MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
20.02.2018 Ne 290
Kuis

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

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

HAKA3Y1O:

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

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

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

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

B.o. MinicTpa Y. CYIIPYH



MEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOIYHUX MPEMNAPATIB), AKI

Aopatok 1
[0 Haka3y MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
20.02.2018 Ne 290

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKNX 3ACOBIB YKPAIHI

Ne Ha3ssa nikapcbko20 dopma sunycky 3asBHUK Kpaina Bupo6HUK Kpaina Peecmpayitina npoyedypa Ymosu Pexknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayjitiHo2
ynakosKa) 0 NOoCBi0OYEHHS
1. FACTPOrAPA TabneTku xyBasbHi 680 A660TT HimeuunHa Ankanoig AL MakefoHis1, peecTpauisi Ha 5 pokis 6e3 nidnsieae UA/16550/01/01
Mr/80 mr Ne24 (8x3) y Nab6opaTtopi3 Ckon'e KOJINLLIHSA MepioAnYHICTb NOAAHHSA peuenma
6nictepax m6X KOrocnaecbk perynsipHo OHOBJ/THOBAHOrO 3BITY 3
a Pecny6nika 6e3neku BignosigHo Ao Mopagky
3[jiCHEHHs1 hapmakoHarnaay,
3aTBEPIKEHOTO Haka3om
MiHicTepcTBa 0XOpPOHW 340POB’A
YkpaiHu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHW 340POB’A
YKkpaiHu Bif 26 BepecHsi 2016 poky
Ne 996) cTaHOBUTB: 3rifHO 3i
CTpOKamu, 3a3HavyeHMn y
nepiognYHOCTI NoAaHHsA
perynsipHmx 3BiTiB 3 6e3neku
2. KAPBOMNNATIH KpucTanivyHWiin NopoLLIoK TOB "tOpia-®apm” YkpaiHa I'epaeyc HimeuyunHa peecTpaduis Ha 5 pokis - He UA/16592/01/01
(cybeTaHuis) y Hoiunang nionsieae
nonieTuIeHoBMX M6X & Ko. KI
KOHTeliHepax ans
chapmaLeBTUYHOro
3acToCyBaHHs
3. KAPTAH PO34UH OpasibHUiA, 1 LEMO C.A. peuis OEMO C.A. Ipeuis peecTpadis Ha 5 pokis 6e3 He UA/15595/02/01
r/10 mn no 10 mn B PapmacbloTukan PapmMacboTUK peyenma nionsizae
amnynax Ne 10 IHgacTpi an IlHgacTpi
4. KONMIrA3- TabneTku XyBasibHi Mo ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa peecTpaduis Ha 5 pokis 6e3 niosnsieae UA/16593/01/01
340POB’A 125 wr, no 7 TabneTok y obmexeHoro obmexeHoro peyenma
6nictepi, no 1 a6o no 2 BigNoBiAa/IbHICTIO BiANOBiAA/TbHI MepioanyHICTb NOAAHHSA
6nictepun y Kopobu,i 3 "papmaLeBTUYHa CTHO perynsapHo OHOBJ/IHOBAHOrO 3BITY 3
KapToHy KOMMaHis "®bapmaLeBTu 6e3neku BignosigHo Ao Mopagky

"3g0poB's"

YyHa KOMMaHis

3iicHeHHs1 hapmakoHarsay,
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Ne Ha3ssa sikapcbko20 dopma sunycky 3asBHUK Kpaina Bupo6HUK Kpaina Peecmpayitina npoyedypa Ymosu Pexknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayitiHo2
ynakosKa) 0 NOCBIOYEHHS
"3p0pos'a" 3aTBEPXXEHOIO HakasoM
MiHicTepcTBa OXOpPOHU 340p0OB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTB: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn y
nepiogNYHOCTI NOAAHHS
perynisipHuxX 3BiTiB 3 6e3MeKu.
5. MYCKOME/], Kpem no 2,5 mr/r, no 30 1 yOopPna TypeyunHa 3eHTiBa TypeyunHa peecTpadist Ha 5 pokis 3a He UA/16594/01/01
y Ty6i MEAVNUMH INAY Carnuk peyenmom nionsizae
CAH. BE TIOX. YpyHnepi CaH.
A.LLL. Be Timk. A.LL.
6. TAMOKCU®DEHY NMOPOLLOK KpUCTasTivHWI Ekcenna Nm6X HimeuunHa EKCE/NA HimeuunHa peecTpauist Ha 5 pokis - He UA/16595/01/01
UNTPAT (cy6eTaHuis) y eHg Ko. KI MBX EHJ, niosnsieae
noABiHNX KO. KI
nonieTnIeHoBUxX
nakeTtax gns
hapmaueBTUYHOro
3aCcTOCyBaHHsA
7. TEFPAL TabneTku, BKpUTI leTepo /1a63 IHais letepo /1a63 IHais peecTpaduis Ha 5 pokis 3a He UA/16596/01/01
NAIBKOBOK 060/I0HKOIO, Niviten Nimiten peyenmom nionsizae
no 50 mr, no 30 MepioanyHICTb NOAAHHSA
TabneTokK y KOHTelHepi; perynsipHoO OHOB/IOBAHOrO 3BITY 3
no 1 koHTeliHepy y 6e3neku BignosigHo Ao Mopagky
Kopo6ui; no 10 TabneTok 3[jiCHEHHS hapmakoHarnagy,
y 6nicTepi, no 8 3aTBEPXEHOro Haka3oM
6nictepis y kopobuj MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’SA
Ykpaiuu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i
CcTpoKamu, 3a3HavyeHuMun y
nepioguYHOCTI MoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

HayanbHuK YnpasniHHA chapmayeBTUYHOT




BIANBbHOCTI Ta AKOCTI (papmMaueBTUYHOT NpoAYKUiT T.M. NIAcKOBCbLKUIA



MEPENIK

Jopatok 2

A0 Haka3y MiHicTepcTBa OXOPOHU
3[4,0pPOB’A YKpaiHu
20.02.2018 Ne 290

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIYHUX MNMPEMAPATIB), AKI BHOCATbLCA A0
DEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoskKa) nocsi0O4YeHHs
1. AYPOTAS3-P NMOPOLLIOK A/191 PO3UYUHY AypobiHgo Papma IHais Aypob6iHA0 IHais MepepeecTpauis Ha 3a He UA/12809/01/01
ANns iH'ekuii no 2,25y nrtg Papma HeobMeXeHWn TepMiH. 3MiHu | peyenmom nionsizae
dhnakoHi; no 1 donakoHy Nimites, TMny - 3MiHN LWOA0
FOHIT-XII 6e3nekun/edekTBHOCTI Ta

Y KapTOHHiIli KopoobLi

thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHNX
npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNoOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsagy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLio
BOHa BifjMiHHa Bif,
YMOBHOBaXEHOI 0COo6Y,
BiANoBiAa/IbHOI 3a 3AjACHEHHS
hapMakoHarnsgy (Bkiroyaoum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHi macTep-chaiina
cucTtemu chapMakoHarniagy).
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXeHOI ocobu. 3miHa
KOHTaKTHUX faHNX KOHTaKTHOT
oco6u. 3MiHa Micus 3AiCHEHHS
OCHOBHOI AisiNIbHOCTi 3
hapmakoHarnagy. 3miHa agpecu
mMacTep-oaiina. 3miHu | Tuny -
3MiHM Wwoao
6e3nekun/ehekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHA Ta IHCTPYKUiT Ans
MeANYHOro 3acTOCYBaHHS
reHepuyHuX/riopuaHnx/éionodioH
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

MX NiKapcbknx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHM Ha
pedhepeHTHW1 NpenapaT (3MiHa
He noTpebye HafaHHA XOLHUX
HOBUWX A0AATKOBMX AaHUX) -
3MiHM BHECEHI A0 iHCTPYKLUi Y
po3ain "Moka3aHHsA", a TakoX y
po3ainu: "®apmakosnoriyHi
BnactmsocTi”, "MpoTunokasaHHs",
"B3aemopis 3 iHLWMMK
niKkapcbknMmuy 3acobamu Ta iHLWi
BMAMN B3aemogiit”, "OcobmBOoCTi
3aCcToCyBaHHS", "3acTocyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpypato”, "MepenosysaHHa",
"Mo6ivHI peakuii"BignoBigHO A0
iHchopmauii pedrepeHTHOro
nikapcbKoro 3acoby (Tazocin
4/0.5 1, NOPOLLOK AN PO3YUHY
015 IHEKUR, B YKpaiHi He
3apEeecTpoBaHuif).

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHS dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

AYPOTAS-P

MOPOLLOK A/151 PO3UNHY
ANnA iH'ekuii no4,5ry
chnakoHi; no 1 dpnakoHy
Y KapTOHHiIli KopoobLi

AypobiHgo dPapma

nrtg,

IHAis

AypobiHao
Papma
Nimiteq,
FOHIT-XII

IHais

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX
npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHWX

3a
peyenmom

He
nionseae

UA/12809/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
npo cuctemy hapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobw,

hapmakoHarnagy B YkpaiHi, KO

BiAnoBiAa/IbHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKA 419 34iICHEHHS

BOHa BiMiHHA Bif,
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapMmakoHarnsgy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y

pO3MiLLLeHHi MacTep-thaiina
cuctemun chapmakoHarangy).
3MiHa KOHTaKTHUX AaHnX
YMNOBHOBaXEHOT 0c06U. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu. 3miHa micua 34iicCHEeHHS
OCHOBHOI Aii/IbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu
macTep-daiina. 3miHu | Tuny -
3MiHV Wwoao
6e3nekn/edeKTNBHOCTI Ta

thapmakoHarnagy. 3MiHn y

KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKUIiT Ans

MeAMYHOr0o 3aCTOCYBaHHS
reHepuyHux/ribpugHux/6ionoibH

MX Nikapcbkyx 3acobiB micns

BHECEHHS TiEl camoi 3MiHM Ha

pedepeHTHUIA npenapart (3mMiHa
He noTpebye HafaHHA XOLHUX
HOBUX AOAATKOBUX AaHMX) -
3MiHM BHECEHI A0 IHCTPYKLUi Y
po3ain "MokasaHHs", a TakoX y
po3ainu: "dapmakonorivHi
BnactmeocTi", "lMpoTmnokasaHHA",
"B3aemogis 3 iHWMMKn
nikapcbknMmuy 3acobamu Ta iHLWi
BMAY B3aemogii", "OcobnmsocTi
3acTocyBaHHA", "3acTocyBaHHsA Y
nepiog BariTHocTi abo royBaHHs
rpyaar”, "MepefosyBaHHs",

"Mo6iuHi peakuii”BignoBigHO A0

iHhopMmaLii pechepeHTHOro

nikapcbkoro 3acoby (Tazocin
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

4/0.5 1, NOPOLLOK AN PO3YUHY
015 IHEKUR, B YKpaiHi He
3apeecTpoBaHuif).

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiogNYHOCTI NOAAHHS
perynisipHux 3BiTiB 3 6e3MeKu.

BANBb3AMIYHUNA
NIHIMEHT (3A
BULLUHEBCbKNM)

NiHiMeHT No 251y
6aHLi; no 40 r y Ty6i; no
1 Ty6i B nauui

TOB "OKnN
"®GapmMaLeBTnYHa
habpuka"

YkpaiHa

TOB "[OKI
"®apmauesTu
YyHa habpuka"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neku
3acTOCyBaHHS NiKapCbKOro
3acoby B mic/ispeecTpavyiiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 AOCNISKEHb, NPOBEAEHMX
BiNoBiAHO A0 NnaHy
negiatpuuHnx gocnipxeHs (PIP)
(3MiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKLii 4Nns MegnyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby ao po3ginis "Ocobnusi
3axoam 6esnekun”, "B3aemogis 3

Ees
peyenma

nionsieae

UA/7709/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

IHLWMMK NiKapcbknMy 3acobamm
Ta iHWi BUAW B3aemogijin",
"Mepeno3yBaHHA" BiAMOBIAHO A0
OHOBEHOT iHthopMaLii 3 6e3neku
Ai0UMX PEYOBUH.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOIO 3BITY 3
6e3neku BignoBigHO fo0 MNopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

BOM-BEHI'E MA3b

Masb no 25 r y Tybi
atoMiHieBiIin; No 1 Ty6i B
nauvj 3 kKapToHy; No 25 r
y Ty6ax asiloMiHieBMX

TOB
"TepHodhapm"

YkpaiHa

TOB
"TepHodhapm"

YKpaiHa

MepepeecTpauis Ha
HeoBbMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCyBaHHA Ha
nigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnimxkeHb 3 6e3neku
3aCcTOCyBaHHS NiKapCbKOro
3acoby B nicspeecTpavyiiHmii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNifKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpxeHs (PIP)
(3MiHY y3rofxeHo 3
KOMMETEHTHUM YNOBHOBa&XEHNM
opraHom) - 3MiHVW BHECEHO [0
IHCTPYKUIT N8 MeguyuHoro
3aCTOCYBaHHS NiKapCbKoro

bes
peuenma

nionsiecae

UA/8618/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

3acoby [0 po3ginis
"MpoTmnokasaHHa", "OcobamMBOCTI
3actocyBaHHs", "lMob6iyHi peakuyii"
BiNOBIAHO 0 OHOB/IEHOT
iHchopmauii 3 6e3nekn girounx
PEYOBUH.

MepioAnyHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHS dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

BPOHXOME/],

cupon no 100 mny
nakoHax; no 1
hN1aKoHy Y KapTOHHiiA
KopoobLi

€Bpo laiidkep
nrtg,

Benvka
BpuTtaHis

MAT
"Ximchapmsas
of "YepBoHa

3ipKka"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimkeHsb 3 6e3neku
3acTOCYyBaHHS MiKapCbKOro
3acoby B mic/iApeecTpavyiiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 AOCNISKEHb, NPOBEAEHNX
BifNoBiAHO 40 NnaHy
negiatpuyHmx gocnipxeHs (PIP)
(iHLWi 3MiHW) - 3MiHWM BHECEHO A0
IHCTPYKLUiT ANS MeandYHOro
3aCcTOCyBaHHS NiKapCbKOro
3acoby Ao posginis "OcobamBoCTi

Ees
peyenma

nionsieae

UA/5141/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

3acTocyBaHHsA", "Mo6ivHi peakuii”
BiANOBIAHO [0 OHOBMEHOT
iHchopmawuii 3 6e3nekn
[OMOMXXKHUX PEYOBUH JiKapCbKOro
3acoby

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOIO 3BITY 3
6e3neku BignoBigHO fo0 MNopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

rnMENIPLA,

TabneTkn no 4 wr; in
bulk: no 1000 TabneTtok
B KOHTelHepax; in bulk:
Ne 1000 (no 10
Tabnetok y 6nictepi; no
100 6nicTepiB y nayui 3
KapTOHY)

M.BioTek /114

Benuka
BpuTaHis

IHAOKO
Pemepi3
Nimiten

IHAjia

MepepeecTpauis Ha
HeobMexeHWt TEPMIH.

MepioAnyHICTb NOAAHHSA
perynsapHoO OHOBJ/IHOBAHOIO 3BITY 3
6e3neku BignosigHO f0 Mopsaaky

3[jiCHEeHHS hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHY 340POB’'S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa 0OXOpPOHY 340POB’'S
YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMu, 3a3Ha4YeHMUN y
nepiognYHOCTI NOAaHHsA
perynsipHux 3BiTiB 3 6e3neKku.

He
nionsieae

UA/12720/01/04

rnMENIPLA,

Tabnetkn no 1 mrin
bulk: no 1000 TabneTtok
B KOHTelHepax; in bulk:
Ne 1000 (no 10

M.BioTek NlTg

Benuka
BpuTaHis

IHoOoKO
Pemepi3
Niviten

IHais

MepepeecTpauis Ha
HeobMeXeHWi TEPMIH.

MepioAnYHICTb NOAAHHS

He
nionsieae

UA/12720/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

Tabnetok y 6nictepi; no
100 6nicTepiB y nayui 3
KapTOHY)

perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 Mopsaaky
3[jiCHEeHHS hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOpPOHY 340POB’'S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMu, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

rnIMENIPLA,

TAabNEeTKN N0 2 Mr; in
bulk: no 1000 Ta6neTok
B KOHTeliHepax; in bulk:
Ne 1000 (ro 10
TabneTok y 6nictepi; no
100 6nicTepiB y nayui 3
KapTOoHY)

M.BioTek NiTg

Benuka
BpuTaHis

IHA0KO
Pemegi3
NimiTen

IHais

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakujii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHUMKn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

He
nionsicae

UA/12720/01/02

rnMENIPLA,

TabneTkn no 3 mr; in
bulk: no 1000 TabneTok
B KOHTeliHepax; in bulk:
Ne 1000 (no 10
Tabnetok y 6aictepi; no
100 6nicTepiB y navyi 3
KapTOHY)

M.BioTek iTq,

Benuka
BpuTaHis

IHOOKO
Pewmepi3
NimiTen

IHais

MepepeecTpauis Ha
HEOOMEXEHU TePMiH.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBiAHO A0 Mopsaaky

3pjiicHeHHst hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOPOHU 3[10POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B

He
nionsieae

UA/12720/01/03
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MeKu.

10.

AE3TPOH

KOHLeHTpaT ans
pO3unHy ANns iHgysili no
0,8 mr/mn, no 5mny
nakoHi; no 1 dpakoHy
Y KapTOHHIli KopoobLi

AkTasic rpyn AT

IcnaHgis

AkTasic Itanis
C.n.A.

ITanisa

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.
3MiHu | TUNy - 3MiHK Wwoao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTu,i
niKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neku
3acTOCyBaHHS MiKapCbKOro
3acoby B mic/iApeecTpavyiiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 AOCNIgKEHb, NPOBEAEHMX
BifNoBiAHO A0 NnaHy
negiatpuuHmx gocnipxeHs (PIP)
(3MiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - "Oco6/MBOCTi
3actocyBaHHs", "Mob6iuHi peakwyii"
Bi4NOBIAHO A0 OHOB/EHOT
iHdbopmawii 3 6e3nekun girouoi
peyoBuHW. 3MiHn | TUMY - 3MiHK
woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJNYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuagHyx/6ionoioH
MX NiKapcbknx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHM Ha
pedhepeHTHW1 NpenapaT (3MiHa
He noTpebye HafaHHA XOLHUX
HOBWX A0AATKOBMX AAHWNX)

3a
peyenmom

He
nionseae

UA/12864/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

"apmakosioriyHi BnactmsBocTi",
"MpoTunokasaHHs", "B3aemogis 3
HLIMMKM nikapcbkMKn 3acobamu
Ta iHWi BMAW B3aemogijin”,
"Oco61MBOCTI 3aCTOCyBaHHA",
"3paTHiCTb BN/IMBATU Ha
LWIBWAKICTb peakuii npy KkepyBaHHi
aBTOTPaAHCMOPTOM a60 iHWKMK
mexaHizmamu”, "Cnocio
3acTocyBaHHsA Ta 4o3n",
"Mepeno3yBaHHA", "T06IYHI
peakuii” 3rigHo 3 iHhopmaLieto
00 MEANYHOTO 3aCTOCYBaHHS
pedyepPEHTHOro NiKapcbKoro
3acoby (3OMETA®, KoHUeHTpaT

0N PO34MHY ANS iHAy3ii).

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 Mopsaaky

3[jiCHEeHHSs hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOpPOHY 340POB’'S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMu, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

11.

OVKNOKAIH

PO34unH NS iH'eKL no 2
M1 B amnyni; no 10
amnyn y KapTOHHIN
Kopobui 3
neperopogkamu; no 2
M/ B amnyni; no 5
amnyn y 6nictepi; no 2
6nicTepy B KapTOHHIiA
KopobLi; no 2 mn B
amnyni; no 10 amnyny
6nicTepi; no 1 6nictepy
B KapTOHHIi kopobuj

ToBapucTBo 3
06MeXeHo

BiANOBIAA/ILHICTIO
"®GapmMaueBTNYHa

KOMNaHis
"3popos'a”

Ykpaina

ToBapucTBO 3
06MexeHo
BiANOBIAA/bHI
CTIO
"®apmaueBsTn
YHa KOMMaHis
"3popos'a”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWi TepMiH. 3MiHu |
TMny - 3MiHK WoAa0
6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ochimpKeHb 3 6esneku

3a
peyenmom

He
niosnsiecae

UA/8315/01/01




16

n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

3aCcTOCyBaHHS NiKapcbKoro
3acoby B nicrspeecTpayiiHnii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNiKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpkers (PIP)
(3MiHY y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom) - 3MiHV BHECEHO A0
IHCTPYKLUIT ANs MeanYHOro
3aCcTOCyBaHHS MiKapCbKOro
3acoby Ao po3gainis
"MpoTmnokasaHHA", "B3aemopis 3
HLIMMK NikapcbkMKn 3acobamm
Ta iHWi B1AKM B3aemogiit",
"Oco611BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBATU Ha
LWBMAKICTb peakLii Npu KkepyBaHHi
aBTOTpaHCMNopToM abo iHWMMK
MexaHismamu", "Cnocié
3acToCyBaHHSA Ta 4o3n",
"MepepnosyBaHHs", "Mo6iuHI
peaxuii”, BignosigHo A0
OHOB/IEHOT iHdhopMaLiii 3 6e3neku
AiouMX Ta AOMOMDKHUX PeYOBUH
NiKapcbKoro 3acoby.

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 MNopsaaky

3[jiCHEeHHS hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMu, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

12.

AIACNIBNA®

Ta61eTkn no 80 mr, no

MAT "®apmak”

YKpaiHa

MAT "®apmak”

YKpaiHa

MepepeecTpauis Ha

3a

He

UA/6986/02/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
10 Tabnetok y 6nictepi; HeoOMeXeHW TepMiH. 3MiHu | peuyenmom niosnsieae

no 3 abo no 6 6nictepis
y nauj 3 KapToHy

TMny - 3MiHKM Woa0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuy,i
NiKapcbKoro 3acoby, TEKCTi

MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCyBaHHA Ha
nigctasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3acTOCyBaHHS NiKapCcbKoro
3acoby B nicspeecTpayiiHnii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BIiTY 3 OCNiKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negjiatpuyHux gocnigpkers (PIP)

(3MiHY y3rofxeHo 3

KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom) - 3MiHV BHECEHO A0
IHCTPYKUIT AN MeguyuHoro
3aCTOCYBaHHS MikapCbKoro
3acoby y po3ginu:
"MpoTunokasaHHA", "B3aemopis 3
HLIMMK NikapcbkMKn 3acobamm
Ta iHWi BMAKM B3aemogiit",
"Oco611BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBATU Ha
LWBMAKICTb peakLii Npu KkepyBaHHi
aBTOTpaHCMNopToM abo iHWMMK
MexaHismamu", BignoBigHO A0
OHOB/IEHOT iHdhopMaLiii 3 6e3neku
[it040i peYOBUHN.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHMnN y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
13. EBKANIOTA HacToika no 25 mny MPAT YKpaina MPAT YkpaiHa MepepeecTpauis Ha bes nidnseae UA/8724/01/01
HACTOWKA dhnakoHax "®ITOPAPM" "®ITOPAPM" HeobMeXeHWi TepMiH. 3MiHu | peuyenma

TMny - 3MiHKU Woa0
6e3nekn/edeKkTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHa abo
3MiHU [0 y3araslbHEHNX AaHnX
npo cuctemy dpapmakoHarnisgy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNoBHOBaXeHOi 0cobw,
BignoBiAabHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3AiICHEHHSA
hapmakoHarnagy B YkpaiHi, AKLWOo
BOHa BiMiHHA Bif,
YMOBHOBaXEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLeHHi MacTep-thaiina
cuctemu chapmakoHarangy).
3MiHa KOHTaKTHUX AaHuX. 3MiHu |
TMny - 3MiHK WoAa0
6e3nekn/eeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3acoby B nicnspeecTpaviiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BiTY 3 JOCNIIKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NaHy
negiarpuyHux gocnimkers (PIP)
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

(3MiHY y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom) - 3MiHV BHECEHO A0
IHCTPYKUIT AN MeguyuHoro
3aCTOCYBaHHS MikapCbKoro
3acoby Jo po3ginis
"®apmakonoriyHi Bnactnsocti”, "
Cnoci6 3acTocyBaHHs Ta 4o3n",
"Mo6iuHi peakuii”BignoBigHO A0
OHOBNEHOT iHthopMaLii 3 6e3neku
LiH040T PEYOBMHN.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignoBigHO fo0 MNopsagky

3[jiCHEHHS1 chapmakoHarnagy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

14.

EHricTon

Tabnetku, no 50
Tab1eToK Y KOHTEHepI
noninponineHoBomy, no
1 KOHTelHepy B KOpOOL
3 KapTOHY

Bionoriwe
XanbmitTenb
Xeenb M'm6X

HimeuunHa

Bionoriwe
Xannbmitrenb
Xeenb TM6X

HimeuunHa

MepepeecTpauis Ha
HeoBbMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BeeneHHs abo
3MiHM A0 y3araslbHEHUX AaHuX
npo cuctemy hapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0cobu 3 hapmakoHarnagy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnsgy B YkpaiHi, SKL0
BOHa BifMiHHa Bif
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHS

bes
peuenma

niosnsiecae

UA/2053/02/01
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Homep

n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

peecmpayitiHo2o
nocsio4eHHs1

ynakoska)

hapMakoHarnsgy (Bkiroyaroum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-chaiina
cuctemu chapMakoHarningy).
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXeHOT 0C06M 3asBHMKaA

MepioAnyHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHS dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAaHHS
perynspHux 3BiTiB 3 6e3neku.

UA/12528/01/01

15.

EXIHALIEI
nyPMNyPOBOI
HACTOWKA

HacTolika no 40 mn, 50
M a6o 100 mny
CKIAAHMX dh1aKoHax

Mnn "Kinadpcp"

YkpaiHa

nn "Kinadd"

YKpaiHa

MepepeecTpavia Ha 5 pokiB.
3miHu | TUny - 3miHu Wwoao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y

KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCyBaHHA Ha
nigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnimxkeHb 3 6e3neku
3aCcTOCyBaHHS NiKapCbKOro
3acoby B nicspeecTpavyiiHmii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNifKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpxeHs (PIP)
(3MiHY y3rofxeHo 3
KOMMETEHTHUM YNOBHOBa&XEHNM
opraHom) - 3MiHVW BHECEHO [0

IHCTPYKUIi AN MeguyHoro

Ees
peyenma

nionsieae
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

3aCcTOCyBaHHS NiKapcbKoro
3acoby Ao posginis
"MpoTrnoka3aHHs", "MNo6ivHi
peaxui” BignoBigHO [0 OHOB/EHOT
iHchopmawuii 3 6e3neku gitouoi
PeyoBUHM.

MepioAnyHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHS dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

16.

3ALEE®

MOPOLLOK A/151 PO3UNHY
ansiHekuiino 1r, 1
ch/1aKoH 3 NOPOLLKOM; 5
hNakKoHIB 3 MOPOLLKOM Y
KaceTi; no 1 kaceTi B
neHasli 3 KapToHy; 1
(h/1aKOH 3 MOPOLLKOM Y
nauvj 3 KapToHy

My6niyHe
akujioHepHe
TOBapUCTBO

"HaykoBo-
BVPOGHWYNIA

LleHTp
"BopLuariBcbKuii
Ximiko-
hapmaLeBTUYHNI
3asopg"

YkpaiHa

My6niuHe
akujioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYNIA

LeHTp
"BopLuariBcbk
i XimiKo-
thapmaueBTuy
Hui1 3aBoa”

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS
reHepuyHuX/ribpuaHnx/éionoioH
nX Nikapcbknx 3acobis nicns
BHECEHHS TiEi camoi 3MiHK Ha
pethepeHTHW1 npenapaT (3MiHa
He noTpebye HafaHHS XO4HUX
HOBUX AOAATKOBUX AaHMX) -
3MiHV BHECEHI 0 IHCTPYKUii Yy
po3ginu: "MokasaHHs",
"MpoTunokasaHHsa", "OcobaMBOCTi
3acTocyBaHHA" (B T. 4.
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaat”), "Cnocib 3acTocyBaHHS
Ta fosun" (y T. Y. pefaryBaHHs

3a
peyenmom

He
nionseae

UA/8417/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
iHchopMmauii nigposainy "Aitn"),
"Mepeno3yBaHHA", "T06IYHI
peakuii” BiANOBIAHO A0
iHhopMmaLii pechbepeHTHOro
nikapcbkoro 3acoby ®OPTYM™,
Po3gin "MokasaHHsA"
MepioAnyHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky
3[jiCHEeHHS dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

17. 30MNIK/TOH-3H TabneTku, BKpUTI ToBapucTBO 3 YkpaiHa BUMYCK cepil: YkpaiHa MepepeecTpauis Ha 3a He UA/12778/01/01
060/10HKOH, M0 7,5 Mr 06MEXEHO ToBapucTBO 3 HeobMeXeHu TepMiH. 3MiHu | peyenmom nionseae
no 10 TabneTok y Bi4NoBiAa/IbHICTIO 0OMEeXeHO TMny - 3MiHKU Woa0
6nictepi; no 1 a6o no 2, "XapkiBcbke BiANOBIAA/bHI 6e3nekun/edekTBHOCTI Ta
abo no 3 6rictepn y hapmaueBTuyHe cTHO hapmakoHarnsgy. 3miHum y
KOpOO6Li 3 KapTOHY nigNpPUeEMCTBO "XapkiBcbke KOPOTKili XapakTepucTu,i

"30poB's hapmaLeBTny nNiKapcbKoro 3acoby, TekcTi
Hapogay" He MapKyBaHHS Ta iHCTPYKUiT Ans
nignpreMcTBO MeAMYHOro 3acTOCYBaHHS
"3p0poB'a reHepuyHuX/ribpuaHnx/éionoioH
Hapogay", MX NiKapcbKnx 3acobiB nicns
YKpaiHa; BHECEeHHS Tiel caMol 3MiHW Ha
BCi cTagii pethepeHTHW1 npenapaT (3MiHa
BMPOGHMLITBA, He noTpebye HafaHHS XO4HUX
KOHTPO/b HOBUX AOAATKOBUX AaHMX) -
AKOCTI: 3MiHM BHECEHO [0 IHCTPYKLUIT Y
TosapucTso 3 po3sainu: "®apmakosnoriyHi
06MeXeHoH0 BractmsocTi”,"Moka3aHHA"
BiANOBIAA/bHI (yTouHeHHs iHdopMmaLir),
cTI0 "B3aemogis 3 iHWmMn
"®APMEKC nikapcbknMmn 3acobamu Ta iHLi
reyn-, BMAM B3aemogijin", "OcobmBocTi

YKpaiHa;

3acTocyBaHHs", "3aaTHicTb
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
BCi cTagii BM/IMBATU Ha LUBUAKICTb peakwi
BMPOOHMLITBA, npu KepyBaHHi aBTOTPaHCNOPTOM
KOHTpO/b a60 iHWKYMK MexaHi3mamm®,
AKOCTI: "Cnoci6 3acTocyBaHHA Ta 4o3u",
TosapucTso 3 "[iTn" (yTouHeHHs iHdopmauii),
06MEeXeHO "Mo6iyHi peakwji" BigNoBigHO A0
BiANOBIAA/bHI iHbopmawii Wwoao MeanyHoro
CTIO 3acToCcyBaHHS ped)epeHTHOro
"®apmauesTu nikapcbkoro 3acoby (IMOBAH®
YHa KOMMaHis TabneTtkun, BKpUTIi 060/10HKOI07,5
"3popos'a"”, Mr). 3miHu | TUny - 3MiHn Woao
YkpaiHa 6e3nekn/edeKTBHOCTI Ta

hapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3araslbHEHUX AaHnX
npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnisgy
3asBHUKA 419 3AiACHEHHSA
thapmakoHarnagy B YkpaiHi, SKL0
BOHa BigMiHHa Bif,
YNOBHOBaXEHOI 0CcobY,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnagy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MileHHI MacTep-tharina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOI 0co6Y 3
dhapmakoHarnsgy.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHS dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Bif 26 BepecHs 2016
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaYeHMn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
18. IBY®EH® HOHIOP Kancynm m'aki no 200 mr, | $®apmaueBTUYHUI Monbwa MepaHa MonbLa MepepeecTpauis Ha bes nionsizae UA/12829/01/01
no 10 kancyn y 6nictepi; 3aB0[, dapma HeobMeXeHWn TepMiH. 3MiHu | peuyenma
no 1 a6o 2 6nictepn y "MONb®APMA" AKUjiOHepHe TMny - 3MiHKU WoAa0
KapTOHHI KOpoo6Li C.A. ToBapucTBO 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeZIM4YHOro 3aCTOCyBaHHA
reHepuyHux/ribpuagHnx/6ionogibH
MX Nikapcbkyx 3acobis nicns
BHECEHHS Ti€l camoi 3MiHM Ha
pedepeHTHUIA npenapart (3MiHa
He noTpebye HafaHHA XOLHUX
HOBUX A0AATKOBUX AAHNX) -
3MiHN BHECEHO A0 IHCTPYKUii Ans
Me[IM4YHOro 3aCTOCyBaHHSA
npenapary fi0 po3ginis
"MpoTunokasaHHsA", "MoobiyHi
peakuii”, "OcobnmsocTi
3acTocyBaHHsA", "B3aemogis 3
HLIMMKM NikapcbkMKn 3acobamm
Ta iHWi B1nan B3aemogiin”
Bi4NoBiAHO A0 iHhopmaui
pedyepPEHTHOro NiKapcbKoro
3acoby (HypodheH Ekcnpec
YnbTpakan, kancynun m'ski no 200
Mr).

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/HOBAHOrO 3BITY 3
6e3nekun BigNoBiAHO Ao Mopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MeKu.
19. KBETIAMIHY nopoLuok (cybcraHuis) y How Na6c¢ MNBT. IHAis How Na6c IHais MepepeecTpauis Ha - He UA/12833/01/01
DPYMAPAT EP naketTax noAsinHWUX nTAa. NnBT. NTA. HeobMeXeHWn TepMiH nionsizae
nonieTNeHoBux ans
chapmaLeBTUYHOIo
3aCTOCYBaHHS
20. NYUETAM® PO34uH ANs iH'ekuiid, 200 3AT YropwuHa 3AT YropwmHa MepepeecTpauis Ha 3a He UA/8165/02/01
mr/ma, no5mn(1r) B dapmMaLeBTUYHUIA PapmaLeBTny HeobMexeHuli TepMiH peyenmom nionsizae
amnyni; no 5 amnyn y 3aBog ElC HWIA 3aBO
6nicTepi; no 2 6nictepu EricC MepioAnyHICTb NOAAHHSA
Y KapTOHHii kopobL; no perynsapHo OHOBJ/IHOBAHOIO 3BITY 3
15 mn (3 1) B amnyni; no 6e3neku BigNoBiAHO Ao Mopaaky
4 amnynu B 6nictepi, no 3[jiCHEeHHs1 chapmakoHarnagy,
1 ab6o 5 6nictepis y 3aTBEPAKEHOr0 Haka3om
KapTOHHI KOPOOL MiHiCTEepCTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHiCTEepCTBa OXOPOHU 340POB’A
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHuMn y
nepiognYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3 6e3neKu.
21. NYUETAM® TabneTkn, BKpUTI 3AT YropwuHa 3AT YropuwuHa MepepeecTpauis Ha 3a He UA/8165/01/01
N1iBKOBOK 060/10HKOI0, dapmMaLeBTUHUIA dapmaveBTuy Heo6MeXeHUA TepMiH. peyenmom nionsieae
no 400 wmr, no 60 3aBof ElIC HWiA 3aB0f,
TabneToK y CKIsiHOMY ErIC MepiognyHIiCTb NOAAHHSA

chnakoHi; no 1 dpnakoHy
Y KapTOHHii kopobL; no
15 Tabnetok y 6nricTtepi;
no 4 6nictepun y
KapTOHHiiA KOpo6Ll

perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignNoBigHO f0 Mopsaaky
3[jiCHEeHHs1 hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakujii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpoKamu, 3a3HaYeHMn y
nepiogNYHOCTI NOAAHHS
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
perynsipHux 3BiTiB 3 6e3neKu.
22. NYUETAM® TabneTku, BKpUTI 3AT YropwumHa 3AT YropwmHa MepepeecTpauis Ha 3a He UA/8165/01/02
N/1iBKOBOK 06010HKOI0, dapmMaveBTUUHUI dapmaveBTuy HeobMeXeHU TepMiH. peyenmom nionsi2ae
no 800 wmr, no 30 3aBog ElC HWiA 3aBof
TabneToK y CKASAHNX Erc MepioanyHiCTb NoAAHHSA
chnakoHax; no 15 perynsipHo OHOBJ/IHOBAHOTO 3BITY 3
Tabnetok y 6nictepi; no 6e3neku BiANoBiAHO A0 MNopsaaky
2 6nicTepn y KapTOHHI 3[jiCHEeHHs dhapmakoHarnagy,
Kopo6Li 3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHUMKn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.
23. NYUETAM® TabneTku, BKpUTI 3AT YropwuHa 3AT YropwmHa MepepeecTpauis Ha 3a He UA/8165/01/03
NNiBKOBOIO 060/I0HKOIO, dapmaleBTUYHNI dapmaueBTny HEOOMEXEHWU TePMIiH. peuyenmom nionsieae
no 1200 wmr, no 20 3aBog ElC HWi1 3aB0Of
TabneToK y CKNAHNX ErC MepioanyHiCTb NoAAHHSA
thnakoHax; no 10 perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
TabneTok y 6nictepi; no 6e3neku BigNoBiAHO A0 Mopsaaky
2 6nicTepn y KapTOHHIl 3pjiicHeHHst hapmakoHarnagy,
Kopoo6ui 3aTBEpPAKEHOro Haka3oMm
MiHicTepcTBa OXOPOHU 3[10POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[10POB’A
Ykpainu Bif 26 BepecHa 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepiognYHOCTI NOAaHHSA
PEerynsipHux 3BiTiB 3 6e3MeKu.
24. METPOAEHT® refib 3y6HWUiA, IMMOHHWI OpraHocviH Jlaiid IHais EHK 106 IHais MepepeecTpauis Ha 6e3 niosnsieae UA/7952/01/01
apomart, no 20r B CaeHncus MeT. JIT4. ETikan3 HeobMeXeHuli TepMiH. 3MiHu | peyenma
anoMiHieBi Ty6i; no 1 MpaiBit TUny - 3MiHN LWOAo
Ty6i y KApTOHHIlA KOpOO6Li Niviten 6e3nekn/edeKTUBHOCTI Ta

hapmakoHarnsgy. 3miHa y
KOPOTKIl XapaKTepuCTULL
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKOro
3acoby B mic/ispeecTpavyiiiHmii
nepiog, abo sk pesynbTar OLiHKU
3BITY 3 AOCNIgKEHb, NPOBEAEHMX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnipxers (PIP)
(3MiHY y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKLii 4Nns MegnyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby Ao po3zinis "Moka3aHHA"
(yTouHeHHs iHcbopmaui), "Cnoci6
3acTocyBaHHA Ta f03n"
(yTOUHeHHs iHchopmadii), "To6iuyHi
peakuii”, "MNMepepo3yBaHHsA",
"OiTn" (6yno - npoTrnokasaHuii
niTaM BikoM g0 12 pokis, cTano -
He npu3HayaTh 4iTAM BikOom J0 18
POKiB) BiAMOBIAHO A,O OHOBMEHOI
iHchopMmaLii 3 6e3nekun girunx
PEYOBUH.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignNoBiaHO fo MNopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
25. METPOAEHT® renib 3y6HUiA, OpraHocviH Jlaiidp IHAis EHK 106 IHais MepepeecTpauis Ha 6e3 niosnsieae UA/7954/01/01
nonyHW4HWiA apomart, no | CaeHcu3 MBT. /174, Etikan3 HeobMeXeHWn TepMiH. 3MiHu | peyenma
20 r B a/I1OMIHI€EBIN Ty0i; MpaiBit TMny - 3MiHN LWOA0
no 1 Ty6i y KapTOHHiiA NimiTen 6e3nekun/edekTBHOCTI Ta

Kopobui

thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKOro
3acoby B mic/ispeecTpavyiiiHmii
nepiog, abo sk pesynbTar OLiHKU
3BITY 3 AOCNISKEHb, NPOBEAEHNX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnipxeHs (PIP)
(3MiHY y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKLii 4Nns MegnyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby Ao po3zinis "Moka3aHHA"
(yTouHeHHs iHcbopmaui), "Cnoci6
3acTocyBaHHA Ta fo3n"
(yTOUHeHHs iHchopmadii), "To6iuyHi
peakuii”, "MNMepenosysaHHs",
"OiTn" (6yno - npoTynokasaHuii
niTaM BikoM g0 12 pokis, cTano -
He npu3HayaTh 4iTAM BikOM A0 18
POKiB) BiAMOBIAHO A,O OHOBEHOI
iHchopMmaLii 3 6e3nekun girunx
PEYOBUH.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignoBiaHO Ao MNopsaaky

3[jiCHEHHS1 chapmakoHarnaay,
3aTBEPMKEHOTO Hakasom
MiHicTepcTBa 0XOpPOHY 340POB’'S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.
26. METPOAEHT® refib 3y6HUiA, OpraHocviH Jlaiid IHAis EHK 106 IHais MepepeecTpauis Ha 6e3 nionsieae UA/7953/01/01
aHaHacoBuil apomat, no | CaeHcus MBT. /114, ETikan3 HeobMeXeHu TepMiH. 3MiHu | peyenma
20 r B a/11OMIHI€EBI Ty6i; MpaiBiT TMny - 3MiHN WoA0
no 1 Ty6i y KapTOHHiiA NimiTen 6e3nekun/edekTBHOCTI Ta

Kopoo6Li

thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimkeHsb 3 6e3neku
3acTOCyBaHHS MiKapCbKOro
3acoby B mic/sApeecTpavyiiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 AOCNISKEHb, NPOBEAEHNX
BifNoBiAHO 40 NnaHy
negiatpuuHnx gocnipxeHs (PIP)
(3MiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKLii 4Nns MegnyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby Ao po3zinis "Moka3aHHA"
(yTouHeHHs iHcbopmaui), "Cnoci6
3acTocyBaHHsA Ta fo3n"
(yTOUHeHHs iHchopmadii), "To6iuyHi
peakuii”, "MNepenosysaHHs",
"OiTn" (6yno - npoTynokasaHuii
LiTaM BikoM g0 12 pokis, cTano -
He npu3HayaTu 4iTAM Bikom Ao 18
POKiB) BiAMNOBIAHO 40 OHOBNEHOT
iHchopMmawii 3 6e3nekun girumnx
PEYOBUH.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/HOBAHOrO 3BITY 3
6e3nekun BigNoBiAHO Ao Mopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPAKEHOT0 Haka3om
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHwuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

27.

METPOAEHT®

refib 3y6HUiA,
opuriHanbHuiA, no 20 r B
antoMiHieBi Ty6i; no 1
Ty6i y KApTOHHIli KOPOOGLi

OpraHocviH Jlaiid
CaeHcus MeT. /I14.

IHAis

EHK 106
ETikan3
MpaiBiT
NimiTen

IHais

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekun/edeKkTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKOro
3acoby B mic/ispeecTpavyiiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 AOCNISKEHb, NPOBEAEHMNX
BiNoBiAHO A0 NnaHy
negiatpuuHnx gocnipxeHs (PIP)
(3MiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKLii ANns MegnyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby Ao po3zinis "Moka3aHHA"
(yTouHeHHs iHcbopmaui), "Cnoci6
3acTocyBaHH4A Ta fo3n"
(yTOUHeHHs iHchopmadii), "To6iuyHi
peakuii”, "MNepenosysaHHs",
"OiTn" (6yno - npoTunokasaHuii
LiTaM BikoM g0 12 pokis, cTano -
He npu3HayaTu 4iTAM Bikom Ao 18
POKiB) BiAMNOBIAHO 40 OHOBNEHOT
iHchopMmawii 3 6e3nekun girunx
PEYOBUH.

6e3
peuyenma

nionsieae

UA/7951/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky
3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MeKu.
28. HIMECYNIA4 nopoLuok (cybcraHuis) y TOB "KYCYM YkpaiHa Baiitn IHais MepepeecTpauis Ha - He UA/12791/01/01
noAgiliHMX nakeTax PAPM" NabopaTopis HeobMeXeHWn TepMiH nionsizae
nonieTMNeHoBUX 4nsa Met. /T4,
hapmaLeBTUYHOIO (MnanT 1)
3aCTOCYBaHHS
29. HITPO-MIK® KOHUEHTpaT ans TOB HB® YkpaiHa MpuBaTHe YkpaiHa MepepeecTpavis Ha 5 pokiB. 3a He UA/2622/02/01
pO34nHy Ans iHdysii, 1 "Mikpoxim" akujioHepHe 3MiHu | TURY - 3MiHK LWoAo peyenmom nionsizae
Mmr/mn; no 5 mn B TOBapuCTBO 6e3nekn/eeKkTBHOCTI Ta
amnyni; no 10 amnyn y "Jlekxim- hapmakoHarnsgy. 3miHa y
nauvj 3 KapToHy Xapkis" KOpOTKili xapakTepucTu,i

NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIT Ans
Me[MYHOro 3aCTOCyBaHHA Ha
nigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKoro
3acoby B nicnspeecTpauiiHnii
nepiog, abo sk pe3ynbTar OLiHKK
3BiTY 3 OCNiKEHb, MPOBEAEHNX
BiAANOBIAHO A0 NnaHy
negiatpuuHmx gocnigpxexb (PIP)
(iHLWi 3MiHW)- 3MiHM BHECEHO 10
IHCTPYKLiT 418 MeguyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby A0 po3gainis
"apmakoTepanesTuyHa
rpyna“(pegaryBaHHs TEKCTY),
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

"MpoTunokasaHHA", "B3aemopis 3
HLIMMK NikapcbkMKn 3acobamm
Ta iHWi B1AKM B3aemogiin",
"Oco611BOCTI 3aCTOCyBaHHA",
"[iTn"(peparyBaHHs TEKCTY),
"MepepnosyBaHHs", "Mo6iuHI
peaxuii " BignosigHoO A0
OHOB/IEHOT iHdhopMaLii 3 6e3neku
[ilo40oi peyoBrHY Ta MaTepianis
peecTpaLjiiiHoro Aockbe

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 MNopsaaky

3[jiCHEeHHS hapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOpPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoOKamMu, 3a3HaYeHMn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

30.

OPHIBA30N

nopoLLoK (cybcTaHuis) y
NoNieTUNEHOBUX MilLiKax
ans hapmaleBTUYHOIO
3aCTOCYBaHHsA

TOB "lOpis-®Papm”

Ykpaina

XyHaHb
Li3toinasH
dapmacbioTika
n Ko, fita.

Kutai

MepepeecTpauis Ha
HeoOMeXeHW TepMiH

He
niosnsiecae

UA/12792/01/01

31.

NMACKOHAT®

po3uunH ans iHdoysiid, 30
mr/mn no 100 mn a6o
200 mn1 a6o 400 mn y
NAALWLI CKNSHINA; no 1
NAAWL y nayui 3
KapToHy; no 400 mny
KOHTeliHepax
noniMepHmX

TOB "tOpia-Papm”

Ykpaina

TOB "tOpis-
Papm”

YKpaiHa

MepepeecTpauis Ha
HeobMexeHuli TepMiH. 3MiHu |
TMny - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIl XapaKTepucTuLi
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHA Ta IHCTPYKUIT A5
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnimxeHb 3 6e3neku
3aCTOCYBaHHSA NikapCbKoro
3acoby B micnsipeecTpauinHuii

3a
peyenmom

He
nionsieae

UA/8132/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

nepiog, abo sk pesynbTar OLiHKU
3BITY 3 AOCNISKEHb, NPOBEAEHNX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnipxeHs (PIP)
(3MiHY y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKLii 4Nns MegnyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby Ao po3zinis "B3aemogis 3
IHLIMMK NikapcbkrMKn 3acobamm
Ta iHWi Bnan B3aemMogiin” Ta
"Mo6iyHI peakuii"BignoBigHO A0
OHOB/IEHOT iHdhopMalLiii 3 6e3neku
[il040i peYOBUHY.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

32.

MPOXEKTA®

PO34uH NS iH'eKLii, 20
BO/mnno1wmns
amnyni; no 10 amnyn y
nadui; no 1 mn B amnyni;
no 5 amnyn y 6nictepi;
no 2 6nictepu B navuj

MAT "®apmak”

YkpaiHa

MAT "®apmak”

YKpaiHa

MepepeecTpavia Ha 5 pokiB.
3miHu | TUny - 3miHu Wwoao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHu y

KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJNYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuagHyx/6ionoioH

MX NiKapcbknx 3acobis nicns

BHECEHHS Ti€i camoi 3MiHM Ha

pedhepeHTHW1 NpenapaT (3MiHa
He noTpebye HafaHHA XOLHUX
HOBMWX A0AATKOBMX AAHUX) -

3a
peyenmom

He
nionseae

UA/12798/01/01
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Peecmpayjitina npoyedypa

Ymosu

Peknamys

Homep

Ne Ha3sBsa nikapcbko2o
n/n 3acoby

dopma sunycky
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Bionycky

aHHs

peecmpayitiHo2o

noceio4YeHHs

ynakoska)

3MiHM BHECEHO [0 IHCTPYKLUIT Y

po3ginu: "MNpoTunokasaHHs",
"B3aemogis 3 iHWMMK
nikapcbknMmuy 3acobamu Ta iHLWi
BMAW B3aemogiin", "OcobnmsocTi
3acTocyBaHHA", "3acTocyBaHHsA Y
nepiog BariTHocTi abo royBaHHs
rpyaato"”, "Cnocib 3actocyBaHHSA
Ta gosun", "MNepenosysaHHsa",
"Mo6iyHI peakuii" 3rigHo 3
iHchopmavieto WoA0 MeguyHoro
3aCTOCYBaHHA ped)epeHTHOro
nikapcbKoro 3acoby Pitressin,
PO34MH ANS iH'EKLiN (He
3apeecTpoBaHuii B YKpaiHi)

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky
3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb:
Bif4NoBiAHO A0 NepioAnYHOCTI
CKNafaHHa perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, A03BO/IEHOIO
[0 MefMYHOTO 3aCTOCYBaHHS, Ha
LEHTPa/IbHOMY PiBHi.
MepepeecTpauis Ha

3a

He

UA/5421/02/01

33. NMPOMAHOPM®

PO34uH ANs iH'eKLin 3,5
mr/ma no 10 mn B
amnyni; no 5 amnyn y
KOHTeliHepi; no 2
KOHTEeHepn y KopoobLi

MPO.MEA.LC
MNpara a.c.

Yecbka
Pecny6nika

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX
npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI ocobu,

BiANOBIAa/IbHOI 3a 3AiiCHEHHS

peyenmom

nionsieae
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHMKA 419 34iICHEHHS

hapmakoHarnagy B YkpaiHi, KO

BOHa BiMiHHA Bif,
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHi MacTep-thaiina
cuctemun chapmakoHarangy).
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CcO6u 3asiBHUKA /15
3fificHeHHs chapmakoHarnsgy B
YkpaiHi. 3MiHn | Tuny - 3MiHn
wopo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnagy. 3MiHn y

KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeANYHOro 3acTOCYBaHHS
reHepuyHuX/riopuaHnx/éionodioH
nX NikapcbKnx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHV Ha
pethepeHTHM1 npenapaT (3MiHa
He noTpebye HafaHHS XO4HNX

HOBUX AOAATKOBKX AaHUX) -
3MiHM BHECEHI 10 IHCTPYKUii Yy

po3ainu: "®apmakosnoriyHi
BnactmsocTi”, "MpoTunokasaHHs",
"B3aemopis 3 iHLWMMKN
niKkapcbknMmuy 3acobamu Ta iHLWi
BMAMN B3aemogiit”, "OcobmBOCTi

rpyAato-,

aBTOTPaAHCMOPTOM a60 iHWKMK
MexaHismamu", "Cnoci6
3aCcToCyBaHHsA Ta 4o3n",
"Mepeno3yBaHHA", "T06IYHI
peakuii" BiANOBIAHO A0
iHhopMmaLii pechepeHTHOro

3acToCcyBaHHS", "3acTocyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs
", "34aTHICTb BNMBATK Ha

LWIBMAKICTb peakuii npy KkepyBaHHi

nikapcbkoro 3acoby (PUTMOHOPM,
pO34uH A8 iH'ekuid 70 mr/20 mn,

B YKpaiHi He 3apeecTpoBaHuii) ,
sika y3rofpkeHa KOHCY/IbTaTUBHO-
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

eKCNepTHOLO rpynoto
"Kapgionorisi. PeBmaTonorisi.
Nikapcbki 3aco6u’.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiogNYHOCTI NOAAHHS
perynisipHux 3BiTiB 3 6e3MeKu.

