MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKA3
08.10.2018 N
Kuis

i
—_
N
[ee}

[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. KOHTpOJIb 3a BUKOHAHHSM LJbOI'0 HaKa3y MOK/IaCTU Ha 3acTyrnHuKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK

Jopartok 1

Ao Haka3y MiHicTepcTBa OXOPOHU
304,0POB’A YKpaiHu

08.10.2018 Ne 1828

3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX NPEMAPATIB), AKI BHOCATbLCH
40 AEPXXABHOI'O PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa ®dopma sunycky 3assBHUK KpaiHa Bupo6HuK Kpaina PeecmpayitiHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayjiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
1. ANTE3NKAM® PO3YMH A8 iH EKLil MpuBatHe YkpaiHa MpuBatHe YkpaiHa peecTpauist Ha 5 pokis 3a He UA/16968/01/01
10 mr/mn; no 1,5 mn B akujioHepHe akujioHepHe MepiognyHicTb NoAaHHA perynspHo peyenmom nionisi2ae
amnyni; no 5 amnyny TOBapUCTBO TOBapUCTBO OHOB/OBAHOTO 3BITY 3 6e3neku BigNoBIgHO 40
6nicTepi, no 1 "Nlekxim- "Mlekxim-Xapki" Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
6nictepy B navui Xapkis" 3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHmii B MiHicTepCTBi
rocTuuil Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pefakuii Hakasy MiHicTepcTsa
O0XOPOHU 370P0B’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMK1 y NepioanyHoCTI
nofaHHs perynsipHux 3BiTiB 3 6e3neku.
2. | BITAUEPTUH PO34MH ANA iH eKLN MpuBaTHe YkpaiHa MpuBaTHe Ykpaina peecTpauist Ha 5 pokis 3a He UA/16965/01/01
no 2 mn B amny”ni; no 5 akuioHepHe akuioHepHe peuenmom nionsieae
amnyn y énictepi; no 1 TOBapuCTBO TOBapucTBO MepiognyHicTb NoAAHHA perynsipHo
6nictepy B navui "Jekxim- "JlekxiM-Xapkis" OHOBJ/IOBAHOTO 3BITY 3 6e3neky BignoBigHO A0
Xapkis" Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBEPMAXEHOro Hakaszom MiHicTepcTea
OXOPOHU 3[10pPOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
NoJaHHsA perynsipHuX 3BiTiB 3 6e3neku
3. | AEPAKCTO 30 Kancynm 3 AneMOBIK IHais AnemMO6IK IHais peecTpaduisft Ha 5 pokis 3a He UA/16966/01/01
MoAndikoBaHUM dapmac'toTike dapmac'toTikesnc peyenmom niossiecae




Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BiOnycKy aHHs peecmpayjiliHo2o
3acoby ynakoska) NocBi0YeHHs1
BUBINIbHEHHAM TBEPA, nc Nivitepq MepioAnYHICTb NOJAHHA PerynsapHo
no 30 mr Ne80 (8x10) OHOBJIHOBAHOrO 3BITY 3 6e3Mnekn BiANOBIAHO A0
y bnictepax Mopsaaky 34iicHeHHs dhapmakoHarnagy,
3aTBepAKEHOro Hakasom MiHictepcTea
O0XOPOHU 3[0P0B’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), Ans nikapcbKoro 3acoby
CTaHOBWTb: BiANOBIAHO 40 NEPIOANYHOCTI
CKNafjaHHsA perysisipHo OHOBJIIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, 403BO/IEHOrO A0
MeAMYHOro 3aCTOCYBaHHS, Ha LieHTpasibHOMY
PiBHiI.
4. | OE®PAKCTO 60 Kancynu 3 Anemoik IHais Anemo6ik IHais peecTpaList Ha 5 pokis 3a He UA/16966/01/02
MogucpikoBaHUM Papmac'toTike dapmac'ioTikenc peyenmom nionseae
BUBINIbHEHHSAM TBEpPA, nc Nivitepq MepioAnYHICTb NOfAHHA PErynsapHo
no 60 mr Ne80 (8x10) OHOB/IIOBAHOrO 3BITY 3 6e3nekun BifnoBiAHO A0
y 6nictepax Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPXEHOrO Haka3oM MiHicTepcTBa
OXOPOHU 3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainm 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTBa
0XOPOHU 37,0POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), Ans nikapcbKoro 3acoby
CTaHOBWTb: BiANOBIAHO 4O NEPIOANYHOCTI
CKNafaHHA perynspHo OHOBJIOBAHOIO 3BiTY 3
6e3nekun Nikapcbkoro 3acoby, 403BOJIEHOrO A0
MeAMYHOro 3aCTOCYBaHHS, Ha LieHTpasibHOMY
PiBHiI.
5. | MIHE30NIA4, MOPOLLIOK (Cy6CTaHLis) MpvBaTHe YkpaiHa "HOHioH KbloMiko Icnanis peecTpauist Ha 5 pokis - He UA/16967/01/01
(POPMA II) y NoABiiHNX akujioHepHe dapmaueBTMKa nionsizae
nonieTuIeHoBMX TOBapUCTBO C.A" (YKI®A)
MilLKax Ans "lHdpy3ia"
dhapmaLieBTU4YHOro
3acTocyBaHHsA
6. | CAMITON® TabneTkn, BKPUTI KYCYM IHais KYCYM IHais peecTpauist Ha 5 pokis 3a He UA/16969/01/01
nAiBKOBOIO XENTXKEP XENTXKEP MBT MepiognyHICTb NOAAHHS PErynsapHo peyenmom nionsieae
06010HKot0, No 500 NBT NTA nTa OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BignoBigHO A0




Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BiOnycKy aHHs peecmpayjiliHo2o
3acoby ynakoska) NocBi0YeHHs1
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,

Mr, Nno 4 TabneTkn y
6nicTepi; no 1
6nicTepy y KapTOHHii
Kopobu,i

3aTBEPAKEHOro Haka3om MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI
tocTuuil Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy MiHicTepcTsa
O0XOPOHU 37,0POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepioguyHOCTI
nofaHHsA perynsipHuX 3BiTiB 3 6e3neku.

HauvanbHuK YnpaBniHHA hapmaleBTUUYHOI
AIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. JIACcKOBCbKUM




Jopatok 2

A0 Haka3y MiHicTepcTBa OXOPOHMU
300pOB’A YKpaiHu

08.10.2018 Ne 1828

NMEPENIK

NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONIONYHUX MPENAPATIB), AKI
BHOCATbCA A0 AEP>XXABHOIO PEECTPY NNIKAPCBbKUNX 3ACOBIB YKPAIHA

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayjiliHo2
0 rocsi0O4YeHHs

BETACAJNIK®

Ma3b no 15ry
Ty6i; no 1 Ty6i B
nauuj 3 KapToHy

MNAT
"Kuismegnp
enapar”

Ykpaina

MAT
"Knismegnpen
apart"

YkpaiHa

MepepeecTpalis Ha HEOOMeMKEHN TEPMIH.
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
chapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKU,T
ANA MeVYHOro 3aCTOCYyBaHHSA Ha MifcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun nikapcbKoro 3acoby, abo
JocnimpkeHb 3 6e3neky 3acToCyBaHHSA NMikapCbKoro
3acoby B nicnsipeecTpaviiiHuii nepiod, abo ik pesynbTtaT
OL|iHKM 3BITY 3 AOCNIMKEeHb, NPOBEAEHMX BIAMOBIAHO [0
nnady negiatpuyHux gocnimpkers (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM OPraHom) -
3MiHN BHECEHO [0 IHCTPYKLIii 415 MeAUYHOro
3aCcToCyBaHHs NikapcbKoro 3acoby A0 po3ainis
"Ocob6nmBoCTi 3acTocyBaHHSA", "MobiuHI peakwii”
BiAMOBIAHO 40 OHOBMEHOI iHChopMaL,i 3 6e3nekn
3aCTOCYBaHHS Ai040i PEYOBUHN.
MepiognyHICTb NOAAHHS PErynsiPHO OHOBJ/IIOBAHOTO 3BITY
3 6e3neku BignoBigHO Ao Mopaaky 34iNCHEHHS
thapmakoHarnsgy, 3aTBepMKeHOro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHICTEpCTBI
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOPOHMW 340P0B's
Ykpaiuu Big, 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKaMK, 3a3Ha4YeHVMU Y NePiogUYHOCTI
noJaHHsA perynspHuX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/0558/01/01

rnoay nnoan

nnoav noapioHeHi
(cybeTaHuis) y
nanepoBux

NAT
"Ximchapm3s
aBof

YkpaiHa

NAT
"Ximthapm3as
of "YepBoHa

Ykpaina

MepepeecTpauis Ha HEOOMEXEHWUIA TEPMIH

He
nionsieae

UA/13329/01/01




Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Pexknamy Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy BaHHs peecmpayiliHo2
3acoby c¢hopma, O NocBi0OYEeHHS
ynakoska)
Milkax anas "UepBoOHa 3ipka"
BMPO6GHULITBA 3ipka"
HecTepuIbHNX
nNikapcbknx hopm
3. IHBAH3® niodpinisat gns Mepk LWapn | Lseliyapia | Heposchacosa ®paHuin/ MepepeecTpauis Ha HeO6MeXeHU TePMIH 3a He UA/9179/01/01
po3unHy ons i Qoym loea Ha npoaykuis, | HigepnaHgu 3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta peyenmom | nionszae
iH'ekyimnolr, 1 IHK nepBuHHE thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
CKNSAHUIA (oNakoH nakyBaHHs1, NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,i
Y KapTOHHiiA BTOPUHHE 0151 MeANYHOro 3aCTOCyBaHHA Ha MiAcTaBi perynsipHo
Kopoobui nakyBaHHs, OHOB/IKOBAHOTO 3BIiTY 3 6e3nekn nikapcbkoro 3acoby, abo
KOHTPO/Ib Ta pocnigpkeHb 3 6e3nekn 3acTocyBaHHs NikapCbKoro
BMNYCK cepil: 3acoby B micnspeecTpayiinHuii nepiod, abo siKk pesynbTar
Nab6opatopii OL|iHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHMX BIAMOBIAHO A0
Mepk Wapn i nnaHy negiatpnyHnx gocnigpkeHs (PIP) (3MiHy
Joym LUn6pe, Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM OpraHom) -
PpaHLis 3MiHWN BHECEHO [0 IHCTPYKLi 415 MeAUYHOro
BTOPWHHE 3aCcToCyBaHHA NiKapcbkoro 3acoby A0 po3ainis
nakyBaHHs "MpoTunokasaHHA", "Ocob6aMBOCTI 3aCTOCYBaHHA",
(anbTepHaTnB "Cnocib 3acTocyBaHHS Ta 403U" (YTOYHEHHS iHcbopmaii),
HWiA "HecyMicHIiCTb" BigNOBIAHO [0 6e3neKku 3acToCyBaHHS
BUPOGHUK): nikapcbKoro 3acooby.
Mepk LWapn i MepiognyHiCTb NOfAHHA PerynsipHO OHOBJIHOBAHOIO 3BITY
Ooym B.B., 3 6e3neku BignoBigHo Ao Mopaaky 34iiCHeHHS
Higepnangn thapmakoHarnsgy, 3aTBepMKeHOro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuLii Ykpainun 19 rpygHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa OXOPOHU 340POB’SA
Ykpainu Big, 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKaMK, 3a3Ha4YeHVIMU Y NePiogNYHOCTI
NoJaHHsA perynspHuX 3BiTiB 3 6e3neku.
4, KAPCUN® Kancysv Teepgi no AT Bonrapis Brpo6HMLTBO Bonrapis MepepeecTpauis Ha HeOBMEXEHWUI TEPMIH 6e3 nionsizae UA/2773/01/02
POPTE 90 mr no 6 kancyn | "Codpapma” Hepo3schacosa 3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta peyenma
y 6nicTepi; no 5 HOI NPOAYKLUIT, hapMakoHarnsgy. 3miHa y KopoTKiii XxapakTepucTuLi
6nicTepiB y nepBrHHa Ta nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
KapTOHHIM nayu,i BTOPVHHA ONs MeAMYHOro 3aCTOCyBaHHSA Ha MifcTasi perynsipHo
ynakoBKa: OHOBJIOBAHOrO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
AT pocnigkeHb 3 6e3nekn 3acTocyBaHHs NikapCbKoro
"Codphapma”, 3aco6y B nic/sipeecTpaviiiHuii nepiod, abo sik pesynbTaT
Bonrapis OLIiHKM 3BITY 3 AOC/ifKEHb, NPOBEAEHUX BifNOBILHO A0
Jo3Bin Ha nnaHy negiatpuyHux gocnimkers (PIP) (iHWwi 3MiHK)




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka
thopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Pexknamy
BaHHs

Homep
peecmpayiliHo2
0 MoCcBIOYEHHs

BMNYCK cepil:
AT
"Codhapma”,
Bonrapis

(3MiHM BHeCeHO [0 IHCTPYKLUiT 418 MeanyHoro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWVMKU NikapcbkMKU 3acobamMm Ta iHLWi
BMAW B3aemogiin”, "OcobnmBocTi 3acTocyBaHHs", "Cnocib
3acTocyBaHHsA Ta [03n" (YTOUYHEHHs iHdhopmadi),
"Mo6ivHI peakuii" BigNoBigHO A0 iHhopMaL,ii CTOCOBHO
6e3neku, sika 3a3HayeHa B MaTepianax peectpauiinHoro
[OCbE Ta y3rofXeHa KOHCY/IbTaTUBHO- EKCNEPTHOO
rpynoto "lactpoeHTeponoris. Jlikapcbki 3acobm”
MepiognyHiCTb NOAAHHA PEryspHO OHOBJ/IIOBAHOTO 3BITY
3 6e3neku BignoBigHo Ao Mopaaky 34iicHeHHS
hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340P0B’S YKPaAiHW Bif 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOPOHUW 340P0B's
Ykpainu Bif 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTpOKamu, 3a3Ha4eHUMU y NepioanYHOCTI
nofAaHHA perynsapHuX 3BiTiB 3 6e3neku.

NMAH3MHOPM®
10000

Kancynm no 7
kancyn y 6nictepi,
no 3 a6o no 8,
abo no 12
6nicTepiB y
Kopobui

KPKA, a.4.,
Hoso
MecTo

CnoBeHisa

KPKA, a.4.,
HoBo mecTo

CnoseHis

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH
3MiHu Wwoao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTumLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi
AN MeAnYHOro 3acTocyBaHHA Ha NigCcTasi perynspHo
OHOBJIKOBAHOTO 3BiTY 3 6e3nekn nikapcbkoro 3acoby, abo
JocnigpKeHb 3 6e3neky 3acToCyBaHHA NMiKapCbKoro
3acoby B nmicnsipeecTpaviiiHuii nepiod, abo sik pesynbTar
OLiHKM 3BITY 3 AOC/ifXEHb, MPOBEAEHUX BifMNOBIAHO A0
nnaHy negiatpnyHnx gocnigpkeHs (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBAXKEHVIM OPraHom)
3MiHN BHECEHO A0 IHCTPYKLIT 418 MeanyHoro
3acToCyBaHHS MikapCbKoro 3acoby Ao po3giny
"Oco611BOCTi 3acTOCyBaHHS" BigNOBIAHO [0 OHOB/IEHOT
iHhopmauii 3 6e3neku Ailoyoi peyoBMHW NiKapCbKOro
3acoby.

MepiognyHiCTb NOAAHHA PErynspHO OHOBJ/IIOBAHOTO 3BITY
3 6e3neku BignoBigHo Ao Mopaaky 34iicHeHHs
hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHUW 340P0B’'S YKPaiHW Bif 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779

6e3
peyenma

nionsieae

UA/9007/01/01




Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Pexknamy Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy BaHHs peecmpayiliHo2
3acoby c¢hopma, O NocBi0OYEeHHS
ynakoska)
(y pegakuji Hakaly MiHicTepcTBa OXOPOHMW 340P0B’st
Ykpaiuu Big, 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKaMK, 3a3Ha4YeHVMU Y NepiogUYHOCTI
NOAAHHA PerynsipHuX 3BiTiB 3 6e3neku.
6. MPAMIMEKCO/N | nopoLuok Cxp. [JaHis Cxp. OnbceH [NaHis MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH. - He UA/13262/01/01
y (cy6eTaHuis) y OnbceH CiHTesic A/C nionsizae
AUTIAPOXNMOP | noggiliHnx CiHTesic
nay noslieTUNEHOBMX AIC
MOHOTIAPAT nakeTax gnsa
hapmaLeBTUUHOT
0 3aCTOCyBaHHSA
7. CEPOBIA® iHranauisa nig Lvnna Nt IHAis Lvnna Nra. IHAis MepepeecTpauis Ha HeO6MeXeHUA TEPMIH 3a He UA/12936/01/01
TUCKOM, (FOHIT 1) 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta peyenmom niossieae

cycneHsis, 25
MKr/go3y, no 120
[o3 B
IOMIHIEBOMY
KOHTelHepi 3
[03y0UnM
KnanaHom; ro 1
KOHTElHepy, SKuii
mae
noninponineHoswuii
po3nuaoBad i3
3axXUCHUM
KOBMaYKoM, Yy
KapTOHHI/ KopoobLi

thapmakoHarnaay. 3MiHU y KOPOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKL,i
N8 MeAnYHOro 3acToCyBaHHsA
reHepUUHMX/ribpuAHNX/6ionoAibHMX NikapCbkmx 3ac06iB
nicns BHECEHHS TiEl camMoi 3MiHW Ha pedhepeHTHNI
npenapar (3miHa He NoTpebye HafaHHA XOLHUX HOBUX
[0[aTKOBUX AaHWX) - 3MiHN BHECEHI [0 IHCTPYKLUIT Y
po3ainu "B3aemogis 3 iHWKMK Nikapcbknmy 3acobamu Ta
iHWi BUAW B3aemogiin", "OcobMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofgyBaHHs
rpyaato”, "MepenosysaHHA", “Mob6ivHi peakuii”
BiANOBIAHO A0 iHdopMaLi ped)epeHTHOro Nikapcbkoro
3acoby (CepeBeHT™ EBoxanep™, aepo3o/ib Ans
iHransuii, cycnensis, A030BaHWi, 25 MKr/go3y).
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeH/X gaHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0cobM 3 hapMakoHarnAgy 3asBHuka gns
3[jicHeHHs1 hapMakoHarnsay B YKpaiHi, Ko BoHa
BiAMiIHHa Bif YNOBHOBaXeHOi 0CO6U, BiAMNOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarnsay (BK/1HYaKYM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-taiina
cuctemn dhapMakoHarnsgy) - KoHtaktHa ocoba
BiANOBiAanbHa 3a 34ilicHeHHSA hapmakoHarnsgy B
YkpaiHi:

[Litoua pepakuis — Konomieup HOpiii KOxnmoBwny;
MponoHoBaHa pefakuis — 3iH4eHko Jllogmuna
BanepiiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M.
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Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Pexknamy Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy BaHHs peecmpayiliHo2
3acoby c¢hopma, O NocBi0OYEeHHS
ynakoska)
MepiognyHICTb NOAAHHS PErynsiPHO OHOBJ/IIOBAHOTO 3BITY
3 6e3neku BignoBigHo Ao Mopaaky 34iiCHEeHHS
hapmakoHarnsgy, 3aTBepaxeHoro Hakasom
MiHicTepcTBa OXOpPOHM 3[40PO0B’'st YKPaAiHW Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakaly MiHicTepcTBa OXOPOHMW 340P0B’st
Ykpainu Bif 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3ri4HO 3i CTpOKamu, 3a3Ha4eHNMK Yy NePioANYHOCTI
NoJaHHA peryasipHUX 3BiTiB 3 6e3NeKu.
8. COKCMNAT KOHUeHTpaT ans M. BIOTEK Benuvka MAW/IAH IHais MepepeecTpaLis Ha HEOOMEXEHWIA TEPMIH 3a He UA/12963/01/01
pO34nHy ANns nTa BpuTaHis NABOPATOPI peuenmom | nidnsieae
iHcpysiii no 5 3 NIMITEL MepiognyHICTb NOAHHA PerynsipHO OHOBJIHOBAHOIO 3BITY
mr/mn in bulk: no (OTL) 3 6e3neku BignoBigHo Ao Mopaaky 34iiCHeHHS
10 mn a6o 20 mn thapmakoHarnagy, 3aTBepXeHoro Hakasom
y thnakoHi; no 100 MiHicTepcTBa OXOPOHU 340P0B’S YKPaAiHW Bif 27 rpyaHsa
chnakoHiB y 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepcTBi
KapTOHHIiA rocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779
KopobL; (y pepakuii Haka3zy MiHicTepcTBa OXOPOHN 34,0POB’SA
in bulk: no 40 mny Ykpainu Bif 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
donakoHi; no 50 3rigHO 3i CTPOKaMu, 3a3Ha4eHUMN Y NepPiogNUHOCTI
chnakoHiB y NoAaHHA perysnsipHrX 3BiTiB 3 6e3neku
KapTOHHI/ KopoobLi
9. COKCNNAT KOHLeHTpaT Ans M. BIOTEK Benuka MAWNIAH IHAis MepepeecTpauis Ha HeOOMEXEeHUIA TEPMIH 3a He UA/12962/01/01
PO3UunHY 18 nTa BpuTaHis JTABOPATOPI 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peuyenmom | nidnsieae
iHcpysiii no 5 3 NIMITEL, thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumLi
mr/mn no 10 mn, (OTL) NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKL,i

abo 20 mn, abo 40
My h/1akoHi; no
1 donakoHy y
nauuj 3 KapToHy

N1 MeiYHOTo 3aCTOCyBaHHA
reHepuyHUX/ribpuaHMX/6ionogibHNX Nikapcbkmx 3acobis
nicns BHECEHHS TiEl camMoi 3MiHW Ha pedhepeHTHUI
npenapar (3MiHa He NOTpebye HafaHHSA XOAHUX HOBUX
[0[AaTKOBUX AaHnX) 3MiHN BHECEHI [0 IHCTPYKLi y
po3ainu: "dapmakonoriyHi BNacTmeocTi",
"MpoTunokasaHHa", "OcobaMBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofgyBaHHs
rpyaaro”, "3aatHicTb BNMBATU Ha LBUAKICTL peakLil npu
KepyBaHHi aBTOTpaHCNOPTOM abo0 iHWMMK MeXaHizmamu',
"Cnoci6 3acTocyBaHHA Ta fo3un", "Oitn"(yTOYHEeHHs
iHchopmawii), "Mo6iuHi peakyii” BigNoBigHO A0 iHhopmavi
LLIOA0 MEANYHOIO 3aCTOCYBaHHA petiepeHTHOro
nikapcbkoro 3acoby (ETIOKCATWH, koHUeHTpaT ans
PO34unHy aNs iHQysili 5 Mr/m).
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Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Pexknamy Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy BaHHs peecmpayiliHo2
3acoby c¢hopma, O NocBi0OYEeHHS
ynakoska)
MepiognyHICTb NOAAHHS PErynsiPHO OHOBJ/IIOBAHOTO 3BITY
3 6e3neku BignoBigHo Ao Mopaaky 34iiCHeHHS
hapmakoHarnsgy, 3aTBepaXeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
rocTuuii Ykpainun 19 rpygHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakaly MiHicTepcTBa OXOPOHUW 340P0B's
Ykpainu Big, 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3ri4HO 3i CTpOKamu, 3a3Ha4eHNMK Yy NePIoANYHOCTI
NoAaHHA perynspHyX 3BiTiB 3 6e3neku
10. LE®OMEKTAM | nopoLuok ans My6niyHe Ykpaina My6niyHe YkpaiHa MepepeecTpaLlisi Ha HEOOMEXEHWI TEPMIH 3a He UA/13412/01/01
PO34rHy oNs akuioHepHe akuioHepHe 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peuyenmom | nidnseae
iH'ekujin, 500 TOBapuCTBO TOBapuCTBO thapmakoHarnagy. 3MiHa y KOpOoTKiil xapakTepucTuLi
mr/500 wmr, no 1 "HaykoBo- "HaykoBo- nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
chnakoHy 3 BUPOGHNUM BUPOGHNUNIA AN MeAnYHOro 3acToCcyBaHHA Ha NigcTasi perynspHo
MOPOLLKOM; no 1 7 ueHTp LEeHTP OHOB/IIOBAHOrO 3BITY 3 6e3nekn nikapcbkoro 3acoby, abo
donakoHy 3 "bopLuarisc "BopLuariscbk pocnimkeHb 3 6e3neky 3acToCyBaHHS NiKapCbKOro
MOPOLLKOM B MauLi | bKMWiA XiMiko- WiA Ximiko- 3aco6y B nic/sipeecTpaviiiHuii nepiod, abo sik pesynbTaT
3 KapToHy; no 5 hapmaueBT hapmaueBTny OL|iHKM 3BITY 3 AOC/IMKEeHb, NPOBeAEHNX BIAMNOBIAHO [0
onakoHiB 3 NYHWIA HWi1 3aBoa" nnaHy negiatpuyHux gocnimpkers (PIP) (3miHy
MOPOLLKOM Y 3aBofg" Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBAXKEHVIM OPraHom)
KaceTi, no 1 kaceTi 3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
y neHani 3 3aCTOCYBaHHS NiKapCbKOro 3acoby y po3gainu:
KapToHy "B3aemogis 3 iHWMMU NikapcbkrMKU 3acob6amMm Ta iHLi
BMAW B3aemogiin”, "OcobnmBocTi 3acTocyBaHHs", "Crocib
3acTocyBaHHs Ta go3n", (iHdopmauis 3 6e3nekn),
"Mepeno3yBaHHa", "M06IYHI peakuii™ BigNoBigHO A0
OHOB/IEHOI iHhopMaLii 3 6e3nekn AiloY4oi peyYoBUHM.
MepiognyHiCTb NOAAHHA PerynspHO OHOBJ/IIOBAHOTO 3BITY
3 6e3neku BignoBigHO Ao Mopaaky 34iMCHEHHS
hapmakoHarnsgy, 3aTBepaXeHoro Hakasom
MiHicTepcTBa OXOpPOHM 3[40PO0B’'st YKPaAiHW Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuWii B MiHicTepcTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOPOHUW 340P0B’s
Ykpainuu Big, 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3Ha4eHUMU y NepioANYHOCTI
NnoJaHHA perynspHuX 3BiTiB 3 6e3neku.
11. LLEE®OMNMEKTAM | nopoluok ans My6niuHe Ykpaina My6niuHe YkpaiHa MepepeecTpavisi Ha HEOOMEXEHWIA TEPMIH 3a He UA/13412/01/02
pO34rHy 4N akuioHepHe akuioHepHe 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peuyenmom | nidnsieae
iH'ekuin 1 r/1 r no TOBapuCTBO TOBapuCTBO hapmakoHarnsay. 3MiHa y KOpOTKiil XxapakTepucTumLi
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Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Pexknamy Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy BaHHs peecmpayiliHo2
3acoby c¢hopma, O NocBi0OYEeHHS
ynakoska)
1 cbnakoHy 3 "HaykoBo- "HaykoBo- NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,i
MopoLLKOM; Mo 1 BMPOGHUYM BMPOGHNYUIA [ONs MeAnYHOro 3acTOCyBaHHS Ha MifcTaBi perynispHo
donakoHy 3 i ueHTp LEeHTp OHOBJIHOBAHOrO 3BiTY 3 6e3neKkn nikapcbkoro 3acoby, abo
MOpOLLKOM B Mauui | “"BopLyarisc "BopLuariBcbk pocnipxeHb 3 6e3nekn 3acTocyBaHHS NikapCbKoro
3 KapTOHY; No 5 bKUIA XiMiKO- Wi XimiKo- 3acoby B nmicnspeecTpaLiinHuii nepiod, abo siKk pesynbTar
oNakoHiB 3 thapmaueBT hapmaueBThy OL}iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHMX BIAMOBIAHO A0
NMOPOLLKOM Y NYHUIA HWiA 3aBog" nnaHy negiatpnyHnx gocnigpkeHs (PIP) (3MiHy
KaceTi, no 1 kaceTi 3asog" Y3rO[)KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHUM OpraHom)
y neHani 3 3MiHWN BHECEHO [0 IHCTPYKLi 415 MeAUYHOro
KapTOHYy 3acTOCyBaHHSA MikapCbKoro 3acoby y po3ginu:

"B3aemogis 3 iHWMMK NiKapCbKMMK 3acob6amMm Ta iHLWWi
BUAM B3aeMogiii", "OcobnmBoCTi 3acTocyBaHHsA", "Cnoci6
3acTocyBaHHA Ta go3un”, (iHhopmauia 3 6e3neku),
"MepeposysaHHa", "Mob6iyHI peakuil™ BiANOBIAHO A0
OHOBJIEHOI iHGhopMaLii 3 6e3nekn Ajilo4ol peyoBUHN.
MepiofnYHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOTO 3BITY
3 6e3neku BignoBigHo Ao Mopaaky 34iiCHEeHHS
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOPOHU 340P0B’S YKPaAiHW Bif, 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOPOHUW 340P0B’s
Ykpaiuu Big, 26 BepecHs 2016 poky Ne 996), cTaHOBWTb:
3riAHO 3i CTpOKamu, 3a3Ha4eHUMU y NepiognYHOCTI
NoJaHHA peryisipHnX 3BiTiB 3 6e3neKu.

