogysaHHA rpyaar”), "Cnocié 3actocyBaHHs Ta go3u” (B T.4. "Oitn" —
pegaryBaHHs TEPMIHOJIOri: TEPMiH "CNaCcTUYHICTb M?3iB pykn'" 3amMiHEHO
Ha "CnacTUYHICTb BEPXHiX KiHLIBOK" ), "MNepeno3yBaHHs", "Mo6iuHi
peakuii") (TepmiH BBEEHHS 3MiH NPOTArom 3-x MicALiB nicns
3aTBepMKeHHs); 3MiHn Il Tuny - 3miHK Woao 6e3nekn/etekTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpPOTKili XapakTepucTuL,i NikapcbKoro
3ac06y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLIT 418 MeANYHOro 3acToCyBaHHsA
y 3B’A3KY i3 HOBYMU JaHUMM 3 SKOCTI, AOKMIHIYHUMMU, KTIHIYHUMUW AaHUMK
Ta gaHumu 3 dpapmakoHarnsagy (3mMiHuM 4o iHCTPYKUIT (3a KiNbKIiCTIO 3MiH,
3aTBEPKEHUX Y KpaiHi BUPOOHUKA) A0 IHCTPYKLi y po3ainu:
"®apmakonoriyHi BnactmsocTi”, "MpoTunokasaHHs" (pegaryBaHHs TEKCTY
po3giny), "Ocobnuei 3axoamn 6e3nekn”, "Oco6INBOCTI 3aCTOCyBaHHA" (B
T.4. "3acTocyBaHHSA y nepio BariTHOCTI abo rogyBaHHs rpyaar'),
"Cnoci6 3acTocyBaHHs Ta go3un" (B T.4. "[iTn" — pegaryBaHHs
TepPMIHOOriT: TePMiH "CNAaCTUYHICTb M?A3IB Pyk1" 3aMiHEHO Ha
"CNacTUYHICTb BEPXHIX KiHUIBOK" ), "MNepeao3yBaHHA", "Mo6iuHi peakuii")
(TepmiH BBeZiEHHS 3MiH MPOTAroM 3-X MICALB NICNSA 3aTBEPAKEHHS);
3MiHu 1l TUny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta hapmakoHarniagy.
3MiHW y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeVN4HOro 3acTOCYBaHHA y 3B'A3KY i3
HOBUMU JaHVMU 3 AKOCTi, SOKMIHIYHUMMU, KNIHIYHUMW JaHUMU Ta JaHMU
3 thapmakoHarnagy (3MiHM 4o IHCTPYKL,T (3a KiNIbKICTHO 3MiH,
3aTBEPXEHUX Y KpaiHi BUPO6HUKA) A0 iHCTPYKLi y po3ainu:
"papmakonorivyHi BnactusocTi”, "MpoTunokasaHHA" (pefaryBaHHsA TeKCTY
po3giny), "Ocobnusi 3axoan 6e3nekun”, "OcobMBOCTI 3acToCyBaHHS" (B
T.4. "3acTocyBaHHS y nepiog, BariTHOCTi abo rogyBaHHs rpyaar”),
"Cnoci6 3acTocyBaHHA Ta fo3un" (B T.4U. "[iTn" — pegaryBaHHs
TEePMIHOOrii: TEPMIH "CNAaCTUYHICTb M?43iB PyKKN" 3aMiHEHO Ha
"CNacTMYHICTb BEPXHIX KiHUIBOK" ), “MNepeno3yBaHHA", "IM06iuHi peakuii")
(TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MiCsILiB MicAs 3aTBEPKEHHS)

26.

[IA3ONIH®

apaxe no 0,05 r Ne

MAT

YkpaiHa

MAT

YKpaiHa

BHECEHHS 3MiH [10 peecTpauiiiHni maTepianis: 3miHu | Tuny -

6e3

UA/0270/02/01
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10 y 6nictepax; Ne
20 (10x2) y
6nicTepax B nayu,

"®dapmak”

"®apmak”

AgfMiHiCTpaTMBHI 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus
NPOBaXEHHS AisS/IbHOCTI BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro
3acoby, BKNOYauy AinbHULi BUNYCKY cepii abo micue npoBefeHHs
KOHTPOJII0 AIKOCTI. (ZiANbHICTb, 3a AKy Bignosigae BUpo6HuK/imnopTep,
BK/IO4a0UM BUMYCK cepiid) (3MiHa agpecy BUPOGHMKa, 6e3 3MiHM Micus
BMPOOHULITBA.(3MiIHA IOPUANYHOT agpecn Ha thakTuyHy agpecy) (TepMiH
BBE/EHHS 3MiH MPOTAroM 3-X MiICSLiB NiCN1A 3aTBEPAXKEHHS); 3MiHu | Trny
- 3MiHK 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbKoro 3acoby (iHLwi 3mMiHKn) (3mMiHa napameTpis cnevudikauii 3a
nokasHukoM "Onuc", a came: BUTy4YeHHs iHchopmalii Lwoao onucy
NnoBepxHi gpaxe, Wo 06yMOBEHO 0CO6ANBOCTAMU BUPOBHULITBA AaHOT
NiKapcbKoi hOPMU; BHECEHHSA YTOUHEHHS LLIOAO KONbOopy Apaxe) (TepMmiH
BBE/EHHS 3MiH MPOTAroM 3-X MiCSLiB NiCN1A 3aTBEPAKEHHS); 3MiHu | Tuny
- 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy (iHwi 3MiHK)
(3MiHa rpaciyHnx 306paxeHb NEPBUHHOT Ta BTOPMHHOI YNakoBOK Ha
TEKCT MapKyBaHHS MEPBUHHOT Ta BTOPMHHOI yNakoBok) (TepMmiH
BBEJEHHS 3MiH NpoTAroM 3-x MicsiLiB NicNs 3aTBEPKEHHS)

peyernma

27.

JIA30MNIH®

apaxe no 0,1 r Ne
10 y 6nictepax; Ne
20 (10x2) y

6nicTepax B nayu,

MAT
"®apmak”

YkpaiHa

MNAT
"®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHni maTepiasnis: 3miHu | Tuny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHA Ta/abo agpecy Micus
NPoBaPKEeHHS AiSIbHOCTI BUPOBHUKa/iMnopTepa roToBoro Jlikapcbkoro
3aco6y, BKIOYauM AibHULi BUNYCKY cepii abo micue npoBefeHHs
KOHTPOJII0 AIKOCTI. (AiANbHICTb, 3a AKy BignoBigae BUpo6HuK/imnopTep,
BK/IO4A0UM BUMYCK Cepiid) (3MiHa aapecy BUPOGHMKa, 6€3 3MiHM Micus
BMPOOHULITBA.(3MiHA IOPUANYHOT agpecy Ha thakTuyHy agpecy) (TepMiH
BBE/EHHS 3MiH MPOTAroM 3-X MicSLiB NiCNSA 3aTBEPAKEHHS); 3MiHu | Trny
- 3MiHK 3 IKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTPOIb roTOBOrO
nikapcbkoro 3acoby (iHWwi 3mMiHKn) (3mMiHa napameTpis cnevudikauii 3a
nokasHukoM "Onuc", a came: BUTy4eHHs iHchopmalii Lwoao onucy
NnoBepxHi gpaxe, Lo 06yMOBEHO 0COBANBOCTAMU BUPOBGHULITBA AaHOT
NiKapcbKoi hOPMU; BHECEHHS YTOUHEHHS LLIOAO KONbOopy Apaxe) (TepmiH
BBE/EHHS 3MiH MPOTAroM 3-X MicSLiB NiCNA 3aTBEPAKEHHS); 3MiHu | Tuny
- 3MiHM Wwoao 6e3neku/edhekTUBHOCTI Ta hapMakoHarnsay (iHwi 3MiHK)
(3miHa rpaciyHnx 306paxeHb NEPBUHHOT Ta BTOPVMHHOI YNakoBOK Ha
TEKCT MapKyBaHHS MepPBUHHOT Ta BTOPMHHOI yNakoBok) (TepMmiH
BBEJEHHS 3MiH NPoTAroM 3-x MicsLiB NicCNs 3aTBEPIKEHHS)

6e3
peyenma

UA/0270/02/02

28.

[IA3ONIH®

apaxe no 0,05r in
bulk no 5 kry
nakeTax

MAT
"®apmak”

Ykpaina

NAT
"®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHni maTepianis: 3miHu | Tuny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu Micus
NPOBaPKEeHHA AiSNbHOCTI BUpOBHMKa/iMnopTepa roToBOro /likapcbKoro
3aco6y, BKIOYaUM AinbHULi BUNYCKY cepii abo micue npoBefeHHs
KOHTPOJII0 AKOCTI. (ZiANbHICTb, 3a Ky BignoBigae BUpo6HuK/iMnopTep,
BK/IOYAt0UM BUMYCK cepiid) (3MiHa aapecy BUPOGHMKa, 6€3 3MiHM Micus
BMPOOHULITBA.(3MiHA IOPUANYHOT agpecy Ha thakTuyHy agpecy) (TepMiH
BBEJEHHS 3MiH NMPOTAroM 3-x MiCALiB MiCNs 3aTBEPKEHHS); 3MiHW | TNy
- 3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbkoro 3acoby (iHLWwi 3mMiHK) (3mMiHa napameTpis cnevudikauii 3a
nokKasHukom "Onuc”, a came: BUIyYeHHs iHhopmal,ii Wwoao onucy
NnoBepxHi gpaxe, Lo 06yMOBAEHO 0COBANBOCTAMU BUPOBGHULITBA AaHOT
NiKapcbkoi hOpMU; BHECEHHS YTOUHEHHS LLOAO KoNbopy apaxe) (TepMmiH

UA/7466/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
BBE/EHHS 3MiH MPOTAroM 3-X MiCSLiB NiCNsA 3aTBEPAKEHHS); 3MiHu | Tuny
- 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy (iHwi 3MiHK)
(3MiHa rpaciyHnx 306paxeHb NEPBUHHOT Ta BTOPMHHOI YNaKoBOK Ha
TEKCT MapKyBaHHS MEPBUHHOI Ta BTOPMHHOI yNakoBok) (TepMmiH
BBEJEHHS 3MiH NpoTAroM 3-x MicsLiB NicNs 3aTBEPYKEHHS)
29. | AIA30NIH® apaxe no 0,1 rin NAT YKpaina MNAT Ykpaina BHECEHHS 3MiH 0 peecTpauiinni maTtepianis: 3miHu | Tuny - - UA/7466/01/02
bulk no 5 kry "®apmak” "®apmak” AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHA Ta/abo agpecy Micus
nakeTax NPOBaPKEeHHSA AiS/IbHOCTI BUPOBHUKa/iMnopTepa roToBoro /likapcbkoro
3aco6y, BKIOYauM AibHMLi BUNYCKY cepii abo micue npoBefeHHs
KOHTPOJII0 AIKOCTI. (ZiANbHICTb, 3a SKy Bignoigae BUpo6HuK/iMnopTep,
BK/IO4A0UM BUMYCK cepiid) (3MiHa aapecy BUPOGHMKa, 6€3 3MiHM Micus
BMPOOHULITBA.(3MiHA IOPUANYHOT agpecy Ha thakTuyHy agpecy) (TepMiH
BBE/EHHS 3MiH MPOTAroM 3-X MicSLiB NiCNA 3aTBEPAKEHHS); 3MiHu | Tuny
- 3MiHK 3 IKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbkoro 3acoby (iHWwi 3mMiHKn) (3mMiHa napameTpis cnevudikauii 3a
nokasHukoM "Onuc", a came: BUTy4YeHHS iHchopmalii Lwoao onucy
NnoBepxHi gpaxe, Lo 06yMOBEHO 0COBANBOCTAMU BUPOBGHULITBA AaHOT
NiKapcbKoi hOPMUN; BHECEHHS YTOUHEHHS LLIOAO KONbOpy Apaxe) (TepmiH
BBE/EHHS 3MiH MPOTAroM 3-X MiCSLiB NiCNA 3aTBEPAKEHHS); 3MiHu | Tuny
- 3MiHM Wwoao 6e3neku/edhekTUBHOCTI Ta hapMakoHarnsay (iHwi 3MiHK)
(3miHa rpadiyHnx 306paxeHb NEPBUHHOT Ta BTOPVMHHOI YNakoBOK Ha
TEKCT MapKyBaHHS MePBUHHOT Ta BTOPMHHOI yNakoBok) (TepMmiH
BBE[EHHS 3MiH NPOTAroM 3-X MicsLiB NiCNs 3aTBEPIKEHHS)
30. | AOKCOPYBIUWH | KoHueHTparT g/s EBEBE ABcTpis EBEBE AscTpis BHeceHHs 3MiH [0 peecTpavliiiHux maTepianis: 3MiHu | TUny - 3miHa y 3a UA/1379/01/01
"EBEBE" pO34unHy Ana Papma dapma MeToAax BunpobyBaHHsA A®| abo BUXiAHOro MaTepiasty/mpoMiKHOro peyernmom
iHdpy3iiA, 2 Mr/mMn no Fec.m.6.X. Fec.m.6.X. NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NpoLeci BupobHuutea Ad|
5 mn (10 mr), no 25 Hdpr. KI Hdpr. KI - 3MiHV A0 MeToAVKM BUNpo6yBaHHA AD| 3a po3ainom «laeHTudikayis
mn (50 mr), no 50 [Lokcopy6iuuHy (BEPX)»; 3MmiHM | Tuny - 3mMiHa y MeToAax BUNpobyBaHHS
M (100 mr), no 100 roTOBOro NikapCcbKOro 3acoby - 3MiHM 40 MeTOAVK BUNPOOYBaHHS
M (200 mr) y rOTOBOTO JIiKAPCbKOro 3acoby 3a po3ainom «lgeHTudikauis
donakoHax Ne 1 Lokcopy6iunHy (BEPX») Ta «lgeHTudikauis JokcopybidumHy (TLUX)»
31. | AYD®ACTOH® TabneTkun, BKpUTI AB6OTT HigepnaHg, ABGOTT Higepna BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu Il TUny - 3MiHK 3a UA/3074/01/01
NAiBKOBOIO Xenckea n Bionogxika HAN Lofo 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy. 3MiHn y peyenmom
o6onoHkoto, no 10 Mpopaxrtc B.B. n3 b.B. TepaneBTUYHMX NOKa3aHHAX (f404aBaHHA HOBOIO TepaneBTUYHOro
Mmr, no 20 TabneTok nokasaHHs abo 3MiHa y 3aTBepapKeHOMY nokasaHHi) (3MiHM BHECEHO A0
y 6nicTepi; no 1 IHCTPYKLii 4719 MeAMYHOro 3aCTOCYBaHHS JlikapCbKOro 3acoby 4o po3giny
6nictepy B "lMoka3aHHA", a TakoXX BHECEHI NOB"A3aHi 3 40AaHUM MOKa3aHHAM 3MiHN
KapTOHHIlA KOpO6L; [0 posginis "®apmakonoriyHi BnactusocTi”, "MpoTunokasaHHs", "Cnocié
no 14 a6o 28 3acTocyBaHHA Ta go3sun”, "MobiuHi peakuii”) (TepmiH BBe4EHHS 3MiH
Tabnetok y NPOTArom 6-Tv MIiCAILIB MiCNs 3aTBEPKEHHS)
6nictepi; no 1
6nictepy B
KapPTOHHI KOpOOLi
32. | ENIFAPQA 22,5 MIC | nopoLuok Ans Actennac HigepnaHg, AcTtennac Higepna BHeceHHs1 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3miHa y 3a UA/5758/01/02
NPUroTyBaHHA dapma HOpon n dapmva HOW/CLUA MeTogax BUNpobyBaHHA NEPBUHHOT YNakoBKW rOTOBOTO /liKapCbKOro peyenmom
pO34uHy ons B.B. tOpon B.B., 3acoby (He3HauHi 3MiHM y 3aTBepMKEeHNX MeToAax BUNpobyBaHb) -
NiALUKIPHUX iH'eKUil HigepnaHg, BHECEHHS HEe3HauHWX 3MiH 40 po3giny 3.2.P.7. Cuctema
no 22,5 mr; n KOHTeliHep/3aKynoptoBa/ibHNIA 3acib - He3HAYHI 3MiHM Y MeToAax
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
KOMM/EKT MiCTUTb 2 (BignoBigan KOHTPOJI0 SIKOCTi KOHTelHepa n. «MBY»: 3MiHEHO NOCMNaHHA Ha
NOTKK: bHUIA 3a Mikpob6ionoriyHuiA MeTog, 6e3 3MiHN MeToAy BUNpobyBaHb
-1 NOTOK MiCTUTb BTOPVHHY
nonepegHL0 ynakoBKy Ta
HamoBHEHWI WnpuL, BMMYCK
A 3 PO3YMHHMKOM cepii);
(noni(DL-naktna- KanmxiH 6io
Ko-rnikonig) dapma IHc.,
nonimep, N-metun- CLIA
2-niponigoH) no 457 (BignoBigan
Mr, NopLUeHb bHWIA 3a
wnpuua b ta BMPOGHULT
nakeTvk 3 BO LINpuua
BOJIOronoranHalyn B); Tonmap
M areHTom, IHK., CLLIA
-2 NOTOK MICTUTb (BignoBigan
nonepegHLo bHWIA 3a
HanoBHEHMI WNpUL, BUPOGHULT
B 3 nopotukom, BO LINpuua
CTepusibHY ronky Ta A, wnpuua
nakeTuk 3 B, KiHueBy
BO/IOrONOIIMHA0UN ynakoBky Ta
M areHToMm. KOHTpO/b
Komnnekr y AKOCTI)
KapPTOHHI KOpoOLi
33. | ENIFAPA 45 Ml NopoLUoK ANs Actennac HigepnaHg AcTtennac Higepna BHeceHHs 3MiH 10 peecTpaviiiHux maTepianis: 3MiHu | TUNy - 3miHa y 3a UA/5758/01/03
npuroTyBaHHA Papma HOpon n Papma HAW/CLUA MeToAax BUNPOOYyBaHHS NEPBUHHOT YNakoBKM rOTOBOTO NiKapCbKOro peyenmom
po3unHy ons B.B. tOpon B.B., 3ac00y (He3HauHi 3MiHV y 3aTBEpAKEHMX MeToax BUNpobyBaHb) -
NiALWKIPHUX iH'EXLi HigepnaHg BHECEHHS He3Ha4yHUX 3MiH 0 po3giny 3.2.P.7. Cuctema
no 45 wr; n KOHTeliHep/3aKynoptoBasibHWIA 3acib - He3HAYHI 3MiHM Y MeToAax
KOMMEKT MiCTUTb 2 (BignoBigan KOHTPO/I0 SIKOCTi KOHTelHepa n. «MBY»: 3MiHEHO NOCMNaHHA Ha
NOTKK: bHUIA 3a Mikpo6ionoriyHuiA MeTog, 6e3 3MiH1 MeToAy BUNpo6yBaHb
-1 NOTOK MiCTUTb BTOPVHHY
nonepegHLo ynakoBKy Ta
HamoBHEHWI WNpuL, BUMYCK
A 3 PO3YNHHMKOM cepii);
(noni(DL-naktna- KaHmxiH 6io
Ko-rnikonis) dapwma IHc.,
nonimep, N-metun- CLIA
2-niponigoH) no 343 (BignoBigan
Mr, NOpLUEHb bHWIA 3a
wnpuua b ta BMPOGHMLT
nakeTuk 3 BO LINpuLa
BOJIOronoranHakyu B); Tonmap
M areHTom, IHK., CLLIA
-2 NOTOK MICTUTb (BignoBigan
nonepegHLo bHWIA 3a