34.

PA®AXOI/IH L,

TabneTku, BKpUTI
060/10HKO0, 1Mo 30
TabneTok y 6nictepi; no
1 6nicTepy B KapTOHHil
ynakoBLi

Bpounascbke
nignpyeMCcTBO

nikapcbkx Tpas
"TEPBAMNOJNb" AT

MonbLa

Bpounascbke
nignpMEMCTBO
nNiKapcbKnx
Tpas
"rEPBANOJb
" AT

MonbLa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHWX
npo cucTemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, KO
BOHa BifMiHHa Bif,
YNOBHOBaXEHOT 0CO6Y,
BignoBiAabHOI 3a 3AjACHEHHS
hapmakoHarnsgy (Bkiroyaroum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-thaiina
cuctemu chapmakoHarningy).
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0cobm.
MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOIO 3BITY 3

6e3
peuyenma

nionsieae

UA/6770/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

6e3neku BigNoBiaHO A0 MNopsaaky
3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

35.

PEMECYNIA®

Tabnetku no 100 mr no
10 Tabnetok y 6nictepi,
no 1 a6o 3 6nictepn y
nauui 3 KapToHy

MAT "®apmak”

YkpaiHa

MAT "®apmak”

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimkeHsb 3 6e3neku
3acTOCyBaHHS MiKapCbKOro
3acoby B mic/iApeecTpavyiiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 AOCNISKEHb, NPOBEAEHNX
BifNoBiAHO 40 NnaHy
negiatpuuHnx gocnipxeHs (PIP)
(3MiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKUIi Yy po3ainn "MNoka3aHHA"
(yTouHeHHs), "TpoT1nokasaHHsa",
"B3aemopis 3 iHLWMMK
niKkapcbknMy 3acobamu Ta iHLWi
BMAW B3aemogiit”, "OcobmBOCTi
3acTocyBaHHs", "3acTocyBaHHA Y
nepiog, BariTHOCTi a60 rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBaTK Ha
LIBMAKICTb peakuii npu KkepyBaHHi
aBTOTPAHCMOPTOM a60 iHWKMK

3a
peyenmom

He
nionseae

UA/8173/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

MexaHismamu", "Mepeno3yBaHHA",
"Mo6iuHi peakwii" BiANOBIAHO A0
OHOBJIEHOT iHdhopMalLii 3 6e3neku
Lit040T pEYOBUHN.

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 Mopsaaky

3[jiCHEeHHS hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakujii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaYeHMn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

36.

CANMOTEK

cupon no 100 mny
chnakoHax; no 1
dNakoHy 3 MipHUM
KOBMA4ykoM Yy KOpoobLii

€Bpo Naiidkep
nTg,

Benuka
BpuTaHis

MAT
"Ximdhapmszas
of "YepBoHa

3ipka”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHUMKn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MeKu.

3a
peyenmom

He
nionsiecae

UA/5989/01/01

37.

CELABIT®
EKCTPAKT
ryctmunm

€KCTpaKT rycTuii
(cybeTaHuis) y 604kax
noniMepHux ans
BMPOGHULTBA
HeCTepUIbHNX

MAT "Fanuudpapm"

YkpaiHa

NAT
"Tanuuchapm”

YkpaiHa

MepepeecTpauis Ha
HEo6MeXeHU TepMiH

He
nionsieae

UA/9342/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
NiKapcbknx hopm
38. CMNIPOHO/NAKTOH nopoLUokK (cybcTaHuis) y MpAT YKpaina TiaHIXWH Kutaii MepepeecTpauis Ha - He UA/7295/01/01
naketax "PapmavueBTnyHa LDKUHIKUH HeoOMeXeHWn TepMiH niosnsicae
nonieTuneHoBux A5 hipma "OapHuus" dapmac'ioTika
hapmaLeBTUYHOro n Ko, Nita,.
3aCTOCYyBaHHA
39. TPUKAPAVH Kpanni opasibHi no 25 mn TOB YkpaiHa TOB YkpaiHa MepepeecTpauis Ha bes nionsizae UA/8447/01/01
CEPLEBI KPANNI Y CK/IIHOMY (D/1aKOHi- "TepHodhapm" "TepHodchapm" HeoOMeXeHW TEPMIH. peyenma
KpanenbHuLi abo y
hNakoHi noniMepHomy 3 MepioanyHiCTb NoAaHHSA
npo6Koto- perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
KpanenbHuueto, no 1 6e3nekv BignoBigHO o Mopsaaky
hNaKoHy B navi; 3pjiicHeHHst hapmakoHarnagy,
no 25 MN1 'y CKISHOMY 3aTBEPAKEHOIO Haka3oM
pnakoHi 3 Npo6Koto- MiHicTepcTBa OXOPOHU 3[10POB’A
KpanesibHuueto, no 1 Ykpainu Big 27 rpyaHa 2006 poky
hnakoHy B nauu; Ne 898, 3apeecTpoBaHuii B
no 50 mn y donakoHax MiHicTepcTBi tocTuuil Ykpainm 19
CKIAHMX abo y rpyaHs 2016 poky 3a Ne
hnakoHax NosiMepHMX 3 1649/29779 (y pepakujii Hakasy
npo6koto- MiHicTepcTBa OXOPOHM 340POB’A
KpanesibHuLeto, no 1 YkpaiHu Big 26 BepecHs 2016
hnakoHy B naul; poky Ne 996), cTaHOBWTb: 3rigHO
no 50 My cknsHOMy 3i CTpOKaMu, 3a3Ha4eHUMmn y
hNaKkoHi 3 Npo6Koto- nepioguyHoCTi NofaHHs
KpanesibH1Ueto, no 1 PerynsipHux 3BiTiB 3 6e3neKku.
hnakoHy B nayui
40. TPUMETA3NANH- TabneTku, BKpUTI TOB YkpaiHa TOB YkpaiHa MepepeecTpauis Ha 3a He UA/7855/01/01
ACTPA®APM 060/10HKOI0, N0 20 M, "ACTPA®APM" "ACTPA®APM HeobMeXeHun TepMiH. 3MiHu | peyenmom nionsizae

no 30 TabneTok y
6nictepi, no 1 a6o 2
6nicTepu B KOpoo6Li

TMny - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL,i
NikapcbKoro 3acoby, TeKCTi

MapKyBaHHs Ta iHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigctasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
LocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3acoby B nic/speecTpaviiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 JOCNiAKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy
negiarpuyHux gocnigpxers (PIP)

(3MiHy y3rofkeHo 3
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKLii y po3ainu "B3aemogis 3
IHLWMMK NiKapcbknuMy 3acobamm
Ta iHWi BMAW B3aemogijin",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHS
Ta po3un" (iHpopmauis woao
6e3nekn), "Mepeno3yBaHHs",
"Mo6iyHi peakwii" BigNoBigHO A0
OHOBEHOT iHthopMaLii 3 6e3neku
LiH040T PEYOBMHN.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignoBigHO Ao MNopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyji Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

41.

YrPECON

nocbiioH 10 % no 30 mn
y thnakoHi, no 1
hNakoHy B KApPTOHHiIl
KopooLi

dapmacaiiHc [Hk.

KaHaga

dapmacaiiHc
IHK.

KaHaga

MepepeecTpauis Ha
Heo0OMEeXEeHWI TepMiH

MepioAnyHICTb NOAAHHSA
perynsapHoO OHOBJ/IHOBAHOIO 3BITY 3
6e3neku BignoBigHO f0 MNopsaaky

3[jiCHEeHHS hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHY 340POB’'S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340pPOB’s

bes
peuenma

nionsiecae

UA/8219/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
42, PTANA30/N Tabnetku no 0,5 r, no 10 MAT YkpaiHa NAT YkpaiHa MepepeecTpauis Ha bes niosnsieae UA/7925/01/01
Tabnetok y bnicrepax; "Ximchapm3asop "Ximthapm3zas HeoBbMeXeHWn TepMiH. 3MiHu | peuenma
no 10 TabneTtok y "YepBoHa 3ipka" of "YepBoHa TMny - 3MiHK Woa0
6nicTepi; no 1 6nictepy 3ipka" 6e3nekn/edeKTBHOCTI Ta

B nauLi 3 KAPTOHY

thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCyBaHHA Ha
nigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnimxkeHb 3 6e3neku
3aCcTOCyBaHHS NiKapCbKOro
3acoby B nicspeecTpavyiiHmii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNifKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpxeHs (PIP)
(3MiHY y3rofxeHo 3
KOMMETEHTHUM YNOBHOB&XEHNM
opraHom) - 3MiHVW BHECEHO [0
IHCTPYKUIT N8 MeguyuHoro
3acTOCyBaHHS MiKapCbKOro
3acoby Ao po3gainis
"®apmakoTepanesTnyHa rpyna”
(peparyBaHHs), "dapmakonorivHi
BnacTueocTi", "B3aemogis 3
iHLWMMK niKapcbknMy 3acobamm
Ta iHWi BUAW B3aemogijin",
"Oco6MBOCTI 3aCTOCYBaHHS"
(3patHicTb BNAMBATU Ha
LBMAKICTb peakLir), "Cnoci6
3acTocyBaHHs Ta fgo3u", "MobiyHi
peaxuii” BignoBigHO [0 OHOB/EHOT
iHchopmawuii 3 6e3neku gitouoi
PeYOoBWHW.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3fjiCHEeHHs1 dhapmakoHarnagy,
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0XOpPOHY 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOpPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoOKamMu, 3a3HaYeHMn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKku.

43.

LEPEBPYM
KOMMO3NTYM H

PO34mnH NS iH'EKLA No
2,2 M1 B amnyni; no 5
amnyn y KOHTYPHii
YapyHKOBIli ynakoBLii; no
1 KOHTYpHIi YapyHKOBIl
ynakoBLii B Kopobui 3
KapTOHyY; Nno 2,2 M1 B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
ynakosLi; no 20
KOHTYPHUX YapyHKOBWX
yNakoBOK y KOpo6Li 3
KapToHY

Bionoriwe
XainnbMmitTenb
Xeenb M'M6X

HimeuunHa

Bionoriwe
Xannbmitresnb
Xeenb Mm6X

HimeuunHa

MepepeecTpauis Ha
HeobMeXeHuin TepMiH. 3MiHu |
TMny - 3MiHK WoAa0
6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XxapakTepucTuL,i
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3acoby B nicnspeecTpaviiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BiTY 3 JOCNiIKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NaHy
negiatpuyHux gocnigpkern (PIP)
(3MiHY y3rofXeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - 3MiHVM BHECEHO [0
IHCTPYKUIT AN MeguyHoro
3aCcTOCyBaHHS NiKapCbKOro
3acoby ao posginis "Cnoci6
3acTocyBaHH4A Ta fo3n"
(yTouHeHHs), "OiTn" (0bMeXeHHs
OWTSAYOro BiKy A0 3-X pOKiB)
Bi4NOBIAHO A0 OHOB/EHOT
iHchopMmawii 3 6e3nekun girumnx
pPeyoBUH. 3MiHM | TUNY - 3MiHK
woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeeneHHs abo
3MiHM A0 y3arasibHEHUX AaHuX

3a
peyenmom

He
niosnsiecae

UA/7791/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs

npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHVKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLio
BOHa BifjMiHHa Bif,
YMOBHOBaXEHOI 0COo6Y,
BiANoBiAa/IbHOI 3a 3AjACHEHHS
hapMakoHarnsgy (Bkiroyaroum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-chaiina
cuctemu chapMakoHarningy).
3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XEHOI 0CO6Y 3asBHYIKA.

MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MeKu.

HauyanbHUK YnpaBniHHA chapMaueBTUYHOI AiANbHOCTI Ta

AKOCTI (hapmaLeBTUUHOI NPOAYKLT

T.M. NacKkoBCbKUu




NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOMYHUX MPEMNAPATIB), LLOAO AKNX BY/IN BHECEHI 3MIHU A0 PEECTPALUINHUX MATEPIAJIB, SKI

MEPENIK

Jopatok 3

A0 Haka3y MiHicTepcTBa OXOPOHU

3[4,0pPOB’A YKpaiHu
20.02.2018 Ne 290

BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKMX 3ACOBIB YKPAIHU

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6HukK

Kpaina
BUPO6GHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYyeHHs1

L-OPHITUHY - L-
ACMAPTAT

nopoLuok (cybcTaHuis) y
naketTax noAsinHWUX
nonieTNeHoBUx ans
BUPOGHMLTBA
CTepusibHUX Ta
HecTepuIbHNX
nikapcbkux chopm

TOB "HIKO"

YKpaiHa

KioBa Xakko
Bio Ko. /lTa.

AnoHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asBHUKa (BNacHUKa
peecTpauiiiHoro noceigyeHHs) (3miHa agpecu
3aaBHMKa); 3MiHK | TURY - 3MiHK 3 akocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumdikawiii
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
crneundikayisx Ha A®l, abo BUXigHUA/NPOMIKXHNIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLeCi
BUpO6HMLUTBA AD| (LONOBHEHHA cneuudikauii
HOBWM MOKa3HMKOM SIKOCTi Ta BigMnoBigHM MEeTOL0M
BMNPOGYBaHHS) (4ONOBHEHHSA creumndikayii AdI
HOBMM MOKa3HMKOM SIKOCTi «pH» 3 BiANoBigHUM
MeToA0M BUNPOBYBaHHSA
3anponoHosaHo: pH Big 6,0 Ao 7,0); 3miHu | TNy -
3MiHu 3 sikocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneyudikaui Ta/abo gonycTuMmx
MEX, BU3HA4YeHNX y crneumdikayisx Ha Adl, abo
BUXIiQHWIA/NPOMKHUIA NpoayKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(DONOBHEHHS cneumaikaLii HOBUM MNOKa3HUKOM
AKOCTI Ta BigNOBIgHNM METOAO0M BUNPOGYBaHHS)
(monoBHeHHs cneumdikauii APl HOBUM NOKa3HUKOM
AKOCTi «CynpoBigHi AOMILLKW» 3 BiANOBIAHNM
MeToA0M BUNPo6yBaHHA 3anponoHOBaHO:
OpHiTUHY naktam — He 6inbwe 0,3 % Byab-ska
HeigeHTuchikoBaHa Jomillka — He b6inbLie 0,10 %
Cyma [OMILLOK (OKpiM OPHITUHY naktamy) He
6inbwe 0,5 %)

UA/12834/01/01

L-TUPOKCHUH 125
BEP/TIH-XEMI

Tabnetkv no 125 mkr, no
25 Tabnetok y 6nicTtepi;
no 1, aéo no 2, a6o no 4
6nicTepy B KapTOHHIiA
Kopoo6Li

BEPNIIH-XEMI Al

HimeyunHa

Brpo6HMLTBO
"in bulk" Ta
KOHTPO/b
cepiii:
BEP/IH-XEMI
AT,
HimeuuunHa,;
MakyBaHHs,
KOHTPO/Ib Ta

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
TexHiyHa nomuska (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460),
nomunkn y MK, noB's3aHi 3 nepeknagom abo
nepeHeceHHsaM iHchopmauii, Aki 6ynu gonyLieHi npu
peecTpavuii (Haka3 Ne282 Big 09.04.2013p.), a came:
B MeTogax KOHTpOso AKoCTi Ha 13, y po3aini
Cknag, 6yna gonylieHa NnoMuaKa y Hassi
[L,0MOMIDKHOI peYOBUHM:

3a
peyenmom

UA/8133/01/04
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
BMNYCK Cepiit: 3a3HayeHe BUMNpaB/IEHHSA BignNoBigae
BEP/IH-XEMI peecTpauiiHum MaTepianam. B gokymeHTau,i
Al, BMpO6HMKa 3a3HayeHo: «Calcium hydrogen
HimeuunHa phosphate dihydrate». (TepmiH BBeAeHHS 6 MicsLiB
peKOMeHA0BAaHO [10 3aTBEPKEHHS)
3. | L-TUPOKCHWH 150 Tabnetkn no 150 mkr, no | BEPJIH-XEMI AT HimeuunHa Bupo6HuuTBO HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/8133/01/05
BEP/IH-XEMI 25 Tabnetok y 6nictepi; "in bulk" Ta TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyernmom
no 1, a6o no 2, a6o no 4 KOHTPO/Tb 23.07.2015 Ne 460),
6nicTepy B KapPTOHHIl cepiii: nomunkn y MK$1, nos'a3aHi 3 nepeknagom abo
Kopoo6Li BEPNIH-XEMI nepeHeceHHsM iHchopmauii, ki 6ynu gonyLieHi npu
Al peecTpauii (Haka3 Ne282 Big 09.04.2013p.), a came:
HimeuuunHa; B MeTogax KOHTposto sikocTi Ha 13, y po3aini
MakyBaHHs, Cknag, 6yna gonylieHa nomuska y Hassi
KOHTpO/b Ta [OMOMiXXHOI PEYOBWHM:
BUWMYCK Cepil: 3a3HayeHe BUMNpaB/IeHHA BignoBigae
BEPNIH-XEMI peecTpauiiHum Matepianam. B gokymeHTaw,i
Al BMPOGHMKa 3a3HaueHo: «Calcium hydrogen
HimeuunHa phosphate dihydrate». (TepmiH BBegeHHs 6 micALiB
peKOMEHA0BAHO [0 3aTBEPKEHHS)
4. | L-TUPOKCUWH 75 TabneTkn no 75 MKr, no BEPNIH-XEMI Al HimeuyunHa Brpo6HMLTBO HimeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/8133/01/03
BEP/TIH-XEMI 25 Tabnetok y 6nictepi; "in bulk" Ta TexHiyHa nomuska (3rigHo Hakasy MO3 Big, peyenmom
no 1, aéo no 2, a6o no 4 KOHTPO/Ib 23.07.2015 Ne 460),
6nicTepy B KapTOHHIiA cepiii: nomunkun y MK, noB's3aHi 3 nepeknagom abo
Kopoo6Li BEP/NIH-XEMI nepeHeceHHsM iHchopmauii, Aki 6ynu gonyLieHi npu
Al, peecTpavuii (Haka3 Ne282 Big 09.04.2013p.), a came:
HimeuuunHa; B MeTogax KOHTpOso AKoCTi Ha /13, y po3aini
MakyBaHHs, Cknag, 6yna gonylieHa nomuska y Hassi
KOHTPO/b Ta [OMOMIXXHOI PEHOBNHU:
BUWMYCK Cepiii: 3a3HavyeHe BUMNpaB/IeHHA BignoBigae
BEP/IH-XEMI peecTpauiiHum matepianam. B gokymeHTaui
Al, BMPO6HMKa 3a3HaueHo: «Calcium hydrogen
HimeuunHa phosphate dihydrate». (TepmiH BBegeHHS 6 micALiB
pPeKOMEHA0BAHO 10 3aTBEPKEHHS)
5. | ANI3AME/[ TabneTkn, BKpUTI YOPNA TypeuunHa | Inko Inau CaH. TypeuunHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepiais: 3a UA/14493/01/01
NNiBKOBOI 060/I0HKOIO, MEAVUWVH INAY Be Timk. A.LL. 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuyenmom
no 5 mr; no 14 TabneTok CAH. BE TIQX. HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa (BNacHUKa
y 6nictepi, no 1 a6o 2 A.LL. peecTpauiiiHoro noceigyeHHs) (3miHa agpecu
6nicTepy B KapTOHHIlA 3asBHUKA (BNacHMKa peecTpauiiHoro NocBig4eHHs!)
Kopoobui
6. | ANI3AME/L TabneTku, BKpUTI YOPNA TypeuunHa | Inko Inau CaH. TypeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/14493/01/02
NNiBKOBOI 060/1I0HKOIO, MEAVUWH INAY Be Timk. A.LL. 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
no 10 wr; no 14 CAH. BE TIOX. HaliMeHyBaHHS Ta/abo agpecu 3asBHUKaA (B1laCHUKaA
TabneTok y 6nictepi, no A.LL. peecTpauiiiHoro noceigyeHHs) (3miHa agpecu
1 abo 2 6nictepu B 3asBHUKA (BNacHMKa peecTpauiiiHoro nocBig4yeHHs!)
KapTOHHI Kopoo6Lli
7. | AlIIMTA nioguinisar gns Jlinni dpaHc dpaHuis Brnpo6HMUTBO CLUA/dPpaHuin BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3a UA/4392/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

NPUroTyBaHHS PO3UNHY
Ans iHdysiii no 500 mry
CKISIHOMY (b/1aKOHi; no 1
hNakoHy B KAPTOHHIl
yMakoBLi

3a NOBHUM
LIMKIOM:
Eni Ninni eHg,
Komnai,
CLUA;
MapkyBaHHsA
Ta BTOpPVHHA
ynakoBka,
KOHTPO/b Ta
BUMYCK Cepii:
Ninni ®pakc,
dpaHuis

3Minu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy 3asiBHVKa (BnacHuka
peecTpauiiHoro noceigyeHHst) (3MiHa
HallMeHyBaHHA Ta afpecu 3asiBHUKa (BNacHvka
peecTpauiiHoro noceigyeHHs); 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHA HaliMEeHYBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro NikapcbKoro
3aco0by, BK/IYauu AinbHAULL BUNYyCKy cepii abo
MicLie NpoBEeAEHHS KOHTPOTIO AKOCTI. (AISNIbHICTb,
3a Ky BiAnoBigae BUPOGHUK/iMNOpTEp, BKIKOYAKOUM
BUNYCK cepiii) (3MiHa Ha3BM Ta afpecn BUPOOHNKIB
N3 Eni Ninni eng Komnawi Ta flinni ®patc, 6e3
3MiHW MicLS BUPOGHMLTBA); 3MiHW | Tuny - 3MiHK
oo 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOr0o 3aCTOCYBaHHS Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn Nikapcbkoro
3acoby, abo focnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 fOCAIAKEHD,
npoBefeHnX BigNOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnipxeHb (PIP) (iHWi 3miHK) (3MiHWM BHECEHO A0
IHCTPYKUiT AN MEAUYHOrO 3aCTOCYBaHHS Y PO34in
"Mo6iuHi peakuii” BigNOBIAHO A0 MaTepianis
peecTpauiiiHoro focke); 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM) (BHECEHHS HE3HAYHUX pefakLiliHiX NpaBokK y
TEKCT MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
YNaKoBKM NiKapCbKoro 3acoby)

peyenmom

ANNEPTEK® HA30

cnpeii HasasTbHUIA,
CYCMeH3isi, J030BaHWi
50 mkr/go3y no 60 abo
120 a6o 140 po3
cycneHsii B MET-
hNakoHi 3 4O3yHUNM
HacoCcoM-[103aTOpPOM-
posnuntoBayem; no 1
hN1aKoHy y KapTOHHIi
KopooLi

MepaHa ®apma
AKLjiOHepHe
ToBapucTeo

Monba

"Papmea”

PpaHuis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNY - 3MiHKW 3 IKOCTi. FoTOBUIA NiKapCbKUi
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHUM
3aci6. 3miHa po3mipy ynakoBKy roTOBOro
nikapcbKoro 3acoby (3miHa macu/o6'emy BMIiCTY
KOHTeliHepa 6aratof030BOro Mikapcbkoro 3acoby
[N HenapeHTepasibHOro 3acTocyBaHHA (abo
0[IHOA030BOr0, YaCTKOBOTO BUKOPVCTaHHS))
(BBEAEHHA f0AATKOBOro po3mipy ynakosku /13 no
140 po3 cycneHsii B NMET-ghnakoHi 3 403y04nM
HacocoM-[103aTopoM-po3nutoBavem; no 1
oNakoHy y KapTOHHIN KOPO6Li, 6e3 3MiHN
nakyBaslbHOro MaTepiany, 3 BignoBigHNMY 3MiHaMK
y p. «YnakoBka» Ta n. «MiHiMaslbHe HanoOBHEHHS» Y
cneumdikauii/meTogax KoHTposto skocTi); (TepmiH

3a
peyenmom

UA/14933/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
BBE/IEHHS 3MiH MPOTAroM 6-Tv MicALiB nicns
3aTBEPMAXKEHHS); 3MiHM | Tuny - 3MiHK Woao
6e3nekun/ehekTUBHOCTI Ta hapMakoHarnisgy. 3miHa
Y KOPOTKIli XapakTepucTuL,i ikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 418 MegnyHOro
3aCTOCyBaHHS Ha MigcTaBi perynsapHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkn Nikapcbkoro
3acoby, abo focnifxeHb 3 6e3neky 3acTOCyBaHHs
nikapcbKoro 3acoby B nicisipeecTpaviliHnii nepios,
abo K pesynbTar OLiHKM 3BITY 3 fOCAIAKEHD,
npoBefeHnX BiANoBIAHO A0 NAaHy negiaTpUyHmX
pocnipkeHb (PIP) (3MiHY y3roakeHo 3
KOMMETEHTHVM YNOBHOB&XEHUM OpraHom) (3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby y po3ainu:
"B3aemogis 3 iHWVMKU fikapcbkuMu 3acobamu Ta
iHWi BMAM B3aemogiii”, "OcobnnBocCTi
3acTocyBaHHsA", "Mo6ivHi peakuii" BiANOBIAHO [0
OHOB/IEHOI iHGhopMaLii 3 6e3nekn Ailo4oi peyoBuHM)
(TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tv MicsLIB
nicnsa 3aTBEPKEHHS)
9. | AMITPUNTUNIHY Tabnetkn no 25 mr Ne 25 | TOB "XapkiBcbke Ykpaina TOB Ykpaina BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/5160/01/01
rigpoxnoprup (25x1), Ne 50 (10x5) y hapmaueBTuyHe "XapkiBCbke 3MiHu | TUNY - NoAaHHSA HOBOTO cepTudikaTa peyenmom
6nictepax nignpPUeEMCTBO hapmaLeBTny BignoBigHOCTI EBponeiickkili hapmakonei Ne R1-
"340p0oB'A He CEP 2004-263-Rev 02 ans fito4oi peyoBuHY 3
Hapogay" nigNPUEMCTBO BiANOBiAHMMU 3MiHamMu y cnieumdpikauii APl
"340poB'a BMPOBHMKA roTOBOrO NikapCcbKoro 3acoby 3a
Hapogay" NMOKa3HNKOM «3aJ/TMLLKOBI KiSIbKOCTi OpraHiuHmnx
PO34YMHHUKIB»
10. | AMITPUOTUNIHY PO34MH ANna iH'ekuiid, 10 ToBapucTso 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/5160/02/01
rigpoxnoruna-3H Mr/M No 2 MA B aMnyni; 06MEXEHO 06MEXeHOo 3MiHK | TUNY - NOA4AHHS HOBOTO cepTudiikaTa peyenmom
no 5 amnyn y 6nictepi; BiANOBIAA/ILHICTIO BignoBigasbHi BignoBigHOCTI EBponeiickkili hapmakonei Ne R1-
no 2 6nictepu B KOPO6LIi "Xapkiscbke cTIo CEP 2004-263-Rev 02 ans Aito4oi peyoBuHu Bif,
3 KapTOHY; No 2 MN1 B chapmaueBTUYHe "XapkiBcbke HOBOro BUPOGHMKA B [JONOBHEHHS A0
amnyni; no 10 amnyn y nignpUeEMCTBO thapmaueBTny 3aTBepMAKeHNX BUPo6HUKIB ADI 3 BigNoBigHMY
Kopoo6Li "340p0oB'A He 3MiHamu y cneuudikauii A®| BUpobHuka rotoBoro
Hapoay" nigNpPUEMCTBO NiKapcbKoro 3acoby 3a NOKa3HUKOM «3asINLLKOBI
"3p0poB's KiNIbKOCTi OpraHiyHnx po3unHHUKIB>»
Hapoay"
11. | AMJIOrEH 10 Tabnetku no 10 mr, no Ankem IHais Ankem IHgis BHECEHHS 3MiH [0 peecTpaLliiHux maTepiasis: 3a UA/15034/01/02
10 Tabnetok y 6nictepi, Na6opatopis /114 Nab6opaTopi3 3MiHW | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuyenmom
no 1 6nictepy y nrp, HaliMeHyBaHHS Ta/abo afpecy MicLsa NPOBadXEHHS

KapTOHHI ynakoBLii

AiSNbHOCTI BUpO6OHMKa/iMnopTepa roToBoro
niKkapcbKoro 3acoby, BKYAKUM Ai/bHULI BUNYCKY
cepii abo micLie NpoBeAEHHS KOHTPOJIHO SKOCTI.
(AisNbHICTB, 3a SIKY BigNoOBigae BUPOGHUK/iMNopTep,
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
BK/IOUA0UM BUMYCK cepili) (3MiHa agpecu
BMPOGHUKA, 6e3 3MiHM MicLsi BAPOGHULITBA)
12. | AM/IOrEH 10 Tabnetku no 10 mr, in Ankem IHais Ankem IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/15035/01/02
bulk: no 90 TabneTok y Nabopatopis /T4 NabopaTtopis 3MiHu | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa
NAacTUKOBUX 6aHKax N1, HaliMeHyBaHHA Ta/abo agpecy Micusa NPoBaKEHHS
LisANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKAOUAKUM Ai/TbHUL BUNYCKY
cepii abo micue NpoBefeHHSI KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a Ky BignoBigae BUpoGHUK/iMNopTep,
BK/IOUA0UM BUMYCK cepili) (3MiHa agpecu
BMPOGHUKA, 6e3 3MiHW MicLisi BAPOGHULITBA)
13. | AMJ/IOTEH 5 Tabnetku no 5 mr, no 10 Ankem IHais Ankem IHais BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a UA/15034/01/01
Tabnetok y 6aictepi, no JNlabopatopis /ITg NabopaTtopis 3MiHM | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
1 6nicTepy y KapTOHHiii nTg, HalilMeHyBaHHs Ta/abo agpecu MicLs NPOBaXeHHS
ynakoBLi LisANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BK/AOUAKUM Ai/TbHUL| BUNYCKY
cepii abo micue NpoBefeHHSI KOHTPOJIKO SKOCTI.
(aisnbHIiCTb, 3a AKy Bignosigae BUPOBOHMK/iMMopTep,
BK/1IOHAKOUM BUMYCK Cepili) (3MiHa agpecu
BMPOGHUKA, 6e3 3MiHW MicLisi BAPOGHULITBA)
14. | AM/IOrEH 5 Tabnetkn no 5 mr, in Ankem IHais Ankem IHais BHECEHHS 3MiH [0 peecTpaujiitHux maTepianis: - UA/15035/01/01
bulk: no 90 Tabnetok y Na6opaTtopi3 114 Na6opaTopi3 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
NnacTMKOBUX 6aHKax nrp, HalilMeHyBaHHs1 Ta/abo agpecu MicLs NPOBaXEHHS
AiSNbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapCbKOro 3aco6y, BKIOYAKUN Ai/TbHNL BUMYCKY
cepii abo MicLe NpoBeAeHHS KOHTPOJIHO AKOCTI.
(aisnbHIiCTb, 3a AKy Bignosigae BMPobHuK/iMMopTep,
BK/IHOYAOUM BUMYCK cepiii) (3MiHa agpecu
BMPOGHUKA, 6€3 3MiHW MicLis BUPOOHULITBA)
15. | AM1IO4AUNIH €EBPO Tabnetkn no 5 mr, no 10 "HOHiK IHais FOHiK IHgis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/15752/01/01
Tab1eToK Y KOHTYPHIi dapmacbloTrKan dapmacbloTrK 3MmiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BY peyenmom
YapyHKOBIli ynakoBLj 3 Nab6opaTtopiz" an nikapcbkoro 3acoby (byno - AM/TOBAC®); 3MiHu |
antoMiHieBoi honbrn (BipgineHHs dipmmn Na6opaTopi3 TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
(cTpwni), mo 2 a6o 3 "Ix. B. Kemikan3 (BioaineHHs hapmakoHarnagy (iHwi 3MiHNn) (He3HauHi 3MiHW Y
cTpuna y kopobu,i 3 eHf ipmn "Ox. B. TeKCTi MapKyBaHHS1 NEPBUHHOT Ta BTOPUHHOT
nakyBasIbHOTO KapTOHY PapmacboTUKan3 Kewmikan3s eHg, yMakoBOK)
ntat) dapmacbloTrK
an3 itg.")
16. | AM1IOAUNIH €EBPO Tabnetku no 10 mr, no "HOHiK IHais FOHiK IHgis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/15752/01/02
10 TabNEeTOK Y KOHTYpHIl $apmacbloTukan PapmacboTUK 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa Ha3Bu peyenmom
YapyHKOBIli ynakoBLj 3 Na6opaTtopiz" an nikapcbkoro 3acoby (byno - AM/TOBAC®); 3MiHu |
antoMiHieBoi onbrun (BipgineHHs dipmun Na6opaTopis TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
(cTpuni), no 2 a6o 3 "Ix. Bb. Kemikan3 (BipaineHHA hapmakoHarnagy (iHwi 3MiHn) (He3HauHi 3MiHN Y
cTpuna y kopobu,i 3 eHa ipmn "Ox. B. TEKCTi MapKyBaHHs1 NEPBUHHOT Ta BTOPUHHOT
nakyBaslbHOTO KapTOHY PapmacboTUKan3 Kemikan3s eHg, yMakoBOK)
n1a") dapmMacbiTUK
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
an3 Jitg.")
17. | AMOKCUK/NAB® 2S NOPOLLIOK 4718 Opas1bHOT CaHpo3 CnoseHis Nex CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/15213/01/01
cycneHsii (400 mr/57 mr dapmacbloTikan3 $apmaneBTNY 3MiHK | TUNY - NOAAaHHS OHOBIEHOTO cepTudikaTy peuenmom
B5mn)no8,75r (35 a.4. Ha KomnaHis BiANoBigHOCTI EBponeiicbkili hapmakonei gns
mn) aéo mo 17,5 r (70 n0.4., Cnosexis Lit040i pevyoBMHN aMOKCULUMAIHY TpurigpaTy Bif
MJ1) MOPOLLIKY Y NASALLL, (Bunyck cepii); 3aTBEPXEHOro BUPOGHYMKa. 3anponoHoBaHo: R2-
no 1 naswui pasom 3 Nex CEP 1995-034-Rev 06
[03YH0HOI0 MINETKOIO B dapmaueBTuy
KapTOHHI KopooLi Ha KoMnaHis
n0.4a., CnoseHis
(BMpPOGHMLTBO
3a NOBHUM
LMKI0M)
18. | APTUDJIEKC Kpem no 20 r a6o no 40 r ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 6e3 UA/13306/01/01
a6o no 100 r y Ty6i; no 1 06MeXeHoto obmexeHo 3MiHM | TUNY - NOAAaHHA OHOB/IEHHOrO cepTuddikaTy peyenma
Ty6i y KOPOOL,i 3 KAPTOHY | BiANOBIZANBLHICTIO BiANoBiga/IbHI Bif, y)Ke 3aTBEPAKEHOrO BUPOOHMKA; CynyTHSA 3MiHa:
"papmMaueBTUYHA CTIo 3MiHa y NnapameTpax crneuudikauii Ta/abo
KOMMaHis "®apmaLeBTn [ONYCTUMUX MEX, BUSHAUYEHMX y creumdikalisx Ha
"3popoB's” YyHa KOMMaHis A®I, ab0 BMXiAHWA/MPOMIXXHWNIA NPOAYKT/peareHT,
"3popos'a” LLI0 BUKOPUCTOBYHOTLCS Y NPOLLeCi BUPOGHMLTBA ADI

- 3MiHa y MeTogax BunpobysaHHsa APl abo
BMXIAHOrO MaTepiany/MpomiXKHOro
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea A®| - nofaHHsA OHOB/IEHOrO
cepTudikaty BigNOBIAHOCTI €BpONENCLKOT
thapmakonei Ne R1-CEP 2002-099-Rev 03 Big Bxe
3aTBepKeHOro BupobHuka A®| 16ynpodeH, sk
Hacnigok, BUNyYeHHs 3i cneyudikauii Ta meTogis
BXiIHOro KoHTposnto A®I I6ynpodpeH po3ainy
«[lomika F»; 3MiHM | Tuny - 3mMiHa y metogax
BMNPo6yBaHHs APl abo BMXigHOrO
mMarepiany/npomiKHOro NpoAyKTy/peareHTy, LWo
BVKOPVCTOBYETLCA Y NpoLeci BUpobHuuTBa AdI;
3MiHK | TNy - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBefeHHs y BiANOBIAHICTb A0 MoHorpadii AdPY
abo €ponelicbkoi hapmakonei, abo iHWwoT
HauioHasbHOI hapmakonei gepxasu €C (3miHa y
cneumdikauisix, NnoB'sa3aHa 3i 3MiHamu B J®Y, a6o
€Bponeiicbkili hapmakonei, abo iHLwii
HauioHasbHIN dpapmakonei gepxasu €C); cynyTHsa
3MiHa: 3MiHa y MeToAax BunpobysaHHsA A®Il abo
BMXiAHOro Matepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoteci BUpo6HMuTBa ADI - NprBEAEHHS
cneuudikauii Ta MeToAiB KOHTposo Ad|
BignoBiAHOCTI A0 Bumor EP T1a I®Y; 3miHu | Tvny -
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
BU/TyYEHHS 3aTBEPMKEHOr0 BUPO6HUMKa API
AnaHTOiHy; 3MiHu || TNy - BBEAEHHS HOBOTO
BUpo6HUKa AD| AnaHToiHYy Ha 3amiHy
3aTBEPKEHOMY BUPOGHUKY
19. | ACNIKAPA KAPAIO TabneTku, BKpUTI ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/15865/01/01
060/10HKOI0, 06MeXeHo 06MeXeHo 3MiHu | TUNY - 3MiHKW 3 IKOCTi. FoTOBUIA NiKapCbKUi peyenma
KMLLKOBOPO3UMHHI MO BiANOBIAA/LHICTIO BiANOBIAA/bHI 3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHUM
100 mr no 10 Tabnetoky | “"®apmaueBTUyYHa CTIo 3aci6. 3miHa po3mipy ynakoBKy roTOBOro
6nictepi; no 2 a6o 3 thipma "BepTekc” "®apmaueBTu nNiKapcbKoro 3acoby (3MiHa KiJIbKOCTi 0ANHULb
6nicTepu y nauui YyHa chipma (ranpuknag TabneTok, amnyn TOLLO) B yNakoBsL:) -
"BepTekc”, 3MiHa no3a jiana3oHoM 3aTBepXeHNX po3MmipiB
YkpaiHa ynakoBKU (BBEAEHHS A04ATKOBOI ynakoBku no 10
(BMpPOGHMLTBO Tabnetok y 6nictepi; no 3 6nictepu y nauui, 3
3 npoaykuii in BiANOBIAHMMY 3MiHaMK Y p. "YnakoBka". [epBUHHWIA
bulk nakyBasibHUIA MaTepian He 3MiHMBCSA) (TepMiH
BMPOGHMKa BBEJEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
TOB 3aTBEPKEHHS)
"®APMEKC
reyn:,
YkpaiHa)
20. | AYPIAEKCAH Kpanni ByLWHi, 0,5 mr/mn ToBapucTso 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/10132/01/01
no 5 mna6o 10 mny 06MEXEHO BMPO6GHMLTBA, 3MiHu Il TUNYy - 3MiHK 3 AKOCTI. FOTOBUIA NiKAPCLKUIA peyenmom
dhnakoHi; no 1 dpnakoHy BiANOBIAA/ILHICTIO KOHTPO/1b 3aci6. CuctemMa KoHTeliHep/3aKynoptoBasibHUI
B KOMM/IEKTi 3 KPULLIKOIO- "[locnifHWiA 3aBof, AKOCTI, BUMYCK 3aci6. 3MiHa po3mipy ynakoBKv roToBOro
KpanesibHULE B nauui 3 "rHUNC cepit: NiKapcbKoro 3acoby (3MiHa macu/o6'emy BMIiCTY
KapTOoHYy ToBapucTBO 3 KOHTeliHepa 6araTo030B0Or0 CTepPUIbHOIO
06MexXeHo nikapcbKoro 3acoby (abo 04HOA030BOrO,
BiANoBiga/IbHI 4aCTKOBOro BMKOPUCTaHHA) Ta 6aratogo30Boro
CTIo nikapcbKkoro 3acoby 6ion0rivyHoro/iMyHoN0rivYHoOro
"LocnigHnii NOXOMKEHHS 4151 NapeHTePasIbHOro 3aCTOCyBaHHS)
3aB0Oj, CynyTHS 3MiHa - 3MiHK 3 SKoCTi. FoToBWUI
"rHUACY, nikapcbkuii 3aci6. KOHTPob roTOBOr0 NiKapCbKoro
YkpaiHa,; 3aco6y. 3MiHa napamMeTpiB cneyudikaii Ta/abo
BCi cTagii LOMYCTUMMX MEX FOTOBOTO JTiKapCbKOro 3acoby
BMPOGHULITBA, (iHLWi 3MiHW). - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii
KOHTPO/Ib 3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acoby.
AKOCTI, BUMYCK 3MiHa y MeTofax BUNpobyBaHHA rOTOBOTO
cepit: nikapcbKoro 3acoby (iHWi 3MiHM y meTofax
ToBapucTBO 3 BMNPOGYBaHb (BKOUAKOUM 3aMiHy abo
06MEXeHOo [0NOBHEHHS)) (BBEAEHHS A0AATKOBOI YNAaKOBKU MO
BignoBigasbHi 10 M1y donakoHi, no 1 pnakoHy B KOMNAEKTI 3
CTIo KPWLLIKOKO-KpanensHMLLE B nadlli 3 KapToHy, 6e3
"®APMEKC 3MiHM MEPBMHHOIO NakyBasIbHOTO MaTepiasy, 3
reyn:, BIAMOBIAHMMU 3MiHAMU Y P. «YNakoBka» Ta M.
YkpaiHa «OB6'EM BMICTY KOHTENHEPY» Y

cneundikauii/MeTogax KOHTPOK siKOCTi) (TepmiH
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BBEJEHHS 3MiH NPOTAroM 3-x MicsLiB nicns
3aTBEpPAKEHHS)

21.

AYPOKCETUN

TabneTku, BKpUTI
N1iBKOBOK 060/10HKOIO,
no 500 mr; no 10
Tabnetok y 6nictepi; no
1 6nicTepy B KApTOHHIl
KopooLi

AypobiHgo dapma
nrp,

IHais

Aypob6iHao
dapma /14,
FOHIT VI,
Bnokn D Ta E

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecy Micusa NPoBaKEHHS
LisANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKAOUAKUM Ai/TbHUL BUNYCKY
cepii abo micue NpoBefeHHSI KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a Ky BignoBigae BUpoGHUK/iMNopTep,
BK/THOYAKOUM BUMYCK cepili) (3MiHa Ha3Bu Ta agpecu
BMPOGHMKa, 6e3 3MiHM Micus BUpo6HULTBa) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS); 3MiHM | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHK) (3amiHa rpadiyHOro ohopmMAEHHS NEPBUHHOI
Ta BTOPUHHOI YNakoBOK Ha TEKCT MapKyBaHHA
YyNakoBOK 3 BifNoOBigHNMYM 3MiHaMK [0 pPO34inis
MKA N3 (po3ain «IpacivyHe ohopMaeHHs»
3aMiHeHO po3ginom «MapkyBaHHs») (TepMiH
BBEJEHHS 3MiH MPOTAroM 6-Tn MicAuiB nicns
3aTBEPKEHHS)

3a
peyenmom

UA/12973/01/02

22,

AYPOKCETUN

TabneTku, BKpUTI
NAiBKOBOK 000I0HKOH,
no 250 wmr; no 10
Tabnetok y 6aictepi; no
1 6nicTepy B KapTOHHiIl
Kopoo6Li

Aypob6iHgo dapma
nrta

IHgis

Aypo6iHa0
®apma /114.
FOHIT VI,
Bnokn D Ta E

IHgis

BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis:
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy Micusa NPOBaKEHHS
LisANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3aco6y, BKIOYAKUN Ai/TbHALL BUMYCKY
cepii abo MicLie NpoBeAEeHHS KOHTPOJIHO AKOCTI.
([isNbHICTb, 3a 5Ky BignoBigae BUPOGHUK/iMnopTep,
BK/IO4AK0UM BMMYCK cepiii) (3MiHa Ha3BuW Ta agpecu
BMPOGHUKa, 6e3 3MiHM Micus BUpobHULTBA) (TepMiH
BBE/JEHHS 3MiH MPOTAroM 6-Tu MicsAUiB nicns
3aTBepKeHHs); 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHK) (3amiHa rpadiyHOro 0hopMAIEHHS NEPBUHHOI
Ta BTOPVMHHOT YNakoBOK HA TEKCT MapKyBaHHS
yNakoBOK 3 BiANOBIAHUMY 3MiHaMK 4,0 PO34inis
MKA N3 (po3gin «IpacivuHe ochopmMIeHHs»
3aMiHeHO po3gisiom «MapkyBaHHsA») (TepMiH
BBE/IEHHS 3MiH NPOTAroM 6-Tv MicsALiB nicns
3aTBEPMAKEHHS)

3a
peyenmom

UA/12973/01/01

23.

BICAKOAUN

TabneTkun, BKpUTI
NAiBKOBOK 060I0HKOIO,
KMLUKOBOPO34MHHI Mo 5
mr, no 10 TabneTok y
6nicTepi; no 3 6nictepn
B KAPTOHHIlA Kopo6u; no

BankaHdapma-
AynHnusa AT

Bonrapis

BankaHdapma
-OynHnus AT,
Bonrapis;
BankaHdapma
-Pasrpag AT,
Bonrapis

Bonrapis

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu MicLs NPOBaXEeHHS
LisANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKAOUAKUM AifTbHULI BUNYCKY
cepii abo MicLe NpoBeAEeHHS KOHTPOJIK SIKOCTI.

6e3
peyenma

UA/9022/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

30 Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI KOpooLi

(aisnbHiCTb, 3a AKy Bignosigae BMpobHuK/iMnopTep,
BK/IHOYAOUM BUMYCK cepiid) (3MiHa agpecu
YKPaiHCbKOK MOBOIO 4151 BUPOOHUYOT AiNbHALL
BankaHndapma - lynHuua AT, Bonrapis, 6e3 3miHu
Micus BUpO6HMLTBA) (TepMiH BBEAEHHS 3MiH
NPOTArom 6-TW MiCALIB NIiC/A 3aTBEPAXKEHHS);
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHn) (3amiHa
rpagpivHoro oYopM/IeHHS NePBUHHOT Ta BTOPUHHOT
yMakoBOK Ha TEKCT MapKyBaHHS yMakoBOK 3
BiANOBIgHMMYK 3MiHamu 4o po3ginis MKA N3
(po3gin «pachiyHe ohopMNIEHHS» 3aMiHEHO
po3ginom «MapKyBaHHs») 4151 BUPOGHUKA
BankaHdapma - AynHuuda AT, Bonrapis Ta
06'eHaHHA MapKyBaHHSA /19 060X BUPOGHUKIB,
BiANOBIAA/IbHNX 3@ NOBHUIA LMK BUPOGHMLTBA J13)
(TepmiH BBeAEHHS 3MiH MPOTAroM 6-Tv MicsLIB
nicnsa 3aTBEPKEHHS)

24,

BICOMPONON-TEBA

TabneTku no 2,5 mr no
10 TabneTok y 6nicTepi;
no 3 abo 9 6nictepis y
KapTOHHI KOpoo6Li

AxTasic rpyn AT

Icnangis

Hiwe
[bxeHepikc
Nimiten

IpnaHgjs

BHECEHHS 3MiH [0 peecTLiitHuX maTepianis: 3miHu ||
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. BHeceHHss abo 3miHa(u) fo
3060B'A3aHb Ta YMOB BMAaYi peecTpauiintHoro

NnocBiAYeHHA, BKtoYaroun Miax ynpasniHHA
pu3ukamu (3aCToCyBaHHS 3MiH(1), ski(a)

BMMaratTb(€) NOAANbLIOTO 06I'PYHTYBaHHS HOBYMM
[04aTKOBUM JaHUMW, L0 MaloTb HagasaTucs

KOMMETEHTHVMM OpraHoM, OCKi/IbK1 BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BukoHaHHS1 3060B's13aHb BiAMOBIAHO A0 NiAMYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
[0 NopsgKy NpoBeAeHHs eKcnepTusun
peecTpauiiiHux MaTepiasiiB Ha nikapcbki 3acobu, Lo
noAalnTbCA Ha fepXaBHy peecTpauiio

(nepepeecTpadiio), a TakoX ekcrnepTusn martepianis

Npo BHECEHHS 3MiH 0 peecTpauiliHnx Martepianis
NpoTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepAkeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

3a
peyerimom

UA/12371/01/01

25.

BPUIbAHTOBUN
3ENEHNN

po3uuH ans
30BHILIHLOIO
3aCTOCyBaHHS,
crnmpToBuii 1% no 10 mn
y thnakoHi; no 1
hnakoHy B navi 3
KapToHy; no 10 mny

TOB
"TepHodhapm"

YkpaiHa

TOB
"TepHodhapm”

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis:
3MiHu | TUNY - AgMiHICTpPaTUBHI 3MiHW. 3MiHa Koy
ATX (3MiHV BHeceHi B po3ain
"hapmakoTepaneBTMyHa rpyna” B iHCTPYKLito 415
MeZMYHOro 3acTocyBaHHs J13 BignoBiAHO A0
MikHapoaHoro knacucpikatopa BOO3)

6e3
peyenma

UA/8461/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo
20

nocsioYeHHs1

dhnakoHax

26.

BPITOMAP

27.

BPITOMAP

TabneTkn
NponoHroBaHoi Aii no 10
Mmr no 15 TabneTok y
6nicTepi; no 2 6nictepn
Y KapTOHHiIli KopoobLi

Ddeppep
IHTepHauioHanb,
C.A.

IcnaHis

®eppep
IHTepHauioHan
b, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnaay (BBefileHHs y3araslbHeHUX faHux
npo cuctemy dhapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0co6w, BiANOBiAaIbHOT 3a
3AiicCHEHHs1 chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHUKa Ans 34iINCHEeHHS
thapmakoHarnagy B YKpaiHi, AKLLO0 BOHA BigMiHHA
Bif, yNOBHOBaXKeHOT 0co6MU, BiANOBiAaIbHOI 3a
3[jicHeHHs hapmakoHarsay (Bkovatoum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu chapmakoHarnsay) - NMponoHosaHa
pefakuisi: KOHTaKkTHa ocoba BifnoBifasbHa 3a
hapmakoHarnag Kyuma Bonogumup
OnekcaHgposmny. 3mMiHa KOHTaKTHUX AaHUX

3a
peyenmom

UA/10403/01/02

28.

BPOMIEKCUH-

TabneTkun
NPOMOHroBaHoi Aji o 5
Mmr no 15 TabneTok y
6nicTepi; no 2 6nictepn
Y KapTOHHiIli KopoobLi

deppep
IHTepHauioHanb,
C.A.

IcnaHis

deppep
IHTepHauioHan
b, C.A.