HauyanbHuK YnpaBniHHA phapmaLeBTUYHOI

AIANBHOCTI Ta AKOCTi (papmaLeBTUYHOT NPOAYKLiT

T.M. IacKOoBCbKUu




MEPENIK

Jopatok 3

[0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

08.10.2018 Ne 1828

NIKAPCbKUNX 3ACOBIB (MEAUYHUX IMYHOBIONOMYHUX MPEMAPATIB), LLOAO AKX BYNN BHECEHI 3MIHU 40 PEECTPALINHNX MATEPIANIB, SKI
BHOCATLCA A0 AEPXXABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ha3ssa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asBHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Ymosu
BionycKy

Howmep
peecmpayjitiHo2
0 1MocBi0YeHHs

PeecmpayjitliHa npoyedypa

A3NTPOKC®
500

TabneTku, BKpUTI
naiBKOBOIO
o6onoHkoto, no 500
Mr Ne3: no 3
Tabnetkn y
6nictepi; no 1
6nictepy B
KapTOHHI Kopobuj

TOB "CaHodhi-
ABeHTIC
YkpaiHa"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasliB: 3MiHU 040 3a UA/4822/01/02
6e3nekn/edpeKTBHOCTI Ta hapMakoHarisgy. BeegeHHs abo peuyenmom
3MiHU [0 y3araJlbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BIANOBIAAbHOI 3a 34iiCHEHH:A ddapmakoHarnsagy; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHvKa 4ns 34iCHeHHs
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
YNOBHOB&XEHOI 0C06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKovatoum KOHTaKTHi AaHi) Ta/abo 3MiHu y
pO3MiLleHHI MacTep-haiina cuctemmn hapmakoHarisgy)
[itova pegakuis: ynoBHoBaXeHa ocoba 3asBHMKa,
BiAgnoBigasbHa 3a hapmakoHarnag - Eric Teo/Epik Teo.
MponoHoBaHa peaakuis:
ynoBHoBaxkeHa ocoba rpynv komnaHili Sanofi, BignosigansHa
3a (papmakoHarnsg, Ha rnobasibHomy piBHi - Eric Teo/Epik Teo;

yNOBHOBaXeHa 0coba 3asaBHMKa, BigNoBigaibHa 3a
hapmakoHarnag B Ykpaini - KnilumH AHTOH MukonaiioBuy;
3MiHM WoAo 6e3nekn/edpeKTUBHOCTI Ta chapmakoHarnsgy-
3MiHW y TEKCTi MapKyBaHHS. 3MiHW BHECEHI B iHCTPYKLitO ANns

MeZMYHOro 3aCTOCYBaHHS W00 AOAAHHS PO34iniB "3asaBHuK"

Ta "MicLe3HaxoMKeHHs 3asaBHUKA" 3 BiAMNOBIAHMMU 3MiHAMU Y

TEKCTi MapkyBaHHS. 3MiHa TeKCTy MapKyBaHHS BiAMNOBIAHO A0
BMoOr Hakady MO3 Big 23.07.2015 Ne460.

TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicsiLiB nicas
3aTBEPXEHHS; 3MiHA 3asBHMKa (B1lacHMKa peecTpauiiHoro
noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne460).

TepMmiH BBEAEHHS 3MiH - NPOTArom 6 MicauiB nicns

3aTBEPMAKEHHS.

ASUTPOMILH

TabneTkn, BKpUTI

AHaHTa

Benvka

dnamiHro

IHgis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/12158/01/01
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
1000 NnNiBKOBOKO Megikeap BpuTaHis $apmacboTukanc 3MiHM | TUMY - 3MiHa y MeTogax BUNpobyBaHHSA rOTOBOrO peyenmom
060/10HKO0, NO NTa. Nta., IHpis; ApTypa NiKapCcbKoro 3acoby - He3Ha4YHa 3MiHa MeTOoAiB KOHTPO/IO 3a
1000 wmr; no 4 dapmacbtoTikans MNsT. nokasHukom «lgeHTundikauis. 3aniza okcug, (111) xoBTWA».
Tabnetkn y nra., HAaia BigkopurosaHo npo6oniAroToBKy BMNPOH60BYBAHOrO 3paska.
6nicTepi; no 1 He3HauHa 3MiHa MeToAiB KOHTPOJIIO 3@ NMOKA3HUKOM
6nicTepy B kOpo6Li «lpeHTudpikayis. TutaHy giokcua». BigkopurosaHo kputepii
3 KapTOHYy NPUAHATHOCTI OLiHK/ BUNPOBYBaHHSA Y BigNOBIAHOCTI 40 BUMOT
€D
3. A3UTPOMIUNH | Tabnetku, BKPUTI AHaHTa Benvka dnamiHro IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/12158/01/02
250 NNiBKOBOKO Megikeap BpuTaHis dapmacboTukanc 3MiHM | TvNy - 3MiHa Yy MeToAax BUNPOOYBaHHS TOTOBOTO peuenmom
060JI0HKO, MO 250 nTa. NTA., IHpis; ApTypa nNiKapcbKoro 3acoby - He3Ha4YHa 3MiHa METOZIB KOHTPOJIO 3a
MF; o 6 Ta6neTok dapmacktoTikans MsT. nokasHukom «lgeHTundikauis. 3aniza okcug, (111) xoBTWA».
y 6nicTepi; no 1 Nta., IHgis; Konpad BigkopurosaHo npo6oniAroToBKy BUNPOH60BYBAHOrO 3paska.
6]-|ic'|'epy B K0p06L|,i ﬂiMiTe'q’ |HAi;| Hes3HayHa 3MmiHa MeTO,lJ,iB KOHTPO/II0 3a NOKasHMKOM
3 KapTOHY «lpeHTudpikauis. TutaHy giokena». BigkopurosaHo kputepii
MPUIAHATHOCTI OLLIHKM BUNPOGYBaHHS Yy BiANOBIAHOCTI O BUMOT
€
4. | ABUTPOMIUWMH | TabneTtku, BKpUTI AHaHTa Benuka dnamiHro IHAjs BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/12158/01/03
500 NNiBKOBOKO Megikeap BpvTaHis dapmacbloTukanc 3MiHu | TUNY - 3MiHa y MeToZlax BUNPOGYBaHHS roTOBOro peuyenmom
060/10HKO, MO 500 nTp. NTA., IHais; ApTypa nikapcbKoro 3acoby - He3HayHa 3MiHa MeTOZiIB KOHTPOSIO 3a
Mr; no 3 TabneTku dapmachtoTikans MerT. nokasHukom «lgeHTundikauis. 3aniza okcug, (11l) XoBTUA».
y 6nicTepi; no 1 Nta., IHgis; Konpad BigkopurosaHo npo6oniAroToBKy BUNPOH60BYBAHOrO 3paska.
6nictepy B KOpobL, Nimiten, HAjA He3HayHa 3MiHa MeTO/iB KOHTPOJIH0 3@ NOKA3HUKOM
3 KapTOHY «lgeHTudpikayis. TutaHy giokcug». BigkopurosaHo kputepii
NPUIAHATHOCTI OLLIHKM BUNPOGYBaHHS Yy BiANOBIAHOCTI [0 BUMOT
€
5. | ANEPOH TabneTku, BKpUTI TOB "TeBa YkpaiHa Emkiiop IHAjs BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/5615/01/01
060/10HKO0, M0 5 YkpaiHa" dapmacbloTikasc 3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHLwi peyenma
mr no 10 TabneTok Nimiten 3MiHN)
y 6nicTepi; no 1 3MiHW BHECEHI B iIHCTPYKLiO0 419 MEANYHOIO 3aCTOCYBaHHS, a
a6o no 3 6nictepn came BW/TyYeHHs p. "3asBHUK", "MicLe3Hax0mKeHHS
B KapTOHHiA 3a0BHVKA". BBEAEHHSA 3MiH NPOTAroM 6-Tu Micauis nicns
KopoobUi 3aTBEPAKEHHS. 3MiHa 3asiBHMKA (BNacHWKa peecTpauiinHoro
nocsifyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne 460):
BBeeHHs 3MiH NpoTArom 6-Tu MIiCALB NiCNS 3aTBEPAKEHHS.
6. ANEPOH TabneTku, BKPUTI TOB "TeBa Ykpaina Emkiiop IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/5615/01/01
060/10HKOI, N0 5 Ykpaina" dapmacbtoTikac 3MiHU | Ty - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI Ta peuenma
Mr, no 10 Ta6neTok Nimiten dhapmakoHarnsgy. BeegeHHsa abo 3MiHM 0 y3arasibHeHNX

y 6nictepi; no 1
a6o no 3 6nictepu
B KApPTOHHiA

JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHs
y3ara/ibHeHNX JaHux npo cuctemy dapmakoHarnsgy, amMiHa
YMOBHOBaXEHOI 0C06U, BiANOBIAaIbHOI 38 34iiCHEHHS
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
KOpo6Li chapmakoHarnsgy; KOHTakTHoi ocobum 3 hapmakoHarnagy
3asiBHMKa AN 34iCHEeHH:A hapmakoHarisgy B YKpaiHi, AKwo
BOHa BiIMiHHa BiJ, YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3@
3[jiCHeHHs hapmMakoHarsay (BK/IYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-caiina cucrtemun
hapmakoHarnisgy) - 3MiHa ynoBHOBaXXeHOI 0C0bM 3asiBHUKA,
BiANOBIAA/IbHOT 32 hapmakoHarnsag Ha LieHTpaslbHOMY PiBHI:
MponoHoBaHa pepakuin: Dr. Hedva Voliovitch MD, PhD, MBA.
3MiHa KOHTaKTHOT 0CO6U ANs 34iCHEHHs hapmakoHarnsgy B
YkpaiHi. MponoHoBaHa pefakuia: buctposa OkcaHa
BitaniiBHa. 3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOT 0CO6MU.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobu. 3MiHa micusa
NpOBaKEHHS OCHOBHOI AisiNIbHOCTI 3 papMakoHarnsgy ta
MicLs 36epiraHHs MacTep-chaiiny
7. ANNYHA TabneTku, BKpUTI Amakca Benuka BMPOGHULITBO 3a LBeliuapis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: TexHiyHa 6e3 UA/11711/01/01
NnniBKOBOKO dPapmva T BpuTaHis NOBHUM LMK/TOM: nomusika (3rigHo Hakasly MO3 Big 23.07.2015 Ne 460) peuyenma
060n0HkKot0, No 10 Makc Llennep 3boHe B MKA N13 'y p. BUpo6Hukm, a came NOMuUKa, L0 NoB'A3aHa 3
Tabnetok y Ar, LLseliyapis HEeKOPEeKTHUM nepeknafoM Ha YKPaiHCbKy MOBY BUKOHYBaHOI
6nictepi; no 1 a6o nepByHHE NakyBaHHs OYHKLI 04HOrO 3 BUPOOHUKIB FOTOBOTO J1iKAPCLKOro 3acoby
3 6nictepu B (thbacyBaHHs), IHTepna6op Benn AT, LLBeliuapist - npuBeAeHHs y
KapTOHHI Kopo6Lyi BTOPVHHE NakKyBaHHS, BiANOBIAHICTb A0 peecTpaLiiiHuX MaTepiasis.
MapKyBaHHS:
lHcaHa CA,
LLiBeiiuapis
KOHTPO/b SIKOCTI:
Na6op Uonnixrep AT,
LLiBeiiuapis
KOHTPO/1b SIKOCTI:
IHTepnabop Benn AT,
LLisefiuapis
8. | ANlbBYMIH- pO3uuH ans TOB YkpaiHa BMPOGHMLTBO, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15875/01/01
BIO®APMA iHchy3iit, 10 % no "BIODAPMA nepBuHHE Ta 3MiHU | TUNY - 3MiHM y po3AiNi "To6i4HI peakLii” B iHCTPYKLUl peuenmom
50 mn, 100 mny MNNOA3MA" BTOPVHHE NakKyBaHHS, ONA MeANYHOro 3aCToCyBaHHs Ha nifcTasi OCHOBHOT
chnakoHi; no 1 BUMYCK Cepiif; iHcbopmallii 3 Gesnekm
dhnakoHy y nauui 3 BTOPWHHE NaKyBaHHS,
KapTOHY BUMycK cepiii: TOB
"BIO®APMA
MIA3SMA"
9. | ANlbBYMIH- po3uunH ans TOB YkpaiHa BMPOGHMLTBO, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15875/01/02
BIO®APMA iHchy3iit, 20 % no "BIO®APMA nepBuHHE Ta 3MiHW | TUNY - 3MiHW y po3Aini "ToGi4HI peakuii” B IHCTPYKUi peuenmom
50 mn, 100 My MAA3MA" BTOPUHHE MaKyBaHHS, AN MeNYHOro 3acToCyBaHHA Ha MifcTaBi OCHOBHOT

dhnakoHi; no 1

BWMYCK Cepil;

iHcbopma,ii 3 6esnekn
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
dhnakoHy y nauui 3 BTOPWHHE NakKyBaHHS,
KapTOHY BUNyck cepiii: TOB
"BIO®APMA
MNA3MA"
10. | AMITPUOTUNI pO3uunH ans ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux matepiasis: 3MiHu |l Tuny - 3a UA/5160/02/01
HY iH'ekuinn, 10 mr/mn, 06MeXeHo 06MEXeHOo 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta dhapmakoHarnsgy. peyenmom
FIAPOXNOPUA | nmo 2 mn B amnysii; BignoBigasibHi BiANOBiAa/IbHICTIO BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB BUAAYi
-3H no 5 amnyny cTio "XapkiBCbke peecTpauiiHoro NocBigYeHHs, BkIoYatoun MNnaH ynpasniHHA
6nictepi; no 2 "XapkiBcbke papmaueBTNyHE pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BMMararoTb(€)
6nictepn y thapmavneBTny nignpMEMCTBO NoAasTbLIOro 06rpYHTYBaHHSA HOBMMU [OAATKOBUM JaHUMW,
Kopo6Ui; Mo 2 Mn B He "300p0oB'a Hapoay" IO MatoTb HaAABaTMUCA KOMNETEHTHUM OPraHoM, OCKifIbKu
amnyni; no 10 nignpUeEMCTBO BMMAaraeTbCa CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm) -
amnyn y kopobui "3a0poB's BrikoHaHHA 3060B'A3aHb BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY
Hapoay" 1, nignyHkTy 2.3 NyHKTY 2 goaatky 15 go MNopsaky
NPOBeAEHHS eKCnepTU3nN peecTpaLiiHix maTepianis Ha
nikapcbki 3aco6u, Lo NoAalTbCa Ha AepXaBHY peecTpaLiio
(nepepeecTpadito), a TakoX ekcrnepTnsn martepianis npo
BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianiB NnpoTArom fii
peecTpaLiiHoro nocBif4YeHHs, 3aTBepAxXeHoro Hakasom MO3
Bif, 26.08.2005 Ne 426 (y pegakuii Hakazy MO3 Big, 23.07.2015
Ne 460)
11. AHOAPO®APM® | Tabnetku no 50 wmr, NAT Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/6064/02/01
no 10 TabneTok y "dapmak” 3MiHu | TNy - 3MiHa NnapameTpiB cneuudikaLii Ta/abo peyenmom

6nicTepi; no 2 abo
5 6nicTepiB y nayui
3 KapToHY

[0NyCTUMUX MEX FOTOBOTO /1iKapCbKOro 3acoby - 3miHa
napameTpiB cneuudikaiii - BUny4yeHHst nokasHuka "Aepocun”
BIAMNOBIAHO 40 BUMOT 3arasibHOi cTatTi APY, "Tabnetkun”; 3miHu

| TMNYy - 3MiHW Yy MeTogax BUNpobyBaHHA Ad®I npuBeeHO
T."Mikpob6ionoriyHa unctota” fo sumor EP/ADY; 3miHu | Tuny -
3MiHa y MeToAax BUnpobyBaHHSA roTOBOro NiKapcbKoro 3acoby

- 3MiHM Y MeToZax BUNPOGYBaHHS rOTOBOrO NiKapCbKOro

3acoby npvBeAeHo T. "MikpobionoriyHa umctoTa" Ao BUMOr
EP/A®Y; 3miHM | TUNY - 3MiHa Yy NapameTpax cneuudikauiii
Ta/abo [onyCTUMMNX MEX, BU3HAYEHNX Y crneumdikalisax Ha
A®I, ab0 BUXigHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTBLCSA y Npoueci BUpobHuuTea A®I - 3MiHa y
napameTpax crneuudikauii - BUNyYeHHs NokasHuka
"Temneparypa nnasneHHs" 3i cneumdikaii Ha gitouy
pevoBUHY; 3MiHM | TNy - 3MiHK B NpoLieci BUpo6HuuTBa AdI -
3MiHM B Npoueci BupobHuuTea A®| (LMnpoTepoHy auetarty)
Ans Bupo6Huka Hubei Gedian Humanwell Pharmaceutical Co.,
Ltd, China, y 38°A3Ky 3 yJOCKOHa/IEHHSIM TEXHO/IOMNYHOI0
npoLecy 3MiHEHO OpraHiYHi PO34YMHHMKN; CYMYTHS 3MiHA: 3MiHa
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n/n

JliKapcbK0O20
3acoby

(nikapcbka
chopma,
ynakoska)

3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Howmep
peecmpayjitiHo2
0 nocBi0YeHHs

12.

AHOPO®APM®

Tabnetkn no 100

MAT

Ykpaina

MAT "®apmak”

y MeTogax BunpobyBaHHA A®l abo BuxigHOro
mMaTtepiany/MpomiKHOro NPoAyKTy/peareHTy, Wwo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHMUTBa ADI - 3MiHa Y
MeTodax BUNPO6YBaHHSA P."3a/IMLLIKOBI Ki/TbKOCTi OpraHivyHmX
PO34MHHKKIB" Ans BMpo6Hmka Hubei Gedian Humanwell
Pharmaceutical Co., Ltd, China, y 38 3Ky Y40CKOHa/IEHHAM
TEXHOOrYHOro npotiecy

13.

APKYPOH

mr, no 10 TabneTok
y 6nictepi; no 3
abo 6 6nicTepiB y
nauui 3 KapToHy

niodpinizat gns

"papmak”

MAT

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUNy - 3MiHa napamMeTpiB cneuudikavin Ta/abo
[OMYyCTUMMX MeX roTOBOrO NiKapcbkoro 3acoby - 3MiHa
napameTpiB cneuudikauiii- BUIy4eHHs nokasHuka "Aepocun”
BiANOBIAHO 40 BUMOT 3arasibHOi cTartTi AdY, "Tabnetkun”; amiHn
| TMNYy - 3MiHM Yy MeTogax BunpobyBaHHa AD| npuBeaeHo
T."MikpobiosioriyHa unctota” fo Bumor EP/ADY; 3miHu | Tuny -
3MiHa y MeTogax B1UNpobyBaHHA roTOBOrO NiKapCbKoro 3acoby
- 3MiHM Y MeTofax BUNPOOYBaHHS rOTOBOTO NiKapCbKOro
3acoby npuBedeHo T "MikpobionoriyHa umctota" 40 BUMOT
EP/O®Y; 3miHu | TNy - 3MiHa y NapamMeTpax cnevmdikayin
Ta/abo fonyCTUMMUX MEX, BUSHAYEHNX Y crneumdikalisax Ha
A®I, abo BUXIAHWIA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuutea A®| - 3miHa y
napameTpax cneundikauiii - BUIyYeHHA NokasHuKa
"Temnepatypa nnasneHHa" 3i cneumdikauii Ha aiody
peyoBuHy; 3MiHK | TUNY - 3MiHK B NpoLieci BUpobHuuTea API -
3MiHM B npoueci BupobHuuTBa A®| (LMNpoTEpoHy aueTary)
Ansa snpo6bHuka Hubei Gedian Humanwell Pharmaceutical Co.,
Ltd, China, y 3B°3Ky 3 Y1IOCKOHa/IEHHSAM TEXHOJIOMNYHOI0
npoLecy 3MiHEHO OpraHiYHi PO3UYMHHWKN; CYNYTHS 3MiHa: 3MiHa
y MeToaax BunpobyBaHHA A®l abo BuxigHOro
mMartepiany/npomiKHOro NPoAyKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHMLTBA ADI - 3MmiHa Y
MeTofax BUNPO6YyBaHHSA P."3a/IMLLKOBI KiIbKOCTI OpraHiyHux
pO34MHHKKIB" Ans BUupo6Hmka Hubei Gedian Humanwell
Pharmaceutical Co., Ltd, China, y 38" 13Ky Y40CKOHa/IEHHSIM
TEXHO/OrYHOro npoLiecy

3a
peyenmom

UA/6064/02/02

PO34nHY Ans
iH'ekwjin no 4 mr, 10
amnyn B navui

"PAPMCTAH
[APT-
BIOAIK"

YkpaiHa

MAT
"®APMCTAHOAPT-
BIOAIK"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasnis: 3MiHu Il Tuny -
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB BUAaYi
peecTpauiniHOro NocBigYeHHs, BKIoYatoun MNnaH ynpasniHHSA
pu3nkamm (3acTocyBaHHS 3MiH(M), siki(a) BuMaratoTb(€)
noAasibLIOro 06I'PYHTYBaHHS HOBUMMW [OAATKOBUM AaHUMK,

L0 MakTb HagaBaTlCcA KOMIMETEHTHUM OpraHoM, OCKi/IbKU

3a
peyerimom

UA/6176/01/01
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
BUMaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoM)
BukoHaHHS 3060B'A3aHb BiAMOBIAHO A0 NigNyHKTY 1.13 NyHKTY
1, nignyHkTy 2.3 NyHKTY 2 gogatky 15 go Mopsgky
NpoBefEeHHS eKCNepTn3n peecTpauiliHnx matepianis Ha
nikapcbki 3acobwm, L0 NoAalTbCs Ha AepxaBHy peecTpawiio
(nepepeecTpadiio), a TakoX ekcrnepTnsn martepianis npo
BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB NpoTsarom gji
peecTpaLiiHoro NocBigYEHHSs!, 3aTBEPAKEHOr0 Hakazom MO3
Bif 26.08.2005 Ne 426 (y pegakuii Hakasy MO3 Big 23.07.2015
Ne 460).
14. | ACKOPBIHOBA | po3uuH gns ToBapucTBO 3 YkpaiHa KOHTPOb AKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/6255/01/01
KUCNOTA iH'eKujii, 50 Mr/mn; 06MEXeHOI0 BUNYCK Cepil: 3MiHW | Ty - 3MiHW, NOB'sA3aHi 3 HEOGXIAHICTIO NPUBEAEHHA Y | peyenmom
no 1 mn a6o no 2 BignosigansHi ToBapucTeo 3 BIANOBIAHICTb [0 MoHOrpadii AdY abo €poneiicbKoi
M B amnyi; no 10 cTIo 06MEXeHo0 chapmakonei, abo iHLIOi HaLioHa/IbHOI (hapmakonei Aepxasu
amnyn y nayji 3 "[locnigHuii BianosiganLHicTIo €C; cynyTHsi 3MiHa: 3MiHa y MeTofax BUNPoGyBaHHs
KapToOHy; Mo 1 Mn 3aB0/ "[loCNiAHWIA 3380/, [OMOMDKHOT peYOBMHY - 3MiHa y creumdikaLii Ta meTogax
abono 2 mns "rHLAC" "rHUJIC", YkpaiHa; KOHTPOJTH0 AKOCTi [LONOMIDKHUX PEYOBUH, Y 3B'A3KY 3i 3MiHOMO

amnyni; no 5 amnyn
y 6nictepi; no 2
6nicTepu y nauui 3
KapToHy; No 1 mn
abono2wmns
amnyni; no 10
amnyn y 6nictepi,
no 1 6nictepy y
nauwi 3 KapToHy

BCi cTagii
BMPOBHULTBA,
KOHTPO/b AKOCTI,
BMNYCK cepil:
ToBapucTBO 3
06MexeHot
BiANOBiAa/IbHICTIO
"GapmaueBTnyHa
KoMmnaHis "3gopos'a”,
YkpaiHa

BuMoOr dY Ha BUMOTM Aito4oro BugaHHs EP: - Hatpito
rigpokap6oHart (kputepii NPUAHATHOCTI 3a NOKa3HUKaMu
«Onnc/30BHILWLHIN BUTNSA», «PO3UYNHHICTE», METOANKY 3a
NoKasHNKOM «laeHTudikauis», «Cynbgatn», «KinbkicHe
BM3HAYEHHS», BUNYYEHHS MOKasHMKa «Baxkki meTanmn»,
3MiHEeHO nocunaHHAa 3 AdY 1.1 Ha EP* (gitove BugaHHs) 6e3
3MiHW METOAMKM Ta KpUTEPITB NPUIAHATHOCTI 3@ NOKa3HUKaMu
«lMpo30opicTb po3UKHY>», «KONbOPOBICTL PO3UMHY>»,
«KapboHaTu», «Xnopugmn», «Coni amoHito», «ApceH»,
«KanbLiii», «3ani3o»); - Hatpito cybgiT 6e3B0AHWIA
(KpuTepiiB NPUIAHATHOCTI 6€3 3MiHN METOAVKM 32 NOKA3HUKaMM
«laeHTudikalis», «Tiocynbatn», «3anizo», «CeneH»,
«LInHK», «Baxki meTanu», 3MmiHeHO nocunaHHsa 3 AdY 1.1 Ha
EP* (gitoue BugaHHs) 6€3 3MiHU MEeTOAUKN Ta KpUTepiiB
NPUIAHSATHOCTI 3a NoKasHMKamy «lpo30piCTb PO3UMHY»,
«KonbopoBicTb po3unHy», «KinbKicHe BU3HAYEHHS», 3MIHEHO
KpuTepii NPUAHATHOCTI Ta METOAUKY 3a NOKa3HUKOM «Onuc»,
«PO34YMHHICTB»); 3MiHKM | TMNY - 3MiHK, NOB'A3aHI 3
HeOoOXiJHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0 MOHOrpadii
LY abo €Bponeiicbkoi hapMakonei, abo iHLWOT HalioHaTbHOT
chapmakonei gepxasu EC; cynyTHA 3miHa: 3MiHa y MeTogax
BMNpo6yBaHHA A®I| abo BUXigHOro matepiasy/npoMikKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLEC
BMpO6HULTBa AP - NpBEAEHHS cneumndikaLii Ta MeTogiB
KOHTpono Ad| AckopbiHoBa kucnota Ao EP* fitoye BuaaHHs: -
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby chopma, 0 rnocsio4eHHs
ynakoska)
BW/TyYEHO NOKa3HWK «Baxki MeTann»; - yTOUHeHO METOANKY 3a

nokasHnkamu «lgeHtudpikauis (A)», «KibkicHe BUSHaUYeHHs»; -
3MiHa NocunaHHA Ha gjtoye BuaaHHa EP, 6e3 3miHn kpuTepiis
NPUAHATHOCTI Ta METOAMKM, 3a NOKA3HUKaMUN «PO3UYNHHICTb»,
«[lMpo30picTb po3UKHY>», «KOMBOPOBICTb PO3UMHY», «[TMTOMe
ONTUYHE 06epTaHHsA», «CynyTHI AOMILWKN», «Migb», «3anizo»,
«CynbhaTHa 30/1a», «MikpobionoriyHa yuctota»; 3MiHu | Tuny
- 3MiHa NnapameTpiB crneuudikaLliii Ta/abo AonyCcTUMUX MexX
rOTOBOrO /1iKapCbKOro 3acoby; CynyTHS 3MiHa: 3MiHa y MeToAax
BMNPOO6YBaHHA roTOBOro /IiKAPCbKOro 3acoby - 3MiHU B
cneuudikaLii Ta MeTogax KOHTPO/IH0 FOTOBOrO /iKapCbKOro
3acoby: - NpuBeAEHHS Y BiANOBIAHICTL 40 BUMOT 3arasibHOl
cTaTTi APY* fitove BULAHHSA, KpUTEPIiB NPUAHATHOCTI Ta
MeToANMKY 3a NOKA3HNKOM «MexaHiuHi BKNOUEHHS»; -
BUNYYEHHS NokasHuKa «liporeHn» Ta BBeAEHHS 3MiCTb HbOrO
nokasHuka «bakrepiasibHi eHO0TOKCUHWY; - BBEIEHHSA
nocunaHb Ha gitovy pegakuiio AdY (4PY*) oo cneumdikayii Ta
MeTOZjiB KOHTPO/I0, 63 3MiHN MeTOAMKMN Ta KpUTepiiB
NPWAHATHOCTI, 3a NOKa3HMKaMu «laeHTudikauis»,
«Mpo30opicTb», «KONbOPOBICTb», «pH», «'ycTUHa»,
«Okcanatn», «O6’eM, LLO BUTATYETLCA», «CTEPUNbHICTb»,
«AHOMaJIbHa TOKCUYHICTb», «KiNbKiCHE BU3HAYEHHS»; 3MiHW |
Tuny - 3MiHa napameTpiB cneyudikauiin Ta/abo gonycTummnx
MeX /19 AONOMKHOT PEUOBWHW; CYNyTHA 3MiHa: 3MiHa Y
MeTogax BUNPo6yBaHHA [ONOMDKHOT PEHOBUHM - 3MIHW [0
crneundikayii Ta MeToAiB BXigHOro KOHTPOSIO fOMOMIXKHOT
peyoBuHM Boaa ans iH'exuild, y 3B'A3Ky 3 NPUBEAEHHAM [0
BMMOT AOKyMeHTaL,ii BAPOOHMKA: - MOKa3HWKN
«MikpobionoriyHa unctota» Ta «BMmicT 3aranbHoOro
OpraHiyHoro BYr/ieLo» AONOBHEHO [0AaTKOBNMMW MeXamMm
«PiBeHb nonepemKeHHs». - NoOKasHWK «bakTepiasbHi
€H0TOKCUHW» [OMNOBHEHO A04AaTKOBMMU MexaMun «PiBeHb fjii»
Ta «PiBeHb nonepemkeHHs»; 3MiHM | TUMy - 3MiHW, NOB'A3aHi 3
HeOoOXiJHICTIO NPYBELEHHS Y BiANOBIAHICTL A0 MOHOrpadii
Loy abo €Bponeiicbkoi hapmakonei, abo iHLWOT HalioHaIbHOT
thapmakonei gepxasu €C; cynyTHA 3MiHa: 3MiHa y MeToAax
BMNPOGYBaHHA JOMOMDKHOI PEYOBUHN - NPUBEAEHHS
cneumagikaLii Ta MeToAiB KOHTPOJO AKOCTI JONOMIXHUX
PeyoBUH [0 BUMOT Ajto4oro BugaHHs AdY (AdY*): - HaTpito
rigpokap6oHat Ta HaTtpito cynbiT 6€3BOAHWMI (3MIHEHO
KpUTepii NPUAHATHOCTI Ta METOANMKY 3a NOKa3HUKOM «MBY»); -