HamnoBHEHWIA LWNpwWL,

BMPOGHMLT
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
B 3 nopotukom, BO LINpuua
CTepusibHY ronky Ta A, wnpuua
nakeTuk 3 B, KiHueBy
BO/I0rONOIIMHA0UN ynakoBKy Ta
M areHToMm. KOHTpO/b
Komnnekr y AKOCTI)
KapPTOHHI KOpoOLi
34. | ENIFAPA 7,5 MI' NopoLUoK ANs Actennac HigepnaHg AcTtennac Higepna BHeceHHs 3MiH 10 peecTpaviiiHux maTepianis: 3MiHu | TUNy - 3miHa y 3a UA/5758/01/01
npuroTyBaHHA Papma HOpon n Papma HAW/CLUA MeToAax BUNPOOYyBaHHS NEPBUHHOT YNakoBKM FOTOBOTO NiKapCbKOro peyenmom
po3unHy ons B.B. tOpon B.B., 3ac00y (He3HauHi 3MiHV y 3aTBEpAKEHMX MeToax BUNpobyBaHb) -
NiALWKIPHUX iH'EXLi HigepnaHg BHECEHHS He3Ha4yHUX 3MiH [0 po3giny 3.2.P.7. Cuctema
no 7,5 wr; n KOHTeliHep/3aKynoptoBasibHWIA 3acib - He3HAYHI 3MiHM Y MeToAax
KOMMEKT MiCTUTb 2 (BignoBigan KOHTPO/I0 SIKOCTi KOHTelHepa n. «MBY»: 3MiHEHO NOCMNaHHA Ha
NOTKK: bHUIA 3a Mikpo6ionoriyHuiA MeTog, 6e3 3MiHN MeToAy BUNpob6yBaHb
-1 NOTOK MiCTUTb BTOPVHHY
nonepegHLo ynakoBKy Ta
HamoBHEHWI WNpuL, BUMYCK
A 3 PO3YNHHMKOM cepii);
(noni(DL-naktna- KaHmxiH 6io
Ko-rnikonis) dapwma IHc.,
nonimep, N-metun- CLIA
2-niponigoH) no 343 (BignoBigan
Mr, NOpLUEHb bHWIA 3a
wnpuua b ta BMPOGHMLT
nakeTuk 3 BO LINpuLa
BOJIOronoranHakyu B); Tonmap
M areHTom, IHK., CLLA
-2 NOTOK MICTUTb (BignoBigan
nonepegHLo bHWIA 3a
HamnoBHeHWIA LWNpwL, BMPOGHMLT
B 3 nopotukom, BO LINpuUa
CTepusibHY ronky Ta A, wnpuua
nakeTuk 3 B, KiHueBy
BO/I0rONOrIMHAUN ynakoBKy Ta
M areHToMm. KOHTPO/b
Komnnekr y AKOCTI)
KaPTOHHI KOpoOLii
35. | EBPOPAMIMNPUN | Tabnetku, 10 TOB "®apma YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpavyiiiHnux maTtepianis: 3MiHu | Tuny - 3MiHK 3a UA/13528/01/01
H 10 mr/12,5 mr no 20 Crapt" "Papma o0 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsay (iHwi 3miHn) (BHecTn peyenmom
TabneToky Crapt" 3MiHW B IHCTPYKLiI0 4151 MeWNYHOTO 3aCTOCYBaHHSA KOHTaKTHY
6nictepi; no 1 iHcbopMmaLito 3 NUTaHb Woa0 6e3nekn Ta nobivHmx edpekTis) (TepMiH
6nicTepy y navui 3 BBEJEHHS 3MiH MPOTAroM 6-T1 MICALIB MiC/SA 3aTBEPAKEHHS); SMiHM |
KapToHy MRy - 3MiHK Woao 6e3nekn/edekTNBHOCTI Ta dhapmakoHariaay (iHwi
3MiHWN) (OHOBNEHHSA 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS MEPBUHHOI Ta
BTOPUHHOI yNakoBoK /13 3 BHECEHHAM 3MiH [0 TEKCTY MapKyBaHHS:
BW/TyYEHHSA TEKCTY MapKyBaHHA POCI/iCbKOI MOBOIO, 3 paHiLl
3aTBEPKEHOrO YKPATHCHKOK Ta POCICbKOI0 MOBaMu, @ TakoX BHECEHHS
10rOTVNY KOMNAHii Ta iHLWOT TEXHIYHOI iHchopMalLii Ha BTOPUHHY
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
ynakoBky) (TepMiH BBEAEHHS 3MiH NPOTArom 6-T1 MicALIB nicns
3aTBEPKEHHS)
36. | EBPOPAMIMPUN | TabneTku, 5 mr/12,5 TOB "®apma YKpaina TOB Ykpaina BHECEHHS 3MiH 40 peecTpauiinux martepianis: 3MiHn | Tuny - 3MiHn 3a UA/13529/01/01
H5 mr no 20 TabneTok Crapt” "®apma woAao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) (BHecTn peyenmom
y 6nictepi; no 1 Crapt" 3MiHW B IHCTPYKLiIO 4158 MeAUYHOrO 3aCTOCYBaHHSA KOHTaKTHY
6nicTepy y navui 3 iHchopmauito 3 NuTaHb LWoAo 6e3nekn Ta NobiyHux edpekTi) (TepmiH
KapToHY BBEJEHHS 3MiH MPOTAroM 6-T MICALIB MiC/1A 3aTBEPXEHHS); SMiHM |
My - 3MiHK WoAo 6e3nekn/edekTBHOCTI Ta hapMakoHarnagy (iHLwi
3MiHW) (OHOB/IEHHS 3aTBEPKEHOr0 TEKCTY MapKyBaHHS NepBUHHOI Ta
BTOPWHHOT yNakoBoK /13 3 BHECEHHAM 3MiH [0 TEKCTY MapKyBaHHS:
BW/yYEHHSA TEKCTY MapKyBaHHSA POCIliCbKO MOBOIO, 3 paHiLl
3aTBEPAKEHOr0 YKpPaiHCbKOK Ta POCIiICbKO0 MOBaMM, a TaKoX BHECEHHS
NOroTVNY KOMNAaHii Ta iHWOT TEXHIYHOI iHhopMaLii Ha BTOPUHHY
ynakoBky) (TepmiH BBeZeHHS 3MiH NPOTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS)
37. | 3ngoBygnH PO34MH OpasIbHUIA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiHM [0 peecTpauiiHux matepianis: 3MiHu | TURy - 3MiHK 3a UA/13567/01/01
10 mr/mn, no 200 "TexHonor" "TexHonor" woao 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsay (iHwi 3miHn) (3amiHa peuenmom
MmNy 6aHuj 3 rpachiyHoro ohoOpMIEHHS YNakoBK/ Ha TEKCT MapKyBaHHS NepBUHHOI Ta
KpULLIKOto, no 1 BTOPVHHOI YNakoBOK, 3 BiANOBIAHOK 3aMiHO po3ainy «IpadiyHe
6aHLUi pa3om 3i O(POPMIEHHSA YNAKOBKM» Ha PO3Ain «MapkyBaHHs», Ta BHECEHHS
LUNPULLOM MICTKICTIO He3HauYHMX peAakuiliHiX NpaBoK y TEKCT MapKyBaHHS BTOPUHHOT
10 mny nauui 3 ynakoBkW. BBeEHHSI 3MiH MPOTAroM 6-TW MICALIB NiCNA 3aTBEPAXEHHS)
KapToHy (TepMiH BBEAEHHS 3MiH NPOTArOM 6-TU MiCSLLIB MICNS 3aTBEPLKEHHS);
3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecy Micus NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOUaUM AifibHULI BUNYCKY cepii abo micue
npoBefeHHSA KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy Bignosigae
BMPOGHMK/iIMNOpTep, BK/OYaoUM BUMYCK cepiid) (3MiHa agpecu
BMpo6HUKa M3, 6e3 3miHn Micus BUpobHuLTBa) (TepMiH BBEAEHHS 3MiH
NPOTAroM 6-T1 MICALIB MiCNSA 3aTBEPAKEHHS); 3MiHM | TUny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecy 3asBHMKa
(BnacHvika peecTpauiiHoro nocBigyeHHs) (3MiHa agpecu 3asiBHUKa)
(TepmiH BBEfIEHHS 3MiH MPOTAroM 6-Tv MiCALIB MiC/1A 3aTBEPKEHHS)
38. | 3OBIPAKC® YO | kpeM, no 2 Kpemy nakcoCmitKn Benvka [nakco Benuka BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHa 3asBHMKa 6e3 UA/14784/01/01
y Ty6i; no 1 Ty6i y AH BputaHis OnepeiilH | BpuTtaHisa (BnacHuka peecTpadiiiHoro nocsigueHHs) (TepmiH BBEAEHHS 3MiH peyenma
KapTOHHI KOpOOLii KoHcbiomep ¢ HOK NPOTSArom 6-Ty MiCAILiB MiCAs1 3aTBEPAKEHHS)
Xenckep (FOK) Nimiten
Tpenginr
NimiTeq
39. | 30N1EHAPAH KOHUeHTpaT ans AnBoreH INKo | Jllokcembyp | BUPOGHULT ABCTpis BHeCeHHSs 3MiH 10 peecTpaviliHix maTtepianiB: 3MiHu | TUny - 3miHa y 3a UA/13216/01/01
po34uHy Ans C.ap.n, r B0 "in bulk", napameTpax cneuudikaLii Ta/abo AOMYCTUMUX MEX, BUSHAUYEHUX Y peyenmom
iHcpy3iiA, 4 mMr/5 mn nepBUHHE cneumdikauisix Ha Ad®l, abo BUXigHWI/MPOMIKHWIA NPpOAYKT/peareHT, Lo
no5mny nakyBaHHs, BMKOPWCTOBYIOTLCA Y NpoLeci BUpobHuuTBa AP (40NOBHEHHA
na1acTUKOBOMY KOHTPO/1b cneumdikaLii HOBUM NOKa3HUKOM SIKOCTi Ta BiANOBIAHUM METOA0M
chnakoHi Ne 1 AKOCTI BMMPOGYBaHHS); 3MiHM | TMny - 3MiHa y MeToax BunpobyBaHHsa AdD| abo
BUNYLLLEHNX BUXiAHOrO MaTepiany/npoMiKHOro NpoayKTy/peareHTy, LWo
cepii, BVIKOPWCTOBYETLCA Y NPOLeCi BUPO6HMLTBA AD| (HE3HAYHI 3MiHN Y
BignoBigae 3aTBEPMKEHNX MeToAax BUNPOOYBaHHS); 3MiHM | Tuny - 3MiHa y
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
3a BMNyCK napameTpax cneuudikauii Ta/abo JONYyCTUMUX MEX, BUSHAYEHUX Y
cepiii: cneumdikauisix Ha A®l, abo BUXigHWUI/MPOMIXHWIA NPOAYKT/peareHT, Lo
CaHouewmia BMKOPVCTOBYIOTbCSA Y npoueci BUpobHuLTBa A®I (3BY)XEHHS AONYCTUMMUX
dapmacboT MeX, BU3HauYeHux y creumdikayii Ha nikapcbki 3acobu, Ans Skux
ika Al , OTPUMYETHLCA [03BiN Ha BUNYCK cepii Bif, oqiLiiHOro peryisaTopHoro
ABCTpist; opraHy)
BMPOGHUK,
Bignosigan
bHWIA 3a
BTOPWHHE
nakyBaHHS:
CaHouyemia
dapmacbioT
ika Al Bepk
2, ABcTpist
40. | IMMYHAN® Kpanni opaJibHi, CaHpo3 CnoBeHis BMPOGHMLUT | CroBeHis BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3miHu | TUny - 3MiHK 3 6e3 UA/8323/01/01
po34uH no 50 mny PapmacbHoTiK BO 3a / sKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3amiHa abo peuenma
thnakoHi; no 1 an3 a.4. NMOBHUM Cepbis BBE/EHHS 40AAaTKOBOI AiNIbHULI BUPOOHWULTBA A1 YacTUHM abo BCbOro
chnakoHy pasom 3 LMKIOM: BMPOBHMYOro NpoLecy roToBOro Jlikapcbkoro 3acoby (ainbHULSA, Ha SKi
NOpLLUHEBOIO Nex NpoBOAATLCA BY/b-5Ki BUPOOHMYI CTafil, 3a BUHATKOM BUMYCKY Cepil,
nineTko B dapmaneBT KOHTPO/O SIKOCTi, NEPBNHHOTO Ta BTOPUHHOTO NakyBaHHS, ANs
KapTOHHIli KopoobLi N4YHa HecTepW/bHUX JliKkapCbknx 3aco6iB) (BBEAEHHS AOAATKOBOI AiNbHULL
KOMnNaHis BMpOoOHULTBa — Xemodapm All, Bpwau, Cepbis (BUpoObHULTBO
0.4, Hepo3dhacoBaHOro NPoAyKTy) (TepMiH BBEAEHHS 3MiH MPOTATOM 6-Tn
CroBeHis; MiCALIB MicnA 3aTBepKEHHS); 3MiHM | TuMy - 3MiHK 3 AKOCTi. [0TOBWIA
BUPOBHULT nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3amiHa ab0 BBEAEHHS
BO [0[aTKOBOI [iTbHUL BUPOGHMLTBA A1 YACTUHM abo BCbOro
Hepo3dpaco BMPOGHMYOro MpoLecy roToBOro Jlikapcbkoro 3acoby (AinbHuus ans
BaHoro NepBUHHOIO NakyBaHHS) (BBEAEHHS A04ATKOBOI [ifIbHUL BUPOOHMLTBA —
NPOAYKTY, Xemochbapm All, Bpwau, Cepbis (neperHHa ynakoska) (TepMiH BBeAEHHS
nepBUHHA 3MiH NPOTAroM 6-TW MicALiB nicns 3aTBepAXeHHS); 3MiHu | Tuny - 3miHu 3
Ta sKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BTOPVHHA BBE/EHHS 40AaTKOBOI AiNIbHULI BUPOOHWLTBA A1 YacTUHM abo BCbOro
ynakoBka: BMPOGHWYOro MpoLecy roToBoro Jlikapcbkoro 3acoby (AinbHuus ans
"Xemodpap BTOPVHHOrO NakyBaHHS) (BBeA4EHHS [04ATKOBOI AifIbHUL BUPOOGHMLTBA —
m" AL, Xemocpapm Afl, Bplau, Cepbis (BToprHHa ynakoska) (TepmiH BBeAEHHS
Bpuau, 3MiH NPOTAroM 6-TW MicALiB nicns 3aTBepAXeHHS); 3MiHu | Tuny - 3miHu 3
Cepbisa sKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. 3MiHU y BUPOGHMLTBI. 3amiHa abo
BBE/EHHS A0AAaTKOBOI AiNIbHULI BUPOOHMLTBA AN YacTUHM abo BCbOro
BMPOBGHMYOro NpoLLecy roToBOro Jlikapcbkoro 3acoby (iHLi 3MiHW)
(3a3HaveHHs1 BUPOGHMUMX (DYHKLI BXXE 3aTBEPXXEHOr0 BUPOOHMKA
BiANOBIAHO A0 BMCHOBKY W00 NigTBEPMKEHHS BiAMNOBIAHOCTI yMOB
BMPOGHMLTBA NiKApPCbKUX 3aC06iB BUMOram HasieXHOi BUPOGHMYOT
npaxkTukM BugaHoro Jepxnikcnyxo6oto YkpaiHv) (TepmiH BBeAeHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBEPAKEHHS)
41. | IMYPAH TabneTku, BKpUTI AcrneH ®apma Ipnangis Ekcenna Himeyun BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/0116/01/01
NAiBKOBOO TpelgiHr 'm6X i Ko. Ha AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu Micus peuenmom
060/10HKO M0 50 NimiTeq KIr NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBOro JlikapcbKoro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
Mr, no 25 Tabnetok 3aco6y, BK/IOYAKUY AiNTbHNLi BUNYCKY cepii abo micue npoBeaeHHs
y 6nictepi; no 4 KOHTPOJIHO SIKOCTI. (AiSNIbHICTb, 3a Ky BiAnoBigae BUpo6HUK/imnopTep,
6nictepu B BK/THOHAI0UM BUMNYCK Cepiii) (3MiHa Ha3Bu BUPOOHMKa M3, 6e3 3MiHK
KapTOHHIlA KopoobLi micus Bupo6HuuTtea) (TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tu MicsLiB
nicns 3aTBepKEHHS)
42. | KANIEHAYNN Ma3b o 30ry MPAT YkpaiHa MPAT YkpaiHa BHeceHHs 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3miHa y 6e3 UA/8039/01/01
MA3b Ty6ax "OITOPAPM" "OITOGAP MeToAax BUNpoGyBaHHSA roTOBOrO JliKkapcbKoro 3acoby (HesHauHa 3MiHa y peyenma
[\ 3aTBEPXEHVX MeTofax BUNPOBYBaHHS); CYNyTHS 3MiHa - 3MiHa
napameTpisB cneuudikauii Ta/abo AONYyCTUMMX MEX FOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHN). BBeAeHHSA 3MiH NpoTArom 3-x MicsAuiB
nicns 3aTBepKeHHs
43. | KAHAIA-B6 Tabnetku neHmapk IHAjsa rneHmapk IHAis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: ¢« 3MiHu | Tuny - 6e3 UA/9968/01/01
BariHasibHi no 100 PapmacblTHK dapmacbioT AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecy Micus peyenma
Mr 1o 6 TabneTok y ans Jita,. nkans frg,. NPOBaPKEeHHSA AiSNbHOCTI BUpOBHMKa/iMnopTepa roToBOro JlikapcbKoro
cTpuni; no 1 ctpuny 3aco6y, BKIOYauM AinbHULi BUNYCKY cepii abo micue npoBeeHHs
pasom 3 KOHTPOJII0 AIKOCTI. (ZiANbHICTb, 3a AKy BignoBigae BUpo6HuK/iMnopTep,
annikatopom y BK/1HOUAKOUM BUMYCK CEPiid) -
KapTOHHI/ ynakosL,i 3MiHa agpecu BUPOOHUKIB, 6€3 3MiHW MicLA BUPO6HMLTBA. BBEAeHHS
3MiH NPOTAroM 6-TW MiCALIB NiC/1A 3aTBEPAKEHHS.
44. | KACAPK® Tabnetku no 32 wr; MAT YkpaiHa MAT YkpaiHa BHeceHHs 3MiH [0 peecTpavyiiiHnx maTtepianis: 3miHu | TNy - 3MiHa 3a UA/12457/01/01
no 10 TabneTtok y "Knismegnpen "Knismeanp napameTpiB cneunqikauii Ta/abo 4ONyCTMMX MEX rOTOBOro peyenmom
6nicTepi ; no 3 apart" enapar" nikapcbKoro 3acoby (iHLWi 3MiHN)
6nicTepu B nayi
45. | KACAPK® Tabnetkv no 16 wr; MAT YkpaiHa MNAT YkpaiHa BHeceHHs 3MiH 0 peecTpavyiiiHuX matepianiB: 3MiHu | Tuny - 3mMiHa 3a UA/12457/01/02
no 10 TabneTtok y "Kuismegnpen "Kuismegnp napameTpiB cneuudikauii Ta/abo JONYCTUMMX MEX rOTOBOr0 peyernmom
6nicTepi ; no 3 apat" enapat" nikapcbkoro 3acoby (iHLWi 3MiHN)
61icTepy B nayuj
46. | KIBEKCA™ TabneTku, BKPUTI BiiB Xenckep Benvka [nakco IcnaHis/ BHeceHHs 3MiH 10 peecTpaviiiHux maTepianis: 3MmiHu Il Tuny - 3mMiHu 10 3a UA/11130/01/01
nAiBKOBOO HOK Nimiteq, BpuTaHis Bensikom Benuka IHCTPYKLii AN8 MeAMYHOro 3aCTOCYBaHHSA y po3ainn: "®apmMakosiorivHi peyenmom
o60onoHkoto, no 600 CA, bpuTaHisa BnactmsocTi”, "MpoTunokasaHHs", "B3aemogis 3 iHWYMU NiKapCbKMu
Mr/300 mr Ne 30 IcnaHis /MonbLa 3aco6amMu Ta iHLWi BUAY B3aemogiit”, "OcobmMBOCTi 3acToCyBaHHS",
(10x3), Ne 90 (nopatkosu "Cnoci6 3actocyBaHHs Ta go3un", "MobiuHi peaxuii". BBegeHHsA 3MiH
(10x3x3) y 1 BUPOBHWMK NpoTAroM 3-x MicsLiB NicNsA 3aTBEPAKEHHS
6nictepax, Ne 30 y ons
chnakoHi Ne 1 nakyBaHHs
Ta BUMyCKy
cepii);
nakco
OnepewH
¢ FOK
Niviten,
Benvka
BpuTaHis;
FnakcoCwmit
KnsaiiH
dapmacboT
nkan3 C.A.,
MonbLa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
(nopatkoBu
1 BUPOBHWMK
ans
Hepo3sdhaco
BaHol
npoayKLi)
47. | KOOETEPN TabneTku no 10 TOB Ykpaina TOB Ykpaina BHeceHHA 3MiH [0 peecTpauiiiHnx maTtepianis: 3miHu | Tuny - 3mMiHa 3a UA/3563/01/01
TabneTok y "Xapkiscbke "Xapkiscbke HaliMeHyBaHHs1 BUPOBGHMKa AjitoH0T peyoBuHY TepniHrigpaty, 6e3 3MiHn peyenmom
6nicTepi; no 1 thapmaveBTuy thapmauesT Micus BUpObHULTBA
6nictepy y Kopoo6Lli He nyHe
3 KApPTOHY nignpremMcTBo nianpuemct
"340poB'A BO
Hapoay" "3p0pos'a
Hapoay"”
48. | KOPBANON® Tabnetkun no 10 NAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux martepianis: 3MiHu | Tuny: 6e3 UA/2554/02/01
Tabnetoky "dapmak” "®apmak” AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecy Micus peyenma
6nictepi; no 1, 3 NPOBaPKEeHHS AiSNbHOCTI BUpOBHMKa/iMnopTepa roToBOro /likapcbKoro
abo 5 6nictepiB y 3aco6y, BKIOYauM AinbHULi BUNYCKY cepii abo micue npoBefeHHs
naJui 3 KapToHy KOHTPOJII0 AKOCTI. (ZiANbHICTb, 3a Ky BignoBigae BUpo6HuK/iMnopTep,
BK/IOYatouM BUNYycK cepiid) (3miHa agpecu BupobHuka MAT «dapmak,
YkpaiHa, 6e3 3mMiHn micus BUpo6HULTBa (3MiHa IOPMANYHOT agpecy Ha
hakTnyHy) (TepmiH BBEAEHHA 3MiH NPOTArom 3-X MicALiB nics
3aTBEepPMKEHHS); 3MiHM | TUNy: 3MiHK Woa0 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) (3amiHa rpadiuHOro 306paXkKeHHst
NepBUHHOT Ta BTOPVMHHOT YNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK,
3amiHa po3giny «pagiyHe 0opPMIEHHS YyNakoBKM» Ha «MapKyBaHHA» B
MK$A /13 3 BHECEHHSIM 3MiH A0 TEKCTY MapKyBaHHS BTOPMHHOI YNakoBKW,
a came: BHeCeHHs iHthopMaii LWoAo AONOMIKHOT PeYOBUHU Kanito
auecynbamy, BUAyYeHHs iHdhopmaLii Woa0 NpU3HaYeHHs 40
3acTocyBaHHs /13 Ta BHECEHHS HE3HAYHWX pefakLuiiHMX NpaBoK Ha
NepBUHHY Ta BTOPUHHY ynakoBku) (TepmiH BBEAEHHS 3MiH NPOTArom 3-X
MiCSILiB MicNs 3aTBEPAKEHHS)
49. | KPEA3/M 10000 Kancynu TBepai, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasis: 3miHu | Tuny - 6e3 UA/2822/01/01
KMLLKOBOPO34UHHI, "TexHonor" "TexHonor" AnMiHIiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKa peyenma
no 10 kancyny (BnacHuKa peecTpauiiHoro NocBif4YeHHs)- 3mMiHa agpecy 3asBHUKA.
6nictepi, no 2 BBegeHHs1 3MiH NPOTAroM 6-Th MICALIB NIiC/1A 3aTBEPAKEHHS. 3MiHNM |
6nicTepyu y naui i3 Tuny - AGMiHiCTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs1 Ta/abo agpecu
KapToHy MiCLA NPOBaKEHHSA AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BK/OUakuM Ai/bHULi BUNYCKY cepii abo micue
NpoBeAEeHHA KOHTPOJIK0 AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/iMMOPTEp, BKIOYaOUM BUMYCK cepiid) - 3miHa agpecu
BMPOGHMKA rOTOBOTO JTikapCbkoro 3acoby, 6e3 3MiHu Micus BUPO6HMLTBA.
BBefeHHA 3MiH NPOTAroM 6-TW MICALB NiC/1A 3aTBEPAXEHHSA. 3MiHN |
T™Mny - 3MiHK Wwoao 6e3nekun/ehekTUBHOCTI Ta dhapmakoHarnagy (iHwi
3MiHW) NPMBEAEHHS TEKCTY MapKyBaHHS1 NEPBMHHOI Ta BTOPUHHOT
ynakoBku /13 go sumor Hakazy MO3 Ykpainn Ne460 Big 23.07.2015 p. Ta
BHECEHHS He3HAYHMX pefakUiiHNX NPaBoK Y TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPVHHOI YMaKOoBOK.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
BBeAEeHHS 3MiH NPOTArOM 6-TU MICALIB NiC/1A 3aTBEPKEHHS.
50. | KPEA3UM 20000 Kancynu Teepai, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 UA/2822/01/02
KMLLKOBOPO34MHHI, "TexHonor" "TexHonor" AAMiHICTpaTVBHI 3MiHW. 3MiHa HalilMeHyBaHHs1 Ta/abo agpecy 3asiBHUKA peyenma
no 10 kancyny (BNnacHvka peecTpauiiHoro noceigyeHHs)- 3MiHa agpecu 3asiBHIIKA.
6nictepi, no 2 BBefeHHs 3MiH NPOTAroM 6-TW MICALLB NiC/1A 3aTBEPAXEHHSA. 3MiHM |
6nicTepu y nauui i3 TUny - AGMiHICTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
KapToHY MiCLAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIOUaUM Ai/ibHULI BUNYCKY cepii abo micue
NpoBefEeHHSA KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTep, BK/OYaoUM BUMYCK cepiid) - 3miHa agpecu
BMPOBGHUKA roTOBOrO Jlikapcbkoro 3acoby, 6e3 3MiHu Micus BUPOOHULTBA.
BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB NiCAA 3aTBEPMAXKEHHS. 3MiHK |
MRy - 3MiHK Woao 6e3neku/edekTBHOCTI Ta dhapmakoHariaay (iHwi
3MiHW) NPUBEAEHHS TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT
ynakoBku /13 go sumor Hakaszy MO3 Ykpainn Ne460 Big 23.07.2015 p. Ta
BHECEHHS He3HaYHWX pefakUiliHnX NpaBoK Y TEKCT MapKyBaHHS
NEepPBUHHOI Ta BTOPUHHOI YNaKoBOK.
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/A 3aTBEPAKEHHS.
51. | NAMIBYAVH PO34MH OpasIbHUIA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13630/01/01
10 mr/mn no 240 mn "TexHonor" "TexHonor" AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKA peuenmom
y 6aHuj; no 1 6aHui (BNacHvka peecTpauiiHoro noceigyeHHs)- 3MiHa agpecy 3asBHYKa.
pasom 3 WwnpuLom BBefeHHA 3MiH NPOTATOM 6-TW MICALLB NiC/1A 3aTBEPAXEHHSA. 3MiHN |
MicTKicTio 10 mn y TUny - AGMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs1 Ta/abo agpecu
nadui 3 KapToHy MiCLSt NPOBaKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
nNikapcbKoro 3acoby, BKIOYaKUM AiNbHNLi BUNYCKyY cepii abo micue
NpoBeAEeHHA KOHTPOJII0 AKOCTI. (AiSNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOpPTEp, BKOYaoUM BUMYCK Cepiid) - 3miHa agpecu
BMPOGHMKa rOTOBOrO J1iKapCbKOro 3acoby, 6e3 3MiHv MicLA BUPOBHMLITBA.
BBefeHHs 3MiH NPOTAroM 6-TW MICALLIB NIC/A 3aTBEPLAKEHHS. 3MiHN |
T™Mny - 3MiHK Wwoao 6e3neku/ehekTnBHOCTI Ta dhapmakoHarnagy (iHwi
3MiHW) NPUBEAEHHSA TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT
ynakoBku /13 go sumor Hakazy MO3 Ykpainn Ne460 Big 23.07.2015 p. Ta
BHECEHHS He3HauHVX pefakuiiHX NpaBoK Yy TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKoBOK.
BBeAeHHs1 3MiH NPOTAroM 6-TU MiCALIB NiCNA 3aTBEPKEHHS.
52. | NEMKEPAH™ TabneTkn, BKPUTI AcneH d®apma Ipnangis Ekcenna Himeuun BHeceHHs 3MiH J0 peecTpauiiHux matepianis: 3miHu |l Tuny - 3MiHK 3a UA/3396/01/01
NNiBKOBOO Tpenginr M6X Ha BHECEHO A0 iHCTPYKL,iT 4115 MeANYHOro 3aCTOCyBaHHA Y pO34inu: peyernmom
060/10HKOI0, N0 2 MF Nimiten "®apmakonoriyHi BnactusocTi", "lMpoTunokasaHHa", "B3aemogis 3
no 25 TabneTok y IHLWMMK NiKapcbKnMy 3acobamu Ta iHLWi BUAM B3aemogii”, "Oco6mBocCTi
dhnakoHi; no 1 3acTocyBaHHA", "34aTHICTb BN/IMBATY Ha LUBUAKICTb peakwii npu
hnakoHy y KepyBaHHi aBTOoTpaHcnopToM abo iHWMMK MexaHismamu', "Cnocié
KapTOHHI KOpOOLii 3acTocyBaHHsA Ta gosun”, "Aitn", "MepenosyBaHHs", "Mo6iuHi peakwii”.
BBefeHHS 3MiH NpoTAroM 6-Tu MicsLiB NicNsa 3aTBEpPAKEHHS
53. | NE®NIOTAB TabneTku, BKPUTI Mepgak HimeuunHa Brpo6HuK, Himeuun BHECEHHS 3MiH 10 peecTpauiiiHnx maTepianisa: 3MiHu | Tuny - 3a UA/12013/01/01
o6onoHkoto, no 10 lesenbwadT o Ha AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus peyenmom
mr, rno 30, abo no dotop KniHiwe Bignosigae NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/iMnopTepa roToBoro JlikapcbKoro
90 TabneTok y LWneujansnpe 3a 3acoby, BKIOYauy AinbHULi BUNYCKY cepii abo micue npoBefeHHs
KOHTeliHepi: no 1 napare m6X, MapKyBaHH KOHTPOJIH0 SIKOCTI. (AisS/IbHICTb, 3a 5Ky BiANoOBiAaE BUpO6HMK/iMnopTep,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
KOHTEliHepy B maui 1, BK/IOYA0UM BUMYCK Cepili) (3MiHa HalilMeHyBaHHA Ta agpecu BUPOOHNKa,
BTOPVHHE Ha3Bu: Mmedak MM6X, HimeuunHa Ha Mepgak 'esenbluadt gorop kiHiwe
nakyBaHHs, Lneujansnpenapate M6X, HimeuunHa. 3miHa topuanyHoi agpecu
KOHTpO/b/B BMpOGHMKa Ha TeateplTpacce 6, 22880 Begenb, HimeuunHa) (TepmiH
unpobysaH BBEJEHHS 3MiH MPOTAroM 3-X MiCAILiB MiCNs 3aTBEPIKEHHS); 3MiHM | TNy
HA cepii Ta - 3MiHK 3 sIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Yy
BMNYCK TepMiHax npugaTHocTi abo ymoBax 36epiraHHsi rOTOBOrO J1iKkapCbkoro
cepi: 3aco0y (36iNblUeHHA TEPMiHY NPUAATHOCTI FOTOBOrO NiKapCbKoro 3acoby)
Megak - nsa Toprosoi ynakoBku (MiATBEPAXKYETLCA AaHVMU peanbHOro vacy) (3
le3enbliac 30-mn go 36-v micsauiB) (TepmiH BBEAEHHS 3MiH MPOTAroM 3-X MicsLiB
T chrop nicns 3aTBepmkeHHs); 3MiHu | Tuny - 3MiHK 3 iKoCTi. FOTOBWMIA
KNiHiwe nikapcbkunii 3aci6. KOHTPOIb FOTOBOrO NiKapCbKoro 3acoby. 3MiHa
Lneyjansn napameTpiB cneuudikauii Ta/abo JONyCTUMMX MEX rOTOBOrO
penapare nikapcbkoro 3acoby (iHwi 3miHu) (MpueegeHHs cneumdikaii i MKA y
M6X, BIAMNOBIAHICTb A0 MaTepianiB BUPOOGHMKA — 3a3HAYEHHS AECATKOBUX i
Himeyunna COTUX HY/iB B 3aTBEPLPKEHNX MeXax: 3a NoKa3HUKOM «KinbKicHe
Bnpo6HWK, BW3HAYEHHS»
Lo 3aTBepaxeHo 95-105%; 3anponoHoBaHo: 95,0%- 105,0%; 3a
BignoBigae MOKa3HWKOM « CYMPOBIAHI AOMILLKMN» 3aTBEpAKeHO: Aomilka B 0,3%;
3a HeBigoma iHamBiAyanbHa gomilika 0,2%; 3anponoHoBaHo: AoMilka B
BMPOGHULT 0,30%; HeBigoma iHauBigyasnbHa Aomilka 0,20%); 3MiHu | Tuny - 3mMiHu 3
BO rOTOBO| akocTi. CepTtudikaT BignosigHocTi/l E-cepTudikart BignoBigHOCTI
niKkapcbKi €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA HoBoro abo
chopmu, OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo BUTyYeHHs cepTudikara
nepBUHHe BiANOBIAHOCTI EBponelickkili hapmakonei: gns A®l; onsa BMXigHOrO
nakyBaHHS, marepiany/peareHTy/npoMiKHOrO NPOAYKTY, L0 BUKOPUCTOBYHOTHCS Y
MapKyBaHH BMPOGHMLTBI A®I; A8 ONOMIKHOI peqyoBUHM (cepTudikat BiANOBIAHOCTI
1, €Bponeiicbkii hapmakonei) - OHOBNeHW cepTuddikaT Bif yxe
BTOPVHHE 3aTBepKeHOro BUpo6HvKa (418 Aito4oi peyoBrHU nedytoHOMIAY
nakyBaHHs, nogaHHsa oHosneHoro CEP Ne R1-CEP 2007-172-Rev 01 Bif BUpo6HuKa
KOHTpO/b/B ALEMBIC PHARMACEUTICALS LIMITED); 3MiHu | Tuny - 3miHu 3
unpobysaH AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHM Yy BUPO6HULTBI. 3amiHa abo
HA cepii Ta BBE/lEHHS 40aTKOBOI AiNIbHULI BUPOOHWLTBA A1 YacTUHM abo BCbOro
3a BMNyCK BMPOBGHMYOro NpoL,ecy roToBOro slikapcbkoro 3acoby (iHLWi 3MiHW)
cepi: (BHeCceHHs1 [0 peecTpaLiiiHoro NocBig4YeHHS OYHKLiOHaIbHMX
Xaynt 060B’A3KiB, L0 A0 LbOro He 6y/n 3a3HayeHi B peecTpaljiiiHomy
dapma nocBigyeHHi, ane 6ynn 3a3HayeHi B peecTpauiliHoMy 4OCbE: BUPOOHUK,
MioHcTep LL|0 BiANOBifA€E 3a MapKyBaHHs, BTOPUHHE NaKyBaHHS,
v6X, KOHTpOnb/BMNpo6YyBaHHA cepii Ta 3a Bunyck cepii Megak MesensliadT
HimeuunHa dotop kniHiwe Lneyiansnpenapate M6X, HimeuunHa; BUPOGHNK, L0