Icnanis

BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis:
3MiHM | TURY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsagy. BeegeHHua abo 3miHv o
y3ara/ibHeHNX JaHnx npo cuctemy
dhapmakoHarnsgy (BBeeHHs y3arasibHeHUX AaHnx
npo cuctemy papmakoHarnsay, amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBiAa/IbHOI 3a
34ilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
hapmakoHarsisgy B YKpaiHi, SKLLLO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BignoBifanbHOT 3a
3pjlicHeHHs hapmakoHarnagy (Bkyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - Airoua
pefakLisi: KOHTaKTHa ocoba BifnoBifasibHa 3a
thapmakoHarnsg Copokonetosa Anna bopucisHa.
MponoHoBaHa pefakLis: KOHTakTHa ocoba
BiAnosiganbHa 3a dhapmakoHarnag Kyuma
Bonoavmup OnekcaHapoBuy. 3MiHa KOHTaKTHUX
JaHnx

3a
peyenmom

UA/10403/01/01

30POB'SA

TabneTkn no 8 mr no 20
TabneTok y 6nictepax;
no 10 TabneTok y
6nictepi, no 2 abo no 5
6nicTepiB y KAPTOHHIN
KopoobLi

ToBapucTeo 3
0bMexeHot
BiANOBIAANILHICTIO
"®GapmMaueBTNYHa
KOMMaHis
"3popos'a”

YkpaiHa

ToBapucTBO 3
obmexeHo
BignoBigasbHi
CTHO
"®apmaueBTu
YHa KOMNaHis
"3popos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TUNY - NOAAHHA HOBOrO cepTudikaTy Big,
BXe 3aTBepAKeHOro BUPOBHYMKa; CynyTHA 3MiHa:

3MiHa y napameTpax cneuudikauiii Ta/abo
[ONYCTUMUX MEX, BUSHAYeHMX y crneumdikalisx Ha
A®I, ab0 BUXigHWIA/NPOMIKHUIA NpOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCA Y NPOLLECi BUPOGHULTBA ADI

(iHWi 3miHW) - 3MiHa Yy MeTogax BuNpobyBaHHA AdI|

6e3
peyenma

UA/7336/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

abo BMxigHOro martepiany/npomikHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTBa APl (iHWi 3MiHK y MeToAax
BMNpobyBaHHA (BK/IOYaOUM 3amiHy abo
[0noBHEHHS) AP abo BKXiAHOro/NPoOMKHOrO
NpoAyKTY); NOAAHHS HOBOTO cepTudikaTy
BignosigHOCTI €Bponelicbkoi dhapmakonei Ne R1-
CEP 2003-021-Rev 01 Big 3aTBEpAXEHOIO
BMPOGHMKA 3 OAHOYACHUM YTOUHEHHAM afpecu
MiCLLeNnpOBaMKEHHS AiS/IbHOCTI, & TaKoX
npuBeaeHHs cneuudikalii Ta MeToAjiB BXiAHOro
KOHTPON0 A®| 38 NOKA3SHUKOM «3aU/InLLIKOBa
KiNbKICTb OpraHiYHNX PO3YMHHUKIBY Y BifNOBIAHICT
[0 matepianis BupobHuka (CEP); amiHu | Tuny -
3MiHUW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBELEHHS Y
BiANOBIAHICTb A0 MoHOrpadii PY abo
€Bponelicbkoi hapmakonei, abo iHwoTi
HauioHasbHOT hapmakonel gepxasun €C (3MiHa y
cneumdikauisix, nos'asaHa 3i amiHamu B 4dY, abo
€Bponeiicbkili hapmakonei, abo iHLi
HaLjioHanbHili hapmakonei gepxasu €C); cynyTHs
3MiHa: 3MiHa y meTogax BunpobysaHHsa APl abo
BMXigHOro Martepiany/npomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea API (iHwi 3MiHM y meTogax
BMNpoOyBaHHA (BK/IOYaloum 3amiHy abo
[0NoBHEHHs)) APl abo BMXiAHOrO/MPOMIXHOIO
NpoAyKTY); 3MiHV | TUNY - 3MiHK, NOB'A3aHi 3
HeOoOXiZHICTIO NpUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo EBponeiicbkoi hapmakoner,
abo iHWOi HauioHasIbHOI dhapmakonei gepxasu €C
(3miHa y crneumdikauisix, noB'a3aHa 3i 3aMiHaMu B
Loy, abo €Bponeiickkiii hapmakonei, abo iHLWii
HaLjoHasbHIl thapmakonei gepxasun €C); cynyTHA
3MiHa: 3MiHa y MeToAax BUNpPoGyBaHHS AOMOMiKHOT
PEeYOBUHM (HE3HAYHI 3MiHM Y 3aTBEPIKEHUX
MeToJax BUNPOOyBaHb) - NPUBEAEHHS
cneumdikauii Ta METOAIB BXifHOrO KOHTPO/HO
AKOCTi JONOMIXHUX PEYOBVH Y BIAMNOBIAHICTb A0
BMMOr MoHorpadii EP Ta IdY; 3miHn | Tuny - 3iHK,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BignoBigHICTb A0 MoHorpadii 4PY a6o
€sponelicbkoi hapmakonei, abo iHwoTi
HaLjioHanbHOT chapmakonei aepxasu E€C (3miHa y
crneundikaLisx, nos'a3aHa 3i 3amMiHOK BUMOT
MoHorpadii 1Py abo iHWoi HauioHanbHOI
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

dhapmakonei gepxxasun €C Ha BUMOrn MoHorpadii
€Bponeiicbkoi thapmakonel); CynyTHS 3MiHa: 3MiHa
y MeTogax BUNpobyBaHHA JOMNOMKHOI PEHOBUHM
(He3HayHi 3MiHN y 3aTBEPKEHNX METOAAX
BMNpoGyBaHb) - 3MiHa BUMOr MoHorpadii AdPY Ha
BMMOTY MoHorpadii EP Ha AonomikHI peqyoBuHU
Liesnto103a MikpokpucTaniyHa Ta HaTpito
Kpockapmenosa; 3MiHu | Tuny - 3miHa
nocravasnibHUKa nakyBasibHUX Matepiasiis abo
KOMM/IEKTYOUMX - BBEAEHHSA AOAATKOBOrO
nocTavasibHvKa nakyBanbHuUX martepianis (9onbrv
/TIOMIHIEBOI); 3MiHM | TUNY - 3MiHa NapamMeTpiB
cneuudikauin Ta/abo AONYyCTUMUX MEX NEPBUHHOT
yNakoBKN rOTOBOTO NiKapCbKOro 3acoby; CynyTHS
3MiHa: 3MiHa y MeToAax BUNpobyBaHHS NepBUHHOT
yNaKoBKM FOTOBOTO /iKAPCbKOro 3aco6y; 3miHu |
TuMy - 3MiHa napameTpis cneyudikauiin Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapCcbKoro 3acoby
(BHECEHHSA 3MiH A0 A0CHE NICNSA OHOBMEHHS
3arasibHOI CTaTTi Ha rOTOBY JliKapCbKy hopMy Y
LoY/EBponeiickkiin hapmakonei); cynyTHSA 3MiHa:
3MiHa y MeTogax BUnpobyBaHHs roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPXEHNX MeToAax BUNPOBYBaHHS); 3MiHu |l
TUMY - 3MiHa BUPOOHYVKa BUXiAHOTrO/MPOMIXXHOIO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMpo6HUYOMY npoueci ADl, abo 3miHa BUPOGHMKA
(BKIOYatoun, fie HeobXigHO, MicLe NPOBEeAEHHS
KOHTposito sikocTi) A®I (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [10CbE)(BBEAEHHS HOBOIO
BMpOGHMKa A®| 3 HagaHHAM MacTep-haiina Ha
A®Il); cynyTHS 3MmiHa: 3MiHa y napameTpax
crneundikauiii Ta/abo 4ONyCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTbCS Y npoueci BupobHuytea AdI -
3MiHa y meTogax BunpobyBaHHs Adl abo BrXigHOro
mMatepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuutea AdI
(iHWi 3mMiHM y MeToaax BUNPoOyBaHHSA (BK/IKOYAKOUM
3amiHy abo fonoBHeHHS) A®| a6o
BVXifHOrO/MPOMDKHOrO NPOAYKTY) - BBEAEHHS
HOBOro BMpo6HUuka A®I, Sk Hacnigok, 3mMiHM o
crneundikavii Ta MeToAiB BXigHOro KoHTposno AdI
38 NOKa3HMKOM «3asIMLLKOBA Ki/IbKICTb OpraHiyHux
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Ymosu

Homep

Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayitiHo
20
nocsioYeHHs1

PO34YMHHMKIB» 3rigHO MaTepiasiiB BUPOOHMKA

6e3

UA/5141/01/01

29.

BPOHXOME/L

cupon no 100 mny
hnakoHax; no 1
NakoHy 3 MipHUM
KOBMAYKOM Y KapTOHHili
KopoobLi

€Bpo Naiidkep
nrp

Benuka
BpuTaHis

NnAT

"Ximchapm3zas

of "YepBoHa
3ipKa"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNY - 3MiHKW 3 iKOCTi. FoTOBUIA NiKapPCbKUi
3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo BBeAEHHS
[0AATKOBOI AiNbHUL BUPOBHMLITBA /15 YACTUHM
a60 BCbOro BUPOGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AinbHUUA A1 BTOPUHHOIO
nakyBaHHs) (3aMiHa filbHUL BUPOGHMLTBA); 3MiHN
| TMNY - 3MiHW 3 AKOCTi. FOTOBUIA NlikapcbKuii 3aci6.
3MiHN y BUPO6HMLTBI. 3amiHa abo BBEAEHHS
[0AATKOBOI AiNbHUL BUPOBHULITBA /15 HYACTUHM
ab0 BCbOro BUPOGHNYOro NpoLiecy roToBoro
niKkapcbKoro 3acoby (AinbHULA, Ha SKil
npoBoAATLCA 6yAb-sKi BUPOGHMYI cTagil, 3a
BUHSATKOM BUMYCKY Cepili, KOHTPOIIO AKOCTI,
NMepBNHHOTO Ta BTOPUHHOTO NakyBaHHS, 415
HecTepwWIbHUX Jlikapcbkux 3acobis) (B3amiHa
AinbHULI BUPOGHMLTBA); 3MiHK | TUMY - 3MiHK 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHOTbCSI BUNYCKY Cepii Ta KOHTPOJIO AKOCTI
rOTOBOrO JliKapCbKOro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHKKa, LLIO BiAnoBigae 3a
BBE3€eHHs Ta/abo Bunyck cepii) - Bkarovatoun
KOHTPONb/BMNPOGYBaHHSA cepii (3amiHa AinbHULI
BMPOGHMLTBA); 3MiHM | TUMY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI.
3amiHa abo BBeAeHHS [0AaTKOBOI AiNbHUL
BMPOGHMLITBA [151 YaCTUHN ab0 BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3aco6y (AiNbHWUA A5 NePBUHHOTO NaKyBaHHS)
(3amiHa AiNbHULI BUPOGHMLTBA)
BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:

peyenma

6e3

UA/5141/01/01

30.

BPOHXOME/L

cupon no 100 mny
nakoHax; no 1
hnakoHy 3 MipHUM
KOBMAYKOM Y KapTOHHili
Kopo6ui

€Bpo Jlaiidkep
nrg

Benuka
BpuTaHis

NAT
"Ximchapmsas
of, "YepsoHa

3ipka"

YkpaiHa

3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edeKTNBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3araslbHeHVX AaHux Npo cuctemy
thapmakoHarnagy (BBeAEHHS y3araslbHeHNX JaHux
npo cuctemy apmakoHarnsgy, amiHa
YyNOBHOBaXEHOI 0c06M, BignoBigansHOI 3a
3[ilicCHEHHS1 chapMakoHarns4y; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asiBHUKa A5 34iiCHEHHS
hapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bij, yTOBHOBaXXEHOT 0C06M, BiANOBiga/IbHOI 3a
3[jicHeHHs1 hapMakoHaraay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-

haiina cuctemu chapmakoHarnasgy) - Jdiroya

peyenma
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
pegakuis: €sgokimoBa CaiTnaHa AmuTpiBHa.
MponoHoBaHa pepakuis: BenikoBa CeiTnaHa
MwuxaiinisHa
31. | BAJICKIH Ma3b 40 % no 501 B MPAT Ykpaina MPAT Ykpaina BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 UA/13205/01/01
Ty6i, no 1 Ty6i B navyj 3 "®ITOPAPM" "®ITOPAPM" 3MiHN | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenma
KapTOHY Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHVX gaHnx npo cuctemy
dhapmakoHarnsgy (BBeieHHs y3arasibHeHUX AaHnx
npo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32
3AilicHeHHA hapMakoHariagy; KOHTaKTHOT 0cobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarniagy B YKpaiHi, SKLLLO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifanbHOT 3a
3[jicHeHHs1 hapMakoHarsay (BkiYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) - NMponoHosaHa
pefaxuisi: ynoBHoBaXxeHa ocoba BiAgnosigasibHa 3a
thapmakoHarnsg - limakosa NaHHa CTaHicnaBiBHa.
3MiHa KOHTaKTHUX gaHnX
32. | BAHATEKC KOMBI TabneTkn, BKPUTI dapmMaLeBTUYHUIA MonbLa PapmaueBTny MonbLa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/12839/01/02
NNiBKOBOIO 060/I0HKOIO, 3aB0Oj, HWIA 3aBOA, 3MiHM | TMNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 80 mr/12,5 mr; no 14 «MONbOAPMA» «MNONIb®APM HalilMeHyBaHHs Ta/abo agpecu MicLs NPOBaXeHHS
TabneTok y 6nictepi; no C.A. A» C.A. AiSNbHOCTI BUPOGHUMKa/iMnopTepa rotoBoro
2 6nicTepn y KapTOHHIl NiKapcbKoro 3acoby, BKAOUAKUM Ai/TbHUL BUNYCKY
KOpooLi cepii abo micue NpoBefeHHSI KOHTPOJIHO SKOCTI.
(aisnbHIiCTb, 3a AKy Bignosigae BUPOBOHMK/iMMopTep,
BK/THOYAOUM BUMYCK Cepili) (3MiHa Ha3BW Ta agpecu
BMPOGHUWKa, 6e3 3MiHM Micus BUpo6HULTBa) (TepMiH
BBE/IEHHS 3MiH NPOTAroM 6-Tv MicsALiB nicns
3aTBEPMAKEHHS)
33. | BAHATEKC KOMBI TabneTkun, BKpUTI dapmaLleBTUYHNI Monbwa $apmaneBTUY MonbLa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/12839/01/03
NAiBKOBOK 0601I0HKOIO, 3aB0/, HWiA 3aBOf, 3Minn | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 160 mr/25 wr; no 14 «MNOJNIbOAPMA «MNONIb®APM HalilMeHyBaHHs Ta/abo agpecu MicLs NPOBafXEHHS
Tabnetok y 6nictepi; no C.A. A» C.A. LisANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
2 6nicTepU Y KapTOHHIlA nNiKapcbKoro 3acoby, BKAOUAKUM AifTbHULI BUNYCKY
Kopoo6Li cepii abo micue NnpoBefeHHsT KOHTPOJIIO SKOCTI.
(misnbHICTb, 3a Ky BignoBigae BUPOGHMK/iMnopTep,
BK/ItOYAKOUM BUMYCK Cepiii) (3MiHa Ha3BM Ta agpecu
BMPOGHMKa, 6e3 3MiHM Micus BUpobHMLTBa) (TepMiH
BBEJEHHS 3MiH MPOTAroM 6-Tn MicAuiB nicns
3aTBEPAKEHHS)
34. | BAHATEKC KOMBI TabneTku, BKpUTI dapmaleBTUYHNI Monbwa dapmaueBTny Monbwa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/12839/01/01
NNiBKOBOI 060/I0HKOIO, 3aB0[, HWA 3aBOS, 3MiHu | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
160 mr/12,5 mr; no 14 «MONb®APMA» «MONNTb®APM HalilmeHyBaHHs Ta/abo agpecu MicLs NPOBafXEHHS
Tabnertok y 6aictepi; no C.A. A» C.A. LOisANbHOCTI BUPOGOHMKa/iMnopTepa rotoBoro
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

2 6nicTepn y KapTOHHI
Kopoo6Li

nNiKapcbKoro 3acoby, BKAOYAKUM Ai/TbHUL BUNYCKY
cepii abo micue NpoBefeHHST KOHTPOJIIO SKOCTI.
(misnbHICTb, 3a SKy BignoBigae BUPOOHUK/iMNopTep,
BK/THOYAKOUM BUMYCK cepili) (3MiHa Ha3BW Ta agpecu
BMPOGHMKa, 6e3 3MiHM Micus BUpobHULTBa) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-Tn MicAUiB nicns
3aTBEPAKEHHS)

35.

BEHITAH® ®OPTE

renb no 50 ry Ty6i; no 1
Ty6i B KAPTOHHI KOpPOOL

CaHpos3
dapmacbloTikan3

a.a.

CnoseHisa

Cantotac
dapma M'mM6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpau3iliHix MaTepianis:
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu MicLs NPoOBafXEHHS
LisIbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKYAKUM AiNTbHULI BUNYCKY
cepii abo micLe NpoBeAEHHS KOHTPOJIHO SKOCTI.
(misnbHIiCTb, 3a Ky BignoBigae BUpoGHMK/iMnopTep,
BK/IHOUAKOUM BMMYCK Cepiii) (3MiHa Ha3BuW Ta agpecu
BMPOGHUWKa, 6e3 3MiHM Micus BUpobHULTBa) (TepMiH
BBEJEHHS 3MiH MPOTAroM 6-Tn MicAuiB nicns
3aTBEPKEHHS)

6e3
peyenma

UA/9314/01/01

36.

BEPTIFOXEE/1b

Kpanni opasbHi; no 30
MY p1aKkoHi-
KpanenbHuui; no 1
hnakoHy-KpanesibHUL y
KOpOOGLii 3 KapTOHY

Bionoriwe
XainbmiTTe b
Xeenb Mv6X

HimeuyunHa

Bionoriwe
Xainbmitresnnb
Xeenb Mv6X

HimeyuunHa

BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis:
3MmiHu Il Tuny - 3MiHK Wopao 6e3nekn/edpeKTNBHOCTI
Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3000B'A3aHb Ta YMOB BMAaYi peecTpauiintHoro
NocBiAYEHHS, BKIoYarun MnaH ynpaeniHHA
pu3vKamu (3acTocyBaHHs 3MiH(W), AKi(a)
B/MaratTb(€) NoganbLIoro 06rpyHTyBaHHsS HOBMMMU
[04aTKOBUM JaHVMK, L0 MaloTb HagaeaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BukoHaHHs1 3060B's13aHb BiAMNOBIAHO A0 NiAMYHKTY
2.3 nyHKTYy 2 gogatky 15 no Mopsigky nposefeHHs
eKCrnepTn3n peecTpaliiHnx MmaTepiasiiB Ha
nikapcbki 3aco6u, L0 NofalTbCs Ha AepXaBHYy
peecTpadito (nepepeecTpaLito), a Takox
eKCrnepTM3n MaTepiasliB MPo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasiiB NpoTAarom aii
peecTpauiiHoro NocBifYeHHs, 3aTBEPXKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA5303/02/01

37.

BIFAMOKC®

Kpanni o4Hi, 0,5 %; no 5
My dh1akoHi-
KpanesbHuyi "Apon-
TeiitHep®"; no 1
dhnakoHy-KpanesnbHuLi B
KOpoObLi 3 KapTOHY

HoBapTic ®apma
Al

LBeliuapis

AKOH-
KyBpbop

Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3ara/isHeHNX faHUX Npo cUcTemy
dhapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHnx
npo cucTemy dpapmakoHarnsgy, 3mMiHa
yNOBHOBaXEHOI 0C06M, BigNoBiganbHOI 3a
3AiicCHEHHS1 chapMaKoHarnsay; KOHTakTHOT 0cobu 3

3a
peyerimom

UA/9153/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
hapMakoHarnsay 3asBHUKa ANns 34INCHEeHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOT 0co6Mu, BiANOBiAabHOI 3a
3[jicHeHHs hapmakoHarnsay (Bkyaroum
KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy)
(YnoBHoBaxeHa ocoba 3asiBHUKa AN 34iICHEHHS
hapmakoHarnsgy: [itoya pegakuis — IpeHe
Pe6onno. NMponoHoBaHa pefakuis — Mabpiena
Xekep-baps. 3MiHa KOHTAKTHUX JaHWX
YNOBHOBaXXEHOI 0CO6M. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cO6U. 3MiHa MicLs 3AiACHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
HoMepa mMacTep-thaiina. 3MiHa agpecu macTtep-
thaiina) (TepmiH BBEAEHHSI 3MiH NPOTSAroM 6-Tn
MicsLiB nicns 3aTBepAYKEHHS); 3MiHa 3asBHMKA
(BnacHvka peecTpadiiiHoro nocsigyeHHs) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS)
38. | FTAPOACUN | CycCneHsist ANs iH'eKu;iit Mepk LWapn i LLiBefiuapis B1po6HMLTBO CLlA/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: - UA/13053/01/01
GARDASIL® no 0,5 mn (1 gosa) y Joywm lgea, IHK Hepo3gacoBa HigepnaHnaun 3MiHu | TUNY - 3MiHKM 3 IKOCTi. FoTOBUIA NiKapCbKUi
BAKUWHA NPOTU dhnakoHax Ne480 abo y HOI NpoAayKu,i, 3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo BBeAEHHS
BIPYCY NANIIOMIA nonepeaHLo KOHTPO/b [04aTKOBOT AiNbHULI BUPOGHMLTBA AN YaCTUHN
N ANHU (TUNIB 6, HanoBHEHMX LNpULax AKOCTi Ta a60 BCbOro BUPOGHMYOro npoLecy rotoBoro
11, 16, 18) Ne100 y KapTOHHIl nepBuUHHE nikapcbKkoro 3acoby (iHwi 3MiHn) (3asHaveHs
KBAAPUBANEHTHA | kopo6ui nakyBaHHs: dhyHKLii BUPOOHWKIB NiKapCcbKoro 3acoby
PEKOMBIHAHTHA, Mepk Wapn i BiANOBIAHO A0 3aTBEPAXEHNX MaTepiasis
IN BULK [oym Kopn., peecTpauiiiHoro gocbe) (TepMiH BBEAEHHS 3MiH:
CLUA; NPOTAroM 6 MiCALiB Bif, AaTW 3aTBEPIKEHHS);
BTOpuHHe 3MiHu | TUNY - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
nakyBaHHs, Ta thapmakoHarnsgy (iHwi 3miHn) (3miHa
[03BiN Ha rpagpivHoro ohopM/IEHHSA YNakoBOK Ha TEKCT
BMNYCK cepil: MapKyBaHHS1 3 METOI0 NPVBEAEHHS Y BIAMNOBIAHICTb
Mepk Wapn i [0 Bumor Hakasy Ned60 Big 23.07.2015) (TepmiH
Joym B.B., BBEJEHHS 3MiH - NPOTAroM 6 MicAuiB Big fatn
HigepnaHnaun 3aTBEpPKEHHS); 3MiHU | TUNy - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOIb FOTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHN)
(Nepe3atBepmxeHHss AH Ha MKA 3 meToo
npuBELEHHS Y BiANOBIAHICTb A0 BUMOT Hakasy
Ne460 Big 23.07.2015) (TepMiH BBEAEHHS 3MiH
NpoTArom 6 MicALiB 3 AaTW 3aTBEPIKEHHS)
39. | FTEBKAMEH Masbno 20ry MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis: 6e3 UA/8241/01/01
KOHTeliHepax "®ITOPAPM" "®ITODAPM" TeXHi4yHa nomuska y posgini Cknag metogais peyenma
KOHTPO/I0 SKOCTi Ha Nikapcbkuii 3acié
40. | MMKOKO3AMIHY NopoLUOK (cybCTaHuist) y BIOIBEPIKA, IcnaHist BIOIBEPIKA, IcnaHis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: - UA/11957/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
CYNb®AT MiLLKax nonieTuaeHoBmX C.AY. C.AY. 3Minu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HATPIEBA CI/lb noaBiHMX Ans HalimeHyBaHHs Ta/abo agpecu MicLs NPOBafXeHHS
BUPOGHMLTBA [isNbHOCTI BUpOOHUKa (BK/ItOYakoun, 3a
CTepUIbHUX NiKapPCbKNX HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPO/II0
dopm AKOCTI), @60 BnacHuka macTep-chaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMikHOro NPOAYyKTy, Lo
3aCTOCOBYHOTbCA Y BUPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHoOMY
nocbe, abo BUPOOHUKA HOBOI AOMOMIKHOI pEHOBUHMU
(AKLLLO 3a3HAYEHO Y A0CbE) (3MiHa Ha3BM BUPOOHUKA
A®I [noKo3amiHy cynbdiaT HaTpieBa cinb, 6e3
3MiHU Micus BUPOGHMLUTBA); 3MiHU | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa HallMeHyBaHHS
Ta/abo agpecu 3aABHMKa (B/1aCHUKa
peecTpaLiiHoro NocBigYeHHs1) (3MiHa Ha3Bu
3asBHMKa (BNacHVKa peecTpauiiHoro nNocBig4yeHHs)
41. | TNMMIOKO®DAX XR TabneTku, Mepk CaHTe c.a.c. ®paHuin Mepk CaHTe PpaHuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/3994/02/01
NPOMIOHrOBaHoI Aii, No 3MiHK | TUNY - NOAAaHHS OHOBIEHOTO cepTudikaTy peyernmom
500 mr no 15 TabneTtok y BiAgnoBigHOCTI EBponeiickbkin hapmakonei R1-CEP
6nicTepi; no 2 a6o no 4 1997-029-Rev 04 Bif 3aTBEPAXKEHOTO BUPOGHMKA
6nicTepy B KapPTOHHIiA MERCK SANTE S.A.S. fit04oi pevyoBuHu
Kopoo6Li MeTdopMiHy rigpoxnopug
42. | TNMIOTA30OH® Tabnetku no 15 mr, no TOB "KYCYM Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/11871/01/01
14 TabneTok y 6nicTtepi; PAPM" PAPM" 3Minu Il Tuny - 3MiHK Wopao 6e3nekn/eekTBHOCTI peyenmom

no 2 6nictepn y
KapTOHHI ynakoBLi; no
10 Tabnetok y 6nictepi;
no 3 6nictepn y
KapTOHHI ynakoBLi

Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n1) Ao
3060B'A3aHb Ta YMOB Buadi peectpauiiiHoro
noceifgyYeHHs, BkNtoyaroun Mnax ynpasniHHA

py3nKamu (3aCTOCyBaHHS 3MiH(1), siki(a)
BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHSA HOBUMM
[04aTKOBUM JaHUMK, L0 MatoTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
(BukoHaHHs 3060B'3aHb BiANOBIAHO A0 NiAMYHKTY
1.13 nyHKTY 1, nignyHKTy 2.3 NyHKTY 2 gogatky 15
[0 MopsAaky NpoBefeHHA ekcnepTuan
peecTpavuiiiHux MaTepiasiB Ha nikapcbki 3aco6u, Lo
NnoAaloTbCA Ha flepXaBHy peecTpadiiio
(nepepeecTpadito), a TakoX ekcnepTn3n marepianis

Npo BHECEHHS 3MiH 1O peeCTpaLiiiHnx maTepianis
NPOTAroM Ail peecTpawyiiHoro NocBig4eHHs,

3aTBepmxeHoro Hakazom MO3 Big 26.08.2005 Ne

426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
43. | TNMIOTASOH® Tabnetkun no 30 mr, No TOB "KYCYM Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/11871/01/02
14 TabneTok y 6nicTepi; PAPM" PAPM" 3minu Il Tuny - 3miHK Wopao 6e3nekn/edpeKTBHOCTI peyenmom
no 2 6nictepun y Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) o
KapTOHHIN ynakoBsLi; No 3060B'A3aHb Ta YMOB BMAaYi peecTpauiiniHoro
10 TabneTok y 6nicTepi; nocBiAYeHHs, BKoYaroun MnaH ynpaeniHHA
no 3 6nictepun y py3ukamu (3aCTOCyBaHHS 3MiH(1), ski(a)
KapTOHHI ynakosLi BMMaratTb(€) NOAASIbLLOTO 06I'PYHTYBAHHSA HOBUMM
[0[aTKOBUM AiaHMMK, Lo MatoTb HagasaTuca
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbesl
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BukoHaHHs1 3060B's13aHb BiAMOBIAHO A0 NiAMYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
[0 NopsagKy NpoBeAeHHs eKCcnepTusun
peecTpauiiHux MaTepiasiiB Ha nikapcbki 3acobu, Lo
noAaloTbCs Ha lepXxaBHy peecTpadiiio
(nepepeecTpadiio), a TakoX ekcrnepTn3n martepianis
Npo BHECEHHS 3MiH [0 peecTpauiliHnx Martepianis
NpoTAroMm fii peecTpauiiHoro NocBigYeHHs,
3aTBepmAKeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
44. | TNIOTA3SOH® Tabnetku no 45 mr, no TOB "KYCYM Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/11871/01/03
14 TabneTok y 6nicTepi; PAPM" PAPM" 3minu |l Tuny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI peyenmom
no 2 6nictepun y Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
KapTOHHIN ynakoBsLi; no 3060B'A3aHb Ta YMOB BMAaYi peecTpauiintHoro
10 TabneTok y 6nicTepi; NOCBIJYEHHSs, BKoYatoun MNnaH ynpas/iHHA
no 3 6nictepun y pv3ukamu (3aCToCyBaHHS 3MiH(1), ski(a)
KapTOHHI ynakosLii BMMaratTb(€) NOAANbLIOTO 06I'PYHTYBAHHS HOBYMM
[04aTKOBUM i@aHMMK, Lo MatloTb HagaBaTuca
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbes
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BukoHaHHSs1 3060B's13aHb BiAMOBIAHO A0 NiAMYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
[0 NopsgKy NpoBeAeHHs eKCcnepTusun
peecTpauiiHux MaTepiasiiB Ha nikapcbki 3acobu, Lo
noAaloTbCs Ha filepXaBHy peecTpadiiio
(nepepeecTpadito), a TakoX ekcrnepTu3n martepianis
Npo BHECEHHS 3MiH 10 peecTpauiiHnx MaTepianis
NpoTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepAkeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
45, | TPMNOUUNTPOH reflb HasasbHWiA, 1 Mr/r ToBapuncTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis: 6e3 UA/12577/01/01
PUHIC no5r,10r, 15 ry ty6ax 06MexeHo 06MexeHot 3MiHK | TUNY - NOAAaHHSA OHOBNEHOTO cepTudikaTy peyenma
Ne 1 BiANOBIAALHICTIO BiANOBIAA/bHI Bifl Y)Ke 3aTBEP)KEHOro BUPOOHMKA; CYNyTHA 3MiHa:
"hapMaueBTUYHA CTHo 3MiHa y mapameTpax cneumdikauiin Ta/abo
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo
20

nocsioYeHHs1

46.

rPMNOUNTPOH

KOMMaHis
"3p0pos'a"

"®apmauesTu
YyHa KOMMaHist
"3popos'a”

[ONYCTUMUX MEX, BUSHAYeHNX y crneumdikalisx Ha
A®I, abo BUXIgHWIA/NPOMDKHUIA NPOAYKT/peareHT,
LLI0 BMKOPUCTOBYHOTLCA Y NPOLIeCi BUPOOHNLTBA
A®I; cynyTHA 3miHa - 3MiHa y MeTofax
BMNpobyBaHHA APl abo BMXigHOTO
mMatepiany/npomMiKHOro NPoAyKTy/peareHTy, LWo
BMKOPWCTOBYETbLCA Y NpoLieci BUpo6HuuTea AdP| —
noAaHo OHOB/IEHUIA cepTuddikaT BiANoBigHOCTI ED
No. R1-CEP 2006-286-Rev 01 ans gitoyoi
PEYOBUHY Bif, 3aTBEPAXKEHOr0 BUPOGHMKA 3i 3MiHOHO
HaliMeHyBaHHS Ta YTOYHEHHAM afpecy BUPOGHUKa,
K HACNifoK, 3MiHWM B cneyudikauii Ta metTogax
BXiZJHOrO KOHTPOJI0 3a NOKa3HWUKOM «3asInLLIKOBa
KiNIbKICTb OpraHiuHMX PO3YMHHWMKIB»; 3MiHK | TRy -
noJiaHHs OHOBJIEHOrO cepTuddikaty Big yxe
3aTBEPKEHOr0 BUPOOHMKA; CYyNyTHA 3MiHa: 3MiHa Y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HaYeHux y cneumdikauisax Ha Ad®l, abo
BUXIAHWA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTBCSA Y npoueci BupobHuutea Adl;
CYNyTHSA 3MiHa: 3MiHa Y MeToJax BUNpo6yBaHHs
A®| abo BuxigHOro matepiany/npoMixXHOro
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoteci BUpo6bHuUTBa APl — N0oAaHO OHOBNEHUIA
cepTtudiikat BignosigHocTi €E® No. R1-CEP 2008-
255-Rev 02 ans Aitlo4oi peyoBrHY Bif,
3aTBEPAKEHOIO BUPOBHMKA 3 YTOYHEHHSM
HallMeHyBaHHS Ta agpecu BUPOOHWKa, i SK
Hacnigok 3MiHM B cneuudikauii Ta MeTogax
BXiZJHOTO KOHTPOJI0 3@ NOKa3HWUKOM «3asnLLIKOBa
KiNIbKICTb OpraHiuHMX PO3UNHHMKIB»; 3MiHK | TRy -
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y
BignoBigHICTb A0 MoHorpadii 4PY a6o
€sponelicbkoi hapmakonei, abo iHwWoT
HaLjioHanbHOT chapmakonei aepxasu E€C (3miHa y
creuungikauisx, nos'a3aHa 3i 3amiHamy B IdY, a6o
€Bponeickkiin hapmakonei, abo iHLwWil
HaLjoHasbHIl chapmakonei gepxasu €C); cynyTHs
3MiHa: 3MiHa y meTogax BunpobysaHHA AP abo
BMXiAHOr0 Martepiany/npomikHOro
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea APl

DOPTE

NOPOLLOK A/15
0pa/IbHOro Po34mHy No
4,0 r B nakeTi; no 10
NakeTiB Y KAPTOHHIl

ToBapucTso 3
06MexeHo
BiANOBIAANBLHICTIO
"PapmaueBTnyHa

Ykpaina

ToBapucTBO 3
06MexeHot
BignoBigasbHI
CTH

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais:
3MiHM | TUNY - NOAAaHHA HOBOTO cepTudiikaty Big
BXe 3aTBepAKeHOro BUPOBHYMKa; CynyTHA 3MiHa:

3MiHa y napameTpax cneumdikauiin Ta/abo

6e3
peyenma

UA/1470/01/02
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
Kopoo6Li KOMMaHis "®apmauesTu [ONYCTUMUX MEX, BUSHAYeHNX y crneumdikalisx Ha
"3popos'a" YyHa KOMMNaHisi A®I, abo BUXIgHWIA/NPOMDKHUIA NPOAYKT/peareHT,
"3popos'a”

LLIO0 BUKOPUCTOBYHOTLCA Y NpoLeci BUpobHuuTBa AdI
- 3MiHa y MeTogax BunpobysaHHsa APl abo
BMXigHOro Martepiany/npomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuutea API (iHwi 3MiHM y meTogax
BMNpoOyBaHHA (BK/IOYaloum 3amiHy abo
[0NoBHEHHs)) APl abo BMXiAHOrO/NMPOMIXHOIO
npoaykTy) - NoAaHHsA cepTuddikaTy BifgnoBigHOCTI
€0 No. RO-CEP 2015-030-Rev 00 ans gitouoi
peyoBUHU heHipaMiHy Masieart Bif, 3aTBEpAKEHOro
BMPOGHMKA 3 YTOUHEHHAM Ha3BW Ta afpecu
BMPOGHUWKA i IK HACNiAOK NPYBEAEHHS cneumndikawi
Ta METOZB BXiAHOr0 KOHTPO/IIO 3a NOKAa3HUKOM
«3a/TIMLLKOBI KifIbKOCTi OPraHiYHNX PO3UNHHUKIB»
3rigHo npeactasnieHoro CEP; 3MiHu | TURY - 3MiHK,
noB'sA3aHi 3 HEOOXIAHICTIO NPYBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoTi
HauioHasbHOT hapmakonel gepxasun €C (3MiHa y
cneumdikauisix, nos'asaHa 3i amiHamu B 4dY, abo
€Bponeiicbkili hapmakonei, abo iHLwii
HaLjioHanbHili hapmakonei gepxasu €C); cynyTHs
3MiHa: 3MiHa y meTogax BunpobysaHHsa APl abo
BMXigHOro Martepiany/npomiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea A®I (iHwi 3MiHM Yy meTogax
BMNpoOyBaHHA (BK/IOYaoum 3amiHy abo
[0NoBHEHHs)) APl abo BMXiAHOrO/MPOMIXHOIO
NpoaykTy) — NpuBeAEHHs cneundikauii Ta metoais
BXiIHOr0 KOHTPO/IIO Ha Aitody peyoBuHY heHipamiHy
Manearty y BiAMNOBIAHICTb 40O BUMOT MOHOrpadii
«Pheniramine maleate» EP 1a i®Y; 3minu Il Tuny -
3MiHa BMPO6HUKa BUXiZAHOro/NpoOMKHOrO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npoueci A®l, abo 3miHa BUPOGHUKa
(BKTtovatoun, fie Heob6XigHO, MicLle MPOBeAEHHS
KOHTpONIO siKOCTi) ADI (3a BiACYTHOCTI cepTudiikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEPAXEHOMY [OCLE)(BBEAEHHS HOBOIO
BMPOGHUMKa A®| 3 HaaHHAM MacTep-haiina Ha
A®I); cynyTHA 3MmiHa: 3MiHa y napameTpax
cneuudikauin Ta/abo AONYCTUMKX MEX,
BU3Ha4YeHUX y cneuudpikauisx Ha Adl, abo

BMXIAHWA/NPOMIXXHMIA NPOAYKT/peareHxT, Lo
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
BMKOPVCTOBYIOTbCSA Y Npoueci BupobHuytea Adl;
3MiHa y meTogax BunpobysBaHHs Adl abo BrXigHOro
mMatepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoLieci BupobHuutea AdI
(iHWi 3mMiHM y MeToaax BUNPoOyBaHHSA (BK/IOYAKOUM
3amiHy abo fonoBHeHHS) A®| a6o
BWXiAHOr0/MPOMIXHOrO NPOAYKTY) — BBEAEHHS
HOBOrO BMPO6GHMKa Ail040i peYoBUHY heHipamiHy
Masieaty 3 HaflaHHsIM MacTep-chaiina i ik Hac/ifoK
npuseaeHHs cneuudikalii Ta MeToAiB BXiAHOroO
KOHTPOJIIO Ha 3a3HaueHy [iloyy peyoBuHY 3a
NOKa3HWKOM «3a/INLLKOBA KiNbKICTb OpraHiuHmnx
PO3YMHHVKIB» 10 MaTepiasiiB BUPOOHMKa
47. | BALUENTOH® PO34uH NS iH'ekLin abo EBEP Heiipo ABCTpIs BiAnoBsigasibHn ABcTpis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/14381/01/01
iHcpysii, 10 mr/mn no 5 $apma M'm6X i 3a BUNYyCK HimeyunHa 3MiHKM | TUNY - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peuenmom
mn (50 mr) B amnyni; no cepii: EBEP Ta chapmakoHarnsagy. BeegeHHs abo 3miHv o
10 amnyn y KapTOHHiiA Helipo ®apma y3arasibHeHNX JaHnx nNpo cucTemy
KopoobLi vm6X, hapmakoHarnsay (BBeAeHHS y3araslbHEHUX AaHUX
ABCTPiIS; npo cuctemy hapmakoHarnsgy, smiHa
BiAnoBsiganbHn YNOBHOBaXEHOI 0co6w, BiANOBiAaIbHOT 3a
n3a 34ilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
BMPOGHMLTBO, thapmakoHarnsgy 3asiBHUKa Ans 34iCHEHHS
nepBrHHe Ta thapmakoHarnagy B YKpaiHi, AKLLO0 BOHA BigMiHHA
BTOPVHHE Bif, yNOBHOBaXKeHOT 0co6Mu, BiANOBiAa1bHOI 3a
nakyBaHHs, 3ilicHeHHs chapmakoHarniagy (Bkovaroun
KOHTPO/1b KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
SAKOCTI: thaiina cuctemun chapmakoHarnsgy) - Airoua
XamesnbH pefakuisi: KOHTakTHa ocoba BignoBigasibHa 3a
hapmMacboTika thapmakoHarnag Mopobeub Onekciii Mukonanosuy.
N3 rM6X, MponoHoBaHa pefakLis: KOHTakTHa ocoba
HimeuyunHa BignoBigasibHa 3a papmakoHarnsg Nueosapos
Bnagucnas OneroBuy. 3miHa KOHTaKTHUX AaHNX
48. | DEKCAMETA3OH Tabnetku no 0,5 mr, no ToBapucTso 3 YKpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a UA/5274/01/01
10 TabneTok y 06MEXEHO BMPO6GHMLTBA, 3MiHun Il TMny - 3MiHK Wo[0 6e3nekn/ePeKTUBHOCTI peyenmom
6nictepax; no 1 abo 5 BiANOBIAA/ILHICTIO KOHTPO/1b Ta (papmakoHarnsgy. BHeceHHst abo 3miHa(un) oo
6nicTepis y kopobu,i 3 "[locnifHWiA 3aBof, AKOCTI, BUMYCK 3060B'sI3aHb Ta YMOB Bujaudi peectpauiiiHoro
KapTOHY "rTHUNC" cepit: NOCBIAYEHHS], BKOYatoun MnaH ynpas/iHHA
ToBapucTBO 3 py3nkamu (3aCToCyBaHHS 3MiH(1), ski(a)
0bMexeHo BMMaraTb(€) NOJasIbLIOTO 06I'PYHTYBAHHSA HOBYMM
BiNOBIAabHI [00aTKOBUM Ai@aHNMK, L0 MatoTb HagasaTucs
CTIo KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCsl
"LocnigHnii CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
3aBog " (BrKOHaHHS 3060B'A3aHb BigNOBIAHO A0 MiAMYHKTY
rHUnC, 1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
YKpaiHa,; 0o MNopsaky NnpoBefieHHsA ekcnepTusmn

BCi cTagii

peecTpauiiiHiX MaTepiasiiB Ha Jlikapcbki 3acobu, Lo
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
BMPOGHMLITBA, noAalTbCs Ha AePXaBHY peecTpaviio
KOHTpPO/Tb (nepepeecTpauito), a TakoXx ekcnepT3n Martepianis
SAKOCTI, BUNYCK NpO BHECEHHS 3MiH 10 peecTpauiliHnx MaTepianis
cepii: NPOTAroMm fjii peecTpauiiHoro NocBigYeHHs,
ToBapucTBO 3 3aTBepMAxeHoro Hakasom MO3 Big 26.08.2005 Ne
06MEeXeHO 426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
BiANOBIAA/bHI 460)
CTI0
"®apmaueBTun
YHa KoMnaHis
"3popos'a”,
YKpaiHa
49. | APAMIHA® Tabnetkn no 50 mr no 5 AapaH XopsarTis ApnpaH Xopsartis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 6e3 UA/8430/01/01
a6o no 10 Tabnetok y [aneHcbkuii [aneHcbkuit 3MiHu Il Tuny - 3MiHa BUPOGHKKa peyenma
6nictepi; no 1 6nictepy Na6opaTopiit 4.4, Na6opartopiii BUXIAHOTO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
Y KapTOHHIli KopoobLi a.4. BMKOPUCTOBYHOTbCSA Y BUPOOHMYOMY npoueci AdI,
abo 3miHa BUpOoGHYKa (BKIOUakoun, ge HeobxigHo,
MicLle NpoBeAEeHHS KOHTPO AkocTi) AdI (3a
BiICYTHOCTI cepTudpikata BignoBigHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaXeHoOMy
[ocbe)(BBEAEHHS HOBOro BUPOGHMKa APl 3
HaJaHHAM MacTep-haiina Ha Adl) - BBeAEHHS
[oaatkoBoro BupobHuka A®l, sknii 6ys
3aTBEPMKEHNI B OPUTiHANIbHUX MaTepianax
peecTpaLinHOro 40Cbe
50. | AYO®I/IM PO34mH HawwkipHuii no 15 | FnakcoCmiTKnsiiH Benuvka Crichen IpnaHgis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/6634/01/01
My dhnakoHi, no 1 KoHcbiomep BpuTtaHis Na6opaTopi3 3Minu Il Tuny - 3MiHK Wopao 6e3nekn/eekTBHOCTI peyenma
dnakoHy i3 Xenckep (FOK) (IpnaHgis) Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n1) Ao
NNaCcTUKOBOK KPULLIKOKO TpelgiHr NimiTeq, nra. 3060B'A3aHb Ta YMOB Buauvi peecTpauiiiHoro
Ta npuefHaHNM Ao Hel noceifgyYeHHs, BkNtoyaroun Mnax ynpasniHHA
NEH3/IMKOM B KapPTOHHIA py3nKamu (3aCTOCyBaHHS 3MiH(1), siki(a)
KOpooLi BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHSA HOBUMM
[04aTKOBUM JaHUMK, L0 MatoTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
(BukoHaHHs 3060B'3aHb BiANOBIAHO A0 NiAMYHKTY
2.3 NyHKTY 2 popatky 15 go MNopsaky npoBefeHHs
eKcnepTu3n peecTpauiiHnx MaTepianis Ha
nikapcbKi 3acobu, Lo NoAalnTbCs Ha AepxasHy
peecTpauito (nepepeecTpawito), a Takox
eKcrnepTm3n MaTepiasiiB Npo BHECEHHSA 3MiH [0
peecTpaLiiiHix maTepianis NpoTArom Al
peecTpauiniHOro NoCBiAYEHHS, 3aTBEPAYKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460)
51. | EHEAC Tabnetkn no 10 Ddeppep IcnaHist deppep Icnanis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a UA/10389/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

TabneTtok y 6nictepi; no
3 6nicTepun y KapTOHHii
KopoobLi

IHTepHauioHasb,
C.A.

IHTepHauioHan
b, C.A.

3MiHW | TUny - 3MiHK Woao 6e3neku/ehekTnBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3arasibHeHNX faHnx Npo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOI 0c06M, BignoBiganbHoI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
hapmakoHarnsgy 3asiBHUKa 415 34iICHEHHS
hapmakoHarnagy B YKpaiHi, SKLLLO BOHa BigMiHHa
Bifl yNOBHOB&aXXeHOI 0cobMu, BiANOBifa/IbHOT 3a
3[jicHeHHs1 hapMakoHariaay (BkIyatoum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - Jdirova
pefakuisi: KOHTaKTHa ocoba BignoBifasbHa 3a
thapmakoHarnag Copokonetosa Anna bopuciBHa.
MponoHoBaHa pefakuis: KOHTakTHa ocoba
BiAnoBigasibHa 3a dhapmakoHarnag Kyuma
Bonogumup OnekcaHApoBMY. 3MiHA KOHTaKTHUX
[aHnx

peyenmom

52.

EHUE®ABON®

cycneHsis gns
nepopasibHOro
3acTocyBaHHs, 80,5 mr/5
M1 no 200 mn (4r1)y
donakoHi; o 1 dpakoHy
B KAPTOHHIli Kopobu,i

Mepk KlM'aA

HimeuunHa

Mepk KlraA i
Ko. Bepk
LWnitTanb

ABCTpif

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu Il Tuny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta thapmakoHarnagy. 3MiHu y KOpoTkiii
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUiT AN MefUYHOro
3aCTOCYBaHHS Y 3B'A3KY i3 HOBYMM AaHUMU 3 SKOCTI,
OOKMIHIYHUMM, KNIHIYHAMW JaHUMK Ta faHuMn 3
hapmakoHarnagy (3MiHM BHECEHO A0 IHCTPyKU,iT
0151 MeQUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby
[0 po3ainiB "®apmakosioriyHi BNacTuBocCTi”,
"MpoTunokasaHHA", "OcobAMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHS y nepiog BariTHOCTi abo rogyBaHHsA
rpyaaro”, "34artHicTb BNAMBATY Ha LUBUAOKICTb
peaxLii npyn kepyBaHHi aBToTpaHcnopTom abo
iHLWMMKX MexaHizmamm”, "Cnocib 3aCTOCyBaHHSA Ta
[031" (BoNoBHEHMI iHChopMaL,iel0 CTOCOBHO
[03yBaHHSA Aitam), "Aitn", "MepenosysaHHsa",
"Mo6iuHi peakuii") (TepMiH BBEAEHHS 3MiH
NPOTArom 3-X MICALB Nic/1A 3aTBePKEHHSR); 3MiHN
Il Tuny - 3miHn Wwoao 6e3nekn/edhekTBHOCTI Ta
hapmakoHarnsgy. 3MiHu y TepaneBTUYHNX
nokasaHHsX (4ofasaHHA HOBOro TepaneBTUYHOro
nokasaHHs abo 3MiHa y 3aTBepAKEeHOMY MoKa3aHHi)
(3miHn BHeceHo [0 IHCTpyKLi 415 MeguyHoro
3aCTOCYyBaHHSA MiKapcbKkoro 3acoby A0 po3ainy
"Moka3aHHA") (TepMiH BBEAEHHS 3MiH NPOTATOM 3-X
MicsLIiB Mic/1sA 3aTBEPKEHHS)

3a
peyenmom

UA/8031/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
53. | ECNOTUH TabneTkn, BKpUTI YOPNLA TypeuunHa YOPNA TypeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 6e3 UA/16357/01/01
NNiBKOBOIO 060/I0HKOIO, MEAVLWH INAY MEANLUNH 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenma
no 5 mr; no 10 Tabnetok CAH. BE TIQX. INAY CAH. BE HallMeHyBaHHs Ta/abo agpecy 3asiBHVKa (B1lacHMKa
y 6nictepi; no 1, 2 abo 3 A.LL. TIIK. A.LL. peecTpauinHoro noceigyeHHs) (3miHa agpecu
6nicTepy B KapTOHHIi 3asBHUKa (BNacHyKa peecTpauiiHoro nocBig4yeHHs)
Kopobui
54. | EBPOPAMINPUN H Tabnetku, 10 mr/12,5 mr TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/13528/01/01
10 no 20 TabneTok y Crapt" Crapt” 3MiHK | TUNY - 3MiHW [0 IHCTPYKLUiT 4519 MeANYHOro peyenmom
6nictepi; no 1 6nictepy 3aCTOCYBaHHSA y po3ainu: "®apmakonoriyHi
y nauui 3 KapToHy BNacCTMBOCTI", "B3aeMogisi 3 iHLUMMU JliKapCbKUMMN
3aco6amu Ta iHWi Buan B3aemogiin”, "Ocob6amBocCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta 403Kn"
(yTouHeHHs), "MobiuHi peakwyii" BignoBsigHO A0
iH(hopMaUiT WoA0 MeAUYHOro 3aCTOCyBaHHsA
pedrepeHTHOro nikapcbkoro 3acoby (TPUTALLE
MNKOC® 10 mr/12,5 mr , TabneTkn). BBegeHHsA
3MiH npoTarom 3-xX MicsLiB nicnsa 3aTtBepAKeHHSA
55. | EBPOPAMINPUNH5 | Ttabnetku, 5 mr/12,5 mr TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/13529/01/01
no 20 TabneTok y Crapt" Crapt" 3MiHK | TUMY - 3MiHW [0 IHCTPYKLiT 4519 MegnMYHoro peyenmom
6nicTepi; no 1 6nictepy 3aCTOCYBaHHA y po3ainu: "®apmakonoriyHi
y nauLi 3 KapToHy BNacTUBOCTI","B3aeMOfis 3 iHLUMMU NliKapCbKUMU
3acob6amu Ta iHWi Buan B3aemogiin”, "Ocob6amBocCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHsi Ta fo3un"
(yTouHeHHs), "MobiuHi peakwyii" BignoBsigHO Ao
iHhopMaLii WoA0 MeaNYHOro 3aCTOCYBaHHS
pedhepeHTHOro nikapcekoro 3acoby (TPUTALIE
MNJOC® 5 mr/12,5 mr, TabneTkn). BBefeHHA 3MiH
NpPoTArom 3-X MicsiLiB nicnsa 3aTBepKeHHsA
56. | 3IHHAT™ TabneTkun, BKpUTI nakcoCmiTKnsiiH Cnony4yeHe "nakco Benvka BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/5509/02/01
060/10HKO0, NO 125 wmr, Ekcnopt Jlimiteg, KoponiscTBo OnepefiwHe BputaHis 3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenmom
no 10 TabneTok y HOK Nimiteq Ta dpapmakoHarnsagy. 3mMiHu y TepaneBTUYHNX
6nictepi; no 1 6nictepy nokKasaHHsX (BW1y4eHHs1 TepaneBTUYHOro
B KOPOOGLIi 3 KApPTOHY nokasaHHs) (3MiHv [0 IHCTPYKLUii y po3ainu:
"MokasaHHsa". FK HacNiA0K 3MiHW BHECEHI Y po34in
"Cnoci6 3acTocyBaHHA Ta f03u"); 3MiHu Il Tuny -
3MiHM Wopao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHM y TepaneBTUUHUX
nokasaHHsX (fofaBaHHs HOBOTO TepaneBTUYHOro
nokasaHHs abo 3MiHa y 3aTBEP)KEHOMY NOKa3aHHI)
(3miHn go iHCTpyKUiT y po3ginu: "lMNoka3aHHsA". Ak
Hacnifok 3MiHW BHeceHi y po3ginu: "Cnocio
3acTocyBaHHsa Ta go3u", "[iTn" (yTOYHEeHHS)
57. | 3IHHAT™ TabneTku, BKpUTI nakcoCmiTKnsaiiH CnonyyeHe nakco Benuka BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/5509/02/02
060/10HKOH0, 10 250 M, Ekcnopt NimiTeq, KoponiscTBo OnepefiwHe BpuTaHin 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peuenmom
no 10 TabneTok y IOK Nimiteq Ta hapmakoHarnsagy. 3mMiHu y TepaneBTUYHNX

6nicTepi; no 1 6nictepy

NoKasaHHAX (BVII'Iy‘-IeHHFI TepanesTn4yHoro
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

B KOpPOOLi 3 KAPTOHY

nokasaHHs) (3MiHv 4o IHCTPYKLUii y po3ainu:
"MokaszaHHsa". FK HacNiAoK 3MiHWM BHECEHI Y po3ain
"Cnoci6 3acTtocyBaHHs Ta fo3u"); 3Mium Il Tuny -
3MiHM Wwopao 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy. 3MiHM y TepaneBTUUHUX
nokasaHHsX (fofaBaHHs HOBOTO TepaneBTUYHOro
nokasaHHs abo 3MiHa y 3aTBEP)KEHOMY NOKa3aHHI)
(3miHn fo iHCTpyKUiT y po3ginu: "MNoka3aHHsA". Ak
HacnifokK 3MiHW BHeceHi y po3ginu: "Cnocio
3acTocyBaHHsa Ta gosu", "[iTn" (yTOYHeHHs)

58.