Boga ans iH’ekuili (3MiHeHo nocunaxHs 3 4dY 1.2 Ha AdY*
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
(aoitoue BugaHHs) 6e3 3MiHM METOAUKU Ta KpUTepiiB
NPUIHATHOCTI 3a NoKasHMKamMu «Mpo30opiCcTb»,
«KonbopoBicTb», «[UTOMa eN1eKTPONpoBIAHICTb», «BMicT
3araslbHOr0 OpraHiuHoro ByrneL», «MbU», «bakTepiasibHi
€HAO0TOKCUHW», BUTyYEHO NOKa3HWK «Baxki MeTanu»); 3minu |
Tuny - 3MiHa napameTpis cneyudikauin Ta/abo gonycTummnx
MeX NepBUHHOT yNakoBKW rOTOBOTO NiKapCbKOro 3acoby -
BUYyYEHHA 3i cneyudikaLii Ta MeToAiB KOHTPOIO NEPBUHHOT
yMakoBKM (amMnynu CKASIHOT) FOTOBOTO NiKapCbKoro 3acoby
nokasHuka «MikpobiosoriyHa yncTota»
15. | ACMAPKAM po3uunH ans MAT YkpaiHa MAT "Fanuudpapm" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasis: 3MiHW 3 AKOCTI. 3a UA/1309/01/01
iH'eKL;jiA, no 5 mn B "Tannudapm” [oTOBWIA NiKapcbkWii 3aci6. Cuctema peyenmom
amnyni, no 5 amnyn KOHTeliHep/3aKkynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
y 6nictepi; no 2 roTOBOrO NiKapCbKOro 3acoby (BU/yYeHHs1 ynakoBK/ NEBHOTO
6nicTepu y nauuj; po3mipy) - BunyueHHs ynakosku: no 5 mn B amnyni, no 10
no 10 mn B amnyi; amnyn y kopoobui
no 5 amnyny BBefeHHA 3MiH NpOTArom 6-Tu MiCALB NiCNA 3aTBEPAKEHHS.
6nicTepi; no 2
6nictepn y nauui
16. ATOPBACTAT TabneTku, BKPUTI TOB "TeBa Ykpaina Tesa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH [j0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/16377/01/01
NH-TEBA nniBKOBOKO Ykpaina" AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuenmom
o6onoHkoto, no 10 3asBHUKa (BNacHMKa peecTpaLiiHoro nocBig4YeHHs) - 3MiHa
mr no 10 TabneTok afpecy 3asiBHVKa (B/laCHUKa peecTpaviiiHoro noceigyeHHs):
y 6nicTepi no 3 abo
6, abo 9 bnicTepis
y kopobuj
17. ATOPBACTAT TabneTku, BKPUTI TOB "TeBa Ykpaina Tesa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/16377/01/02
NH-TEBA nniBKOBOIO YkpaiHa" AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
o60onoHkoto, no 20 3asBHUKa (BNacHVKa peecTpaLliiHoro nNocBig4YeHHs) - 3MiHa
mr no 10 TabneTok afpecy 3asBHVKa (B/laCHUKa pPeeCcTpaLiiiHOro NocBigYeHHs):
y 6nicTepi no 3 abo
6, abo 9 6nicTepis
y kopobuj
18. ATOPBACTAT TabneTkn, BKPUTI TOB "TeBa Ykpaina TeBa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHM | TNy - 3a UA/16377/01/03
NH-TEBA nniBKOBOIO YkpaiHa" AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
060n0HkKot0, no 40 3asBHUKA (BNacHVKa peecTpaLiiHoro NocBig4yeHHs) - 3MiHa
mr no 10 TabneTok afpecy 3asBHVKa (B/laCHUKa peecTpaLiiiHOro NocBigYeHHs):
y 6nictepi; no 3
abo 9 6nictepiB y
KopoobLi
19. ATOPBACTAT TabneTkn, BKPUTI TOB "TeBa Ykpaina TeBa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHM | TNy - 3a UA/16377/01/04
NH-TEBA n1iBKOBOKO AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
o6onoHkoto, no 80 YkpaiHa" 3asBHUKa (BNacHVKa peecTpaLliiHoro NocBig4YeHHs) - 3MiHa peyenmom
mr no 10 TabneTok agpecy 3asiBHMKa (BNacHMKa peecTpauiiniHoro nocBigveHHs):
y 6nictepi; no 3
abo 9 6nicTepiB y
Kopoo6Li
20. AYTMEHTUH™ NOPOLLOK AN nakcoCwmitKn Benuka CwmiTKNsliH Bivem Benuka BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/0987/01/01
PO34mnHy Ans AiH EkcnopT BpuTtaHis dapmacbroTrKanc BpuTaHis AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
iH'eku;in, 1000 Nimiteq MiCL MPOBaKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa
mr/200 wmr, 10 rOTOBOrO NiKapCbKOro 3acoby, BKIYAKUUN AiNbHNL BUMYCKY
hnakoHiB 3 cepii abo micue NpoBefeHHs KOHTPOIO AKOCTI. (AisfbHICTb, 3a
NOpPOLLKOM B AKY BiANoBigae BUPOGHMK/IMNopTep, BKIOYaoUM BUMYCK Cepiid)
KapTOHHI ynakoBLi 3MiHa agpecyn BUpo6HUKa CMiTKnsliH Biuem ®apmacboTukasic,
6e3 3miHM Micus BUpobHMLTBaA. BBEAEHHS 3MiH NpoTArom 6
MicaLiB nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHN Wwoao
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHLwi 3miHn)
3aMiHa rpadiyHoro ohopMIEHHS NEPBUHHOI Ta BTOPUHHOI
yNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3 BiAMOBigHUMM
3miHamu 1o po3ainis MKA N3 (po3gin «IpadivyHe 306paxeHHs
yNakoBKW» 3aMiHEHO po3aifioM «MapKyBaHHs»). BBeeHHs
3MiH NPOTAroM 6 MicALiB Nic/a 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta dhapmakoHarnsamy.
BunyueHHs (cuna gii) BunyveHHa gosysaHHs 500 mr/100 mr.
BBefeHHs1 3MiH NpOTAroM 6 MicALiB Nic/a 3aTBEPAXXEHHS
21. AYPIOEKCAH Kpanni ByLwHi, 0,5 ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a UA/10132/01/01
mr/mMn no 5 mn abo 06MeXeHo BMpPOOHULTBA, 3MiHu | TNy - 3MiHa Y MeToAax BUNPOBYBaHHS rOTOBOTO peyenmom
10 Mn 'y chnaKoHi; BiANOBIiAANLHI KOHTPO/Tb SIKOCTI, NikapcbKoro 3acoby; cynyTHsi 3MiHa: 3MiHa napameTpis
no 1 chnakoHy B cT0 BUNYCK Cepil: cneuudgikauii Ta/abo AONYCTUMMX MEX FOTOBOrO /iKapCbKOro
KOMMNAEKTi 3 "NoCNigHWI TOBapUCTEO 3 3acoby - 3MiHM B cneuumgikaLii Ta MeTofax BUNpo6yBaHHs
KPWLLIKOO- 3aBof 0OMeXeHo roToBoro I'IiKapCbKOFO 3aco6y 3a NoKasHUKaMu: -
KpanenbHULEIo B "rHUC" BignoBigasIbHICTIO «MikpobiosioriyHa YncToTa» BHeCeHi 3MiHM A0 cneuudpikauii Ta

naui 3 KapToHy

"[locnigHuii 3aBog
"THUNC", YkpaiHa,;
BCi cTagii
BMPOGHMLITBA,
KOHTPO/b AKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
06MexeHo
BiANOBIAANbHICTIO
"®APMEKC rpyn",
Ykpaina

MeTO/y KOHTPO/IK0 Ta 3aMiHeHO nocunaHHs A®Y Ha AdYy* (*
aitoye BUAaHHA); - «laeHTudikauis», «Mpo3opictb»,
«KonbopoBicTb», «'ycTuHa», «ETaHon» Ta «KinbkicHe
BU3HAYEHHS» BBEAEHO nocunaHHa AdY* (* gitoye BuaaHHA)
B3aMiH 1dY, 6€3 3MiHN KpUTEpIiB NPUAHATHOCTI Ta
aHaNiTUYHNUX METOAMK; 3MiHW | TUNY - 3MiHW, NOB'A3aHi 3
HeOoOXiJHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0 MOHOrpadii
[dY abo €sponeiicbkoi hapmakonei, abo iHLWOI HalioHabHOT
chapmakonei gepxasu €C; CynyTHA 3mMiHa: 3MiHa y MeTogax
BUMNPOOYBaHHA AOMOMIKXHOI PEHOBUHN — NMPUBELEHHS
cneundikauii Ta MeTOAiB BUNPOGYBaHHSA [OMOMDKHOI
pevoBUHM eTaHo 96% v BigNoOBIAHICTL A0 BuMor JY/EP 3a
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

®dopma sunycky
(nikapcbka
chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Howmep
peecmpayjitiHo2
0 nocBi0YeHHs

MOKa3HNKaML:

- «30BHILWLHIA BUrNAL», «PO3UMHHICTb», «lgeHTudikauis»,
«[lMpo3opicTb», «KoNbopoBICTb», «KNCMNOTHICTL ab0 NMYXHICTb»,
«BigHOCHa rycTnHa», «ONTUYHA ryCTUHa», «J1eTKi JOMILLKN»,
«Cyxuii 3annwok», «KinbkicHe BU3Ha4YeHHs» 3MiHEHO
nocunanHa 3 EP 7.0 Ha EP*, 6e3 3MiHu KpuTepiis
NPUIHATHOCTI Ta METOAIB BUNPOOYBaHHs; - «MikpobiosioriyHa
yucToTa» 3MIHEHO KpUTEPIT NPUAHATHOCTI Ta MeToam
BMNpo6yBaHHA 3 AdY 1.4 Ha APY*; 3MiHu | TURY - 3miHa
napameTpiB crneuudikaliin Ta/abo fonyCcTUMUX MeX NepBUHHOT
yMNaKoBKM FOTOBOrO NiKAPCbKOro 3ac0o0y; CynyTHS 3MiHa: 3MiHa
y MeTogax BunpobyBaHHA NEPBUHHOI yNakoBKW rOTOBOrO
nikapcbKoro 3acoby — 3MiHM y cneuudikaii Ta metogax
KOHTPO/0 NEPBUHHOI YNakoBKu (p/1akoH 3 TPYOKM CKAAHOT oNs
nNiKapcbkoro 3acoby, NPo6KM rymMoBi MeAnUHI) 3a NOKa3HUKaMU:
- «loBepxHeBa TigponiTNYHa CTilKiCTb» 3MiIHEHO NOCUIaHHSA 3
OoY 1.1 Ha AdDY*, 6e3 3MiHW KpUTepii NPUAHSATHOCTI Ta
MeToziB BUNpo6yBaHHS; - «MikpobionoriyHa uncToTa»
BBEAEHO NOKa3HWK 3rifHO BUMOr A®Y*; 3miHu y cneumdikaui
Ta MeTogax KOHTPO0 NePBUHHOT yNakoBku (MPO6KN MeanyHi
ryMOBI) 3a nokasHvkamu: - «lgeHTudikauis», «fpo3opicTsb i
KOMbOPOBICTb PO3UNHY», «KNCNOTHICTb 260 NMYXKHICTb»,
«ONTUYHa rycTUHa», «Pe4yoBMHH, L0 BiJHOBNIOKTLY», «Baxki
mMeTanm», «Corni amoHito», «/1eTki cynbdian», «Cyxuii
3aMLWOK», «LIMHK, L0 ekcTparyeTbes», «CTepubHICTb»
3MiHEHO nocunaHHA 3 AdY 1.1 Ha AdY*, 6e3 3MiHN KpuTepiiB
NPUAHATHOCTI Ta METOAIB KOHTPO/0; - «MikpobionoriyHa
YMCTOTa» 3MIHEHO KpUTepIi NPUAHATHOCTI Ta MeToAN
BMNpoGyBaHHA 3 AdY 1.4 Ha AdY*

22.

ALMKNOCTAR
®

Kpem 5% no 2,0ry
Ty6i; mo 1 Ty6i B
KapTOHHI Kopo6Lyi

CTAIA
ApuHaiimiTTen
b Al

HimeyunHa

CTAIA
ApuHaiimitTens Al

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHuM | TUNY - NOAAHHA OHOB/IEHOTO cepTudikaTa
BignosigHocTi €E® No. R1-CEP 2001-283-Rev 03 ans gjto4oi
PEYOBUHM aLUK/IOBIPY Bif 3aTBEPXEHOr0 BUPOOHWMKA 3i
3MiHOK TepMiHy MOBTOPHUX BUNPOGYBaHb ADI
(3anponoHoBaHo: 4 Poku); 3MiHK | TMNy - NOAAaHHS HOBOTO
cepTudikaTa BignoBigHOCTI E€Bponelicbkinn hapmakonei No.
R1-CEP 2003-218-Rev 03 gns gjto4oi pe4yoBMHN aumKIoBipy
BiJ 3aTBEpPAKEHOr0 BUPOBHNKA; 3MiHU | TUMY - 3MiHa nepiogy
NOBTOPHMX BMNpoGyBaHb/nepiogy 36epiraHHa abo yMoB
36epiraHHa APl - BBeeHHS nepiody NOBTOPHOrO
BunpobysaHHA APl aumknoBsipy Ha 5 pokiB 415 BUPOBHMKa
LiH0401 peYOBUHYM; 3MiHK | TUMy - 3MiHa Y MeToAax

6e3
peyenma

UA/3806/01/01
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20 ry Ty6ax; no 20
ry Ty6i, no 1 ty6iy
nauui 3 KapToHy

cepii abo micue NnpoBefeHHs KOHTPOIIO SKOCTI. (AisfIbHICTb, 3a
SIKy BiANOBiAa€e BUPOGHMK/IMNOpTep, BKIOYaUM BUMYCK Cepiid)
- 3MiHa agpecy Micus NPOBaKEHHNA AiSNIbHOCTI BUPOOHUKA
N3, 6e3 3miHN Micus BUpoOHMLTBA BBEAEHHS 3MiH NPOTAroM
3-x MicsLiB NicNsA 3aTBEPKEHHS.; 3MiHK | TUny -
AnMiHiCTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo agpecu
3asiBHUKA (BNacHMKa peeCTpaLliiHOro NocBigYeHHs) - 3MiHa
agpecy 3asiBHVKa (BlacHUKa peecTpaviiiHoro nocBigYeHHs)
BBefeHHA 3MiH NpoTAroM 3-x MicsLiB NiCNsA 3aTBEPLXKEHHS;
3MiHM Il Tuny - 3miHK 3 skocTi. A®I. BupobHuuTteo. 3miHa
BMPOGHMWKA BUXIAHOr0/NPOMIKHOTO NPOAYKTYy/peareHTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUYOMY npoLeci ADl, abo 3miHa
BMPOGHMKa (BKNtoYatouun, e HeobxigHo, MicLie NPoBefeHHS
KOHTPOsH0 siKocTi) AdI (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[0Cbe)(BBELEHHS HOBOTO BUPO6HUKa APl 3 HagaHHAM MacTep-
thaiina Ha A®I)- BBeieHHSI HOBOrO BMPObHUKa Ad|
nesomeHTtony SILVERLINE CHEMICALS, India, (Type IV DMF
Module 3) 3 HagaHHAM MacTep-daiina APl oo Bxe
3aTBEPMKEHNX BUPOOHWKIB; 3MiHU |l TUNY - 3MiHK 3 aKkocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOGHUKA BUXiAHOro/NPOMIKHOMO
nNpoayKTy/peareHTy, WO BUKOPUCTOBYOTLCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUpo6HMKa (BKAOUaoum, ae
HeobXifHO, MicLe NPoBeAeHHS KOHTPOSO AKoCTi) AP (3a
BifICYTHOCTi cepTudikaTa BignoBigHOCTI E€Bponeiichkili
thapmakonei y 3aTBepKeHoMy A0CbE)(BBEAEHHS HOBOIO
BMPO6HMKa A®| 3 HafaHHAM MacTep-thaiina Ha AdI) -
BBEeJEHHS1 HOBOro BUpo6HuMka A®| nesomeHTony, Bhagat
Aromatics LTD., India 3 HagaHHAM mMacTep-ghaiina A®| (DMF

Version No 3, review date 17-07-2016) A0 BXe 3aTBEPMKEHMX

Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
BUMNPOBYBaHHS rOTOBOTO NiKapCbKOro 3acoby - 3MiHW
aHasliTUYHOT METOAMKN 38 NOKa3HNKOM «CTOPOHI AOMILLKMN»
23. BETAJEPM® Masb no 15 r y Ty6i; TOB Ykpaina dPapmsasog, €nbha Monbwa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a UA/3511/02/01
no 1 Ty6i B "BAJIEAHT AT. 3MiHW | TURY - 3MiHW 00 IHCTPYKUIT ANA MeAnYHOro peyenmom
KapTOHHIM Kopo6Lj OAPMACbBIO 3acTocyBaHHs 4o po3ainis "OcobMBOCTI 3acTOCyBaHHS" Ta
TIKAN3" "Mo6iuHi peakuii” BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[ocbe. BBeA€HHA 3MiH NPOTArom 3-xX MicAwiB nicns
3aTBepAKEHHA
24, BOM-BEHI'E Masbno 25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasiB: 3MiHM | TNy - 6e3 UA/7622/01/01
MA3b KOHTelHepax PapmaLeBTuy dPapmaLeBTUYHa AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
naacTMacoBux; no Ha habpuka habpuka "Biona" MiCLA MPOBaKEHHS AisNbHOCTI BUPOGHMKa/imnopTepa
"Biona" roTOBOro Nikapcbkoro 3acoby, BKIYaUN AiNbHAL BUMYCKY
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
BVPOGHMKIB
25. | BOPHA pO3uunH ans TOB "OKM YkpaiHa TOB "OKnM YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/3504/01/01
KNCNOTA 30BHILUHLOTO "hapmaueBTu "®apmMaueBTNYHa AAMIHICTPaTUBHI 3MiHW. BunyyeHHst BUPO6HUYOI AinbHUL peyenma
3aCcTOCyBaHHs, yHa thabpuka" habpuka" (Bktovaroum ginbHui ans A®I, NpomMixXHOro NpoaykTy abo
cnupToBuii 3 % no roTOBOrO JIiKaPCbKOro 3acoby, AiNbHULi 415 MPOBEAEHHS
10 mn a6o no 20 nakyBaHHs, BUPO6HWKa, BigNoBifasibHOr0 3a BUMYCK Cepild,
My donakoHax MicLie NpoBeAEeHHS KOHTPOJIO cepil) abo nocTayasibHrKa
BMXifHOrO Matepiany, peareHTy abo fONOMiXHOT peYOBUHN
(SIKLLO 3a3HAYEHO Y AO0CbE) BUTYYEHHS OOHIET i3 ABOX
3aTBEPMKEHUX AiNbHULL BUPO6HMKa TOB "AKM
"apmaueBTMyHa thabpuka” YkpaiHa. BBegeHHs 3MiH
NPOTAroM 6-T1 MIiCALLIB MiCNA 3aTBEPKEHHSA
26. BPAVNAAH® po34nH ans LWepinr-Mnay LLisefiuapis BVPOGHMLTBO CLIA/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/10458/01/01
iH'ekuild, 100 mr/mn CeHTpan Ict Hepo3schacoBaHol HigepnaHngm AAMIHICTPaTUBHI 3MiHW. BUnyyeHHs BUPOOGHUYOT AinbHUL peyenmom
no2mna6o5mny Al npoAyKuii, NnepBuHHe (Bkntovaroun ainbHuLi Ans APl NPOMKHOTO NpoaykTy abo
thnakoHi; no 10 nakyBaHHs1, KOHTPO/1b roTOBOrO NiKapCbKOro 3acoby, AiNbHULI A8 NPOBEAEHHS
hnakoHiB y cepii B nepsuHHOMY nakyBaHHs1, BUPOGHUKA, Bi4NOBIAANBHOMO 3a BUMYCK Ccepil,
KapTOHHI ynakoBLi nakyBaHHi Ta nig vac MicLle NpoBefEeHHSA KOHTPOIO cepil) abo noctavyanbHUKa
BMNpobyBaHb BMXifHOro Matepiany, peareHTy abo fONOMiXXHOT pevOBUHN
cTabinbHoCTI: (AKLLLO 3a3HAYEHO Y A0CHE) - BUTyYEHHS BUPO6GHNKa OpraHoH
MaTeoH (Ipnangis) Nta., Ipnangis (BUPO6HULTBO HEpo3dhacoBaHOT
MaHydekuypiHr NPOAYKLUIT, NepBUHHE NakyBaHHS, KOHTPO/b Cepii B
Cepsices En. En. Ci., nepBMHHOMY NakyBaHHi Ta nig yac BunpobysaHb
CLWA cTabinbHOCTI). BBEAEHHS 3MiH NpOTArom 6-Tu MicauiB nicns
Bupo6bHMLTBO 3a 3aTBepXeHHS. 3MiHu | Tuny - 3MiHW Woa0
NOBHUM LMK/IOM, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
BK/TIOHAI0UM [03BIN HA OHOBJIEHHA 3aTBEPAKEHOrO TEKCTY MapKyBaHHA NepBUHHOI Ta
BWMYCK Cepii: BTOPUHHOI YNakoBOK /13 3 BHECEHHAM 3MiH [0 TEKCTy
H.B. OpraHoH, MapKyBaHHS: BHECEHHS /IOrOTVMNY KOMNaHii Ha NepPBUHHY Ta
Higepnanan BTOPVIHHY YMaKoOBKWU. BBeAEHHS 3MiH NpPOTSArom 6-Tv Micsiis
nicnsa 3aTBepKeHHs.
27. BPEKCIH® Tabnetkn no 20 mr K'esi ABCTpIst K'esi ®apmaueyTuui ITanis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/4636/01/01
no 10 TabneTok y dapmac'toTike C.n.A. 3MiHY | TUny - 3MiHa Ha3BW BUPO6HUKa ADI nipokcukamy - peyenmom
6nictepi; no 1, 2 n3 rMeX 6eTagekcy, 6e3 3MiHM MicLA BUPO6HULTBA
abo 3 6nictepu B
nauui 3 KapToHy
28. | BPUIbAHTOB | po3uvH Ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/7458/01/01
WA 3ENEHNIA 30BHILUHLOTO PapmaueBTny PapmaueBTUyHA AZMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenma
3aCTOCyBaHHs Ha pabpuka thabpuka "Biona" 3as1BHMKa (B/1aCHMKA PeECTPaLiiHOro nNoceig4yeHHs) 3MiHa
cnupToBuii 1 % no "Biona" agpecu BeegeHHA 3MiH NpoTarom 3-x micsAuiB nicns

15 mn y doakoHi;
no 1 conakoHy B

3aTBEPIKEHHS.
3MiHu | TMNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
nauui 3 KapToHy; Nno Ta/abo agpecy MicLs NPOBaXEHHS AiS/IbHOCTI
15 mn y donakoHax BMpPOGHMKa/iMNopTepa roToBOr0 JliKapCbKoro 3acoby,
BK/IOUAIOUM AiNbHULj BUMYCKY cepil abo micue npoBeeHHS
KOHTPO/IO AKOCTI. (AisANbHICTb, 3a Ky BifgnoBigae
BMPOGHMK/IMNOpTep, BKOYaouy BUMYCK cepiidl) 3miHa agpecu
BMpo6HuKa MNpAT dapmauesTuuHa thabpuka "Biona”, Ykpaina
6€3 3MiHN (haKTUYHOro MicLSl BEAEHHA AisfIbHOCTi BBeAeHHs
3MiH NPOTArom 3-X MICALIB MiCNA 3aTBEPAKEHHS.
29. BYMNPEHOP®IH | po3uvH gns ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx MmaTtepiasis: 3miHn Il Tuny - 3a UA/6573/01/01
Yy iH'eKUi, 0,3 mr/mn 06MeXeHo 06MexeHo 3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta hapMakoHarnsgy. peyenmom
FIAPOXNOPUA | no 1 mn B amnyni; BiANOBiga/TbHI BiANOBIAANbHICTIO BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB BUAAYi
no 5 amnyny cTio "XapkiBCbke peecTpauiiHoro nocBif4YeHHs, BKIYaoum MNnaH ynpasniHHS
6nicTepi; no 1 abo "XapkiBCcbke thapmavueBTuyHe pu3nkamm (3acTocyBaHHS 3MiH(M), siki(a) BUMaratoTb(€)
2, abo 20 6nicTepiB | hapmaueBTny nigNpPUEMCTBO noJasibLIOro 06r'pyHTYBaHHA HOBUMUW A0AATKOBMM AaHUMMU,
y KOpoo6u;i 3 He "300p0oB'a Hapoay" L0 MatoTb HaAABaTUCA KOMNETEHTHUM OPraHOM, OCKiflbKu
KapTOHY nianpueMcTBO BMMaraeTbCs CyTTEBA OLLIHKA KOMMETEHTHUM OpraHom)
"3a0poB's BrKoHaHHA 3060B'A3aHb BiANOBIAHO A0 NiANyHKTY 1.13 nyHKTY
Hapoay" 1, nignyHKTy 2.3 NYHKTY 2 goaatky 15 go MNopsaky
NpoBeeHHA ekcnepTn3n peecTpaLiiHix matepianis Ha
nikapcbki 3aco6u, Lo NofalTbCA Ha AepXXaBHY peecTpaw;iio
(nepepeecTpadito), a TakoX ekcnepTnsn marepianis npo
BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianiB NnpoTArom fii
peecTpauiiHoro nocBifg4YeHHs, 3aTBepAxeHoro Hakasom MO3
Bif 26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big 23.07.2015
Ne 460).
30. | BATIUWH- KpeMm BariHa/ibHUi ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/1712/01/01
340POB'A 2% no 20 r y Ty6i; 06MexeHo 06MexeHot AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuyenmom
no 1 Ty6i pasom 3 3 | BignoBigabHi BiANOBiAa/IbHICTIO MiCLii NPOBaPKEHHS AISNbHOCTI BUpObHUKa/imnopTepa
annikaropamu cTio "dapmaLeBTnyHa roTOBOrO /iKapCbKOro 3acoby, BKIOUaUM AiflbHUL BUMYCKY
BariHalbHUMN Y "hapmaueBT KoMnaHis "3gopos'a” cepii abo MicLie NpoBefeHHS KOHTPOJIHO SKOCTI. (BiSANbHICTL, 3a
KapTOHHI Kopo6Lyi YyHa KOMNaHis AKy BiANOBIAa€e BUPOGHMK/IMNOpTep, BKIOYaoUM BUMYCK Cepiid)
"3popos's” 3MiHa agpecu BMpPOGHUka ToBapucTBa 3 0OMEXEHOID
BiANOBIAa/bHICTIO "®apmaveBTnyHa koMnaHis "310poB’s”,
YkpaiHa 6e3 3MiHV hakTUYHOro Micus BEAEHHS Ais/IbHOCTI.
BBefeHHS 3MiH NPOTArom 6-TW MICALIB NiC/1A 3aTBEPAKEHHS.
3MiHuW | TUNY - AgMiIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
nocsifgyeHHs) 3miHa agpecun. BeeeHHSA 3MiH NPOTArom 6-Tu
MiCALIB MICNA 3aTBEPLKEHHS.
31. BA3AP TabneTku, BKPUTI TOB "TeBa YkpaiHa AkTaBic NTA, Manbta ManbTta/ BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepianis: 3MiHa 3asBHMKA 3a UA/5463/01/01
nNiBKOBOKO YkpaiHa" BankaHgapma- Bonrapis (BnacHvKa peecTpauiinHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmowm

060/10HKOH, N0 40

AdynHunus AT,

Big 23.07.2015 Ne 460):
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby chopma, 0 rnocsio4eHHs
ynakoska)
Mmr no 10 TabneTok Bonrapis
y 6nicTepi, no 3
abo 9 6nicTepiB y
KapTOHHI Kopo6Lyi
32. | BA3AP TabneTku, BKpUTI TOB "TeBa YkpaiHa AxTasic /T4, Manbta ManbTa/ BHECEHHS 3MiH [0 peecTpauiiiHuX maTepiasnis: 3MiHa 3asiBHVKa 3a UA/5463/01/02
nNiBKOBOKO YkpaiHa" BankaHgapma- Bonrapis (BnacHWKa peecTpauiinHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
060/10HKO10, M0 80 [Oynuunus AT, Big 23.07.2015 Ne 460):
mr no 10 TabneTok Bonrapis
y 6nicTepi, no 3
abo 9 6nicTepis y
KapTOHHI Kopo6Lyi
33. BA3AP TabneTkn, BKPUTI TOB "TeBa Ykpaina AkTaBic T4, Manbta ManbTta/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasnis: 3MiHa 3asBHMKA 3a UA/5463/01/03
nNiBKOBOKO YkpaiHa" BankaHgapma- Bonrapis (BnacHWKa peecTpauiinHoro noceigveHHs) (3rigHo Hakasy MO3 peyenmowm
06010HKO0, No 160 [ynHuus AT, Bif 23.07.2015 Ne 460):
mr no 10 TabneTok Bonrapis
y 6nictepi, no 3
abo 9 6nicTepis y
KapTOHHI Kopo6Lyi
34. BA3AP TabneTkn, BKPUTI TOB "TeBa Ykpaina AkTaBic NTA, Manbta ManbTta/ BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepiasnis: 3MiHa 3asBHMKA 3a UA/5463/01/04
nNiBKOBOKO YkpaiHa" BankaHapma- Bonrapis (BnacHvka peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peuenmom
06010HKO0, No 320 [ynHuus AT, Bif 23.07.2015 Ne 460):
Mr no 10 TabneTok Bonrapis
y 6nictepi, no 3
abo 9 6nicTepiB y
KapTOHHI Kopo6Lyi
35. BIPOTEK po34nH ons TOB Ykpaina dapmaLeBTUYHa YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/9773/01/01
IHTUM 30BHILUHLOTO "BANNAPTIH thabpuka Kl AnMiHiCTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo agpecu peuyenma
3acTocyBaHHA 0,02 PAPMA" "flyraHcbka obnacHa 3asBHUKa (BNacHWKa peeCTpaLiiiHoOro NocBig4YeHHs) 3MiHa
% no 50 r abo no "®bapmauis” afpecu 3asaBHUKa: BBeAeHHS 3MiH NpoTAroM 3-x MicsiliB nmicns
100 r y donakoHi; 3aTBEPMAKEHHS.
no 1 dpnakony y
nauuj
36. FEMUUBIH niodpinizat gns TOB "TeBa Ykpaina CiHgaH ®apma CP/1, , PymyHis/ 3MiHa 3asiBHMKa (BlacHMKa peecTpaviiHoro nocBigyeHHs) 3a UA/7994/01/01
PO34mnHy Ans Ykpaina" PymyHis ITanisa (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460): peyenmom
iHdpysii no 200 wr; AkTasic ITania C.n.A., BBefeHHA 3MiH NPOTAroM 6-Tu MICALIB NiC/1A 3aTBePXKEHHSA
1 chnakoH 3 ITanis
niodpinizatom y
KapTOHHI Kopo6Lyi
37. | TEMUMBIH niodpinizat ana TOB "TeBa YkpaiHa CinpgaH ®apma CP/, , PymyHisi/ 3MiHa 3asBHMKa (B1lacHMKa peecTpaviiHoro nocBigYeHHs) 3a UA/7994/01/02
po3unHy AnA YkpaiHa" PymyHis ITania (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460): peyenmom

iHdpy3iin no

AkTasic ITanis C.n.A.,

BBefeHHs1 3MiH NpoTArom 6-T1 MiCALIB MiC/1A 3aTBEPAKEHHS
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
1000 wr; 1 chnakoH ITanis
3 nliodpinizatom y
KapTOHHI Kopo6Lyi
38. FEMUUBIH niocpinizat ans TOB "TeBa Ykpaina CiHgaH ®apma CP/1, , PymyHis/ 3MiHa 3asBHMKa (BNacHUKa peecTpauiiHoro nocBig4eHHs) 3a UA/7994/01/03
PO34mnHy Ans YkpaiHa" PymyHis ITanisa (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460): peyenmom
iHdpy3iin no AxTasic ITania C.n.A,, BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPAXEHHS
2000 wr; 1 chnakoH ITanisa
3 niodpinizaTtom y
KapPTOHHI KOpoOL;i
39. FrENAAND® NOPOLLOK A/1A TOB Ykpaina BMPOGHMLTBO, YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux matepianis: 3MiHu |l Tuny - 3a UA/5324/01/01
PO34nHy Ans "BANAPTIH nakyBaHHsi, KOHTPOJ1b 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy. peuyenmom
iH'eKUilA, no 942,05 PAPMA AKOCTI: BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB BUAAYi
Mr MOPOLLKY Y TOB "®APMEKC peecTpauiiHoro NocBigYeHHs, BkIoYatoun MNnaH ynpasniHHA
thnakoHi; no 1, 5 FPYM", YkpaiHa, pu3nKamm (3acTocyBaHHS 3MiH(M), Aiki(a) BUMaratoTb(€)
a6o 10 chnakoHiB y BUMYCK Cepii: NoA&asTbLIOr0 06rPYHTYBaHHS HOBMMU [OAATKOBUM JaHUMW,
KapTOHHI ynakoBLi TOB «BANNAPTIH L0 MatoTb HaAABaTUCA KOMMETEHTHUM OPraHoOM, OCKiflbKu
PAPMA», YkpaiHa B/MAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHNM OpraHoM)
BukoHaHHA 3060B'A3aHb BIAMOBIAHO A0 NiANYHKTY 1.13 NyHKTY
1 popatky 15 fno Mopsaky npoBefeHHs ekcnepTnsmn
peecTpauiiHnx MaTepianiB Ha flikapcbki 3acoou, Lo
noJaloTbCA Ha AepXaBHy peecTpauiio (nepepeecTpadiio), a
TaKoX ekcnepTV3n mMaTepianiB NPo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasiiB NPOTAroM Ail peecTpawiiiHoro
NnocBigYeHHs, 3aTBepmkeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y pepaxuii Hakazy MO3 Big 23.07.2015 Ne 460)
40. FrENAAN®® Kancynu, no 10 TOB Ykpaina TOB "BAJTIAPTIH YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasnis: 3MiHu Il Tuny - 3a UA/5324/02/01
Kancyn y énicrepi; "BANNAPTIH PAPMA 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta dhapmakoHarnsaay. peuenmom
no 10 kancyny ®APMA BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB BUAaYi
6nicTepi; no 3, 5 peecTpauiiHoro NocBigYeHHs, BkIYatoun MNnaH ynpasniHHA
abo 10 6nictepiB y pu3nkamm (3acTocyBaHHS 3MiH(M), siki(a) BMMaratoTb(€)
KapTOHHI navui noAasibLIOro 06I'pYHTYBaHHSA HOBUMM [OAATKOBUM AaHUMK,
L0 MaloTb HaaBaTNCA KOMMNETEHTHUM OpraHOM, OCKISIbKU
BMMaraeTbCs CyTTEBA OLLIHKA KOMMETEHTHUM OpraHom)
BriKoHaHHA 3060B'A3aHb BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY
1 popatky 15 o MNMopAaaky NpoBeAeHHA ekcnepTusn
peecTpauiinHMx MaTepianis Ha nikapcbki 3acobum, LWwo
noJarTbCs Ha AepXaBHY peecTpauiio (nepepeecTpadiio), a
TakoX eKkcnepTu3n matepiaslis NPo BHECEHHSA 3MiH 0
peecTpauiiHux MaTepiasiB NPOTAroM il peecTpayjiiiHoro
noceifyeHHs, 3aTBepaykeHoro Hakasom MO3 Bif 26.08.2005
Ne 426 (y pegaxuii Hakazy MO3 Big 23.07.2015 Ne 460)
41. FENA-MEPL, KOHLeHTpart Ans Mepy, HimeuunHa Mpogaykuis in bulk, HimeuyunHa BHECEHHS 3MiH 10 peecTpaLiiiHnx MmaTepianis: 3miHu | Tuny - 3a UA/0039/01/01
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby chopma, 0 rnocsio4eHHs
ynakoska)
pO34nHy Ans PapmachbioTiK nepBrHHe Ta AAMIHICTPaTUBHI 3MiHW. BunyyeHHst BUPO6HUYOI AinbHUL peyenmom

iHQpy3i, 5 /10 mn;
no 10 mn B amnyni;
no 10 amnyny

KapTOHHI Kopo6Lyi

anc MmeX

BTOPWHHE NaKyBaHHS:
B. BpayH MencyHreH
Al', HimeyunHa
Brpo6HuK,
BiAnoBiganbHNI 3a
BUNYCK cepii
KIHL,EBOro NPoAyKTy:
Mepy, ®apma M'vM6X i
Ko. KlraA, Himeuyunxa

(Bktovaroum ginbHui ans A®I, NpomMixXHOro NpoaykTy abo
roTOBOrO JIiKaPCbKOro 3acoby, AiNbHULi 415 MPOBEAEHHS
nakyBaHHs, BUPO6HWKa, BigNoBifasibHOr0 3a BUMYCK Cepild,
MicLie NpoBeAEeHHS KOHTPOJIO cepil) abo nocTayasibHyKa
BMXifHOro Martepiany, peareHTy abo fONOMiXHOT peYOBUHN
(KO 3a3HAYEHO Y AOCbE) - BunyyeHHs BUPOGHNYOI AiNlbHML
A®| (L-opHiTuHy-L-acnapTaty) Ube plant Bupo6Hprka Kyowa
Hakko Bio Co., Ltd., Japan. 3anumwaeTbea ginbHuus Hofu plant
TOrO X BUPOOHYMKA; 3MiHU | TUNy - 3MiHK 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NikapCbKoro 3acoby.
3MiHa y MeTofax BMNpobyBaHHSA rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BunpobyBaHb (BkIoYaoun 3aMiHy abo
[OMOBHEHHS)) - 3a NOKa3HUKOM «BbakTepiasibHi eHO0TOKCUHM
3MIHIOETLCA METOAVKA BUNPOGYBaHHS.
3aTBepmkeHo: EP 2.6.14 metod C, 3anponoHoBaHo: EP
2.6.14 metod D; 3miHu | TNy - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuit 3aci6. KOHTPOMb roOTOBOro NMikapCbKoro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHSA rOTOBOrO J1iKapCbKOro 3acoby
(He3HavHa 3MiHa y 3aTBEPMKEHNX MeToAax BUNPOGYBaHHS) -
yTouHeHHs MeToay HPLC «laeHTudikauis», «KinbkicHe
BU3HAYEHHA», «[lOMilLKV». 3aTBEPAXEHO CTaHAAPTHI 3paskn
L- opHITUH rigpoxnopua; acnapariHoBa K1cnoTa; AofaeTbecs
MOX/IMBICTb BUKOPUCTAHHS €Ta/IOHHOI PeYOBUHMW L-OpHITUHY-L-
acnaprary 3 OKpeMUM ONMCOM METOAWK; 3MiHM | Tuny - 3MiHu 3
AKOCTIi. [OTOBUMIA Nikapcbknii 3aci6. 3MiHWM Yy BUPOOHULITBI.
3miHa po3mipy cepil (Bk/IloYatoum gianasoH po3Mipy cepii)
roTOBOrO JliKapCbKOro 3acoby (36inblweHHsA Ao 10 pasis
MOPIBHSHO i3 3aTBEPAXEHUM po3mipoM) 3aTBepakeHo: 2 000,
3anponoHosaHo: 2 000n, 3 000/1; 3MiHK | TURY - 3MiHK 3
AKOCTIi. [OTOBMIA Nikapcbkmii 3aci6. 3MiHW Y BUPOOHULITBI.
3amiHa abo BBefeHHA [0AaTKOBOI AiNbHULi BUPOOHULTBA ANA
YacTvHy abo BCbOro BUPOHGHMYOro NpoLecy roToBoro
nNiKapcbKoro 3acoby (iHwWi 3MiHKW) - 3a3HaYEHHA B
peecTpauiiiHOMy NOCBIAYEHHI YCiIX BUPOOHNUMX AiNbHULD i TX
oYHKLA, OCKiNbKM BY/10 3a3HAYEHO NnLLIe AiNIbHULLIO,
BiANOBiAaIbHY 3a BUNYCK cepii. Takox 419 3aTBEPAXEHOr0
BMPOOHYMKa 3a3HaYaETLCA AK IOpUAMYHA agpeca, Tak i agpeca
hakTuyHa; 3MiHu | Tuny - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy MicLA NPOBAKEHHS Ais/IbHOCTI
BMpOBHUKa/iMNopTepa roToBOro JliKkapcbKoro 3acoby,
BK/T1H0YAK0UM AiNbHULL BUMYCKY cepii abo Micle NpoBeeHHs
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

®dopma sunycky
(nikapcbka
chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Howmep
peecmpayjitiHo2
0 nocBi0YeHHs

KOHTPOJO SIKOCTI. (AiS/IbHICTB, 3a SIKy BiAnosigae
BMPOGHUK/IMNOpTEpP, BK/IOYA0UM BUNYCK cepiit)- [0
3a3HayeHol B peecTpauiliHoMy NocBiAYEHHI OpUANYHOI agpecu
[oaaeTbes iHchopmalis WoAo dhakTUYHOT agpecy BUPoGHMKa
Mepy, ®apma M'm6X i Ko. KlM'aA, HimeuunHa.; 3miHu | Tuny -
3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO
nNiKapcbKkoro 3acoby (iHwi 3miHK) - MNpuBegeHHs MKA ao
marepianis BUPOO6HUKA, & CaMe KOPEKTHE 3a3HauYeHHss METOANK
BMNpobyBaHHA Kaninapuii enektpodopes i BEPX; 3MmiHu I
TMny - 3MiHK 3 IKOCTi. TOTOBWIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapCcbkoro 3acoby. 3miHa napameTpis
cneuudgikauii Ta/abo AONYCTUMMX MEX FOTOBOrO /iKapCbKoro
3aco6y (3MiHa 3HaxoAUTLCA Mo3a 3aTBEPAKEHUMN
[0NyCTUMVMMU Mexamu cneuudikadiin) - 3a nokasHUKOM
«BakTepiasibHi eHAOTOKCUHW»; 3MiHM |l TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOsIb rOTOBOTrO liKapCbKoro
3acoby. 3miHa napameTpiB cneyudikayiin Ta/abo gonycTummnx
MeX roTOBOro /liKapCbKoro 3acoby (3miHa 3HaxoAuTbcsA nosa
3aTBEPMKEHUMI JONYCTVMUMM MeXamMm crneumdikaiii) - 3a
nokasHvkom OpHiTUHA NnakTam B crneundikaii Ha MOMEHT, Lo
He Brn/vMBae Ha 6e3neky J13, ocKifibky Ha TepMiH NpUAaTHOCTI
3aTBEepKEHO0 Mexelo € 2,0%. 3MiHa BHOCMTLCS B 3B A3KY 3
BUSIB/IEHOIO MOMUJIKOIO B MeToauLi «KaninapHuii
enekTpodhopes» 00 NOABINHOTO NepepaxyHKy Ha YncToTy
CTaHJapTHOro 3paska

42.

rPANOUNTPO
H-BPOHXO

Kpanni opaJibHi,
po34uH, 5 Mr/mn,
no20mny
dhnakoHi,
3aKynopeHomy
npo6koto-
KpanenbHULED; No
1 conakoHy B
KOpOO6L 3 KAPTOHY

ToBapucTBo 3
06MexeHo
BignoBigasibHi
cTio
"PapmaueBTn
YyHa KOMNaHis
"3p0pos'a”

YkpaiHa

ToBapuncTBO 3
06MexeHot
BiAMOBIQa/TbHICTIO
"®GapmavueBTnyHa

KomnaHis "3gopos'a”

Ykpaina

BHECEHHS 3MiH 0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (B/1acCHMKA PEECTPaLiiHOro NocBig4YeHHs) 3MiHa
agpecy 3asBHVKa, BBefeHHS 3MiH NpOTArom 6-T MicsauiB
nicns 3aTBepAkKeHHs.
3MmiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMpPOGHMKa/iMNopTepa roToBOr0 JliKapCbKoro 3acoby,
BK/IOYAKOUY AiNbHULj BUNYCKY cepil abo MicLe npoBefeHHs
KOHTPO/IO AKOCTI. (AisANbHICTb, 3a Ky BifgnoBigae
BMPOGHMK/iMMOpTep, BKIOYaun BUNYCK cepii) 3miHa agpecu
BMPOGHMKa TOBapUCTBO 3 0OMEXEHOI0 BiAMNOBIAa/IbHICTHO
"apmaLeBTMYHA KOMMNaHiA "340poB’a”, YkpaiHa 6e3 3MiHu
hakTUYHOTO MicLs BeAEHHS fisNbHOCTI. BBEAEHHS 3MiH
NPOTArom 6-Tv MicALiB Nicna 3aTBepMKEHHS. 3MiHu | Tuny -
3MiHu Woao 6esnekn/echekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM) 3MiHa B MapKyBaHHi. 3MiHa 3aTBepKeHoro rpadivyHoro

6e3
peyenma

UA/13593/01/01
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
306paXXeHHS Ha OHOB/IEHWI TEKCT MapKyBaHHS NMEPBUHHOMO Ta
BTOPWHHOTO NakyBaHHs. BBeleHHA 3MiH NPOTAroM 6-TW MicALiB
nicnsa 3aTBepaKeHHs
43. rPmnounTPoO Kpansni opasibHi, ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - - UA/15497/01/01
H-BPOHXO po3uuH, 5 mr/mn, in 0bMexeHot 06MexeHoto AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
bulk: no10 ny BiANOBiga/TbHI BiANOBIAANbHICTIO 3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) 3miHa
MeTaneBmx 6oykax cTio "dapmaLeBTnyHa afpecu 3asBHuKa, BBefeHHA 3MiH NpoTArom 6-Tn MicsuiB
KEI "®apmaueBTu KomnaHis "3gopos'a” nicns 3aTBepAKeHHs.
YHa KOMMaHis 3MiHM | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHA HaliMEHYBaHHS
"3p0pos'a” Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMpPOGHMKa/iMNopTepa roToBOrO JliKapCbKoro 3acoby,
BK/IOYAIOUY AiNbHULj BUNYCKY cepil abo MicLe npoBefeHHs
KOHTPO/IO AKOCTI. (AiANbHICTb, 3a 5Ky BifnoBigae
BMPOGHMK/IMNOpPTEp, BK/OYakouM BUNYCK cepiid) 3miHa agpecu
BMPOGHMKA TOBapUCTBO 3 0OMEXEHOI0 BiAMNOBIfAIbHICTHO
"®apmaLeBTMYHa KOMNaHiA "340poB’a”, YkpaiHa 6e3 3MiHu
hakTUYHOro MicLsl BeieHHS fisNbHOCTI. BBEAEHHS 3MiH
NPOTArom 6-Tv MicALiB Nicna 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpekTUBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHM) 3MiHa B MapKyBaHHi. 3MiHa 3aTBepKeHoro rpadivyHoro
306paXXeHHs Ha OHOB/IEHWI TEKCT MapKyBaHHS NMEPBUHHOIO Ta
BTOPVHHOIO NakyBaHHs. BBeeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepaKeHHs
44, AANEPOH® C rpaHynu ans KPKA, a.4., CnoBeHisa BiANOBiAa/IbHWIA 32 CnogeHis BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasis: 3MiHu Il Tuny - 6e3 UA/4753/01/01
Opas1bHOTO HoBo mecTo BMPOBGHULTBO "in 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta dhapmakoHarnsaay. peyenma
po3unHy no 5ry bulk", nepBuHHy BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB BUAaYi
nakeTtuky; no 10 yNaKkoBKy, BTOPUHHY peecTpauiiHoro nNocBifg4YeHHs, BKIYaroum MNnax ynpasniHHA
nakeTvkiB y yMakoBKy, KOHTPO/b pu3nkamm (3acTocyBaHHS 3MiH(M), siki(a) BMMaratoTb(€)
KapTOHHi Kopoobuyi Ta BUMyCK cepii: noAasibLIOro 06I'pYHTYBaHHSA HOBUMM [OAATKOBUM AaHUMK,
KPKA, a.4., HoBo IO MatoTb HaAABaTMUCA KOMNETEHTHUM OPraHOM, OCKIIbKn
mecTo, CnoBeHis; BMMaraeTbCs CyTTEBA OLLIHKA KOMMETEHTHUM OpraHoMm)
BignoBiganbHMI 3a BriKkoHaHHA 3060B'A3aHb BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY
KOHTpO/b cepii: 1 popatky 15 o MNMopAaaky NpoBeAeHHA ekcnepTusn
KPKA, a.4., Hoso peecTpauiiHnx maTepianis Ha fikapcbki 3acobu, Lo
mecTo, CroBeHis noJarTbCs Ha AepXaBHY peecTpauiio (nepepeecTpadiio), a
TakoX eKkcnepTu3n matepiaslis NPo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasiB NPOTAroM il peecTpayiiiHoro
noceifyeHHs, 3aTBepaykeHoro Hakasom MO3 Bif 26.08.2005
Ne 426 (y pegaxuii Hakazy MOS3 Big 23.07.2015 Ne 460)
45. | AIAKOPAVH® Tabnetku no 60 mr, | TOB "CaHodi- Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHU LL0A0 3a UA/5731/01/01
60 Ne 50 (10x5): no 10 ABeHTiC Pecny6nika 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsgy. BeegernHs abo peyenmom

Tabnetok y

3MiHM 10 y3araJibHeHUX fIaHnX NPo cucTemy dpapMakoHarnsgy




31

Ne
n/n

Hassa
JliKapcbK0O20
3acoby

®dopma sunycky
(nikapcbka
chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Howmep
peecmpayjitiHo2
0 nocBi0YeHHs

6nicTepi; no 5
6nictepiB y
KapTOHHI Kopo6Lyi

Ykpaiva"

(BBEAEHHSA Yy3araslbHEHNX AaHUX NPo cucTemy
hapmMakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT 0cobwm,
BiANOBIAA/IbHOI 32 34iiCHEHHS ddapMakoHarnsaay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHVKa Ans 34iINCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Big,
YMOBHOBaXEHOI 0C06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkro4atoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MiLLeHHi MacTep-haiina cuctemmn chapmakoHarnsgy) -
[itoua pepakuis: ynoBHoBaxkeHa ocoba 3asBHMKa,
BiAgnosigasbHa 3a hapmakoHarnag - Eric Teo/Epik Teo.
MponoHoBaHa pefakuis: ynoBHOBaXeHa ocoba rpynu
KoMnaHili Sanofi, BianoBiganbHa 3a hapMakoHarnsg Ha
rnobanbHOMY piBHi - Eric Teo/Epik Teo; ynoBHOBaXKeHa ocoba
3asBHVIKa, BignosigasnbHa 3a hapMakoHarnag B YkpaiHi -
KniwmH AHTOH MukonaiioBuy; 3mMiHM LWoA0
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsagy (iHwi 3miHu) -
3MiHUW y TEKCTi MapKyBaHHS. 3MiHW BHECEHI B iHCTPYKLitO ANns
MeAMYHOro 3acToCyBaHHSA WOoA0 AoAaHHA po3ainis "3asBHuK"
Ta "Micue3HaxomKeHHS 3asiBHMKA" 3 BigNOBIAHNMMN 3MiHAMU Y
TEKCTi MapKyBaHHSI: 3a3Ha4eHHs 3asBHVKa Ha BTOPWHHIi
ynakoBLji NikapcbKoro 3acoby.

TepMmiH BBeA,eHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS; 3MiHa 3asABHMKa (BNacHUKa peectpauiiiHoro
noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne460)
TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHSA

46.

EK30-4EPM

PO3YUH HaLLKIpHWIA,
10 mr/mn in bulk:
no 10 n a6o no 50
n'y 604kax
meTanesnx KEI

ToBapucTBo 3
0bMexeHo
BignoBigasibHi
cTio
"®hapmaueBTu
YHa KOMMaHis
"3popos'a”

YKpaiHa

ToBapucTBO 3
06MexeHot
BiANOBiAa/IbHICTIO
"®apmaueBTNYHa
KoMMaHis "340poB'sa

"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AZMIHICTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
3asBHUKa (BNacHNKa peecTpaLiiHoOro NocBig4yeHHs) 3mMiHa
afpecy 3asBHVKa. BBefeHHs 3MiH NpoTsArom 6-T MicsuiB
nicns 3aTBepayKeHHs
3MiHn | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecun micua NPoBaKEHHS AisNIbHOCTI
BMpPOBHUKa/iMNopTepa roToBOro JliKapcbKoro 3acoby,
BK/IOYAKOUY AiNbHULj BUNYCKY cepil abo micue npoBefeHHs
KOHTPOIO AKOCTI. (AiANbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpTEp, BKIOYaoUM BUNYCK cepiid) 3miHa agpecu
BMPO6HUKa, 6e3 3MiHW MicLisi BUPOBHULITBA
BBefieHHs1 3MiH NPOTArom 6-T1 MIiCALLIB MiCNA 3aTBEPAKEHHS

6e3
peyenma

UA/15493/01/01

47.

EK30-4EPM

PO3YMH HaLLKipHUIA,
10 mr/mn no 8 mn
a6o no 20 mny

ToBapucTseo 3
0BMeXeHo
BignoBiganbHi

YkpaiHa

ToBapucTBO 3
0bMexeHot
BIANOBIA&/IbHICTIO

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AQMiHICTPaTVBHI 3MiHW. 3MiHa HalilMeHyBaHHA Ta/abo agpecu
3asiBHUKA (BN1aCHMKA PEECTPALIHOrO MOCBIAYEHHST) 3MiHa

6e3
peuyenma

UA/13758/01/01
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
hN1aKoHi, CTHo "®apmMaueBTNYHa ajpecy 3asBHVKa. BBeeHHA 3MiH NPOTATroM 6-Tu MicALiB
3aKyrnopeHomy "®apmaueBTn KoMnaHis "3gopos'a” nicns 3aTBEPAKEHHS
npo6koto- YyHa KOMNaHis 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
KpanesibHuLe Ta "3p0pos'a” Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
3aKpuTOMYy BMPO6GHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
KPULLKOIO; Nno 1 BK/IOYAIOUY AiNbHULj BUNYCKY cepil abo micue npoBefeHHs
hnakoHy B KOPOOLi KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiANOBigae
3 KapToHYy BMPOGHMK/iMMOPTEp, BKIOYaUM BUNYCK cepii) 3miHa agpecu
BMPO6HMKA, 6e3 3MiHM Micus BUPOOHNLTBA
BBefieHHs1 3MiH NPOTArom 6-T1 MIiCALLB MiCNA 3aTBEPIKEHHSA
48. | ENEBIT® Tabnetkun, BKpUTI Baiiep LLisefiuapis PoTtTeHgopd Papma HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/9996/01/01
NMPOHATA/Nb NMiBKOBOO KoHcblomep meX 3MiHu Il TUny - 3MiHa BUPOGHMKA BUXIAHOrO/MPOMIXXHOTO peuyenma
060/I0HKO, MO 10 Kep Al NpoAyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCA Y BUPOOHNUOMY
TabneTok y npoueci Adl, abo 3miHa BUpo6HuKa (Bkoyaroun, ae
6nicTepi, no 3 abo HeobxigHO, MicLe NpoBeAEeHHS KOHTPOSO SKOCTi) Ad| -
10 6nicTepis y BBE/IeHHS HOBOTO BUPOGHUKA A/15 LMHKY Cynbdhaty
KapPTOHHilt Kopo6iLyj, MOHOTigpaTy 3 HagaHHAM MacTep-ainna
no 20 TabneTok y
6nictepi, no 5
6nicTepiB y
KapTOHHI Kopo6Lyi
49, ENOAEPM Masb, 1 mr/r, no 15 ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHuX MaTepiasliB: 3MiHU 040 3a UA/16145/01/01
rabono30ry 06MeXeHo 06MeXeHo 6e3nekn/edekTMBHOCTI Ta thapmakoHarnisgy. BHeceHHss abo peuenmom
Ty6i; no 1 1y6i y BignoBigasIbHi BiAMNOBifa/bHICTIO 3MmiHa(n1) fo 3060B'A3aHb Ta YMOB BuAadi peecTpauiiHoro
KOpo6Lj 3 KapToHY cTio "dapmaLeBTnyHa NOCBIAYEHHS, BKtoYatoun MnaH ynpasniHHSA pu3nkamu
"®apmavneBTu KomnaHis "3gopos'a” (3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€) NOAa/bLIOTO
YHa KOMnaHis 06r'pyHTYBaHHS HOBVMW AOAATKOBMM JaHUMMU, L0 MAKTh
"3p0pos'a” HafaBaTUCs KOMMNETEHTHUM OPraHoM, OCKifIbKM BUMaraeTbcs
CyTTEBA OL|iHKA KOMMETEHTHUM OPraHoOM) - BUKOHaHHS
30060B'AA3aHb BIAMOBIAHO A0 NigNyHKTY 1.8.2 nyHKTy 1.8
popatky 5 fo Mopsgky NpoBefeHHs ekcnepTuan
peecTpauiiniHMx MaTepianis Ha nikapcbki 3acobu, LWwo
noAaloTbCs Ha AepXaBHy peecTpaviio (nepepeecTpadiio), a
TakoX eKCnepTu3n matepiaslis NPo BHECEHHSA 3MiH 40
peecTpavuiiiH1X MaTepianiB NPOTArOM Aii peecTpauiinHoro
noceifyeHHs, 3aTBepaykeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegaxuii Hakazy MO3 Big 23.07.2015 Ne 460)
50. EPMYUNH® TBEPAi Kancynu no YAB "MPA" JlnToBcbKa Bnpo6HMLTBO ITanisa BHECEHHSA 3MiH 10 peecTpauiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/14088/01/01
300 wmr no 10 Pecny6nika Hepo3cacoBaHol AAMiIHICTpaTUBHI 3MiHW. 3MiHa Ha3BY NiKapCbKOro 3acoby peyenmom