Bignosigae 3a BUPOOHULITBO roTOBOI NiKapcbkoi hopMu, NepBUHHE
nakyBaHHs, MapKyBaHHS, BTOPVHHE MakyBaHHs, KOHTPOb/BUNPOGYBaHHSA
cepil Ta 3a Bunyck cepii Xaynt ®apma MioHcTep M'M6X, HimeuunHa);
3MmiHu | TUNY - 3MiHK WoA0 6e3nekn/ethekTUBHOCTI Ta hapMakoHarnszy.
3MiHW y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHA Ta iIHCTPYKLT 4715 MeNYHOro 3aCTOCyBaHHS
reHepuYHMX/ribpuaHNx/6ionoibHNX NikapcbknMx 3aco6iB Nic/1A BHECEHHS
Ti€l camoi 3MiHM Ha peddepeHTHUIA Npenapar (3MiHa He NnoTpebye
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
HaZaHHS XXOAHVX HOBUX AOAATKOBUX AaHWX) (3MiHW [0 IHCTPYKUIi Y
po3ginu: MNokasaHHs. MpoTunokasaHHA. B3aemogis 3 iHwmmun
NikapcbKMK 3aco6amu Ta iHLWi BuAW B3aemogili. Ocob6mMBOCTi
3actocyBaHHs. Cnocib 3acTocyBaHHs Ta A03n. MobiyuHi peakw;i, 3rigHo 3
iHbopMmaLieto Woa0 MeauyHOro 3actTocyBaHHsA pedepeHTHoro (Arava He
3apeecTpoBaHuii B YKpaiHi) nikapcbkoro 3acoby) (TepMiHv BBEAEHHS
3MiH NPOTAroM 3-X MicALiB nicns 3aTBepkeHHs); 3MiHn | Tuny - 3MiHu
oo 6e3nekun/edekTMBHOCTI Ta dhapmakoHarnsaay (iHwi 3miHu) (3amiHa
rpaciyHoro 306pakeHHs ynakoBK/ Ha Npono3uLii LWoA0 MapKyBaHHS
ynakoBku. 3a3HaueHO MapKyBaHHs ynakoBK/W OKpemo A5 2 BUPOGHUKIB,
BiANoBigasibHMX 3a BUNYycK cepii) (TepMiH BBEAEHHS 3MiH MPOTAroM 3-xX
MiCALIB MiCNA 3aTBEPLKEHHS)

54. | NE®NIOTAB TabneTku, BKpUTI Mepnak HimeuunHa Brpo6HMK, Himeuun BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/12013/01/02
060/10HKO10, M0 20 lesenbwadt o Ha AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu Micus peuenmom
mr, no 15 a6o no chrop KniHiwe Bignosigae NPOBaXEHHS AiS/IbHOCTI BUPOGHMKa/iMnopTepa roToBoro /ikapcbKoro
30, abo no 90 LLneujansnpe 3a 3ac00y, BK/0YaKUM AibHNLi BUNYCKY cepii abo micle npoBeaeHHs
Tabnetok y naparte m6X, MapKyBaHH KOHTPOJIHO SIKOCTI. (AiSNIbHICTb, 3a Ky BiAnoBigae BUpo6HUK/iMnopTep,