SIHHAT™

TabneTku, BKpUTI
060/10HKO10, No 500 mr,
no 10 TabneTtok y
6nicTepi; no 1 6nictepy
B KOpPOO6Li 3 KAPTOHY

nakcoCmiTKnsiiH
Ekcnopt NimiTeq,

Cnony4yeHe
KoponiscTBo

nakco
OnepefiwHe
HOK NimiTepq,

Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHuM | TUNY - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta papmakoHarnsagy. 3mMiHu y TepaneBTUYHNX
nokasaHHsX (BUlyYeHHs TepaneBTUYHOro
nokasaHHs) (3MiHV [0 IHCTPYKUIi y po3ginu:
"MokasaHHsa". FK HacNiA0K 3MiHW BHECEHI Y po3ain
"Cnoci6 3acTocyBaHHA Ta fo3u"); 3MiHu Il Tuny -
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y TepaneBTUYHMX
nokasaHHsX (fofaBaHHS HOBOTO TepaneBTUYHOro
nokasaHHs abo 3MiHa y 3aTBepAKEHOMY MoKa3aHHi)
(3miHn go iHCTPYKUiT y po3ginu: "Moka3aHHsA". Ak
HacnifoK 3MiHM BHECEHi y po3ainu: "Cnoci6
3acTocyBaHHA Ta go3un”, "Aitn" (yToYHEeHHs)

3a
peyenmom

UA/5509/02/03

59.

30/TI0TOTUCAYHUK
A TPABA

TpaBa (cybcTaHuis) B
MiLLKax, TIoKax a1
BMPOGHULTBA
HecTepusbHNX
niKkapcbknx hopm

MpAT "“NikTpasn"

YkpaiHa

MpAT
"NikTpasun"

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis:
3MiHM | TUNYy - 3MiHa y MeToAax BunpobysaHHs Ad|
abo BMXigHOro martepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoveci BupobHuutea A®I (iHwi 3MiHM Yy MeTogax
BMNpobyBaHHA (BK/IOYauM 3amiHy abo
[0NOBHEHHS) A®| abo BMXiAHOTO/MPOMIXKHOTO
nNpoaykKTy); 3MiHu Il Tuny - 3mMiHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HA4YeHUX y cneyudpikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTbCA Y npoueci BUpobHuytea AdI -
BHECEeHHS 3MiH A0 Cneyudpikauii, K HacnigoK,
BHECEHHS 3MiH [0 MEeTOZIB KOHTPOIOA AKOCTI Ta p.
«Cknag»

UA/8245/01/01

60.

30/TI0TOTUCAYHUK
A TPABA

TpaBa no 75 1y naykax 3
BHYTPILLUHIM NakeToMm; no
1,5 ry pinbTp-naketax
Ne 20 B nauui abo B
nauui 3 BHYTPILHIM
nakeTom

MpAT "NMikTpasu”

YkpaiHa

MpAT
"NikTpasun"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLliiHux maTepiasis:
3MiHuM | TUNY - 3MiHa Yy MeTofax BUNpobyBaHHS
rOTOBOrO /1iKapCbKOro 3acoby; 3miHu | Tuny - 3MiHK
oo 6e3nekn/edeKTUBHOCTI Ta dapmakoHarnsagy
— BHECEHHs 3MiH fo CneuudikaLii, K Hacnigok
BHECEHHS 3MiH 0 METOZIB KOHTPOIOA SKOCTI Ta p.
«Cknag»; 3miHu |l Tuny - 3miHa napameTpis

6e3
peyenma

UA/8472/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
cneuudikavin Ta/abo fonycTMMNX MEX roToBOro
nikapcbKoro 3acoby - 3MiHa rpadiyHoro
0(hOpMNIEHHSI NEPBUHHOI Ta BTOPUHHOI YNakoBOK Ha
MapKyBaHHA NMepPBUHHOT Ta BTOPVHHOI YNAaKOBOK, 3
BiANOBIAHOI 3aMiHO p. «[padhiyHe odhopmMIeHHS
yNakoBOK» Ha p. «MapkyBaHHs» y MKA nikapcbkoro
3acoby. BBegeHHsA 3MiH npoTArom 3-x micauis
nicnsa 3aTBepKeHHs
61. | 30/ITTOHAP PO34nH aNs iHdysii, 5 yopna TypeyuunHa loon lnay TypeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/14630/01/01
mr/100 mn, no 100 mny MEAVUWH IN1AY [Jonym CaH. 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
chnakoHi; no 1 dpnakoHy CAH. BE TIQX. Be Timk. A.LL. HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BacHuKa
B KapTOHHIi kopobui A.LL. peecTpauiiiHoro noceigyeHHs) (3miHa agpecu
3asBHUKA (BNacHVKa peecTpauiiHoro nNocBig4yeHHs)
62. | 30UED TabneTku, BKPUTI Ankem IHais Ankem IHais BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/4091/01/01
NAiBKOBOK 060/I0HKOIO, Na6opaTopis N14 Na6opaTopi3 3MiHn | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 500 mr, no 6 a6o 10 nTg, HaliMeHyBaHHA Ta/abo agpecun MicLa NPOBamKeHHs
TabneTok y 6nictepi; no [isnbHOCTI BUpo6HMKa/iMnopTepa roToBoro
1 6nicTepy y KapTOHHii niKkapcbKoro 3acoby, BKIOUAKUM AifTbHULI BUNYCKY
ynakoBLj cepii abo micLe NpoBeAEeHHS KOHTPOJTHO SKOCTI.
(misnbHicTb, 3a Ky BignoBigae BUpoGHMK/iMnopTep,
BK/HOHAIOUM BUNYCK cepiit) (3MiHa agpecy
BMPOGHUKA, 6€3 3MiHM MicLsi BAPOBHULITBA)
63. | IHOAN® Kancynu no 2,5 mr no 10 MPO.MEA.LC Yecbka BVMPOGHMLTBO Yecbka BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/4237/01/01
Kancyn y 6nictepi; no 3 Mpara a.c. Pecny6nika 3a MOBHUM Pecny6nika 3MiHu | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BY peyenmom
6nicTepy B KapTOHHIiA LMKIIOM, nikapcbkoro 3acoby - 3MiHa TopriBesibHOi Ha3Bm /13
KopoobLi BMNYCK cepil: (6yno - IHOAM) (TepMiH BBEAEHHSA 3MiH NPOTArOM
MPO.MEA.LIC 6-TW MicALiB Nicns 3aTBEpAKEHHS); 3MiHK | TNy -
Mpara a.c., AZMiHICTpaTWBHI 3MiHU. 3MiHa HaliMEeHyBaHHS
Yecbka Ta/abo agpecu 3anBHMKa (BNacHUKa
Pecnyb6nika; peecTpauiiiHoro nocBigYeHHst) (3MiHa agpecu Ta
NepBUHHE i Ha3Bu 3asBHKKa) (TepMiH BBEEHHS 3MiH MPOTArom
BTOPVHHE 6-T1 MicsALIB nicNsA 3aTBEPKEHHS); 3MiHK | TNy -
nakyBaHHs: AAMiHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
CBYC dapma Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
a.c., Uecbka BUPOGHMKa/iMnopTepa roToBoro J1ikapcbkoro
Pecny6nika; 3aco6by, BKIKYaKUM AiNbHALL BUNYCKy cepii abo
NepBUHHE i MicL,e NpOBeAEHHS KOHTPOJTI0 AKOCTI. (AIS/IbHICTb,
BTOPVHHE 3a AKy BiAnoBigae BUPOOHUK/iMIoOpTep, BKIOYA0UU
nakyBaHHs: BUMYyCK cepili) (3MiHa afgpecy Ta Ha3BW BUPOOHMKaA
KOO®APMA MPO.MEA.LC Mpara a.c., Yecbka Pecnybnika, 6e3
c.p.o., Yecbka 3MiHU MicuA BUPOBHMLTBA:
Pecny6nika 3arBepmxeHo: NMPO.MEA.LC Mpara a.T., Yecbka
Pecny6nika) (TepmiH BBEAEHHS 3MiH NPOTArom 6-Tu
MicsALiB Nicnsa 3aTBepAKEHHS)
64. | IHCYDOP TabneTkun, BKpUTI YOPNLA TypeuunHa Inko lnay CaH. TypeyunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/14631/01/01
NNiBKOBO 060/I0HKOI0, MEANLH 1TAY Be Timk. A.LL. 3MiHM | TMNY - AOMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
no 850 mr no 15 CAH. BE TIQX. HalilmeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHuka
TabneTok y 6nictepi; no A.LL. peecTpaujiiiHoro noceigyeHHs) (3miHa agpecu
2 abo 4 6nictepn y 3asBHUKA (BNacHMKa peecTpauiiHoro nocBig4eHHs!)
KapTOHHI kopo6uj; no
15 Tabnetok y 6ricTepi;
no 6 6nictepis y
KapTOHHI Kopoo6Lli
65. | IHCY®OP TabneTku, BKpUTI yopna TypeyunHa Inko lnay CaH. TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/14631/01/03
NNiBKOBOIO 060/TI0HKOIO, MEAVLUWVH INAY Be Timk. A.LL. 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
no 500 mr no 15 CAH. BE TIQX. HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHuka
TabneTok y 6nictepi; no A.LL. peecTpaujiiiHoro noceigueHHs) (3miHa agpecu
2 abo 4 6nictepn y 3asBHUKA (BNacHMKa peecTpauiiHoro nNocBigYeHHs!)
KapTOHHI kopobuj; no
15 TabneTok y 6nicTepi;
no 6 6nictepis y
KapTOHHI Kopoo6Lli
66. | IHCY®OP TabneTku, BKPUTI yopna TypeyuunHa Inko lnay CaH. TypeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/14631/01/02
NAiBKOBOK 060/I0HKOIO, MEAVLWH ITAY Be Tigx. A.LL. 3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 1000 wmr; no 10 CAH. BE TIQX. HaliMeHyBaHHS Ta/abo agpecu 3asBHUKA (BlaCHUKaA
TabneTok y 6nictepi; no A.LL. peecTpauiiiHoro nocigyeHHs) (3miHa agpecu
3 6nicTepu y KapTOHHIl 3asBHUKA (B1ACHMKa peecTpaLiiiHOro NocBigYeHHs)
Kopo6ui; no 10 TabneTok
y 6nicTepi; no 6 abo 9
6nicTepiB y KApPTOHHIi
Kopo6ui
67. | IH®P/IAPAKC Masb no 15ra6o 25, ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/10175/01/01
abo 50r,a60 100 ry 06MeXeHot obmexeHo 3MiHW | TUMY - BUNYYEHHA BUPOOHNYOT AiNbHULL peyenmom
Ty6i; no 1 Ty6i y BiANOBiAA/IbHICTIO BignoBiga/IbHi (Brntovaroun ginbHNL ans A®l, IpoMiXXHOro
KapTOHHI KOpooLi "papmMaueBTUYHA CTIo npoaykTy abo roToBOro Nikapcbkoro 3acooy,
KOMMaHis "®apmauesTu AiNbHULI ANA NPOBEAEHHSA NakKyBaHHS, BUPOOHYKa,
"3popos's" YyHa KOMMaHis BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
"3popos'a” NpoBeAeHHS KOHTPOI0 cepil) abo noctavyanbHUKa

BVXiHOTO Matepiany, peareHTy abo AonoMiXHOT
PEYOoBMHM (SKLLLO 3a3HAYEHO Y [OCLE); CYMyTHS
3MiHa: 3MiHa y NnapameTpax crneuudikauii Ta/abo
[ONYCTUMUX MEX, BUSHAYEHNX y creumdikalisx Ha
A®I, abo BUXIgHWIA/NPOMDKHUIA NPOAYKT/peareHT,
LLI0 BUKOPUCTOBYHOTLCS Y NPOLLeCi BUPOGHMLTBA ADI
- BUTyYeHHS 3aTBep)KEHOro BUPo6HuKa AdI
HiMecynigy, SK Hac/iAoK, BUyYEHO NOKa3HUK
«3a/INLLKOBA KiNbKICTb OpraHiyHNX PO34NHHUKIB» 3
BiANOBIAHWM METOA0M KOHTPOJIHO AKOCTI, LLIO
KOHTPO/IOKOTLCA 3ri4HO HOPMATUBHUX JOKYMEHTIB
[aHoro BUpo6HKKa, 3i cneuudikauii AdI
Himecynigy; 3MiHu | Tuny - 3mMiHa Ha3BW Ta agpecu
MicLie3HaxoMKeHHs1 BUpobHuka A®I Himecyainy;
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo
20

nocsioYeHHs1

3MiHW | TUMy - 3MiHKW, NOB'A3aHi 3 HEOBXiAHICTIO
npuBefeHHs y BiANOBIAHICTb A0 MoHorpadii Y
abo €ponelicbkoi hapmakonei, abo iHWwoT
HauioHasbHOT hapmakonei gepxasun €C (3miHa y
cneumdikauisix, noB'aA3aHa 3i 3miHamu B JdY, abo
€Bponeiicbkili hapmakonei, abo iHLwi
HavjioHasbHIl thapmakonei gepxasun €C); cynyTHA
3MiHa: 3MiHa y MeToAax BunpobysaHHsA A®l abo
BUXIZAHOrO MaTepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSH Y
npoueci BupobHuutea A®I (iHwi 3MiHM y meTogax
BUNpOBYyBaHHSA (BK/OHAKUM 3aMiHy abo
[0NoBHEHHRA) AdD| abo BYXiAHOro/NPOMIKHOrO
NpoAyKTY); 3MiHu Il TMny - 3MiHa BUPOGHMKa
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHMYOMY npoueci AdI,
abo 3miHa BUpoGHYKa (BKoUakun, ge HeobxigHo,
MicLile NpoBeAEeHHS KOHTPO AkocTi) AdI (3a
BiICYTHOCTI cepTudpikata BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHoOMY
[ocbe)(BBEAEHHS HOBOro BUPOGHMKa APl 3
HagaHHAM macTep-gaiina Ha A®I); cynyTHA 3miHa:
3MiHa y napameTpax cneuudikauiii Ta/abo
LOMYyCTUMMUX MEX, BUSHAUEHNX Y crieundikaLisax Ha
A®I, ab0 BUXIAHWIA/NPOMDKHUIA NPOAYKT/peareHT,
LLI0 BUKOPUCTOBYHOTLCS Y NpoLieci BUPO6HMLTBA ADI
- 3MiHa y MeTogax BunpobysaHHA AdP| abo
BMXiAHOrO Martepiany/npomiKHOro
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTBa APl (iHWi 3MiHK y MeToAax
BMNpobyBaHHA (BK/IOYaOUM 3amiHy abo
[0MNoBHEHHS) AD| abo BKXiAHOro/NpoOMKHOrO
NpoAYyKTY) - BBEAEHO HOBOIO BUPOGHMKA API
Himecynifly, K HacnifoK, BHECEHHI 3MiHU [0
cneuudikauii A®I Himecynify 3a NOKa3HUKOM
«3aNLLKOBA KiNIbKICTb OpraHiYHUX PO3YMHHUKIB

68.

IHONNAPAKC

masb in bulk: no 50 kr y
60uKax cTanesmx,
3aKPUTUX KpULLKaMK 3
3aTUCKHWM KiNbLiem

ToBapucTso 3
0b6MexeHo
BiANOBIAANBLHICTIO
"®apmaueBTnyHa
KOMnaHis
"3popos'a”

Ykpaina

ToBapucTBO 3
06MexeHot
BignoBigasIbHI
CTHO
"®apmaueBTn
YHa KOMMaHis
"3popos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHW | TUMY - BUNYYEHHA BUPOOHUYOT AiNbHULL
(Btovaroum ginbHuULi ans A®l, npomixHoro
npoaykTy abo roToBOro Nikapcbkoro 3acoby,
AiNbHWLI 4N NPOBELEHHA NakyBaHHS, BUPOOHNKa,
BiANOBIAAILHOIO 3a BMNYCK Cepiii, MicLe
NpoBefEeHHS KOHTPO/IO cepii) abo nocTayanbHuKa
BVXiJHOTO Matepiany, peareHTty abo fONnoMiXHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCLE); CYMyTHS
3MiHa: 3MiHa y napameTpax cneuudikauii Ta/abo

UA/15769/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

[ONYCTUMUX MEX, BUSHAYeHNX y crneumdikalisx Ha
A®I, abo BUXIgHWIA/NPOMDKHUIA NPOAYKT/peareHT,
LLIO0 BUKOPUCTOBYHOTLCA Y NpoLeci BUpobHuuTBa AdI
- BUTyYeHHS 3aTBEPA)KEHOro BUPOGHMKa ADI
HiMecynify, SK HaciAoK, BUyYEHO NOKa3HUK
«3a/INLLKOBA KiNbKICTb OpraHiyHNX PO34YNHHUKIB» 3
BiANOBIAHUM METOA0M KOHTPOJIHO SKOCTI, LLIO
KOHTPO/IOKTLCA 3ri4HO HOPMATUBHUX JOKYMEHTIB
[aHoro BUpobHuKa, 3i cneundikaii APl
Himecynigy; 3MiHu | Tuny - 3mMiHa Ha3BW Ta agpecu
MicLie3HaxoMKeHHs BUpobHuka APl Himecyginy;
3MiHU | TUNY - 3MiHW, NOB'A3aHi 3 HeObXIAHICTIO
npuBeAeHHs y BIANOBIAHICTb A0 MoHorpadii Y
abo €sponelicbkoi hapmakonei, abo iHwoT
HauioHasbHOT hapmakonel gepxasun €C (3MiHa y
cneumdikauisix, nos'asaHa 3i amiHamu B 4dY, abo
€Bponeiicbkili hapmakonei, abo iHLWii
HaLjioHanbHili hapmakonei gepxasu €C); cynyTHs
3MiHa: 3MiHa y meTogax BunpobysaHHsa APl abo
BMXigHOro Martepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea A®I (iHwi 3MiHM Yy meTogax
BMNpoOyBaHHA (BK/TOYaoum 3amiHy abo
[0NoBHEHHs)) APl abo BMXiAHOrO/MPOMIXXHOIO
nNpoAayKTy); 3MiHu Il TRy - 3MiHa BUPOGHMKa
BUXifHOro/MPOMiXKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOBHMYOMY npoueci AdI,
abo 3miHa BUpOoGHYKa (BKNoYarouun, ge HeobxigHo,
MicLie NpoBeeHHs KOHTPOI skocTi) AdI (3a
BiCYTHOCTI cepTudikata BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaxeHoOMy
[ocbe)(BBeAEHHS HOBOrO BUpo6bHUKa Ad| 3
HafaHHAM macTep-ghaiina Ha A®I); cynyTHS 3MmiHa:
3MiHa y napameTpax cneuudikauiin Ta/abo
[ONYCTUMUX MEX, BUSHAYeHMX y creumdikalisx Ha
A®I, ab60 BUXIgHWIA/NPOMIKHUIA NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y NPOLIECi BUPOGHMLTBA ADI
- 3MiHa y MeTogax BunpobysBaHHsa Ad| abo
BUXIZAHOrO MaTepiany/npomiKHOro
NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®I (iHwi 3MiHM y meTogax
BUNpOoBYyBaHHSA (BK/OHAKUM 3aMiHy abo
[0NoBHEHH:) AP| abo BYXiAHOro/NPOMIKHOrO
NpoAykKTy) - BBEAEHO HOBOrO BMPOGHMKa AdI
HiMecynigy, Ik HacNifoK, BHECEHHI 3MiHW 0
cneumdikauii A®I Himecynify 3a NOKasH1KOM
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
«3a/IMLLKOBA KiNIbKICTb OpraHiYHnX PO3YMHHUKIB»
69. | KANEHAYNN MA3b Masbno40ry MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/7242/02/01
KOHTeliHepax; no 20 abo $apmaneBTUYHA $apmaneBTNY 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenma
no 30 ry Ty6ax; no 20 habpuka "Biona" Ha habpuka HaliMeHyBaHHS Ta/abo agpecu 3asBHUKaA (B1laCHUKA
abono 30ry Ty6i, no 1 "Biona" peecTpaLiiiHoro noceig4yeHHs) (3MiHa agpecu
Ty6i B nayLi 3 KapToHY 3asBHuKa MNpAT dapmaneBTuyHa abpuka "Biona",
YkpaiHa (3miHa Ha3sv Bynuui) (TepMiH BBeAEHHSN
3MiH NPOTArom 3-X MicAUIB NiCNA 3aTBEPLKEHHS);
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu MicLs NPoOBafXEHHS
LisIbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKYAKUM AiNTbHULI BUNYCKY
cepii abo micLe NpoBeAEHHS KOHTPOJIHO SKOCTI.
(misnbHIiCTb, 3a Ky BignoBigae BUpoGHMK/iMnopTep,
BK/IOUAt0UM BUNYCK cepild) (3MiHa agpecu
BMpo6HUKa MPAT dapmaueBTuyHa thabprka
"Biona", YkpaiHa, 6e3 3MiH1 MicLA BUpO6GHMLTBA
(3miHa Ha3su BynuLi) (TepmiH BBEAEHHS 3MiH
npoTArom 3-x MicAUIB MiC/IA 3aTBEPKEHHS)
70. | KANETPA po3uunH ans E66Bi LLiBefiuapis "AECIKA BenukobpuTaHis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/6998/02/01
nepopasibHOro BiothapmacbloTika KBIHBOPO 3MiHY Il TURY - 3MiHW JO IHCTPYKUIT AN MefUYHOro peyenmom
3acTocyBaHHs rno 60 mn n3 rmex nTat 3acToCyBaHHS A0 po3ainiB "MpoTunokasaHHsa",
y thnakoHi; no 5 "B3aemogis 3 iHWK1MKU NikapcbkMK 3acobamu Ta
(pN1aKOHIB Yy KAPTOHHiIl iHWi BMAW B3aemogiin", "OcobnmBocTi
Kopo6ui 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta Ao3un”
71. | KAHOUBIOTUK Kpanni ByLWHi no 5 mny "neHmapk IHais neHmapk IHais BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/8208/01/01
hnakoHi; no 1 chnakoHy dPapmacboTUKan3 PapmacboTnK 3MiHW | TUny - 3MiHa Ha3BM BUPOOGHUKa AdDI peyenmom
pasom 3 nineTkoto- n1g. ans 1. 6eKnomMeTasoHy AMNpPonioHaTy
KOBMAYKOM BK/1afeHOMY
y nonieTuneHoBuiA
nakeTVK y KapTOHHIl
Kopobui
72. | KAPBUAEKC® TabneTkn, BKpUTI [-p Peppj'c IHAiA [-p Peggpi'c IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/8820/01/01
NAiBKOBOK 000I0HKOH, Na6opaTopic JITg, Na6opaTopic 3MiHW | TUMY - BUYYEHHS BUPOOHUYOT AiNbHULL peyenmom
no 6,25 mr no 10 nra, (BKtovaroum ginbHuULi ans A®Il, npomixHoro
Tabnetok y cTpumi; no 2 BupobHuua NPOAYKTY abo roTOBOro NiKapcbKoro 3acooy,
CTpVNV B KAPTOHHIA OinbHuus - 1l AiNbHULI A58 NpoBeAeHHS NakyBaHHS, BUPOOHNKa,
KopoobLi BiANOBIAALHOIO 3a BUNYCK Cepiii, MicLe
NpoBefEeHHS KOHTPO/IO cepii) abo nocTayanbHyKa
BVXiHOTO Matepiany, peareHTy abo fonoMiXHOT
PEYOBUHM - BUTYYEHHSI BUPOOHMYOT AinbHULL AD]
Kapsegwnon A-p Pegaun'c Na6opatopuc /114,
VHavsa. BBefeHHA 3MiH NPOTAromM 6-Tm Micsilis
nicnsa 3aTBepAKEeHHs
73. | KAPBUAEKC® TabneTkn, BKpUTI [-p Peppj'c IHAis [-p Peggi'c IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/8820/01/02
NNiBKOBO 060/I0HKO0, JlabopaTopic /it JlabopaTtopic 3MiHM | TUNY - BUyYeHHS BUPOOHMNYOI AiNnbHULI peyenmom
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
no 12,5 mr no 10 nTa, (Bkntovaroum ginbHuui gns A®l, npomixHoro
TabneTok y cTpuni; no 2 Brpo6Huya npoaykTy abo roToBOro nikapcbKoro 3acooy,
CTpYNV B KAPTOHHIN OinbHuus - 11 OiNbHULI ANS NpOoBeAEeHHS NaKkyBaHHS, BUPOOHUKA,
Kopobui Bi4NOBIAA/ILHOIO 3a BUMYCK Cepiid, Micue
npoBefieHHs1 KOHTPO/I0 cepii) abo nocTavanbHyKa
BUXiQHOro Matepiasty, peareHty abo f,onoMiXHOI
PEYOBUHM - BUSTyHEHHS BUPOGHNYOT AinbHuui API
Kapsegwnon O-p Pegawn'c Nabopatopuc /14,
VHans. BBeAeHHA 3MiH NPOTArom 6-tu micauis
nicns saTBepAKeHHsA
74. | KAPBUAEKC® TabneTku, BKpUTI O-p Peppi'c IHAjA O-p Peppi'c IHAis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/8820/01/03
NNiBKOBOI 060/I0HKOIO, Na6opaTopic /T4, Na6opaTtopic 3MiHKM | TUNY - BUNYYEHHSA BUPOBHWNYOI AiNbHUL peuenmom
no 25 mr no 10 TabneTok nra, (Bxkovaroum ginbHuui gns A®l, npomMixHoro
y CTpuni; No 2 cTpunu B Bupo6Huua npoAaykTy abo roToBOro likapcbKoro 3acoby,
KapTOHHI KopooLi OinbHuus - 11 OiNbHULI ANS NpOBeAEeHHS NaKyBaHHS, BUPOOHUKA,
Bi4NOBIAA/ILHOIO 3a BUMYCK Cepiid, Micue
npoBefeHHA KOHTPOO cepii) abo nocTavasibHMKa
BUXiOHOrO MaTepiasty, peareHTy abo LOnoMiXHOI
PEYOBUHM - BUTyYEHHS BUPOGHNYOT AinbHuui API
Kapsegwnon [4-p Pegawv'c labopatopuc 14,
VHans. BBeAeHHA 3MiH NPOTArom 6-tv micauis
nicns saTBepAKeHHsA
75. | KAPIBOH XupHa masb, 0,5 mr/lr Oepmacbapm Al HimeuyunHa mi6e M'mbeX HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/10950/04/01
no 15 r a6o 30, abo 50 ApuHaiimiTTen 3MiHn | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
ry Ty6i; no 1 Ty6i B b HaliMeHyBaHHA Ta/abo agpecu MicLa NPOBamKeHHs
KapTOHHIN nauui LisIbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKNOYAUN AiNTbHAL BUMYCKY
cepii abo micLe NpoBeAEeHHS KOHTPOJTHO SKOCTI.
(misnbHiCTb, 3a Ky BignoBigae BUpoGHMK/iMnopTep,
BK/HOHAIOUM BUNYCK cepiit) (3MiHa agpecy
BMPOGHUYOT AiNbHUUI Mibe TMOX ApuHaimiTTensb,
HimeyumnHa, 6e3 3MiHV MicLisi BUpO6HULITBA)
76. | KAPISOH Ma3b 0,5 mr/rno15r Oepmachapm Al HimeuyunHa Mi6e Mv6X HimeyunHa BHECEHHS 3MiH [0 peecTpaujiitHux maTepianis: 3a UA/10950/03/01
abo 30r,a6050ry ApuHaiimitTen 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
Ty6i; no 1 Ty6i B b HalilMeHyBaHHsi Ta/abo agpecu MicLs NPoBaXeHHS
KapTOHHIN nayui LisANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3aco6y, BKIOYAKUN Ai/TbHNL BUMYCKY
cepii abo MicLe NpoBefeHHS KOHTPOJIHO AKOCTI.
(aisnbHICTb, 3a AKy Bignosigae BUPobGHuK/iMMopTep,
BK/IHOYAOUM BUMYCK cepiii) (3MiHa agpecu
BMPOGHUYOI AinbHULi MiGe TM6X ApuHaiiMiTTeNb,
HimeuumnHa, 6e3 3mMiHn Micus BUpo6HULTBA)
77. | KATAQONOH Kancynm no 100 mr, no TeBa I13painb TOB TeBa Monbwa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/12019/02/01
10 kancyn y 6nictepi, no dapmaLeBTikan OnepeiiwH3 3MiHu 1l Tuny - 3MiHu Woao 6e3nekn/eddeKTUBHOCTI peuenmom
1, a6o 3, a6o 5 IHpacTpis 174, Monang Ta hapmakoHarnsgy. BHecenHs abo 3mina(n) oo

61icTepiB Y KAPTOHHIN

3000B's13aHb Ta YMOB BMAaYi peecTpauiitHoro
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

Kopoo6Li

noceig4YeHHs, BkNtoyaroun Mnax ynpasniHHA
pvi3vikamu (3acTocyBaHHS 3MiH(K), ski(a)
BMMaratoTb(€) NofanbLioro 06rpyHTyBaHHS HOBUMU
[04aTKOBUM JaHVMK, LLO MaloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BukoHaHHs1 3060B'A3aHb BiANOBIAHO A0 NiAMYHKTY
1.13 nyHkTy 1 gogatky 15 ao Mopsaky npoBefeHHs
eKcnepTu3n peecTpauiiHnx MaTepianis Ha
nikapcbki 3acobu, Lo NoAalTbCs Ha AepXaBHy
peecTpadito (nepepeecTpavio), a Takox
eKcrnepTm3n MaTepiasiiB Npo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasis NpoTarom gl
peecTpauiiHoro NOCBiAYEHHS, 3aTBEPAXEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MOS3 Big 23.07.2015 Ne 460)

78.

KATAZLO/IOH
PETAP/],

TabneTkn
NPONOHIroBaHOI Aji No
400 mr; no 14 Tabnetok
y 6nicTepi; no 1, abo no
3, abo no 6 6nictepis y
KapTOHHI KOpoo6Li

TeBa
dapmaLeBTikan
IHaacTpi3 174,

13painb

TOB TeBa
OnepeiiwH3
MonaHpg

MonbLa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu 1l Tuny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
3060B'A3aHb Ta YMOB Buavi peectpauiiiHoro
noceifAYeHHA, BKNtoYaroun Mnax ynpasniHHA
pv3vKamu (3acTocyBaHHs 3MiH(1), ski(a)
BMMaralTb(€) NOAaNbLIOTO 06I'PYHTYBaHHSA HOBUMM
[04AaTKOBUM JaHUMK, L0 MatoTb HagasaTucs
KOMMETEHTHVM OpraHoM, OCKiflbK1 BUMaraeTbCs
CYTTEBA OLLiHK& KOMMETEHTHUM OpraHom)
(BrKOHaHHSA 3060B'A3aHb BiANOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
[0 NopsAgKy NpoBefeHHs ekcnepTusun
peecTpauiiiHux MaTepiasiiB Ha nikapcbki 3acobu, Lo
noAalTbCs Ha AepXaBHY peecTpaviio
(nepepeecTpadito), a TakoX ekcnepTusn marepianis
NpO BHECEHHS 3MiH 10 peecTpauiliHnx MaTepianis
NPOTAroMm fjii peecTpauiiHoro NocBigYeHHs,
3aTBepmxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne

46!

0)

3a
peyenmom

UA/12019/01/01

79.

KENTIKAH

Kancynu Teepgi no 15
Kancyn y 6nictepi; no 2
6/1icTepn Y KapTOHHIN
KOpooLi

Ddeppep
IHTepHauioHasb,
C.A.

IcnaHis

deppep
IHTepHauioHan
b, C.A.

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHW | TURY - 3MiHK LWoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
y3arasibHeHNX JaHnx Npo cucTemy
thapmakoHarnagy (BBefieHHs y3araslbHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXeEHOI 0co6y, BiANOBiAabHOT 3a
34ilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0co6u 3
hapMakoHarnsay 3asBHUKa Ansi 34iINCHEeHHs

3a
peuyenmom

UA/10643/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
hapmakoHarniagy B YKpaiHi, SKLLLO BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BigNoBifanbHOT 3a
3[jicHeHHs1 hapMakoHarsay (BkIyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - Airoua
pefakuisi: KOHTakTHa ocoba BignoBifasibHa 3a
thapmakoHarniag CopokonetoBa Anna bopuciBHa.
MponoHoBaHa peAakLis: KOHTakTHa ocoba
BignosiganbHa 3a chapmakoHarnsag Kyuma
Bonogumunp OnekcaHapoBmy. 3MiHa KOHTaKTHUX
AaHnx
80. | KETAMIH PO34uH ANs iH'eKLiin, 50 MAT "®dapmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/1934/01/01
Mr/mMa no 2 Ma B amnyini, 3MiHu | TUNy - 3MiHa y MeToAax BUNpobyBaHHS peyernmom
no 10 amnyn y nayui 3 roTOBOrO Jlikapcbkoro 3acoby (He3HavHa 3miHa y
KapTOHy; Mo 2 MN B 3aTBEPMKEHNX MeToAax BUNPOOYBaHHS); 3MiHu |
amnyni; no 5 amnyn y My - 3MiHa y MeTogax BunpobysaHHa A®| abo
6nicTepi, no 2 6nictepu BUXIZAHOrO MaTepiany/npomiKHOro
B NauLi 3 kapToHy; no 10 NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
My dhakoHi; no 5 npoueci BUpobHuuTBa AP| (He3HaUHI 3MiHK Y
hnakoHiB y navi 3 3aTBEPAXEHUX MeToAax BUNpPoOyBaHHS); 3MiHu |
KapToHy; no 10 mny TMNYy - 3MiHa y MeToax BUNpPo6yBaHHsS FOTOBOrO
dhnakoHi; no 5 onakoHis nikapcbKoro 3acoby (iHWi 3MiHM y meTofgax
y 6nictepi, no 1 BMNpoOyBaHb (BK/OYaoUM 3amiHy abo
6nictepy y nauui 3 [ONOBHEHHS)); 3MiHM | TUNY - 3MiHa Yy napameTpax
KapToHYy cneumdikauin Ta/abo AONYCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisix Ha Adl, abo
BUXIiQHWIA/NPOMKHUIA NpoayKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y mpoueci BUpobHuutea AdI
81. | KETOTU®DEH Tabnetkn no 1 mr no 10 ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/1942/02/01
TabneTok y 6nictepi, no 06MeXeHoto BMPOGHMLITBA, 3MiHM | TURY - 3MiHa po3Mipy cepil (BKo4Yaumn peyenmom
3 6nicTepun y nauui 3 BiANOBIAA/IbHICTIO KOHTPO/Tb [iana3oH po3mipy cepii) roTOBOrO JliKapCbKOro
KapToHy; no 30 "[locnifHwii 3aBog, AKOCTI, BUMYCK 3aco0y - BBEIEeHHA [0AaTKOBUX PO3MipiB cepili
Tabnetok y "rHUNC" cepit: nikapcbkoro 3acoby A1 ToBapuUCTBO 3 06MEXEHO
KOHTeliHepax ToBapucTBO 3 BiANOBIAA/TLHICTIO "dapmaleBTuyHa KOMNaHis
06MexeHot "3p0pos'a", YkpaiHa (uex '13). NponoHoBaHa
BignoBigasIbHI pefakuisi: ToBapncTBO 3 0OMEXEHOH
cTHo BiANOBIAA/TbHICTIO "dapmaleBTUYHa KOMNaHis
"NocnigHnii "3p0pos'a’, YkpaiHa. Liex '113. Po3mip cepii
3aB0of, cknagae: 230,000 kr (30,666 Tuc. yn.) - Ne 30
"THLUC (10x3) y 6nicTepax; 230,000 kr (30,666 Tuc. yn.) -
YKpaiHa; BCi Ne 30 y koHTeliHepax. [logaTkoBuii po3mip cepil
cTapji cknagae: 119,600 kr (15,946 Tnc. yn.) - Ne 30
BMPO6GHMLTBA, (10x3) y 6nicTepax; 119,600 kr (15,946 Tuc. yn.) -
KOHTPO/b Ne 30 y koHTeliHepax; 189,700 kr (25,293 Tuc. yn.) -

AKOCTI, BUMYCK
cepil:

Ne 30 (10x3) y 6nictepax; 189,700 kr (25,293 Tuc.
yn.) - Ne 30 y KOHTeliHepax
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

ToBapucTBO 3
06MeXeHOI0
BignoBigasbHi
CTHO
"®apmaueBTn
YyHa KoMnaHisi
"3popos'a’,
YkpaiHa; BCi
cragji
BMPOGHMLITBA,
KOHTPO/Ib
SAKOCTI, BUNYCK
cepii:
ToBapucTBO 3
obmexeHoo
BiANOBIAA/bHI
CTHO
"®APMEKC
reyn,
YkpaiHa

82.

KMIBAC 10

TabneTku, BKpUTI
NAiBKOBOI 060I0HKOI,
no 10 mr no 10 TabneTok
y 6nicTepi; no 1 abo 3
6nictepu y nauui 3
KapToHY

TOB "®apma
Crapt"

YKpaiHa

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - NOAaHHA cepTudikaTy BigNOBIAHOCTI
€® No. RO-CEP 2015-114-Rev 02 gns gitodoi
PEYOBUHY Bif, 3aTBEPAXKEHOr0 BUPOBGHMKA 3i 3MiHOIO
afjpecyt BUPO6HMKa; 3MiHM | Tuny - 3miHa y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3Ha4YeHux y cneumdikayisax Ha Ad®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea Adl;
3MiHM | TUNY - 3MiHa NapameTpiB crneumdikauii
Ta/abo foNyCTMMUX MEX rOTOBOrO MiKapCbKoro
3aco0y (foNOBHEHHS cneyudikauii HOBUM
MOKa3HMKOM 3 BifiNOBIAHUM METOAO0M
BMNPOGYBaHHS); 3MiHM | TUNY - 3MiHa NapameTpis
cneuudikauin Ta/abo foNycTUMNX MEX FrOTOBOrO
niKkapcbKoro 3acoby (BUy4eHHsI HE3HAYHOro
nokasHuka (Hanpvknag 3actapifioro nokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTundcpikauis
6apBHYIKIB Y/ CMakoBMX A06aBOK)) - 3 cneuudikauii
rOTOBOrO MiKapCbKOro 3acoby BUly4EHO NMOKa3HMK
«Bofa»; 3mMiHu | TUNYy - 3MiHa napameTpis
cneuudikayin Ta/abo fonycTMMNX MEX FOTOBOTO
niKapcbKoro 3acoby (BW/y4eHHSI HE3HAYHOro
nokasHuka (Hanpvknag 3actapinoro NokasHuka,
Takoro sk 3anax Ta cmak, abo igeHTudikavis
6apBHUKIB Y1 CMAKOBMX A06aBOK)) - 3 cneumdikawii

3a
peyenmom

UA/12971/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

83.

rOTOBOrO NiKapCbKOro 3acoby BUy4EHO NMOKa3HMK
«Po3nagaHHs»; 3MiHM | TUNY - 3MiHa NapameTpiB
cneuudikayin Ta/abo foNyCTUMUX MEX FOTOBOIO
NiKapcbKoro 3acoby; cynyTHS 3MiHa: 3MiHa y
MeToAax BUNPoGyBaHHSA rOTOBOrO /iKapCbKoro
3acoby - po3gin «MikpobionoriyHa YncToTar»
MeTOZIB KOHTPOJIH0 AKOCTi FOTOBOTO /iKapCbKOro
3acoby NprvBeAEHO Y BiAMNOBIAHICTb A0 BUMOr JdY;
3MiHM | TUNY - 3MiHa NapameTpiB cnewumdikauii
Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCbKoro
3ac00y (iHLWi 3MiHK) - 3MiHU KPUTEPITB NPUAHATHOCTI
3a NoKasHWKoM «CynpoBifHi LOMILLKN» B
cneumdikaLii roToBOro NikapcbKoro 3acoby Ha
BWMYCK; 3MiHM | TUMy - 3MiHa napaMeTpis
cneuudikaLin Ta/abo foNycTUMUX MEX FOTOBOIO
NiKapCbKOro 3acoby (3BY)XEHHS [OMYCTUMUX MEX) -
3MiHW KpUTEPIiB NPUAHATHOCTI 32 MOKa3HWUKOM
«KifibKicHe BU3HaYeHHA» Ha TEPMiH NPUAATHOCTI;
3MiHM | TMNy - 3MiHa y MeTodax BUNPO6yBaHHS
rOTOBOrO JliKapcbkoro 3acoby (He3HauHa 3miHa y
3aTBEPKEHMX MeToax BUNPOBYBaHHS) - 3MiHU B
MeToAuLj 3a NOKa3HUKaMN «PO3YMHEHHS»,
«OHOPIgHICTb A030BaHNX OAUHULLY», «CynpoBigHi
LOMiLLKM» Ta «KinbKicHe BU3HAYEHHS» (BUTyYEHHS
BMMOT LLOJI0 BUCYLLYBAHHSA CTaHAAPTHOTO 3pasky)

KNIBAC 20

TabneTku, BKpUTI
NNiBKOBOIO 060/TI0HKOIO,
no 20 mr no 10 TabneTok
y 6nicTtepi; no 1 a6o 3
6nictepu y nauui 3
KapTOHY

TOB "®apma
Crapt”

YKpaiHa

TOB "dapma
Crapt"”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHuM | TUNY - NogaHHA cepTudikaTy BiANOBIAHOCTI
€d No. RO-CEP 2015-114-Rev 02 ans gitouoi
PEYOBUWHM Bif 3aTBEPAXKEHOTO BUPOGHMKA 3i 3MIHOH
agpecu BUpO6HMKa; 3MiHM | TNy - 3MiHa Y
napameTpax cneyudikaui Ta/abo gonycTuMmx
MEX, BU3HA4YeHNX y crneumndikayisx Ha Adl, abo
BUXIiQHWIA/NPOMKHUIA NpoayKT/peareHT, Wwo
BMKOPVCTOBYIOTbCSA Y npoueci BupobHuytea Adl;
3MiHM | TURY - 3MiHa NapameTpiB cneumdikauii
Ta/abo foNyCTUMUX MEX rOTOBOrO NikapCbKoro
3ac00y (foNoBHEHHs cneuudikauii HOBUM
MOKa3HMKOM 3 BifjNOBIAHUM METOA0M
BMNPOBYBaHHSA); 3MiHK | TUNy - 3MiHa NapameTpis
cneuudikauin Ta/abo fonycTUMNX MEX rOTOBOrO
NikapcbKoro 3acoby (BUyYeHHsI He3Ha4YHOro
nokasHuka (Hanpuknag 3acTapinoro nokasHuka,
Takoro sk 3anax Ta cmak, abo igeHTudikauis
6apBHUKIB UM CMaKoBUMX 406aBOK)) - 3 crneumdikawi
roTOBOrO NiKapCbKOro 3acoby BUTyHYEHO NOKa3HUK
«Boga»; 3MiHu | TMNY - 3MiHa NapameTpiB

3a
peyenmom

UA/12971/01/02




Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,

3asiBHUK

KpaiHa

79

Bupo6Huk

KpaiHa

ynakoska)

3asiBHUKa

BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

84.

KMWHY nnoan

nnoam no 50 ry navui 3
BHYTPILLHIM NaKkeTom

MpAT "NikTpasn”

Ykpaina

MpAT

Ykpaina

cneuudikavin Ta/abo fonycTMMNX MEX roToBOro
nNikapcbKoro 3acoby (BMy4eHHS HE3HAYHOro
nokasHuka (Hanpvknag 3acTapinoro nokasHuka,
Takoro sk 3anax Ta cmak, abo igeHTudikauis
6apBHUKIB UM CMaKoBUMX 406aBOK)) - 3 crieumdikai
roTOBOrO NiKapCbKOro 3acoby BUTYyYEHO NOKa3HUK
«Po3nagaHHsA»; 3MiHM | TURY - 3MiHa NapameTpis
cneuudikauin Ta/abo foNyCTUMUX MEX FOTOBOrO
niKapcbKoro 3acoby; cynyTHS 3MiHa: 3MiHa Y
MeTofax BUNPO6yBaHHS rOTOBOrO /iKapCbKOro
3aco06y - po3ain «MikpobionoriyHa yicToTa»
METO/iB KOHTPOJIIO AKOCTi FOTOBOTO NiKapCbKOro
3aco6y npvBeAeHO Y BIANOBIAHICTL A0 BUMOr dY;
3MiHM | TURY - 3MiHa NapameTpiB crnevumdikauii
Ta/abo foNyCTUMUX MEX roTOBOro NikapCbKoro
3ac006y (iHLWi 3MiHK) - 3MiHX KPUTEPITB NPUAHATHOCTI
3a NokasHKoMm «CynpoBifHi AOMILLIKV» B
cneuudikaLii rotoBoro nikapcbkoro 3acoby Ha
BWMYCK; 3MiHW | TUNy - 3MiHa napameTpis
cneuudikauin Ta/abo foNyCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (3BY)XXEHHA JOMYCTUMUX MEX) -
3MiHW KpUTEPIiB NPUAHATHOCTI 38 NOKa3HUKOM
«KinbkicHe B1U3Ha4YeHHs» Ha TepMiH NPUAATHOCTI;
3MiHM | TUNY - 3MiHa Yy MeTofax BUNpobyBaHHS
roTOBOrO MiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPMXEHUX MeToAax BUNPoOyBaHHS) - 3MiHU B
MeToAuLj 3a NOKa3HUKaMN «PO3YMHEHHS»,
«OHOPIAHICTb A030BaHNX OAUHULB», «CynpoBigHi
BOMiLKM» Ta «KinbKicHe BU3HAUYEHHS» (BUTyYEHHS
BMMOT LLIOJ10 BUCYLLYBaHHS CTaHAAPTHOro 3pasky)

85.

KOKAPBOKCWU/TIA3U

PO34MH ANs iH ekuid, 50

TOB "3

YKpaiHa

"NikTpasun"

TOB "®3

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHK | TRy - 3MiHa Y MeToAax BUNpo6yBaHHS
roTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHN Y
MeToAax BMNpobyBaHb (BKIOUYaoum 3amiHy abo
[OOMNOBHEHHS)); 3MiHM | TUNY - 3MiHW WOo40
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy - 3miHa
rpadiyHoro opopMIEHHS NEPBUHHOT Ta BTOPUHHOI
YNaKoBOK Ha MapKyBaHHs NEePBUHHOI Ta BTOPUHHOI
ynakoBOK, 3 BiAMNOBIAHOI 3aMiHO p. «[padivHe
0hOpPMIEHHS YNAKOBOK» Ha p. «MapKyBaHHs» Y
MeToAax KOHTPO/0 AKOCTI NiKapCbKoro 3acoby;
3MiHM | TUNY - 3MiHa NapameTpiB crneumdikauii
Ta/abo foNyCTMMUX MEX rOTOBOrO MiKapCbKoro
3acoby. BBegeHHs 3MiH npoTArom 3-x micsauis
nicna saTBepAKeHHsA

6e3
peyenma

UA/7082/01/01

BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiais:

3a UA/15971/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
rigpoxnoprung Mr/2 mA, No 2 Mn "BIOPAPMA" "BIO®APMA" 3MiHu | TURY - 3MiHK 3 SKOCTI. FOTOBWIA NiKAPCbKUI peyenmom
npenapary B ammnyi; no 3aci6. Cuctema KoHTeliHep/3aKynopoBasibHUI
5 amnyny 6nictepi, no 1 3aci6. 3MiHa po3Mmipy ynakoBKU roTOBOro
abo 2 6nictepn y nayuj 3 nikapcbKoro 3acoby (3MiHa KinbKOCTi 0ANHULb
KapToHY (Hanpviknag TabneTok, amnyn TOLLO) B yNakoBL) -
3MiHa y Aiana3oHi 3aTBepXeHNX po3MipiB
yMNakoBKM (BBEAEHHSA AOAATKOBOT YNakoBKM N0 2 M/
npenapary B amnynax. no 5 amnyn y 6nictepi, no 1
6nicTepy y nayui 3 kapToHy, 3 BIANOBIAHUMMU
3MiHamMK y p. «YnakosBka». MepBuHHMIA
nakyBasIbHWIN MaTepias He 3MiHMBCS)
86. | KONAPEKC® Tabnetku no 12 nakcoCmiTKnsiiH Benuka BUPOGHMLTBO Ipnangis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/2675/01/01
TabneTok y 6nictep; no KoHcbiomep BpuTtaHis 3a MOBHUM PymyHis 3MiHW | TUMY - BUNYYEHHS BUPOOHUYOT AiNbHULL peyenma
1 6nicTepy B KapTOHHIl Xenckep (FOK) LUKIOM: (BKovaroumn ginbHuLi ans A®Il, npomMixHoro
KopoobLi TpeligiHr NimiTeq, FnakcoCmiTKn NpoAYyKTY abo roTOBOro NiKapcbkoro 3acoby,
aiH AiNbHULUI A8 NpoBeAeHHS NakyBaHHS, BUPOOHWKa,
[JaHrapsaH BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
Nimites, NpoBeAEeHHS KOHTPOIO cepii) abo noctavyanbHUKa
Ipnangis; BVXiHOrO Matepiany, peareHTy abo AonoMiXHOT
Bignosigae 3a PEYOBUHM (AKLO 3a3HAYEHO Y [JOCbE) - BUSTYHEHHS
NepBUHHY, BMPOBHUYOT AinbHUUI AD| heHinedprHy
BTOPUHHY rigpoxnopuay
yNaKkoBKy;
BMNYCK cepil:
C.K.
€spodrapm
C.A., PymyHis
87. | KOHBYJIEKC pO3uMH NS iH'eku;iin, 100 TOB "BANIEAHT YkpaiHa BMPOBHMLTBO, ABCTpist BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis: 3a UA/6595/01/01
Mr/mn no 5 mn B amnyni, PAPMACBIOTIKA nakyBaHHs, 3MmiHu Il Tuny - 3MiHK Wopao 6e3nekn/edheKTNBHOCTI peuyenmom
no 5 amnyn y KOHTYpHil n3" KOHTpPO/b Ta hapmakoHarnsgy. BHeceHnHs abo 3miHa(un) o
YapyHKOBIli ynakoBLji SIKOCTI: 3000B'A3aHb Ta YMOB BMAaYi peecTpauiintHoro
[.J1. dapma NOCBIJYEHHS, BKOYatouy MNnaH ynpasiHHA
62X, pu3vKamu (3acTocyBaHHs 3MiH(W), AKi(a)
ABCTpISi; B/MaratTb(€) NoganbLIoro 06rpyHTyBaHHS HOBMMM

BMPOGHMK, LLIO
Bignosigae 3a
BMNYCK Cepil:
[.J1. dapma
mM6X, ABCTpis

[04aTKOBUM JaHVMK, L0 MaloTb HagaeaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BukoHaHHs1 3060B's13aHb BiAMNOBIAHO A0 NiAMYHKTY
2.3 nyHKTYy 2 gogatky 15 no Mopsigky nposefeHHs
eKCrnepTn3n peecTpaliiHnx MmaTepiasiiB Ha
nikapcbki 3aco6u, L0 NoAalTbCs Ha AepXaBHY
peecTpadito (nepepeecTpaLito), a Takox
eKCrnepTM3n MaTepiasliB MPo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasiiB NpoTAarom aii
peecTpauiiHoro NocBifYeHHs, 3aTBEPXKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
Haka3y MOS3 Big 23.07.2015 Ne 460)

88. | KOMAKCOH 40 PO34uH NS iH'eKUiid, 40 TeBa 13painb BVPOGHMLTBO I3painb/ Benuka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/6307/01/02
Mr/mn no 1 MAa posynHy dapmaLeBTikan 3a MOBHUM BputaHis/ 3MiHu | TUny - 3MiHa y meTogax BunpobyBaHHA AdI peuenmom
B nornepegHLo IHaacTpi3 174, uukiom: Tesa Higepnangn/ abo BMXigHOro martepiany/npomikHOro
HanoBHEHOMY LUNPUL; dapmaLeBTika YropwuHa NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y

no 1 wnpuuy B 6nictepi;
no 12 wnpwuis B
KapTOHHIA KOpooLi

n lHpacTpi3
Nta., 13paine;
BVPOGHMLTBO

3a NOBHUM

LMKNIOM:
AVBEKC
dapmMacbTUK
ans oK,
Benvka
BpuTaHis;
KOHTpPO/b cepii

(ananiTnyHi
BUNPOGYBaHHSA
Ta BYBYEHHSA
cTabinbHoCTI):

MnaHTekc
Nta., 13paine;
KOHTPO/b cepii

(Tinbkn
MiKpobionoriuH
e
TEeCTyBaHHs):
TeBa
dPapmaLeBTika

n lHpacTpi3
Nta., 13paine;
KOHTPO/b cepii

(Tinbkn
6ionoriuHe
TeCTyBaHHs):
AGiK 114,
I3pains;
KOHTPO/b cepii
(noBHe

TecTyBaHHS,
BK/THOHAIOUN HA
CTEPU/IbHICTb

Ta
bakTepianbHi
€HA0TOKCUHMU,
asie okpim

npoueci Bupo6bHuLTBa A®I - BUNpaB/ieHHs
[OpyKapcbKoi NOMUSIKMA B METOZ BU3HAUYEHHS
gietunamigHux noxigHMxX y nepepaxyHky Ha
pietunamid (method 2429-IH-SI-15582); 3miHu |
TUMy - 3MiHa napameTpis cneyudikauin Ta/abo
[OMYyCTUMUX MEX MepBUHHOT YNaKoBKN rOTOBOrO
NiKapCbKOro 3aco6y - 3BY)XXEeHHSI fONYCTUMUX MEX
T."BakTepiasibHi eHAOTOKCUHK"; 3MiHK | TUNY - 3MiHa
y MeTogax BunpobyBaHHsA A®l abo BuxigHOro
martepiany/npomiKHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETHLCA Y npoLieci BupobHuutea APl -
3aMiHa BU3HaYeHHs [iOKCUHY B rnaTvpamepa
aueTari Ha 6inbLu vyTamBuiA Metod X (SI1-40013);
3MiHM y MeTogax BunpobyBaHHa Adl-3amiHa
MeTOoAy BU3HAYEHHA MinepuanHy B rnatupamepa
auertarti 3 TWX Ha 'X 3 BUKOpPUCTaHHAM
napodasHoi TEXHIKN
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,

ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

6ionoriyHoro
TeCTyBaHHS):
dapmaxemi
B.B.,
HinepnaHngy;
KOHTPO/b cepil
(TinbKn
6ionoriuHe
TEeCTyBaHHs):
AT
PapmaueBTny
HWA 3aBOf,
TEBA,
YropuuHa;
KOHTPO/b cepil
(aHaniTnyHe
TecTyBaHHA Ta
BUBYEHHS
cTabinbHOCTI):
Asist Kemikan
IHoacTpi3
N14., 13pains

89.