Kancyn y 6nictepi;
no 2 abo no 6
6nicTepis y Kopobui

NPOAYKLUii, KOHTPOsb
Ta BUNYCK cepiit:
EAMOHA ®APMA

3arsepaxeHo: EPMYLUWH 3anponoHosaHo: EPMYLIMIH®
BBefeHHs 3MiH NpoTArom 6-Tu MIiCALB NiCNS 3aTBEPAKEHHS.
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢opma, 0 rnocBi04eHHs
ynakoska)
3 KapToHYy C.P.N., Itanisa
MepBuHHE Ta
BTOPWHHE NaKyBaHHS:
NAMIM CAH
MPOCIEPO CIA,
ITanisa
51. | E®EPAJITTAH 3 | Tabnetkv wunyui, YMNCA CAC PpaHLis YMNCA CAC ®paHLis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/7278/01/01
BITAMIHOM C 330 mr/200 wmr; no 3MiHM | TUNY - 3MiHa y TepMiHax NpuaaTHoCTi abo ymoBax peuenma
10 Ta6neToK y Ty6i; 36epiraHHs roToBOrO NiKapCbKOro 3acoby - 3MiHU B yMOBax
no 1 a6o no 2 Ty6u 36epiraHHA (3anponoHoBaHo: 36epirati Npu TemMneparypi Ha
Y KapTOHHil BuLe 25 °C y LWiSIbHO 3aKpuTii Tybi Ta 'y KapPTOHHI ynakoBL,.
KopobLj 36epirati y HeOCTYNHOMY A1 AiTel micui). BBefeHHA 3MiH
MPOTArom 6-T1 MicsLiB NicnA 3aTBepA)KeHHs
52. | XXUBOKOCTY Masb, N0 40ry TOB "AKnM Ykpaina TOB "AKnN YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/6235/01/01
MA3b Ty6i; no 1 Ty6i B "®GapmaueBTu "®apmMaLeBTnYHa AAMIHICTPaTUBHI 3MiHW. BUnyyeHHs BUPOOGHUYOI AinbHUL peyenma
naui 3 kKapToHy; No | u4Ha habpuka” thabpuka" (Brovaroumn ginbHuUUi ans A®I, NpoMiXHOro NpoaykTy abo
25rabono50r, roTOBOrO NiKapCbKOro 3acoby, AiNbHULI A8 NPOBEAEHHS
abono90ry nakyBaHHs, BUPOGHUKA, Bi4NOBIAANIbHOMO 3a BUMYCK Cepil,
6aHLi; no 1 6aHLi B MicLe NpoBeEeHHSA KOHTPOIO cepil) abo noctavyanbHUKa
nauti 3 kKapToHy BUXiZHOTO MaTepiasly, peareHTy abo AOMOMiIXHOI PEeHOBUHM
(SIKLLO 3a3HAYeHO Y A0CbE) BUTYYEHHS OOHIET i3 ABOX
3aTBepMKeHVX OiNbHMLUB BUpo6bHUka TOB "OKM
"®apmaveBTuyHa thabpuka”’, YkpaiHa. BBegeHHs 3MiH
NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPAXKEHHS.
53. 3IHHAT™ rpaHynu ans nakcoCmiTKn Benuvka nakco OnepeiillHc Benuka BHECEHHS 3MiH 0 peecTpaLiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/5509/01/01
npurotyBaHHs 100 AiH EkcnopT BpuTtaHis HOK Nimiteq BpuTaHis 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
M (125 mr/5 mn) Nimiten BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB BUAaYi
cycneHsii, 1 peecTpauiniHOro NocBigYeHHs, BKIoYatoun MNnaH ynpasniHHSA
dhnakoH 3 pu3nkamm (3acTocyBaHHS 3MiH(M), siki(a) BMMaratoTb(€)
rpaHysiamy pasom NoA&asTbLIOro 06rPYHTYBaHHS HOBMMU [OAATKOBUM JaHUMU,
3 MipHUM L0 MaloTb HaaBaTNCA KOMMNETEHTHUM OpraHOM, OCKI/TbKU
KOBMa4ykoM Ta B/MAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHNM OpraHoM)
MIPHOIO JTOXEUKOH BUKOHaHHs1 3060B'A3aHb BigNOBIAHO A0 MiANYHKTY 2.3 NyHKTY 2
B KapTOHHiA pogatky 15 no MNMopsigky npoBefeHHs ekcnepTusmn
KOpOoo6Li peecTpauiiHnx maTepianis Ha fikapcbki 3acobu, Lo
noJaloTbCs Ha AepXaBHY peecTpaLiio (nepepeecTpadiio), a
TakoX eKCnepTu3n matepiaslis NPo BHECEHHSA 3MiH 40
peecTpauiiiHux MaTepiasiB NPOTAroM Ail peecTpawiiiHoro
noceigyeHHs, 3aTBepaykeHoro Hakasom MO3 Bif 26.08.2005
Ne 426 (y pepaxuii Hakazy MO3 Big 23.07.2015 Ne 460)
54. 3IHHAT™ rpaHynu gns FnakcoCwmitKn Benvka nakco OnepeiiwHe Benuka BHECEHHS 3MiH 0 peecTpauiiiHux matepianis: 3MiHu |l Tuny - 3a UA/5509/01/02
npurotyeaHHs 100 AH EkcnopT BpuTaHis HOK NimiTepq, BpuTaHis 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta dhapmakoHarnsaay. peuenmom
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
M (250 mr/5 mn) Nimiten BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB BUAadi
cycneHsii, 1 peecTpauiniHOro NocBigYeHHs, BKIoYatoun MNnaH ynpasniHHSA
dhnakoH 3 pu3nkamm (3acTocyBaHHS 3MiH(M), siki(a) BuMaratoTb(€)
rpaHyiamy pasom noAasibLIOro 06I'PYHTYBaHHS HOBUMM [OAATKOBUM AaHUMK,
3 MipHUM L0 MatoTb HaaBaTNCA KOMMNETEHTHUM OpraHOM, OCKI/IbKU
KOBMa4ykoM Ta B/MAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHNM OpraHoM)
MIPHOIO JTOXEUKOH BUKOHaHHs1 3060B'sI3aHb BigMOBIAHO A0 MiANYHKTY 2.3 NyHKTY 2
B KapTOHHiA pogatky 15 no MNMopsigky npoBefeHHs ekcnepTusmn
KOpOoo6Li peecTpauiiHnx maTepianis Ha fikapcbki 3acobu, Lo
noJaloTbCs Ha AepXaBHY peecTpaLiio (nepepeectpadiio), a
TakoX eKcnepTu3n matepiaslis NPo BHECEHHSA 3MiH [0
peecTpauiiiHux MaTepiasiB NPOTAroM Ail peecTpawiiiHoro
noceigyeHHs, 3aTBepaykeHoro Hakasom MO3 Bif 26.08.2005
Ne 426 (y pepaxuii Hakazy MO3 Big 23.07.2015 Ne 460)
55. 3IHHAT™ TabneTku, BKPUTI FnakcoCmitKn | CnonyueHe nakco OnepeiiwHe Benuka BHECEHHS 3MiH 0 peecTpauiiiHux matepianis: 3MiHu |l Tuny - 3a UA/5509/02/01
060/10HKO0, N0 125 AH EkcnopT KoponiscTs HOK NimiTepq, BpuTaHis 3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta dhapmakoHarnsamy. peuenmom
mr; no 10 TabneTok Nimiten o] BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB BUAAYI
y 6nictepi; no 1 peecTpaLuiiHoro NocBigYeHHs, BKIYatoum MNnaH ynpasniHHA
6nictepy B KOopobL,i pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€)
3 KapTOHY noAasibLIOro 06I'pYHTYBaHHSA HOBUMM [OAATKOBUM AaHUMK,
L0 MaloTb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKIIbKY
BMMaraeTbCs CyTTEBA OLLIHKA KOMMETEHTHUM OpraHom)
BukoHaHHs 30608B'A3aHb BigNoBigHO A0 NiANYHKTY 2.3 NyHKTY 2
popartky 15 o MNMopAagky npoBeAeHHs ekcnepTusmn
peecTpauiiHnx MaTepianiB Ha flikapcbki 3acoou, Lo
noAalnTbCs Ha AepXaBHy peecTpauiio (nepepeecTpadii), a
TakKoX ekcnepTv3n maTepiasiB NPo BHECEHHS 3MiH A0
peecTpavuiiiH1X MaTepianiB NPOTArOM Aii peecTpauiinHoro
nocBigyeHHs, 3aTBepaykeHoro Hakazom MO3 Big 26.08.2005
Ne 426 (y pegaxuii Hakazy MO3 Big 23.07.2015 Ne 460)
56. | 3IHHAT™ TabneTku, BKpUTI nakcoCmiTKn | CnonyueHe nakco OnepeiilHc Benwvka BHECEHHS 3MiH A0 peecTpauiiiHux matepiasis: 3MiHu |l Tuny - 3a UA/5509/02/02
060n0HKot0, No 250 AnH EkcnopT KoponiscTB IOK Nimiteq BpuTtaHis 3MiHn Wwopao 6esnekn/edhekTUBHOCTI Ta hapmMakoHarnsgy. peyenmom
mr; no 10 TabneTok Nimiten o] BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB BUAaYi

y 6nictepi; no 1
6nicTtepy B KOpobu,i
3 KapTOHY

peecTpaLiniHOro NoceigYeHHs, BKoYatoun MNnaH ynpasniHHA
pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BMMararoTb(€)
noAanbLIoro 06I'PYHTYBaHHSA HOBUMM [OAATKOBUM AaHUMK,
L0 MalTb HaaBaTNCA KOMMNETEHTHUM OpPraHoOM, OCKI/IbKY
BMMaraeTbCs CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHoMm)
BrikoHaHHs 3060B'A3aHb BiANOBIAHO A0 NiANYHKTY 2.3 MyHKTY 2
poaartky 15 o MNMopagky npoBefeHHs ekcnepTusmn
peecTpauiiHnux MaTepianiB Ha flikapcbki 3aco6u, Lo
noJalTbCs Ha epXaBHy peecTpauiio (nepepeecTpadiio), a
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
TaKoX ekcnepTV3n maTepiasiB NPO BHECEHHS 3MiH A0
peecTpavuiiiH1X MaTepianiB NPOTArOM Aii peecTpauinHoro
nocBigyeHHs, 3aTBepaykeHoro Hakazom MO3 Big 26.08.2005
Ne 426 (y pegaxuii Hakazy MO3 Big 23.07.2015 Ne 460)
57. | 3IHHAT™ TabneTku, BKpUTI nakcoCmiTKn | CnonyueHe nakco OnepeiilHc Benwvka BHECEHHS 3MiH 40 peecTpauiiiHux matepiasis: 3MiHu |l Tuny - 3a UA/5509/02/03
060n0Hkoto, no 500 AnH EkcnopT KoponiscTe IOK Nimiteq BpuTtaHis 3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta hapMakoHarnsgy. peyenmom
mr; no 10 TabneTok Nimiteq o] BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB BUAAYi
y 6nicTepi; no 1 peecTpauiiHoro NocBigYeHHs, BkIoYatoun MNnaH ynpasniHHA
6nicTepy B KOopobu,i pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BMMararoTb(€)
3 KapToHY NoAasTbLIOro 06rpYHTYBaHHSA HOBMMU [OAATKOBUM JaHUMW,
LLIO Mal0Tb HaaBaTUCHA KOMMETEHTHUM OpPraHoM, OCKifTbKU
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHNM OpraHoM)
BrikoHaHHs 3060B'A3aHb BiANOBIAHO A0 NiANYHKTY 2.3 MyHKTY 2
poaartky 15 oo MNMopagky npoBefeHHs ekcnepTusmn
peecTpauiiHnux MaTepianiB Ha flikapcbki 3aco6u, Lo
noJaloTbCs Ha AepXaBHy peecTpaLiio (nepepeectpadiio), a
TakoX ekcnepTusn maTepiaslis Npo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasiiB NPOTAroM Aii peecTpavjiiiHoro
NocBigYeHHS, 3aTBepAKeHoro Hakaszom MO3 Big 26.08.2005
Ne 426 (y pepaxuii Hakazy MO3 Big 23.07.2015 Ne 460)
58. 3IHHAT™ rpaHynu ans nakcoCmiTKn Benuka nakco OnepeiilHc Benuka BHECEHHS 3MiH [0 peecTpauiiiHux matepiasnis: 3MiHu |l Tuny - 3a UA/11807/01/01
NpUroTyBaHHsA AH EkcnopT BputaHis tOK NimiTepq, BpuTaHis 3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay. peuyenmom
cycneHsii no 125 Nimiteq BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta yMOB Buaadi
mr; 14 cawe 3 peecTpauiiHoro nNocBifg4YeHHs, BKIYaroum MNnaH ynpasniHHS
rpaHynamu B pusmKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)
KapTOHHI Kopo6Lyi NoAasTbLIOro 06rpyHTYBaHHS HOBMMU JOAATKOBUM JaHUMW,
L0 MaloTb HaJaBaTNCA KOMNETEHTHUM OpraHOM, OCKI/IbKY
BMMaraeTbCs CyTTEBA OLLIHKA KOMMETEHTHUM OpraHom)
BrikoHaHHsA 3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 2.3 MyHKTY 2
popatky 15 no MNMopsaky npoBefeHHs eKcnepTusu
peecTpauiiHnx MaTepianiB Ha flikapcbki 3acobu, Lo
noJalTbCs Ha AepXaBHY peecTpauiio (nepepeecTpadiio), a
TaKoX eKcnepTV3n mMaTepiasis NPo BHECEHHS 3MiH A0
peecTpauiiHux MaTepiasiB NPOTAroM fil peecTpayjiiiHoro
NoCBIgY€EHHS, 3aTBepAkeHoro Hakasom MO3 Big, 26.08.2005
Ne 426 (y pepaxuii Hakazy MO3 Big 23.07.2015 Ne 460)
59. 3IHHAT™ rpaHynn gns nakcoCwmitKn Benvka nakco OnepenwHc Benvka BHECEHHS 3MiH 40 peecTpauiiHnx MmaTtepiasis: 3miHn Il Tuny - 3a UA/11807/01/02
NPUroTyBaHHsA AH EkcnopT BpuTaHis HOK NimiTepq, BpuTaHis 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay. peyenmom

cycneHsii no 250
mr; 10 catue 3
rpaHynavu B
KapTOHHIN Kopo6Lyi

Nimiten

BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB Buaadi
peecTpauiiHoro nocBif4YeHHs, BKIYaoum MNnaH ynpasniHHS
pu3vkamm (3acTocyBaHHS 3MiH(M), siki(a) BUMaratoTb(€)
noAabLIoro 06I'pYHTYBaHHS HOBUMM [0AATKOBUM AaHUMK,
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

®dopma sunycky
(nikapcbka
chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Howmep
peecmpayjitiHo2
0 nocBi0YeHHs

L0 MatoTb HaJaBaTNCA KOMNETEHTHUM OpraHOM, OCKI/bKU
BMMaraeTbCs CyTTEBA OLLIHKA KOMMETEHTHUM OPraHom)
BukoHaHHs 3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 2.3 MyHKTY 2
popatky 15 oo Mopagky npoBefeHHsA ekcrnepTusmn
peecTpauiiHnx MaTepianis Ha flikapcbki 3acobu, LWo
noJalTbCs Ha AepXaBHY peecTpauiio (nepepeecTpadiio), a
TaKoX eKcnepTv3n maTepiasis NPO BHECEHHS 3MiH A0
peecTpaLiiHix maTepianis NpoTsArom Aii peectpauiiioro
noceigyeHHs, 3aTBepa)keHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pepaxkuii Hakazy MOS3 Big 23.07.2015 Ne 460)

60.

30[lAK®

TabneTkn, BKPUTI
060n0Hkot0, No 10
Mr Nel10, Ne30
(10x3): no 10
Tabnetok y
6nictepi, no 1 a6o
3 6nictepu y
KapTOHHI Kopo6Lyi

TOB "CaHochi-
ABEHTIC
YkpaiHa"

Ykpaina

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHu Wopao 6esnekn/ethekTUBHOCTI Ta hapMakoHarnsagy.
BeeaeHHsA ab0 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy
chapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHux Npo
cuctemy hapmakoHarfisgy, 3miHa ynoBHoBaXKeHoi 0cobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHSA dapMakoHarnsay; KOHTakTHOT
0ocobu 3 dhapmakoHarnaay 3asiBHUKa AN 34iCHEHHS
thapMakoHarnsgy B YkpaiHi, KO BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBiAAILHOI 32 34iiCHEHHS
thapmakoHarnagy (BK/o4yakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-thaiina cucteMu papmakoHarnsgy).
3miHu | TUNY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) 3MiHW Y TEKCTi MapKyBaHHS.
3MiHU BHECEHI B iHCTPYKLi0 4719 MEANYHOrO 3aCTOCYBaHHS
LWOA0 AofaHHA po3ainiB "3anaBHUK" Ta "MicLie3HaxooKeHHS
3asBHMKA" 3 BIANOBIAHUMY 3MiHAMU Y TEKCTi MapKyBaHHS
ynakoBOK. TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBEPAKEHHS. 3MiHa 3asiBHMKA (BNacHVKa peecTpauiiniHoro
nocsigyeHHs) (3rigHo Hakasy MO3 Big, 23.07.2015 Ne460).
TepMmiH BBEAEHHS 3MiH - NpoTArom 6 micauis nicns
3aTBEPAKEHHS

6e3
peyenma

UA/4070/03/01

61.

30[lAK®

Kpanni opasbHi, 10
mr/ma, no 20 mn
PO3unHy y chnakoHi
3 KpanesnbHULEelo;
no 1 conaxkoHy B
KapTOHHI Kopo6Lyi

TOB "CaHodi-
ABEHTIC
YkpaiHa"

Ykpaina

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHu Wwopao 6esnekn/edeKTUBHOCTI Ta hapMakoHarnsay.
BeeaeHHsA ab0 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy
chapmakoHarnsgy (BBefileHHs y3araslbHeHUX AaHux npo
cuctemy thapmakoHarfisgy, 3miHa ynoBHoBaXKeHoi 0cobu,
BIANOBIAA/bHOI 3a 34iiCHEHH:A ddapmakoHarnsgy; KOHTakTHOT
0ocobu 3 dhapmakoHarnaay 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Big,
YNOBHOBaXEHOI 0CO6W, BiANOBiAAILHOI 32 34iiCHEHHS
hapmakoHarnsgy (Bknoyarouy KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEHHI MacTep-haiiia cucTeMu papmakoHarnsgy).

6e3
peyenma

UA/4070/01/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

®dopma sunycky
(nikapcbka
chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Howmep
peecmpayjitiHo2
0 nocBi0YeHHs

3miHu | TUNY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHW Y TEKCTi MapKyBaHHS.
3MiHU BHECEHI B iHCTPYKLi0 4719 MEANYHOrO 3aCTOCYBaHHS
LLOA0 A0AaHHA po3ainiB "3anaBHUK" Ta "MicLie3HaX0mKEHHS
3asBHMKA" 3 BIANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS.
MprBeAeHHA MapKyBaHHS Y BifNOBIAHICTb A0 BUMOT Hakasy

MO3 Big 23.07.2015 Ne460. TepmiH BBEAEHHS 3MiH -
npoTArom 6 micsuis nicns 3aTBepipkeHHs. 3MiHa 3asBHUKa

(BnacHuKa peecTpauiinHoro noceigveHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne460) TepMiH BBEEHHS 3MiH - NPOTArOM 6
MiCALIB MIiCNA 3aTBEPLKEHHS.

62.

30OKCOH® 2

TabneTkn no 2 mr
Ne10, Ne30 (10x3):
no 10 Tabnetok y
6nictepi; no 1 a6o
no 3 6nictepu B
KapTOHHI Kopobuyj

TOB "3eHTiBa"

Yecbka
Pecny6nika

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaviiiHnx maTtepianisa: 3MiHu Il TUNY -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(v1) 0o 3060B'A3aHb Ta yMOB Buaadi
peecTpauiiHoro NocBigYeHHs!, BK/ItYatoum MNnaH ynpasniHHA
pusmKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)
noAasTbLIOro 06rpyHTYBaHHSA HOBYMU [0OAATKOBUM JaHUMU,
LLIO Mal0Tb HafaBaTUCA KOMMNETEHTHUM OpPraHoM, OCKifIbKK
B/MAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHNM OpraHoM)
BrikoHaHHA 3060B'A3aHb BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY
1, nignyHkTy 2.3 NYHKTY 2 goaatky 15 ao MNopsaky
NpoBeAEHHA ekcnepTn3n peecTpaLiiHix matepianis Ha
nikapcbki 3aco6u, WO NogalnTbCa Ha AepXaBHY peecTpaLiio
(nepepeecTpalito), a TaKoX ekcnepTu3n Martepianis Npo
BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianiB NnpoTArom fii
peecTpaLiiHoro NocBifg4YeHHs, 3aTBepMKeHoro Hakasom MO3
Bif, 26.08.2005 Ne 426 (y pegakuii Hakasy MO3 Big, 23.07.2015
Ne 460).

3a
peyenmom

UA/6300/01/02

63.

30KCOH® 2

Tabnetku no 2 mr
Ne10, Ne30 (10x3):
no 10 TabneTtok y
6nictepi; no 1 a6o
no 3 6nictepu B
KapTOHHI Kopo6Lyi

TOB "CaHodhi-
ABeHTIC
YkpaiHa"

YKpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
thapmakoHarnsgy (BBe4eHHs y3arasibHeHUX AaHnx npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHOBaxKeHoT ocobu,
BIANOBIAA/LHOI 3a 34iiCHEHH:A ddapmakoHarnsaay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHvKa 4ns 34iNCHeHHs
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
YNOBHOBaXEHOI 0C06U, BifNOBIAaIbHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKovatoum KOHTaKTHi AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemmn hapmakoHarnsgy) 3MiHun
| TMny - 3miHK Woao 6e3nekn/eddeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHW y TEKCTI MapKyBaHHS.
3MiHV BHECEHI B iHCTPYKLi0 4151 MeANYHOIO 3aCTOCYBaHHSA

3a
peyenmom

UA/6300/01/02
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
LLOA0 AoJaHHA po3ainiB "3anaBHUK" Ta "MicLie3HaxooKeHHs
3as1BHMKA" 3 BiANOBIZHUMY 3MiHAMW Y TEKCTI MapKyBaHHSI.
3amiHa rpachiyHOro 306paxkeHHsi Ha TEKCT MapKyBaHHS
ynakoBOK BignoBiAHO A0 BUMOr Hakaly MO3 Big 23.07.2015
Ne460 3 BignoBigHVMM 3MiHaMu y TekcTi MKA. TepmiH
BBE/EHHS 3MiH - MPOTAroM 6 MiCALIB NiCNA 3aTBEPIXKEHHS.
3MiHa 3asiBHMKaA (BNacHWKa peecTpauiintHoro noceig4eHHs)
(3rigHo Hakasy MO3 Bif 23.07.2015 Ne460). TepMiH BBEAEHHSA
3MiH - NPOTAroM 6 MiCALIB MiCNA 3aTBEPAXKEHHS
64. 30KCOH® 4 Tabnetku no 4 mr TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 peecTpauiiiHux matepiasnis: 3MiHu |l Tuny - 3a UA/6300/01/03
Ne30 (10x3): no 10 Pecny6nika Pecny6nika 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peuyenmom
Tabnetok y BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB BUAAYI
6nicTepi; no 3 peecTpauiiHoro NocBigyeHHs, BkIoYatoun MNnaH ynpasniHHA
6nictepu B pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€)
KapTOHHI Kopobuyj NoAasTbLIOro 06rpYHTYBaHHSA HOBMMU [OAATKOBUM JaHUMW,
L0 MaloTb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKI/bKY
BMMaraeTbCs CyTTEBA OLLIHKA KOMMETEHTHUM OpPraHoMm)
BukoHaHHsA 3060B'A3aHb BIAMOBIAHO A0 NiANYHKTY 1.13 NyHKTY
1, nignyHkTy 2.3 NyHKTY 2 goaatky 15 go MNopsaky
NpoBeAEHHA ekcnepTn3n peecTpaLiiHix matepianis Ha
nikapcbki 3aco6u, Lo NoAalTbCa Ha AepXaBHY peecTpaLiio
(nepepeecTpadito), a TakoX ekcrnepTnsn marepiasais Nnpo
BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis NnpoTArom fii
peecTpauiiHoro nNocBig4YeHHs, 3aTBepMxeHoro Hakasom MO3
Bif, 26.08.2005 Ne 426 (y pegakuii Hakazy MO3 Big, 23.07.2015
Ne 460).
65. 30KCOH® 4 Tabnetkun no 4 mr TOB Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/6300/01/03
Ne30 (10x3): no 10 "3eHTiBa", Pecny6nika 3MiHu Wwopao 6esnekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
TabneTok y Yecbka BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
6nictepi; no 3 Pecny6nika hapMakoHarnsay (BBeAEHHS y3arasibHEHUX AaHKX NPo
6nictepu B cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,

KapTOHHI Kopo6Lyi

BIANOBIAANbHOI 32 34iiCHEHH:A ddapmakoHarnsay; KOHTakTHOT
ocobu 3 dhapmakoHarnsgy 3asBHuKa AN5 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Big,

YMOBHOBaXXEHOT 0CO6MU, BigNOBIfa/IbHOI 3a 34iAICHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemun hapmakoHarnsgy) 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTnBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHW y TEKCTIi MapKyBaHHS.
3MiHV BHECEHI B IHCTPYKLi0 4151 MEAVYHOIO 3aCTOCYBaHHSA
LLOA0 AoAaHHA po3ainiB "3anaBHUK" Ta "MicLe3Hax0omKEHHS
3asBHMKA" 3 BiANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS.
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby chopma, 0 rnocsio4eHHs
ynakoska)
3amiHa rpachi4HOro 306paxxeHHsi Ha TEKCT MapKyBaHHS
yNakoBOK BiANoBiAHO A0 BUMOr Hakaly MO3 Big 23.07.2015
Ne460 3 BignoBigHMMU 3MiHaMu y TekcTi MKA. TepmiH
BBEAEHHS 3MiH - MPOTAroM 6 MiCALIB NiCNa 3aTBEPIXKEHHS.
3miHa 3asBHMKa (BNacHvKa peecTpauiiHoro nocBig4YeHHs)
(3rigHo Hakasy MO3 Big 23.07.2015 Ne460). TepmiH BBEAEHHS
3MiH - NPOTArom 6 MicsLiB Micns 3aTBEpPAKEHHS
66. 30TEK®-200 TabneTkun, BKpUTI OpraHocuH IHAis EBepTogxeH Navid IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHuxX MmaTepiaslis: NPpUBeAEHHs Ne 10 - 6e3 | UA/11501/01/01
nniBKOBOIO Navidp CaeHcus NimiTeq, iHhopMmauii woao peknamyBaHHs Y Hakasi MO3 YkpaiHu peyenma,
060/10HKOt0, M0 200 | CaeHcus lMBT. Big 01.02.2016 Ne 53 y BignoBigHICTbL A0 peecTpauiiiHuX Ne 10x10 -
mr no 10 TabneTok nra. maTtepianiB 3 ypaxyBaHHAAIM 3MiH LOAO YMOB BifnycKy, 3a
y 6nictepi; no 1 3aTBepAKeHMX Hakazamm MO3 YKpaiHu peyernmom
a6o 10 6nicTepis y Bif 21.02.2017 Ne 169 Ta Big 20.03.2017 Ne 295, (6y/10 —He
KapTOHHI Kopo6Lyi nionsizae; cmasio - Ne 10 — nidsis2ae, Ne 10x10 — He nidsisg2ae )
67. 30TEK®-300 TabneTku, BKpUTI OpraHocuH IHais EBepTomxeH Naiid IHais BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasliB: NPUBeAEHHS Ne 10 - 6e3 | UA/11501/01/02
nniBKOBOKO Navich CaeHcus Jlimitep, iHdbopmauii Wwoao peknamyBaHHsA y Hakasi MO3 YkpaiHu peyenma,
o060noHkoto, no 300 | CaeHcu3 lMBT. Big 01.02.2016 Ne 53 y BignoBigHICTL A0 peecTpaLiiiHUX Ne 10x10 -
Mr no 10 TabneTtok nrp. MaTepianis 3 ypaxyBaHHAAM 3MiH O[O0 YMOB BifjnycKy, 3a
y 6nictepi; no 1 3arBepAxeHnx Hakasamum MOS3 YkpaiHu peyernmom
abo 10 6nictepiB y Big 21.02.2017 Ne 169 Ta Big 20.03.2017 Ne 295, (610 —He
KapPTOHHI Kopobui nionsizae; cmaso - Ne 10 — nidnsizcae, Ne 10x10 — He nidnsi2ae )
68. 30TEK®-400 TabneTku, BKpUTI OpraHocuH IHAis EBepTompKeH Maid IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHnx MmaTepianis: NpuBeAeHHA Ne 10 - 6e3 | UA/11501/01/03
NNiBKOBOKO Naidp CaeHcms JliviTep, iHdbopMmaL,ii Woao peknaMmyBaHHs y Hakasi MO3 YkpaiHu peyenma,
o6onoHkoto, no 400 | CaeHcu3 l1BT. Big 01.02.2016 Ne 53 y BignoBigHICTbL A0 peecTpauiiiHUX Ne 10x10 -
mr no 10 TabneTok nra. MaTepianis 3 ypaxyBaHHAIM 3MiH LW0A0 YMOB BifnycKy, 3a
y 6nictepi; no 1 3arBepAXeHux Hakazamu MO3 YkpaiHu peyenmom
abo 10 6nicTepiB y Big 21.02.2017 Ne 169 Ta Big 20.03.2017 Ne 295, (610 —He
KapTOHHI Kopobui nionsi2ae; cmasio - Ne 10 — niosis2ae, Ne 10x10 — He nidsisg2ae )
69. | IBAHOPOHOB KOHLeHTpaT Ans Mictpan Benuka Cotema, Mapokko Mapokko/ BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasliB: 3MiHM LW0A0 3a UA/16132/01/01
A KUCNOTA- pO34nHy Ans Kenitan BpuTaHis (BpOGHMLTBO, IcnaHis 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BHeceHHsi abo peyenmom
BICTA iHQpy3in, 1 mr/m; MeHemKXMeHT nakyBaHHs); 3miHa(n) 40 3060B'A3aHb Ta YMOB BuAadi peectpauiiHoro
no 6 mny donakoHi; Nimiteq CiHTOH Xicnanis, nocBifYeHHs, Bkovatouy MNiaH ynpaBniHHA py3vkamu
no 1 pnakoHy y C.J1., IcnaHis (3acTocyBaHHs 3MiH(1), SiKi(a) BUMaratoTb(€) NOAa/IbLLOIO

KapTOHHI Kopo6Lyi

(KOHTpO/b AKOCTI,
BUMYCK cepil)