KOHTeliHepi: no 1 A, BK/IOYA0UM BUMYCK Cepili) (3MiHa HalilMeHyBaHHS Ta afgpecu BUPOOHYKa,
KOHTeliHepy B naui BTOPUHHE Ha3Bu: Mmefak M'M6X, HimeuurHa Ha Megak e3enbiadT dotop KniHiwe
nakyBaHHs, Lneuianbnpenapare M6X, HimeyunHa. 3MiHa topuanyHoi agpecu
KOHTPO/b/B BMPOGHMKa Ha TeaTepliTpacce 6, 22880 Beaenb, HimewunHa) (TepmiH
unpobysaH BBE/EHHS 3MiH MPOTAroM 3-X MiCSLiB NiCNA 3aTBEPAKEHHS); 3MiHu | Tuny
Hs1 cepil Ta - 3MiHK 3 siKOCTi. FoTOBUIA Nnikapcbkuii 3aci6. CTabiNbHICTb. 3MiHa Y
BUMYCK TepMiHax npugaTHocTi abo ymoBax 36epiraHHsi rOTOBOrO J1iKapCbKOro
cepii: 3aco6y (36ibLUeHHs TepMiHY NPMAATHOCTI FOTOBOrO MiKapCbKoro 3acoby)
Mepak - Ana Toprosoi ynakoBkuW (NiATBEPAKYETLCA AaHUMK peasibHOro vacy) (3
lesenbliad 30-mn po 36-v micsauiB) (TepmiH BBEAEHHS 3MiH MPOTSAroM 3-X MicsLiB
T chrop nicns 3aTBepmkeHHs); 3MiHn | Tuny - 3MiHK 3 SKoCTi. [oTOBWMIA
KNiHiwe nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapcbKoro 3acoby. 3MiHa
LWneujansn napameTpiB cneundikauii Ta/abo JONYyCTUMMX MEX rOTOBOrO
penapare nikapcbkoro 3acoby (iHwi 3MiHn) (MprBeaeHHs cneumdikadii i MKA y
M6X, Bi4NOBIAHICTb 4O MaTepianis BUPOOHMKA — 3a3HAYEHHS JeCATKOBUX i
HimeuunHa COTVX HY/IB B 3aTBEPKEHNX MeXax: 3a NokasHNKoM «KifbkicHe
Bnpo6HWK, BWU3HAYEHHS»
Lo 3aTeBepaxeHo 95-105%; 3anponoHoBaHo: 95,0%- 105,0%; 3a
Bignosigae NMOKa3HMKOM « CYMPOBIAHI SOMILLKM» 3aTBEpPAKEHO: AoMiwka B 0,3%;
3a HeBigoma iHavBiAyanbHa gomiwka 0,2%; 3anponoHoBaHo: AoMmillka B
BUPOBHULT 0,30%; HeBifoMa iHAMBIAYanbHa AoMiwka 0,20%); 3MiHu | Tuny - 3miHK 3
BO rOTOBOI akocTi. CepTtudpikaT BignosigHocTi/lE-cepTudiikart BignoBigHOCTI
niKapcbKi €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA HoBoOro abo
dhopmu, OHOBJ/IEHOrO cepTudiikaTa BiZNOBIAHOCTI abo BUNYyYeHHA cepTudpikara
nepBuHHe BiANOBIAHOCTI €Bponeiichbkili hapmakonei: gns A®l; onsa BMXigHOro
nakyBaHHs, matepiany/peareHTy/NpoMiIKHOrO NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
MapKyBaHH BUPOGHMLTBI A®I; ANns AONOMDKHOT peyoBMHU (CepTudikaTt BigNoBIigHOCTI
A, €poneiicbki hapmakonei) - OHoBNeHW cepTuddikaT Bif yxe
BTOPUHHE 3aTBEepAXeHOro BupobHuka (15 gitoyoi peyoBrHM nedIoHoMIgY
nakyBaHHs, nofaHHs oHossieHoro CEP Ne R1-CEP 2007-172-Rev 01 Bif BUpo6HMKa

KOHTpO/b/B

ALEMBIC PHARMACEUTICALS LIMITED); 3MiHu | Tuny - 3miHu 3
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHU
Ka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsi04YeHHs1

unpobysaH
HS1 cepil Ta
3a BUNyCK
cepii:
Xaynt
Papma
MtoHcTep
v6X,
HimeuunHa

AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUpObHULTBI. 3amiHa abo
BBEEHHSA A0AATKOBOI AiNbHUL BUPOBHMLTBA A15 YAaCTMHM abo BCbOro
BMPOBHUYOro NpoLecy roToBOr0 NikapcbKoro 3acoby (iHLWi 3MiHM)
(BHeceHHs1 [0 peecTpaLiiiHOro NoCBigYeHHS dYHKLiOHaIbHNX
060B"5A3KiB, L0 A0 Lb0oro He 6ynn 3a3HauveHi B peecTpauiintHomy
nocBifYeHHi, ane 6ynn 3a3HaveHi B peecTpauiliHoMy AOChE: BUPOGHUK,
LLIO BiANOBIJA€E 3a MapKyBaHHs, BTOPUHHE NaKyBaHHS,
KOHTPONb/BUNPOGYBaHHSA cepil Ta 3a Bunyck cepii Megak Mesenbwadt
drop KniHiwe Wneyianbnpenapate M6X, HimeuunHa; BUPOGHYK, LLO
BiANOBIAAa€e 3a BUPOOGHMLTBO rOTOBOI NikapCbKoi hopMu, NepBUHHE
nakyBaHHs, MapkyBaHHS, BTOPMHHE MakKyBaHHS, KOHTPO/1b/BUNPOGYBaHHS
cepii Ta 3a Bunyck cepii Xaynt ®apma MioHcTep M'M6X, HimeuunHa);
3miHu | TUny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsay.
3MiHW Y KOPOTKili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHS
reHepnyYHnX/ribpuaHNx/6ionoibHNX Mikapcbknx 3aco6iB NiC/1 BHECEHHS
Tiel camoi 3MiHM Ha pedhepeHTHUI npenaparT (3MiHa He NnoTpebye
HafaHHSA XXOAHVX HOBUX AOAATKOBUX AaHWX) (3MiHW 4,0 IHCTPYKUT Y
po3ginu: MNokasaHHs. MpoTunokasaHHA. B3aemogis 3 iHwmmu
nikapcbkMn 3acobamu Ta iHWi BUuamW B3aeMogii. OcobnmnBocCTi
3acTocyBaHHs. Cnoci6 3acTocyBaHHs Ta A03u. MobiuHi peakwji, 3rigHo 3
iHchopmauieto LLoA0 MeANYHOrO 3aCTOCYBaHHA peddepeHTHOro (Arava He
3apeecTpoBaHuii B YKpaiHi) nikapcbkoro 3acoby) (TepMiHv BBEAEHHS
3MiH NPOTAroM 3-X micsuiB nicns 3aTBepkeHHs); 3MiHn | Tuny - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsgy (iHwi 3miHn) (3amiHa
rpadpiyHOro 306padkKeHHs ynakoBkM Ha NPONO3uLii WoA0 MapKyBaHHS
ynakoBku. 3a3Ha4eH0 MapKyBaHHs ynakoBkv OKpemMo A/15 2 BUPOGHUKIB,
BiANOBIAa/IbHNX 3a BMNYCK cepil) (TepMiH BBEAEHHS 3MiH NpoTArom 3-x
MiCSILiB MicNs 3aTBEPKEHHS)

55.

noniPen

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKO0, M0 75
mr no 10 TabneTok
y 6nicTepi; no 3 abo
9 6nicTepiB y
KapTOHHI Kopo6Lj;
no 7 TabneTtok y
6nictepi; no 4
6nictepu B
KapTOHHIlA KopoobLi

AxTasic pyn
AT

Icnangis

AKTaBiC
nTa

ManbTa

BHECEHHS 3MiH 0 peecTpaviiHux matepiasnis: 3MiHu | Tuny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecy Micus
NPOBaPKEeHHSA AiS/IbHOCTI BUPOBHUKa/iMnopTepa roToBoro Jlikapcbkoro
3aco6y, BKIOYaKuM AibHMLi BUNYCKY cepii abo micue npoBefeHHs
KOHTPOJII0 AKOCTI. (AiANbHICTb, 3a AKy Bignosigae BUpo6HuK/iMnopTep,
BK/IO4at0UM BUMYCK cepiid) (3MiHa aapecy Ta Ha3Bu BUPOGHKKa) (TepMmiH
BBE/EHHS 3MiH MPOTAroM 3-b0X MiCALB NicNs 3aTBEPMKEHHS); 3MiHM |
MRy - 3MiHK Woao 6e3neku/edpekTBHOCTI Ta dhapmakoHariaay (iHwi
3MiHUN) (OHOBNEHHSA 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS MEPBUHHOI Ta
BTOPUHHOT ynakoBok J13: fofaBaHHsA CMocoby Ta WsxXy BBEAEHHS Ha
BTOPVHHY YNakOBKY, & TakoX BHECEHHS pefakLiiHUX NpaBoK Ha
NnepBUHHY Ta BTOPUHHY ynakoBku) (TepMiH BBeLEeHHS 3MiH NpoTsArom 3-
bOX MiCALIB NiCNs 3aTBEPAKEHHS)

3a
peyerimom

UA/11636/01/01

56.

MYKOJIK

cupon 2 % no 125
My 6aHui; no 1
6aHLi 3 MipHOLO
JIOXKOI Yy nayui 3
KapTOHY

MpAT
"TexHosnor"

YkpaiHa

MpAT
"TexHonor"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKA
(BnacHvKa peecTpauiiHoro noceig4eHHs)- 3MiHa agpecu 3asBHMKa.
BBefeHHA 3MiH NPOTATOM 6-TW MICALLB NIiC/1A 3aTBEPAXEHHSA. 3MiHN |
TUny - AGMiHiICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs1 Ta/abo agpecu
MiCLiAl NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro

6e3
peyenma

UA/10556/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
NiKapCbKOro 3acoby, BKIOYaKUM AiNbHNLi BUMYCKY cepii abo micue
NpoBeAeHHA KOHTPOJIIO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/iMMOPTEp, BK/IOYAOUM BUMYCK cepiid) - 3mMiHa agpecu
BMPOGHMKA rOTOBOrO NiKapCbKoro 3acoby, 6e3 3mMiHM Micus BUPOOHMLTBA.
BBefeHHS 3MiH NPOTAroM 6-TW MICALB NiC/A 3aTBEPAXEHHSA. 3MiHN |
™Mny - 3MiHK Wwoao 6e3nekun/ehekTnBHOCTI Ta dhapmakoHarnagy (iHwi
3MiHM) [MpuBeAEHHS TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT
ynakoBKM Nikapcbkoro 3acoby Ao Bumor Hakazy MO3 YkpaiHu Ne 426 Big,
26.08.05 (y pepakuii Hakasy MO3 Ykpainn Ned60 Big 23.07.2015 p.) Ta
BHECEHHS He3HAYHMX pefakUiliHnX NPaBoK Y TEKCT MapKyBaHHS
BTOPVHHOI YNakoBkW. BBeeHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
57. | HA COH TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/9512/01/01
060/10HKOI0 M0 10 "TexHonor" "TexHonor" AfMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo aapecy 3asiBHMKA peuyenma
Tabnetoky (BNacHvika peecTpauiiHoro noceig4eHHs)- 3MiHa agpecy 3asBHYKa.
6nicTepi; no 2 BBefeHHs 3MiH NpoTArom 6-T1 MicALIB MicNs 3aTBEPMAKEHHS. 3MiHu |
6nictepy y nauui 3 Tuny - AGMiHiCTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs1 Ta/abo agpecu
KapToHYy MiCLA NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaKUM AinbHNLi BUMYCKY cepii abo micue
NpoBeAeHHA KOHTPOJIKO AKOCTI. (AiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOpPTEp, BK/OYaoUM BUMYCK Cepiid) - 3miHa agpecu
BMPOGHMKA rOTOBOrO NiKapCbKOro 3acoby, 6e3 3mMiHM Micus BUPOOHMLTBA.
BBefeHHs 3MiH NPOTAroM 6-TW MICALB NIC/1A 3aTBEPLAXKEHHSA. 3MiHM |
™Mny - 3MiHK Wwoao 6e3nekn/ehekTnBHOCTI Ta dhapmakoHarnagy (iHwi
3MiHM) NpUBEAEHHS TEKCTY MapKyBaHHS MEPBMHHOI Ta BTOPUHHOI
ynakoBku /13 go Bumor Hakazy MO3 Ykpainn Ne460 Big 23.07.2015 p. Ta
BHECEHHS He3HauHVX pefakuiiH1X NpaBoK Yy TEKCT MapKyBaHHS
NEepPBUHHOI Ta BTOPUHHOI YMaKoBOK.
BBefeHHs1 3MiH NPOTAroM 6-TU MICALIB NiC/1A 3aTBEPKEHHS.
58. | HEYPOBEKC® Kancynu, no 10 AxTasic pyn IcnaHgis TOB IHAoOHESI BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasnis: 3MiHu | Tuny - 6e3 UA/11462/01/01
HEO Kancyn y ctpuni abo AT AKTaBic A AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecy Micus peyenma
6nictepi; no 3 abo 6 IHAOHe3IA NPOBaPKEeHHS AiSbHOCTI BUpOBHMKa/iMnopTepa roToBoro /likapcbKoro
cTpunis abo 3aco6y, BKIOYauM AinbHULi BUNYCKY cepii abo micue npoBeeHHs
6nicTtepiB y KOHTPOJIH0 AKOCTI. (ZiANbHICTb, 3a SKy BignoBigae BUpo6HuK/iMnopTep,
KapTOHHIlA KopooLi BK/IO4at0UM BUNYCK cepiid) (3MiHa aapecy Ta Ha3Bu BUPOGHYKa) (TepMmiH
BBE/EHHS 3MiH MPOTAroM 3-b0X MiCALiB Nicas 3aTBEPMKEHHS); 3MiHu |
MRy - 3MiHK Woao 6e3neku/edhekTNBHOCTI Ta dhapmakoHariaay (iHwi
3MiHWN) (OHOBNEHHSA 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS MEPBUHHOI Ta
BTOPUHHOT ynakoBok J13: ofaBaHHA Cnocoby Ta WsxXy BBEAEHHS Ha
BTOPVHHY YNakOBKY, & TakoX BHECEHHS pefakLiiHUX NpaBoK Ha
NepBUHHY Ta BTOPUHHY ynakoBku) (TepmiH BBeLEeHHS 3MiH NpoTsrom 3-
bOX MICALIB NicNs 3aTBEPAKEHHS)
59. | HEYPOBEKC®®d TabneTku, BKpUTI AkTasic 'pyn IcnaHgis TOB IHOOHesI BHECEHHS 3MiH 0 peecTpayiiiHux maTepiasis: 3MiHu | TUny - 6e3 UA/7313/01/01
OPTE NiBKOBOIO AT AKTasBic A ApMiHiCTpaTBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus peyenma
060/10HKOH0; Mo 10 IHOOHe3IA NPOBaKEHHS AiS/IbHOCTI BUPO6GHMKa/iMnopTepa roToBOr0 JlikapCbKoro
TabneTok y 3aco0y, Bkouatouy AiNbHNLi BUNYCKy cepii abo micLe npoBeAeHHs
6nictepi; no 3 abo 6 KOHTPO/II0 SIKOCTI. (AiSNbHICTb, 3a Ky BiANOBiAaE BUpo6HUK/iMnopTep,
6nicTepiB y BKJ/1HOYAK0UM BUMYCK cepild) (3MiHa agpecu Ta Ha3sy BUPobHMKa) (TepMiH
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
KapTOHHIli KopoobLi BBE/EHHS 3MiH MPOTAroM 3-b0X MiCALIB Nicns 3aTBEpMKEHHS); 3MiHu |
My - 3MiHK WoAo 6e3nekn/edekTUBHOCTI Ta thapMakoHarnagy (iHLwi
3MiHU) (OHOB/IEHHSA 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS NepBUHHOT Ta
BTOPWHHOT ynakosok J13: fofasaHHs cnocoby Ta LWsXy BBEAEHHA Ha
BTOPVHHY YNakoBKY, & TakoX BHECEHHS pefakLiiHUX NpaBoK Ha
NepBUHHY Ta BTOPUHHY ynakoBku) (TepMiH BBEAEHHS 3MiH NpoTarom 3-
bOX MICALIB NiC/1A 3aTBEPAKEHHS)
60. | HOBOKAIH PO34UH ON151 iH'EKLLA MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/13523/01/01
5wmr/mnno5wmvns akujioHepHe akuioHepHe AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu 3asBHUKaA peyenmom
amnyni, o 10 TOBapUCTBO TOBapUCTBO (BnacHvika peecTpauiiHoro nocBigYeHHs) (3MiHa HaliMeHyBaHHs Ta
amnyn B nayi 3 "J1ekxim- "Jlekxim- aapecy 3asiBHYKa (B1lacHMKa peecTpauiiHoro nocBigveHHs); 3miHum | Tuny
KapToHy 3 Xapkis" Xapkis" - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
neperopogkamu, no NPOBaXEHHS AiS/IbHOCTI BUPOGHMKa/iMmopTepa roToBoro JlikapcbKoro
5 amnyn B 6nictepi, 3acoby, BKIYaoun AinbHUL BUNYCKy cepii abo Micue NpoBeeHHs
no 2 6nictepu y KOHTPO/HO SIKOCTI. (AiSNbHICTb, 3a 5Ky BignoBigae BUpo6HMK/imnopTep,
nauuj 3 KapToHy, no BK/1OUAK0UM BUMYCK Cepiii) (3MiHa HaliMeHyBaHHS Ta afpecy BUPO6HUKa
100 amnyn B N3, 6e3 3MiHN Micus) (9K HAcNigoK - BIANOBIAHI 3MiHW B rpadpiyHOMY
KOpo6L,i 3 KapTOHY 3 306paXeHHI ynakoBKM JliKapCbKOro 3acoby )
neperopogkamm
61. | HYTPUHIN NA4 3 | po3unH ans BakcTep Ipnangis BakcTep Ipnangis BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis: 3MiHu | TUNy - 3MiHU 3 3a UA/4981/01/01
1,1% BMICTOM nepuToHeasIbHOro Xernckea C.A. Xerickea sKocTi. CepTudikaT BignosigHocTI/I E-cepTudikaT BiANOBIAHOCTI peyenmom
AMIHOKUCNOT fianisyno2ny C.A. €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA HoBoro abo
naacTUKOBOMY OHOBJ/IEHOTO cepTudikaTa BiZNOBIAHOCTI abo BUNy4YeHH:A cepTudikara
MIiLLIKY, BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: gns A®l; onsa BUXigHOro
obnagHaHoMy marepiany/peareHTy/npoMIKHOrO NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y

iH eKUiliHAM NopTOM
i 3’egHyBayem,
BKafieHoMy B
iHOVBIAYyanbHWiA
nakert; no 5
KOMMNEKTIB
KapTOHHI KopobLj;
no2ny
nNacTyKoBoMy
MiLLIKY,
obnagHaHomy

iH EKLiHMM
nopTom, 3
iHTerpoBaHum 3a
[10MOMOroL BOX
marictpaneit i Y-
3’eAHyBava
MOPOXHIM MiLLKOM
ONS ApeHaxy,
BKaJEHNX B
iHOVBIAyanbHWi
nakert; no 5
KOMMEKTIB y