KOPAIAMIH-
340POB'A

PO34uH ANS iH'eKUiid, 250
Mr/MA, o 2 mn B
amnyni, no 5 amnyn y
6nicTepi, no 2 6nictepn
y KOpo6L,i 3 KapTOHyY; Mo
2 mn B amnyni, no 10
amnyn y 6nictepi, no 1
6nictepy y kopobui 3
KapToOHy; No 2 MmN B
amnyni, no 10 amnyn y
KapTOHHI KopooLi

ToBapucTso 3
06MeXeHo

BiANOBIAALHICTIO
"®apmaueBTnyHa

KOMMaHis
"310p0OB'"

YKpaiHa

ToBapucTBO 3
obmexeHo
BiANOBIAA/bHI
CTHO
"®apmaueBTn
YHa KoMnaHis
"3p0poB'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHW | TUNY - NPUBEAEHHS HaliMeHyBaHHS Ta 3MiHa
IOPUANYHOI aapecy Ha agpecy MiCLe3HaXOOKeHHs
BMpo6HMKa A®PI y BIiANOBIAHICTL A0 AOKYMeHTaLi
BMPOGHMKA; 3MiHM | TUMY - 3MiHa Y NEPBUHHIN
yNakoBLii FOTOBOrO /NiKapCbKoro 3acody (Tun
KOHTeliHepa abo fofaBaHHS HOBOTO KOHTEHepa) -
BU/TYYEHHS NEPBUHHOT YMakKoBKK, L0 He
NpU3BOANTL A0 NMOBHOIO BUTYYEHHS NiKapCbKOro
3aco6y 3 NeBHOK CW/IOK Aji ab0 Yy NeBHili
nikapcbkiii popmi; 3MiHM | TUNY - 3MiHK, NOB'sI3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo €Bponeiicbkoi hapmakoner,
abo iHWOI HauioHasbHOT hapmakonel gepxasun €C
(3miHa y cneuucpikauisix, nos's3aHa 3i 3MiHamu B
Loy, abo €Bponeiickkiii hapmakonei, abo iHLWii
HavjoHanbHIli hapmakonei gepxasu €C); cynyTHs
3MiHa: 3MiHa y MeTofax BUNpo6yBaHHSA AOMOMIXKHOI
PEeYOBUMHM (HE3HAYHI 3MiHW Y 3aTBEPKEHUX
MeToAax BUNpobyBaHb) -
npusBeaeHHs cneuudikalii Ta MeToAiB BXiAHOrO
KOHTPO/0 JOMOMDKHOI pevyoBuHM Boay ans iH'exuii
«in bulk» y BignoBigHicTb Ao BUMoOr AdY; 3miHu |
TUMy - 3MiHa Y MeToAax BUNpo6yBaHHSA roToBOro

3a
peyenmom

UA/7812/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEpMAKEHUX MeTogax BUnpobyBaHHs) - 3MiHa y
MeToAax KOHTPOJI0 rOTOBOTO NiKapCbKOro 3acoby;

3MiHW | TUMy - 3MiHKW, NOB'A3aHi 3 HEOBXiAHICTIO

npuBefeHHs Yy BiANOBIAHICTb A0 MoHorpadii Y

abo €ponelicbkoi hapmakonei, abo iHWwoT
HauioHasbHOT hapmakonei gepxasmn €C (3miHa y
cneumdikauisix, nos'a3aHa 3i 3miHamu B J®Y, abo

€Bponeiicbkili hapmakonei, abo iHLwil

HavjoHasbHIl thapmakonei gepxasun €C); cynyTHA
3MiHa: 3MiHa y MeToax BUMPO6yBaHHS rOTOBOrO

nNiKapcbkoro 3acoby (OHOBMEHHSA npoueaypy
BMNPOOYBaHHA 4518 NPUBEAEHHSA Y BIANOBIAHICTb 3i

3MiHEeHOH0 3arasibHoto cTatTeto 4dY abo

€Bponeiicbkoi thapmakonei) - 3MiHu [0

cneumdikaLii Ta METOZB BXiAHOro KOHTposo Adl;
3MiHW | TUMY - BUYYEHHS BUPOOHUYOT AiNbHULL
(BKtovaroum ginbHuULi ans A®Il, npomixHoro
npoaykTy abo roToBOro NikapcbKoro 3acoby,
AiNbHULUI N8 NpoBeAeHHS NakyBaHHS, BUPOOHNKa,

BiANOBIAALHOIO 3a BUNYCK Cepiii, MicLe

NpoBefEeHHS KOHTPO/IO cepii) abo nocTayanbHyKa
BVXiHOTO Matepiany, peareHTty abo fOnoMiXHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCLE); CYMyTHS
3MiHa: 3MiHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BUSHAYeHMX y creumdikalisx Ha
A®I, ab60 BUXIgHWIA/NPOMIKHUIA NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y NPOLIECi BUPOGHMLTBA ADI
- BWIy4eHHs1 BUpo6Huka A®I, sk Hacnigok, 3i
crneundikaLii Ta MeToAiB KOHTPOIO BUYYEHHS
noKasHuka «3asIMLLKOBA KisTbKiCTb OpraHiyHux
PO3YMHHWKIB» A715 JAHOT0 BUPO6HUKa; 3MiHu || Trny
- 3MiHa BMPOGHMKa BUXiZHOro/MPOMKHOIO
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npoteci A®l, abo 3miHa BUPO6HUKa
(BKntovatoum, ae HeobXiAHO, MicLe NPOBEAEHHS
KOHTpoOnto skocTi) AP (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAXEHOMY [0CLE)(BBEAEHHS HOBOIO
BMpO6HMKa AP| 3 HaaHHAM MacTep-thaiina Ha
A®I); cynyTHA 3MmiHa: 3MiHa y napameTpax
cneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYHOTLCA Y Npoueci BupobHuuTea AdI;
3MiHa y MeTogax BunpobysaHHa APl abo BMXigHOro
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETLCA y NpoLieci BUpo6HuuTBa AdI
(iHWi 3mMiHM y MeTofax BUNPobyBaHHA (BK/IHOYaoUn
3amiHy abo JonoBHeHHs) APl abo
BVIXiZHOrO/NMPOMDKHOr0 NPOAYKTY) - BBEAEHHS
HOBOro BMPOGHMKa AP, ik HACNiOK, NPUBEAEHHS
cneuudikaLii Ta MeTOAiB BXiAHOrO KOHTPOSIO Ha
A®I 3a NOKa3HNKOM «3ayLLKOBa KiSTbKICTb
opraHiYH1X PO34YMHHUKIB» A0 MaTepianis
BMPOGHMKA
90. | KOTENNIK® TabneTku, BKpUTI ®.XohpmaHH-/1a LLiBefiuapis BVPOGHMLTBO LLBetiuapis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/15199/01/01
NNiBKOBOI 060/I0HKOIO, Pow Ntpg, Hepo3ghacoBa ITanis 3MiHu |l TUNYy - 3MiHK B IHCTPYKUIT AN MeguyHoro peuenmom
no 20 mr no 21 TabneTui HOI NpoAayKu,i, 3acTocyBaHHs A0 po3ginis "OcobmnsocTi
y 6nictepi; no 3 BMNpPOOYBaHHSA 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta fo3n",
6nicTepun y KapTOHHiIl KOHTPOSIO "Mo6iyHi peakui”. BBegeHHA 3MiH NPOTAromM 6-Tn
Kopoo6Li AKOCTI: MicALiB nicnsA 3aTBepAKeHHA
. XodhdpmaHH-
Na Pow /14,
Llseiuapis;
BMNPOOYBaHHSA
KOHTpO/I0
AKOCTI:
. XodhdpmaHH-
Na Pow 14,
Llseiuapis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BMNpobyBaHs
KOHTpO/I0
AKOCTI, BUNYCK
cepii: Pow
C.n.A,, Itanis
91. | KPAMJI 3E/TIEHIHA Kpanni opasibHi No 25 M MPAT Ykpaina MPAT Ykpaina BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis: 6e3 UA/8872/01/01
y thnakoHax "®ITOPAPM" "®ITODAPM" 3MiHN | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenma

Ta thapmakoHarnsagy. BeegeHHus abo 3miHn o
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsay (BBeAEHHS y3arasibHeHNX faHux
npo cuctemy papmakoHarnsay, amiHa
YNOBHOB&XXEHOT 0CO6M, BiANOBiAa/IbHOI 3a
3pificHeHHs hapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
hapmakoHarsiagy B YKpaiHi, SKLLLO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifanbHOI 3a
3pjlicHeHHs hapmakoHarnagy (Bkayarum
KOHTaKTHi aHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
thaiina cuctemu cpapmakoHarnsgy) - NMponoHosaHa
peakuisi: ynoBHOBaXeHa ocoba BignoBifasibHa 3a
thapmakoHarnsag - limakosa NaHHa CTaHicnasiBHa.
3MiHa KOHTaKTHUX faHUX
92. | KCUNO-TEBA cnpeii HasasTbHUIA, TeBa 13painb Mepkne 'm6X, HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/8161/01/01
po3uuH 0,5 mr/mn, no 10 dapmaLeBTikan HimeuunHa 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa Ha3BuM peyenma
My CKNSAHOMY hN1akKoHi IHaacTpi3 174, (OinbHULA, nikapcbkoro 3acoby (3viHa Ha3su /13 (byro -
3 fo03aTopom; no 1 aKa KCUNO-ME®A) (TepMiH BBEAEHHS 3MiH NPOTAroM
pN1aKOHY Y KapTOHHiiA Bignosigae 3a 6-T1 MicsLIB nicNsA 3aTBEPKEHHS); 3MiHK | TRy -
Kopoo6Li BVPOGHMLTBO 3MiHM Wwopao 6e3nekn/edeKTMBHOCTI Ta
npenaparty in thapmakoHarnagy (iHwi 3miHn) (3amiHa rpadiyHoro
bulk, 0hOpMIEHHS NEPBUHHOI Ta BTOPUHHOI YNakoBOK Ha
nakyBaHHs Ta TEKCT MapKyBaHHS yNakoBOK 3 BiAMNOBIAHUMY
BUWMYCK Cepill; 3MiHamu fo po3ginis MKA N13 (po3gin «IpadiyHe
LinbHuusg, ska O(POPM/IEHHSA» 3aMiHEHO PO3LiOM «MapKyBaHHS»)
Bignosigae 3a (TepmiH BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsLiB
KOHTPO/1b nicnsa 3aTBepKeHHs)
SAKOCTI)
93. | KCUNO-TEBA crpeii HasalbHWUIA, TeBa I13painb Mepkne M'm6X, HimeyuunHa BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis: 6e3 UA/8161/01/02
po3uvH 1 mr/mn, no 10 dapmaLeBTikan HimeuunHa 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa Ha3Bu peyenma
My CKNSAHOMY (DN1aKoHi IHpacTpis 14, (AinbHULA, nikapcbkoro 3acoby (3miHa Ha3su /13 (byno -
3 fo3aTtopom; no 1 sKa KCUNNO-ME®A) (TepMiH BBEAEHHSI 3MiH MPOTArOM
pN1aKoHy Y KapTOHHiiA Bignosigae 3a 6-T1 MicsALIB nicnsA 3aTBEPKEHHS); 3MiHW | TNy -
Kopoo6Li BVMPOGHULTBO 3MiHM LWopao 6e3nekn/edekTMBHOCTI Ta
npenaparty in thapmakoHarnagy (iHwi 3miHn) (3amiHa rpadiuHoro
bulk, 0(hOpPMIEHHS NEPBUHHOI Ta BTOPUHHOI YNakoBOK Ha
nakyBaHHs Ta TEKCT MapKyBaHHSA yNakoBOK 3 BiAMNOBIAHUMY
BMNYCK Cepiit; 3MiHamu go po3ginisa MKA 13 (po3gin «IpadiyHe
LinbHuusg, ska 0(POPMIEHHSA» 3aMiHEHO PO3Li/TOM «MapKyBaHHs»)
Bignosigae 3a (TepmiH BBEAEHHSA 3MiH NMPOTAroM 6-Tv MicsLiB
KOHTPO/Tb nicna 3aTBEPAKEHHS)
SAKOCTI)
94. | KY3IMO/ION® Kpanni o4Hi 0,5%; no 5 HosapTic ®apma LBeliuapis AsKOH Kysi, Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/2767/01/01
My dh1aKoHi- Al C.A. 3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTBHOCTI peyenmom

KpanensbHuuj; no 1
hnakoHy-KpanesibHULi B
KOpOO6Li 3 KapTOHY

Ta (hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3araslbHeHVX gaHnx npo cuctemy
thapmakoHarnagy (BBeAEHHS y3araslbHeHNX JaHux
npo cuctemy hapmakoHarnsgy, aMmiHa
YNOBHOBaXEHOI 0CO6M, BigNoBiganbHOI 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHa
Bifl yNOBHOBa)XEHOI 0cobMu, BigNoBifa/IbHOT 3a
3[jicHeHHs1 hapMakoHaraay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
dhaiina cuctemu papmakoHarnsay)
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
(YnoBHoBaxeHa ocoba 3asiBHUKa AN 34iICHEHHS
hapmakoHarnsgy: [itoya pegakuis — IpeHe
Pe6onno.
MponoHoBaHa pegakuia — Mabpiena Xekep-baps.
3MiHa KOHTaKTHMX AaHNX YNIOBHOBaXXEHOT 0CO6Y.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobu. 3MiHa
MicUs 34IiCHEHHA OCHOBHOI AisifIbHOCTI 3
thapmakoHarnsgy. 3mMiHa Homepa macTep-gaiina.
3MiHa agpecy macTep-gaiina) (TepmiH BBEAEHHS
3MiH NPOTArom 6-TU MICALIB NiCNA 3aTBEPAXKEHHS);
3miHa 3asBHMKa (BNacHvka peecTpauiiHoro
noceigueHHs) (TepMiH BBEEHHS 3MiH NPOTAroM 6-
U MicALiB NicNs 3aTBEPAKEHHS)
95. | KYKYPYA3U CTOBMYMKM i3 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/2477/01/01
CTOBMYUKN 3 npuiiMoykamu no 30 ry $apmaneBTUYHA $apmaneBTUY 3MiHu | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenma
MPUAMOYKAMN naykax 3 BHYTPILWHIM thabpuka "Biona" Ha habpuka HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHuka
naketom; no 1,5ry "Biona" peecTpaujiiiHoro nocigueHHs) (3miHa agpecu
inbTp-nakeTi; no 20 3asBHKA)
iNbTp-NakeTiB y naywi
96. | IAKTUHET®-PIXTEP | Tabnetku, BKpuUTI BAT "'eneoH YropwmHa BAT "l'eneoH YropwuHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/9036/01/01
NAiBKOBOK 060/1I0HKOIO, PixTep" Pixtep" 3MiHU | TUMY - 3MiHX A0 IHCTPYKLIT A/19 MeANYHOro peyenmom
no 0,075 mr no 28 3acToCyBaHHSA y po3ginu: "®apmakoTepaneBTMyHa
TabneTok y 6nictepi; no rpyna" (YTOYHEHHs Ha3Bu), "®apmMakonorivHi
1 6nicTepy y nakeTi 3 BNacTMBOCTI", "B3aemMogis 3 iHLIMMU NiKapCbKUMMN
namiHoBaHoi 3acob6amu Ta iHWi Buan B3aemogiin”, "Ocob6amBocTi
a/1lOMiHIEBOI (hO/bIU; MO 3acToCyBaHHSA", "3acToCyBaHHSA y nepiog BarirTHOCTI
1 abo 3 nakeTu pasom 3 abo rogysaHHs rpyaaro”, "Cnocié 3actocyBaHHA Ta
KapTOHHUM (OYTASIPOM nosun”, "AOitn", "Mo6ivHi peakwii" BiaNoBiAHO A0
Ans 36epiraHHs iH(hopMaUiT Woa0 MeJUYHOro 3aCTOCyBaHHsA
6nictepa B KapTOHHIl pedhepeHTHOro nikapcbkoro 3acoby (Cerazette®, B
ynakoBLj YKpaiHi 3apeectpoBaHuii ik YAPO3ETTA®).
BBeAeHHA 3MiH NpoTArom 3-x MicAwiB nicns
3aTBepKEHHs
97. | NAMIKOH® Tabnetkn no 0,25 rno 7 MAT "dapmaxk” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepiais: 3a UA/2714/01/01
Tabnetok y 6nictepi; no 3MiHM Il TUny - 3MiHK WoA0 6e3nekn/ed)eKTUBHOCTI peuyenmom
2 6nictepu B navi Ta chapmakoHarnsgy. IHWi 3mMiHK, SiKi He BBIALWAN y
ueli po3ain, ski BKIYalTh NogaHHSA pe3ynbTaTiB
[ocnimkeHb [0 KOMNETEHTHOrO OpraHy -
npeAcTaB/ieHHs pe3ybTarTiB nicspeecTpaLitHoro
L0CNiMKEHHS1 6iOEKBIBA/IEHTHOCTI
98. | IEBOKCUME], po3uuH ans iHgysiid, 500 yopna TypeyuunHa Medap lnau TypeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/14634/01/01
mr/100 mn; no 100 mny MEAVUWH IN1AY CaH. A.LL. 3Minu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
dnakoHi; no 1 donakoHy CAH. BE TIOX. HallMeHyBaHHA Ta/abo agpecy 3asiBHVKa (BnacHuka
Y KapTOHHiIli KOopoobLi A.LL. peecTpauiiiHoro noceigueHHs) (3miHa agpecu
3asBHMKA (BNacHVKa peecTpauiiHoro nNocBig4yeHHs)
99. | NIAOKAIH-AAPHUUS | posuuH ans iH'ekuii, 20 MpAT YKpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3a UA/4935/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

Mr/M N0 2 M B amnyni;
no 5 amnyn y KOHTYpHIiA
YapyHKOBIli ynakoBLii; no
2 KOHTYpPHI YapyHKOBI
ynakoBku B naui

"PapmaueBTnyHa
hipma "JapHuus"

"®apmauesTu
YyHa chipma
"fapHuua"

3MiHM | TNy - nogaHHsa HoBoro CepTudikaty
BiANOBIAHOCTI EBponeiickbkili hapmakonei Big
HoBOro Bupo6bHuka A®l RO-CEP 2013-198-Rev 00
Ta, K Hacnigok, BBEAEHHS po3ainy «TepMiH
36epiraHHsA 5 pokiB, 3 HACTYMHUM NEPEKOHTPOIEM
B METOAMKN BXiZAHOro KOHTponto APl ans gaHoro
BMPOGHWKA; 3MiHM | TUMy - 3MiHa TEPMiHY
36epiraHHA cybcTaHuii Jligokainy rigpoxiopug ans
3aTBepXeHOro BUPO6HVKa; 3MiHU | TUny - 3MiHa Y
mMeTofax BunpobysaHHs AP abo BUXigHOro
marepiany/npomMiKHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdDI
(iHWi 3miHM y MeTogax BUNpobyBaHHA (BKIKOYAKOYM
3amiHy abo JonoBHeHHs) Ad| abo
BMXIZAHOrO/NPOMIXHOr0 NPOAYKTY); CYNYTHS 3MiHA:
3MiHa y napameTpax cneuudikauiin Ta/abo
[ONYCTUMUX MEX, BU3HAYeHMX y creumdikalisx Ha
A®I, ab60 BUXIgHWIA/NPOMIKHUIA NPOAYKT/peareHT,
LLI0 BUKOPUCTOBYHOTLCS Y NpoLieCi BUPO6HMLTBA ADI

peyenmom

100.

NISOTIA3SNA-TEBA

Tabnetkn no 10 mr/12,5
mr, no 10 TabneTok y
6nicTepi; no 3 6nictepn
y Kopobuj

TeBa
dapmaLeBTikan
IHaacTpi3 174,

13painb

AT
PapmaueBTuy
HWIA 3aBOS,
TEBA

YropLmHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu Il Tuny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
3060B'A3aHb Ta YMOB BuAavi peectpauiiiHoro
noceifAYeHHs, BKNtoYaroun Mnax ynpasniHHA
pv3vKamu (3acTocyBaHHS 3MiH(W), ski(a)
BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHS HOBUMM
[04AaTKOBUM JaHUMW, L0 MaloTb HagasaTucs
KOMMETEHTHVM OpraHoM, OCKifIbKM BUMaraeTbCs
CYTTEBA OLLiHKa KOMMETEHTHUM OpraHom)
(BrKOHaHHSA 3060B'A3aHb BiANOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
[0 MNopsgKy NpoBefeHHs ekcnepTusun
peecTpauiiiHux MaTepiasiiB Ha nikapcbki 3acobu, Lo
noAalTbCs Ha AepXaBHY peecTpavito
(nepepeecTpadito), a TakoX ekcnepTusn marepiasniis
NpO BHECEHHS 3MiH 10 peecTpauiliHnx MaTepianis
NPOTAroMm fjii peecTpauiiHoro NocBifYeHHs,
3aTBepmxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460)

3a
peyenmom

UA/6092/01/01

101.

NISOTIA3SNA-TEBA

Tabnetku no 20 mr/12,5
mr, no 10 TabneTok y
6nictepi; no 3 6ictepn
y Kopobuj

TeBa
dapmauesTikan
IHgacTpi3 J174.

13painb

AT
PapmaLeBTny
HWIA 3aBOA,
TEBA

YropLmHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3Minu Il Tuny - 3MiHK Wopao 6e3nekun/edekTBHOCTI
Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
3060B'A3aHb Ta YMOB Buadi peectpauiiiHoro
nocBigYeHHs, BKIoYatoun MnaH ynpaeniHHA
pv3nKamu (3aCToCyBaHHS 3MiH(1), ski(a)

3a
peyenmom

UA/6092/01/02
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BMMaralTb(€) NOAASIbLLOTO 06I'PYHTYBAHHSA HOBUMM
[0[aTKOBUM AiaHNMK, Lo MatoTb HagasaTuca
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbes
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BukoHaHHS1 3060B's13aHb BiAMOBIAHO A0 NiAMYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
no MopsaKy NpoBefeHHA ekcnepTu3n
peecTpauiiiHux MaTepiasiiB Ha Nnikapcbki 3acoou, Lo
noAaloTbCs Ha ilepXaBHy peecTpadiiio
(nepepeecTpadiio), a TakoX ekcrnepTu3n martepianis
Npo BHECEHHS 3MiH 0 peecTpauiliHnx Martepianis
NpoTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepmAkeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

102.

NIHKOMILUMH

Kancynm no 250 mr no
10 kancyn y 6nictepi; no
3 6nictepun y navui

MAT
"Knismegnpenapa
T

Ykpaina

NAT
"Kuismegnpen
apar”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHM | TUNY - 3MiHa NapameTpiB cneumdikauii
Ta/abo foNyCTUMUX MEX rOTOBOrO NikapCbKoro
3aco6by - 3MiHa NepiogNYHOCTI KOHTPOJIHO AKOCTI
roTOBOrO /iKapCbKOro 3acoby 3a NoKasHMKOM
«MBY»; 3MiHK | TUNy - 3MiHa NnapameTpiB
cneuudikaLin Ta/abo fonycTUMUX MEX rOTOBOrO
nNikapcbKoro 3acoby - 3MiHa B NOCUIaHHI
cneumaikalii Ha MeTo KOHTPOO 3a M.
«laeHTudikauis»; 3MiHu | Tuny - 3mMiHa y metogax
BMMNPO6YBaHHA rOTOBOrO MiKapcbKoro 3acoby (iHLwi
3MiHM Y MeToAax BUNpobyBaHb (BKIHOYaOUM 3aMiHy
ab0 0NOBHEHHS))

3a
peyerimom

UA/0620/01/01

103.

NIPA®

TabneTku, BKPUTI
NAiBKOBOK 060/I0HKOIO,
no 500 mr no 10
TabneTok y 6nictepi, no
3 6nicTepun B naui 3
KapToHYy

MAT "dapmak”

YKpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
TexHiyHa nomuska (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460). BunpaBneHHst TEXHIYHNX
NOMWIIOK, 3rigHo nn.4 n.2.4. po3giny VI Hakasy MO3
Ykpainu Bif 26.08.2005p. Ne 426 (y pefakui
Haka3zy MO3 Ykpainu Big 23.07.2015 p Ne 460) —
BUNPaBNEHHS TeXHIYHOI nomunkn y MKA N3, aka
6yna pgonylweHa npu peectpauii /13 (Haka3z Ne1299
Big 01.12.2016 p.), Npyn nepeHeceHHi iHchopmauii 3
marepianis peecTpadiiHoro gocke (p.3.2.P.1. Onuc
i cknag nikapcbkoro 3acoby), a caMe B 3a3Ha4eHHi
KoZy nniBkoBoro nokputTst Opadry white. Takox
TEXHi4YHY NOMUIKY BUMPaBNEHO B IHCTPYKLT ANs
MeZIMYHOro 3actocysaHHa y p. "Cknag”"

3a
peuyenmom

UA/13370/03/01

104.

MArHIKO
ACMAPATIHATY
TETPATIAPAT

KpucTaniyHuin NopoLIokK
abo kpuctanu
(cybeTaHuin) y
NoJlieTUIEHOBMX

ToBapucTso 3
06MeXeHo
BiANOBIAA/LHICTIO
"PapmaueBTnyHa

YkpaiHa

ToBapuncTBO 3
06MexeHot
BiANOBIAA/bHI
CTHO

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiHux maTepiais:
3MiHuM | TUNY - 3MiHa po3mipy cepii (BkNoYatum
AianasoHu) APl abo NPOMiIXXHOro NPOAYKTY, KU
3aCTOCOBYETLCA Y Npoueci BUpobHuuTea AdI

UA/14696/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
naketax gns KOMMaHis "®apmauesTu (36inbLUeHHs Ao 10 pasis NOPIBHAHO i3
dhapmaLeBTUYHOrO "3popos'a" YyHa KOMMNaHisi 3aTBEPAKEHUM PO3MIPOM) — 36iMbLUEHHS PO3MipYy
3aCcTOCyBaHHSA "3p0poB'a” cepii A®I marHito acnapariHaTy TeTparigpar.
3anponoHoBaHo: 230,8 kr; 3MiHu Il TUny - 3MiHK B
npoueci BupobHuuTBa A®I; cynyTHS 3MiHa: 3MiHa Y
napameTpax cneuudgikadii Ta/abo gonycTummx
MeX, BU3Ha4YeHuX y crneumndikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y Npoueci BupobHuutea APl
105. | MEJICU TPABA TpaBa (cybcTaHuis) y MpAT "NikTpasn” Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: - UA/8732/01/01
MiLLKax, ToKax, Kinax "NikTpasun" 3MiHM | TUNy - 3MiHa y MeToAax BunpobysaHHs Ad|
015 BUpo6HMLTBA abo BuUXigHoOro martepiany/npoMikKHOro
HeCTepuIbHUX npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
niKkapcbknx hopm npoueci BupobHuutea A®I (iHWwi 3MiHM Yy MeTogax
BMNpoByBaHHSA (BK/OHYAKOUM 3aMiHy abo
[0NoBHEHHs) AdD| abo BYXiAHOro/NPoOMiKHOrO
NpoAayKTy); 3MiHu Il Tuny - 3mMiHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y NpoLeci BUpobHuutea APl sk
HacnifoK, BHECEHHS 3MiH A0 p. «Cknag»
(NpuBeAeHHs Y BigNoBigHICTb A0 MoHorpadii 4dY
"Menicu Tpasa")
106. | ME/JTOKCUKAM- Tabnetkn no 7,5 mMr no patiochapm M6X HimeuyunHa BUPOGHMLTBO IHgis/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/6308/01/01
TEBA 10 TabneTok y 6nicTepi; npoaykuii in HimeyunHa 3MiHK | TUNY - 3MiHW [0 IHCTPYKLUiT 4518 MeAUYHOro peuyenmom
no 2 6nictepu B bulk: Liunna 3acTocyBaHHA y po3ginu: "MpoTunokasaHHsa",
KapTOHHI KOPOOL Niviteq, IHAis; "Oco6MBOCTI 3acTOCyBaHHSA", "3acTOCyBaHHS y
nepBrHHa Ta nepiog, BariTHoCTi abo rogyBaHHs rpyaar”,"MobiuHi
BTOPVHHA peakuii" BiANOBIAHO A0 OHOBMEHOI iHhopMaLi 3
ynakoBKa, 6e3nekn Aitoyoi pevyoBnHN. BBeAEGHHA 3MiH
KOHTPO/b npoTArom 3-x MicauiB Nicns 3aTBepAKeHHsA
AKOCTI:
Mepkne M'm6X,
HimeuuunHa,;
[03BiN Ha
BMNYCK Cepil:
Mepkne I'm6X,
HimeuunHa
107. | MENTOKCUKAM- Tabnetku, no 15 mr no paTiodhapm M6X HimeuunHa BVPOGHMLTBO IHgis/ BHECEHHS 3MiH [0 peecTpaLliiHux maTepiasis: 3a UA/6308/01/02
TEBA 10 TabneTok y 6nicTepi; npoaykuii in HimeyunHa 3MiHU | TUNY - 3MiHW [0 IHCTPYKLUiT AN18 MeAnYHOro peuyenmom
no 1 a6o 2 6nictepu B bulk: Liunna 3acTocyBaHHs y po3ginu: "MpoTunokasaHHs",

KapTOHHI KOpoo6Li

Nimiteq, IHAis;
nepBuHHA Ta
BTOPWHHA
yNaKkoBkKa,

"Oco6nMBOCTI 3aCTOCyBaHHSA", "3acToCcyBaHHS y
nepiog, BariTHoCTi abo rogyBaHHs rpyaat”,"MobiyHi
peakuii" BiANOBIAHO A0 OHOBMEHOI iHChopMaLi 3
6e3nekn Aitoyoi pe4yoBuHY. BBeAEGHHA 3MiH
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
KOHTPO/1b npoTArom 3-x MicsiLiB NicnA 3aTBepAKEHHsA
AKOCTI:
Mepkne 'm6X,
HimeyuunHa;
[03BiN Ha
BMNYCK cepil:
Mepkne 'm6X,
HimeyynHa
108. | ME/IOKCUKAM- PO34nH ANs iH ekyiin, 15 TeBa 13painb Xenn C.A. Ipeuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/6308/02/01
TEBA mr/1,5 mnno 1,5 mn B dapmaueBTikan 3MiHK | TURY - 3MiHW [0 IHCTPYKLiT 419 MegMYHOoro peyernmom
amnyni, no 5 amnyn y IHoacTpi3 /1714, 3acTocyBaHHs y po3gim: "OcobnnBocCTi
nnacTMKoOBOMY 3actocyBaHHsA", "MNob6ivHi peakwii" BiANOBIAHO [0
KOHTEWHepi B KAPTOHHIi OHOB/IEHOI iHhopMaLii 3 6e3nekn Ailouoi peYoBUHN.
KopooLi BBeAeHHA 3MiH NpPoTArom 3-x MicAwiB nicns
3aTBepAXKEHHSA
109. | METAKAPTUH PO34MH NS iH ek, 1 yYorPna TypeyunHa Medbap Inau TypeyunHa BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis: 3a UA/15530/01/01
r/5wmn, no5mnB MEAVUWVH INAY CaH. A.LL. 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuyenmom
amnyni; no 5 amnyn B CAH. BE TIOX. HallMeHyBaHHs Ta/abo agpecy 3asBHMKA (BlacHMKa
KOHTYPHIlA YapyHKOBIlA A.LL. peecTpavuiiiHoro noceigyeHHs) (3miHa agpecu
ynakoBLj; no 1 a6o 2 3asBHKA)
KOHTYPHIi YapyHKOBI
YNaKoBKN B KAPTOHHIM
Kopo6Li
110. | METAMIH® TabneTku, BKpUTI TOB "KYCYM Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH [0 peecTpaujiitHux maTepianis: 3a UA/11506/02/01
060/10HKOI0, No 500 wmr, PAPM" PAPM" 3MiHn | TURYy - 3MiHM WoAo 6e3nekn/edeKTBHOCTI peyenmom
no 10 TabneTok y Ta (papmakoHarnagy. 3MiHu y KOpOoTKiii
6nicTepi; no 3 a6o no 10 XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTi
6nicTepiB y KAPTOHHIN MapKyBaHHS Ta IHCTPYKUIii AN MeANYHOro
ynakoBL;i 3aCTOCYBaHHSI TeHepUYHUX/TIGPUAHMX/6IoNoAIGHNX
NiKapcbKunx 3acobiB nic/is BHECEHHSA TiEl camol
3MiHM Ha pechepeHTHMII npenapart (3MiHa He
noTpebye HafiaHHA XOAHNX HOBUX AOAATKOBUX
AaHuvX) (3MiH1 BHECEHO A0 iIHCTPYKLi y po3ainu:
"Moka3aHHS"(YTOUHEHHS), " DapMakonoriyHi
BnactusocTi", "lMpoTunokasaHHs", "B3aemogis 3
HLIMMKW NikapcbKMKU 3acob6amu Ta iHLWi BUAK
B3aemogii", "OcobmBocTi 3acTocyBaHHs", "Croci6b
3acTocyBaHHs Ta o3n”, "Mepeno3yBaHHA",
"Mo6iuHi peakuii" BiANOBIAHO A0 iHthopMmau,ii Wwoao
MeAMYHOro 3acTOCyBaHHS pethepeHTHOro
nikapcbkoro 3acoby (MMHOKODAXK, Tabnetku,
BKpWUTI NNiBKOBOIO 060/10HKOO, 500 mr, 850 mr,
1000 wmr) (TepMiH BBeAEHHS 3MiH NPOTATOM 6-Tn
MicsALiB Nicnsa 3aTBepAKEHHS)
111. | METAMIH® TabneTkun, BKpUTI TOB "KYCYM Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/11506/02/02
060/10HKO, Mo 850 mr, PAPM" DAPM" 3MiHu | TMny - 3MiHK Woao 6e3nekn/edPeKTUBHOCTI peyenmom
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

no 10 TabneTtok y
6nicTepi; no 3 abo no 10
6nicTepiB y KAPTOHHIl
ynakoBLi

Ta hapmakoHarnagy. 3MiH1 y KOpoTkiii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHs1 Ta iHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHS reHepUYHNX/TIBPMAHNX/6I0N0AIGHNX
nNiKapCcbKMX 3acobiB Micns BHECEHHS Tiei camol
3MiHM Ha pethepeHTHMII npenaparT (3MiHa He
noTpebye HafaHHs XXOAHWUX HOBUX AOAATKOBUX
AaHuvX) (3MiHM BHECEHO A0 iHCTPYKLii y po3ainu:
"Moka3aHHA"(YTOUYHEHHS), " PapMakoIoriyHi
BnactmsocTi", "MpoTunokasaHHs", "B3aemogis 3
HLWIMMKW NikapcbkMKU 3aco6amMu Ta iHLWi BUuam
B3aemogijit", "OcobmBocCTi 3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta go3n”, "MepenosysaHHA",
"Mo6iuHi peakuii” BiANOBIAHO A0 iHhopMmaLi Wwoao
MeAMYHOro 3acTOCyBaHHs pethepeHTHOro
nikapcbkoro 3acoby (MMHOKODAX, TabneTtku,
BKPWTi MNiBKOBOK 060/10HKO0, 500 Mmr, 850 wmr,
1000 mr) (TepmiH BBeAEHHS 3MiH NPOTArom 6-Tu
MicALIB MiC/1A 3aTBEPKEHHS)

112.

METAMIH®

TabneTku, BKpUTI
060/10HKO0, N0 1000 Mr
no 15 TabneTtok y
6nicTepi; no 2 abo no 6
6nicTepiB y KAPTOHHIl
ynakoBLi

TOB "KYCYM
PAPM"

YKpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta thapmakoHarnagy. 3MiHu y KOpoTkiii
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS reHepUYHNX/TiIBPMAHNX/6I0N0AIGHNX
nNikapcbKunx 3acobiB Micns BHECEHHS Tiei camol
3MiHM Ha pedhepeHTHMI npenaparT (3MiHa He
noTpebye HajaHHS XO4HUX HOBMX A0AATKOBUX
OaHunx) (3MiHW BHECEHO A0 IHCTPYKLUIT y po3ainu:
"Moka3saHHA" (YTOUHEHHS),"PapmakonoriyHi
BnactmsocTi", "MpoTunokasaHHs", "B3aemogis 3
HWIMMKW NikapcbKMKU 3aco6amMu Ta iHLWi BUuam
B3aemogii", "OcobmBoCTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHA Ta go3un”, "MepenosysaHHA",
"Mo6iuHi peakuii” BigNoBIgHO A0 iHchopMaLii Wwoao
MeAMYHOro 3acTOCYBaHHs pehepeHTHOro
nikapcbkoro 3acoby (MHOKO®AX, Tabnetku,
BKPWTi MNiBKOBOK 060/10HKOK0, 500 mr, 850 mr,
1000 mr) (TepmiH BBeAEHHSA 3MiH NPOTSArom 6-Tu
MicsLIiB Mic/1sA 3aTBEPKEHHS)

3a
peyenmom

UA/11506/02/03

113.

METPOAEHT®

renb 3y6HUiA,
opuriHanbHuii no 20 1 B
/TIOMIHIEBIN Ty6i; no 1
Ty6i y KapTOHHIlA KOpoo6Li

OpraHocvH Jlaiid
CaeHcus MNBeT. JiTA.

IHais

EHK 106
ETikan3
MpaiiBiT
Nimiten

IHais

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHM I Trny - 3MiHK Woao 6e3nekun/etekTUBHOCTI
Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
3060B'A3aHb Ta YMOB Buadi peectpauiiiHoro
nocBigYeHHs, BKIoYatoun MnaH ynpaeniHHA
pv3nKamu (3aCToCyBaHHS 3MiH(1), ski(a)

6e3
peyenma

UA/7951/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BMMaralTb(€) NOAASIbLLOTO 06I'PYHTYBAHHSA HOBUMM
[0[aTKOBUM AiaHNMK, Lo MatoTb HagasaTuca
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbes
CyTTEBA OL|iHKA KOMMETEHTHUM OpraHom) -
BriKkoHaHHs 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
no MopsaKy NpoBefeHHA ekcnepTu3n
peecTpauiiiHux MaTepiasiiB Ha Nnikapcbki 3acoou, Lo
noAaloTbCs Ha ilepXaBHy peecTpadiiio
(nepepeecTpadiio), a TakoX ekcrnepTu3n martepianis
Npo BHECEHHS 3MiH 0 peecTpauiliHnx Martepianis
NpoTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepmAkeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

114.

METPOAEHT®

reflb 3y6HUIM, IMMOHHNIA
apomar no 20 r B
a/tOMiHIEBIl Ty6i; no 1
Ty6i y KapTOHHIli KOpooL,i

OpraHocvH Jlaind

CaeHcus MeT. NTAa.

IHais

EHK' 106
Etikans
MpaiiBiT
Nimiten

IHgis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHuM Il Tuny - 3MiHW Woao 6e3nekun/edekTUBHOCTI
Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3060B'A3aHb Ta YMOB BMAaYi peecTpauiintHoro
NnocBiAYeHHA, BKtoYaroun MaaH ynpasniHHA
pv3nkamu (3aCToCyBaHHS 3MiH(1), ski(a)
BMMaratTb(€) NOAaNbLIOTO 06I'PYHTYBAHHS HOBYMM
[04aTKOBUM JaHUMW, L0 MaloTb HagasaTucs
KOMMETEHTHMM OpraHoM, OCKi/IbK1 BUMaraeTbCs
CyTTEBA OL|iHKA KOMMETEHTHUM OpraHom) -
BrkoHaHHs 3060B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
[0 NopsgKy NpoBeAeHHs eKCcnepTusun
peecTpauiiiHux MaTepiasiiB Ha nikapcbki 3acobu, Lo
noAanTbCs Ha fepXaBHy peecTpauiio
(nepepeecTpadiio), a TakoX ekcrnepTu3n martepianis
NpOo BHECEHHS 3MiH 10 peecTpauiiHnx MaTepianis
NpoTAroMm fii peecTpauiiHoro NocBigYeHHs,
3aTBepaAkeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

6e3
peyenma

UA/7952/01/01

115.

METPOAEHT®

reflb 3y6Hui,
aHaHacoBwit apomar, rno
20 r B /11OMiHi€BIN Ty6i;
no 1 Ty6i y KapTOHHil
KOpooLi

OpraHocvH Navidy

CaeHcus IMBT. fiTAa.

IHgis

EHK 106
ETikan3
MpaviBiT
Nimiteq

IHgis

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis:
3MiHu Il Tuny - 3miHW Woao 6e3nekun/edeKTUBHOCTI
Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3000B'A3aHb Ta YMOB BMAaYi peecTpauiintHoro
NocBiAYEHHS, BKIoYarun MnaH ynpaeniHHA
pu3vKamu (3acTocyBaHHs 3MiH(W), Aki(a)
B/MaratTb(€) NoganbLIoro 06rpyHTyBaHHS HOBMMMU
[04aTKOBUM JaHVMK, L0 MaloTb HagaeaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCcs
CyTTEBA OLliHKA KOMMETEHTHUM OpraHoMm) -

6e3
peyenma

UA/7953/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BrikoHaHHA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
£o Mopsaky NpoBeeHHA ekcnepTu3n
peecTpavuiiiH1X MaTepiasiiB Ha fikapcbki 3acobwm, Lo
NnoAaloTbCA Ha fepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcnepTusn marepianis
Npo BHECEHHS 3MiH [0 peecTpauiiHnx martepianis
NpOTAroMm fii peecTpauiiHoro NocBig4YeHHs,
3aTBepAkeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

116.

METPOAEHT®

refib 3y6HUiA,
NoNyHWYHWIA apomart, no
20 r B a/1IOMIHI€EBI Ty0i;
no 1 Ty6i y KapTOHHiiA
Kopoo6Li

OpraHocvH Jlaind
CaeHcus MeT. JiTa,.

IHais

EHK'106
ETikan3
MpaiBiT
Nimiten

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM Il Tuny - 3MiHK Woao 6e3nekun/edekTMBHOCTI
Ta (papmakoHarnsgy. BHeceHHsi abo 3miHa(n) oo
3060B'A3aHb Ta YMOB Buaudi peecTpauiiiHoro
noceigyYeHHs, BkNtoyaroun Mnax ynpasniHHA
pr3nkamu (3aCToCyBaHHS 3MiH(1), aki(a)
B/MMaratoTb(€) nofanbLioro 06rpyHTyBaHHS HOBUMU
[04aTKOBUM JaHVUMK, L0 MaloTb HagasaTucs
KOMMETEHTHVM OpraHoM, OCKi/IbKN BUMaraeTbCs
CyTTEBA OL{iHKA KOMMETEHTHUM OpraHom) -
BrikoHaHHs 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogartky 15
[0 MNopsfKy NpoBefeHHs ekcnepTusun
peecTpavuiiiH1X MaTepiasiiB Ha fikapcbki 3acobwm, Lo
noAalnTbCA Ha AepXaBHy peecTpadiio
(nepepeecTpadito), a TakoX ekcrnepTu3n marepianis
Npo BHECEHHS 3MiH [0 peecTpauiiHnx martepianis
NpOTAroMm fii peecTpauiiHoro NocBig4YeHHs,
3aTBepAkeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

6e3
peyenma

UA/7954/01/01

117.