06r'pyHTYBaHHS HOBVMW AOAATKOBUM JaHUMMU, L0 MAKOTh
HafaBaTnCs KOMNETEHTHUM OPraHoM, OCKifIbKM BUMaraeTbcs
CyTTEBA OL{iHKa KOMNETEHTHUM OpraHoMm); BrKoHaHHSA
30608B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 1.8.2 nyHkTy 1.8
nogatky 5 o MNopsAaky NpoBefeHH:A ekcrnepTusn
peecTpauiiHnx MaTepianiB Ha flikapcbki 3aco6u, Lo
noJalTbCsA Ha AepXaBHY peecTpauiio (nepepeecTpadiio), a
TaKoX ekcnepTv3n mMaTepianiB NPo BHECEHHS 3MiH A0
peecTpaLiiHix MaTepianis NpoTsArom Aii peectpauiiioro
NnocBifYeHHs, 3aTBepmKeHoro Hakasom MO3 Big, 26.08.2005
Ne 426 (y pepaxuii Hakazy MOS3 Big 23.07.2015 Ne 460)
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3aco6y ¢hopma, 0 noceidyeHHs
ynakoska)
70. IMOBAKC cycneHsia gns CaHodi PpaHuis NOBHUIA LMK ®paHuis/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/14266/01/01
nonio iH'eKLjii no 0,5 mn MacTep C.A. BUPOGHMLITBA, BUMYCK YropumHa 3MiHK | TRy - 3MiHa Y MeToAax BUNpobyBaHHs AdI abo peyenmom
BAKUMHA ANl | (1 posa) y cepii: CaHoi BMXiZAHOrO MaTepiany/NpoMiKHOro NPoAyKTy/peareHTy, LWo
MPO®INIAKTUK | nonepeaHbo MacTtep, ®paHuis; BMKOPWUCTOBYETLCA Y NpoLeci BUpo6HMLTBA AD| - NpMBEAEHHS
n 3anoBHEHNX BTOPUHHE MaKyBaHHSI: BMNpo6yBaHHSA 3a nokasHukom Mycobacteria in vitro gns
AONIOMIENITY | wnpuuax 3 3AT "CaHodpi- Intermediate Seed Lots Ta Working Seed Lots (types 1, 2 and
IHAKTUBOBAH | npukpinneHoto ABEHTIC", YropLyHa 3) Ha eTani BipyCHOI CycneH3ii Npy BUPOOGHULITBI TPUBaIEHTHOI
A PIOKA rosnkoto (abo 2-ma KOHLeHTPOBAaHOT NO/IOBIPYCHOT BakLMHN Y BifANOBIAHICTL A0
oKpemMummn BMMOT €Bponelicbkoi Papmakonei (MoHorpadis 2.6.2
rofikamun) B Mycobacteria)
KapTOHHI kopobuy;
no 5 mn (10 go3) y
hNakoHi 3
3aXUCHUM
KOBMaykom; no 1
a60 10 chnakoHiB B
KapTOHHI Kopo6Lyi
71. IHFANINT aepo3osb no 30 M AT "Ctoma" Ykpaina AT "Ctoma" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/0827/02/01
y 6anoHi 3MiHu Il Tuny - BBEAEHHA AOAATKOBOrO BUPOOHMKA Aito4oi peyenma
aepo30/IbHOMY pevoBUHyY (CTpenToumay po3unHHoro) TOB "®APMXIM",
antoMmiHieBoMy, Nno YKpaiHa [0 Bxe 3aTBepAXeHoro BupobHuka BAT "Ip6GiTchbkuii
1 6anoHy 3 ximiko-thapmaveBTnUHUIA 3aBoA", Pocilicbka ®egepauis 3
po3nuaBayemM B HafaHHAM MacTep-thaiina (Bepcis 1 2017)
nauuj
72. IHFANINT aepo3osb in bulk: AT "Ctoma" Ykpaina AT "Ctoma" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/15629/01/01
no 30 mn y 6anoHi 3MiHK |l TUNy - BBEAEHHA A0AATKOBOrO BUPOGHMKA Aito4ol
aepo30/1IbHOMY peyoBUHyY (cTpenToumay po3unHHoro) TOB "®APMXIM",
anoMiHieEBOMY; No YKpaiHa [0 Bxe 3aTBepAXeHoro BupobHuka BAT "Ip6iTchbkuii
180 6anoHiB y ximiko-chapmaleBTUYHMiA 3aBoa”, Pocilicbka deaepaluis 3
ALLMKY HafaHHAM MacTep-thaiina (Bepcis 1 2017)
73. INIAAKPUHY NOPOLLIOK ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/15708/01/01
FAPOXNOPUL, | (cybeTaHuis) y 06MeXeHOo 06MEXeHOo AZMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
MOHOrIAPAT nonieTuNeHoBmxX BignoBigasibHi BiANOBiAa/IbHICTIO MiCLil NPOBaXEHHS AiS/IbHOCTI BUPO6HMKA (BK/IHOYatoum, 3a
nakertax ans CTHO "PAPMXIM" HEeOobXifHOCTI, MicLe NPOBEAEHHSI KOHTPO/IO SIKOCTI), a6o
dhapmaLeBTU4YHOro "dapmaueBtu BNacHuka mactep-taiina Ha A®l, abo noctavasibHMKa
3aCTOCyBaHHA YyHa KOMNaHis Adl/BuxigHoro matepiasy/peareHTy/NPOMiIXXHOIO NPOAYKTY, LLO
"CANKOTAPIC 3aCTOCOBYIOTLCS Y BUPOOHULTBI AD| (SKLLO 3a3HAYEHO Y JOChE

Ha nikapcbkuii 3acib) 3a BiAcyTHOCTI cepTudikata
BIANOBIAHOCTI EBponeiichbkili hapmakonei y 3aTBepakeHoMy
focke, abo BUPOOHKKA HOBOT ONOMKHOI PEYOBUHM (SIKLLLO
3a3HayYeHo y A0CbE) - 3MiHa aApecy MiCLs NPOBaJKEHHS
LisNbHOCTI BUpobHUKa cybCcTaHLii InigakpyHy rigpoxnopua
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
MoHorigpat TOB «®APMXIM». BBefieHHs 3MiH NPOTArom 3-X
MiCSILiB MicNsi 3aTBEPAKEHHS.
74. ITPAKOHA30/ | nenetu HOLL Na6c IHais How Na6c MpaiiBeT IHais BHECEHHS 3MiH IO peecTpaviiiHiX maTepianis: pMiHu | Tuny - - UA/13596/01/01
NENETN 22% (cybeTaHuin) y MeT. N74. Nimiteq AZMIHICTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
nonieTuIeHoBKX MiCLil NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/IHOYatoum, 3a
naketax gsis HEeOobXifHOCTI, MicLe NPOBEAEHHSI KOHTPO/IO SIKOCTI), a6o
BMPOGHMLTBA B/1acHUKa mactep-aiina Ha A®l, abo noctavasibHUKa
HecTepusibHUX Adl/BuxigHoro matepiasy/peareHTy/MPOMiIXXHOTO NPOAYKTY, LLO
nikapcbkux chopm 3aCTOCOBYIOTLCS Y BUPOOHULTBI AD| (SKLLO 3a3HAYEHO Y JOChE
Ha nikapcbkuii 3acib) 3a BiAcyTHOCTI cepTudikata
BIANOBIAHOCTI EBponeiichbkili hapmakonei y 3aTBepakeHoMy
[ocke, abo BUPOOHKKa HOBOT AOMOMDKHOI PEYOBUHM (SIKLLLO
3a3HayeHo y A0CbE) - 3MiHa Ha3BM Ta afgpecu micus
NPOBaPKEHHA Ais/IbHOCTI BUPO6HMKa Holw Jlabe MpaiiseT
Nimitea, IHgin:
75. KANEUMNBEKC TabneTku, BKPUTI Akkopa Benuka BUPOBHUK Benuka BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/14799/01/01
150 NNiBKOBOK Xenckea BpuTaHis BignosiganLHNii 3a BpuTaHis/ 3MiHW | TUNY - NOAAHHS HOBOTO CepTUDiKaTa BifMOBIAHOCTI peuenmom
060/10HKOI0, N0 150 Nimitep, BUMYCK cepii: AKKOP/, IHais €sponeiicbkiit dhapmakonei Ne RO-CEP 2013-309-Rev 02 st

mr no 10 Tabnetok
y 6nictep; no 3, 6

a6o 12 6nicTepis y
KapTOHHI Kopo6Lyi

Xenckea Jlimiteq,
Benvika bpuTaHis;
nepBuHHe Ta
BTOPWHHE NaKyBaHHS:
Akkopg Xenckea
Nimiteq, Benuka
BpuTaHis;
BVPOGHMLTBO
roTOBOrO /iKapCbKOro
3acoby, neperHHe
nakyBaHHs, BTOPUHHE
nakyBaHHs!, KOHTPO/Tb
AKOCTI cepil: IHTac
dapmacbioTikan3
NiviTeq, IHAis;
BVMPOGHMLTBO
rOTOBOrO JliKapCbKOro
3acoby, nepBuHHe Ta
BTOPUHHE MaKyBaHHS,
KOHTPO/1b AKOCTI cepii
(anbTepHaTuBHWiA
BUPOGHMK): IHTac
dapmacbloTikans
Nimiten, IHAis

Aitoyoi peyosrHK Capecitabine Big HOBOro BUPOGHMKA A0 BXe
3aTBEPKEHNX BUPOOHMKIB B sIkMx HasiBHi CEP
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
76. KANEUMNBEKC TabneTku, BKpUTI Akkopa Benuka BiANOBiAa/IbHWIA 32 Benuka BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/14799/01/02
500 NAiBKOBOIO Xenckea BpuTaHis BUMYCK cepii: AKKops, BpuTaHis/ 3MiHK | TNy - NofjaHHs HOBOrO cepTudikara BifNoBiAHOCTI peyenmom
060/10HKOI, M0 500 Nimiten Xenckea fimitea, IHAjn €sponeiicbkiit hapmakonei Ne RO-CEP 2013-309-Rev 02 ans
Mr no 10 Ta6sieTok Benuka bputaHis; nitoyoi pevoBuHY Capecitabine Big HOBOro BUpO6HMKA [10 BXe
y 6nicTepi, no 3, 6 nepeuHHE Ta 3aTBEPAXEHUX BUPOOHNKIB Y KX HassBHi CEP
abo 12 6nictepiB y BTOPUHHE NakyBaHs:
KapPTOHHI KOpooL;i AkKopg, Xesickea
NimiTen, Benvka
BpuTaHis;
BVMPOGHULTBO
rOTOBOrO /1iKapCbKOro
3acoby, NepBUHHE
nakyBaHHs1, BTOPUHHE
nakyBaHHs1, KOHTPO/1b
AKOCTI cepil: [HTac
dapmacbioTikans
Nimiten, HAis;
BVMPOGHMLTBO
rOTOBOrO JliKapCbKOro
3acoby, NepBUHHE
nakyBaHHsl, BTOPUHHE
nakyBaHHs1, KOHTPOJ1b
AKOCTI cepil
(anbTepHaTUBHWIA
BMPOGHMK): IHTac
dapmacbioTikan3
Nimiteq, IHaisa
77. KANTOMPEC- Tabnetkn, no 10 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/8156/01/02
DAPHNLSA TabneTok y "dapmaLesTu "dbapmalesTUuHa 3MiHu | TNy - HafaHHA Hooro CepTudikaty BiANOBIAHOCTI peyenmom
KOHTYPHIli YyHa hipma thipma "AapHuus” €Bponelicbkoi Papmakonei Big HOBOro BUpobHuka A®I
yapyHKOBiit "MapHuug" kantonpun NeR1-CEP 2003-113-Rev 02; 3MiHu | Tuny - 3MiHa

ynakosLi; no 2
KOHTYPHI YapyHKOBI
ynakoBKu B nayLi

napameTpiB cneuudikauilii Ta/abo AOMYCTUMUX MEX FOTOBOr0O
nikapcbKoro 3acoby; CynyTHA 3MiHa: 3MiHa y MeTogax
BMNPOBGYBaHHS rOTOBOTO NikapcbKoro 3acoby - NpuBeAeHHS
cneuudikalii Ta MeTOAiB KOHTPOJIH0 FOTOBOrO /1iKapCbKOro
3aco0y 3a nokasHWKom «MikpobGionoriyHa umctoTa» y
Bi4MOBIAHICTb 40 BUMOT Ait04Oro BUAaHHA ADY; 3miHm | Tuny -
3MiHa y meTogax BunpobysaHHa APl abo BMXigHOro
marepiany/npomMiKHOr0 MPOAYKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NpoLeci BUpobHULTBa ADI; cynyTHA
3MiHa: 3MiHa y napameTpax cneuudikauii Ta/abo AonycTMMmx
MeX, BU3HaYeHux y cneumdiikauisax Ha A®l, abo
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
BWXiAHWIA/NPOMIDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTHCSA
y npoueci Bupo6HuuTBa AdI - akTyanisauis cneumdikayii Ta
MeToziB KOHTpoto AD| kanTonpuiy, y 3B'A3Ky 3 BBEAEHAM
HOBOr0 BUPOGHUKA Ta NPMBEAEHHS Y BiAMOBIAHICTb J0
pekomeHAauili Ta ctunictukmi AdY Ta 4o BuMor MoHorpadii
«Captopril» gjtouoro BugaHHa € 3a NoKasHMKaMu:
«PO3UMHHICTb», «lgeHTudikawis», «Mpo30piCTb PO3UNHY>»,
«lMuTOoMe onTUYHEe 06epTaHHNA», «Baxki meTanun», «CynyTHi
OOMiLLKM», «BTpaTa B Maci npy BUCYLLYBaHHI»,
«MikpobiosnioriyHa unctota». Kputepii NpuMitHATHOCTI Ta
METOAMKN BUNPOOYBaHHA HE 3MIHUNCD; 3MiHK | TUMY - 3MiHa
nepiogy NOBTOPHMX BUNPOGYBaHb/Nepioay 36epiraHHA abo
yMmoB 36epiraHHs A®| - 36ibLIEHO TEPMIH NepekoHTposio API
3 2- pokiB 0 3- pPOKiB, & TaKOX BCTAHOBMEHO TEPMIH
nepekoHTposnto A®I Bif HOBOro BUPOBHUKA — 3 POKM, OCKINIbKM
HagaHuii CEP He MicTUTb AaHoi iHchopmalii
78. | KAPBIAONAI Tabnetku no 25 TeBa I3paine Tea dapmaueBTikas I3paine BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis: 3a UA/9969/01/01
NEBOJOMNA- Mr/250 mr o 10 dapmaueBTika IHgacTpis /TA, 3MiHW | TUNY - 3MiHU [0 IHCTPYKUT 4715 MeANYHOTO peyenmom
TEBA TabneTok y n lugactpis 3acTOCyBaHHA y po3ainu: "B3aemogis 3 iHWMMK NliKapCbKumu
6nicTepi, no 5 a6o nTa. 3acobamu Ta iHWi BUAW B3aemogiii”, "Oco6amBocCTi
no 10 6nicTepis y 3acTocyBaHHs", "3acTocyBaHHA y nepiof BariTHocTi abo
KOpOGL rogyBaHHs rpyaar”, "34atHicTb BNIMBATY Ha LUBUAKICTb
peakLii Npn kepyBaHHi aBTOTPaHCNOPTOM ab0 iHLLINMU
MexaHismamu', "TMepepo3ysaHHsa", "MobiyHiI peakwii”
BiANOBIAHO 4O OHOBNEHOT iHChopMaLii 3 6e3neku Aitoyol
peyosuHU. BBeeHHA 3MiH npoTarom 3-x MicauiB nicna
3aTBepAKEHHA
79. KAPAIOAAPOH | po3uvH gns ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/1713/01/01
-340POB'A iH'eku;jin, 50 mr/mn 06MEXeHOo 06MEXeHOo AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
no 3 mn1 B amny i BiANOBIga/TbHI BiANOBIA&NbHICTIO 3asBHUKA (BNacCHMKa PeecTpaLiiiHoro NocBig4yeHHs) 3miHa
no 10 amnyny CTio "dapmaLeBTnyHa afipecu 3asBHUKa. BBefieHHA 3MiH NPOTArom 6-Tn MicsLiB
KapTOHHi kopobuyj; "PapmaueBTn KomMnaHis "3gopos's”, nicns 3aTBEpPKEHHS.
no 3 mn B amnyni, YyHa KOMnNaHis 3MiHu | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
no 5 amnyny "3p0pos'a”, Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
6nictepi, no 1 a6o BMpPOBHMKa/iMNopTepa roToBOro JliKapCbKoro 3acoby,
2 6nictepu y BK/THOYAKOUN AiNbHULI BUMYCKY cepii abo Micue npoBefeHHs

KapTOHHI Kopobuyj

KOHTPOIO AKOCTI. (AiANbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/IMNOpPTEp, BK/IKOUAKOUM BUMYCK cepili) 3mMiHa agpecu
BMPOGHMKa TOBApUCTBO 3 0OMEXEHOI0 BiAMNOBIfA/IbHICTHO
"apmaueBTMYHA KOMNaHiA "3a0poB'a”, YkpaiHa 6e3 3MiHu
Micusi BUpOOHULTBA: BBEAEHHSA 3MiH NPOTAroM 6-TW MicALiB
nicnsa 3aTBepKeHHs.
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
80. KETOHAN® TabneTku, BKpUTI CaHpo3 CnoseHisa BVMPOGHMLTBO CnoseHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/8325/04/01
POPTE NNiBKOBOKO dapmacbloTik Hepo3acoBaHoi MonbLua 3MiHu | TNy - NofjaHHA OHOBNEHOTO cepTudikaty peyenmom
060/10HKO0, N0 100 ans a.n. NpoAyKLi, NepBUHHA i BignoBigHoCTi EBponeiicbkoi hapmakonei Ne R1-CEP 2003-
Mr no 20 Tab/1eTok BTOPVHHA YNaKOBKa, 136-Rev 05 Bif 3aTBEPAXEHOr0 BUPOOHYMKA 3i 3MIHOK Ha3BU
y q()l'laKOHi; nol KOHTPO/b Cepi]’y OfHi€l 3 BVIp06HI/ILIVIX OiNbHULUb; 3MiHKX | TUNY - NOAAHHA HOBOTO
chnakoHy B [l03BiN1 Ha BUMYCK cepTudikaTy BignoBigHOCTI €EBponeiicbkoi papmakonei Ne R1-
KapTOHHI KOpO6Lyj; cepii: lek CEP 2007-167-Rev 01 Big HoBOro BVIp06HVIKa BEC
no 10 Ta6neTok y dapmaLeBTuuHa CHEMICAL PRIVATE LIMITED pogatkoBo [0 3aTBEPAXKEHOr0
GnicTepi; no 1 KOMMaHist .4, BUPOGHMKa
6nictepy B CnoseHis;
KapTOHHI Kopo6Lyi BVMPOGHMLTBO
Hepo3dgracoBaHoT
NPOAyKUii, KOHTPO/b
cepii: lek C. A.,
MonbLa
81. KONAPEKC NOPOLLOK A5 nakcoCmiTKn Benuka CMIiTKnsiliH Bivem IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/2560/01/01
XOTPEM 3I opasibHOro AlH BpuTaHis C.A. 3MiHM | TUNY - 3MiHU BUNPOBYBaHb 260 AOMYCTUMUX MEX, peuyenma
CMAKOM pO3unHYy N0 5 r KoHcblomep BCTAHOB/IEHUX Y cneyudpikauisix, nig yac BMpobHULUTBA
NTMMOHY MOPOLLKY Y Xenckep (FOK) rOTOBOrO JIiKApCbKOro 3acoby (BUyUYEHHsI HECYTTEBOIO
nakeTuky; no 5 a6o Tpeiiginr BMNPOOYBaHHA B NPOLECi BAPOOHULITBA) - BUSTYUYEHHS
10 nakeTukis y j'|i|v|i'|'e'u| KOHTPO/IO B I'IDOLlECi BI/IpO6Hl4L|,TBa ana HepO3CpaCOBaHOTO
KapTOHHIl Kopo6Lj NOpPOLLKa, 3a HasABHOCTI BiANOBIAHMX BMNPO6GYBaHb B rOTOBOMY
niKkapcbkoMy 3aco6i. 3a/MILIAaETbCA KOHTPO/b B NPOLECI
BMPOGHULITBA CEPELHBbOI MaCcK HanoBHEHHS, OAHOPIAHOCTI
Macu HanoBHEHHS i LiNiCHOCTI nakeTunka. 3a NoKasHNKOM
LinicHICTb BUNMyYaEeTLCA ONUC BUNPOOYBaHHS | 3a3Ha4YaeTbCA
nepioAnNYHNIA KOHTPO/Tb BIANOBIAHO A0 CTaHAAPTHUX
pekomeHAaLji; 3MiHu | TUny - 3MiHW y NpoLeci BUPOGHMLTBA
roTOBOrO NKaPCbKOro 3acoby, BKIOYAUN NPOMDKHUI
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHMLTBI TOTOBOrO
nikapcbKoro 3acoby - 3MiHa NOCNiA0BHOCTI 3MiLLlyBaHHS
KOMMOHEHTIB — NPUBEAEHHA CXEMM | OMUCY BUPOBHMLITBA Y
BiANOBIAHICTb A0 peasibHOT BUPOOHNYOT MPaKTUKK; 3MiHK | Tuny
- 3MiHa y MeTofax BUNpPo6yBaHHS roTOBOrO NiKapCbKOro
3ac06y - 3MiHa METOAVKM KOHTPOJIIO CYNPOBIAHMX AOMILLIOK
heHinedpiHy rigpoxnopugy (BEPX) Ta OHOBNEHHS1 MeToay
KOHTPO/I0 KUCNOTK ackopbiHoBoi (TLLX)
82. KONAPEKC® Tabnetkv no 12 nakcoCmiTKn Benvka BMPOGHMLITBO 3a IpnaHgis/ BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 6e3 UA/2675/01/01
TabneTok y ANH BpuTaHisi MOBHUM LIK/IOM: PymyHisi/ 3MiHu | TNy - BBEAEHHSI OHOBNEHOro CEP Big yxe peyenma
6nictep; no 1 KoHcblomep nakcoCmiTKnainH IcnaHis 3aTBEP/PKEHOT0 BUPOGHYKA /151 Ait04OT peqoBMHU
6nictepy B Xenckep (FOK) [anrapsaH Jlimites, Phenylephrine hydrochloride,
KapPTOHHili KOPOGLi TpeiigiHr IpnaHgjs; signosigae 3anponoHoBaHo: R1-CEP 2005-291-Rev 04
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
Nimiten 3a NepBUHHY,
BTOPVHHY YNaKOBKY;
Bunyck cepii: C.K.
€spochapm C.A.,
PymyHis; Bignosigae
3a NepPBUHHY,
BTOPVIHHY YNaKOBKY,
KOHTPOb AKOCTI
(Tinbkn
MiKpob6iosnoriyHa
yncToTa), BUMYCK
cepii: CMiTKNsiiH
Bivem C.A., Icnanis
83. KOHTPOJIOK® Tabnetkun Takepga M'm6X HimeuunHa BMPOGHULITBO 3a HimeuunHa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/0106/01/02
racTpopesncTeHTHI NOBHUM LMK/TOM: AQMiHICTPaTVBHI 3MiHW. 3MiHa HalilMeHyBaHHA Ta/abo agpecu peyenmom
no 20 wmr; no 14 Takepna 'M6X, micue MicLA MpoBaMKEHHS AiANbHOCTI BUPO6HMKa/imnopTepa
Tabnetok y BMPOGHULTBA rOTOBOrO /iKapCbkoro 3acoby, BKIYaoun AiflbHULL BUMYCKY
6nicTepi; no 1 OpaHieHbypr, cepii abo MicLe NpoBefeHHSA KOHTPOIO AKOCTI. (BisANbHICTb, 3a
6nictepy B HimeuunHa SKy BiANOBiJaEe BUPOOHMK/IMIOPTEP, HE BKOYAKOUM BUNYCK
KapTOHHI Kopo6Lyi HaHeCEeHHS MoKpPUTTA cepiii) 3miHa agpecu Micus NPOBaKEHHS AiANIbHOCTI
Ha sapa TabneTok: BUPOGHMKa rOTOBOrO /iKapCbKoro 3acoby - AnsaHc ®apma
ApgaHc ®apma 'm6X, 'M6X, BiANOBIAA/ILHOIO 3a YacTHY BUPOOHNYOro npolecy
HimeyunHa (HaHeceHHs NOKPUTTS Ha aapa TabneTtok) 3 BanneHpogep
LTpacce 12-14, 13435, bepniH, HimeuyunHa Ha BanneHpogep
LTpacce 8-14, 13435, BepniH, HimeyunHa, 6€3 3MiHK
(haKTMYHOrO MiCLe3HaxXOMKEHHS. 3MiHM | TUny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHWM y BUPOOHNLTBI. 3aMiHa abo
BBE/leHHs [0AATKOBOI AiNIbHULL BUPOBHMLITBA /15 YACTUHM
a60 BCbOro BMPOGHMYOro NpoLLecy roTOBOTO NiKapCbKOro
3aco6y (AinbHMLA, Ha AKi NPoBOAATLCS by Ab-AKi BUPOOHUYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOJIIO AKOCTI,
NepPBUHHOIO Ta BTOPUHHOIO NaKyBaHHS, A1 HECTEPUIBHUX
NiKapCcbKnx 3aco6iB) NpnBeAEHHsT PYHKLT BUPOBGHNYOT
AinbHuui AgsaHc ®apma M'm6X, HimeyurHa, y BignoBigHIiCTb A0
OpUriHaIbHVUX AOKYMEHTIB BUPOGHMKA -3a3HaueHHs oyHKLiT
BMPOGHUKA 5K "HaHeceHHsA NoKpuTTA Ha agpa TabneTtok".
84. KOHTPOJ/IOK® TabneTtkn Takega Mm6X HimeuyunHa HaHeCeHHs NoKpUTTA HimeuyunHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/9054/01/01
racTpopesnCTeHTHI Ha fpa TabneTok: 3MiHM 3 IKOCTi. FOTOBMIA Nnikapcbkunii 3aci6. 3MiHN y peyenmom
no 40 wmr; no 14 ApgaHc ®apma M'mbX, BMPOGHMLTBI. 3amiHa abo BBEAEHHSA [,0AaTKOBOI AiNbHUL
Tabnetok y HimeuunHa BMPOGHMLTBA A5 YacT1HU abo BCbOro BUPOGHNYOro npoLecy

6nictepi; no 1 a6o
no 2 6nictepu B

BMPOGHULITBO 3a

NOBHUM LIMK/TOM:

roTOBOrO NiKapCcbKOro 3acoby (AiNbHULSA, Ha K NPOBOAATLCA
6yAb-sKi BAPO6HUYI CTaAji, 3a BUHSITKOM BUNYCKY Cepii,
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
KapTOHHi Kopobuyi Takepa M'M6X, micue KOHTPOJTH0 AKOCTi, NEPBUHHOIO Ta BTOPUHHOIO NakyBaHHA, A1
BMPOGHMLUTBA HeCTepuIbHUX JiKapCbKMX 3ac06iB) BBEAEHHST A0AATKOBOI
OpaHieHobypr, AinbHULi BUpo6HMUTBa AgBaHc ®apma M'm6X, HimeuunHa
HimeuyunHa Bi4NOBiAa/IbHOI 32 HAHECEHHSI NOKPUTTSA Ha sAapa TabneTok,
Aka y)e byna 3aTBepkeHa B OpUriHa/IbHUX MaTepianax
peecTpaLinHOro AoCbe, asie He 3a3HadveHa B MKA /13.
85. KCIrgyo TabneTkn, BKpUTI AcTpa3eHeka LLiBeuis BMPOGHMLTBO in-bulk, CLWA BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasliB: 3MiHM LW0A0 3a UA/15983/01/01
MPOJIOHI nNiBKOBOKO Ab KOHTPO/b SKOCTI, 6e3nekn/edekTBHOCTI Ta hapmakoHarisgy. BHeceHHss abo peyenmom
060/10HKOI0, nepBrHHE Ta 3MiHa(1) £0 3060B'A3aHb Ta YMOB BuAadi peectpauiiHoro
NPOJIOHrOBaHOI fji BTOPUHHE NakyBaHHA, nocBifyeHHs, BKovatoun MnaaH ynpasniHHA pyusvkamm
no 10/1000 wmr; no BUNYyCK cepil: (3acTocyBaHHs 3MiH(1), Siki(a) BUMaratoTb(€) NOAa/IbLLOIO
7 Tabnetok y AcTpa3eHeka 06I'PYHTYBaAHHA HOBUMUW AOAATKOBUM AaHUMWU, LLIO MaloTb
6nicTepi; no 4 dapmacbioTrKanc HagaBaTnCs KOMMNETEHTHUM OPraHoM, OCKi/IbKV BUMaraeTbcs
6nictepn y nn, CWA CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm) - BUKOHaHHS
KapTOHHI Kopobuyj BMPOGHMLTBO in-bulk: 30608B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 1.8.2 nyHKTY 1.8
BpicTton-Maiiepc popartky 5 fo MNMopagky nNnpoBefeHHA ekcnepTusu
CkBib66 peecTpauiiHnx MaTepianiB Ha flikapcbki 3acoou, Lo
MaHyakTypiHr noJaloTbCA Ha AepXaBHy peecTpauiio (nepepeecTpadiio), a
Komnani, CLLUA TakoX ekcnepTusn martepianis NPo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasiiB NPOTAroM Aii peecTpaviiiHoro
NnocBigYeHHs, 3aTBepaKeHoro Hakasom MO3 Big, 26.08.2005
Ne 426 (y pepaxuii Hakazy MO3 Big 23.07.2015 Ne 460)
86. KCIrayo TabneTku, BKPUTI AcTpa3eHeka LLseuis BUPO6HULTBO in-bulk, CWA BHECEHHS 3MiH [J0 peecTpaLiiiHuX MaTepiasliB: 3MiHU 040 3a UA/15984/01/01
MPOJTIOHI NNiBKOBOKO Ab KOHTPO/b AIKOCTI, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BHeceHHst abo peyenmom
060/10HKOIO, nepBrHHE Ta 3MiHa(u) [0 3060B'A3aHb Ta YMOB BuAadi peecTpadiiHoro
NPONOHroBaHoT Aii BTOPWHHE NakKyBaHHS, NOCBIAYEHHS, BKtoYatoun MNnaH ynpasniHHA pu3nkamu
no 5/1000 mr; no 7 BUNYyCK cepil: (3acTocyBaHHs 3MiH(M), SiKi(a) BUMaratoTb(€) NOAa/bLLOI0
TabneTok y AcTpa3eHeka 06r'pyHTYBaHHS HOBVMW AOAATKOBUM JaHUMMU, L0 MAKOTh
6nictepi; no 4 dapmacbloTUKasICc Ha/fiaBaTnca KOMNETEHTHUM OPraHoM, OCKINIbKN BUMaraeTbCcs
6nictepn y nn, CWA CyTTEBA OLjiHKA KOMNETEHTHNM OpPraHoM) - BUKOHaHHS
KapTOHHI Kopo6Lyi BMPOGHMLTBO in-bulk: 3060B'A3aHb BiAMOBIAHO A0 NianyHKTy 1.8.2 nyHkTy 1.8
Bpicton-Maiiepc popatky 5 fo Nopsgky NpoBefeHHs ekcrnepTusmn
CkBi66 peecTpauiiHnx MaTepianiB Ha flikapcbki 3acobu, LWo
MaHydhakTypiHr noJalTbCsA Ha AepXaBHY peecTpauiio (nepepeecTpadiio), a
Komnani, CLUA TakoX ekcnepTusn martepiasis NPo BHECEHHS 3MiH A0
peecTpaLiiHix MaTepianis NpoTsArom Aii peectpauiiioro
noceigyeHHs, 3aTBepa)keHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pepaxuii Hakazy MOS3 Big 23.07.2015 Ne 460)
87. KCIrayo TabneTkn, BKPUTI AcTpa3eHeka LLiBeuis BMPO6HMLTBO in-bulk, CLWA BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiasliB: 3MiHM LWOA0 3a UA/15985/01/01
NMPOJIOHI nNiBKOBOIO Ab KOHTPO/b SKOCTI, 6e3nekn/edpeKkTBHOCTI Ta thapmakoHarnisgy. BHeceHHss abo peyenmom
060/10HKOI0, nepBUHHE Ta 3MmiHa(K) 40 3060B'A3aHb Ta YMOB BuAadi peectpaviiHoro

NPOJIOHroBaHoI il

BTOpPWHHE NaKyBaHHA,

MOCBiAYEHHs, BK/IKOYaoun MNaH ynpaesiHHsg pusnMkamm
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
no 10/500 mr; no 7 BUNYyCK cepil: (3acTocyBaHHA 3MiH(M), SiKi(a) BUMaratoTb(€) NOAa/bLLOr0
TabneTok y AcTpa3eHeka 06r'pyHTYBaHHA HOBMMW A0AATKOBUM JaHUMMU, O MaK0Th
6nictepi; no 4 dapmacbloTUKaIC Ha/fiaBaTncs KOMNETEHTHUM OPraHoM, OCKINIbKN BUMaraeTbCcs
6nictepn y nn, CWwA CyTTEBAa OLiHKa KOMMETEHTHUM OpraHom) - BrkoHaHHSA
KapTOHHI Kopo6Lyi BMPOGHMLTBO in-bulk: 3060B'A3aHb BiAMoBIgHO A0 NianyHkTy 1.8.2 nyHkTy 1.8
Bpicton-Maiiepc popatky 5 fo Nopsgky NpoBefeHHs ekcrnepTusmn
CkBi66 peecTpauiiHMx MaTepianiB Ha nikapcbki 3acobum, Wwo
MaHydhakTypiHr noJaloTbCA Ha AepXaBHy peecTpauiio (nepepeectpadiio), a
Komnani, CLUA TakoX ekcnepTusn martepiasis NPo BHECEHHS 3MiH A0
peecTpaLlifiHix MaTepianis NpoTsArom Aii peectpauiiioro
noceigyeHHs, 3aTBepaykeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pepaxuii Hakazy MO3 Big 23.07.2015 Ne 460)
88. KYBIUWH NOPOLLOK A/1A LWepinr-Mnay LLisefiuapis Brpo6HMuTBO Ta CLUA/ Itanis/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/9886/01/02
pO34nHy Ans CeHTpan Ict nepBrHHE NakyBaHHsA: | Benukobputa 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peuenmom
iHdby3iii no 500 wr, Al 0OCO Hist/ ®paHuis BMPOO6HULTBI. 3amiHa abo BBEAEHHS [,04aTKOBOI AiNbHUL
1 chnakoH 3 BiothapmacbioTukanc BMPOBHMUTBA A5 YACcTUHU abo BCbOro BUPOGHUYOro npoLiecy
NOPOLLIKOM Y MaHyekTypiHr JI1C, rOTOBOrO JliKapCbKoro 3acoby (AiNbHULA A5 BTOPUHHOMO
KOpOOLi 3 KAPTOHY CLWA nakyBaHHs1) BBeZleHHs1 f,01aTKOBOT AiNIbHULI BUPOGHULTBA

Xocnipa IHk., CLUA
MateoH Itania C.IN.A,,
ITania
KOHTpOsb AKOCTI:
Xonomxuk flivitea,
BenunkobpuTaHis
KoHTposb skocTi 3a
BUHATKOM TeCTy
"BakTepianbHi
€HAOTOKCUHN"
MateoH Itanis C.MN.A.,
ITanisa
BTopvHHe nakyBaHHS:
KaraneHT IOK
MexkemxuHr Jimites,
BenvkobputaHis;
Na6opaTtopii Mepk
LWapn i foym LLn6pe,
PpaHLin
Bunyck cepii:
HosapTic ®apma
'mM6X, HimeyunHa
Na6opaTtopii Mepk
LWapn i Joym LLUn6pe,

BiNOBIAaNbHOI 332 BTOPMHHE NakyBaHHS rOTOBOTO NiKapcbkoro
3acoby - Jlabopatopii Mepk LWapn i floym LLn6pe, ®paHuis.
BBefieHHA 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAXKEHHS.