BUPOGHMLUTBI A®I; ANns AONOMDKHOT peyoBUHU (CepTudikaTt BigNoBIgHOCTI
€Bponeiicbkil hapmakonei) - OHOBNeHW cepTuddikaT Bif yxe
3aTBEpAKEHOr0 BUPO6HUKa - nogaHHsA oHosneHoro CEP RO-CEP 2010-
083-Rev 02 ans A®I HaTpito xopuay Bif BXe 3aTBEPIKEHOIO
BMpo6HMKka ESCO FRANCE SAS (EUROPEAN SALT COMPANY),
®paHLis i3 3a3HaveHHsaM B MKA BnacHuka CEP Ta BUPO6HUYY
AinbHuU0. 3MiHK | Tuny - 3MiHK 3 sikocTi. CepTudikat BignosigHoOCTI/lE-
cepTudiikaT BiANoBIgHOCTI €Bponeiichbkili hapmakonei/MoHorpadii.
MoagaHHA HOBOro abo OHOB/IEHOrO cepTudiikaTa BignoBiAHOCTI abo
BUYYEHHS cepTudikaTa BignoBsigHOCTI EBponeiickkiii hapmakonei: ans
A®l; onsa BMUXigHOro martepiany/peareHTy/npoOMKHOrO NMPOAYKTY, WO
BVKOPVCTOBYHOTbCS Y BUPOOHULTBI ADI; 415 ONOMIXHOI pEHOBUHM
(cepTtudpikaT BignoBigHOCTI EBponelickkiii chapmakonei) - OHoBNEHUI
cepTudiikaT Bif y)e 3aTBepXeHOro BUPOOHUKA - NOJaHHS OHOB/IEHOTO
CEP Ne R1-CEP 2008-105-Rev 00 ans A®I HaTtpito xnopuay Bif, Bxe
3aTBepxeHoro Bupo6Hunka Akzo Nobel Salt A/S, OaHis. 3miHu | Tiny -
3miHn 3 sKocTi. CepTudikaT BignosigHocTiI/l E-cepTudikar BiaNoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA HoBoOro abo
OHOBJ/IEHOTO cepTudiikaTa BiZNOBIAHOCTI abo BUNy4YeHHA cepTudikara
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: gns A®l; onsa BUXigHOro
marepiany/peareHTy/npoMiKHOTO NMPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns AONOMDKHOT peyoBUHU (CepTudikaTt BigNoBIgHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHW cepTuddikaT Bif yxe
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs

KapTOHHIli KopoobLi

3aTBEpKEHOro BUPOOHYKa - nogaHHa oHoBieHoro CEP Ne R1-CEP
1999-038-Rev 01 ana A®| HaTpito nakTaTy Bif BXe 3aTBepIKEHOro
Bnpo6Huka PURAC BIOCHEM BV, Higepnanay i3 3a3HadeHHaM B MKA
BnacHuka CEP Ta BUpo6HUYi AinbHWL. 3MiHu | TUNy - 3MiHU 3 SKOCTI.
CepTudpikaT BignosigHocTi/l E-cepTucpikaT BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOBJIEHOTO
cepTtudikaTa BiANOBIAHOCTI abo BUyYeHHs cepTudikaTa BiANOBIAHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ons BUXigHoro
marepiany/peareHTy/npOMKHOTO NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; AnA [ONOMIKHOI peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHW cepTuddikaT Big yxe
3aTBEPLKEHOr0 BUPOBHMKA - NogaHHss oHoBeHoro CEP Ne R1-CEP
2007-356-Rev 00 ansa Ad®I kanbLjito x/10puay Bif BXe 3aTBEPAKEHOrO
BUpobHuKka Merck KGaA, HimeyunHa. 3miHu Il Trny - 3MiHK Wwoao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy. BHeceHHs abo 3miHa(n) Ao
3000B'A3aHb Ta YMOB BuJayi peecTpauiiHoro NocBig4eHHs, BKII0Ya4n
MnaH ynpasniHHA pr3nkamu (3aCTOCyBaHHS 3MiH(1), Aki(a) BUMaraoTb(€)
NoAasTbLIOro 06rpyHTYBaHHSA HOBMMM A0AATKOBUM JaHUMW, LLO MaloTb
HafaBaTnCcsa KOMNETEHTHUM OPraHoOM, OCKI/IbKM BUMaraeTbCs CyTTeBa
OLjiHKa KOMMNETEHTHNM OpraHom) - BignoBigHoO A0 NianyHKTYy 1.13 nyHKTY 1
[0 MNopsigky NPoBeAEHHS eKCNepTn3n peecTpauiiHnx Matepianis Ha
nikapcbki 3aco6u, L0 NoAaTbCA Ha fepXaBHy peecTpawiio
(nepepeecTpadito), a Takox ekcnepTnsn matepianis NPO BHECEHHSA 3MiH
[10 peecTpavjiiiHnx maTepianis NpPoTAroM Aji peecTpawiiiHoro
nocBigueHHs, 3aTBepa)KeHoro Hakazom MO3 Big 26.08.2005 Ne 426 (y
pepakuii Hakasy MO3 Big 23.07.2015 Ne 460) BUKOHaHO 3060B’A3aHHSA
LLOA0 HaZiaHHA A4/1a NiKapcbKOoro 3acoby AeTanibHOro onncy cuctemu
ynpaeniHHA pyU3viKammn y BUIIAL] NAaHy YNpas/iHHSA pu3nkamu, Lo
MICTUTb PU3MK NPOMOPLMHI 3axoan 3 MiHIMi3auil pu3ukiB Ta 34iiCHEHHSA
thapmakoHarnagy. Pesiome nnaHy ynpasniHHS pu3vkaMun 4OAAETbCS.
IHdhopmauis 3 6e3neku, Wo npeacTaBieHa B IHCTPYKUiT A1 MEeAUYHOTO
3aCTOCYBaHHSA NMikapcbKoro 3acoby Bifobpaxae 3axoamn 3 MiHiMizaL,i
pY3VKiB Ta y NNaHi ynpasniHHA pyU3vkaMu, HagaHux 3asisBHUKOM.
CniBBigHOLLEHHS O4iKyBaHOI KOPUCTi 4O MOXJ/IMBOrO PU3NKY Npu
3aCTOCYBaHHI NlikapCbKOro 3acoby € No3NTUBHUM. 3MiHU | Tuny - 3MiHK
Lofo 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsay. BHeceHHs abo
3miHa(1) fo 3060B'A3aHb Ta YMOB Buadi peecTpaLiiiHoro nocBig4eHHs,
BK/ItOYaoun MNnaH ynpasniHHA pu3nkamuy (3acTocyBaHHA 3MiH(M), Ski(a)
BMMaralTb(€) N0AasIbLLOro 06I'PYHTYBaHHA HOBUMM AOAATKOBUM
JaHnMK, Lo MaoTb HaAaBaTUCA KOMMETEHTHUM OPraHOM, OCKINIbKM
BMMaraeTbCsl CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm) - BiANOBiAHO A0
nignyHKTy 2.3 NyHKTY 2 goaatky 15 go Mopsgky npoBefeHHs ekcnepTusm
peecTpauiiHux MaTepiasiiB Ha flikapcbki 3ac06y, L0 NOJaTLCSA Ha
LepxaBHY peecTpauito (nepepeecTpaL,iio), a Takox ekcnepTusun
maTepianiB NPo BHECEHHSA 3MiH 40 peecTpauiliHix MaTepiasliB NpoTSArom
Ail peecTpauiiiHOro nocBig4eHHs1, 3aTBepakeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Bif 23.07.2015 Ne 460)
BMKOHAHO 3060B’13aHHS 040 HaflaHHA 4151 NiKapCbKOro 3acoby
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
[OOMOBHEHHS A0 Or1AAy KAHIYHUX gaHux. IHopmauisa 3 6e3neku, Lo
npeAcTasfieHa B iHCTPYKLIi 415 MEAUYHOIO 3aCTOCYBaHHS NikapcbKoro
3acoby Bignosigae iHdopmaLlii, BUKNaAeHiii y LONOBHEHHI A0 ornaay
KAiHIYHUX gaHuX. CniBBigHOLLEHHS OYiKyBaHOI KOPUCTI 0 MOX/IMBOTO
PW3MKY MPU 3aCTOCYBaHHI NiKapcbKoro 3acoby € NO3UTUBHUM.
62. | OKCAMIH® TabneTkun, BKpUTI KYCYM IHAjs KYCYM IHAis/ BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3miHu | Tuny - 3MiHu 3 3a UA/11096/01/01
N/1iBKOBOIO XENTXKEP XENTXKEP | YkpaiHa AKOCTI. [O0TOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUpObHULTBI. 3amiHa abo peyenmom
060/10HKO10, No 300 NBT NTA NBT NTA, BBE[EHHS 404AaTKOBOI AifIbHULi BUPOOHMLTBA ANS YacThHU abo BCbOro
mr no 10 TabneTok IHais BMPOBHMYOro NPoLEeCy roTOBOTO JliKapCbKOro 3acoby (AinbHuus gns
y 6nicTepi; no 3 AnbTepHaT BTOPUHHOIO NakyBaHHs) (BBEAEHHS [,04aTKOBOI AiNbHULi BUPO6HULTBA
6nictepu y NBHWIA TOB "KYCYM ®APM", YkpaiHa An1a BTOPUHHOIO nakyBaHHSA rotoBOro
KapTOHHI ynakosL,i BUPOGHUK, nikapcbkoro 3acoby (kpim ynakosku in bulk); 3minu | Tvny - 3miHu 3
o AKocTi. [oToBWIA Nikapcbkuii 3aci6. 3MiHM Yy BUPOOHMLTBI. 3MiHa
3[jliCHI0E iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY Cepil Ta KOHTPOHO AKOCTI
BTOPVHHE roTOBOrO NikapCbKOro 3acoby (3aMiHa abo fofaBaHHs BUPOOHUKA, L0
nakyBaHHS, BiANoOBiAae 3a BBe3eHHs Ta/abo BMNYycK cepil) - Bknovatoun
KOHTPO/1b KOHTPONb/BUNPOBYBaHHSA cepil (BBEAEHHS A0AATKOBOI AiNbHULI
AKOCTI Ta BUpo6HMLTBA TOB "KYCYM ®APM", YKpaiHa, Lo BiANOBigaE 3a
BMNYCK KOHTPO/Ib SKOCTi Ta BMnyck cepii 13 (kpim ynakoBku in bulk)
cepi:
TOB
"KYCYM
DAPM",
YkpaiHa
63. | OMENPA30N niodpinizar ana TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/12924/01/01
pO3uuHy ons "®APMEKC "@APMEKC AfMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKa peuenmom
iHcpy3iii no 40 wr, 1 reyn reyn (BNacHvka peecTpauiiiHoro noceig4eHHs) (3MiHa agpecy 3asBHUKa
hnakoH 3 (BnacHvka peecTpadiiHoro nocsigyeHHs) (TepmiH BBEAEHHS 3MiH
niocpinizatom B NPOTAroMm 6-TW MiCALIB Nicna 3aTBepMKeHHS); 3MiHM | Tuny -
nauuj AfMiHicTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu Micua
NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/iMmopTepa roToBoro JlikapcbKoro
3acoby, BKIYaun AinbHUL BUNYCKy cepii abo micue npoBeAeHHs
KOHTPOJII0 AKOCTI. (AisNbHICTb, 3a AKy BiAnosigae BUpo6HuK/iMnopTep,
BK/IO4A0UM BUMYCK cepiid) (3MiHa agpecy BUPO6HWKa, 6e3 3MiHM Micus
BMpo6HULTBA) (TepMmiH BBEAEHHS 3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEpMKEHHS); 3MiHM | Tuny - 3MiHK Woao 6e3nekn/ehekTnBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) (3amiHa rpadiyHoro opopmMsIeHHs
NepBUHHOT Ta BTOPMHHOT YNaKOBKM Ha TEKCT MapKyBaHHS Ha ynakoBLyi 3
Bi4MNOBIAHO 3MIHOK Y MeToAax KOHTPO/IO SKOCTi (po3ain «IpadiyHe
0POPMIIEHHA YNAKOBOK» 3aMiHEHO PO3AiIoM «MapKyBaHHs») (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-T1 MicsLIB NiCNs 3aTBEPKEHHS)
64. | OPTO®EH TabneTkn, BKPUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasis: 3miHu | Tuny - 3a UA/5047/01/01
060/10HKOI0, "TexHonor" "TexHonor" AnMiHIiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKa peuenmom
KMLLKOBOPO3YMHHI (BnacHvka peecTpauiiHoro nocBigYeHHs) - 3MiHa afpecy 3asBHMKa.
no 25 mr no 10 BBegeHHs1 3MiH NPOTAroM 6-TW MICALIB NIiC/1A 3aTBEPAKEHHS. 3MiHN |
Tabnetok y Tuny - AGMiHiCTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs1 Ta/abo agpecu

6nictepi; no 3
6aicTepy y nayuj 3

MiCLA NPOBaKEHHSA AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapCcbKoro 3acoby, BKAOYAaKUM Ai/ibHULI BUNYCKY cepii abo micue




56

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
kapToHy; no 10 NpoBefEeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a Ky Bignosigae
Tabnetoky BMPOGHMK/IMNOpTEp, BK/OYakoUM BUMYCK cepiid) - 3mMiHa agpecu
6nicTepi; no 100 BMPOGHMKA rOTOBOrO NiKapCbKoro 3acoby, 6e3 3miHn Micus BUpOOHULTBA.
6nicTepiB y Kopobui BBefeHHs 3MiH NpoTArom 6-T1 MicALIB MiCAA 3aTBEPMAKEHHS. 3MiHK |
3 KapToHy; no 10 TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta dhapmakoHarnisay (iHwi
Tabnetok y 6nictepi 3MiHW) - MpuBefeHHs TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT
yNakoBKM NikapcbKoro 3acoby Ao Bumor Hakaly MO3 YkpaiHu Ne 426 Big
26.08.05 (y pegaxkuii Hakasy MO3 Ykpainu Ne460 Big 23.07.2015 p.) Ta
BHECEHHS [0 HUX HE3HAYHMX pejakLiiHix npaBok. BBeaeHHS 3MiH
NpOTSArom 6-Tv MicsiLiB Mic/s 3aTBEPAKEHHS.
65. | OPTO®EH TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - - UA/5048/01/01
060/10HKOIO, "TexHonor" "TexHonor" AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu 3asBHUKaA
KVLLKOBOPO3UMHHI (BnacHviKa peecTpauiiHoro noceigyeHHs) - 3MiHa agpecy 3asiBHMKa.
no 25 mr in bulk: no BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPLAXEHHSA. 3MiHM |
9000 a6o no 16000 Tuny - AGMiHICTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
Tabnetoky MiCLAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
KOHTeliHepax niKapcbKoro 3acoby, BKIOYaUmM Ai/ibHULI BUNYCKY cepii abo micue
NpoBefEeHHSA KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy Bignosigae
BMPOGHMK/iIMNOpTep, BK/OYaoUy BUMYCK cepiid) - 3miHa agpecu
BMPOBHMKA roTOBOrO Jlikapcbkoro 3acoby, 6e3 3MiHu Micusa BUPOOHULTBA.
BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB NiCAA 3aTBEPMAXKEHHS. 3MiHK |
MRy - 3MiHK Woao 6e3neku/edekTNBHOCTI Ta dpapmakoHariaay (iHwi
3MiHW) - [pMBeeHHA TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
ynaKkoBKM Nikapcbkoro 3acoby Ao Bumor Hakazy MO3 YkpaiHu Ne 426 Big,
26.08.05 (y pepaxuii Hakazy MO3 Ykpainn Ne460 Big 23.07.2015 p.) Ta
BHECEHHS [0 HUX HEe3HAYHMX pefakLiiHix npaBok. BBeaeHHS 3MiH
NpoTArom 6-T1 MicALIB NiCNa 3aTBEPMAKEHHS.
66. | OTUPOH Kpansi ByLUHi, TOB "Epcenb YkpaiHa Pecichapm IcnaHis BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3miHu |l Tuny - 3MiHN 6e3 UA/15745/01/01
po3uvH no 16 r B Papma Mapetc CN Lofo 6e3nekun/edpekTMBHOCTI Ta hapmakoHarnsay. BHeceHHs abo peuyenma
CKNSIHOMY Ykpaina" 3miHa(n) Ao 3060B'A3aHb Ta YMOB BuAadi peecTpaLiiiHoro nocBig4yeHHs,
KOHTeliHepi; no 1 BK/ItOYatoun MNnaH ynpasniHHA pu3nkamuy (3acTocyBaHHA 3MiH(M), SKi(a)
KOHTeliHepy 3 BMMaratTb(€) No4asbLIOr0 06r'PyHTYBaHHS HOBUMW AOAATKOBUM
annikaTopom- [aHvMu, Lo MaroTb HaJaBaTUCsA KOMMETEHTHUM OpraHOM, OCKifIbKK
KpanenbHULE y BMMaraeTbCsl CyTTEBA OLjiHKa KOMNETEHTHUM opraHom) (BUKOHaHHS
nauui 3060B'A3aHb BiANOBIAHO A0 NiANYHKTY 1.8.2 nyHKTY 1.8 popatky 5 o
Mopsaaky NpoBeAEHHS eKcnepTn3n peecTpalinHux maTtepiaslis Ha
nikapcbki 3ac06K, L0 NOAAITLCS Ha fepXaBHy peecTpaLiiio
(nepepeecTpadito), a Takox ekcnepTnsn matepianis NPO BHECEHHS 3MiH
[0 peecTpauiiHnx martepianis NPoTArom Aii peecTpauitHoro
nocBig4eHHs, 3aTBepmkeHoro Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pegfakuii Hakazy MO3 Big 23.07.2015 Ne 460)
67. | NAHALON® TabneTkn, BKPUTI nakcoCmitKn Benvka FnakcoCwmit | IpnaHgis BHECEHHS 3MiH 40 pPeecTpaLiliHNX MaTepianiB: 3MiHa 3asiBHMKA 6e3 UA/12531/01/01
EABAHC NNiBKOBOO ANH BpuTaHis KnaiiH (BnacHvka peecTpadiiHoro noceigyeHHs) (TepmiH BBEAEHHS 3MiH peyenma
060n0HKot0, Mo 500 KoHcbiomep [aHrapsaH npoTArom 6 micAuiB nicns 3aTBepkKeHHs)
Mr; Mo 12 TabneTok Xenckep (FOK) NimiTeq
y 6nicTepi; no 1 TpeWgiHr
6nictepy B Nimiten
KapPTOHHI KOpoOLii
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
68. | MAHTEBEHON renb no 40 ry Ty6i My6niyHe YkpaiHa My6niuHe YkpaiHa BHeceHHs 3MiH 10 peecTpauiiiHix martepianis: 3MiHM | TUNY - NogaHHA 6e3 UA/1282/01/01
Ta naJui akuioHepHe akuioHepHe HOBOro cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei Big, peyenma
TOBapUCTBO TOBapuCTBO HOBOrO BMPOGHMKA; CYMyTHS 3MiHa - 3MiHa y NapameTpax crneuudikawii
"HaykoBo- "HaykoBo- Ta/abo foMyCTUMUX MeX, BU3HAYeHNX y cneuudikauisx Ha A®l, abo
BMPOGHUYUIA BUPOGHNYN BUXiZHWI/NPOMIXHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYHTLCSA Y NPOLIECI
LeHTp 7 ueHTp BMPOGHMLUTBA AD| ([0NOBHEHHS cneuudikaLii HOBUM NOKA3HUKOM SKOCTI
"BopLuariBcbk "Bopuyarisc Ta BignoBiAHMM METOAOM BUMPOOGYBaHHS) - BBEAEHHS HOBOTO BMPOGHMKA
WA XiMiko- bKWI XiMiKO- BASF SE, HimeuuuHa gnsa A®| gekcnaHTeHosny 3 HagaHHAM HoBoro CEP
hapmaueBTmy thapmaueBT Ne R1-CEP 2006-233-Rev 00 f0 BXe 3aTBEPAXEHOro BUPOGHYMKA, Ta SIK
HWiA 3aBoa” NYHUIA Hacnigok 3MiHM fo cneuudikawii BXigHOro koHTponto Adl, a came
3aBog" BBE/EHO [0AATKOBI KpUTEpIii NPUAHATHOCTI 3a NOKa3HUKOM «CynpoBigHi
[OOMILLKV» 3 BiANOBIAHUM METOAO0M BMNPOGYBaHHS Bifj HOBOTO BUPOGHMKA
69. | MAPALIETAMON kancynm no 500 mr ToBapucTBo 3 YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3miHu | TUny - 3MiHK 3 6e3 UA/11685/01/01
Ne10 (10x1), Ne20 06MEXEHO BUPOBHULT siKocTi. FoToBwMIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax peuyenma
(10x2) y 6nicTepax BiANOBiA&bHI Ba, npugaTHocTi abo ymoBax 36epiraHHs roTOBOrO /iKapCbKOro 3acoby
CTIO KOHTpPO/Tb (36inbLUEHHS TEpPMiHY NPUAATHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - Ans
"GapmaueBTu SAKOCTI, TOProBoi ynakoBky (MiATBEPMKYETLCA AAHUMU PEeasIbHOIO Yacy)
YyHa KoMnaHis BUMYCK (36inbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO NiKaPCbKOro 3acoby 3 2-x [0
"3popos'a” cepii: 5-Tv1 pokiB) (TepMiH BBEEHHS 3MiH NMPOTArom 3-x MicAUiB Micas
ToBapucTts 3aTBEPKEHHS)
03
obmMexeHo
10
Bignosigan
bHICTIO
"Papmaves
TUYHa
KomnaHis
"3popos'a”,
YKpaina;
BCi cTagii
BUPOBHULT
Ba,
KOHTPO/b
SAKOCTI:
ToBapucTtse
03
06MexeHo
10
Bignosigan
bHICTIO
"®APMEKC
reyn-,
YKpaiHa
70. | NIPOKCUKAM cynoswuTopii no 0,02 MpuBaTHe Ykpaina MpusaTHe Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasnis: 3MiHu | Tuny - 3a UA/7117/01/01
r, no 5 cynosmTopiie akuioHepHe akuioHepHe AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu Micus peyenmom
y 6nictepi; no 2 TOBapUCTBO TOBapucTBO NPOBaPKEeHHA AiSNbHOCTI BUpOBHMKa/iMnopTepa roToBOro /likapcbKoro
6nicTepy B nayj 3 "lekxim- "Jlekxim- 3ac06y, BKIOYaKUM AinbHULI BUNYCKY cepii abo Mmicle npoBefeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
KapToHY Xapkis" XapkiB" KOHTPOJII0 AIKOCTI. (ZiANbHICTb, 3a AKy Bignosigae BUpo6HuK/imnopTep,
BK/1HOHAKUM BUMYCK cepiid) (3MiHa agpecy Ta Ha3Bu BUpo6HuKa MN3, 6e3
3MiHW MicLs BUPOBHMLITBA, K HACNILOK BiANOBIAHI 3MiHU B rpadpiuHOMY
300paXeHHi yNakoBKU NikapcbKoro 3acoby); 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo aApecy 3asiBHMKa
(BnacHuka peecTpauiliHoro noceigueHHs) (3MiHa agpecu Ta Ha3Bw
3as1BHMKA (B/1aCHMKA peeCcTpaLiiHoro NocBig4yeHHs)
71. | NIPOKCUKAM cynosuTopii no 0,02 MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - - UA/7118/01/01
r, in bulk Ne1250: akujioHepHe akuioHepHe AfMiHicTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu mMicua
no 5 cynosnTopies y TOBapUCTBO TOBapUCTBO NPOBaXEHHS AiS/IbHOCTI BUPOGHMKa/iMmopTepa roToBoro Jlikapcbkoro
6nictepi; no 250 "J1ekxim- "Jlekxim- 3aco0by, BKIYaoun AinbHUL BUNYCKy cepii abo Micue npoBeeHHs
6nicTepiB y ALWMKY 3 Xapkis" Xapkis" KOHTPOJII0 AKOCTI. (ZisNbHICTb, 3a AKy Bifnosigae BUpo6HuK/iMnopTep,
roypokapToHy BK/IOUAK0UM BUMYCK cepiii) (3MiHa agpecy Ta Ha3Bu BUpo6HuKa MN3, 6e3
3MiHU MiCLA BUPOBHULTBA, SIK HACNILOK BignoBiaHI 3MiHW B rpadiiyHoMy
3006paXeHHi yNnakoBKU MikapcbKoro 3acoby); 3minu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu 3asBHUKaA
(BNacHvKa peecTpaLiiHoro nocBig4eHHs1) (3MiHa agpecu Ta Ha3su
3asBHVKa (B1acHWKa peecTpauiiHoro nocBigYeHHs)
72. | MPAKCBANHA, pO34uH ans BepiHrep HimeuunHa | Bupo6HuUT | Himeuun BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | TUny - 3MiHu 3 3a UA/15467/01/01
iH ekuili/indpysiid, 2,5 IHrenbxanm BO, Ha AKocTi. A®l. CTabinbHICTb. 3MiHa nepiogy NOBTOPHMX peuenmom
r/50 mn, no 50 mny IHTEepHeLwHN nepBuHHe BMnpobyBaHb/nepiody 36epiraHHa abo yMoB 36epiraHHa Ad| (3a
donakoHi; no 2 M6X Ta BiZICYTHOCTI Yy 3aTBepKEeHOMY [0CbE cepTudpikata BignoBiAHOCTI
donakoHm y BTOPWHHE €Bponeiicbkili hapmakonel, Lo BkIovae nepios NoBTOPHOIO
KapTOHHIl KopoobLi nakyBaHHs, BMNpoGyBaHHS) (Nepiog NOBTOPHOrO BMNPOGYBaHHs/Nepios, 36epiraHHs) -
KOHTPO/1b 36inblueHHss abo BBeAEHHS Nepiody NOBTOPHOro BUNpobyBaHHs/nepiogy
SAKOCTi Ta 36epiraHHsa Ha OCHOBI pe3ynbTarTiB AOCAIMKEHb Y peasibHOMY Yaci
BUMYCK (36inbLUeHHs TepMiHy npugaTHocTi AdI (3 2-x Ao 3-x pokiB); 3MiHu | Tuny
cepii: - 3MiHK 3 SKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
BepiHrep TepMiHax npuaaTHocTi abo ymoBax 36epiraHHsl roTOBOro NikapcbKoro
IHrenbxanm 3aco6y (36iNbLUEeHHA TePMiHY MPUAATHOCTI FOTOBOrO NiKapCbKoro 3acoby)
Papma - 36inbLUEeHHS TEPMIHY NPMAATHOCTI NikapcbKoro 3acoby
rveX i 6i0N0rivYHOro/iMyHONIOMNYHOTO NOXOKEHHS HA OCHOBI pe3ynbTartis
Ko.KT, JocnigpkeHb cTabinbHOCTI, NPOBEAEHMX BigNOBIAHO A0 3aTBEPAKEHOr0
HimeuunHa,; NpoTOKONY (36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOTO J1iKapCbKoro
AnbTepHat 3acoby (3 2-x 4o 3-x pokiB)
MBHa
nab6oparopi
A 4ns
KOHTPO/0
Tecty
"CTepwbHi
CTb":
crc
IHCTUTYT
dpeseHiyc
m6X,
HimeuunHa,;