MINATIH

cyno3uTopii BariHasibHi
no 100 mr, no 3
Cyno3uTopis y cTpuni, no
1 cTpuny B navui

CninbHe
YKpaiHCbKO-
icnaHcbke
niANPMEMCTBO
"Cnepko YkpaiHa"

Ykpaina

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpUeEMCTBO
"Cnepko
YkpaiHa"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHun Il TMny - 3MiHK Wo[0 6e3nekn/ePeKTUBHOCTI
Ta (papmakoHarnsgy. BHeceHHst abo 3miHa(un) oo
3060B'A3aHb Ta YMOB Buaui peecTpauiiiHoro
nocBig4YeHHs, BKIoYatoun MnaH ynpaeiHHA
py3nkamu (3aCToCyBaHHS 3MiH(1), ski(a)
BMMaraTb(€) NOJasIbLIOTO 06I'PYHTYBAHHSA HOBYMM
[00aTKOBUM Ai@aHNMK, L0 MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCsl
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BrKOHaHHS 3060B'A3aHb BigNOBIAHO A0 MiAMYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
[0 MNopsgKy NpoBefeHHs ekcnepTusun
peecTpauiiiHiX MaTepiasiiB Ha Jlikapcbki 3acobu, Lo

3a
peyenmom

UA/5924/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
noAalTbCs Ha AePXaBHY peecTpaviio
(nepepeecTpauito), a TakoXx ekcnepT3n Martepianis
NpO BHECEHHS 3MiH 10 peecTpauiliHnx MaTepianis
NPOTAroMm fjii peecTpauiiHoro NocBigYeHHs,
3aTBepMAxeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460)
118. | MIHIPUH MENT niogpinizaT opanbHWii No PeppiHr LLiBefiuapis BMPOGHMLTBO, | BenukobpuTaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/5118/02/01
60 mkr, no 10 IHTEepHELUHN nepBuHHE / 3MiHu 1l TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peuenmom
niodgpinizaTiB y 6nicTepi; CeHntep CA nakyBaHHs, LLisenuapis/ Ta (hapmakoHarnsgy. BHeceHnHst abo 3miHa(n) oo
no 1, a6o no 3 a6o no KOHTPO/b HimeyunHa 3060B'A3aHb Ta YMOB BuAadi peectpauiiiHoro
10 6nicTepiB y SAKOCTI: NoCBIAYEHHS, BKIOYatoun MNnaH ynpasiHHA
KapTOHHI KOPOOL KaTtaneHt pv3uKamu (3aCTOCyBaHHS 3MiH(1), ski(a)
HO.K. CBiHAOH BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHS HOBUMM
3igic Nimiten, [04aTKOBMM AaHuMuU, Lo MaloTb HajaBaTucs
BenukobputaH KOMMETEHTHVM OpraHOM, OCKifIbK1 BUMaraeTbCs
is; CYTTEBA OLjiHKa KOMMETEHTHUM OpraHoMm)
BTOPVHHE (BrKOHaHHSA 3060B'A3aHb BiANOBIAHO A0 NiANYHKTY
nakyBaHHA: 2.3 nyHKTY 2 gogatky 15 fo Mopsigky nposefeHHs
PeppiHr eKcnepTu3n peecTpauiiHnx MaTepianis Ha
IHTepHeLUHN nikapcbki 3ac06M, L0 NOAAITLCA Ha AepXaBHY
CeHTep CA, peecTpadito (nepepeecTpawito), a Takox
LBeiiuapis; eKcrnepTn3n MaTepiasiiB Npo BHECEHHSA 3MiH A0
BignoBigabHU peecTpauiiiHux MaTepiasnis NpoTarom gii
14 32 KOHTPONb peecTpauiniHOro NoCBiAYEHHS, 3aTBEPAKEHOTO
AAKOCTI, BUNYCK Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegakuii
cepil: Haka3y MO3 Big 23.07.2015 Ne 460)
®eppiHr MTM6X,
HimeuyunHa
119. | MIHIPUH MENT niodpinizat opanbHUii No PeppiHr LBeliuapis BMPOGHULTBO, | BenukobpuTaHis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/5118/02/02
120 wmkr, no 10 IHTEpPHELHN nepBuHHE / 3MiHun Il TMny - 3MiHKn Wo[0 6e3nekn/eeKTUBHOCTI peyenmom
niodpinizaTiB y 6nicTepi; CeHntep CA nakyBaHHs, LLBetiuapis/ Ta (papmakoHarnsgy. BHeceHHst abo 3miHa(n) o
no 1, aéo no 3 abo no KOHTPO/b HimeyunHa 3060B'A3aHb Ta YMOB Buaui peecTpauiiiHoro
10 6nicTepiB y SIKOCTI: NOCBIAYEHHS], BKoYatoun MnaH ynpas/iHHA
KapTOHHI Kopoo6Li KataneHt py3nkamu (3aCToCyBaHHS 3MiH(1), siki(a)
O.K. CBiHfOH BMMaraoTb(€) NOJasIbLIONO 06I'PYHTYBAHHSA HOBYMM
3igic Nimiten, [04aTKOBMM AaHVMU, WO MaloTb HagaBaTucs
BenukobpuTaH KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCsl
is; CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
BTOPVIHHE (BrKOHaHHS1 3060B'A3aHb BigNOBIAHO A0 MiAMYHKTY
nakyBaHHs: 2.3 NyHKTY 2 pogatky 15 no MNopsaky nposefeHHs
®eppiHr eKCrepTn3n peecTpaljiiiHux maTtepianis Ha
IHTepHeLuHN Nikapcbki 3ac06m, L0 NOAAITLCA Ha AepXKaBHYy
CeHTep CA, peecTpadito (nepepeecTpaLiio), a Takox
Lseliuapis; eKkcnepTn3n marepianis Npo BHECEHHS 3MiH [0

BignoBigasibHN

peecTpauiiiHiX MaTepiasiiB NPoTAroM gii
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
11 32 KOHTPONb peecTpauinHOro NoCBiAYEHHS, 3aTBEPAKEHOTO
SIKOCTI, BUNYCK Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
cepit: Haka3y MO3 Big 23.07.2015 Ne 460)
®eppiHr MTM6X,
HimeyynHa
120. | MIHIPUH MENT niogpinizaT opasibHWiA No PeppiHr LLiBeiiuapis BMpPO6HULUTBO, | BenukobputaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/5118/02/03
240 wmkr, no 10 IHTEepHeLwHN nepBuUHHE / 3MiHn Il TMny - 3MiHK Wo[0 6e3nekn/edPeKTUBHOCTI peyernmom
niodgpinizaTiB y 6nicTepi; CeHntep CA nakyBaHHs, LLBeiuapis/ Ta (papmakoHarnsgy. BHeceHHst abo 3miHa(un) oo
no 1, aéo no 3 a6o no KOHTPO/b HimeyunHa 3060B'A3aHb Ta YMOB Buaudi peecTpauiiiHoro
10 6nicTepiB y AKOCTI: noceig4YeHHs, Bktoyaroun Mnax ynpasniHHA
KapTOHHIA KOpoo6Li KataneHt pr3nkamu (3aCToCyBaHHS 3MiH(1), aki(a)
HO.K. CBiHAOH B/MMaratoTb(€) NofanbLioro 06rpyHTyBaHHA HOBUMU
3igic Nimites, [04aTKOBMM AaHuMu, WO MaloTb HajaBaTucs
BenukobpuTaH KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCcs
is; CyTTEBA OLjiHKA KOMMNETEHTHVM OpraHoMm)
BTOPVHHE (BukoHaHHs1 3060B'13aHb BiAMOBIAHO A0 NiAMYHKTY
nakyBaHHS: 2.3 nyHKTy 2 gogatky 15 go MNopsaaky nposefeHHs
PeppiHr eKcnepTu3n peecTpauiiHnx Matepianis Ha
IHTEepHeLwHN niKapcbki 3ac06M, W0 NOAATLCA Ha AEPXAaBHY
CeHTep CA, peecTpadito (nepepeecTpaLito), a Takox
Leiiyapis; eKcrnepTn3n MaTepiasiiB Npo BHECEHHS 3MiH A0
BiANOBIA&/TbHU peecTpauiiHux MaTepiasis NpoTarom fAil
11 338 KOHTPO/b peecTpauiiHoro NocBifg4YeHHs, 3aTBePKEHOro
SAKOCTI, BUNYCK Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
cepii: Hakady MO3 Big 23.07.2015 Ne 460)
®eppiHr MTM6X,
HimeuunHa
121. | MOAENNb NPO TabneTku, BKpUTI TeBa I13painb BUPOGHMLTBO CyntaHar BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis: 3a UA/13889/01/01
NAiBKOBOK 000JI0HKOH, dapmacbioTikasn Hepo3dhacoBa | OmaHn/ Xopsartis 3MiHM | TUNY - 3MiHa NapameTpiB crnevumdikauii peuyenmom
no 21 tabnetui y IHpacTpis 114 HOI noAyKujii, Ta/abo fonyCTUMMUX MEX NEPBUHHOT YNakoBKM
6nictepi; no 1 a6o 3, nepBrHHa Ta roTOBOrO /likapCbKOro 3acoby (BUTyUYEeHHs
abo 6 6nicTepis B BTOPUHHA He3Ha4yHOro nokasHuka (Hanpuknag, 3actapinoro
Kopoo6Li ynaKoBKa, NoKasHWUKa)) - BUNYYEHHS HE3HAYHMX MOKA3HUKIB i3
KOHTPO/Tb cneumgikauii nepBMHHOT ynakosku MBX nniBka, ski
cepii: OmaH He XapakTepusyTb caMi NakyBaslbHi MaTepianu;
PapmMacboTnK 3MiHK | TUNY - 3MiHa NapameTpiB cnevumdika,ili
an Mpopaktc Ta/abo AONYCTUMUX MEX NEePBUHHOT YNaKoBKM
KomnaHi TOB, rOTOBOrO JlikapcbKoro 3acoby (BUTy4YeHHs
CyntaHar He3HayHOro nokasHuka (Hanpuknag, sactapinoro
OmaH; fo3Bin NOKa3HUKA)) - BUSTYYEHHST HE3HAUYHMX NMOKA3HUKIB i3
Ha BUMYCK cneumaikalii NnepBMHHOT ynakoBkn AntoMiHieBa
cepii: MNIBA honbra, ki He XxapakTepusyoTb cami nakyBaslbHi
XpsaTtcka marepianu; 3MiHu | TUny - 3miHa nocTavasibHMKa
4.0.0., nakyBaslbHVX MaTepiasiB abo KOMMNIEKTYHUMX
XopsarTis (AKLLO 3a3HaYeHO B 0CbE) (BUNTYHYEHHSA

noctavyasibHUKa) - BHECEHHS 3MiH 10 peecTpauinHmx
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
matepianis p. 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHWI 3aci6: BUTyHYEHHS
iHbopMmaLii WoA0 nocTanbyasibHUKIB NaKyBalbHUX
mMarepianis
122. | MOKCUDPTOKCALIMN NopoLUoK (cybcTaHuis) y How /la6c MBT. IHais How Na6c IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: - UA/12133/01/01
HY riagpoxnorPuj noagiliHmx nra. MeT. N14. 3MiHu | TUny - 3MiHK 3 AKocTi. A®Il. CTabinbHICTb.
nonieTuIeHoBMX 3MiHa nepiogy NOBTOPHMX BUNPOGYBaHb/Nepioay
naketax gns 36epiraHHA abo ymoB 36epiraHHa Al (3a
BUPOGHMLTBA BIACYTHOCTI y 3aTBEPIKEHOMY [0ChE cepTudikaTa
CTEPU/IbHUX Ta BiANoBigHOCTI €Bponeiicbkili hapmakonei, Lo
HecTepusIbHNX BK/TIOHAE Nepiog, MOBTOPHOrO BUNPOOYBaHHS)
nikapcbkux chopm (nepiof noBTOpHOro BMNpo6yBaHHsA/nepios
36epiraHHs) - 36inblUeHHs abo BBeAEeHHA nepiogy
NMOBTOPHOro BMNpo6yBaHHs/nepioy 36epiraHHsA Ha
OCHOBI pe3ynbTaTiB AOC/iAKEHb Y peasibHOMY yaci
(36inbLUEHHA TepMiHy npugaTHocTi AdD| 3 2-x Ao 3-X
POKiB)
123. | MOHOCAH® Tabnetku no 20 mr, no NMPO.MEA.LIC Yecbka BUPOGHMLTBO Yecbka BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/4257/01/01
10 Tabnetok y 6nictepi; Mpara a.c. Pecny6nika 3a MOBHUM Pecny6nika/ 3MiHM | TMNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 3 6nictepu B LIMIK/TOM: CnoBaupbka HaliMeHyBaHHS Ta/abo agpecu 3asBHUKa (BNacHUKa
KapTOHHI Kopoo6Li NMPO.MEA.LIC Pecny6nika peecTpavuiiiHoro nNocBig4eHHs1) (3MiHa Ha3Bu Ta
Mpara a.c., agpecu 3asBHMKa) (TepMiH BBeAEHHS 3MiH
Yecbka NPOTAroM 6-TW MICALIB NIiC/1A 3aTBEPIAKEHHS);
Pecny6nika,; 3MiHn | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
BMPOBHMLTBO, HaliMeHyBaHHA Ta/abo agpecu MicLa NPOBamKeHHs
nepBrHHE Ta LisIbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
BTOPUHHE niKkapcbKoro 3acoby, BKIOUAKUM AifTbHULI BUNYCKY
nakyBaHHs1, cepii abo micLe NpoBeAEeHHS KOHTPOJTHO SKOCTI.
KOHTPO/1b (misnbHiCTb, 3a Ky BignoBigae BUpoGHMK/iMnopTep,
AKOCTI: BK/THOHAK0UM BUNYCK cepiit) (3MiHa agpecu Ta Ha3su
XBM dapma BMPOGHMKA, 6€3 3MiHW Micusl BUpobHULUTBA) (TepMmiH
c.p.o., BBEJEHHS 3MiH MPOTAroM 6-Tn MicAuiB nicns
Cnosaubka 3aTBEPAKEHHS)
Pecnyb6nika;
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
KOO®APMA
C.p.o., Yecbka
Pecny6nika
124. | MOHOCAH® Tabnetku no 40 mr, no MPO.MEA.LC Yecbka BVMPOGHMLTBO Yecbka BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/4257/01/02
10 Tabnetok y 6nictepi; Mpara a.c. Pecny6nika 3a NOBHUM Pecny6nika/ 3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 3 6nictepu B LMKIOM: CnoBaubka HalilMeHyBaHHA Ta/abo agpecy 3asiBHVKa (BnacHuKa
KapTOHHI KopooLi MPO.MEA.LIC Pecny6nika peecTpauiiiHoro nocBeig4eHHs1) (3MiHa Ha3Bu Ta
Mpara a.c., aapecy 3anBHuKa) (TepmiH BBEAEHHSA 3MiH
Yecbka NPOTSArom 6-TM MicALIB MiC/1A 3aTBEPAKEHHS);
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
Pecny6nika; 3Minu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
BMPOGHMLTBO, HalimeHyBaHHs Ta/abo agpecu MicLs NPOBafXeHHS
nepBrHHe Ta LisANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
BTOPVHHE NiKapcbKoro 3acoby, BKNOYAKUN Ai/TbHNL BUMYCKY
nakyBaHHs1, cepii abo micue NpoBefeHHSI KOHTPOJIIO SKOCTI.
KOHTPO/1b (misnbHICTB, 3a SKy BignoBigae BUPOOHUK/iMNopTep,
AKOCTI: BK/IOYAI0UM BMMYCK Cepiii) (3MiHa agpecy Ta Ha3su
XBM dapma BMPOGHMKa, 6e3 3MiHM Micus BUpobHULTBA) (TepMiH
c.p.o., BBEJEHHS 3MiH NPOTAroM 6-Tu MicAUiB nicns
Cnosaubka 3aTBEPAKEHHS)
Pecny6nika;
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
KOO®APMA
C.p.o., Yecbka
Pecny6nika
125. | MOHOCAH® Tabnetku no 20 mr, no MPO.MEA.LC Yecbka BUPOGHMLTBO Yecbka BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/4257/01/01
10 Tabnetok y 6nictepi; Mpara a.c. Pecny6nika 3a NOBHUM Pecny6nika/ BUMPaB/IEHHS TEXHIYHNX NOMUIOK Y PO34ini peyenmom
no 3 6nictepu B LMKIOM: Cnosaubka «Cknag» MeToiB KOHTPOSIO AKOCTi 6yna
KapTOHHI KopooLi MPO.MEA.LIC Pecny6nika [onylieHa NoMnUsKa, y 3B'I3Ky 3 HETOUHICTIO
Mpara a.c., nepeknagy. BBegeHHA TEXHIYHOT NOMUIIKN
Yecbka npoTArom 6-T1 MicsiLiB NicnA 3aTBepAYKEHHSs
Pecnyb6nika;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b
akocTi: XBM
dPapma c.p.o.,
Cnosaubka
Pecnyb6nika;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
KOO®APMA
C.p.o., Yecbka
Pecny6nika
126. | MOHOCAH® Tabnetku no 40 mr, no MPO.ME[.LIC Yecbka BUPOGHMLTBO Yecbka BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/4257/01/02
10 TabneTok y 6nicTepi; Mpara a.c. Pecny6nika 3a MOBHUM Pecny6nika/ BUNPAaB/IEHHS TEXHIYHMX NOMW/IOK Y po3aini peuyenmom
no 3 6nictepu B LUKIOM: CnoBaubka «Cknag» MeTofiB KOHTPO/O AKOCTi 6yna
KapTOHHI KOPOOLi MPO.MEA.LIC Pecny6nika AonylieHa noMuska y 3B'si3Ky 3 HETOUHICTIO
Mpara a.c., nepeknagy. BBegeHHs TEXHIYHOT MOMUNKMN
Yecbka npoTArom 6-Tu MicAuiB Nicnsa 3aTBepAKeHHA

Pecny6nika;
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
BMPOGHMLITBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b
akocTi: XBM
dPapma c.p.o.,
Cnosavbka
Pecnyb6nika;
nepBuHHE Ta
BTOPUHHE
nakyBaHHS:
KOO®APMA
C.p.o., Yecbka
Pecny6nika
127. | HANBY®IH- pO3unH ANs iH'ekuiin, 10 TOB "®APMEKC YkpaiHa BCi cTagii, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/11606/01/01
DPAPMEKC Mr/mi, no 1 abo no 2 mn reyn BK/IOHA0UN 3MiHM | TUMy - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI peyenmom
y nonepesHbL0 BUNYCK cepii: Ta hapmakoHarnsgy - BHECEHHS 3MiH Y TEKCT
HanoBHEHOMY LUNPWLYj; TOB MapKyBaHHS BTOPVMHHOI (MPOMIXHOT) ynakoBku
no 1 a6o 5 nonepefHb0 "®APMEKC nikapcbKkoro 3acoby
HanoBHEHUX LLNPULIB Y reyn-,
KOMMIEKTI 3 rofikamu y YkpaiHa; BCi
KOHTYPHIli YapyHKOBIl cTagii, okpim
ynakosLi; no 1 BUNYCKY cepii:
KOHTYPHIli YapyHKOBIi TOB "X®rn
ynakoBLi y nayui; no 1 "3p0poB's
M1 a6o no 2 mn B Hapoay",
amnyni; no 5 amnyn y YkpaiHa
6nicTepi; no 1 abo 2
6nictepu y nayui
128. | HATPIKO X/1OPU[, po3unH gns iHdysin, 50 TOB "tOpis-dapm” YkpaiHa TOB "tOpisi- Ykpaina BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/16211/01/01
mr/mn no 200 mny Papm” BUNPAaB/IEHHS TEXHIYHOT NOMUKW Y TEKCTI peyenmom
nnsawkax, no 200 mn, MapKyBaHHS NePBUHHOT yNakoBKMW NiKapCbKoro
400 mMA y KOHTeliHepax 3acoby
noniMepHnx
129. | HEBYTAMO/® po34nH ana iHransauid, 1 | TOB "HOpia-®apm” YkpaiHa TOB "tOpis- YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/12488/01/01
mr/ma no 2 mn abo 2,5 Papm” BWMNpPaB/IEHHS TEXHIYHOI MOMWU/IKW B TEKCTI peyenmom
M1y KOHTeliHepax MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby
oAHOoA030BMX; o 10
KOHTEWHepiB y nakeTi 3
nonimepHoi nnisku; no 1
abo no 4 nakeTn y nauui
3 KapTOHY
130. | HEMPOPYBIH™- TabneTku, BKpUTI TeBa 13painb AupnHo dapma LLiBeiiuapisi/ BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 6e3 UA/1950/02/01
®DOPTE /1IAKTAB NAiBKOBOK 060I0HKOH, dapmanesTikan Al, HimeuunHa 3MiHW | TUMY - BUNYYEHHS BUPOOHNYOT AiNbHULL peyenma
no 10 TabneTtok y IHgacTpi3 /114, LLiBeliapis; (BKIKOYAKOUM AinbHULI ans A®I, npoMixHoro
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

131.

6nicTepi; no 2 6nictepn
B KapTOHHI kopobuj

Aoparkosa
na6oparopis,
Lo npuiimae
yyacTb B
KOHTpOni
AKOCTI:
YHTEpP3yXyHrCi
HCTUTYT
Xennenep,
HimeuunHa

npoaykTy abo roToBOro NikapcbKoro 3acoby,
AiNbHULI A8 NpoBeAeHHS NakyBaHHS, BUPOOHNKa,
BiANOBIAALHOIO 3a BUNYCK Cepiii, MicLe
NpoBefEeHHS KOHTPO/IO cepii) abo nocTayanbHyKa
BVXiHOTO Matepiany, peareHTty abo fOnoMiXHOT
PEYOBUHM - BUTYYEHHSI BUPOOHMYOT AinbHUL Sanofi
Chimie, France 3a agpecoto 143 Avenue Gaston
Roussel, France-93230 Romainville, gitouoi
peyoBUHM LiaHoKo6anamiH; 3MiHK | Tuny - nogaHHA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI
€sponelicbkin hapmakonei R1-CEP 1998-140-Rev
03 4ns yiaHokob6anamiHy Bif, BXe 3aTBEPIKEHOr0
BMpo6Huka Sanofi Chimie, France, 3i 3miHOO
afpecy BUPo6HWKa (BUPO6HUYa AibHULA Ta YCi
BMPOGHUYI onepauii 3aNnwatoTbCs HE3MIHHUMM);
3MiHM | TRy - NOAAHHA OHOBMEHOTO cepTudikara
BiAgnoBigHOCTI EBponeiickkin hapmakonei R1-CEP
1999-057-Rev 04 gna TiamiH HiTpaT Big BXe
3aTBEpAXEHOro BMpo6Hnka DSM Nutritional
Products GmbH, Germany; 3miHu | Tuny - nogaHHs
OHOB/IEHOTO cepTuQikaTa BifgNoBIgHOCTI
€ponelicbkiii hapmakonei RO-CEP 2011-205-Rev
01 gna [ofaTkoBoro NpoLecy BUpobHULTBa
(Aepo6Huii) ans LiaHoko6anaMiH Bif BXe
3aTBEpPAKEHOro BMpo6HMKa Hebei Huarong
Pharmaceutical Co Ltd, China sik Hacnigok
BHeceHHs Bupo6Huka APl Hebei Huarong
Pharmaceutical Co Ltd, China y po3gin «Cknag»
MKS$ roToBoro nikapcbkoro 3acoby; 3minu | Tuny -
npuBefeHHs cneuudikauii 4ONOMDKHOT pe4yoBUHN
€pUTPO3MH Y BiANOBIAHICTL 40 BUMOI OHOB/IEHOT
anpekTneu €C Regulation EC/231/2012

HIMECYNnIA

Tabnetku no 100 mr, no
10 Tabnetok y 6nictepi,
no 3 6nictepu y nayuj 3
KapToHy; no 10
Tabnetok y 6naictepax

MAT
"Ny6Hnchapm"

YKpaiHa

MAT
"ly6Hndpapm”

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3minu Il Tuny - 3MiHK WoAo 6e3nekn/edhekTBHOCTI
Ta (papmakoHarnsgy. BHeceHHst abo 3miHa(un) oo
3060B'A3aHb Ta YMOB Buaudi peecTpauiiHoro
noceigyeHHs, Bktoyaroun Mnax ynpasniHHA
pr3nkamu (3aCToCyBaHHS 3MiH(1), aki(a)
B/MaratoTb(€) NofanbLioro 06rpyHTyBaHHA HOBUMU
[04aTKOBUM JaHVUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCcs
CyTTEBA OL,iHKA KOMMNETEHTHUM OpraHoMm)
(BukoHaHHs1 3060B's13aHb BiAMOBIAHO A0 NiAMYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogartky 15
[o Mopsaky NpoBefeHHA ekcnepTu3n
peecTpauiiiHiX MaTepiasiiB Ha Jlikapcbki 3acobu, Lo

3a
peyenmom

UA/5536/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

noAalTbCs Ha AePXaBHY peecTpaviio
(nepepeecTpauito), a TakoXx ekcnepT3n Martepianis
NpO BHECEHHS 3MiH 10 peecTpauiliHnx MaTepianis
NPOTAroMm fjii peecTpauiiHoro NocBigYeHHs,
3aTBepMAxeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
46/

0)

132.

HITPECAH®

Tabnetkn no 10 mr, no
10 Tabnetok y 6nictepi;
no 2 a6o 3, abo 6
6nicTepiB y KAPTOHHIl
KopoobLi

MPO.MEA.LC
Mpara a.c.

Yecbka
Pecny6nika

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHM | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa Ha3BuM
nikapcbKoro 3acoby - 3MiHa TopriBenbHOI Ha3su f13)

(6yno - HITPECAH) (TepmiH BBEAEHHSA 3MiH
NPOTArom 6-TW MICALIB NIC/IA 3aTBEPAXKEHHS);
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asBHUKa (BNacHUKa
peecTpavuiiiHoro noceigYeHHst) (3MiHa agpecu Ta
Ha3BW 3asBHVKa) (TepMiH BBEAEHHS 3MiH MPOTAroM
6-T1 MicALIB nicnsA 3aTBepKeHHs); 3MiHu | Tuny -

ALMiHICTpaTMBHI 3MiHU. 3MiHA HaliMeHyBaHHSs!

Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro Mikapcbkoro
3aco0by, BKIYauKn AinbHALL BUNYCKy cepii abo
MicLie NpoBeAeHHS KOHTPOI0 AKOCTI. (AISNIbHICTb,
3a Ky BiAnoBigae BUPOGHUK/iMNOpPTEp, BKIKOYaKOUM
BUWMYCK cepiii) (3MiHa agpecy Ta Ha3Bu BUPOOHMKa
MPO.MEA.LC Mpara a.c., Yecbka Pecnybnika, 6e3
3MiHV Micus BUpo6HMUTBa) (TepMiH BBEAEHHS 3MiH

NPOTAroMm 6-Tv MicALIB NiCc/A 3aTBEPAKEHHS)

3a
peyenmom

UA/13146/01/01

133.

HITPECAH®

Tabnetkun no 20 mr, nNo
10 TabneTok y 6nicTepi;
no 2 a6o 3, abo 6
6/1icTepiB Y KAPTOHHIN
KOpooLi

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis:
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa Ha3Bu
nikapcbKoro 3acoby - 3MiHa ToprisesibHOI Ha3su f13)

(6yno - HITPECAH) (TepMiH BBEAEHHS 3MiH
NPOTAroM 6-TW MICALIB NIiC/1A 3aTBEPIAKEHHS);
3MiHn | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asBHUKA (B1laCHUKa
peecTpaujiiiHoro noceigyeHHs1) (3MiHa agpecu Ta
Ha3BW 3asBHVKa) (TepMiH BBELEHHS 3MiH NPOTAroM
6-Tn MicsLIB NicNsA 3aTBEPAKEHHS); 3MiHM | TRy -

AfMiHICTpaTWBHI 3MiHU. 3MiHA HaliMEeHyBaHHS

Ta/abo agpecy MicLs NPOBaKEHHSA AiS/IbHOCTI
BMPOBHMKa/iMnopTepa roToBOro J1ikapCbKoro
3acoby, BK/IHOYAKUM AiNbHULL BUNYCKy cepii abo
MicLie NpoBeAEHHS KOHTPOTIO AKOCTI. (AISNIbHICTb,
3a SIKy BiAnNoBigae BUPOOHMK/IMIOpTEp, BKIOUAKYM
BWMYCK cepiii) (3MiHa agpecy Ta Ha3Bu BUPOOHMKa
MPO.MEA.LC Mpara a.c., Yecbka Pecny6nika, 6e3
3MiHM Micus BUPOo6HMLTBA) (TepMiH BBEAEHHS 3MiH

3a
peyenmom

UA/13146/01/02
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

NpOTArom 6-T1 MiCALIB MiCNA 3aTBEPMAXKEHHS)

134.

HITPO-MIK®

KOHLeHTpaT ans
PO34nHy aNnst iHgysiid, 1
Mmr/Mn; no 5 mn B
amnyni; no 10 amnyn y
nauui 3 KapToHy

TOB HB®
"Mikpoxim"

YKpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"lekxim-
Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHuM | TUNY - goAaHo iHGhopMAaLLito A0 IHCTPYKLT
0151 MEANYHOrO 3aCTOCYBaHHS L0A0 KOHTAKTIB i3

3anuTaHb 6e3nekn 3acToCyBaHHS NiKapCbKoro

3aco6y. BBefieHHs 3MiH NpOTArom 3-X MicAuiB nicns
3aTBEPMKEHHS; 3MiHN | TURY - 3MiHN LWOAO
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHst ab0 3MiHM A0 y3arasibHEeHUX JaHuX Npo
cucTemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHnx nNpo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
Bi4NOBiAA/IbHOI 3a 34iICHEHHST hapMakoHarnsaay;
KOHTaKTHOi 0c0o6M 3 thapMakoHarnagy 3asBHuKa
[ANA 3jiCHEeHHs1 hapMakoHarnsay B YKpaiHi, sKLLo
BOHa BiMiHHa Bij, yNOBHOBaXKeHOI 0cobw,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BKTIHOYAKOUM KOHTAKTHI gaHi) Ta/abo 3MiHN y
pO3MilLeHHi MacTep-ghaiina cuctemm
thapmMakoHarnagy) - 3MiHa KOHTaKTHUX JaHuX
YyNOBHOBaXEHOI 0c06M, BignoBigansHoI 3a
3fjiCHEeHHs hapmMakoHarisay

3a
peyenmom

UA/2622/02/01

135.

NEHILWIH G
HATPIEBA CIfb
CAHA03®

MOPOLLOK A/ PO3UUHY
AN iH'ekuili no 1 000
000 MO, 100 chnakoHiB
3 MOPOLLKOM Yy KapTOHHilA
Kopoo6Li

CaHpo3 'm6X

ABCTpist

CaHpo3 F'm6X
- TexOnc

ABCTpis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHSA
NepBUHHOT YNakoBKW rOTOBOIO JliKapCbKoro 3acoby -
OHOB/IEHHA 3aTBEPKEHNX METOAIB BUNPOGYBaHHS
NepBUHHOT YNakoBkW (rapMoHi3aLlisi TecTiB
BUNPOOGYBaHHSA A/11 BCiX PO3MIpIB h/1aKOHiIB,
NALWOK Ta Npo60oK)

3a
peyenmom

UA/3977/01/01

136.

NMOCUPOPMIH

Masb o4Ha 2 % no5r
Masi y Ty6i; no 1 Ty6i 'y
KapTOHHI KopooLi

YPCA®APM
ApuHaiimitTTens
mM6X

HimeyunHa

YPCA®APM
ApuHarimitTen
b TM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHY | TUny - 3MiHa BUPOGHYMKa
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOBHMYOMY npoueci API,
abo 3miHa BUpoGHYKa (BKIOYaKun, ge HeobxigHo,
MicLe NpoBefeHHS KOHTPOo AkocTi) AdI (3a
BiICYTHOCTI cepTudpikarta BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaXeHOMY
[10Cb€)(3anpPONOHOBaHN BUPOBHWK HANEXNTb A0
Tiei camoi BUPOGHUYOT rpynu NignpUeEMCTB, Lo i
3aTBEPIXEHWNIA) - NEpeHeCceHHs BUpobHuyTBa Ad|
6ibpikaTo/Ny Ha iHLY BUPOBHNYY AiNTbHULIO, Sika
HanexuTb [0 Tiel camoi BUPOOHUYOI rpynun
niANPUEMCTB, O I 3aTBEPKEHNI BUPOOHUK; 3MiHN
| TNy - 3mMiHK B Npoueci BUpo6bHuyTBa Ad|
(He3HayHa 3miHa y npoueci BupobHuuTea Adl);
CYMyTHS 3MiHa: 3MiHa Yy napameTpax cneuudikauin

3a
peyerimom

UA/12755/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneuudikauisx Ha A®l, abo BUXiZHWNIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLeci
BMPO6HMLTBA AD| (BUNYYEHHA HE3HAYHOTO
nokasHuka AKocTi (Hanpuknag BUIyYeHHs
3acTapisioro NoKasHUKa)) - BUTyYeHHs eTany
npomuekn A®I rekcaHoM, a TakoX BHECEHHSA
He3HauHMX pefakuiliHnX yTOYHeHb B ONuC
TEXHOJI0MYHOr0 Npouecy, K HacifoK, 3MiHN A0
cneumndikayii A®l, BuganeHHs nokasHmka
«3a/TMLLKOBI KiNIbKOCTi OpraHiyHnX pO34NHHKKIB.
[ekcaH» Ta BHECEHHA pefakLUiliHNX YTOYHEHb LL0A0
BMICTY BICMYTY, NpMBEAEHHS Y BIANOBIAHICTb A0
marepianis BUPO6HUKa; 3MiHM | TUny - 3MiHa Y
6e3nocepeHiin ynakosui A®I (skicHi Ta/abo
KINbKICHI 3MiHW cKnagy) - 3MiHa maTepiany
NepBUHHOI ynakoBkn AdI, a came naketun
Matepiany «TaBeiik» 3aMiHUTU Ha NakeTu 3
nonieTuaeHy H13bKoi ryctunm (MHN)
137. | NPO3EPUH PO34unH ANs iH'ekuin, 0,5 ToBapucTBO 3 Ykpaina KOHTPO/1b YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/6253/01/01
mr/mn; no 1 mn B 06MeXeHo SKOCTI, BUNYCK 3MiHu | TUNy - nogaHHs oHosneHoro CEP R1-CEP peyernmom
amnyni, no 10 amnyn y BiANOBIAA/IbHICTIO cepit: 2003-253-Rev 02 ans gjtoyoi pevyoBuHn
nadui 3 kKapoHy; no 1 mn "[locnigHwii 3aBog, ToBapucTBO 3 Neostigmine metilsulfate 3i 3miHOt0 Ha3BK
B amnyni, no 10 amnyn y "rHUnNC" 06MEeXeEHO BUpO6HMKa. BupobHuya ginbHuus, i
6nicTepi, no 1 6nictepy BiANOBIAA/bHI MiCLie3HaXO)KEHHS Ta BCi BUPOGHMWUYI onepauii He
B nauuj 3 KapTOHY CTIo 3MiHUNAnCA
"ocnigHnii
3aBo/
"rHUAC,
YKpaiHa; BCi
cTagii
BMPOGHMLITBA,
KOHTpO/b
AKOCTI, BUNYCK
cepit:
ToBapucTBO 3
06MEXEHOI0
BignosiganbHi
CTIo
"®apmauesTu
YyHa KoMMaHist
"3popos'a”,
Ykpaina
138. | NPOMNAHOPM® PO34UH NS iH'eKuii 3,5 MPO.MEA.LC Yecbka MPO.MEA.LIC Yecbka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/5421/02/01
mr/mn no 10 mn B Mpara a.c. Pecny6nika Mpara a.c. Pecny6nika 3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHW. 3MiHa peyernmom

amnyni; no 5 amnyn y

HaliMeHyBaHHs Ta/abo agpecu 3asBHUKA (B1aCHUKA
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
KOHTeliHepax; no 2 peecTpauinHoro noceigyeHHs) (3MiHa Ha3BmM Ta
KOHTEWHepn y KopooLi agpecy 3asBHVKa); 3MiHW | Tuny - AAMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu micus
NpoBafKEHHS AiS/IbHOCTI BUPOOHUKa/imnopTepa
rOTOBOrO JliKkapCbKOro 3acoby, BK/IOYaoumn AiNbHUL
BUNYCKy cepii abo MicLie NpoBeAEeHHSA KOHTPO/TO
AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
BMPOGHUWK/iMNOpTEp, BK/IOYAUM BUMYCK Cepiid)
(3miHa Ha3BM Ta agpecy BUPO6HKKa, 6e3 3MiHK
MiCLl BUPOGHMLTBA)
139. | NPOMNAHOPM® PO34uH NS iH'eKuii 3,5 MPO.MEA.LIC Yecbka MPO.MEZA.LIC Yecbka BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasnis 3a UA/5421/02/01
mr/mn no 10 mn B Mpara a.T. Pecny6nika Mpara a.T. Pecny6nika (noBTOpPHMIA po3rnag): 3miHu | Tuny - 3MiHK 3 peuenmom

amnyni; no 5 amnyn y
KOHTeliHepax; no 2
KOHTEHepK y KopooLli

SKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3miHa y TepmiHax npugaTHocTi abo ymoBax
36epiraHHsa roToBOrO J1iKapCbKOro 3acoby
(36inbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 115 TOproBoi ynakoBKu
(nigTBEPAKYETHCA AAaHUMY PEasIbHOTO Yacy)
(36inbLUEHHS TepMiHy npugaTHOCTI /13 3 3-X pokis
00 4-x pokiB) (TepMiH BBEEHHSI 3MiH NMPOTAroM 6-
TW MiCALIB Nicnsa 3aTBEPMAXEHHS); 3MiHU | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/MoHorpadii. MogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BW/IyYeHHs cepTudikaTa BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; s 4ONOMIXHOT pevyoBuHY (cepTudpikat
BiANOBIAHOCTI EBponelickbkin hapmakoner) -
OHoB/EHWIA cepTUdiKaT Bif yxe 3aTBepaAXEeHOro
BMPOGHMWKa (NoAaHO OHOBEHUI cepTudikaT
BignosigHocTi E® No. R1-CEP 2005-236-Rev 02
0N [jo4v0T peqyoBrHK nponadeHony rigpoxaopuay
Bif, 3aTBEpAXeHoro Bupo6Hunka PharmaZell GmbH,
HimeuumnHa); 3miHun | Tuny - 3miHK 3 skocTi. FoToBWiA
nikapcbkuii 3aci6. KOHTpob roTOBOrO NiKapCbKoro
3aco6y. 3MiHa napameTpiB cneyudikaii Ta/abo
[0NyCTUMUX MEX FOTOBOrO /liKapCbKOro 3acoby
(iHwWi 3MiHW) (3MiHK KpUTEpIiB NPUIAHATHOCTI 3a
NoKasHUKaMu «pH» (3BYXKEHHSI AOMYCTUMUX MEX),
«KinlbKicHe BU3HAYEHHS» (3BYXXEHHS AONYCTUMMX
MeX Ha TepMiH nNpuaaTHoCTi) Ta «bakTepiasibHi
€HAOTOKCUHW»); 3MiHK | TUnY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax crneumndikawii
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneuudikauisx Ha A®l, abo BUXiZHWNIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLeci
BMPOGHMLTBA AP (iHLLI 3MiHKM) (3MiHW KpUTEpIiB
NPUAHATHOCTI 3a NOKa3HWKOM «BakTepianbHi
€HAO0TOKCUHW» cneuudikauii AdDl) (6ynn
3aTBepAKeHi Hakasom MO3 YkpaiHu Ne 1191 Big
28.09.2017)

140.

NMPOCTATU/IEH®

Cyno3nTopii peKkTasibHi
no0,03rno5
cyno3uTopiiB y 6nicTepi;
no 1 a6o 2 6nictepu B
nauvj 3 KapToHy

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"Jlekxim-Xapkis"

YKpaiHa

MpusatHe
akujioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asBHUKa (BNacHUKa
peecTpauiiHoro noceigyeHHst) (3miHa
HallMeHyBaHHs Ta afpecu 3asiBHUKa (BNacHuKa
peecTpauiiHoro noceigyeHHs); 3miHu | Tuny -
ALMiHICTpaTMBHI 3MiHU. 3MiHA HaliMEeHYBaHHSs!
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro NMikapcbkoro
3aco0by, BKIYaK4KM AinbHAULL BUNYCKy cepii abo
MicLie NpoBeAeHHS KOHTPOI0 AKOCTI. (AISNIbHICTb,
3a Ky BiAnoBigae BUPOGHUK/iMNOpPTEp, BKIKOYaKOUM
BWMYCK Cepiil) (3MiHa HaliMeHyBaHHs Ta aapecu
BMPOGHMKa 13, 6e3 3MiHN MicLs BUPOBHNLTBA);
3MiHW | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu MicLs NPOBaAXEHHS
LOiSIbHOCTI BUPO6HMKA (BKAOYaouu, 3a
HeobXiAHOCTI, MicLle NPoBeAEHHS KOHTPOJTH0
sIKOCTi), ab0o BnacHuka macTep-chaiina Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoOMKHOIO NPOAYKTY, WO
3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (SKLLO
3a3HayYeHo y JOCbE Ha Nikapcbkuii 3acib) 3a
BiZJICYTHOCTI cepTudikata BignosigHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaKeHOMY
[ocbe, abo BUPOOHVKA HOBOT AOMOMDKHOT peYOBUHM
(AKLLLO 3a3HAYEHO Y A0ChE) (3MiHA HaliMeHyBaHHS
Ta agpecu BUpPo6HMka APl 6e3 3mMiHM Micus
BMPO6GHMLTBA)

6e3
peyenma

UA/0800/01/01

141.

NMPOCTATUNEH®

Cyno3nTopii peKkTasibHi
no 0,03 rin bulk: no 5
Cyno3nTopiiB y 6nicTepi;
no 180 6nicTepiB y
ALMKY

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiMm-Xapkis"

YKpaiHa

MpusatHe
akujoHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asBHUKA (BlaCHUKaA
peecTpauiiHoro noceigyeHHst) (3miHa
HaliMeHyBaHHs Ta afpecu 3asBHUKa (BnacHuka
peecTpauiniHoOro NocBigYeHHs); 3MiHK | TNy -
AfMiHICTpaTWBHI 3MiHU. 3MiHA HaliMEeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHSA AiS/IbHOCTI
BMPO6HMKa/iMnopTepa roToBOro J1ikapcbkoro

UA/13462/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

3aco6by, BKIKYaKUMN AiNbHAL BUNYCKY cepii abo
MicL,e NpoBeAEeHHS KOHTPOJTI0 SKOCTI. (BIS/IbHICTb,
3a AKy BiAnoBifae BUPOOHUK/IMIOpTEpP, BKIOYAOUU
BWMYCK Cepiin) (3MiHa HaliMeHyBaHHA Ta agpecu
BMPOGHMKa /13, 6e3 3MiHM MicLs BUPOBHNLTBA);
3MiHW | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu MicLs NPOBafXXEHHS
Lis/TIbHOCTI BUPOGHMKa (BK/IOYaouu, 3a
Heo6XiAHOCTI, MicLie NPOBEAEHHSI KOHTPOIO
SIKOCTI), @60 BnacHvKka macTtep-chainna Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
matepiany/peareHTy/NpoOMbKHOIO NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikata BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHoOMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT peYOBUHM
(SIKLLLO 3a3HAYEHO Y A0ChE) (3MiHA HaliMeHyBaHHS
Ta agpecu BUpo6HMka AdI, 6e3 3mMiHM Micus
BMPO6GHMLTBA)

142.

NMYPEIOH®

PO34uH ANs iH'ekuiid, 100
MO/0,5 mn no 0,5 mn
(100 MO) y thnakoHi; no
5 chnakoHiB y KapTOHHil
navu,i

LWepiHr-Mnay
CeHtpan lct Al

LLiBeiiuapis

H.B. OpraHoH

HigepnaHnaun

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW | TUny - 3MiHK Woao 6e3neku/eekTnBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHNX faHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
yNOBHOBaXEHOI 0c06M, BignoBigansHoI 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BiANoBifasibHOT 3a
3[jiicHeHHs1 hapMakoHariaay (Bkyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
haiina cuctemu thapmakoHarnsgy) - Adirova
pefakuisi: ynoBHOBaXeHa 0coba, BiAnoBiganbHa 3a
3piicHeHHs hapmakoHarnsgy: XXaHet Xopmoépeii.
MponoHoBaHa pefakLisi: ynoBHOBaXeHa 0coba,
BiANOBiAanbHa 3a 34iicCHEHHSA hapMmakoHarnsaay:
[LokTop laii Jemon. 3MiHa KOHTaKTHUX AaHuX.
3MiHa y po3milLeHHi macTep-cdhainny

3a
peyenmom

UA/5023/01/03

143.

MYPEIMOH®

PO34uH NS iH'eKLi, 833
MO/mn no 0,420 mn
(300 MO/0,36 mn) abo
no 0,780 mn (600
MOQ/0,72 mn) y
KapTpuaKi, no 1

LWepiHr-Mnay
CeHtpan lct Al

LLiBefiuapis

BetTep
Papma-
DdepTUryHr
vm6X i Ko. KT,
HimeuunHa
(BUPOGHMLTBO

HimeyuunHa/
Higepnanan/
Ipnangis

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHW | TURY - 3MiHK LWoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHNX JaHnx Npo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa

3a
peyenmom

UA/5023/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

KapTpULXy y BiKpUTOMY
n1acTKoBOMY /10TKY B
KOMNEeKTi 3 rofkamu, no
2 KOMMJIEKTM rO/0K - 2
KapTOHHi KOPO6KK
(koxxeH komnnekT no 3
rOSIKU, KOXHa rosika B
iHAMBiQyanbHOMY
nnacTKoBOMy
KOHTEWHEePI) Y KapTOHHIi
nauuj

Hepo3ghacoBa
HOT MpoAyKL,i
Ta nepBrHHa
ynakoBka,
KOHTPO/b
AKOCTI,
TeCTyBaHHS
CTEpPUIbHOCTI
Ta
6akTepianbHu
X
€HO0TOKCUHIB
roToBOro
nikapcbkoro
3acoby
(koHTpOnb
AKOCTI Ta
TeCcTyBaHHS
CTabifIbHOCTI),
Bi3yasibHa
iHCnekuis);
BetTep
dapma-
DepTUryHr
v6X i Ko. K,
HimeyunHa
(KOHTpO/b
SAKOCTI,
TecTyBaHHSA
CTepPU/IbHOCTI
Ta
6akTepianbHu
X
€HAO0TOKCUHIB
roToBOro
niKkapcbKkoro
3acoby
(koHTpOnb
AKOCTI Ta
TeCTyBaHHS
cTabinbHoCTi),
BisyasibHa
iHCnekuis);
BetTep
dapma-
PepTuryHr

YNOBHOB&XXEHOT 0CO6M, BiANOBIAa/IbHOI 32
3[ificHeHHs hapMakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHUKa AN 34iACHEHHS
hapmakoHarniagy B YKpaiHi, SKLLLO BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BigNoBifanbHOT 3a
3[jicHeHHs1 hapMakoHarsay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - Aivoua
pefakuisi: ynoBHOBaxeHa ocoba, BiAnoBifasibHa 3a
3fiicHeHHs chapmakoHarnsagy: XXanet Xopmbpeii.
lMponoHoBaHa pefakLin: ynoBHOBaXeHa 0coba,
BiANOBiAanbHa 3a 34ilicHEHH:A hapmakoHarnsgy:
[JokTop Main flemon. 3miHa KOHTaKTHUX JaHWX.
3MmiHa y po3milLieHHi macTep-chainny
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

v6X i Ko. K,
HimeyunHa
(Bi3yanbHa
iHCnekuis);

H.B.OpraHoH,
Higepnanaun
(koHTpOnb

AKOCTI Ta
TeCcTyBaHHSA
cTabinbHoCTI,
BTOPUHHA
ynakoBka,
[03BiN Ha
BUMNYCK cepil);
OpraHoH
(Ipnangis)

Ntp, IpnaHgis

(KOHTpO/b
AKOCTI Ta
TecTyBaHHSA
cTabifibHOCTI,
BTOPWHHA
ynakoBka,
[03BiN Ha
BUMYCK cepii)

144.

MATUPYATKA® IC

Tabnetku, no 10
Tabnetok y 6nictepi, no
1 6nicTepy B nauyj 3
KapToHY

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTBO 3
[04aTKOBOO
BiANOBIAA/bHI
CTHO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHuM | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta dpapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3acTOCyBaHHS Ha MiacTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3nekn MikapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHSA
nikapcbKoro 3acoby B MicnspeecTpaviiiHvin nepiog,
abo K pe3ynbTar OLiHKM 3BITY 3 OCAIAKEHD,
npoBeAeHWX BignoBiAHO A0 NnaHy neaiatpuydHmnx
pocnigxeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHUM opraHom) (BHeceHi
3MiHW [0 IHCTPYKLUIT 418 MeANYHOro 3aCTOCYBaHHSA
00 po3ainis: "lMokasaHHs", a TakoX 40 PO3AiNis:
"MpoTrnoka3aHHsA", "Cnocib 3acTocyBaHHs Ta
no3un", "Mo6iuHi peakuii, "Mepeno3yBaHHA"
"3acTocyBaHHs y nepiof BariTHOCTI Ta rofyBaHHs
rpyaa”, "Oitn" (yTouHeHHs iHdopmadii 3 6e3neku
3acTocyBaHHsA aitam), "OcobnmBocTi
3acTocyBaHHs", "34aTHICTb BN/IMBATU HA LWBMAKICTb

3a
peyenmom

UA/8698/01/01




108

Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

peakLjii npy KepyBaHHi aBTOTpaHcnopTom abo
po60Ti 3 iHWKUMYK MexaHismamun”, "B3aemogis 3
iHLWIMMK NiKapcbkMK 3acobamu Ta iHLWi BUAK
B3aemMogijin", "®apmakonoriyHi B1acTnBoCTi" WoA0
OHOBJIEHOT iHdhopMaLiii 3 6e3Mnekn 3acTocyBaHHs
niroyoi pevoBuHY "koaeiH") (TepMiH BBEAEHHS 3MiH
nNpoTArom 3-x MiCALIB MiCNA 3aTBEPMKEHHS); 3MiHU
| TNy - 3miHK Woao 6e3nekn/edheKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS Ha MigcTaBi perynsapHo
OHOB/IOBAHOIO 3BITY 3 6e3neKkn Nikapcbkoro
3acoby, abo focnifxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3aco6y B MicisipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIAKEHD,
npoBefeHnX BigNoBIAHO A0 NAaHy nefiaTpUyHmX
pocnipkeHb (PIP) (3MiHY y3rogkeHo 3
KOMMETEHTHVMM YNOBHOB&XEHNM opraHoM) (BHeceHi
3MiHW 40 IHCTPYKLUIii A1 MEAMYHOr0 3aCTOCYBaHHS
0o posginis: "MpoTtunokasaHHs", "Mo6iyvHi peakuii,
"Mepeno3yBaHHA", "Oco6aMBOCTI 3aCTOCYBaHHSA",
"B3aemogis 3 iHWKMKU ikapcbkMu 3acobamu Ta
iHLWi BMAY B3aeMOgjit" 1100 OHOBIEHOT iHGpopMaLyii
3 6e3nekn 3aCToCyBaHHA Ail0UMX PevyoBUH "KodeiH"
Ta "MeTamizon Hatpito") (TepMiH BBEAEHHS 3MiH
NpoTArom 3-X MicALiB Nicaia 3aTBePAKEHHS)

145.

PEBOTAS3 4.5

NOPOLLOK AN
NPUroTyBaHHA PO34nHY
ons iH'ekuid, 41/ 0,51, 1
h1aKoH 3 MOPOLUKOM Y
KapTOHHI KOpooLi

Ankem
Na6opaTtopis 114

IHais

Ankem
Na6opaTopi3
nTa

IHgis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu MicLs NPOBaAXEHHS
LiSNbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapcbKoro 3aco6y, BKIOYAKUN Ai/TbHUL BUMYCKY
cepii abo MicLie NpoBeAEeHHS KOHTPOJIHO SKOCTI.
(aisnbHicTb, 3a AKy Bignosigae BUPoOHuK/iMnopTep,
BK/IOUA0UM BUMYCK cepiid) (3MiHa agpecu
BMPO6HUKA, 6e3 3MiHW MicLs BUPOOHULITBA)

3a
peyerimom

UA/15250/01/01

146.

PEBOTAS3 4.5

MOPOLLIOK A/15
NPUroTyBaHHsA PO34MHY
AnA iH'ekuid, 41/ 0,5, in
bulk: 10 dhnakoHis 3
MOPOLLKOM B KapTOHHii
Kopoo6Li

Ankem
Na6opaTtopis T4

IHgis

Ankem
Na6opaTtopi3
nTa

IHgis

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis:
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy Micusa NPOBaKEHHS
LisANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3aco6y, BKIOYAKUN Ai/TbHULL BUMYCKY
cepii abo MicLie NpoBeAEeHHS KOHTPOJIHO AKOCTI.
([isNbHICTb, 3a 5Ky BignoBigae BUPOGHUK/iMnopTep,
BK/IOUaOUM BUMYCK cepiid) (3MiHa agpecu
BMpPO6HUKA, 6e3 3MiHW MicLis BUPOBHULITBA)

UA/15251/01/01

147.

PIABAN

TabneTkun, BKpUTI

Xikma

VopaaHis

3e Apab

VopaaHis

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:

6e3

UA/2908/03/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

N/1iBKOBOK 060/10HKOIO,

no 30 mr, 10 TabneTok y
6nictepi, no 2 6nictepu

B KApPTOHHIli Kopobu,i

PapmacboTrKan3

Ko. N1,

dapmacboTika
n
MeHydekuypiH
r Ko. /lta.

3Mminun |l Tuny - 3miHK Wopao 6e3nekn/edhekTnBHOCTI
Ta (hapmakoHarnsgy. BHeceHnHst abo 3miHa(n) oo
3060B'A3aHb Ta YMOB BUJavi peecTpadiiiHoro
noceigyeHHs, BkNtoyaroun Mnax ynpasniHHA
pvi3vikamu (3acTocyBaHHS 3MiH(K), ski(a)
BMMaratoTb(€) NofanbLioro 06rpyHTyBaHHS HOBUMU
[04aTKOBUM JaHVUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL{iHKa KOMNETEHTHUM OpraHoMm)
(BukoHaHHs1 3060B'3aHb BiANOBIAHO A0 NiAMYHKTY
2.3 nyHKTY 2 gogatky 15 no Mopsaky nposefeHHs
eKcnepTu3n peecTpauiiHnx Matepianis Ha
nikapcbki 3acobu, Lo NoAalTbCs Ha AepXaBHy
peecTpadito (nepepeecTpaviio), a Takox
eKcrnepTm3n MaTepiasiiB Npo BHECEHHS 3MiH [0
peecTpauiiiHux MmaTepiasis NpoTarom Aii
peecTpauiiHoro NOCBiAYEHHS, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MOS3 Big 23.07.2015 Ne 460)

peyenma

148.

CANNTMOTEK

cupon no 100 mny
onakoHax Ne 1

€Bpo /aiidkep
nrp

Benuka
BpuTaHis

NnAT
"Ximchapm3zas
oA "YepsoHa

3ipKa"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNY - 3MiHKM 3 IKOCTi. FoTOBUIA NiKapCbKUi
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo goaaBaHHS BMPOGHMKA, LLO BiANoOBiAae
3a BBE3€eHHS Ta/abo Bunyck cepii) - Bkoyaroun
KOHTPONb/BUNPOGYBaHHSA cepii (3aMiHa AinbHULL
BMPOO6HULTBA. CynyTHSA 3MiHa - 3MiHW 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHa po3Mipy cepii (BK/HoYaoum AianaszoH po3mipy
cepii) roToBOro Nikapcbkoro 3acoby (36iNbLUeHHs
00 10 pasiB NOPIBHAHO i3 3aTBEP)KEHUM PO3MIPOM;
3MiHu | TUNY - 3MiHKW 3 IKOCTi. FoTOBUIA NiKapCbKUi
3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo BBeAEHHS
[0AATKOBOI AiNbHUL BUPOBHMLITBA /159 YACTUHM
ab0 BCbOro BUPOGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHULUSA 415 NEPBUHHOMO
nakyBaHHs) (3aMiHa fibHUL BUPOGHMLTBA); 3MiHN
| TMNY - 3MiHW 3 AKOCTi. FOTOBWIA Nlikapcbkuii 3aci6.
3MiHN y BUPO6HMLTBI. 3amiHa abo BBEAEHHS
[0AATKOBOI AiNbHUL BUPOBHMLITBA /15 YACTUHM
ab0 BCbOro BUPOGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AinbHULA, Ha SKi
npoBoAATLCA 6yAb-sKi BUPOGHMYI cTagil, 3a
BUHSATKOM BUMYCKY Cepili, KOHTPOIO AKOCTI,
NMEepBMHHOTO Ta BTOPUHHOTO NakyBaHHS, A5

3a
peyenmom

UA/5989/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

HecTepW/bHKX MiKapcbknx 3acobis) (3amiHa
AinbHUUI BUPOGHMLTBA); 3MiHK | TURY - 3MiHK 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3amiHa abo BBEAEHHSA 40AaTKOBOI
AiNbHULI BUPOBHMLTBA /19 YacTHM abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro ikapCbKoro
3aco6y (4ibHVUA 4719 BTOPUHHOTO NakKyBaHHS)
(3amiHa AinbHULI BUPOGHMLTBA)

149.