3MiHn | TURY - 3MiHK 3 SKocCTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOGHMUTBI. 3MiHa iMnopTepa/3MiHu, WO CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOJIHO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHsA BUPOOHKKA, LLO BignoBigae 3a
BBE3eHHS Ta/abo BMNyCK cepii) - He Bkoyaroun
KOHTpO/b/BMNpOGYBaHHS cepil - BBeAeHHA JoaaTkoBoi
OiNbHULI BUPOGHMLTBA BIAMNOBIAa/ILHOT 32 BUMNYCK cepil (He
BK/10UAI0UM KOHTPO/b/BUNPOGYBaHHSA cepii) roToBoro
nikapcbkoro 3acoby - Jlabopatopii Mepk LWapn i Joym LLn6pe,
®paHLis. BBegeHHA 3MiH MPOTAroM 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHM | TMny - AgMiHICTpaTMBHI 3MiHX. 3MiHa

HaliMeHyBaHHS Ta/abo agpecu Micus NPOBaKEeHHS Ais/IbHOCTI

BMPOGHMKa (BK/IKOYAK0YM, 38 HEOOXIAHOCTI, MiCLie NPOBeAEHHS

KOHTPO/IO SIKOCTi), abo BnacHuka mactep-caiina Ha Adl, abo

nocravanbHvka AP|/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYHOTLCH Y BUPOOGHULTBI AD| (SKLLO 3a3HAYEHO Y AOChE
Ha nikapcbkuii 3acib) 3a BiAcyTHOCTI cepTudikata

BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
focke, abo BUPOOHKKa HOBOT AOMOMKHOI PEYOBUHM (SIKLLLO

3a3Ha4veHo y focbe) 3MiHa Ha3Bu BUpo6HMKa APl: 3 AKC
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

®dopma sunycky
(nikapcbka
chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Howmep
peecmpayjitiHo2
0 nocBi0YeHHs

PpaHuis

Lo6cpap C.n.A., ITanis Ha Acap C.n.A., ITanis, agpeca
3a/IMWAETLCA HE3MIHHOIO.

BBeeHHS 3MiH NpOTArom 6-Tu MIiCALB NicNs 3aTBEPMAKEHHS.
3minu | TUNYy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeefeHHsa abo 3mMiHM 0 y3arasibHeHNX
JaHnx npo cuctemy dhapmakoHarnsagy (BBefeHHs
y3ara/ibHeHUX JaHnx npo cuctemy dapmakoHarnsgy, amiHa
YNOBHOBaXXeHOI 0c0obM, BiANOBIfa/IbHOT 3a 34iCHEHHS
thapmakoHarnsgy; KOHTakTHoOT 0cobu 3 chapmakoHarnagy
3asBHUKA ANA 34iICHeHHS hapMakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, YyNTOBHOB&XXeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapMakoHarsay (BK/IUYaUM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cucremu
dhapmakoHarnsgy). 3MiHa KOHTakTHUX AaHWX YNOBHOBaXKEHOT
ocobwu, BignoBifanbHa 3a 3AilicHeHHA hapMakoHarnagy. 3MiHa
KOHTaKTHUX JaHNX KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asiBHUKA 415 34iiHEHHSA hapMmakoHarnsgy B YKpaiHi. 3miHa
MicLS 34iiCHEHHSA OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsgy.
3MiHa y po3MilLeHHI MacTep-ghaiiny. BeefieHHst 3MiH NpoTArom
6-TW MicAUIB Nicna 3aTBepXeHHSA. 3MiHM | Tuny - 3MiHK Woa0
6e3nekn/edhekTMBHOCTI Ta thapmakoHarniagy (iHwi 3MiHu)
PeecTpalis 40AATKOBOrO MapKyBaHHA — NakyBaHHS A1
anbTepHaTUBHOrO BUPOBHMKa, LLIO BiANOBigaE 3a BUNYCK cepi.
BBeeHHs 3MiH NpOTArom 6-Tu MICALB MiCNs 3aTBEPMAKEHHS.
3miHa 3asBHVKa (BNacHvKa peecTpauiiHoro nocBigYeHHs)
BBefieHHs1 3MiH NPOTAroM 6-Tv MICALIB 3 AaTh 3aTBEPAKEHHS.

89.

KYBIUWH

nopoLUoK AN
PO34nHy Ans
iHdpy3ii no 350 wr,
1 chnakoH 3
MOPOLLKOM Y
KOpOO6Li 3 KAPTOHY

LWepiHr-Mnay
CeHTpan IcT
Al

LLiBeiiuapis

Brpo6HMUTBO Ta
NepBUHHE MaKyBaHHS:
OCO
BiocdhapmacbloTukanc
MaHydhekTypiHr JI1C,
CLA
MareoH Itania C.M.A,,
ITanisa
KoHTpornb sikocTi:
Xonopxuk Nimites,
BenunkobpuTaHis
KoHTposb skocTi 3a
BVHATKOM TeCTy
"BakTepianbHi
€HA0TOKCUHKN"
MateoH Itanis C.MN.A,,

CLWA/ Itania/
Benvkobputa
Hist/ ®paHuis

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHM 3 IKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHM Y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS [,0AaTKOBOI AiNbHUL
BMPOOGHMLUTBA 4151 YacT1HM abo BCbOro BUPOGHMYOro npoLecy
rOTOBOrO Jlikapcbkoro 3acoby (AiNbHULSA A5 BTOPUHHOMO
nakyBaHHs1) BBefieHHs1 f,04aTKOBOI AiNlbHULI BUPOOHULTBA
BiZJNOBIAa/IbHOI 38 BTOPMHHE NaKyBaHHS rOTOBOTO NiKapCbKoro
3acoby - Jlabopatopii Mepk LWapn i floym Ln6pe, ®paHuis.
BBeeHHs 3MiH NpoTArom 6-Tu MICALB MiCNA 3aTBEPMAKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMiA 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, L0 CTOCYHTLCA
BUMYCKY Cepii Ta KOHTPOJIIO AAKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo goaaBaHHS BUPOOHMKa, LLLO BiAMOBIAaE 3a
BBEe3eHHA Ta/abo BMNyck cepii) - He BkIovaroum
KOHTpONb/BUNpo6YyBaHHSA cepil - BBeAeHHA A0AaTKOBOI
AiNbHWLI BUPO6HWLTBA BIANOBIAa/ILHOI 332 BUNYCK cepil (He

3a
peyenmom

UA/9886/01/01




Ne

Hassa

3assHUK
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n/n

JliKapcbK0O20
3acoby

®dopma sunycky
(nikapcbka
chopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Howmep
peecmpayjitiHo2
0 nocBi0YeHHs

90.

KYBAH®

ITanisa

BTOpUHHE MakyBaHHS:

KaraneHT FOK
MekemxuHr Mimites,
BenukobpuTaHis;
Na6opaTtopii Mepk
LWapn i Joym LLUnGpe,
PpaHLin
Bunyck cepii:
HosapTic ®apma
'm6X, HimeuunHa
Nab6opaTtopii Mepk
LWapn i foym LLn6pe,
dpaHuin

BK/IHOHAK0UM KOHTPO/b/BUNPOGYBAHHSA Cepil) roTOBOro
nikapcbkoro 3acoby - Jlabopatopii Mepk LWapn i Joym LLUn6pe,
®paHLis. BBegeHHA 3MiH MPOTAroM 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHW | TMny - AgMiHICTPaTMBHI 3MiHN. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy MicLs NPOBaKEHHS Ais/IbHOCTI
BMPOGHMKa (BK/THOYAKOUM, 38 HEOOXIAHOCTI, MicLie NPOBEeAEHHS
KOHTPO/IO SIKOCTI), @60 BflacHMKa MacTtep-chaiina Ha A®l, abo
noctavanbHvka A®|/BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLIO 3a3HAYEHO Y AOCLE
Ha nikapcbKunin 3acib) 3a BiACyTHOCTI cepTucpikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOBHKKa HOBOT AOMNOMKHOI PEYOBUHM (SIKLLLO
3a3HayeHo y focbe) 3MiHa Ha3Bu BUpo6HMKa APl: 3 AKC
[o6ap C.n.A., ITania Ha [icbap C.n.A., ITanis, agpeca
3a/IMLWAETLCA HE3MIHHOI.
BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
3MmiHu | TUNY - 3MiHK W0 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3MiHM 40 y3arasbHeHNX
JaHnx Npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasisHeHNX faHux Npo cuctemy chapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOI 0C06U, BiANOBIAA/ILHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHUKa 415 34iiCHEHHA ddapmakoHarnsaay B YkpaiHi, SKwo
BOHa BiIMiHHa BifJ, YNOBHOBaX€eHOI 0CO6M, BiANOBIAA/IbHOI 3a
3iicHeHHs dpapMakoHarniaay (BKIYaoUM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHi MacTep-caiina cucremu
hapmakoHarnsigy). 3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXKEHO
oco6u, BiANoBigasibHa 3a 34jicCHEHHS hapMmakoHarnsgy. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3 hapmakoHarnsgy
3asiBHMKa 4N 34iiHeHHS hapMakoHarsgy B YkpaiHi. 3miHa
MicLs 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.
3MiHa y po3milLeHHi macTep-chaiiny. BeefeHHS 3MiH NpoTArom
6-Tv1 MicALIB NicnA 3aTBepKeHHsA. 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHLwi 3miHn)
PeecTpaLisi 4oAaTKOBOro MapKyBaHHA — NakyBaHHS AN
anbTepHaTUBHOIO BUPOGHMKA, Lo BiANOBIAAE 3a BUMYCK Cepil.
BBefieHHA 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAKEHHS.
3MiHa 3asBHUKa (BNacHUKa peecTpauiliHoro NocBig4eHHS)
BBegeHHS 3MiH NPOTAroM 6-Ty MICAILIB 3 AaTh 3aTBEPAXKEHHS.

TabneTKn PO3UNHHI

no 100 wmr, no 30

BioMapiH
IHTepHeLLHN

IpnaHgis

BVMPOGHULTBO
Hepo3gracoBaHoT

HimeuuunHa/
IpnaHgis

BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis:
3MiHK | TNy - 3MiHa NapameTpiB cneymndikauin Ta/abo

3a

peyenmom

UA/12202/01/01
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
abo no 120 Nimiten npoAayKLii, NepByHHe [ONYyCTUMUX MeX MepBUHHOI YNakoBKN rOTOBOIO /iKapCbKoro
TabneTok y nakyBaHHS y hniakoHn 3aco0y - BUJa/IEHHA TECTY Ha repMeTUYHICTb /18 NepeBipKku
nonieTuneHoBoMy Ta KOHTPO/Ib AKOCTI NPUNSAraHHA YKYNOPOYHOT KPULLKK A0 dNakoHy; 3MiHu | Tuny -
dhnakoHi; no 1 nikapcbKoro 3acoby: 3MiHa chopMm abo po3Mipy KOHTeHepa Ymn 3aKynopoBasIbHOTO
chnakoHy B Ekcenna M'v6X eHp, 3aco6y (NepBMHHOI yMakoBKM) (HECTEPWU/IbHI NiKapchki 3acobu)
KapTOHHI KOpoOL; Ko., HimeuumnHa; - He3HaYHI 3MiHM A0 PO3Mipy KPULLIOK AiameTpom 33 MM Ta 38
KOHTPO/b SKOCTi MM, SIKi OCHaLLleHi NPUCTPOEM A/151 3aXMCTY Bif BigKpuTTS
niKapcbKoro 3acoby AITbMU; 3MiHM | TUNY - 3aMiHa BOMIOTONOrNNHaYa, skui
(mikpo6He nomiLLalTb M MNOAIETUIEHOBUMY NakeTamu 3
TecTyBaHHs): Jlabop Hepo3hacoBaHUM NiKapCbK1UM 3aco60M, a came cunikaresb
N+C AT, HimeuuuHa; 3aMiHIOOTb HA BEHTOHITOBY F/IMHY; 3MiHM | TUNY - 3MiHa
CI'C IHCcTUTYT nocTavasibHVKa nakyBasibHUX MaTepianiB abo KOMNIEKTYUMX
PpeseHiyc Mm6X, - BUAIEHHS iHchopMmaLii LLoAo nocTavasibHIKa KOHTeliHepiB
HimeuuunHa; BOJIOronor/iMHavya. BeegeHHsA 3miH npoTsarom 6 MicAuis 3
MapKyBaHHS [atn 3aTBepAKEeHHA
hnakoHiB Ta
BTOPWHHE NaKyBaHHS:
MinnmayHT Xenckeap
Ntp, Ipnaxgis;
BioMapiH IHTepHeLHN
Nimiten, IpnaHgis;
BiANOBiAA/IbHWIA 3a
BMNYCK cepil:
BioMapiH IHTepHeLwHN
NimiTes, lpnaxgis
91. | NO3AMN® TabneTkn, BKpUTI TOB "CaHodi- YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasliB: 3MiHM LW0A0 3a UA/9435/01/01
nntoc 060n0Hkot0 Nel0, ABEHTIC Pecny6nika 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
Ne30 (10x3), Ne90 YkpaiHa" 3MiHM [0 y3araslbHeHVX AaHNX NPo cucTemy thapmakoHarnsgy

(10x9):

no 10 TabneTok y
6nicTepi; no 1, 3
abo 9 6nicTepiB y
KapTOHHI KOpO6Lyj;
Ne30 (15x2), Ne90
(15x6):

no 15 tabnetok y
6nicTepi; no 2 abo
6 6nicTepiB y
KapTOHHi Kopobu.

(BBEAEHHSA Y3arasibHEHUX AaHWX MPO cUcTemy
hapMakoHarnisgy, 3MiHa yrnoBHOBaXXEHOT 0cobum,
BiANOBIAA/IbHOI 32 34iiCHEHHS ddapMakoHarnsagy; KOHTakTHOT
0cob6u 3 hapmakoHarnsay 3asiBHvKa ANns 34iINCHEeHHS
hapMakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA Big,
YNOBHOBaXXeHOI 0c0obM, BiANOBIfa/IbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (BkI4atoum KOHTakTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemmn chapmakoHarnsgy) -
[itoua pepakuis: ynoBHoBaxkeHa ocoba 3asBHMKa,
BignosiganbHa 3a hapmakoHarnsag - Eric Teo/Epik Teo. ;
MponoHoBaHa pefakLis: ynoBHOBaXeHa ocoba rpynu
KoMnaHili Sanofi, BianoBiganbHa 3a hapMakoHarnsg Ha
rnobansHoMy piBHi - Eric Teo/Epik Teo - ynoBHOBaxeHa ocoba
3asBHVKa, BignosiganbHa 3a dpapMakoHarnsag B Ykpaii -




51

Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
KniwwnH AHTOH MukonalioBuY; 3mMiHW 040
6e3nekn/edpekTBHOCTI Ta hapmakoHarnagy (iHwi 3miHm)-
3MiHW Y TEKCTi MapKyBaHHS. 3MiHV BHECEHI B iHCTPYKLIil0 ANS
MeJMYHOro 3aCTOCYBaHHSA W00 A0AAHHSA po3Ainis "3asnBHuK"
Ta "Micue3HaxoKeHHs 3asiBHUKA" 3 BiAMOBIAHMMN 3MiHAMK Y
TEKCTi MapkyBaHHs. 3aMiHa rpadiyHOro 306paxkeHHs Ha TekcT
MapKyBaHHS YNakoBOK BifnoBiAHO 40 BUMOT Haka3y MO3 Big,
23.07.2015 Ne460 3 BignosigH1MK 3MiHaMmn y TekcTi MKA.
TepMmiH BBEAEHHS 3MiH - NpoTArom 6 micauis nicns
3aTBEPKEHHS.; 3MiHaA 3asBHMKA (BNacHMKa peecTpaviiiHoro
nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne460)
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS.
92. MAAJIOKC® cycneHsis opanbHa | TOB "CaHodi- Ykpaina dapmarTic PpaHuin BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/9219/01/01
Ne 30: no 15 mny ABEHTIC 3MiHM | TURY - BUNYYEeHHS BUPOBOHUYOIT ginbHuui BK Giulini peyenma
naketi: no 30 Ykpaina" GmbH, HimeuunHa ons Ajrounx peyoBrH aloMiHilo TigpoKeua,
nakerTiB y Ta MarHito rigpokcug,
KapTOHHI Kopo6Lyi
93. MEHOBAS3AH Masb, N0 40ry TOB "AKN Ykpaina TOB "AKN YkpaiHa BHECEHHS 3MiH [J0 pEECTpaLiiiHNX MaTepianiB: BUNYUYEHHS 6e3 UA/5829/02/01
Ty6i, no 1 Ty6i B "papmaueBTu "®apmMaueBTUYHA BMPOGHMWYOI AinbHUL (BKIHOYAKUN AinbHUL Ans AdI, peyenma
nauui 3 KapToHy YyHa thabpuka" habpuka NPOMDXHOro NPoAyKTy abo roToBOro nikapcbKoro 3acoby,
AiNbHULI AN NPOBEAEHHA NakyBaHHS, BUPOOHMKa,
BiANOBiAANLHOIO 3a BUMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPO/I0 cepil) abo nocTayasnbHKKa BUXIgHOTO Matepiany,
peareHTy abo AOMNOMIKHOT PeYOBMHY (SIKLLO 3a3HAYEHO Y
[0CbE)
BUJTYYEHHS OAHIET i3 ABOX 3aTBEPAKEHUX [iNbHULb BUPOBHMKA
TOB "[OKIN "®apmaueBTuyHa habpuka” YkpaiHa.
BBefeHHA 3MiH NPOTAroM 6-TW MICALB NIC/1A 3aTBEPAXEHHS.
94. | METOKNOMPA | po3uuH ans ToBapucTBoO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH O peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/4973/01/01
MIA-3A0POB'A | iH'ekuiil, 5 mr/mn, 06MeXeHo 06MEXEHOo AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
no 2 M B amnyni; BignoBigasibHi BiAMOBIAa/TbHICTIO 3as1BHMKa (B/1aCHMKA PeECTPaLiiHOro NocBig4yeHHs) 3MiHa
no 10 amnyn B CTH0 "®GapmavueBTnyHa agpecy 3asBHVKa. BBefeHHs 3MiH NpOTArom 6-T MicsauiB
KapTOHHI KOpoOLj "PapmaueBTn KoMnaHis "3gopos'a” nicns 3aTBEPAKEHHS
3 Meperopoaxamu; YyHa KOMNaHis 3MmiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
no 2 mn B amnyni; "3p0pos'a” Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI

no5amnyny
6nictepi; no 2
6nictepu B
KapTOHHi KopobLyj;
no 2 mn B amnyni;
no 10 amnyny

BMpPOGHMKa/iMNopTepa roToBOro JliKapCbKoro 3acoby,
BK/IOYAKOUY AiNbHULj BUNYCKY cepil abo MicLe npoBefeHHs
KOHTPO/IO AKOCTI. (AisANbHICTb, 3a Ky BignoBigae
BMPOGHMK/iMMOpTep, BKIOYauM BUNYCK cepiil) 3miHa agpecu
MiCLii NPOBaPKEHHSA AisiNIbHOCTI BUpOo6HUKka M3
MeToknonpamig-340poB's, TOBapUCTBO 3 0OMEXEHOD
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
6nicTepi; no 1 BignoBigasIbHICTIO "®apmalieBTUYHa KomnaHisa "340poB's”,
6nictepy B YKpaiHa, 6e3 3MiHM MicLis BUPOOHMLTBA. BBEAEHHS 3MiH
KapTOHHI Kopo6Lyi NpOTArom 6-T1 MicALIB MiC/1A 3aTBEPMXEHHSA. 3MiHu | Tuny -
3MiHuM 3 SKOCTi. [0TOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO MiKapCbKOro 3acoby (BW/yYEHHST yNakoBK/ NEBHOTO
po3Mipy) BUNYyYeHHs ynakosku /13 MeToknonpamig-340poB's
no 2 mn B amny/i, no 5 amnyn y 6nictepi, no 1 6nictepy B
KapTOHHI Kopo6Li. BBegeHHs 3MiH NpoTsArom 6-Tv MicsuiB
nicns 3aTBepaKeHHs
95. MYKANTUH Tabnetkn no 50 mr ToBapucTBO 3 Ykpaina BCi cTagii YKpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/5779/01/01
no 30 TabneTok y 06MEXKEHOI0 BUPOGHMLTBA, 3MiHM | Tuny - 3miHa napameTpis cneuudikayiin Ta/aéo peyenma
6aHuji abo BiANOBIga/TbHI KOHTPO/Ib SIKOCTI, [0MNyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby - BUNYYEHHS M.
KOHTeliHepi; no 1 cTIo BUNYCK cepii: «CTupaHicTb» 3i cneuymdikadii/MeToaiB KOHTPOSIO AKOCTI
6aHLj a6o " [locnigHWiA ToBapuCTBO 3 roTOBOrO NikapCbKoro 3acoby (KOHTPOJIb CTUPAHOCTI Tab1eTok
KOHTeliHepy y 3aB0/ 06MEXeHo0 3[iCHIOETLCS y NPOLECi BUPOGHMLTBA rOTOBOTO J1iKapCbKOro
naui 3 KapToHy; no "rHUncC" BiANOBiAANbHICTIO 3aco6by, KpuUTepii NPUINHATHOCTI HaNIBNPOAYKTY (TabneTtkm
10 TabneTtok y "[locnigHwii 3asof " Hepo3chacoBaHi) 3a N. «CTUpaHICTb» ifEHTUYHWI BUMOram,
KOHTYPHUX THLIC", Ykpaina; BCi BCTaHOB/IEHWM Y cnevuudikaLii Ha roToBuiA Nnikapcbkuii 3aci6)
6e34apyHKOBMX cTagii BUpobHMLTBa,
ynakoskax, no 30 KOHTPO/b SIKOCTI,
Tabnetok y 6aHkax BUMYCK Cepii:
abo KoHTelHepax ToBapucTBo 3
06MexeHoto
BiANOBif&/IbHICTIO
"®apmaueBTNYHa
KoMnaHis "3gopos'a”,
YkpaiHa
96. MYKANTUH Tabnetku no 50 mr ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: - UA/11488/01/01
in bulk: no 1000 06MEXEHOI0 BMPOGHMLTBA, 3MiHwW | Tuny - 3miHa NapameTpis cneuudikauiin Ta/aéo
Tabnetoky BignoBigasibHi KOHTPO/b SKOCTI, [0NYyCTUMMX MEX FOTOBOTO NiKApCbKOro 3acoby - BUTyYEHHS M.
nakeTax cTi0 BUMyCK Cepii: «CTupaHicTb» 3i cneyudikauii/MmeToAiB KOHTPOIO SKOCTI
NoNieTUIEHOBUX; in "[ocnigHnii ToBapucTBo 3 roTOBOrO iKapCbKOro 3ac06y (KOHTPOJIb CTUPAHOCTI TabneTok
bulk: no 9000 a6o 3aBop, 06MEXEHOI0 3[iCHIOETLCS Yy NPOLECi BUPOBGHMLTBA FOTOBOTO J1iKapCbKOro
no 15 000 “rHU/1C" BiANOBifabHICTIO 3ac00y, KpUTepIil NPUAHATHOCTI HaMiBNPOAYKTY (TabneTku
TabneTok y "[ocnigHnii 3aso4, " Hepo3dacoBaHi) 3a N. «CTUpaHICTb» iAEHTUYHNI BUMOram,
KOHTeliHepax FHLIC", Ykpaina; BCi BCTaHOB/IEHNM Y crieuudikauii Ha roToBuWiA Nikapcbkuii 3aci6)

cTagii BUpo6bHMLTBA,
KOHTPO/b SKOCTI,
BMNYCK cepil:
ToBapucTBO 3
06MEXeHoK
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
Bif4NOBiAa/IbHICTIO
"®apmaueBTnyHa
KoMmnaHis "3gopos'a”,
Ykpaina
97. | HATPIO pO3uunH ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/13841/01/01
Xnoenpa- iHchysiii, 9 mr/mn no | “"®apmaueBTu "dapmaLieBTNYHa 3MiHW | TUNY - 3MiHK WO 6e3nekn/edeKTUBHOCTI Ta peyenmom
AAPHUNLUA 200 mn a6o no 400 yHa hipma thipma "AapHuua” thapmakoHarnsy - OHOB/IEHHS 3aTBEPAXKEHOTO TEKCTY
My hiakoHax "fNapHuus" MapKyBaHHSA NePBUHHOT YNakoBKM NiKapCbKoro 3acoby 3
BHECEHHSAM 3MiH [J0 TEKCTY MapKyBaHHS: JONOBHEHHSA TEKCTY
MapKyBaHHS iHLLIOK TEXHIYHO iHhopMauieto. BBegeHHA 3MiH
NPOTArom 6-Tu MicALiB Nicns 3aTBepKeHHS
98. HOPMEI TabneTku, BKPUTI TOB "CaHodhi- Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/13230/01/01
nniBKOBOKO ABEHTIC Pecny6nika 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay. peyenmom
060/10HKO0, No 250 YkpaiHa" BBefeHHA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cuctemy
mr Ne 30 (10x3), Ne thapmakoHarnagy (BBefeHHs y3arasibHeHUX gaHnx npo
60 (10x6): no 10 cucTemy hapmakoHarnsgy, 3miHa ynosHoOBaXeHoi ocobu,
Tabnetok y BiANOBIAA/IbHOI 32 34iiCHEHHSA (dapMakoHarnsgy; KOHTakTHOT
6nicTepi; no 3 abo ocobu 3 dhapmakoHarnsgy 3asBHuKa ANs 34iICHEHHS
no 6 6nictepis y thapMakoHarnsgy B YkpaiHi, KO0 BOHa BigMiHHaA Bif,
KapTOHHI Kopo6Li YMOBHOBaXEHOI 0c06U, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu Yy
pO3MilLEeHHI MacTep-ghaiina cuctemun hapmakoHarnsgy) 3miHu
| Tuny - 3miHK Woao 6e3nekn/edhekTBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiH1) 3MiHW y TEKCTI MapKyBaHHS.
3MiHV BHeCeHi B iHCTPYKL,i0 4151 MeANYHOro 3aCTOCyBaHHSA
LLOA0 A0AaHHA po3ainiB "3anaBHUK" Ta "MicLie3HaX0mKEHHS
3asBHMKA" 3 BIANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS.
3amiHa rpadiivyHOro 306paXkeHHs1 Ha TEKCT MapKyBaHHS
yMakoBOK BignoBiAHO A0 BUMOr Hakaly MO3 Big 23.07.2015
Ne460 3 BignoBigHVMM 3MiHaMu y TekcTi MKA. TepmiH
BBEJEHHS 3MiH - MPOTArOM 6 MiCALIB NiC/1A 3aTBEPAKEHHS.
3MiHa 3asBHWKa (BNacHUKa peecTpauiliHoro NocBif4eHHs)
(3rigHo Hakasy MO3 Big 23.07.2015 Ne460). TepMiH BBeAEHHS
3MiH - MPOTAroM 6 MiCALIB MiCNA 3aTBEPMAKEHHS.
99. HOPMEI Tabnetkun, BKpUTI TOB "CaHodi- Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/13230/01/02
nNiBKOBOIO ABEHTIC Pecny6nika 3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta hapmakoHarnsay. peyenmom
o060n0oHkoto, no 500 YkpaiHa" BeeaeHHsA ab0 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy

mr Ne 30 (10x3), Ne
60 (10x6): no 10
Tabnetok y
6nictepi; no 3 abo
no 6 6nictepis y

chapmakoHarnsgy (BBeeHHs y3araslbHeHUX AaHux npo
cuctemy hapmakoHarnisgy, 3miHa ynoBHoBaXKeHoi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapMakoHarnsay; KOHTakTHOT
0cobu 3 dhapmakoHarnaay 3asiBHUKa ANs 34iCHEHHS
hapmMakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHaA Bif,
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby chopma, 0 rnocsio4eHHs
ynakoska)
KapTOHHI Kopo6Li YMOBHOBaXeEHOI 0co6W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKIUarUn KOHTaKTHI AaHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-ghaiina cuctemun hapmakoHarnsgy) 3miHu
| Tuny - 3miHK Wwoao 6e3nekn/eekTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3MiHW y TEKCTIi MapKyBaHHS.
3MiHN BHECEHI B iHCTPYKLiO 4719 MEANYHOrO 3aCTOCYBaHHS
LLOA0 A0AaHHA po3ainiB "3anaBHUK" Ta "MicLLe3HaxX0mKEHHS
3asBHMKA" 3 BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS.
3amiHa rpadiivyHOro 306paXkeHHs1 Ha TEKCT MapKyBaHHS
ynakoBOK BifnoBiAHO A0 BuMoOr Hakasy MO3 Big 23.07.2015
Ne460 3 BignoBigHVMM 3MiHaMu y TekcTi MKA. TepmiH
BBEJEHHS 3MiH - MPOTArOM 6 MiICALIB NiCNA 3aTBEPAKEHHS.
3MiHa 3asBHMKa (BNacHUKa peecTpauiliHoro Noceig4eHHs)
(3rigHo Haka3y MO3 Big, 23.07.2015 Ne460). TepmiH BBeLEHHS
3MiH - MPOTAroM 6 MiCALIB MiCNA 3aTBEPMAKEHHS.
100. OKCANINNATW | KoHueHTpart ans EBEBE ABCTpis NOBHUIA LMK AscTpis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/6314/02/01
H "EBEBE" pO3uuHy Anisi dapma BUpoGHULTBa: EBEBE HimeuunHa 3MiHW | TNy - BUNYy4eHHs! BUpOGHUKA A®| Okcaninnatuh peyenmom
iHdpy3iid, 5 mr/mn no lec.m.6.X. dapma lec.m.6.X.
10 mn (50 wr), abo Hapr.KI Hdor. KT, ABCTpis;
20 mn (100 wmr), KOHTpO/Ib/BMNpOGYBa
a6o 30 mn (150 HHA cepii: Nabop /1 +
mr), abo 40 mn C Al', HimeyunHa
(200 wr) y chnakoHi;
no 1 conakoHy B
KapTOHHI Kopo6Lyi
101. | ONTIPEW 300 PO34MH ANS iH'EKU lepbe dpaHLis Ni6en-®napcxeim Kanaga BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/9440/01/01
Ta iHchysilt, 636 KeHega IHK. 3MiHM | TUny - 3MiHa HaliMeHyBaHHS BUPOGHMKa ADI peyenmom

mr/mn no 50 mn,
100 mn y dpnakoHi;
no 10 chrakoHiB y
Kopo6ui; no 50 mn
y nonepesHbL0
HanoBHEHOMY
wnpuyi ans
PYYHOrO BBE/IEHHS;
no 10 wnpwuuis y
Kopo6ui; no 100
Mn, 125 mny
nonepesHLo
HanoBHEHOMY
wnpuyi ana
aBTOMAaTMYHOro

osepcony, 6e3 3MiHM MicLisi BUPOGHMLTBA
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

®dopma sunycky
(nikapcbka
chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Howmep
peecmpayjitiHo2
0 nocBi0YeHHs

BBefEHHS; no 10
wnpuLiB y Kopoou,i

102.