Jlabop /1+C
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
AT,
HimeuunHa
73. | NPAMINEKCON Tabnetkv no 0,7 wr; OpioH PiHnAHAIA OpioH PiHNAHA) BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3miHu | Tuny - 3miHn 3a UA/12404/01/04
OPIOH no 10 Tabnetok y KopnopeiiwH Kopnopeiiw al Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsgy. BunyyenHs (cuna peyenmom
6nictepi; no 3 H, peuisi/ 4i7) (BunyyeHHs pgosysaHHa 0,088 mr, 0,35 mr Ta 1,1 Mr fikapcbkoro
6nictepu y ®iHnaHgia; | PiHNAHAT | 3acoby); 3miHu | Tuny - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKMiA 3aci6. 3MiHK
KapTOHHIli KopoobLi Cneuudpap a y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS AOAATKOBOI AiTbHULL
C.A, BMPOGHMLTBA [151 HACTWHM abo BCbOro BUPOBGHMYOro NpoLecy roToBoro
pewjs; nikapcbKoro 3acoby (AinbHULA 415 BTOPUHHOTO NakyBaHHS) (BBEAEHHS
AnbTepHar anbTepHATUBHOI AiNbHULI 4719 BTOPMHHOIO NakyBaHHs - [aneHa ®apma
NBHWIA Oi1 CammoHkaty 10, 70500 Kyonio, ®@iHnsHAjs)
BUPOBHUK,
Lo
3[jliCHI0E
BTOPUHHE
nakyBaHHS:
[aneHa
dapma O,
diHnsHAiA
74. | NPAMINEKCON Tabnetku no 0,088 OpioH PiHNsAHAIA OpioH PiHNAHA) BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/12404/01/01
OPIOH mr; no 10 TabneTok KopnopeiwH Kopnopeiiww al oo 6e3snekn/edhekTMBHOCTI Ta chapmakoHarnsgy. BunyuenHs (cvuna peyenmom
y 6nicTepi; no 3 H, peuis/ 4i7) (BunyvyeHHsa gosysaHHa 0,088 mr, 0,35 mr Ta 1,1 Mr flikapcbkoro
6nictepu y PiHNAHAIA; PiHNAHA) 3aco0y), y 3B's13Ky i3 LM aHy/1H0BaHHS peecTpauiiHoro noceigYeHHs
KapTOHHI KOpoobLii Cneuucbap a Ne UA/12404/01/01
C.A.,
Mpeuis;
AnbTepHar
VBHUIA
BUPOBHUK,
Lo
3filicHI0E
BTOPWHHE
nakyBaHHs:
[aneHa
dapma O#,
PiHnaHAIA
75. | NPAMINEKCON Tabnetku no 0,35 OpioH PiHNAHAA OpioH PiHNAHL] BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/12404/01/03
OPIOH Mr; no 10 TabneTok Kopnope#iwH Kopnopeiiu al Loao 6e3snekn/edpekTBHOCTI Ta thapmakoHarnsgy. BunyyenHs (cuna peuyenmom
y 6nictepi; no 3 H, Ipeuisi/ 4i7) (BunyuyeHHs gosysaHHsa 0,088 mr, 0,35 mr Ta 1,1 Mr flikapCbKoro
6nictepu y PiHNAHAIA; PiHNAHL] 3aco0y), y 3B’S13KY i3 LM aHy/1H0BaHHA peecTpauiiHoro nocBigYeHHs
KapTOHHIA KOpO6L Cneuucpap A Ne UA/12404/01/03
C.A,
Ipeuis;
AnbTepHar
VBHUI
BMPOGHUK,
Lo
3fiicHI0E
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
BTOPWHHE
nakyBaHHS:
[aneHa
dapma Oi,
PiHNAHAIA
76. | NPAMINEKCON Tabnetkv no 1,1 wr; OpioH PiHnAHAIA OpioH PiHNAHA) BHECEHHS 3MiH [0 peecTpavliiiHux maTtepianis: 3miHu | Tuny - 3miHn 3a UA/12404/01/05
OPIOH no 10 Tabnetok y KopnopeiiwH Kopnopeiiw al Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsgy. BunyyenHs (cuna peyenmom
6nictepi; no 3 H, peuisi/ 4i7) (BunyuyeHHs pgosysaHHa 0,088 mr, 0,35 mr Ta 1,1 Mr nikapcbkoro
6nictepu y PiHNAHAIS; PiHNAHA) 3aco06y), y 3B'43Ky i3 LM aHy/1l0BaHHA peecTpauilfiHoro nocsig4eHHs
KapTOHHIli KopoobLi Cneuudpap a Ne UA/12404/01/05
C.A,
pewjs;
AnbTepHar
VBHUIA
BUPOBHUK,
Lo
3[jliCHI0E
BTOPUHHE
nakyBaHHS:
[aneHa
dapma O,
diHnsHAIA
77. | NPAMINEKCON Tabnetku no 0,18 OpioH PiHNsAHAIA OpioH PiHNAHA) BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/12404/01/02
OPIOH mr; no 10 TabneTok KopnopeiiwH Kopnopeiiww al oo 6e3snekn/edhekTMBHOCTI Ta chapmakoHarnsgy. BunyuenHs (cuna peyenmom
y 6nicTepi; no 3 H, peuis/ 4i) (BunyuyeHHsa gosysaHHa 0,088 mr, 0,35 mr Ta 1,1 Mr flikapcbkoro
6nictepu y PiHNAHAIA; ®iHnAHA | 3acoby); 3MiHK | TNy - 3MiHK 3 AKOCTI. FOTOBMIA NikapcbkWii 3aci6. 3MiHK
KapTOHHIl Kopobui Cneuucpap A y BUpPOGHMLTBI. 3aMiHa abo BBeAEHHS A0AATKOBOI fibHUL
C.A., BMPOGHMLTBA 151 YACTUHM ab0 BCbOro BUPOBGHMYOro NpoLecy roToBoro
Mpeuis; NiKapcbKoro 3acoby (AiNbHULA A5 BTOPUHHOIO NakyBaHHS) (BBEAEHHS
AnbTepHar anbTepHATUBHOI AiNbHULI 4715 BTOPMHHOIO NakyBaHHs - [aneHa ®apma
VBHWI O CammoHkaty 10, 70500 Kyonio, ®iHnsHAjS)
BUPOBHUK,
Lo
3filicHI0E
BTOPWHHE
nakyBaHHS:
[aneHa
dapma O#,
PiHnaHAIA
78. | NPUBITYC CycCrneHsis opasibHa, Eckynaniyc ITania MiTtim C.p.n. ITanis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/10981/01/01
708 mr/100 mn no dapmachbloTivi AnMiHiCTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo aapecu 3asBHUKA peuyenmom
100 mn a6o 200 mn C.p.n. (BnacHvKa peecTpauiiHoro noceig4yeHHs) (3MiHa agpecu 3asiBHMKa
y thnakoHi; no 1 (BnacHvka peecTpadiiHoro noceigyeHHs) (TepmiH BBEAEHHS 3MiH
hnakoHy pasom 3 NpoTArom 6-Tn MiCALB NiCNA 3aTBEPAKEHHS)
MipHOIO JTOXKOIO B
KapPTOHHI KOpOoOLi
79. | NPOTAPIron NMopoLUIoK ANs TOB "UcTok- YkpaiHa BMPOBHULT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK, Lo NOTPedYOThL 6e3 UA/15042/01/02
BEBI PO34uHy ans Mntoc" BO, HOBOI peecTpauii: 3MiHa abo JoAaBaHHSA HOBOI CUAK Aji/po3BeAeHHs Mig peuyenma
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
iHTpaHa3a/1bHOro nepBuHHe HOBOI HA3BOIO /TiKapPCbKOro 3acoby
3aCTOCyBaHHA No Ta
0,1 r y cknsiHomy BTOPVHHE 3060B'A3aHHs NpY BUAAYi PEECTPaLiiHOro NOCBIAYEHHS iICHYHOTb —
donakoHi Ne 1y nakyBaHHs, HaflaHHA [eTasIbHOro ONncy CUCTEMM YNPaBAiHHA pU3nKammn y BUTIAL
KOMMNIeKTi 3 KOHTPO/1b nnaHy ynpassiHHA pusnkamu o 30.10.2017 BignoBigHO A0 NiANYHKTY
PO34MHHMKOM no 10 AKOCTI, 1.8.2 nyHkTy 1.8 fopatky 5 Nopaaky npoBefeHHA ekcnepTusu
mMny Bignosigan peecTpauiiHux MaTepiasiiB Ha flikapcbki 3ac06y, L0 NOJaTLCSA Ha
0[1HOA030BOMY bHWIA 3a AepXaBHy peecTpauito (nepepeecTpaLiiio), a Takox ekcnepTuau
KOHTeliHepi Ne 1 i BUMYCK marepiaiB Npo BHECEHHS 3MiH 10 peecTpauiliHiX MaTepianiB NpoTArom
KPULLKOO cepii: Ail peecTpauiiiHOro nocBig4eHHs1, 3aTBepakeHoro Hakazom MO3 Big
KpanenbHuLeto TOB 26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
"NcTok- MepiognyHiCTb NOAAHHA PErysIspHO OHOB/IIOBAHOTO 3BITY 3 6e3neku
Mnwoc,” BiANOBIAHO A0 MNopsAaKy 3A4jMCHEHHS Harnady 3a NoGiYHUMK peakuismm
Ykpaina nikapcbknx 3acobis, JO3BOMIEHUX [0 MEANYHOTO 3aCTOCYBaHHS,
BMPOBHUK 3aTBepAxeHoro Hakasom MO3 Big 27 rpyaHsa 2006 poky Ne898,
PO3UYMHHMKA 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii Ykpainm 29 ciuHs 2007 poky 3a
: Ne73/13340, cTaHOBUTb - BiANOBIAHO A0 NEPIOANYHOCTI AK A5
BMPOGHULT NikapcbKoro 3acoby nicnsa gepxasBHoi peecTpalii B YkpaiHi, K y nepuuii
BO, KpaiHi CBIiTY.
nepBuHHe
nakyBaHHs,
MapKyBaHH
A1, KOHTPO/1b
AKOCTI:
TOB "tOpis-
dapm”,
YKpaiHa
80. | MPOTEX TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpayiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14127/01/01
060/10HKO10, Mo 250 "TexHonor" "TexHonor" AfMiHICTpaTMBHI 3MiHN. 3MiHA HalilMeHyBaHHs Ta/abo aApecy 3asiBHMKA peuenmom
mr, no 10 TabneTok (BnacHvka peecTpauiiHoro noceig4eHHs)- 3MiHa agpecu 3asBHMKa.
y 6nicTepi; no 5 BBefeHHs 3MiH NpoTArom 6-T1 MicALIB MicNs 3aTBEPMAKEHHS. 3MiHu |
6nicTepiB y naui 3 Tuny - AGMiHiCTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs1 Ta/abo agpecu
KapToHy; no 50 a6o MiCLSt NPOBaKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
no 100 6nicTepiB y nNiKapcbKoro 3acoby, BKIOYaKUM AibHNLi BUNYCKyY cepii abo micue
KopoOLi 3 KapTOHY NpoBeAeHHA KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOpPTEp, BK/OYaoUM BUMYCK Cepiid) - 3miHa agpecu
BMPOGHMKA rOTOBOrO NiKapCbKoro 3acoby, 6e3 3mMiHM Micus BUPOOHMLTBA.
BBefeHHs 3MiH NPOTAroM 6-TW MICALLB NiC/1A 3aTBEPAXKEHHSA. 3MiHM |
™Mny - 3MiHK Wwoao 6e3neku/ehekTnBHOCTI Ta dhapmakoHarnagy (iHwi
3MiHM) MpuBeAeHHS TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT
ynaKkoBKM Nikapcbkoro 3acoby Ao sumor Hakazy MO3 YkpaiHu Ne 426 Big,
26.08.05 (y pepakuii Hakazy MO3 Ykpainn Ned60 Big 23.07.2015 p.) Ta
BHECEHHS He3HaYHWX pefakUiliHnX NpaBoK Y TEKCT MapKyBaHHS
BTOPVHHOI YNakoBkW. BBeAeHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
81. | NPO®EP PO34MH OpasIbHUIA, Eckynaniyc ITanis MiTtim C.p.n. ITanis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/10304/01/01
800 mr/15 mn no 15 | dapmacbtoTivi AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKA peuenmom
MJ1 PO3UUHY Y C.p.n. (BNacHvka peecTpauiiiHoro noceigyeHHs) (3MiHa agpecu 3asiBHUKa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
chnakoHi; no 10 (BnacHvka peecTpadiiHoro nocsigyeHHs) (TepmiH BBEAEHHS 3MiH
hnakoHiB y NPOTArom 6-Ty MiCAILiB MiCNs 3aTBEPIKEHHS)
KapTOHHI KOpo6Li
82. | PEHA/ITAH® PO34MH A8 iH'EKLINA MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/1530/02/01
no 5 mn B amny’i; akuioHepHe akuioHepHe AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecy Micus peuenmom
no 5 a6o 10, a6o TOBapuCTBO TOBapuCTBO NPOBaKEHHS AiSIbHOCTI BUPOOHMKa/iMnopTepa roToBOro JlikapCbKoro
100 amnyn y nauui "Nlekxim- "Jlekxim- 3aco0y, BK/0YAKUM AibHMLi BUNYCKY cepil abo micLle npoBefeHHs
3 KapTOHY; N0 5 mMn Xapkis" Xapkis" KOHTPOJIO SIKOCTI. (AiSNIbHICTb, 3a Ky BiAnoBigae BUpo6HUK/iMnopTep,
B amnyni; no 5 BK/1H0YAOUM BUMYCK Cepili) - 3MiHa HaliMeHyBaHHS Ta afpecu BUPOOHMKa
amnyn y 6nictepi; N3, 6e3 3MiHW Micus BUPOBHULITBA, SIK HACNIAOK, BiAMNOBIAHI 3MiHN B
no 1 a6o 2 TEKCTi MapKyBaHHs (PO34MH A8 iH'EKLiA No 2 M B amnyni), Ta B
6nicTepu y nauuj 3 rpachiyHoMy 306paxeHHi ynakoBKM iKapCbKOro 3acoby (Po3ynH Ans
KapToOHy; Mo 2 M/ B iH'ekUin no 5 ma B amnyni). 3miHW | TURy - AAMIHICTPATVBHI 3MiHU. 3MiHa
amnyni; no 5 a6o HallMeHyBaHHs Ta/abo agpecy 3asiBHKKa (B1lacHMKa peecTpauiiHoro
10, a6o 100 amnyn MOCBiJYEHHS) - 3MiHA HAaliMEHYBaHHS Ta afpecu 3asBHUKa (B/laCHUKa
y nauui 3 KapToHy; peecTpauiiHoro NocBigYeHHs)
no 2 M B amny’ii;
no 5 amnyny
6nicTepi; no 1 abo 2
6nictepy y nauui 3
KapToHy
83. | PO34MH pO34nH TOB "TK YkpaiHa BEN3IK IHais BHeceHHs 3MiH 10 peecTpauiliHix MaTtepianis: 3MiHW | TURY - 3MiHK, - UA/13491/01/01
XNOPFrEKCUAWNH | (cy6ecTaHuin) y "Apopa" DPAPMA NnoB'A3aHi 3 HeOOXIAHICTIO NPYBEAEHHS Y BIAMNOBIAHICTL A0 MOHOrpadii
Y FMIOKOHATY 60oukax i3 NAN® [dY abo €sponelicbkoi hapmakonei, abo iHLWOI HalioHaIbHOT
nonieTuneny gns CAIH3 thapmakonei gepxasu €C (iHLi 3MiHW)
BMpPOBGHULTBA MBT. NTA
HeCcTepUIbHNX
Nikapcbknx popm
84. | CNABIHOPM- cynosuTopii no 0,88 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHu | TUny - 6e3 UA/14366/01/01
PAPMEKC r no 5 cynosuTopiis "®APMEKC "®APMEKC AAMIHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecy Micusi peuyenma
y cTpuni, no 1 a6o 2 reyn reyn NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa roToBoro JlikapcbKoro
CTPUNKM B NauL 3aco6y, BKIOYauy AinbHULi BUNYCKY cepii abo micue npoBefeHHs
KOHTPOJIH0 SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiANoBiAa€e BUpO6HMK/imnopTep,
BK/IO4al0uM BUMYCK cepild) (3MiHa agpecy (MOLWTOBOro iHAEKCY)
BMpo6HMKa TOB "®APMEKC F'PYM" 6€3 3MiHn hakTUYHOro Micus
BefeHHs gisinbHocTi 3 08300 Ha 08301, BignoBigHO MCTa YKpaiHCbKOro
JepXaBHOro nianpyvemMcTaa NoLTOBOro 3B'A3Ky "YkprnowTa" Ne 04-520
Bif 05.09.16 Ta yTOYHEHHA HanWcaHHA agpecy Y BifnNoBiAHOCTI f0
niyeHsii. OHoBNeHa iHdhopMaList Mo NiLeH3iT Ha BUPOOHULTBO NMiKapChKMX
3ac06iB BHECEHA [0 MiLEH3IHOrO peecTpy 3rigHo nucTa Aepxikcnyxou
YkpiHv Bif 04.10.16 Ne3718-1.1.1/3.0/171-16. MNepeocopMneHHs
niyeHsii He nepeabavaeTbes) (TepMiH BBeAEHHS 3MiH NPOTSArom 6-Tm
MiCALB Nicnsa 3aTBepMKeHHs); 3MiHW | TUNY - AQMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecu 3asBHKKa (BNacHuKa
peecTpavuiiiHoro nNoceig4eHHs) 3miHa agpecu 3asaBHuka) (TepMiH
BBEJEHHS 3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPAXEHHS); 3MiHK |
/Ny - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI.
3MiHa po3Mipy cepii (BKHYakouM gianasoH po3Mipy cepii) roToBoro
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Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsi04YeHHs1