CA/IMOTEK

cupon no 100 mny
nakoHax Ne 1

€Bpo /laiidkep
nrp,

Benvka
BpuTtaHis

NAT
"Ximchapmsas
of, "YepsoHa

3ipKka"

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHW | TUny - 3MiHK Woao 6e3neku/eekTnBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn o
y3arasibHeHNX faHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
yNOBHOBaXEHOI 0c06M, BignoBigansLHOI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHuKa A1 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BiANoBifasibHOT 3a
3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
haiina cuctemu thapmakoHarnsgy) - Adirova
pepakuis: €sgokimoBa CaiTnaHa AmuTpisHa.
MponoHoBaHa pepakuin: Benikosa CaiTnaHa
MwuxaiinisHa

3a
peyenmom

UA/5989/01/01

150.

CANbBYTAMOI/-
HEO

iHranayia nig Tuckom,
100 mkr/po3a no 12
Mn/200 go3 y
KOHTeliHepi; no 1
KOHTelHepy y nauui 3
KapTOHY

TOB "Mikpodhapm"

YKpaiHa

TOB
"Mikpochapm"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHK | TUNY - NOA4AHHS OHOBIEHOTO cepTudikaTy
BiANOBIAHOCTI €Bponelicbkili hapmakonei R1-CEP
2000-143-Rev 06 Big, Bxe 3aTBEpAKEHOr0
BMPOGHMKA Ail04O0T PeYOBMHY Ta 3MiHa Ha3BW BY UL
B agpeci BUPOGHMKa

3a
peyenmom

UA/10530/01/01

151.

CUNAEHA®IN 100
AHAHTA

TabneTkun, BKpUTI
NAiBKOBOK 0601I0HKOIO,

no 100 mr no 4 Tabnetkn

y 6nicTepi; no 1
6nicTepy B navi

AHaHTa Mepgikeap
nrg.

Benvka
BpuTtaHis

leTepo /1a63
Nimviten, HAjs;
ApTypa
$apmacboTika
n3 rer. fitg,,
IHgis

IHais

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHuW | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkwii
3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo BBeAEHHS

[04aTKOBOI Ai/TbHUL BUPOBHULTBA /151 YACTUHA
a60 BCbOro BUPOGHMYOro npoLiecy rotoBoro
nikapcbKoro 3acoby (AinbHMLA, Ha SKi
npoBoAATLCA 6YAb-sKi BUPOOHMYI cTagil, 3a
BUHSATKOM BUMYCKY CEpili, KOHTPO/IO AKOCTI,
NepPBMHHOTO Ta BTOPVMHHOIO NakyBaHHSA, A1
HeCTepW/IbHUX JliKapCbknx 3acobiB) (BBEAEHHS
[04aTKOBOI BUPOBGHMYOT AinbHULL ApTypa
dapmacbtoTikans MNeT. N114., IHAia) CynyTHA 3MiHa -
3MiHu 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y
BMPOOHULITBI. 3amiHa abo BBeEHHS [,0AaTKOBOI
OiNbHULI BUPOGHMLTBA A1 YACTMHN ab0o BCbOro

3a
peyenmom

UA/15398/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BMPOGHMYOrO NpoLiecy roToBOro NikapCbKoro
3aco6y (AiNbHMLA AN BTOPUHHOTO NakyBaHHS). -
3MiHK 3 siKoCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPOOHULTBI. 3amiHa abo BBEAEHHSA 40AaTKOBOI
AiNbHULI BUPOBHMLTBA /19 YacTHM abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro ikapCbKoro
3aco6y (AiNbHWUA 415 NEPBUHHOTO NaKyBaHHS)
(BBEAEHHS [,0AATKOBOI BUPOOHMYOI AibHNL
ApTypa ®apmacbioTikans MeT. 1T4., IHAiNA); 3MiHK |
TMNy - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
3MiHu Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IO AKOCTI
roTOBOTO JliKapCbKOro 3acoby (3amiHa abo
[0faBaHHA BUPOOHUMKa, LLO BigrnoBigae 3a
BBE3€eHHs Ta/abo Bunyck cepii) - Bkirovatoun
KOHTPONb/BMNPOGYBaHHSA cepii (BBEAEHHS
[04aTKOBOT BUPOGHMYOT AinbHuLi ApTypa
dapmacbioTikans MeT. /14, [HAiN)

152.

CUNAEHA®IN 50
AHAHTA

TabneTku, BKpUTI
NNiBKOBOI 060/I0HKOIO,
no 50 Mr no 4 TabneTkn
y 6nicTepi; no 1
6nicTepy B nauui

AHaHTa Megikeap
nra.

Benvka
BpuTaHis

leTepo /1a63
Nimiteg, IHAis;
ApTypa
dapmacbloTika
n3 ner. rg.,
IHais

IHgis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TUNY - 3MiHKM 3 SKOCTI. FOTOBUIA NiKapCbKNi
3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS

[04aTKOBOT AiNbHULI BUPOGHMLTBA AN YACTUHN
ab0 BCbOro BYUPOGHNYOTro NpoLiecy roToBoro
niKapcbKoro 3acoby (AinbHMULSA, Ha SIKil
npoBoOAATLCA By Ab-sKi BUPOGHWYI cTagil, 3a
BUHATKOM BUMYCKY Cepiii, KOHTPOIIO AKOCTI,
NepPBUHHOTO Ta BTOPVMHHOIO NakyBaHHS, A1
HecTepwuIbHUX Jlikapcbknx 3acobiB) (BBEAEHHS
[04aTKOBOT BUPOGHMYOT AinbHUL ApTypa
dapwmacbtoTikans MeT. /1T4., IHAiA) CynyTHA 3MiHa -
3MiHu 3 SKoCTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3amiHa abo BBEAEHHS 4,0AaTKOBOI
OiNbHUL BUPOGHMLITBA A/181 YaCTUHN ab0o BCbOro

BMPOGHMYOro NpoLLecy roToBOro ikapcbKoro
3acoby (AinbHMLA AN BTOPUHHOTO NakyBaHHS). -
3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y

BMPO6HULTBI. 3amiHa abo BBeAEHHS 40AaTKOBOI
AiNbHUL BUPOGHULTBA A/18 YacTuHN abo BCbOro

BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro

3aco6y (AiNbHWUA A5 NePBUHHOTO NaKyBaHHS)

(BBEAEHHSA [,0AATKOBOI BUPOOHMYOI AibHUL
ApTypa ®apmacbioTikans MBeT. 1T4., IHAiNA); 3MiHn |
TMNy - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo

CTOCYHOTbCSI BUNYCKY Cepii Ta KOHTPOJIO AKOCTI
roTOBOrO JIiKapCbKOro 3acoby (3amiHa abo

3a
peyerimom

UA/15398/01/02
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

AofaBaHHA BUPOOHMKa, LLO Bignosigae 3a
BBE3EHHS Ta/abo BMNyck cepii) - Bkioyaroun
KOHTPONb/BUNPOGYBaHHSA cepii (BBEAEHHS
[04aTKOBOI BUPOGHMYOT AinbHUL ApTypa
dapmacbtoTikans MeT. /14, IHAjis)

153.

CIMBPUH3A®

Kpanni o4Hi; no 5 mny
dhnakoHax-
KpanesnbHUUax "Apon-
TeiiHep®"; no 1 a6o 3
hNaKoHW Y KapPTOHHIN
KopooLi

HosaprTic ®apma
Al

LLiBeiiuapis

AJIKOH-
KyBpbop

Benebris

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHX faHux
npo cuctemy hapmakoHarnsagy, amiHa
YNOBHOBaXEHOI 0c06M, BignoBigansHoI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHUKa AN 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLLLO BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BiANoBifasibHOT 3a
3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy)
(YnosHoBaxeHa ocoba 3asBHWKaA 4151 34iACHEHHS
thapmakoHarnagy: [irova pegakuia — IpeHe
Pe6onno. MNponoHoBaHa pegakuis — Mabpiena
Xekep-baps. 3MiHa KOHTaKTHUX JaHnUX
YNOBHOB&XXEHOT 0CO6U. 3MiHA KOHTaKTHUX faHNX
KOHTaKTHOI 0cO6U. 3MiHa MicLA 34iACHEHHS
OCHOBHOI AlisNbHOCTI 3 hapmakoHarnsagy. 3miHa
Homepa macTep-ghaiina. 3miHa agpecu macTep-
thainna) (TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tu
MiCALB Nicna 3aTBepKeHHs); 3MiHa 3asBHMNKa
(BnacHuka peecTpadiiHoro nocsigyeHHs) (TepmiH
BBE/EHHS 3MiH MPOTAroM 6-Tv MicALiB nicns
3aTBEPMKEHHS)

3a
peyenmom

UA/15669/01/01

154.

CMIPOHONNAKTOH

NopoLLoK (cybcTaHuis) y
nakertax
nosnieTNNeHoBMX AN
hapmaLeBTUYHOro
3acTOCyBaHHS

MpAT
"®apmaueBTnyHa
chipma "AapHuus”

Ykpaina

TiaHknH
JOKUHIKWH
dapmac'ioTika
n Ko., Nita.

KuTait

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHu | TUny - 3MiHK 3 AkocTi. CepTudiikaT
BignosigHocTI/TE-cepTudpikart BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOr0 abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUNyYeHHs cepTudikata
BifNOBigHOCTI E€Bponelickkilt hapmakonei: ana Adl;
0151 BUXIAHOTO MaTepiany/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; oA [ONOMIKHOT pevoBuHU (cepTudikar
BiANOBIAHOCTI €Bponeiicbkili hapmakoner) - HoBui
cepTudikaT Bif, BXe 3aTBEPAKEHOTO BUPOGHMKA
(nogaHHs HoBoro CEP Ne RO-CEP 2012-185-Rev
00 gnst A®I cnipo/sIOHaKTOHY Bif, 3aTBEPAKEHOr0

UA/7295/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BMPO6HMKA TiaHmKMH [KMHoKMH Papmac'ioTikan
Ko., ITA., Kutaii 3 BignoBigH1Mu 3miHaMu B
cneumngikauii Ta MeTogax KoHTponto A®l, a came -
npuBEeAEHHS Y BiANOBIAHICTb NOKa3HMKa
«3a/IMLLKOBI KifIbKOCTi OpraHiYHnX PO34MHHUKIB» A0
Bumor CEP; - npuBeeHHs y BigNoBigHICTb
NoKasHUKiB «Onmnc» «PO3UYMHHICTb»,
«lgeHTudikauis», Nutome onTuyHe obepTaHH:,
«BTpata B Maci npu BuCyLLyBaHHi», «CynbdaTHa
30Ma», «CynyTHI JOMILLKM», «BinbHi TioNoBi
cnonyku», «Xpom», «KinbkicHe BU3HaUYEHHsA» A0
MoHorpadii «Spironolactonum» EP; - nokasHuku
«TuUNOBI AOMILLKM», «BifbHi MepkanTuiosi
cnonyku» BUIy4eHi 3i cneundikauii A®l); 3miHu |
TMny - 3MiHK 3 AkocTi. API. CTabinbHICTb. 3MiHa
nepiogy NOBTOPHUX BUNPO6yBaHb/nepiogy
36epiraHHA abo ymoB 36epiraHHa Ad®l (3a
BIACYTHOCTI Yy 3aTBEPIKEHOMY [0ChE cepTudikaTa
BiANOBIgHOCTI €Bponeiichkili hapmakonei, Lo
BK/IO4A€E Mepiof, MOBTOPHOrO BUMPOOYBaHHS)
(nepiof noBTOpPHOro BMNpPo6yBaHHA/Mepios
36epiraHHs) - 36inblUeHHs abo BBeAEHHA nepiogy
NMOBTOPHOrO BMNpoGyBaHHs/nepiody 36epiraHHsA Ha
OCHOBI pe3y/bTaTiB A0C/iAXeHb Y peasibHOMY Yaci
(3aTBEpMXEHO: TEPMIH NPMAATHOCTI: 4 POKM
3anponoHoBaHo: TepMiH NPMAATHOCTI: 4 pokK, 3
HaCTYMHWM NepPeKoOHTPoNeM)

155.

CTOMEPAH

Kancynu Teepgi no 2 mr
no 4 a6o 8 kancyny
6nictepi; no 1 6nictepy
B KQpPTOHHIM nayui

KOHinab, /N

CLWA

BVMPOGHMK
BiAnoBsigasibHn
1 3a ynakoBsky,

KOHTPO/b Ta
BUNYCK cepii
roToBOro

NpoAyKTY:

TOB lOC

dapmalin,

MonbLa;

BMPOGHMK
BignoBigabHU

n3a
BMPOGHMLITBO,
KOHTpONb Ta
BUMYyCK
npoaykTy in
bulk:
CsiccKo

Monbwa/
LLBeiuapis/
IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TUNy - 3MiHKn 3 aAkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbki thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
Bi4NoBiAHOCTI ab0 BUIYyYeHHs cepTudikaTa
BiANOBIAHOCTI E€Bponeiickbkilt hapmakonei: ana Adl;
ONs BUXIAHOTO MaTepiany/peareHTy/MpomixkKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; Ansa fONOMIXHOT pevoBuHU (cepTudikar
BiAnoBigHOCTI EBponelickkili hapmakonei) - HoBwii
cepTudikaT Bif HOBOro BUPOBGHUKA (3amiHa abo
[OMOBHEHHS) (3MiHa y napameTpax cneuudikawii
A®I nigpo3ain 3.2.S.4.1: BBEEHHA [OAATKOBUX
napameTpis (3a/IMLLKOBI PO3YMHHUKN: TONYOs — He
6inble 890 ppm, meTaHon — He GinbLe 3000 ppm,
aueToH — He 6inble 5000 ppm) 415 aKTUBHOT
peyoBUHM Nnonepamigy rigpoxnopuz BupobHULTBa
M/S Lake Chemicals Private Limited. CynyTHs

6e3
peyenma

UA/4685/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
Cepsices AT, 3MiHa - 3MiHK 3 akocTi. ADI. KoHTponb AdL. 3miHa 'y
LlBeiiuapis; napameTpax cneuudikauii Ta/abo gonycTummx
BUPOBHUK MeX, BU3HauYeHux y cneumdikauisax Ha Ad®l, abo
BignoBigasibHM BMXIAHWIA/NPOMDKHUIA NPOAYKT/pearexT, Lo
n3a BMKOPWCTOBYIOTbCS Yy Mpoueci BupobHuutea Ad|
BMPOBHULTBO, (iHWi 3miHW) (3miHa y napameTpax cneuudikauii API
KOHTPO/b Ta nigpo3ain 3.2.S.4.1: BBeAeHHA [,04aTKOBUX
BUMYyCK napameTpiB (3a/IMLLKOBI PO3YMHHUKA: TOTYON — He
npoaykTy in 6inbLue 890 ppm, MeTaHon — He 6inbLue 3000 ppm,
bulk: aueToH — He 6inble 5000 ppm) 415 aKTUBHOT
Crpaiiac peyvoBMHM flonepamigy rigpoxnopug BUpobHuLTBa
LacyH M/S Lake Chemicals Private Limited); 3miHu | Trny
Nimiteq, IHais - 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. 3MiHN

y BUpO6GHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOT
OiNbHUL BUPOBGHULITBA A/181 YACTUHN ab0o BCbOro
BMPOGHMYOro NPOLLECY FOTOBOTO JliKapCbKOro
3aco0y (AinbHMLSA, Ha SKii NPOBOAATLCSA ByAb-AKi
BMPOBHMYI CTagji, 3a BUHSITKOM BUMYCKY Cepii,
KOHTPO/HO SIKOCTI, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, AN HECTEPW/TbHUX JTiKapCbknx 3aco6iB)
(BBEAEHHA 00AATKOBOI AiNbHULI BUPOGHULTBA
Crpaiac LWacyH Nimiteq, IHAia (BMpo6HMK
BiANOBIAa/IbHNI 32 BUPOOHULTBO, KOHTPO/b Ta
BMnyck npoaykTy in bulk) (TepmiH BBe4EHHS 3MiH
NPOTAroM 6 -T MICALIB MICNSA 3aTBEPLKEHHS)
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbKoro 3acoby (iHwi 3MiHK) (3MiHa Yacy
npomixHoro 36epiraHHA (holding time)
Hepo3dgracoBaHOro npoaykty 3 30 gHis Ao 6
MicsuiB) (TepMiH BBeAEHHSA 3MiH MPOTATOM 6 - T
MiCAILiB Micnsa 3aTBEPMKEHHS); 3MiHM | TUnY - 3MiHW
3 aKocTi. CepTudikar BignosigHocTi/lE-cepTucikat
BiANOBIAHOCTI EBpONEiChKil
thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOB/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans Adl; ans
BMXigHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
A®I; pnsa nonomMixHoi pevoBuHn (FE-cepTudikat
BiANoBigHOCTI €Bponeiicbkili hapmakonei gns
Adl/BnxigHoro matepiasy/peareHTy/MpoMiXXHOro
npoaykTy abo AONOMIXHOT pe4oBUHM) - HoBWiA
ceptuduikaT AN BUXigHOTO
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[0MOMIXHOT pEYOBVHY Bif HOBOTO abo BXe
3aTBEPIKEHOr0 BUPOGHUKA (f0faBaHHS
cepTucpikaTy BignoBigHOCTI EBpoNencLKOT
thapmakonei Ass xenaTuHy Big, BUPoOHMKa
Rousselot: Ne R1-CEP 2001-332-Rev 02 (g5
HOBOTrO BMPOGHMKa Kancyn xenatnHosux — ACG
Associated Capsule Pvt Ltd.). - nogaBaHHs
cepTudikaTy BignoBigHOCTI EBponelicbKol
thapmakonei ans xenaTuHy Big, BUpobHuka Pioneer
Jellice India Private Limited: Ne RO-CEP 2008-048-
Rev 00 (o151 HOBOroO BUpOGHUKaA Kancyn
xenaTtnHoenx — ACG Associated Capsule Pvt Ltd.).
- fofaBaHHA cepTuduikaTy BiAnoBigHOCTI
€Bponeiicbkoi hapmakonei 415 XenaTuHy Bif
BMpobHuka Gelita Group: Ne R1-CEP 2000-050-
Rev01 (pn151 HOBOro BUPO6GHUKa Kancyn
xenatnHoBmx — ACG Associated Capsule Pvt Ltd.).
- fofaBaHHA cepTudiikaTy BiAnoBigHOCTI
€Bponeiicbkoi hapmakonel 4515 XenaTuHy Bif
Bupo6HuKa NTP Gelatine Pvt. Ltd: NeR1-CEP 2004-
157-Rev 00 (g1 HOBOro BUPOGHWMKa Kancyn
xenatuHoux — ACG Associated Capsule Pvt Ltd.).
- AoflaBaHHA cepTudpikaty BignoBigHOCTI
€Bponeiicbkoi hapmakonei 4ns xenaTuHy Bif
BMpo6HuKa Gelco S.A.S.: Ne R1-CEP 2006-086-
Rev 00 (o151 HOBOro BMpOGHUKa Kancyn
xenaTtnHoenx — ACG Associated Capsule Pvt Ltd.).
- fofaBaHHA cepTuduikaTy BiAnoBigHOCTI
€Bponeiicbkoi hapmakonei 415 XenaTuHy Bif
BMpo6HMKa Rousselot: Ne R1-CEP 2000-029-Rev
04 (815 HOBOTO BUPOBHMKA Kancys XenaTuHOBUX —
ACG Associated Capsule Pvt Ltd.). - OHOB/1eHHSA
[E-cepTuchikaTa BiANOBIAHOCTI EBPONENCHKOI
thapmakonei A58 JOMOMDKHOI PeYOBUHM — XenaTuH
Bi, BUpO6HMKa Rousselot 3: R1-CEP 2000-027 -
Rev 00 Ha R1-CEP 2000-027 -Rev 02); 3miHu |
Tmny - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkin thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOrO cepTudiikata
Bi4NoBIAHOCTI a60 BUYyYeHHs cepTudikaTa
BiANOBIAHOCTI €Bponeiickkilt hapmakonei: ana Adl;
[ANsa BUXiAHOroO MaTepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®l; nna nonomixHoi pevosuHu (FE-ceptudiikat
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
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ynakoska) 20
nocsioYeHHs1

BiANoOBIgHOCTI €Bponeiicbkili hapmakonei gns
Adl/BnxigHoro matepiasy/peareHTy/MpoMiXXHOro
npoaykTy abo AONOMiXHOT pe4oBUHM) - HoBWiA
ceptudpikaT AN BUXigHOTO
Marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[0MOMDKHOT peyoBMHU Bif, HOBOTO abo BXe
3aTBEPAKEHOro BUPOGHMKa (NogaHHsA HoBoro ME-
cepTudikaTa BignoBigHOCTI EBponeicbKol

- Ne R1-CEP 2000-045-Rev 03 Big Bnpo6Hvka PB
GELATINS (pns 3aTBEpKEHOrO BUPOGHMKA
Kancyn xenatnHosux — Capsugel) - Ne R1-CEP
2001-424 -Rev 03 Big BMpo6HMKa GELITA GROUP
(ans 3aTBEpAKeHOro BUPOOHYMKa Kancyn
xenatunHoBux — Capsugel) - Ne R1-CEP 2000-029-
Rev 05 Big BupobHnka ROUSSELOT (ans
3aTBEPAKEHOr0 BUPOBHMKA Kancy XenaTuHOBUX —
Capsugel); 3miHu | Tuny - 3MiHM 3 AKOCTI.
Ceptucpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeChkil
thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ans
BMXigHOrO marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
A®I; pnsa ponomMixHoi pevouHn (FE-cepTudikat
BiANoOBIgHOCTI €Bponeiicbkili hapmakonei gns
Adl/BnxigHoro matepiasy/peareHTy/MpoMiXXHOro
npoAyKTy abo [ONOMiXHOT peqyoBuHN) - OHOBNEHNI
cepTudikaT Bif, BXe 3aTBEPAKEHOr0 BUPOGHMKA
(oHoBneHHs TE-cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkoi hapmakonei A5 fLONOMKHOI
peyoBuHM — XenaTuH Bif BUpobHuKa Gelita Group
3: R1-CEP 2003-172 -Rev 00 Ha R1-CEP 2003-172
-Rev 01 (ans BMpo6GHUKA Kancyn xenaTuHoBUX —
Capsugel Ta ACG Associated Capsule Pvt Ltd.); -
oHoBrieHHs1 [E-cepTudpikaTa BignoBigHoOCTI

€Bponeiicbkoi hapmakonei A58 fLONOMKHOI
peyoBUHM — XenaTuH Bif BUpobHuka Gelita Group
3: R1-CEP 2000-050-Rev 01 Ha R1-CEP 2000-050-
Rev 02 (o115 BUpo6HUMKa Kancyn xenatnHosmux ACG
Associated Capsule Pvt Ltd.); - oHoBneHHs TE-
cepTudikaTa BignoBigHOCTI EBponeicbKol
hapmakonei AN AONOMIKHOT peqyoBUHU — XenaTuH

B BUpo6bHuka Rousselot 3: R1-CEP 2000-029 -

thapmakonei 4511 AONOMDKHOT PEYOBUHUN — XeNaTuH:
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

Rev 04 Ha R1-CEP 2000-029 -Rev 05 (gns
BMPOGHMKa kancyn xenatnHoux ACG Associated
Capsule Pvt Ltd.); 3miHy | TUny - 3MiHK 3 AKOCTI.
Ceptucpikat BignosigHocTi/l E-cepTudiikat
BiANOBIAHOCTI EBpONEeChkil
thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans Adl; ans
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
A®I; pnsa ponomMixHoi pevosuHn (FE-cepTudikat
BiANoOBIgHOCTI €Bponeiicbkili hapmakonei gns
Adl/BnxigHoro matepiasy/peareHTy/MpoMiXXHOro
npoAaykTy abo A0NOMDKHOT peqyoBUHN) - BunyyeHHs
ceptudikaTis (y BUNagky HasBHOCTI
MyNbTUMNIETHOrO cepTudikaTa Ha maTepian)
(BunyueHHs ME-cepTudikaTa BigNOBIAHOCTI
€BponeiicbKoi hapmakonei 4151 4ONOMIKHOT
peyvoBuHU — XenaTuH: - R1-CEP 2004-022 -Rev 00
Bif, BUpo6HUka PB Leiner Argentina S.A.(gn5
BMPOGHMKa kancyn xenatnHosux — Capsugel); -
RO-CEP 2008-048 -Rev 00 Big Bupo6Hvka Pioneer
Jellice India Private Limited (g8 BUpo6HvKa kancyn
xenaTtnHoeux — ACG Associated Capsule Pvt Ltd.);
- R1-CEP 2004-157 -Rev 00 Big Bupo6bHuka NTP
GELATINE PVT. LTD (ons BUpo6bHuKa Kancyn
xenatnHosnx — ACG Associated Capsule Pvt Ltd.)

156.

CTONMIrPEH

TabneTku, BKpUTI
NNiBKOBOIO 060/TI0HKOIO,
no 50 mr no 6 TabneTok
y 6nictepi; no 1
6nicTtepy B nayui

MAT "Kuicbkuii
BiTamiHHWIi 3aBoA”

YKpaiHa

MAT
"KUiBCbKUIA
BiTAMiHHUIA

3asog"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHK |l TUNy - 3MiHa BUPOGHMKa
BUXIAHOTO/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOGHUYOMY npoueci AdI,
a60 3MiHa BMPOGHWMKa (BKNOYaoun, Ae HeobxigHo,
MicLie NpoBeAeHHS KOHTPOO aKkocTi) Ad (3a
BiZJICYTHOCTI cepTudikata BignosigHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaKeHOMY
[ocbe)(BBEAEHHS HOBOrO BMPOGHNKa AdI 3
HafaHHAM macTep-chaiina Ha A®l) - BBeAEHHS
[04aTKOBOro BUpo6HuKa APl

3a
peyenmom

UA/7229/01/01

157.

CTONMIrPEH

TabneTkun, BKpUTI
MN/1iBKOBOI 060/0HKOI0,
no 100 mr no 3 TabneTku
y 6nicTepi; no 1
6nicTepy B naui

MAT "Kuiscbkuii
BiTamiHHWIi 3aBoA”

YkpaiHa

MAT
"KWiBCbKUIA
BiTaMiHHWI

3aBog"

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis:
3MiHu Il Tuny - 3MiHa BUPOGHKKa
BWXifHOro/MPoMiXHOro NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTbCS Y BUPOOHMYOMY npouieci Adl,
abo 3miHa BUpo6HYKa (BKIOUakoun, ae HeobxigHo,
MicLie NpoBefeHHs KOHTPOIO aKocTi) AdI (3a
BiJICYTHOCTI cepTudpikaTa BignoBigHOCTI

3a
peyenmom

UA/7229/01/02
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

€Bponeiicbkiin hapmakonei y 3aTBepaKeHoOMy
[ocbe)(BBeAEHHS HOBOrO BUpo6HUKa Ad| 3
HafaHHAM macTep-chaiina Ha A®I) - BBEEHHS
[04aTKOBOrO BMPO6HUka AdI

158.

CyMIW Ansi
IHFANALIN

pO34uH, no 40 MmNy
dhnakoHax

MPAT
"®ITOPAPM"

YKpaiHa

MPAT
"OPITOPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHKM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS
rOTOBOTO JIiKAPCbKOro 3acoby; CynyTHs 3MiHa: 3MiHa
napameTpiB cneuudikauii Ta/abo JONYCTUMMX MEX
roToOBOro NikapcbKoro 3acoby; 3miHu Il Tuny - 3miHa
BMPOBHUKA BUXiAHOro/NnpoMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCA Y
BMpo6HUYOMY npoLeci ADl, abo 3miHa BUpOGHMKA
(BKIrOvatoun, fe HeobxigHoO, MicLe NPOBeAEHHS
KOHTpO0 siKOCTi) ADI (3a BiACYTHOCTI cepTudikara
BiANoBiAHOCTI EBponeiickkili hapmakonei y
3aTBEPMAXEHOMY [0CbE)(BBEAEHHS HOBOrO
BMpOGHUKa A®| 3 HagaHHAM MacTep-thaiina Ha
A®I) - BBEL,EHHSA HOBOro BUPOGHNMKA AitoHOoiT
peyoBuHM MeHTONY

6e3
peyenma

UA/0272/01/01

159.

TAHAKAH®

PO34unH opasibHUiA, 40
mr/mn no 30 mny
chnakoHi; no 1 dpiakoHy
Yy KOMMNEKTi 3
[03aTOPOM Y KapTOHHiIl
Kopo6ui

INCEH ®APMA

PpaHuin

BEO®YP
INCEH
IHOYCTPI

PpaHuis

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHY | TUMY - 3MiHa NPUCTPOIB A1 BUMIpHOBAHHS
0031 abo BBELEHHS NiKapCbKOoro 3acoby - 3miHa
MapkyBaHHs CE Ha Lwunpuui, Lo BUKOPUCTOBYETLCSA
y SIKOCTi NPUCTPOIO A8 BUMIPIOBAHHS 03K
nikapcbKoro 3acoby (3miHa 4-3Ha4yHOro Homepa
HOTUdpikoBaHOro opraHy ceptudikauii 3 CE 0398 Ha
CE 0459). MakyBanbHWi1 MaTepian He 3MiHMBCS.
BBeeHHs1 3MiH NPOTAroM 6-Tn MicALiB nicns
3aTBEepPAKEHHSA

3a
peuyenmom

UA/9843/01/01

160.

TA®TIOTAH®

Kpanni o4Hi, 15 mkr/mn
no 0,3 Mn y T6KK-
KpanesbHuuj; no 10
TIOOMK-KpanenbHULp y
nakeri i3 chonbry; no 3
nakeTu B KapTOHHIi
Kopoo6Ui

CaHTeH AT

PiHNAHAIA

CaHTeH AT

PiHNAHAIA

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM |l Tuny - 3miHW Woao 6e3nekn/edekTMBHOCTI
Ta (papmakoHarnsgy. BHeceHHsi abo 3miHa(un) oo
3060B's13aHb Ta YMOB BUaudi peecTpauiiiHoro
nocBig4YeHHs, BkIoYatoun MnaH ynpaeniHHA
pu3nkamu (3aCToCyBaHHS 3MiH(1), ski(a)
BMMaratTb(€) NOJASIbLLOTO 06I'PYHTYBAHHSA HOBYMM
[00aTKOBUM AiaHNMK, L0 MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbes
CyTTEBA OL|iHKA KOMMETEHTHUM OpraHom) -
BrikoHaHHs 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
[0 Mopsaky NpoBefieHHA ekcnepTu3n
peecTpauiiiHux MaTepiasiiB Ha Nikapcbki 3acobu, Lo
noAaloTbCs Ha filepXxaBHy peecTpadiiio
(nepepeecTpadiio), a TakoX ekcrnepTu3n martepianis
Npo BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiB

3a
peyerimom

UA/9952/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

NPOTAroMm fjii peecTpauiiHoro NocBifYeHHs,
3aTBepMAxeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460)

161.

TA®PTIOTAH®

Kpanni o4Hi, 15 Mkr/mn
no 2,5 Mn 'y chnakoHi; no
1 donakoHy 3
KpanenbHULeto -
HakiHUiBHUKOM Ta
KPULLIKOIO B KApTOHHIi
KopooLi

CaHTteH AT

[OIENERTE]

"in bulk”,
nepBuHHe
naxyBaHHs:

CaHteH

dapmacbloTika
n Ko., Nita.,
Cira MnaHrT,
ANOHis;
BiANOBIA&/IbHU
1 32 BTOPUHHE
nakyBaHHs Ta
BUMYCK Cepii:
CaHrteH AT,
PiHnaHais

AnoHis/
DiHNAHAIA

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu |l Tuny - 3miHK Woao 6e3nekn/edekTMBHOCTI
Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
3060B'A3aHb Ta YMOB BuAavi peectpauiiiHoro
noceifAYeHHA, BKNtoYaroun Mnax ynpasniHHA
pv3vKkamu (3acTocyBaHHS 3MiH(K), ski(a)
BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHS HOBUMM
[04AaTKOBUM JaHUMW, L0 MaloTb HagasaTucs
KOMMETEHTHVM OpraHoM, OCKi/flbK1 BUMaraeTbCs
CYyTTEBA OL|iHKa KOMMETEHTHUM OpraHom) -
BMKOHaHHSA 3060B'A3aHb BIAMNOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
[0 MNopsAgKy NpoBefeHHs ekcnepTusun
peecTpauiiiHux MmaTepiasiB Ha nikapcbki 3acobu, Lo
noAalTbCs Ha AepXaBHY peecTpavito
(nepepeecTpadito), a TakoX ekcnepTusn marepianis
NpO BHECEHHS 3MiH 10 peecTpauiliHnx MaTepianis
NPOTAroMm fjii peecTpauiiHoro NocBigYeHHs,
3aTBepmxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460)

3a
peyenmom

UA/10158/01/01

162.

TU3NH® KCNNO

Kpanni HasasbHi, po34nH
0,05% no 10 mny
chnakoHi; no 1 dpiakoHy
Y KapTOHHiIli ynakoBLii

MakHin MpogakTc
Nimiten

Cnony4yeHe
KoponiscTBo

OAMAP
OPJIEAH

PpaHuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM I Trny - 3MiHK Woao 6e3nekun/etekTUBHOCTI
Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n1) Ao
3060B'A3aHb Ta YMOB Buadi peectpauiiiHoro
noceifgyYeHHs, BkNtoyaroun Mnax ynpasniHHA
py3nKamu (3aCTOCyBaHHS 3MiH(1), siki(a)
BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHSA HOBUMM
[04aTKOBUM JaHUMK, L0 MatoTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OLiHKAa KOMNETEHTHUM OpraHoMm) -
BrikoHaHHA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
2.3 NyHKTY 2 popatky 15 go MNopsaky npoBefeHHs
eKcnepTu3n peecTpauiiHnx MaTepianis Ha
nikapcbKi 3acobu, Lo NoAalnTbCs Ha AepxasHy
peecTpauito (nepepeecTpawito), a Takox
eKcrnepTm3n MaTepiasiiB Npo BHECEHHSA 3MiH [0
peecTpaLiiiHix maTepianis NpoTArom Al
peecTpauiniHOro NoCBiAYEHHS, 3aTBEPAYKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/4817/01/01

163.

TU3NH® KCUNo

Kpanni HasasibHi, PO34MH

MakHin MpogakTc

Cnony4yeHe

PAMAP

PpaHuis

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:

6e3

UA/4817/01/02
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

0,1% no 10 mny
donakoHi; no 1 donakoHy
Y KapTOHHiIli ynakoBLii

Niviteq

KoponiscTBO

OPJIEAH

3MiHM Il Trny - 3MiHK Woao 6e3nekun/etekTMBHOCTI
Ta (hapmakoHarnsgy. BHeceHnHst abo 3miHa(n) oo
3060B'A3aHb Ta YMOB BUJavi peecTpadiiiHoro
noceigyeHHs, BkNtoyaroun Mnax ynpasniHHA
pvi3vikamu (3acTocyBaHHS 3MiH(K), ski(a)
BMMaratoTb(€) NofanbLioro 06rpyHTyBaHHS HOBUMU
[04aTKOBUM JaHVUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OLiHKa KOMNETEHTHUM OpraHoMm) -
BrikoHaHHA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
2.3 nyHKTY 2 gogatky 15 no Mopsaky nposefeHHs
eKcnepTu3n peecTpauiiHnx Matepianis Ha
nikapcbki 3acobu, Lo NoAalTbCs Ha AepXaBHy
peecTpadito (nepepeecTpaviio), a Takox
eKcrnepTm3n MaTepiasiiB Npo BHECEHHS 3MiH [0
peecTpauiiiHux MmaTepiasis NpoTarom Aii
peecTpauiiHoro NOCBiAYEHHS, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MOS3 Big 23.07.2015 Ne 460)

peyenma

164.

TPABATAH®

Kpanni o4Hi, 40 Mkr/mn
no 2,5 Mn 'y chnakoHi-
KpanenbHuui; no 1 a6o
no 3 dpiakoHu-
KpanesibH1Li B
NPOMIKHI ynakosLi 3
dhonbrn B Kopoobui 3
KapTOoHY

HosaprTic ®apma
Al

LLiBefiuapis

AJKOH-
KyBpbop

Benbrig

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnaay (BBefileHHs y3araslbHeHUX faHux
npo cuctemy dhapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0co6w, BiANOBiAaIbHOT 3a
3AiicHEHHs1 chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsgy 3asBHUKa Ans 34INCHEeHHS
thapmakoHarnagy B YKpaiHi, AKLLO0 BOHA BigMiHHA
Bif, yNOBHOBaXKeHOT 0co6Mu, BiANOBiAaIbHOI 3a
3[jicHeHHs hapmakoHarsay (Bkovatoum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy)
(YnoBHoBaxeHa ocoba 3asiBHUKa AN 34iACHEHHS
thapmakoHarnagy: firova pegakuia — IpeHe
Pe6onno. NMponoHoBaHa pefakuis — Mabpiena
Xekep-baps. 3MiHa KOHTAKTHUX JaHWNX
YNOBHOBaXXEHOI 0CO6M. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0co6U. 3MiHa MicLs 34iACHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
HoMepa MacTep-thaiina. 3MiHa agpecu macTtep-
thaiina) (TepmiH BBEAEHHS 3MiH NPOTSAroM 6-Tu
MicsLiB nicns 3aTBepAYKeHHS); 3MiHa 3asBHMKA
(BnacHvka peecTpadiiiHoro nocsigyeHHs) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-Tn MicsALiB nicns
3aTBEPMAKEHHS)

3a
peyenmom

UA/12422/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
165. | TCAPT 40 Tabnetku no 40 mr, no Ankem IHais Ankem IHgis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/15022/01/01
10 TabneTok y 6nicTepi; Na6opaTtopis 114 Na6opaTopi3 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no 1 6nicrepy y ntp, HalilMeHyBaHHs1 Ta/abo agpecu MicLs NPOBaXEHHS
KapTOHHIN ynakoBLi AisiNbHOCTI BMpo6HMKa/iMnopTepa rotToBoro
NiKapcbKoro 3aco6y, BKIOYAKUN Ai/TbHUL BUMYCKY
cepii abo MicLie NpoBeAeHHS KOHTPOJIHO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BMpobHuK/imnopTep,
BK/IOYAOUM BUMYCK cepiid) (3MiHa agpecu
BMPOGHUKA, 6e3 3MiHW MicLi BUPOOHULITBA)
166. | TCAPT 80 Tabnetkun no 80 mr, nNo Ankem IHAis Ankem IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/15022/01/02
10 TabneTok y 6nicTepi; Na6opaTtopis NIT4 Na6opaTopi3 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 1 6nictepy y ntp, HaliMeHyBaHHs1 Ta/abo agpecu MicLs NPOBaAXXEHHS
KapTOHHIN ynakoBLi LisiNbHOCTI BMpo6HUKa/iMnopTepa roToBoro
NiKapcbKoro 3aco6y, BKIOYAKUN Ai/TbHAL BUMYCKY
cepii abo MicLie NpoBeAEeHHS KOHTPOJIHO AKOCTI.
(aisnbHicTb, 3a AKy Bignosigae BUPoOHuK/iMnopTep,
BK/IOUA0UM BUMYCK cepiid) (3MiHa agpecu
BMPO6HUKA, 6e3 3MiHW MicLs BUPOOHULITBA)
167. | YHIKNO®EH Kpanni o4Hi, po3unH 0,1 TOB "YHIMEL CnoBauybka | TOB "YHIMEL Cnoaubka BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis: 3a UA/7856/01/01
% no 5 Mn y KoHTelHepi- PAPMA" Pecny6nika PAPMA" Pecny6nika 3MiHM | TURY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peuyenmom
KpanenbHuui; no 1 Ta thapmakoHarnsagy. BeegeHHua abo 3miHv o
KOHTelHepy- y3ara/ibHeHNX JaHnx npo cuctemy
KpanenbHuLi B dhapmakoHarnsgy (BBeeHHs y3arasibHeHUX AaHnx
KapTOHHiiA KOpo6Ll npo cuctemy hapmakoHarnsagy, smiHa
YNOBHOB&XEHOT 0CO6M, BiANOBiAa/IbHOI 3a
34ilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
hapmakoHarsisgy B YKpaiHi, SKLLLO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BignoBifanbHOT 3a
3pjlicHeHHs hapmakoHarnagy (Bkyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - Airoua
pefakuis: OcbMmak €sreH IMMTpoBKY.
MponoHoBaHa pepakuis: KanawHuk Jlapuca
OnekcaHApiBHa. 3MiHa KOHTaKTHUX AaHWX
168. | YHINAT Kpanni o4Hi, po3unH, 50 TOB "YHivep, CnoBaubka TOB "YHiveg CnoBaubka BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/14038/01/01
MKr/mMano 2,5 mny dapma” Pecny6nika dapma" Pecny6nika 3MiHM | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenmom

hnakoHi-KpanesibHUL;;
no 1 chnakoHy-
KpanenbHuLi B
KapTOHHI KopooLi

Ta (hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3ara/isHeHNX faHUX Npo cUcTemy
thapmakoHarnagy (BBeAEHHS y3araslbHeHNX JaHux
npo cuctemy hapmakoHarnsgy, aMmiHa
YyNOBHOBaXEHOI 0C06M, BignoBiganbHOI 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
hapmakoHarnsgy 3asiBHUKa A5 34iICHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHa
Bif, YNOBHOBa)XEHOI 0CO6M, BiANOBigaIbLHOI 3a
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
3[jicHeHHs dhapmakoHarnaay (Bkyarum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - Airoua
pegakuisi: OcbMmak €BreH JMMTpoBnY.
MponoHoBaHa pepakuis: KanawHuk flapyca
OnekcaHApiBHa. 3MiHa KOHTaKTHUX AaHWX
169. | YHI®P/IOKC Kpani OYHI/BYLLHI, TOB "YHIME[, Cnosaubka | TOB "YHIME/L CnoBaubka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/12837/01/01
po3unH 0,3 % no 5 mny PAPMA" Pecny6nika PAPMA" Pecny6nika 3MiHN | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
n1acTKoBOMy Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
KOHTeliHepi- y3araJlbHeHUX AaHux npo cucremy
KpanenbHuLj; no 1 dhapmakoHarnsgy (BBeieHHs y3arasibHeHUX AaHnx
KOHTelHepy- npo cuctemy dpapmakoHarnsgy, 3miHa
KpanesibH1Lj B YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32
KapTOHHIA KOpoo6Li 3qificHeHHs hapMakoHarnsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLLLO BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifanbHOT 3a
3[jicHeHHs1 hapMakoHarnsay (BkYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - Aivoua
pefakuisi: Ocbmak €sreH JMMTpoBYY.
MponoHoBaHa pepgakuis: KanawHuk flapyca
OnekcaHgpiBHa. 3MiHA KOHTAKTHUX AaHUX
170. | ®PAMATEN- TabneTkn, BKPUTI ToBapucTso 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/1120/01/02
340POB'A ®OPTE 060/10HKO10, M0 40 Mr, 06MEXEHO BMPO6GHMLTBA, 3MiHKM | TUMY - BUyYeHHS BUPOOHNYOI AinbHUL peyenmom
ons TOB BiANOBIAA/ILHICTIO KOHTPO/1b (BKovaroumn ginbHuLi ans A®Il, npomixHoro
"papmaneBTUYHa "papmMaueBTUYHA SAKOCTI, BUNYCK NpoAYKTY abo roTOBOro NiKapcbkoro 3acoby,
KoMnNaHis "340poB'a™; no KOMMaHis cepit: OiNbHUUI ANS NPOBeAEHHS NaKyBaHHS, BUPOOHUKA,
10 TabneTtoky "3popos'a” ToBapucTBO 3 BiANOBIAANLHOIO 3a BMNYCK Cepiii, MicLe
6nictepax; no 10 0bMexeHo NpoBefeHHs KOHTPO/IIO cepii) abo nocTavyasnbHUKa
Tabnetok y 6aictepi; no BiANoBiga/IbHI BUXIQHOTO MaTepiasty, peareHTy abo f0onoMiXXHOT
1 a6o no 2 6nictepu B CTIo PEYOBMHM (SKLLO 3a3HAYEHO Y [OCLE); CYMyTHS
KapTOHHiA Kopobuj; ans "®apmavesTu 3MiHa: 3MiHa y napameTpax cneuudikauiin Ta/abo
TOB "®APMEKC YyHa KOMMaHis LOMYCTUMMUX MEX, BUSHAUEHNX Y crieundikalisx Ha
rPYMN": no 10 TabneTok "3popoB's", A®I, abo BUXigHWIA/NPOMKHUIA NpOAYKT/peareHT,
y 6nicTepi; no 1 YKpaiHa; BCi LLI0 BUKOPUCTOBYHOTLCA Y NpoLeci BUpobHuuTBa AdI
6nicTepy B KapTOHHiIl cTagji - BUNyYeHHs BUPOGHMKa APl damoTnanHy Ta, K
Kopo6Li BMPOGHMLITBA, HacnifoK, BUNYyYeHO NOKa3HMK «3anunLukoBa
KOHTPO/1b KiNbKICTb OpraHiYHNX PO3YMHHUKIBY; 3MiHW | TRy -
SIKOCTI: nofaHHs HOBOro cepTuddikary Big Bxe
ToBapucTBo 3 3aTBEPIKEHOr0 BUPOBHMKA; CynyTHA 3MiHa: 3MiHa Y
0bMexeHo napameTpax cneuudikauiii Ta/abo AonycTummx
BiANoBiga/IbHI MeX, BU3Ha4YeHux y cneuymdikayisx Ha Ad®l, abo
CTIo BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
"®APMEKC BMKOPUCTOBYIOTbCA Y npoueci BUpobHuytea AdI -
rPymn", 3MiHa y MeToAax BunpobyeaHHss APl abo BMXiAHOTO
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

Ykpaina

marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETLCA y NpoLieci BUpo6HuuTBa AdI
(iHWi 3mMiHM y MeTofax BUNPobyBaHHA (BK/IHOYaoUn
3amiHy abo JonoBHeHHs) APl abo
BUMXIiAHOro/MPOMIXXHOrO NPOAYKTY) - MOAaHHSA HOBOrO
CEP Ne R1 - CEP 2000-062 Rev 04 Big BxXe
3aTBEPMAKEHOr0 BUPOoOHUKa A®| dhamoTnguHy, 3i
3MiIHOI HaliMeHyBaHHSA Ta 3 YTOUHEHHAM afpecu
BUPOBHULTBA Ta, IK HACNIAOK, 3MiHU Y
crneundikaii KOHTpoto AD| 3a NOKa3HUMKOM
«3a/IMLLKOBA KifIbKICTb OpraHiYHUX PO3UMHHUKIBY;
3MiHU | TUNY - 3MiHW, NOB'A3aHi 3 HeObXIAHICTIO
npuBeAeHHs y BIANOBIAHICTb A0 MoHorpadii Y
abo €sponelicbkoi hapmakonei, abo iHwoT
HauioHasbHOT hapmakonel gepxasun €C (3MiHa y
cneumdikauisix, nos'asaHa 3i amiHamu B 4dY, abo
€Bponeiicbkili hapmakonei, abo iHLWii
HaLjioHanbHili hapmakonei gepxasu €C); cynyTHs
3MiHa: 3MiHa y meTogax BunpobysaHHsa APl abo
BMXigHOro Martepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea A®I (iHwi 3MiHM Yy meTogax
BMNpoOyBaHHA (BK/TOYaoum 3amiHy abo
[0NoBHEHHs)) APl abo BMXiAHOrO/MPOMIXXHOIO
NpoAyKTY); 3MiHV | TUNY - 3MiHK, NOB'A3aHi 3
HeoOXiJHICTIO NpUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo EBponeiicbkoi hapmakoner,
abo iHWOi HauioHasIbHOI dhapmakonei gepxasu €C
(3miHa y crneumdikauisix, nos'a3aHa 3i 3MiHaMu B
Loy, abo €Bponeiickkiii hapmakonei, abo iHLWii
HavjoHasbHIl thapmakonei gepxasun €C); cynyTHA
3MiHa: 3MiHa y MeToAax BUNpPoGyBaHHS AOMOMiKHOT
PEeYOBUHM (HE3HAYHI 3MiHM Y 3aTBEPIKEHUX
MeToJax BUNPOOyBaHb) - NPUBEAEHHS
cneuudikaLii Ta MeToAiB KOHTPOJTH0 AOMOMDKHUX
peyoBuHU 0 BUMor JPY/EP

171.

®AMOTUVIH-
340POB'SA

TabneTkn, BKpUTI
060710HKOI0, M0 20 Mr;
no 10 TabneTtok y
6nicTepi; no 1 abo no 2
6nicTepy B KapTOHHIiA
KopobLi; no 20 TabneTok
y 6nicTepi; no 1
6nicTepy B KAPTOHHIi
KopoobLi

ToBapucTso 3
0b6MexeHo
BiANOBIAANBLHICTIO
"®apmaueBTnyHa
KOMnaHis
"3popos'a”

Ykpaina

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b
AKOCTI, BUNYCK
cepit:
ToBapucTBO 3
obMexeHot
BignosiganbHi
CTIo
ToBapuCTBO 3

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TUNy - 3MiHKn 3 aAkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbki thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
Bi4NoBiAHOCTI ab0 BUIYyYeHHs cepTudikaTa
BiANOBIAHOCTI E€Bponeiickkilt hapmakonei: ana Adl;
ONs BUXIAHOTO MaTepiany/peareHTy/MpomixkKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; AN 4ONOMIXHOI pevyoBuHU (cepTudikart

3a
peyerimom

UA/1120/01/01
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obmexeHo BiAnoBigHOCTI €Bponelickkii thapmakonei) - Hosui
BiANOBIAA/bHI cepTudikaT Bif, BXe 3aTBEpPAXEHOro BUPOGHMKa
CTIo CynyTHSA 3MiHa - 3MiHK 3 skoCTi. API. KOHTposib
"®apmauesTu A®I. 3miHa y napameTpax cneuundikauiii Ta/abo
YHa KoMnaHis [OMYCTUMMX MEX, BU3HAUYEeHUX Y crneuudikalisx Ha
"3popos'sa”, A®I, ab0 BUXIgHWIA/NPOMIKHUIA NPOAYKT/peareHT,
YKpaiHa, LLIO BUKOPUCTOBYIOTLCS Y NPOLIECi BUPOGHMLTBA ADI
BCi cTagii (iHLWi 3MiHK). - 3MiHK 3 AkocTi. ADI. KoHTponb ADI.
BMpPOBGHULTBA, 3MiHa y MeTofax BunNpobyBaHHs APl a6o
KOHTpPO/b BMXIAHOrO MaTepiany/MpomMiXKHOro
AKOCTI: NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
ToBapucTBO 3 npoueci BUpobHuuTBa APl (iHWi 3MiHK y MeToAax
06MEeXEHO BMNPOOYBaHHSA (BK/OHYAKUM 3aMiHy abo
BignoBiga/IbHi [0noBHEHHS) AP abo BKXiAHOro/NpoMiKHOro
CTIo npoaykty) (MofaHHA HOBOro cepTuduikaty
"®APMEKC BiAANOBIAHOCTI Bif, BXXe 3aTBEPAKEHOrO BUPOGHMKa
reyn., A®| R1 - CEP 2000-062 Rev 04, 3i 3miHOI0
YKpaiHa

HaliMeHyBaHHS, 3 YTOYHEHHAM afpec
BMPOGHMLTBA Ta, K HACMILOK 3MiHM y cneumdikauii
BXi[IHOr0 KOHTPO/IHO SIKOCTI 3a M. 3a/INLLIKOBI
PO3UYMHHUKM); 3MiHW | TUNY - AAMIHICTPaTUBHI 3MiHW.
BunyyeHHs BUPOGHWYOT finbHuLi (BKIHOYaK0UM
AinbHuui ana A®l, npoMixHoro npoaykTy abo
roTOBOro Nikapcbkoro 3acoby, AinbHULi AN
NpoBefEeHHS NakyBaHHs, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
NpoBeEeHHS KOHTPOIO cepil) abo noctavyanbHUKa
BVXiHOrO Matepiany, peareHTy abo AonoMiXHOT
PeyoBMHM (SKLLLO 3a3HaYeHo y foCbe) CynyTHA
3MiHa - 3MiHK 3 AkocTi. ADL. KoHTposib APL. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTuMmnx
MEX, BU3HAUYEHNX y crneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMKHUIA NpoayKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(iHWwi 3miHW) (BunyyeHo Bnpo6HrKa AdI
damotuanHy SMS Pharmaceuticals Limited, India,
Ta K Hac/iA0K BUYyYEHO M. "3a/IMLLIKOBa KisTbKiCTb
opraHiYHUX PO34MHHUKIB"); 3MiHM | TURY - 3MiHK 3
aKkocTi. CepTudpikaT BignosigHocTi/IE-cepTudikat
BiANOBIAHOCTI EBPONENChKIl
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
HeOobXifHICTIO NpUBEAEHHS Y BigNOBIAHICTL A0
MOHorpadgii oY a6o €sponelicbkoi hapmakonei,
abo iHWOi HauioHasTbHOI dhapmakonei gepxasu E€C
(3miHa y cneumdpikauisix, nos'a3aHa 3i 3MiHamMu B

[dY, abo €sponeiicbkiii dapmakonei, abo iHLWii
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
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HavjoHanbHIl thapmakonei gepxasn €C) CynyTHA
3MiHa - 3MiHu 3 skocTi. ADl. KoHTponb AdL. 3miHa 'y
MeTofax BunpobysaHHA APl abo BUXigHOIO
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETLCA y NpoLieci BUpo6HuuTBa AdI
(iHWi 3mMiHM y MeTofax BUNPobyBaHHA (BK/IHOYaoUn
3amiHy abo JonoBHeHHs) Ad| abo
BUWXiAHOr0/MPOMiXXHOrO NpoAaykTy) (3MiHn y
cneumaikaLii, MeTogax KOHTPOso AKocTi AdI
(PamoTnauH) 3a n. "CynposigHi JOMILLKK"
BiANOBIAHO A0 BMMOr MoHorpadii EP, 3a n.
"Mikpo6ionoriyHa ymcToTta" BignoBigHO [0 BUMOT
3arasibHoi cTatTi AdY; p. "Baxki metann" po3gin
BW/yYEHO BiANoBiAHO A0 BMor EP); 3MiHn | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/IE-
cepTugikaT BiANOBIAHOCTI €BpONenchbKil
thapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3
HeOobXiJHICTIO NpUBEAEHHS Y BigNOBIAHICTL A0
MOHorpadgii oY a6o €sponelicbkoi hapmakonei,
abo iHWOi HauioHasTbHOI dhapmakonei gepxasu EC
(3miHa y cneumdpikauisix, nos'asaHa 3i 3MiHamMu B
[dY, abo €sponeiicbkiii hapmakonei, abo iHLWii
HaujoHanbHili chapmakonei gepxasn EC) CynyTHA
3MiHa - 3MiHM 3 IKOCTi. F0TOBWIA Nikapcbkunii 3aci6.
KOHTpO/b AONOMKHUX peyoBuH. 3MiHa Y meTogax
BMMNPOGYBaHHA JOMOMDKHOI PEYOBUHMW (HE3HAYHI
3MiHW Yy 3aTBEpAXEHNX MEeToAax BUNpobyBaHb)
(MpuBeaeHHs cneuudikaLii ONOMDKHUX PEYOBUHN
0o sumor AOY/EP:

- lakTO31 MOHorigpaT 3a n.
"Po3unnHicTh","lgerTndikauis®, "Mpo3opicts",
"KonbopoBicTb po3unHy”, "OnTUYHa rycTuHa",
"MikpobionoriyHa untcroTa”, "Baxki
MeTann"(BuayyeHo); -Lientonosa MikpokpucTaniyHa
3a p. " 3oBHiWHIN BUrnsag", "CyocraHLii po34nHHI B
edpipi”, "MikpobionorHiyHa umcrota”, "Baxki
mMeTan"(BUy4eHo); -MarHito cteapar 3a
p."Mikpob6ionoriyHa uucrora”, "Po3mip yacTtok"; -
A30py6iH (E122) 3a p."MikpobionoriyHa umictora"; -
KonogifgoH 3a p. "MikpobionoriuHa uncrota”, "Baxki
MeTanu'(Buny4yeHo); - KpemHito giokcma, KonoigHuia
6e3B0AHWIA 3a p. "MikpobionoriyHa uncroTa”, "Baxki
meTann"(BUNy4YeHo);

- Cyxa cywmiw " Opadry Il white", o MiCTUTb TUTaHy
npiokeng (E 171)b Tasnbk, nonieTnnernikonsb,
noniBiHiNIOBMIA cnupT 3a p. "MikpobionoriyHa
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

yuctoTa". - Hatpito Kpockapmesnosa 3a p.
"30BHiWHiI BUrNsa4", "MikpobionoriyHa uictoTa”,
"lpeHTudpikauis”, "CynbatHa 3ona","CtyniHb
3amiweHHs", "Baxkki meTanmn"(BunyyeHo); 3Minu |
TUny - AAMiHICTPaTWBHI 3MiHU. 3MiHa
HallMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BlacHMKa
peecTpauiiHoro nocig4eHHs) (YTOUYHEHH: agpecu
3asBHuka (BnacHuka PI) BignoBigHo Ao niueHsii Ha
BMPOOHULTBO J13, ocKiNlbkn 3asiBHUK Ta BUpOOHUK €
OfHI€I0 IOPUANYHOI0 0COB0I0 Ta MatTb OAHY
appecw) (TepMiH BBeAEHHS 3MiH NpoTArom 3-x
MicsILiB nicns 3aTBepKEHHS); 3MiHW | Tvny -
AfMiHICTpaTWBHI 3MiHU. 3MiHa HallMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa roToBoro J1ikapcbkoro
3aco6by, BKIYaKUM AiNbHNL BUNYCKY cepii abo
MicL,e NpoBeAEeHHS KOHTPOJTI0 SKOCTI. (BIS/IbHICTb,
3a AKy BiAnoBigae BUPOOHUK/IMIOpTEpP, BKIOYAOUU
BWMNYCK Cepiii) (YTOUHEHHS Y BUKNAAEHHI agpecu
BMpO6HUKa /13 BigMoBIigHO A0 NiueHsii Ha
BMPO6HULTBO J13) (TepMmiH BBEAEHHSA 3MiH
npoTArom 3-x MiCALIB MiCNA 3aTBEPMAXKEHHS); 3MiHN
| TNy - AAMiHICTpPaTVBHI 3MiHK. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu MicLs NPOBaAXEHHS
LiSIbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapCcbKoro 3acoby, BKIOYAKUN Ai/TbHUL BUMYCKY
cepii abo MicLie NpoBeAeHHS KOHTPOJIHO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BMpobHuK/iMnopTep,
He BK/TKoYatoumn BUMYycCK cepiii) (YTOUHEHHS y
BUKaeHHi agpecy BUpo6Huka M3y 3B A3Ky 3i
3MiHOO NOLUTOBOrO iHAEKCY Ta Y BiANOBIAHICTb A0
niueHsii Ha BUpo6bHUUTBO f13); 3MiHK | TUny - 3MiHN
oo 6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsgy
(iHwWi 3miHK) (3MiHa rpadhivyHOro 306pakeHHs Ha
TEKCT MapKyBaHHs ynakoBok) (TepmiH BBeAEHHS
3MiH NPOTAroM 3-X MicAUIB NiCNsA 3aTBEPLKEHHS);
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKNI
3aci6. 3MiHM y BUpobHULTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI Ai/TbHUL BUPOOHULTBA /151 YACTUHU
a60 BCbOro BUPOGHMYOro MpoLecy rotoBoro
nikapcbKoro 3acoby (iHwi 3MiHM) (3a3HaueHHs
pyHKLUilA BUpo6HUKiB [/13) (TepMiH BBEAEHHS 3MiH
npoTArom 3-x MiCALIB MiCNA 3aTBEPMKEHHS); 3MiHN
| TNy - 3MiHW 3 AKOCTi. FOTOBWIA Nlikapcbkuii 3aci6.
CuncTeMa KoHTelHep/3aKynoproBasibHUiA 3aci6.
3MiHa po3Mipy ynakoBKW rOTOBOrO /ikapCbKoro
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
3ac00y (BUYyYEHHS YNakoBKM MEBHOIO PO3MIpY)
(BunyueHHs ynakoBku: no 10 TabneTok y 6aHuj; no
1 6aHUj B KapTOHHIlA Kopoo6Li) (TepmiH BBeAEHHS
3MiH NpoTArom 3-X MiCALIB Mic/sa 3aTBEPAKEHHS)
172. | ®PEHA3ENAM® IC Tabnetku no 0,0005 r no ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/8564/01/01
10 Tabnetok y 6nictepi; [0aTKOBOKO [0[aTKOBOIO 3MiHK | TNy - 3MiHK 3 sikocTi. APl. KoHTponb AdI; peuenmom
no 5 6nictepiB y nauuj 3 BiANOBIAA/LHICTIO BiANOBIAA/bHI 3MiHM | TURY - 3MiHW BUNPO6yBaHb abo AONyCTUMUX
KapToHY "IHTEPXIM" CTIo MeX, BCTAHOBJ/IEHUX Y cneuuqikauisx, nig yac
"IHTEPXIM", BMPOGHMLTBA FOTOBOrO NiKapCbKOro 3acoby (iHLi
Ykpaina 3MiHM); 3MiHKM | TMNY - 3MiHa NapameTpis
(BMPOGHMK, cneuudikauii Ta/abo AONYCTUMKX MEX NEPBUHHOT
BignoBigabHU yNakoBKM rOTOBOrO JiKapCbKOro 3acoby (BUyYeHHs
1 3a BMNYCK HEe3Ha4YHOro NokasHuka (Hanpukiag 3actapifioro
cepit; nokasHukay)); 3miHu | Tuny - 3miHun 3 AKocTi. FoToBUiA
BUNPOGYBaHHSA nikapcbkuii 3aci6. KOHTPOb AOMNOMIXHUX PEYOBUH;
KOHTPO/0 3MiHM | TUny - cuctema
AKOCTI KOHTeliHep/3aKyrnopoBanbHWii 3aci6; 3MiHK | Tuny -
(chiznyHi/ximiy 3MiHM BUNpobyBaHb abo AONYCTUMMNX MEX,
Hi, BCTAHOB/IEHVX Y cneuudikauisx, nig vac
MikpobiosnoriuH BMPOGHULITBA FOTOBOTO /1iKapCbKOro 3acoby
a yucroTa), (BUNYy4YEHHA HECyTTEBOrO BUNPOBYBaHHS B NpoLeci
36epiraHHsA BMPOGHMLTBA); 3MiHM | TUNY - 3MiHa NapameTpiB
roToBo| cneuudikauii Ta/abo AONYCTUMKX MEX NEPBUHHOT
NpoAYKLUT; yNakoBKM rOTOBOTO /likapCbKOro 3acoby
BMPOGHMLTBO, (monoBHeHHsA cnevmdikavii HOBUM NOKa3HMKOM 3
36epiraHHsA BiANOBIAHUM METOA0M BUNPOBYBaHHS); 3MiHY |
(rotoBoi TUNy - 3MiHa napameTpiB cneyudikauiin Ta/abo
npoaykuir, O0NyCTUMMX MEX FOTOBOTO JTiKapCbKOro 3acoby;
CUPOBUHU Ta 3MiHu Il TMny - 3MiHK B NpoLieci BUpo6HMLUTBa AdI
mMaTtepianis); (3HauHa 3miHa y npoueci BupobHuuTBa A®I, Lo
BMNPOOYBaHHSA MOXe MaTu iCTOTHWIA BNANB Ha AKiCTb, 6e3neky abo
KOHTPOSIO ePEeKTMBHICTb MiKapCbKOro 3acoby); CynyTHSA 3MiHa:
AKOCTI 3MiHM BUNPOByBaHb abo A0NYCTUMUX MEX Y
(diznyHi/Ximiy npoueci BUpo6HuuTea Adl, L0 BCTAHOBMEHI Y
Hi) cneumdikauisix - 3MiHW B TEXHOOTIT BUPOGHNLTBA
A®l, a came BBeEHHA [,0AATKOBOI TEXHOMNOTYHOT
cTagii nepekpuctanisayii, Kk HacnigoK, BBEAEHHS
KOHTPOJO BiZNOBI4HOr0 NPOMIDKHOIO MPOAYKTY:
[ONOBHEHHS cnevmdikauii A®l Ta NpoOMiXXHOro
NPOAYKTY A0AATKOBMM MOKa3HUKOM SKOCTi
«3a/IMLLKOBI KiJIbKOCTi OpraHiYHMX pO34MHHUKIB»
173. | ®PEHA3ENAM® IC Tabnetku no 0,001 r no ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a UA/8564/01/02
10 Tabnetok y 6nictepi; [,04aTKOBOKO [0[aTKOBOIO 3MiHK | TUny - 3MiHK 3 kocTi. A®I. KoHTponb AdI; peyenmom
no 2 abo no 5 6nictepis BiANOBIAA/ILHICTIO BignoBigasIbHi 3MiHM | TUNY - 3MiHW BUNPOGYBaHb abo A0NyCTUMUX
y nayui 3 KapToHYy "IHTEPXIM" cTIo MeX, BCTaHOB/IEHUX Y creumdikayisx, nig vac
"IHTEPXIM", BMPOOGHMLUTBA FOTOBOIO NiKAPCbKOro 3acoby (iHuwi
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ynakoska) 20
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Ykpaina 3MiHW); 3MiHK | TMNy - 3MiHa napameTpis
(BMPOGHMK, cneuudikauin Ta/abo AONYCTUMUX MEX NEPBUHHOT
BignoBigabHU yNakKoBKM rOTOBOrO JiKapCbKOro 3acoby (BUyYeHHs
7 3a BMMNYCK HEe3Ha4YHOro NokasHuka (Hanpukiag 3actapisioro
cepii; nokasHuka)); 3miHu | Tuny - 3miHu 3 KocTi. FoToBUiA
BUNPOBYBaHHSA nikapcbkuii 3aci6. KOHTPOb AOMNOMIXHMX PEYOBUH;
KOHTPO/0 3MiHM | TMNYy - cuctema
AKOCTI KOHTeliHep/3aKkyrnopoBanbHWii 3aci6; 3MiHK | Tuny -
(chiznyHi/ximiy 3MiHK BUNpobyBaHb abo AOMYCTUMNX MEX,
Hi, BCTAHOB/IEHVX Y cneundikauisx, nig vac
MiKpobiosnoriuH BMPOGHMLITBA rOTOBOTO /1iKapPCbKOro 3acoby
a yucroTa), (BUNyYEHHA HECYTTEBOrO BUNPOBYBaHHS B NpoLeci
36epiraHHsA BMPOGHMLTBA); 3MiHM | TUNy - 3MiHa NapameTpiB
roToBOI cneuudikauin Ta/abo AONYCTUMKX MEX NEPBUHHOT
NpoAYKLUii; yNakoBKM rOTOBOTO /likapCbKOro 3acoby
BMPOGHMLITBO, (monoBHeHHsA cnevmdikavii HOBUM NOKa3HUKOM 3
36epiraHHsA BiANOBIAHUM METOA0M BUNPOBYBaHHS); 3MiHY |
(rotoBoi Tuny - 3MiHa napameTpiB cneyudikayiin Ta/abo
npoaykuii, O0NyCTUMMX MEX FOTOBOTO JTiKapCbKOro 3acoby;
CMPOBUHMN Ta 3MiHu Il TMny - 3MiHK B NpoLieci BUpo6HMLUTBa Ad|
mMaTtepianis); (3HauHa 3miHa y npoueci BupobHuutea A®I, Lo
BMNPOByBaHHSA MOXe MaTu iICTOTHWIA BNAINB Ha AKiCTb, 6e3neky abo
KOHTPO/H0 ePEeKTMBHICTb MiKapCbKOro 3acoby); CymyTHA 3MiHa:
AKOCTI 3MiHM BUNPOByBaHb abo A0NYCTUMUX MEX Y
(diznyHi/Ximiy npoueci BupobHuuTea Adl, L0 BCTAHOBMEHI Y
Hi) cneumdikauisix - 3MiHW B TEXHOOTIT BUPOGHNLTBA
A®l, a came BBeEHHA [,04ATKOBOI TEXHONOTIYHOT
cTagii nepekpuctanisayi, ik Hacnigok, BBEAEHHA
KOHTPO/IO BiAMOBIgHOIO NPOMIKHOTO NPOAYKTY:
[ONOBHEHHSA cnevmdikauiil A®l Ta NPOMiXHOro
NPOAYKTY A0AAaTKOBMM MOKa3HUKOM SIKOCTI
«3aIMLLIKOBI Ki/IbKOCTi OpraHiyHUX PO34YMHHKKIB»
174. | ®PEHA3ENAM® IC Tabnetku no 0,0025 r no ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/8564/01/03
10 Tabnetok y 6nictepi; [04aTKOBOKO [04aTKOBOK 3MiHK | TRy - 3MiHK 3 skocTi. A®I. KoHTponb AdI; peuyenmom
no 2 6nictepu B nav,i 3 Bi4nNoBigaNbLHICTIO BignosiganbHi 3MiHM | TURY - 3MiHW BUNPOGYBaHb abo AONyCTUMKX
KapTOHY "IHTEPXIM" CTIo MeX, BCTAHOBJ/IEHMX Y cneuundikaLisx, nig yac
"IHTEPXIM", BMPOGHMLITBA rOTOBOTO JliKapCbKoro 3acoby (iHLwui
Ykpaina 3MiHK); 3MiHK | TUNY - 3MiHa napameTpiB
(BUPOGHUK, cneumdikavii Ta/abo AONYCTUMUX MEX NEPBUHHOT
BiANOBIA&/IbHU yMakoBKM rOTOBOTO NiKapCbKOro 3acoby (BUyYeHHs
7 3a BUNycK He3Ha4yHOro nokasHuka (Hanpuknag, 3actapinoro
cepir; nokKasHuka)); 3amiHum | Tuny - 3mMiHu 3 siKocTi. FoToBMIA
BMNPOOYBaHHSA nikapcbkuii 3aci6. KOHTPONb AONOMIXHVX PEYOBUH;
KOHTpO/0 3MiHM | TMNy - cuctema
AKOCTI

(dizmyHi/Ximiy

KOHTeliHep/3aKynoptoBasibHWiA 3aci6; 3MiHW | Tuny -

3MiHV BMNPOGyBaHb abo AONYCTUMUX MEX,
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
Hi, BCTAHOB/IEHVX Y cneundikauisx, nig vac
MikpobiosnoriuH BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby
a yucroTa), (BUNy4eHHA HeCyTTEBOrO BUNPOBYBaHHS B NpoLeci
36epiraHHA BMPOGHMLTBA); 3MiHM | TUNYy - 3MiHa NapameTpiB
roToBOI cneuudikauin Ta/abo AONYCTUMKX MEX NEPBUHHOT
NpoAYKUiT; yNakoBKM rOTOBOTO /liKapCbKOro 3acoby
BMPOGHMLITBO, (monoBHeHHA cnevmdikavii HOBUM NOKa3HMKOM 3
36epiraHHsA BiANOBIAHUM METOA0M BUNPOBYBaHHS); 3MiHN |
(rotoBoi Tuny - 3MiHa napameTpiB cneyudikaviin Ta/abo
npoaykuii, O0NyCTUMMX MEX FOTOBOTO JTiKapCbKOro 3acoby;
CMPOBUHMN Ta 3MiHuM Il TMny - 3MiHKM B NpoLieci BUpo6HMLUTBa Ad|
mMaTtepianis); (3HayHa 3miHa y npoueci BupobHuuTtea A®I, Lo
BMNPOByBaHHSA MOXe MaTu iCTOTHWIA BNAINB Ha AKiCTb, 6e3neky abo
KOHTPO/H0 ePEeKTMBHICTb MiKapCbKOro 3acoby); CymyTHSA 3MiHa:
AKOCTI 3MiHM BUNPOByBaHb abo A0NYCTUMUX MEX Y
(diznyHi/Ximiy npoueci BupobHuuTea Adl, L0 BCTAHOBMEHI Y
Hi) cneumdikauisix - 3MiHW B TEXHOOTIT BUPOGHNLTBA
A®l, a came BBeEHHA [,04ATKOBOI TEXHONOTIYHOT
cTagii nepekpuctanisayi, ik Hacnigok, BBEAEHHA
KOHTPO/IO BiAMOBIAHOIO MPOMIKHOTO NPOAYKTY:
[ONOBHEHHSA cnevmdikauiil A®l Ta NPOMiXHOro
NPOAYKTY A0AAaTKOBMM MOKAa3HUKOM SIKOCTI
«3aIMLLIKOBI Ki/IbKOCTi OpraHiyHUX PO34YMHHKKIB»
175. | ®EHICTUN Kpanni opasbHi, 1 Mr/mn HosapTic LLiBeiiuapis Hosapric Lseiiuapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/9377/01/01
no 20 mn 'y donakoHi 3 KoHcblomep Xenc KoHcblomep 3MiHK | TUNY - 3MiHa NapameTpiB cnewmdikayin peyenma
KpanenbHuLeto; no 1 C.A. Xenc CA Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro
(pN1aKOHY B KapPTOHHIl 3acoby - yTOUHeHHs y cneuudikaLlii rotoBoro
Kopoo6Li nikapcbKoro 3acoby 3a NokasHWKom «Konip»., Ha
OCHOBI OTPUMaHVX AaHUX NO CTabifIbHOCTI; 3MiHM |
TUNy - 3MiHa napameTpiB cneyudikayiin Ta/abo
[0MNyCTUMKX MEX FOTOBOTO NiKapCbKoro 3acoby -
BU/yYEHHSA MOKa3HMKa «3anax» 3i cneumdikadii
roTOBOrO JlikapCbKoro 3acoby. BBegeHHs 3MiH
npoTArom 6-TM MicsliB nicnsa 3aTBepAKeHHSA
176. | ®NAMIAE3 MENb renbno 20r, 30, abo OpraHocvH Jlaid IHAis EHK 106 IHAjs BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/12794/01/01
40 r B namiHoBaHiin Ty6i; | CaeHcus MBT. /T4, ETikan3 3MiHM I Trny - 3MiHK Woao 6e3nekun/etekTUBHOCTI peyenma
no 1 Ty6i B KAPTOHHiIl MpaiiBiT Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
KOpooLi Nimiten 3060B'A3aHb Ta YMOB Buauvi peecTpauiiiHoro

noceifgyYeHHs, BkNtoyaroun Mnax ynpasniHHA
py3nKamu (3aCTOCyBaHHS 3MiH(1), siki(a)
BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHSA HOBUMM
[04aTKOBUM JaHUMK, L0 MaloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OLiHKAa KOMNETEHTHUM OpraHoMm) -
BrikoHaHHA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, nignyHKTy 2.3 NyHKTY 2 gogatky 15
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

no MopsaKy NpoBeeHHS ekcnepTu3n
peecTpauiiiHux MaTepiasiiB Ha nikapcbki 3aco6u, Lo
noAaloTbCs Ha ilepXxaBHy peecTpadiiio
(nepepeecTpadiio), a TakoX ekcnepTu3n martepianis
Npo BHECEHHS 3MiH 0 peecTpauiliHnx Martepianis
NpoTAroM fii peecTpauiiHoro NocBigYeHHs,
3aTBepmAkeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

177.

®TYKOHA3O0/-
340POB'A ®OPTE

Kancysm Teepgi no 200
Mr Ne 1 (1x1), Ne 2
(2x1), Ne 3 (3x1), Ne 4
(4x1), Ne 7 (7x1), Ne 10
(10x1) y 6nicTepax

ToBapucTso 3
0b6MexeHo
BiANOBIAANLHICTIO
"®apmaueBTnyHa
KOMnaHis
"3popos'a”

Ykpaina

ToBapucTBO 3
06MexeHot
BignoBigasIbHI
CTHO
"®apmaueBTn
YHa KOMMaHis
"3popos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHM | TUMy - 3MiHW, NOB'A3aHi 3 HEOOXiAHICTIO
npuBeLeHHs y BiANOBIAHICTb A0 MoHorpadii AdY
abo €Bponeicbkoi papmakonei, abo iHLWOoT
HauioHas1bHOT hapmakonei gepxasun €C (3MiHa y
creuungikauisx, nos'a3aHa 3i 3amiHamy B IdY, abo
€Bponeiickkiin hapmakonei, abo iHLwWil
HaLjioHanbHIl hapmakonei gepxasu €C); cynyTHs
3MiHa: 3MiHa y MeToAax BUNpobyBaHHSA AONOMDKHOT
PEeYoBUHMN (HE3HAYHI 3MiHM Y 3aTBEPAKEHNX
mMeTogax BUNpobyBaHb) — NpUBeAEeHHS
cneumdgikaLii Ta METOAIB BXiHOTO KOHTPO/HO
AKOCTI Ha JOMNOMDKHI PEYOBUMHW Y BiANOBIgHICTb A0
BMMOr MoHorpadiii EP, a came: - naktosa
MOHorigpaT (KpUtepii NpUAHATHOCTI Ta METOAMKY 3a
nokasHukamu «lgeHTudikauis. A», «MNpo3opicTb
PO3UKHY», «3abapB/IeHHA PO3UNHY», METOAUKY 3a
nokasHukamu «lgeHtucdpikauis. B», «OntuyHa
ryCTUHa», Kputepii NPUAHATHOCTI 3a NOKa3HUKOM
«PO3YMHHICTb», BUTyYEHHS NOKa3HMKa «Bavkki
MeTanm»); - KPOXMauslb KapTonasaHWA (MeToauKy 3a
nokasHukoM «MikpobionioriyHa YnCToTax); - NOBIAOH
(kpuTepii NPUIHATHOCTI Ta METOAUKY 3a
nokasHukamu «lgeHtudikauis. B», «lageHTudikauis.
C», «laeHTndikanis. D», MeToanky 3a NoKasHUKOM
«laeHTudikauis. A», «MypalunHa Kucnota,
«[lomilka A», «jomilka B», BUny4YeHHs
nokasHukiB «lgeHTudikanis. E» Ta «Baxki
mMeTann»); - KasbLjito cTeapar (MeToAnKy 3a
NnokKasHNKoMm «MikpoB6ionoriyHa YNCTOTa»)

3a
peyerimom

UA/3938/01/04

178.

DTANA3O0N

Tabnetkn no 500 mr; no
10 TabneTtoky
6nicTepax

MAT
"Ny6Hnchapm"

YkpaiHa

MAT
"Nly6Hncpapm”

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis:
3MmiHu Il Tuny - 3MiHK Wopao 6e3nekn/edpeKTNBHOCTI
Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3000B'A3aHb Ta YMOB BMAaYi peecTpaujiintHoro
NocBiAYEHHS, BKIoYarun MnaH ynpaeniHHA
pu3vKamu (3acTocyBaHHs 3MiH(W), AKi(a)
B/MaratTh(€) NoganbLIoro 06rpyHTyBaHHS HOBMMMU

6e3
peyenma

UA/5442/01/01




Ne Ha3sBsa nikapcbko2o

Popma sBUMYCKY

3asiBHUK

131

n/n

3acoby

(nikapcbka chopma,
ynakoska)

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20

nocsio4YeHHs1

179.

DY3IKYTAH

Kpem 2% no5r, 10,

[04aTKOBUM JaHVUMK, L0 MaloTb HagasaTuncs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BukoHaHHs1 3060B'13aHb BiANOBIAHO A0 NiAMYHKTY
1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
£o Mopsaky NpoBeeHHA ekcnepTu3n
peecTpavuiiiH1X MaTepiasiiB Ha fikapcbki 3acobwu, Lo
NnoAaloTbCA Ha fepXaBHy peecTpaLiiio
(nepepeecTpadiio), a TakoX ekcnepTu3n marepianis
Npo BHECEHHS 3MiH [0 peecTpauiiHnx martepianis
NpOTAroMm fii peecTpauiiHoro NocBig4YeHHs,
3aTBepmKeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

180.

XEME/Ib H

15ra6o 30 ry Ty6i; no 1
Ty6i B KQPTOHHI navui

Oepmacbapm Al

HimeyunHa

mi6e MmeX
ApuHarimitTen
b

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTi. FOoTOBWIA NiKaPCbKN
3aci6. Onuc Ta cknag. 3miHa y cknagi (4onoMKHUX

peyoBUHaXxX) roTOBOro NiKapcbkoro 3acoby (iHLui
[LOMOMDKHI peyoBuHM) - ByAb-sika He3Ha4Ha 3miHa
KiNbKiCHOro ck1agy AOMOMIKHUX PEYOBUH Y
roTOBOMY /likapCbKOMY 3ac06i (3MiHa y ckniagj
[OMOMDKHOT peyoBMHY NapadiH 6invin M'akuii: -
[AeKnapyBaHHs BMILLEHHS aHTUOKCMAAHTY B

LOMNOMiXHIV pe4oBUHI anba-Tokoepony B
napadiHi 6i1omy M'akomMy); 3MiHu | Tuny - 3MiHK 3
AKocTi. CepTudikaT BignosigHocTI/IE-cepTudikar

BiANOBIAHOCTI EBpONEeiiChkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo

OHOBJIEHOrO cepTudpikaTa BignoBigHOCTIi abo

BWU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponevicbkiin hapmakonei: ana A®l; ons

BUXIAHOrO MaTepiany/peareHTy/NMpomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y BUPOOHULTBI

A®I; Ansa fONOMIXHOT pevoBuHU (cepTudikat

BiANOBIAHOCTI EBponeiickbkil hapmakonei) -

BunyuyeHHs cepTudikartis (3a HassBHOCTI
MyNbTUNAETHOro cepTudpikata Ha maTepian)
(BunyueHHs cepTudiikaTta BiANOBIAHOCTI
€Bponeiicbkoi hapMakonei Ta sk Hacnigok
BUNyYEHHS BUpoOHUka A®I Kucnotu cy3sngosoi
0JSZ "BIOSINTEZ", Pocis, 3 BignosigHumMmu
3MiHamu y po3gini Cknag fikapcbkoro 3acoby)

3a
peyenmom

UA/10307/01/01

PO34MH AN IH'EKL Mo
1,1 mn B amnyni; no 5
amnyn y KOHTYPHii

YapyHKOBIli ynakoBL,; No

Bionoriwe
XainbmiTTe b
Xeenb M'v6X

HimeuyunHa

Bionoriwe
Xainbmitresnb
Xeenb Mv6X

HimeuunHa

3MmiHu Il Tuny - 3MiHK Wopao 6e3nekn/edpeKTNBHOCTI

BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis:

Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao

3a
peyenmom

30060B's13aHb Ta YMOB BMAAYi peecTpauiitHoro

UA/5818/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
1 a60 no 20 KOHTYPHWMX noceig4YeHHs, BkNtoyaroun Mnax ynpasniHHA
YapyHKOBMX YMakoBOK y pvi3vikamu (3acTocyBaHHS 3MiH(K), ski(a)
KOpo6Li 3 KapTOHY BMMaratoTb(€) NofanbLioro 06rpyHTyBaHHS HOBUMU
[04aTKOBUM JaHVMK, LLO MaloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BukoHaHHs1 3060B'A3aHb BiANOBIAHO A0 NiAMYHKTY
2.3 nyHKTY 2 gogaTky 15 no Mopsaky nposefeHHs
eKcnepTu3n peecTpauiiHnx MaTepianis Ha
nikapcbki 3acobu, Lo NoAalTbCs Ha AepXaBHy
peecTpadito (nepepeecTpavio), a Takox
eKcrnepTm3n MaTepiasiiB Npo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasis NpoTarom gl
peecTpauiiHoro NOCBiAYEHHS, 3aTBEPAXEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MOS3 Big 23.07.2015 Ne 460)
181. | XEMIAEPM- KpeM A/19 30BHiLUHbOro ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/11691/02/01
340POB'A 3acTocyBaHHA 5 % no 15 06MeXeHo 06MeXeHo 3MiHK | TUNY - 3MiHW, NOB'A3aHi 3 HeObXIAHICTIO peyenma
r,no30ra6onol1l00ry BiANOBIAA/LHICTIO BiANOBIAA/bHI npuBeaeHHs y BIANOBIAHICTb A0 MoHorpadii Y
Ty6i, no 1 Ty6i y Kopoo6ui "®apmavneBTUMYHa CTH abo €ponelicbkoi hapmakonei, abo iHwoT
3 KapTOHYy KOMNaHis "®apmaueBTu HauioHasbHOT hapmakonel gepxasun €C (3miHa y
"3p0pos'a” YHa KoMnaHisi cneumdikauisix, nos'asaHa 3i 3miHamu B JdY, abo
"3nopos'a” €Bponeiicbkilii hapmakonei, abo iHLWi

HavujoHasbHil dhapmakonei gepxasu €C) -
BW/TyYEHHS NOoKasHuKa «Baxki metanu» 3
cneundikauii A®I lekcnaHTeHon; 3miHu | Tuny -
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBELAEHHSA Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoTi
HauioHasbHOT hapmakonel gepxasun €C (3miHa y
cneumdikauisix, nos'asaHa 3i 3miHamu B JdY, abo
€Bponeiicbkilii hapmakonei, abo iHLWi
HaLjoHanbHili hapmakonei gepxasu €C); cynyTHs
3MiHa: 3MiHa y MeTofax BUNpo6yBaHHS AOMOMiXKHOI
PEeYOBUMHM (HE3HAYHI 3MiHW Y 3aTBEPKEHUX
MeToZax BUNpo6yBaHb); 3MiHU | TUMy - 3MiHK,
MoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoT
HauioHasbHOT hapmakonei gepxasun €C (3MmiHa y
crneundikalisx, Nnos'sa3aHa 3i 3amMiHOK BUMOT
MoHorpadii ®Y abo iHWOoT HalioHaNbHOT
dhapmakonei gepxasu €C Ha BUMOrn MoHorpadii
€Bponeiicbkoi hapmakonei) - 3MiHu y cneuudikauii
[,0MOMDKHOT peyoBuHM MponiNeHrnikonb, y 38'A3Ky 3

npuBEAEHHSM Y BiANOBIAHICTb A0 BUMOT Ail040ro
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BMAAHHA € 3a nokasHukamu: «lgeHtudikauis:
meToa D», «Baxki MeTanu» (BUIy4YeHHs
nokKasHuka); 3miHu | Tuny - 3miHa napameTpis
cneuudikavin Ta/abo fonycTMMNX MeX roToBoro
nikapcbKoro 3acoby (BHECEHHS 3MiH A0 [,0CLE Mic/s
OHOB/IEHHSA 3arasibHOT CTaTTi Ha FOTOBY NiKapCbKy
dopmy y idY/EBponeiickkili hapmakonei);
CynyTHS 3MiHa: 3MiHa y MeTogax BUNpobyBaHHs
roTOBOrO Nikapcbkoro 3acoby (OHOBJIEHHS
npoeaypu BUNpoGyBaHHS AN NPUBELEHHS Y
BiANOBIAHICTb 3i 3MiIHEHOO 3arasibHOK0 CTaTTer
[®Y abo Esponelicbkoi hapmakonei)

182.

XNOPMPOMA3NHY
rAPOXIOPU,

nopoLLoK (cybcTaHuis) y
nosieTNIeHOBNX
naketax ans
hapmaLeBTUYHOrO
3acTOCYyBaHHs

CaHodi Ximi

®paHuis

CaHodpi Ximi

®paHuisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TUnNy - 3MiHK 3 aAkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
Bi4NoBiAHOCTI ab60 BUIYyYeHHs cepTudikaTa
BiANOBIAHOCTI €Bponeiickkilt hapmakonei: ana Adl;
ONs BUXIAHOTO MaTepiany/peareHTy/MpomixKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOOGHULITBI
A®I; ansa [ONOMIXHOT pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkil hapmakone) -
OHOoB/EHMIA cepTUdiKaT Bif, yXe 3aTBEpAKEHOr0
BMPOGHMKa (MOAAHHA OHOBMIEHOrO cepTudikaTa
BignoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 1999-043-Rev 06 Big, Bxe 3aTBEpAXEHOro
BMpOo6HUKa CaHoddi Ximi, ®paHLis); 3miHu | Tuny -
AZMiHICTpaTWBHI 3MiHU. 3MiHA HaliMEeHyBaHHS
Ta/abo agpecu 3asBHMKa (BNacHUka
peecTpaLiiHoro noceigyeHHs) (3MiHa agpecu
3asBHVKa)

UA/15017/01/01

183.

LEPAKCOH®

pO3unH ans
nepopasibHOro
3acTocyBaHHs, 100
mr/mn no 30 mny
hnakoHi; no 1 dpiakoHy
Ta 1 go3yBasibHOMY
LUNPULLY B KAPTOHHIi
Kopo6ui; no 10 mny
cauwe; no 10 cawwe
(1x10; 2x5) B KapTOHHiIl
Kopoo6ui

Peppep
IHTepHauioHab,
C.A.

IcnaHis

deppep
IHTepHauioHan
b, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edeKTNBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3arasisHeHUX faHnX Npo cucTemy
thapmakoHarnagy (BBeAEHHS y3araslbHeHNX JaHux
npo cuctemy apmakoHarnsgy, amiHa
YyNOBHOBaXEHOI 0c06M, BignoBigansHOI 3a
3[ilicCHEHHS1 chapMakoHarns4y; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asiBHUKa A5 34iiCHEHHS
hapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bij, yTOBHOBaXXEHOT 0C06M, BiANOBiga/IbHOI 3a
3[jicHeHHs1 hapMakoHaraay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
haiina cuctemu chapmakoHarnasgy) - Jdiroya

3a
peyenmom

UA/4464/02/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

pejakuisi: KOHTaKkTHa ocoba BifnoBifasibHa 3a
chapmakoHarnsg Copokonetosa Anna bopucisHa.
MponoHoBaHa pefakLis: KOHTakTHa ocoba
BiAnoBigasbHa 3a dhapmakoHarnag Kyuma
Bonoavmunp OnekcaHapoBuy. 3MiHa KOHTaKTHUX
JaHux

184.

LEEPAKCOH®

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOIO,
no 500 mr no 5 TabneTtok
y 6nictepi; no 2 abo 4
6nicTepy B KapTOHHIA
KopoobLi

Peppep
IHTepHaujoHanb,
C.A.

IcnaHis

®Peppep
IHTepHauioHan
b, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais:
3MiHN | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHVX AaHnx npo cuctemy
dhapmakoHarnsgy (BBeieHHs y3arasibHeHUX AaHnx
npo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32
3AiicHeHHA hapMakoHariagy; KOHTakTHOT 0cobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLLLO BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifanbHOT 3a
3[jicHeHHs1 hapMakoHarnsay (BkYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - Aivoua
pefakuisi: KOHTakTHa ocoba BignoBifasbHa 3a
thapmakoHarnag CopokonetoBa Anna bopuciBHa.
MponoHoBaHa peAakLis: KOHTakTHa ocoba
BignosiganbHa 3a chapmakoHarnsag Kyuma
Bonogumunp OnekcaHapoBmy. 3MiHa KOHTaKTHUX
AaHnx

3a
peyerimom

UA/4464/03/01

185.

LEPAKCOH®

pO34MH ANna iH'eku;id, 500
Mr/4 mnno 4 mn B
amnynax; no 5 a6o no
10 amnyn y KapTOHHiiA
Kopoo6ui

deppep
IHTepHauioHab,
C.A.

IcnaHis

deppep
IHTepHauioHan
b, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TUNY - 3MiHK WoA0 6e3nekn/eddeKTNBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3arasibHeHVX gaHnx npo cuctemy
thapmakoHarnagy (BBeAEHHS y3araslbHeHNX JaHux
npo cuctemy capmakoHarnsgy, amiHa
YyNOBHOBaXEHOI 0c06M, BigNoBigansLHOI 3a
3[ilicCHEHHS1 chapMakoHarns4y; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asiBHUKa A5 34iiCHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
Bif, yTOBHOBaXXEHOT 0C06M, BiANOBiga/IbHOI 3a
3[jicHeHHs1 hapMakoHaraay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
(haiina cuctemu chapmakoHarnsgy) - Adiroua
pefakLisi: KOHTakTHa ocoba BignoBifanbHa 3a
thapmakoHarnag Copokonetosa Anna bopuciBHa.
MponoHoBaHa peAakuis: KOHTakTHa ocoba
BignosigasibHa 3a hapmakoHarnsag Kyuma
Bonogumup OnekcaHapoBmy. 3MiHa KOHTAKTHUX
[aHnx

3a
peyenmom

UA/4464/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
186. | LEPAKCOH® PO34nH ANS iH'EKLi, Ddeppep Icnanis Peppep Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/4464/01/02
1000 mr/4 mn no 4 mn B IHTepHauioHasb, IHTepHauioHan 3MiHM | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenmom
amnynax; no 5 a6o no C.A. b, C.A. Ta (hapmakoHarnsgy. BeegeHHs abo 3miHu o
10 amnyn y KapTOHHii y3araJlbHeHUX AaHux npo cucremy
Kopoo6Li thapmakoHarnsgy (BBeAEeHHS y3arasibHeHNX JaHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XXEHOT 0CO6M, BiANOBIAa/IbHOI 32
3[ificHeHHs hapMakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHUKa AN 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLLLO BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BigNoBifanbHOT 3a
3[jicHeHHs1 hapMakoHarnsay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - Aivoua
pefakuisi: KOHTakTHa ocoba BignoBifasibHa 3a
thapmakoHarniag CopokonetoBa Anna bopucisHa.
MponoHoBaHa peAakLis: KOHTakTHa ocoba
BignosiganbHa 3a hapmakoHarnsag Kyuma
Bonogumunp OnekcaHapoBmy. 3MiHa KOHTaKTHUX
AaHnx
187. | UEPEBPONI3NH® PO3YUH ANs1 iH'EKLN, EBEP Heiipo ABCTpist EBEP Heiipo ABCTpist BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9989/01/01
215,2 mr/mnno 1 mn dapma M'm6X dapma 'mM6X 3MiHK | TNy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyernmom
(215,2 mr) B amnyni; no Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
10 amnyn B KapTOHHii y3arasibHeHNX faHnX Npo cucTemy
Kopob6ui; no 2 mn (430,4 thapmakoHarnsgy (BBeAeHHs y3araslbHeHX faHux
Mmr) B amnyni; no 10 npo cuctemMy gpapmakoHarnsgy, amiHa
amnys B KapPTOHHIl yNOBHOBaXEHOI 0c06M, BignoBigansHoI 3a
Kopo6ui; no 5 mn (1076 3[ilicHEHHS1 chapMakoHarnsay; KOHTakTHOT 0cobu 3
Mr) a6o 10 mn (2152 mr) thapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
ab6o no 20 mn (4304 wmr) hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
B amnyni; no 5 amnyn B Bif, yNOBHOBaXXEHOT 0CO6M, BiANOBiga/IbHOI 3a
KapTOHHI kopobuyj; 3[jiicHeHHs1 hapMakoHariaay (Bkyarum
no 30 mn (6456 mr) abo KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
50 mn (10760 mr) y thaiina cuctemun chapmakoHarnsagy) - fivoua
chnakoHi; no 1 dpnakoHy peakuisi: KOHTakTHa ocoba BignoBifanbHa 3a
B KapTOHHIi kopobuj thapmakoHarnsg Mopobeus Onekciii Mukonainosuy.
MponoHoBaHa peAakLis: KOHTakTHa ocoba
BignosigasibHa 3a hapmakoHarnsag Nusosapos
Bnagucnas Onerosmy. 3mMiHa KOHTaKTHUX AaHKX
188. | LEPYKAN® pPO34MH NS iH'ekuin, 10 TeBa I13painb AT YropumHa/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/2297/02/01
Mr/2Mn no 2 M B dapmaLeBTikan $apmaneBTNY HimeyunHa 3MiHu | TUNY - NoAaHHSA HOBOTO cepTudikaTa peuyenmom
amnyni, no 10 amnyn y IHpacTpis N14. HWiA 3aBOf, BifNoBigHOCTI €Bponelicbkili hapmakonei RO-CEP
Kopoo6ui TEBA, 2015-304-Rev 00 gna A®l meToknonpamigy
YropLyHa; rigpoxnopuay Bif BXe 3aTBepa)KeHOro BUpobHMKa
BVMPOGHULTBO Icrom S.P.A. Ta oHOBNEHHSA cneuudikaLii BXigHOro
Hepo3sdgacoBa KoHTpont Ad| (Cneundpikauito BUpobHMKA rOTOBOIO
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
HOro nikapcbKoro 3acoby Pliva BuganeHo, oCKisibku Le
npoayKTy, nigNpMEMCTBO 6GinbLue He BUPOG/ISE NPOAYKT)
nepBuHHA Ta
BTOPWHHA
ynakoBka,
[03BiN Ha
BUMYCK Cepii:
Mepkne 'm6X,
HimeyuunHa,;
KOHTPO/Ib
cepii: Mepkne
m6X,
HimeuumHa
189. | LE®ENIM NMOPOLLOK A/191 PO3UYUHY Anembik IHais CeHc IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/4628/01/01
ons iH'ekuii no 1 r Ne 1: dapmac'ioTikenc Nab6opaTtopic 3MiHu | TUNY - 3MiHKW 3 IKOCTi. FoTOBUIA NiKapPCbKUi peuenmom
1 donakoH 3 MOPOLLKOM Y Nimiteq Mer. N14,. 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax npuaaTHOCTI
KapTOHHI nauui; Ne 5: 1 abo ymoBax 36epiraHHsi roTOBOrO /1ikapCbKOro
NakoH 3 NOPOLLUKOM Y 3acoby (36iNblUeHHA TepMiHy NpuaaTHOCTi FOTOBOro
KapTOHHI nayui; no 5 nikapcbKoro 3acoby) - [11s TOprosoi ynakoBku
nayvoK y kopobui (nigTBEPAKYETLCA OAHUMWN PeasibHOro Yacy)
(36iN1bLLEHHS TEPMiIHY NPUAATHOCTI FOTOBOIO
nikapcbKoro 3acoby (3 2-x Ao 3-X pokis)
190. | LE®ENIM NMOPOLLOK A/191 PO3UYUHY Anembik IHais CeHc IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: - UA/4629/01/01
And iH'ekuii no 1 rin dapmac'toTikenc Na6opaTopic 3MiHun | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NikapCbkuii
bulk Ne 100: 100 NimiTeq Mer. N14,. 3aci6. CTabinbHICTb. 3MiHa y TepMiHax NpuAaaTHOCTI
h1aKOHIB 3 MOPOLLKOM Y abo ymoBax 36epiraHHsi roTOBOrO J1ikapCbKOro
KapTOHHI Kopoo6Li 3acoby (36iNbLUeHHA TepMiHY NpuAaTHOCTI FOTOBOro
nikapcbKkoro 3acoby) - s TOproBoi ynakoBKu
(nigTBEPAKYETLCA OAHUMWN PeasibHOro Yacy)
(36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby (3 2-x 40 3-X POKiB)
191. | UWAKNONEHTONATY Kpanni o4Hi, po3unH 1% CKAH BIOTEK IHais AnKOH IHais BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/15785/01/01
rigpoxnoprung no 5 mny donakoHi; no 1 nTa MapeHTepanc 3Mminu Il Tuny - 3MiHK Wopao 6e3nekn/edekTnBHOCTI peyenmom

hN1aKoHy y KapTOHHIi
ynakoBL;i

(Ingis) NimiTeq,

Ta hapmakoHarnsgy. BHeceHHsi abo 3miHa(n) oo
3060B'A3aHb Ta YMOB Buaui peecTpadiiiHoro
noceifgyYeHHs, BkNtoyaroun Mnax ynpasniHHA

pvi3viKkamu (3acTocyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHSA HOBUMM
[04aTKOBUM JaHWMK, L0 MaloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
(BukoHaHHs1 3060B'3aHb BiANOBIAHO A0 NiAMYHKTY
1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
£o MopsAaKy NnpoBefeHHA ekcnepTu3n
peecTpavuiiiHux maTepiasiB Ha nikapcbki 3aco6u, Lo
NoAal0TbCs Ha flepXaBHy peecTpadiiio




137

Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

(nepepeecTpadiio), a TakoX ekcnepTu3n martepianis
Npo BHECEHHS 3MiH [0 peecTpauiliHnx Martepianis
NpoTAroM fii peecTpauiiHoro NocBigYeHHs,
3aTBepmAkeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

HayanbHuK YnpaBniHHA (hapmaueBTUYHOT

AIANBHOCTI Ta AKOCTI (papmaveBTUYHOT NPoAYKLiT

T.M. JIacKOBCbKUM




TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

MEPENIK
NIKAPCbKUNX 3ACOBIB (MEAUYHUX IMYHOBIONIOTNYHUX MPEMAPATIB), AKUM BIAMOB/IEHO Y AEP)XABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH 4O PEECTPALUIMHNX MATEPIANIB

Aopartok 4

[0 Hakaly MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu

20.02.2018 Ne 290

Ne Ha3ssa Popma sunycky 3asasHuUK KpaiHa Bupo6HuK Kpaina rNiocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
1. PJTYKOHA3O0/- Kancynm TBepai no ToBapucTso 3 YkpaiHa ToBapucTBO 3 YkpaiHa 3acigaHHa HTP Ne 03 BiagmMoBUTK y 3aTBEpMKEHHi 3MiHU - 3MiHM Il Tuny - 3MmiHa Y
340POB'A 200 mr Ne 1 (1x1), 06MEXEHO0 06MEXEHO0 Big 18.01.2018 cknagi (4ONOMIKHMX peyvoBMHaxX) roTOBOrO fiKapcbKoro 3acoby
POPTE Ne 2 (2x1), Ne 3 | BignoBigasibHicT Bi4NOBiAA/IbHICTIO (iHwi 3miHKn) (B.1l.a.3. (x),Il); cynyTHA 3MmiHa - 3MiHW Yy NPOLECI
(3x1), Ne 4 (4x1), Ne 10 "dapmaueBTUYHa BMPOOHULITBA TOTOBOrO  NiKAPCbKOro  3acoby, BKIYaun
7 (7x1), Ne 10 (10x1) | “"dapmaleBTUYH KOMNaHis NMPOMDKHWUIA MPOAYKT, WO 3aCTOCOBYETbCA NpPU BUPOGHULTBI
y 6nictepax a KoMnaHis "3p0pos'a" roTOBOrO /ikapCcbKOro 3acoby (He3HayHa 3MiHa Yy npoueci
"3p0pos'a"” BuMpo6bHuuTea)(b.11.6.3. (a),IB); cynyTHS 3MiHa - 3MiHa Y MeTogax

BMNPOBYBaHHA TrOTOBOrO iKapcbkoro 3acoby (iHWi 3MiHn y
mMeToJax BUMPOGYyBaHb (BK/IOYaOUM 3aMiHy abo [O0MOBHEHHS))
(B.ALr.2. (n),IB), — 3MiHW Yy sKiCHOMY (BBEAEHHSI HaTpilo
naypwncynbaty i KpocnoBifoHy) Ta KifibKiICHOMY (3MEHLLUEHHS
BMICTY /1aKTO3M MOHOrigpar) cknafi AONOMDKHUX PeyvyoBUH, a
TakoX 3MiHW B npoueci BupobHuutBa [/13 (cTagia 2.
MpuroTyBaHHA  3BOMOXYBaya  (BUAAIEHHA  3BOMIOXKYyBa4a
eTunoBuii cnupT 96%)), | AK HACNiAOK B aHaNiTUYHI MeToauui 3a
noKasHWkoMm «CynpoBigHi [OMIlKM» (MPUrOTyBaHHA PO3YMHY
nnaue6o). BBefdeHHAa 3MiH npoTaroM 3-x  MmicAuiB  nicns
3aTBEPMKEHHS, OCKI/IbKV BiANOBIAHO [0 fofaTtky 17 Hakasy MO3
Ykpainu Big 26.08.05 p. Ne 426 (y pegakuii Hakazy MO3 YkpaiHu
Big 23.07.2015 p Ne 460, 3anponoHOBaHi 3MiHW Yy cKnagj
OONOMiKHUX pe4voBuH [/13, a came BBefEHHA [OMOMIXHOI
PEYOBMHM HaTpilo  faypuacynbgaTty BiAMOBiZAE 3MiHi, fka
NiATBEPAXYETbCA AOCMIMKEHHAMN 3 6GiOEKBIBa/IEHTHOCTI, TOMY
o  3a3HayeHa  [OOMNOMiXHA  peyoBUMHA  BM/MBaE  Ha
6iogocTynHicTb /13




139 IIpopoBxeHHs fojaTKa 4

HauanbHuK YnpaBniHHA chapmMmaueBTUUYHOI
[IANBHOCTI Ta AKOCTI (hapmaneBTUYHOT NPOAYKLUiT T.M. NIAcKoBCbKUI
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