85.

CNABIHOPM-
DAPMEKC

cynoswuTopii no 2,63
r no 5 cynosutopiis

TOB
"®APMEKC

YkpaiHa

TOB

Ykpaina

nikapcbKoro 3acoby (iHwi 3MiHM) (BBEAEHHS [0 paHill 3aTBEPAKEHUX
06'emiB cepiin 80 kr, 160 kr, 200 kr foaaTkoBoro 06'emy cepii - 20 kr
roTOBOrO Nikapcbkoro 3acoby(ana Ao3yBaHHA 0,88 1). Y 3B'A3Ky i3
BBE/leHHsIM [0AaTKOBOro 06'eMy cepii, BBOAUTLCS AOAATKOBE
06n1afHaHHA y TEXHOMOTYHY CXeMy BUPOBHMLTBA - MPUrOTyBaHHSA
CYNO3UTOPHOI Macu Heo6XigHO BUKOHATU B MOGI/IbHI EMHOCTI A0 NiHii
SAAS 15 AP/AV. CynyTHS 3MiHa - 3MiHM 3 SKOCTi. [0TOBWIA NikapcbKuii
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHM Y Npoueci BUPO6HULITBA FOTOBOrO
NikapcbKoro 3acoby, BKIOUAKUM NPOMIKHUI NPOAYKT, WO
3aCTOCOBYETLCS MNPV BUPOOHMLTBI FOTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci BUpo6HULTBA); 3MiHM | TUNY - 3MiHU 3 AKOCTI

peyoBMHax) roTOBOrO JliKkapcbkoro 3acoby (iHLLi 4OMOMiXHI pevyoBUHN) -
Byab-aka He3HauyHa 3MiHa KinbKicHOro ckiagy AOMOMKHUX PEYOBUH Y
roTOBOMY NiKapCbKOMY 3ac06i (BHECEHHS 3MiH Y KiNIbKICHWIA cknag,
[OMOMDKHMX PEYOBVH FOTOBOTO NiKAPCbKOro 3acoby (36i/1bLIeHHs BMICTY
HaTpilo kapboHaty aekarigpaTty (Ha 0,71%) Ta KUCNOTK CTeapuHOBOT (Ha
0,29%) 3a paxyHOK 3MeHLUEHHS BMICTy Makporosny 400 (Ha 1,00 %)

FoToBwWi Nikapcbknii 3aci6. Onuc Ta cknag. 3miHa y cknagi (4oNoMiXKHMX

y cTpuni, no 1 a6o 2
CTpUNM B naui

reymn"

"®APMEKC
reyn"

nigeHsii. OHoBNeHa iHdhopMaLis Mo NiLeHsii Ha BUPOOHULTBO NiKapCbKMX
3ac06iB BHECEHA A0 MiLEH3IHOrO peecTpy 3rigHo nucTa [epxnikcnyxon

UMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapCcbkWii 3aci6. 3MiHM Yy BUPOOHULTBI

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasis: 3MiHu | Tuny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaXEHHS AiS/IbHOCTI BUPOGHMKa/iMnopTepa roToBoro /ikapcbKoro
3aco0y, BK/0YaKUY AiNbHMLi BUNYCKY cepii abo micLle npoBefeHHs
KOHTPO/IHO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BiAnoBigae BUpo6HUK/iMnopTep,
BK/THOYAKOUM BUMYCK Ccepili) (3MiHa agpecy (MOLTOBOrO iHAEKCY)
BMpOo6HMKa TOB "®APMEKC 'PYI" 6€3 3MiHM (dakTU4HOro MicLs
BeZleHHs fgisinbHOCTi 3 08300 Ha 08301, BigNOBIAHO IMCTa YKPaAiHCLKOro
[JepxaBHOro nignprvemMcTsa NowToBoro 38'A3Ky "YkpnowTa" Ne 04-520
BiA 05.09.16 Ta yTOUHEHHS HaNMcaHHA aApecy Y BiANOBIAHOCTI A0

YkpiHu Big 04.10.16 Ne3718-1.1.1/3.0/171-16. MNepeodopMneHHs
niyeHsii He nepepbavaeTbes) (TepMiH BBeAEHHS 3MiH NPOTArom 6-Tu
MicsLiB Nicns 3aTBepAKEHHSR); 3MiHKn | Tuny - AOMIHICTPaTUBHI 3MiHW.

3miHa HalimeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHvKa
peecTpauiiiHoro NocBigYEHHS) 3MiHa agpecu 3asiBHUKa) (TepMiH
BBEJEHHS 3MiH MPOTAroM 6-T MICALIB MiC/1A 3aTBEPLKEHHS); SMiHM |

3MiHa po3Mipy cepii (Bk/HoYatoun AianaszoH po3Mipy cepii) roToBoro
nikapcbKoro 3acoby (iHLWi 3MiHM) (BBEAEHHA A0 paHill 3aTBEPAKEHUX
o6'emiB cepiin 80 kr, 160 kr, 200 kr foaaTkoBoro 06'emy cepii - 20 kr
roTOBOrO Nikapcbkoro 3acoby(ana nosysaHHsA 0,88 ). Y 3B'A3Ky i3
BBEJEHHAM [04aTKOBOro 06'eMy cepii, BBOAUTLCA foAaTKOBE
06nafHaHHA y TEXHOMOrYHY CXemMy BUPOBHMLITBA - NPUrOTYBaHHSA
CyNno3uUTOPHOT Macu HEOOXIAHO BUKOHATU B MOOGIMbHIA EMHOCTI A0 NiHil
SAAS 15 AP/AV. CynyTHS 3MiHa - 3MiHM 3 SKOCTi. [0TOBWiA NikapcbKuii
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHM Y Npoueci BUPOGHULITBA FOTOBOMO
NikapCbKoro 3acoby, BK/IHOHa0UM NPOMIXKHWIA NPOAYKT, L0

3aCTOCOBYETHLCA MPY BUPOGHULTBI FOTOBOrO NiKapCbKOro 3acoby

6e3
peyenma

UA/14366/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
(He3HayHa 3miHa y npoueci BUpo6HMULTBa); 3MiHM | TURY - 3MiHU 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Onuc Ta cknag,. 3miHa y cknagi (40MoMiKHUX
peyoBMHax) roToBOro JliKapCbKoro 3acoby (iHLLi 4ONOMiXHI pevyoBUHN) -
Byab-ika He3Ha4YHa 3MiHa KifIbKiCHOTO cklagy AO0MOMIKHUX PEYOBUH Y
rOTOBOMY NiKapCbKOMY 3ac06i (BHECEHHS 3MiH Y KiNbKiCHWIA cknag,
[ONOMDKHUX PEYOBUH rOTOBOTO MiKapCLKOro 3acoby (36iNbLUeHHS BMICTY
HaTpilo kapboHaty gekarigpaty (Ha 0,71%) Ta KUCNoT CTeapuHOBOT (Ha
0,29%) 3a paxyHOK 3MeHLUEeHHs1 BMICTy Makporony 400 (Ha 1,00 %)
86. | CMEKTA® MoOpOoLLOK AN INCEH PpaHuin BOO®YP ®paHuisa BUMPaB/IEHHS TEXHIYHOI NOMWUSIKW B IHCTPYKLiT 4158 MeAUYHOro 6e3 UA/10103/01/01
BAHI/b opasibHOT cycneHsil DAPMA INCEH 3aCTOCyBaHHS NiKapCbKoro 3acoby y po3aisi "MicLe3HaxomKeHHs peyenma
no3r,no3,76r IHOYCTPI BMPOGHMKa Ta i0ro agpeca MicLs NpoBaMKeHHS AisanbHOCTI". BBeeHHs
MOPOLLKY Y 3MiH NpOTArom 3-X MIiCALIB MiCNs 3aTBePPAKEHHS
nakeTtuky, no 10, 12
a60 30 nakeTukiB y
KapTOHHI Kopobui
87. | CNUPT pO34uH ans ToBapucTBO 3 YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/13434/01/01
ETUOBWIA 70% 30BHILUHLOIO 06MEXEHO akuioHepHe AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKA peuenmom
3acTtocyBaHHA 70 % | BigNOBiAA/IbHI TOBapUCTBO (BNacHvKa peecTpauiiniHoro NoceigYeHHs) (3MiHa agpecy 3asiBHUKa, 6e3
no 100 mny CTI0 "BioHIK" "Bionik", 3MiHM MicLUSt BUPO6HULITBA)
hnakoHax YkpaiHa;
ToBapucTts
03
06MexeHo
10
Bignosigan
bHICTIO
"Papma
Yepkac",
YKpaiHa
88. | CNUPT PO34unH Ans ToBapucTBO 3 YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH A0 peecTpauiliHnx maTtepiasiis: 3miHu | Tuny - 3a UA/13434/01/02
ETNOBUIA 96% 30BHILUHLOrO 06MexeHo akuioHepHe AnMiHIiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKa peuenmom
3acTtocyBaHHs 96 % | BignosigasibHi TOBapuCTBo (BnacHvKa peecTpauiiiHoro noceigyeHHs) (3MiHa aapecu 3asBHUKa, 6e3
no 100 mny CTH0 "BioHiIK" "Bionik", 3MiHM MiCUSl BUPOOHMLTBA)
hnakoHax YKkpaiHa;
TosapucTts
03
obmMexeHo
10
BignoBigan
bHICTIO
"®apma
Yepkac",
YKpaiHa
89. | TE/IbMICTA® HD | Ttabnetku no 80 mr/ KPKA, a.4., CnoseHis KPKA, a.4., | CnoBeHis BMNPAaB/IEHHS TEXHIYHOT NOMUNKM y Cneumndikalii METOAIB KOHTPO/HO 3a UA/15860/01/01
80 25,0 mrno 7 Hoso mecTo HoBo AKOCTI, 3@ Noka3HNKOM «KiflbKicHWIA BMICT TenimicapTaHy», «KinbKicHuiA peyenmom
Tabnetok y MecTo BMICT rigpoxnopoTiasugy»
6nictepi; no 2 abo
4, abo 8, abo 12,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
abo 14 6nictepiB y
KapTOHHIA KopobL;
no 10 TabneTtok y
6nicTepi; no 3 abo
6, a6o 9, a6o 10
6nictepiB y
KapPTOHHI KOpoOLi
90. | TIAMIHY PO34UH ON151 iH'EKLLA MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/12783/01/01
XnorPuna 50 mr/mn, no 1 mn B akujioHepHe akuioHepHe AfMiHicTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu mMicua peyenmom
(BITAMIH B1) amnyni, o 10 TOBapUCTBO TOBapUCTBO NPOBaXEHHS AiS/IbHOCTI BUPOGHMKa/iMmopTepa roToBoro Jlikapcbkoro
amnyn B nayi 3 «J1ekxim- «J1ekxim- 3aco0by, BKIYaoun AinbHUL BUNYCKy cepii abo Micue npoBeeHHs
neperopogkamu, no XapkiB» XapkiB» KOHTPOJII0 AKOCTI. (ZisNbHICTb, 3a AKy Bifnosigae BUpo6HuK/iMnopTep,
1 mn B amnyni, no 5 BK/IOUAK0UM BUMYCK cepiii) (3MiHa agpecy Ta Ha3Bu BUpo6HuKa MN3, 6e3
amnyn B 3MiHU MicLA BUPOBHULTBA 3 BifNOBIgHMY 3MiHAMM Y rpadivHOMY
0fHOBIYHOMY 300paxeHHi ynakoBku); 3miHu | Tuny - AgMiHICTpaTMBHI 3MiHN. 3MiHa
6nicTepi, no 2 HalilMeHyBaHHS Ta/abo agpecy 3asiBHVKa (B1acHMKa peecTpauiiiHoro
6nictepu B nayuj 3 noceigueHHs) (3MiHa agpecu Ta Ha3Bu 3asBHUKA (BNlaCHUKa
KapToHYy peecTpauiiHoro NocBig4eHHs)
91. | TOPAALIB pO34uH ans TOB YkpaiHa BECb YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/11604/02/01
iH'ekujin, 5 mr/mn, no "®APMEKC BUPOBHNYMN AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKA peuenmom
4 Mn 'y dhnakoHi; no reyn" 1 npouec (BnacHvKa peecTpaLiiHoro noceigyeHHs) (3MiHa agpecu 3asiBHUKa
5 tpnakoHiB y N3, 3 (BnacHvka peecTpadiiHoro nocsigyeHHs) (TepmiH BBEAEHHS 3MiH
KOHTYPHIi ypaxyBaHHS NPOTAroMm 6-TW MiCALIB Nicna 3aTBepMKEHHS); 3MiHM | Tuny -
YapyHKOBIl M BUMNYCKY AfMiHicTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu Micua
ynakosLi; no 1 cepi: NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/iMmopTepa roToBoro JlikapcbKoro
KOHTYPHIi TOB 3aco0by, BKIOYaun AinbHUL BUNYCKy cepii abo Micue NpoBeAeHHs
YapyHKOBIl "®APMEKC KOHTPOJII0 AKOCTI. (AisNbHICTb, 3a AKy Bifnosigae BUpo6HuK/iMnopTep,
ynakosLi y reymn:, BK/IO4al0UM BUMYCK cepiid) (3MiHa agpecy BupobHuka TOB «®PAPMEKC
KapTOHHI nayu,i YkpaiHa,; F'PYT») (TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tu MicsALIB nicns
(o115 BUpoGHUKa BeCb 3aTBEPAKEHHS); 3MiHM | TNy - 3MiHM Woa0 6e3nekn/edekTUBHOCTI Ta
TOB "®APMEKC BMPOGHUYK hapmakoHarnsagy (iHwi 3miHn) (3amiHa rpadoiyHoro opopmMsIeHHs
rPYM"); no4 mns 1 npouec NepPBUHHOI Ta BTOPUHHOI YNaKOBOK Ha TEKCT MapKyBaHHSA YNakoBOK 3
amnyni, no 5 amnyn N3, 3a BignoBigHUMYK 3mMiHamu go po3ginis MKA N3 (po3gain «IpadiuHe
y 6nicTepi; no 1 BUHATKOM 0hOpMIIEHHS» 3aMiHEHO PO34inoM «MapKyBaHHs») (TepMiH BBeAEHHS
6nictepy y BUNYCKY 3MiH NPOTArom 6-TW MICALIB NiCNa 3aTBEPAKEHHS)
KapTOHHIV nayuj; no cepii:
4 Mmn B amnyni, no 5 TOB
amnyn y KapTOHHIl "Papmaves
nauui 3 TUYHa
neperopogkamm KoMnaHis
(ans BupobHUKa "3p0opoB’s",
TOB Ykpaina
«dbapmaLeBTNyHa
KOMMaHis
"3p0pos'a",
YKpaiHa)
92. | TPUTALEE®-A Kancynu teepgi, 10 TOB "3enTiBa" Yecbka KoHTposib MonbLa BHECEHHS 3MiH 10 peecTpaviiiHnx matepianis: 3MiHu | Tvny - 3MiHn 3 3a UA/15897/01/01
Mr/10 mr, Ne 28 Pecny6ika Ta BMNYCK SIKOCTi. [0TOBMIA fikapcbkuii 3acib. Cnuctema peyenmom
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHU
Ka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsi04YeHHs1

(7x4): no 7 kancyny
6nictepi, no 4
6nictepn y
KapTOHHIlA KopoobLi

cepiii
roToBOro
nNiKapcbkoro
3acoby:
Ma6'saHivLki
3aknaau
dapmaueBT
NyHe
Monbtha
CA,
MonbLua;
Brpo6HuuT
BO
nepBuHHe
Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b
roToBOro
niKapcbkoro
3acoby
3aknag
dapmaueBT
NYHK
Apgawvep,
dapma
CA,
MonbLa

KOHTeliHep/3aKynopoBa/ibHWi 3aci6. 3MiHa po3mipy ynakoBKu roTOBOro
nikapcbKkoro 3acoby (3MiHa KinlbKOCTi 0AuHULL (Hanprknag TabneTok,
amny/ TOLLO) B yNakoBL:) - 3MiHa Y Ajiana3oHi 3aTBEP)KEHNX PO3MIpiB
yMakoBKM (3MiHa KinibKOCTi kancyn y 6nicTepi Ta KisibkocTi 6/1icTepiB y
KOpOOGLii FOTOBOro Nikapcbkoro 3acoby: no 7 kancyny 6nictepi, no 4

6nicTepy y KapTOHHI kopobLi (Ne28 (7x4)) 3 BigNoBIAHNMU 3MiHAMU Y p.

"YnakoBka". [epBUHHWIT NaKkyBasibHWIA MaTepian He 3MiHnBcS) (TepMmiH
BBEJEHHS 3MiH NPOTAroM 6-T MicsLB NiCNs 3aTBEPXKEHHS)

93.

TPUTALE®-A

Kancynu tBepai, 10
mr/5 mr, Ne 28
(7x4): no 7 kancyn y
6nictepi, no 4
6nictepn y
KapTOHHIli KopoobLi

TOB "3eHTiBa"

Yecbka
Pecny6nika

Bupo6bHuuT
BO
nepBuHHe
Ta
BTOPUHHE
naxkyBaHHs,
KOHTPO/1b
cepivi
roToBOro
nNiKapcbkoro
3acoby
3aknag
dapmaueBT
NYHK
Apgawvep,
dapma
CA,
MonbLya;
KoHTposb
Ta BUMYCK

MonbLa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu | TUny - 3MiHKU 3
AKocTi. [oToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBa/ibHWi 3acib. 3MiHa po3mipy ynakoBKu roTOBOro
NiKapcbkoro 3acoby (3MiHa KiIbKOCTi 0ANHULL (Hanpuknas TabneTtok,
amnyn TOLLO0) B yNakoBLj) - 3MiHa Y Ajjiana3oHi 3aTBEpAXEHNX PO3MIpiB
yMakoBKM (3MiHa KinbKOCTi kancyn y 6nicTepi Ta KinibkocTi 6/1icTepiB y
KOpOOLLi rOTOBOrO NiKapCcbKoro 3acoby: no 7 kancyny énictepi, no 4

6nictepun y kapToHHIl kopobui (Ne28 (7x4)) 3 BignoBigHMMN 3MiHaMu y p.

"YnakoBka". MepBUHHWI NaKkyBaibHWI MaTepian He 3MiHnBCS (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-T MicALIB NiCNs 3aTBEPYKEHHS)

Ba peyernmom

UA/15896/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHU
Ka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsi04YeHHs1

cepiii
roToBOro
nNiKapcbkoro
3acoby:
Ma6'saHivLki
3aknaau
dapmaueBT
nyHe
Monbtha
C.A.,
MonbLua

94.

TPUTALE®-A

Kancynu Teepai no
5 mr/5 mr Ne28
(7x4) abo Ne56
(7x8): mo 7 kancyn y
6nicTepi, no 4 a6o 8
6nictepiB y
KapTOHHI Kopo6Lj;
Ne90 (15x6): mo 15
Kancyn y énictepi,
no 6 6nictepis y
KapTOHHIli KopoobLi

TOB "3enTiBa"

Yecbka
Pecny6nika

Brpo6HuuT
BO,
nepBuHHe
Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/1b
cepiii
roToBOro
nNiKapcbkoro
3acoby:
3aknap,
PapmaueBT
NYHK
Apawmep,
Papma
CA,
MonbLua;
KoHTposb
Ta BUMYCK
cepiii
roTOBOrO
nikapcbkoro
3acoby:
Mab'saHiuki
3aknaau
dapmaueBT
N4yHe
Monbda
CA.,
MonbLia

Monbwa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu | Tuny - 3MiHu 3
AkocTi. [oToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBKu roTOBOrO
nNikapcbKoro 3acoby (3MiHa KibKOCTi 0AMHULL (Hanpuknag TabneTtok,
ammny/ TOLLO) B yNakoBLj) - 3MiHa Y Ajiana3oHi 3aTBepAXeHUX po3MipiB
yNakoBKU (3MiHa KifIbKOCTi kancyn y 6nictepi Ta KinbkocTi 6nictepis y
KOpo6Li FOTOBOro NiKapcbKoro 3acoby: no 7 kancyn 'y 6nictepi, no 4 abo
8 6niicTepiB y KapToHHI kopobui (Ne28 (7x4), Ne56 (7x8)); no 15 kancyn
y 6nicTepi, no 6 6icTepiB y KapToHHI kopobui (Ne90 (15x6)) 3
BiANOBIAHUMY 3MiHamu Y p. "YnakoBka". [epBUHHWIA NakyBasibHUIA
marepian He 3MiHVBCS (TepMiH BBeAEHHS 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepKEeHHS)

Ba peyenmom

UA/15898/01/01

95.

YPO-IPAH

rpaHynm no 10 ry
neHani abo
oNakoHi 3
KpuLikoto; no 1
neHany abo
dp1aKoHy 3

MpAT
"HaujioHanbHa
FomeonatnyH

a Cninka"

YKpaiHa

MpAT
"HaujioHasb
Ha
[omeonaTtun
YyHa Cninka"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKA
(BNacHvka peecTpauiiiHoro nocigyeHHs) (- 3miHa agpecu 3asBHUKA);

3MmiHu | TUNy - 3MiHK Woa0 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.

BBeaeHHsi abo 3MiHM [0 y3ara/lbHeHNX faHux Npo cucTemy
chapmakoHarnaay (BBEAEHHs y3arasibHeHNX AaHKX NPO CUCTEMY

6e3
peyenma

UA/8455/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
KPULLKOIO B mauuj 3 thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0co6w, BiANOBIAa/IbHOI 3a
KapToOHY 34ilicHeHHA thapmakoHarnsgy; KOHTaKTHOT 0cobu 3 hapmakoHarnagy
3asBHUKA 419 34iiCHeHHs hapMakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa BiJ YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI 3a 3AiICHEHHS
hapmakoHarnagy (Bk1oYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
PO3MiLLEHHI MacTep-ghaiina cuctemun hapmakoHarnsgy) (Litoua
pepakuis: Jawkens Biktopis CepriiBHa. [MponoHoBaHa pegakuis: bagps
OneHa AHaToniiBHa); 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NiKapCbKuii
3aci6. Cuctema KoHTeliHep/3aKkynoptoBasibHWA 3aci6. 3MiHa Y NepBUHHIl
yMakoBLji FOTOBOro MikapCbKoro 3acoby (TN KoHTelHepa abo fofaBaHHsA
HOBOro KOHTeliHepa) - TBepAj, M'siki Ta HeCTepUIIbHI pifki nikapcbki
dhopMmu (fofaBaHHS HOBOTO KOHTeHepa: h1akoHy 3 KPULLIKOH, 3
BiANOBIAHUMY 3MiHAMW Y p. «YNakoBka»); 3MiHu | Tuny - 3MiHu WoAao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnagy (iHwi 3miHn) (3MiHK o
IHCTPYKUIi y po3ain "OcobamMBOCTi 3acToCyBaHHSA" (LLOAO 3aCTEPEXEHHS
N5 0Ci6 3 HENepeHOCUMICTIO LyKpiB); 3MiHM | Tuny - 3MiHK Woao
6e3nekn/edpekTUBHOCTI Ta thapmakoHarniagy (iHwi 3miHu) (3MiHa
rpadpiyHOro ohopMAEHHS YNakoBK/ HA MapKyBaHHS YNakoBKu); 3MiHN |
Tuny - 3MiHM 3 AKocTi. [OTOBWIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHUii 3aci6. 3MiHa NocTadasibHYKa NakyBaslbHUX
MaTepianis abo KOMNIEKTYUMX (SKLLO 3a3Ha4YeHo B A0CbE) (3aMiHa abo
[0faBaHHA nocTavyasibHUKa) (fofaaBaHHs BUpobHuka MpAT «®ipma
Enic», YKpaiHa y 38’s13Ky 3 BBEAEHHAM HOBOr0 (p/1akoHy 3 KPULLIKOKO
LbOro BUPO6HMKA)
96. | YPCOJOEKC TabneTku, BKpUTI CaH IHAjsa CaH IHAjs BHECEHHS 3MiH JOp peecTpauiiiHux Matepianis: 3MiHu | Tuny - 3a UA/11855/01/01
NAiBKOBOO PapmacbloTHK dapmacboT AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aApecy 3asiBHMKA peuenmom
06010HKOt0, Mo 150 an lHgacTpis nkan (BnacHvika peecTpauiiHoro noceigyeHHs) (3MiHa agpecu Ta
mr, no 10 Tabnetok Niviten IHpacTpi3 HaliMeHyBaHHs1 3asiBHUKA)
y 6nictepi, no 1 abo nta
no 5 6nictepis y
KapPTOHHI ynakoBLi
97. | YPCOJEKC TabneTku, BKPUTI CaH IHais CaH IHais BHECEHHS 3MiH [10p peecTpauiiiHux Matepianis: 3MiHu | Tuny - 3a UA/11855/01/02
N1iBKOBOIO PapmacbTHK PapmacbioT AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu 3asBHUKaA peyenmom
o6onoHkoto, no 300 an lHpacTpi3 nkan (BnacHvka peecTpauiiHoro nocBig4eHHs) (3MiHa agpecu Ta
mr, no 10 TabneTok NimiTen IHpacTpi3 HaliMeHyBaHHs 3asiBHUKA)
y 6nictepi, no 1 abo nth
no 5 6nictepiB y
KapTOHHI ynakoBsL,i
98. | YPCO/AEKC TabneTkn, BKPUTI CaH IHais CaH IHgis BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasiB: 3MiHu | Tuny - 3a UA/11855/01/01
NNiBKOBOO PapmacbTHK dapmacbioT AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecy Micus peuenmom
060/10HKO10, Mo 150 an lHpacTpis nkan NPOBaKEeHHA AiSNbHOCTI BUpOBHMKa/iMnopTepa roToBOro JlikapcbKoro
mr, no 10 TabneTok NimiTeq IHOacTpi3 3aco6y, BK/IYaun AiNbHNLI BUMYCKY cepii abo MicLle NpoBeAeHHs
y 6nicTepi, no 1 abo Nimiten KOHTPOJIH0 AKOCTI. (AisNbHICTb, 32 Ky Bignoigae BUpobHuK/iMnopTep,
no 5 6nictepis y BK/THOHAIOUM BUMNYCK Cepiii) (3MiHa HaliMeHyBaHHA Ta afipecy BUPOGHMKa.
KapTOHHIi ynakoBLi BupobHuya ginbHuus, HaliMeHyBaHHS Ta agpecy sIKoi 3MiHEHO, Ta BCi
BMPO6GHMYI onepalLii 3aMalTbCst HE3MiHHUMM)
99. | YPCO/JEKC TabneTkun, BKpUTI CaH IHAjA CaH IHAjs BHECEHHS 3MiH 10 peecTpauiiiHnx maTepianis: 3MiHu | Tuny - 3a UA/11855/01/02
NAiBKOBOO dapmacbTHK dapmacbioT AOMiHICTpaTVBHI 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecy Micusi peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs
o6onoHkoto, no 300 an lHgacTpis nkan NPOBaKEHHS AiS/IbHOCTI BUPOGHMKa/iMmopTepa roToBoro Jlikapcbkoro
Mmr, no 10 TabneTok NimiTen IHoacTpi3 3aco0y, BKIOYAKUM AiNTbHULi BUNYCKY cepii abo MicLe NpoBeAeHHS
y 6nicTepi, no 1 abo Nimiteq KOHTPOJII0 AKOCTI. (fiANbHICTb, 3a AKy Bifnosigae BUpobHuK/iMnopTep,
no 5 6nictepiB y BK/IOYA0UM BUMYCK Cepili) (3MiHa HalilMeHyBaHHA Ta agpecu BUPOOHWKa.
KapTOHHIiA ynakoBL,i Brpo6HMYa AinbHuUS, HaliMeHyBaHHS Ta aapecy siKoi 3MiHEHO, Ta BCi
BMPOGHMWUYI onepauii 3a/IMLwaTbCst HE3MIHHUMM)
100. | XYMYAIH M3 cycneHsis ans Ninni ®paHc PpaHLis Ninni ®paHuisa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3miHu |l Tuny - 3MiHn 3a UA/8567/01/01
iH'ekuiin, 100 MO/Mn $paHc Loao 6e3nekn/edpeKTBHOCTI Ta (hapmakoHarnagy. 3MiHU y KOPOTKiid peuenmom
no 3 My ckisHoMy XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
KapTpuaXi; no 5 AN MeANYHOro 3acTOCyBaHHSA y 3B’A3KY i3 HOBUMM JaHVMU 3 AKOCTI,
KapTpuoxis y LOKNIHIYHUMMW, KNIHIYHUMW faHUMK Ta faHuMuy 3 hapmMakoHarniagy (3MiHu
KapTOHHI/ nayuj; no 00 IHCTPYKUiT y po3ain "Moka3aHHA" (pegaryBaHHs TEKCTY po3giny 6e3
3 Mny cKIsiHOMY 3MiHM NokasaHb). BHeCTH 3MiHM A0 iIHCTPYKLii y po3ainu:
KapTpuaxi; no 1 "PpapmakonorivyHi BnactusocTi”, "MpoTunokasaHHA" (pefaryBaHHs TEKCTY
KapTpuaxy y po3giny), "Bsaemogia 3 iHW1MKN NikapcbkrMmn 3acob6amm Ta iHLi BUam
LWINpUL-pyYLi B3aemogiin”, "OcobmBoCTi 3acTocyBaHHS" (y T.4. "3acTocyBaHHS Yy
KBikleH; no 5 nepiog BaritTHOCTi abo rogyBaHHs rpyaar”, "3aaTHiCTb BNAMBATU Ha
LLNPUL-PYYOK Y LIBMAKICTb peakLii Npy kepyBaHHi aBToTpaHCNopToM abo iHWuMun
KapTOHHI navw,i MexaHismamu'), "Cnocib 3actocyBaHHs Ta fosun”, "MNepenosyBaHH:A",
"Mo6ivHi peakuii™) (TepmiH BBeAEHHA 3MiH NPOTArom 3-X MicALiB nics
3aTBEPKEHHS)
101. | XYMYAIH HAOX pO34uH ans Ninni ®paHc PpaHuis ninni PpaHuis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu |l Tuny - 3MiHn 3a UA/8569/01/01
iH’exuili, 100 MO/mn $paHc Loao 6e3nekn/edpeKTBHOCTI Ta (hapmakoHarnsgy. 3MiHU y KOPOTKiii peuenmom
no 3 My ckisiHoMy XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
KapTpugxi; no 5 AN MeAMYHOro 3acTOCyBaHHSA y 3B’A3KY i3 HOBUMM JaHMU 3 SKOCTI,
KapTpuoxis y LOKNIHIYHUMMW, KNIHIYHUMW faHUMK Ta fJaHnMuy 3 hapmMakoHarniagy (3MiHu
KapTOHHI/ nayuj; no 00 IHCTPYKLiT y po3ain "MokasaHHA" (pegaryBaHHs TEKCTY po3giny 6e3
3 My CKISiHOMY 3MiHM NoKa3aHb). BHecTV 3MiHM [0 IHCTPYKUIT Y po3ainn:
KapTpuaxi; no 1 "papmakonoriyHi BnactusocTi”, "MpoTunokasaHHA" (pefaryBaHHs TEKCTY
KapTpuaxy y po3giny), "Bsaemogia 3 iHW1MKN AikapcbkrMmn 3aco6amu Ta iHLi BUam
LNpUL-pyYLi B3aemogiin”, "OcobmBocCTi 3acTocyBaHHsA" (y T.4. "3acTocyBaHHS Yy
KBikleH; no 5 nepiog BaritTHOCTi abo rogyBaHHA rpyaar”, "3aatHiCTb BNAMBATU Ha
LLNPUL-PYYOK Y LIBMAKICTb peakLii Npy kepyBaHHi aBTOTpaHCNopToM abo iHWuMu
KapTOHHI navw,i MexaHismamu'), "Cnocib 3actocyBaHHsA Ta fo3un”, "MNepeno3yBaHHA",
"Mo6ivHi peakuii™) (TepmiH BBeAEHHSA 3MiH NPOTArom 3-X MicALiB nics
3aTBEPKEHHS)
102. | XYMYnIH pO34uH Ans Ninni ®paHc PpaHuis ninni PpaHuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu |l Tuny - 3MiHN 3a UA/8571/01/01
PErynapP iH'exuili, 100 MO/mn ®paHc Loao 6e3nekn/edpeKTBHOCTI Ta (hapmakoHarnagy. 3MiHU y KOpOTKiii peyenmom
no 3 M1y CKIsiHOMY XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT
KapTpuaxi; no 5 AN MeAMYHOro 3acToCyBaHHA y 3B'A3KY i3 HOBUMM JaHUMU 3 AKOCTI,
KapTpuaxis y OOKNIHIYHUMM, KNIHIYHAMW JaHUMK Ta faHnMu 3 dhapmMakoHarnisgy (3MiHu
KapTOHHI nauuj; no [0 IHCTPYKLii y po3gain "MokasaHHSA" (pegaryBaHHsi TEKCTY po3giny 6e3
3 My CKISAHOMY 3MiHM NoKa3aHb). BHecTy 3MiHM [0 IHCTPYKUIT y po3ginn:
KapTpuaxi; no 1 "®apmakonoriyHi BnactmsocTi”, "MpoTunokasaHHa" (pefaryBaHHs TEKCTY
KapTpuaxy y po3giny), "B3aemogisi 3 iHWNMK MliKapCbKMMKU 3ac0b6amu Ta iHLWi Buan
LINpUL-pyYLi B3aemogiin”, "OcobmBocCTi 3acTocyBaHHsA" (y T.4. "3acTocyBaHHS Yy
KgikeH; no 5 nepiog BaritTHOCTi abo rogyBaHHA rpyaar”, "34aTHiCTb BNAMBATU Ha
LINPUL-PYYOK Y LBUAKICTb peakLii Npu kepyBaHHi aBTOTPAHCMOPTOM a60 iHWMMHK
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asB8HUKa BUPOGHU Bionycky peecmpayjiliHo2
3acoby ¢hopma, ynakoska) Ka 0 NOCBIOYEHHs

KapTOHHI/ navu,i

MexaHismamu"), "Cnocib 3actocyBaHHs Ta fosun", "MNepenosyBaHHsA",
"Mo6ivHi peakuii™) (TepmiH BBeAEHHA 3MiH NPOTArom 3-X MicALiB nicns

3aTBEPKEHHS)

HauyanbHuK YnpaBniHHA dpapmMmaleBTUYHOI

OIANBHOCTI Ta AKOCTi (papmaueBTUYHOT NPOAYKLiT

T.M. IAacKOBCbKUu
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