ONTIPEN 320

PO34MH ANS iH'eKi
Ta iHchya3ili, 678
mr/mn no 50 mn,
100 mn, 200 MmNy
thnakoHi; no 10
hnakoHiB y
Kopo6ui; no 50 mn
y nonepesHbL0
HanoBHEHOMY
wnpuui ana
PYYHOTO BBEEHHS;
no 10 wnpuyis y
KopoobLi

lepb6e

PpaHuis

Ni6en-®napcxeim
KeHega IHK.

KaHaga

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:
3MiHM | TUny - 3MiHa HaliMeHyBaHHS BUPOGHMKa ADI
nosepcosny, 6e3 3MiHM MicLst BUPOGHMLITBA

3a
peyenmom

UA/9440/01/02

103.

ONTIPEN 350

PO3YMH ANS iH'eKLit
Ta iHdysiin, 741
mr/mMn no 50 mn,
100 mn, 200 MmNy
thnakoHi; no 10
hnakoHiB y
Kopo6ui; no 50 mn
y nonepegHbL0
HanoBHEHOMY
wnpuui ans
PYYHOrO BBEJEHHS;
no 10 wnpuuis y
Kopo6ui; no 100
M, 125 mny
nonepegHLo
HanoBHEHOMY
wnpuyi ans
PYYHOrO BBEJEHHS;
no 10 wnpwuuis y
Kopoo6Ui

epbe

dpaHuis

Nlieen-®napcxeiim
KeHepa IHK.

KaHaga

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUMy - 3MiHa HaliMeHyBaHHS BUPOGHMKa ADI
nosepcosy, 6e3 3MiHM Micus BUPO6HMLTBA

3a
peyenmom

UA/9440/01/03

104.

ODJ/TIOKCUH®
200

TabneTkn, BKPUTI
o060n0Hkoto, no 200
mr Ne 10 (10x1): no
10 TabneToK y
6nictepi; no 1
6nictepy y
KapTOHHIN Kopo6Lyi

TOB "CaHoi-
ABEHTIC
YkpaiHa"

Ykpaina

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHW)
3MiHM Y TEKCTi MapKyBaHHS1. 3MiHN BHECEHI B iHCTPYKL,it0 015
Me[MYHOro 3aCTOCYBaHHA LWOA0 A0AAHHA Po3Ainis "3asaBHuK"
Ta "Micue3HaxomKeHHs 3asBHUKA" 3 BIAMNOBIAHMMN 3MiHAMU Y
TEKCTi MapKyBaHHs. 3amiHa rpadiyHOro 306paXKeHHs1 Ha TeKCT

3a
peyenmom

UA/8147/02/01
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
MapKyBaHHS yNakoBOK BifnoBigHO A0 BUMOr Hakasy MO3 Big
23.07.2015 Ne460 3 BignosigHuMmM 3miHamu y TekcTi MKA.
TepMmiH BBEA,EHHS 3MiH - NPOTArom 6 MicAuiB nicns
3aTBepMKeHHs. 3MiHK | Tuny - 3MiHn Wwoao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. BeegeHnHs abo
3MiHV A0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3arasIbHEHNX AaHUX NPO cUcTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BIANOBIAAbHOI 3a 34iiCHEHH:A ddapmakoHarnsagy; KOHTakTHoT
0ocobu 3 dhapmakoHarnaay 3asiBHUKa AN 34iliCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Big,
YNOBHOBaXXEHOI 0CO6W, BiANOBiAAILHOI 32 34iiCHEHHS
hapmakoHarnsay (Bknoyatouy KOHTaKTHI AaHi) Ta/abo 3MiHM y
pO3MilLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3MiHa
3asBHUKA (BNacHNKa peecTpauiiHoro noceigueHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne460)
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicALiB nicns
3aTBEPAKEHHS
105. ODPTATENNb® refib O4YHui, 2,5 CaHTeH AT PiHnaHais Bunpo6HuK, HimeuuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux matepiasis: 3MiHu |l Tuny - 6e3 UA/6605/01/01
mr/r,no 10 ry BiAnoBiganbHMiA 3a PiHNAHAIA 3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay. peyenma
thnakoHi, no 1 BUpPO6HULTBO in-bulk, BHeceHHs abo 3miHa(v1) 0o 3060B'A3aHb Ta yMOB Buaadi
donakoHy B nepBuHHe Ta peecTpauiiiHoro nNocBifg4YeHHs, BKIYaroum MNnaH ynpasniHHA
KapTOHHI Kopo6Lyi BTOPVHHE NakKyBaHHS, pusmKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)
KOHTPO/b SIKOCTI: noAasibLIOro 06I'pYHTYBaHHSA HOBUMM [OAATKOBUM AaHUMK,
YPCA®APM IO MatoTb HaAAaBaTUCA KOMNETEHTHUM OpraHOM, OCKiflbKu
ApuHanmiTTeNb BMMaraeTbCs CyTTEBA OLLIHKA KOMMETEHTHUM OpraHom)
M6X, HimeyunHa BrikoHaHHsA 3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 2.3 MyHKTY 2
Bunpo6HMK, popatky 15 no MNMopsaky npoBefeHHs eKcnepTusu
BiAnoBiganbHNIA 3a peecTpauiiHnx MaTepianiB Ha flikapcbki 3acobu, Lo
BUMYCK: noJalTbCs Ha AepXaBHY peecTpauiio (nepepeecTpadiio), a
CaHTeH AT, TaKoX eKkcnepTv3n mMaTepiasis NPo BHECEHHS 3MiH A0
iHnAHgis peecTpavuiiiHMX MaTepianis NPOTAroM Aji peecTpauinHoro
NoCBIgYeHHs, 3aTBepAkeHoro Hakasom MO3 Big, 26.08.2005
Ne 426 (y pepaxuii Hakazy MO3 Big 23.07.2015 Ne 460)
106. MAKNITAKCEN KOHUEeHTpaT A5 TOB "TeBa Ykpaina CingaH ®apma CP/1, PymyHis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3MiHa 3asiBHMKa 3a UA/6833/01/01
AKTABIC pO34MHy ansg YkpaiHa" PymyHis ITanis (BNacHvka peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
iHdpysiil, 6 Mr/mn no AxTasic ITania C.n.A,, Bif 23.07.2015 Ne 460)
5 mn (30 mr) abo ITania

no 16,67 mn [16,7
mA] (100 mr), abo
no 25 mn (150 wmr),
abo no 43,33 mn
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
(260 wmr), abo no 50
M (300 mr) y
thnakoHi; no 1
dhnakoHy y nauui 3
KapTOHY
107. NMAHKPEATUH NOPOLLIOK MpAT Ykpaina Biosnm Mesensliadt HimeuyunHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: - UA/14048/01/01
CTaHAapTU30BaHuit “TexHonor" throp EH3MMTEXHOOT 3MiHW | Ty - 3MiHa Nepiogy NOBTOPHWX BUNPO6yBaHb/nepiosy
(cy6eTaHuis) y M6X 36epiraHHA abo ymoB 36epiraHHs A®I (3a BigcyTHOCTI y
noABiliHNX MilLikax 3aTBEpAXEHOMY [OCbE cepTudikaTa BifgnoBigHOCTI
nonieTUNEHoBUX €sponelicbkili hapmakonel, Lo BKIYae nepios NOBTOPHOro
AN15 BUPOGHULTBA BMNpPo6YBaHHS) (Nepiog NOBTOPHOTO BUNPOGYBaHHs/Nepios,
HecTepuibHUX 36epiraHHs) - 3MiHa YMOB 36epiraHHs Adl; 3miHu | Tuny - 3miHa
nikapbkux hopm y napameTpax crneungikauii Ta/abo 4onycTuMmx Mex,
BM3HAYeHNX y cneundikauisx Ha A®l, abo
BWXiAHWA/NPOMDKHWIA NpOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS
y npoueci BUpo6HuuTBa Adl; cynyTHA 3MiHa: 3MiHa y MeTogax
BMNpo6yBaHHA A®I| abo BuxigHOro matepiasty/npomikHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLECi
BMPO6HMLTBA AP (iHLWI 3MiHM Y MeToAax BUNPOGYBaHHSA
(BKTtOYat0uM 3aMiHy abo AONOBHEHHS) AdD| abo
BMXiHOro/NpoMiKHOro NpoAyKTy) - 3mMiHa crneumdikavii Ta
MeToAy KOHTposto APl 3a NoKasHMKOM «Po3Mmip YacTok»
108. MAPANIEH® pignHa opanbHa no | TOB "CaHodi- Ykpaina Eln HatTepmaHH eHg, HimeuunHa BHECEHHSA 3MiH [0 peecTpauiitHux maTtepianis: 3MiHu | Tuny - 6e3 UA/10764/01/01
TAM'AH- 100 mn y chnakoHi ABEHTIC Caiii. FTm6X AZMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenma
NPAMYNA Nel YkpaiHa" MiCLLA MpOBaKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa
rOTOBOrO /iKapCbKOro 3acoby, BKIYaoun AiNlbHULL BUMYCKY
cepii abo MicLie NpoBefeHHS KOHTPOIO AKOCTI. (BisNbHICTb, 3a
AKY BiAMNoBiAae BUPOGHUK/IMNOpPTEP, BK/IKOYAOUM BUNYCK Cepiit)
3MiHa Ha3BW Ta agpecy BUPO6HUKa, 6e3 3MiHU MicLs
BMpOOHULTBA: BBEAEHHS 3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPAKEHHS.
109. NMPAAAKCA® Kancynu TBepai no BepiHrep HimeuunHa BepiHrep IHrenbxaimv HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/10626/01/01
75 wr, no 10 IHrenbxaim dapma M'v6X i Ko. K 3MiHU |1 TUMY - 3MiHU [0 HCTPYKWIT AN Men4YHOro peyenmom
kancyn y 6nictepi; IHTEepHeLHN 3aCTOCyBaHHSA [0 po3ainis "dapmakooriyHi BNacTmBocTi'”,
no 1 a6o 3, a6o 6 m6X "Oco6nmBOCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
6nicTepis y KOpooLli no3n", "MpotunokasaHHsa", "Baaemogis 3 iHLIMMK NikapCbKMMMN
3acob6amu Ta iHWi B1AW B3aemogiii", "MepesosyBaHHs",
"Mo6ivHi peakui”. BBegeHHA 3MiHM npoTArom 3 micauis
nicna saTBepAKeHHsA
110. | MPAOAKCA® Kancynv Teepgi no Bepinrep HimeuunHa | BepiHrep IHrenbxaim HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/10626/01/02
110 wr, no 10 IHrenbxainm dapma 'mbX i Ko. KI 3MiHK [1 TNy - 3MiHK A0 THCTPYKLT AN MegnyHoro peyenmom
kancyn y 6nicrepi; IHTepHeLHN 3acTocyBaHHA [0 po3ginis "®apmakonoriyHi B1acTnsocTi”,
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
no 1 a6o 3, abo 6 M6X "Oco6nmBoCTI 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
6nicTepiB y Kopobui no3n”, "MpotunokasaHHsa", "Baaemogist 3 iHLWMMK NiKapCbKMMMW
3acobamu Ta iHWi BUAn B3aemogiii", "MNepenosyBaHH:A",
"Mo6iuHi peakuii”. BBegeHHA 3MiHM npoTArom 3 micsauis
nicns 3aTBepKeHHs
111. NMPAAAKCA® Kancynu TBepai no BepiHrep HimeuunHa BepiHrep IHrenbxaimv HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/10626/01/03
150 mr, no 10 IHrenbxaim dapma Mv6X i Ko. K 3MiHU |1 TUMY - 3MiHU [0 HCTPYKUIT AN Men4YHOro peyenmom
kancyn y 6nictepi; IHTEepHeLHN 3aCTOCYyBaHHSA [0 po3ainis "dapmakonoriyHi BNacTmBocTi'”,
no 3 a6o no 6 M6X "Oco6nmBoCTI 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
6nicTepis y po3n","MpoTunokasaHHsa", "B3aemogis 3 iHWMMK nikapCbKruMu
KapTOHHI Kopo6Lyi 3acobamu Ta iHWi BUAW B3aemogiii", "MepenosyBaHHs",
"Mo6ivHi peakui”. BBegeHHA 3MiHM npoTArom 3 micauis
nicna saTBepAKeHHsA
112. | MPAMINEKCON | Tabnetkn no 0,18 OpioH DiHNAHAA OpioH KopriopeliLuH, Ipeuis/ BHECEHHS 3MiH 40 peecTpauiiiHux matepiasis: 3MiHu |l Tuny - 3a UA/12404/01/02
OPIOH mr no 10 TabneTok KopnopeiwH iHnAHgiA DiHNAHAIA 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
y 6nictepi; no 3 Cneuudpap C.A,, BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB BUAaYi
6nictepn y pevis peecTpauiiHoro NocBigyeHHs, BkIoYatoun MNnaH ynpasniHHA
KapPTOHHI KOpooL; AnbTepHaTUBHWIA pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BMMararoTb(€)
BUPOGHWK, LLIO NoAasTbLIOro 06rpYHTYBaHHSA HOBMMU [OAATKOBUM JaHUMW,
3[iliCHIOE BTOPUHHE IO MatoTb HaAAaBaTMUCA KOMNETEHTHUM OPraHOM, OCKifIbKn
naxyBaHHs: BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHNM OpraHoM)
[aneHa ®apma On, BrikoHaHHA 3060B'A3aHb BiANOBIAHO A0 NiANYHKTY 2.3 MyHKTY 2
DiHNAHAISA poaartky 15 o MNMopagky npoBefeHHs ekcnepTusmn
peecTpauiiHnux MaTepianiB Ha flikapcbki 3aco6u, Lo
noJaloTbCs Ha AepXaBHy peecTpaLiio (nepepeectpadiio), a
TakoX ekcnepTusn maTepiaslis Npo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasiiB NPOTAroM Aii peecTpaviiHoro
NocBigYeHHS, 3aTBepAKeHoro Hakaszom MO3 Big 26.08.2005
Ne 426 (y pegaxuii Hakazy MO3 Big, 23.07.2015 Ne 460).
113. APAMIMEKCON | tabnetku no 0,7 mr OpioH PiHNAHAiA OpioH KopnopeiiLuH, Ipevis/ BHECEHHS 3MiH 0 peecTpauiiiHux matepianis: 3MiHu Il Tuny - 3a UA/12404/01/04
OPIOH no 10 TabneTtok y KopnopeiiwH PiHnaHais PiHNAHAIA 3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay. peuyenmom
6nictepi; no 3 Cneuundpap C.A,, BHeceHHs abo 3miHa(v1) 0o 3060B'A3aHb Ta yMOB Buaadi
6nictepn y peuis peecTpauiiHoro NocBigYeHHs, BkIoYatoun MNnaH ynpasniHHA
KapTOHHI Kopo6Lyi AnbTepHaTUBHUIA pusmKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)

BMPOGHWK, LLIO
34iiCHIOE BTOPUHHE
nakyBaHHsI:
aneHa ®apma O,
DiHNAHLIA

noAasibLIOro 06I'pYHTYBaHHSA HOBUMM [OAATKOBUM AaHUMK,

L0 MaloTb HaAaBaTNCA KOMNETEHTHUM OpraHOM, OCKI/TbKU
BMMaraeTbCs CyTTEBA OLLIHKA KOMMETEHTHUM OpraHom)

BrikoHaHHsA 3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 2.3 MyHKTY 2
popatky 15 no MNMopsaky npoBefeHHs eKcnepTusu
peecTpauiiHnx MaTepianiB Ha flikapcbki 3acobu, Lo

noJalTbCs Ha AepXaBHY peecTpauiio (nepepeecTpadiio), a

TaKOX eKCnepTV3n MaTepiais NPo BHECEHHS 3MiH A0
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1 Ty6i B KAPTOHHIl
KopooLi

chapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHux Npo
cuctemMy hapmakoHarnsgy, 3miHa ynoBHoBaxeHol ocobu,
BiANOBIAA/ILHOI 32 34iiCHEHHS dapMakoHarnsay; KOHTakTHOT
0ocobu 3 dhapmakoHarnsay 3asBHuUKa ANs 34iCHEHHS
hapmMakoHarnsgy B YkpaiHi, AKLWO BOHA BigMiHHaA Bif,
YNOBHOBaXEHOI 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/4yakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-chaiina cucteMmun hapmakoHarnsgy) -
3MiHa YNOBHOB&XEHOI 0CO6U, BiAMOBIAA/IbHOI 3a 3AiACHEHHS
hapmakoHarnsagy : fitoya pegakuis —Dr. Thomas Stuhr.
MponoHoBaHa pepakuis- Balwant Heer. 3miHa KOHTaKTHOT
0co6u B YKpaiHi ynmoBHOBaXKeHOT 0coby 3asiBHMKa AN
3piicHeHHs hapmakoHarnagy: fliroya pegakuis- MeTpyLuaHko
Makcmum MukonavioBuy. MNponoHoBaHa pejakuis- basnnescbka
tOnis BanepiiBHa. 3MiHa KOHTaKTHWUX AaHVX YNIOBHOBAXEHOI
0Cco6U. 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOI 0Co6u. 3MiHW Y
PO3MilLleHHI Ta HoMepi MacTep-haiina; 3aminu Il Tuny - 3mMiHu
wono 6e3nekn/epekTnBHOCTI Ta hapmakoHarnagy. BHeceHHs
a6o 3miHa(1) 4o 3060B's13aHb Ta YMOB BMAadi peectpauiliioro
nocBigyeHHs, Bkovaoum Mnaax ynpasniHHA pyu3vkamm
(3acTocyBaHHA 3MiH(M), SiKi(a) BUMaratoTb(€) NOAA/bLLOIO
06I'pYHTYBAHHA HOBMMUW AOAATKOBUM AaHUMWU, LLIO MaloTb

HadaBaTUCA KOMNETEHTHUM opraHom, OCKi/IbK/ BUMaraetbcs

Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
peecTpauifiHux MaTepiasiiB NPOTAroM Aii peecTpawjiiiHoro
NoCBIgYEHHs, 3aTBepAkKeHoro Hakasom MO3 Big, 26.08.2005
Ne 426 (y pepakuii Hakazy MO3 Big, 23.07.2015 Ne 460).
114. nPOMOCO- cnpeii gnsi poToBOI AT "CTOMA" Ykpaina AT "CTOMA" Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 6e3 UA/1261/01/01
KM NOPOXHWHM Mo 25 T 3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHLwi peyenma
y 6anoHi; no 1 3MiHW)
6as10Hy y nauuj 3 BHECEHHS HE3HAYHWNX pefakLiiHMX NPaBOoK Y TEKCT
KapTOHY MapKyBaHHsS NePBMHHOT Ta BTOPUHHOI YNakoBKW. BBefeHHA
3MiH MPOTArOM 6-TK MiCALIB NiC/1A 3aTBEPMKEHHSA. 3MiHM | Tuny
- 3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepMiHax NpuaaTHoOCTi abo ymoBax 36epiraHHs
roTOBOro NikapcbKoro 3acoby (3miHa B ymoBax 36epiraHHs
roToOBOro fikapcbKoro 3acoby abo nicns
PO3UMHEHHS/BIAHOBNEHHS) 3MiHa B YMOBax 36epiraHHs
nikapcbKoro 3acoby. BeefeHHs 3MiH NPOTArom 6-Tn Micsuis
nicnsa 3aTBepKeHHs.
115. PEMNAPUN®- rens, no 40 r reno MEJA ®apma HimeuunHa MAJAYC 'mbeX HimeyunHa BHECEHHS 3MiH [0 peECTpaLjiitHuXx MmaTepiasis: 3MiHu | Tuny - 6e3 UA/7224/01/01
FENb H B a/IlOMiHi€BIli ab0 'M6X eHp Ko. 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta dhapmakoHarnsaay. peuyenma
namiHartHili Ty6i; no KI BeefeHHs abo 3MiHU [0 y3araslbHeHNX AaHnX Npo cuctemy
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

®dopma sunycky
(nikapcbka
chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Howmep
peecmpayjitiHo2
0 nocBi0YeHHs

CyTTEBA OLliHKA KOMNETEHTHVM OPraHOM) - BUKOHAHHS
30060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 2.3 NyHKTY 2 gogatky 15
Ao Mopsaky NpoBeAeHHs eKcnepTu3n peecTpavinHnx
mMarepianis Ha nikapcbki 3acobu, L0 NoJaTbCA Ha AEPXKABHY
peecTpadito (nepepeecTpawiio), a TakoX eKkcrnepTnaun
marepianis Npo BHECEHHS 3MiH [0 peecTpauiliHix marepianis
NPOTSArom Aji peecTpayiiHoro NocBigYeHHs1, 3aTBEPAKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy MO3
Big 23.07.2015 Ne 460)

116.

PETPOBIP™

PO34MH ans
iHdpy3in, 10 mr/m;
no20mny
dhnakoHi; no 5
hnakoHiB y
KapTOHHI Kopobuyj

BiiB Xenckep
tOK Nimiteq

Benuka
BpuTtaHis

nakco OnepeWiLuHc
HOK NimiTepq,

Benuka
BpuTtaHis

BHECEHHSA 3MiH 10 peecTpavuiiiHux maTtepianis: 3MiHu | Tuny -
3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHW)
3amiHa rpadiuHoro ohopmIEHHS NEPBUHHOI Ta BTOPUHHOI
yNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3 BiANOBigHAMY
3MiHamu o po3ginis MKA N13 (po3gin «pacpiyHe
0ohopmMNEHHS» 3aMiHEHO po3ainoM «MapkyBaHHs»). BBeeHHs
3MiH NPOTArom 6-Tu MicALB NicNa 3aTBeEpPMKEHHS. 3MiHM | Tuny
- AgMiHiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
MiCLA MpOBaKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO NiKapCcbKoro 3acoby, BKIYaoun AiflbHUL BUNYCKY
cepii abo MicLle NpoBefeHHS KOHTPOIO AKOCTI. (BisNbHICTb, 3a
AKy BiANOBIAa€e BUPOGHMK/IMNopTep, BKIOYaUM BUMYCK Cepiid)
- 3MiHa agpecu BupobHuka Mnakco OnepelilwHc FOK Nimites,
Benwuka BpuTaHisi (BUPOGHVK rOTOBOrO NPOAYKTY,
BiZJNOBIAa1bHUIA 32 NEPBVHHE NakyBaHHSA, KOHTPO/Ib AKOCTi Ta
BUMYCK cepii), 6e3 3MiHM Micus BUpo6HULTBa: BBeAEHHS 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPIXKEHHS.

3a
peyenmom

UA/0232/01/01

117.

PE®AKTO A

niodpinizat ana
PO34MHyY Ans

iH ekuili no 250
MO; 1 dpnakoH 3
niodpinizatom y
KomnaekTi 3 1
nonepesHLo
HanoBHEHUM
LINpYLOM 3
PO3UYNHHWUKOM M0 4

Mdpaiizep
Eiu.Ci.Mi.
KopnopeiiwH

CLWA

BMPOGHMLITBO 3a
NOBHUM LMK/IOM;
BTOPUHHE NaKyBaHHS
Ta KOHTPO/Ib AKOCTI
PO34MHHMKaA NpU
LOCHiMKEHHI
cTabinbHOCTI;
BiANOBIAa/IbHWI 32
BUMYCK cepii: BaeT
dapma C.A., IcnaHisi;

M (HaTpito Xxnopug, albTepHaTBHa
(9 mr/mn), BOAa naboparopia 4ns
Ans iH ekuinn), 1 TECTYBaHHS
afantepom ans npenapary 3a
donakoHy, 1 NOKa3HMKOM

Icnanis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:
BUMPaBEHHS TEXHIYHOT MOMU/IKM Y METOAAX KOHTPOSO SKOCTI,
a came y crieumdikaLii Ha PO3UYNHHKIK Yy KpUTEPIsixX
NPUAHSATHOCTI 3a NOKa3HMKOM «BakTepianbHi eHA0TOKCUHN»

3a
peyerimom

UA/15929/01/01
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby chopma, 0 rnocsio4eHHs
ynakoska)
cucTemMoro Ans CTepUIbHICTb:
iHQy3il, 2 NabopaTtopia bionao,
TamnoHamm 3i C.J1., IcnaHis;
cnupTtom, 1 BVPOGHMLTBO
nnactupem ta 1 PO34MHHKKA B
Map/ieBolo Lnpuuax, BisyanbHui

noAyLLIeYKol B
KapTOHHi Kopobuyj;
1 chnakoH 3
niogpinizaTom y
KOMMIekTi 3 1
nonepeaHLo
HanoBHEHUM
LUNPYLOM 3
PO3YMHHKKOM M0 4
M (HaTpito xopug
(9 mr/mn), Boga
Ons iHexyin), 1
ajantepom gns
hnakoHy, 1
cucTemoro ans
iHdpy3iT, 2
TamnoHamm 3i
cnmpTom, 1
nnactupem 1a 1
Map/ieBoto
noAyLIEYKol B
KapTOHHI Kopo6Lyi

KOHTPO/b
PO3UYNHHKIKE,
KOHTPO/b SAKOCTI
PO34YMHHMKa NpK
LOCAIMKEHHI
cTabinbHocTi: BeTTep
Papma-dPepTuUryHr
M6X & Ko. KT,
HimeyuunHa;
Bi3yasIbHWIA KOHTPO/b
PO3YMHHYIKa,
KOHTPO/b AKOCTI
PO3YMHHYIKA,
KOHTPO/b AKOCTI
PO34MHHMKA NpU
LOCNiMKEHHI
cTabinbHocTi: Betep
Papma-PepTUryHr
M6X & Ko. KT,
HimeyuunHa;
Bi3ya/lbHWI KOHTPO/Tb
PO3UYNHHKIKE,
KOHTPO/b AKOCTI
PO34YMHHMKA Npn
LOCAISKEHHI
cTabinbHocTi: BeTtep
Papma-dPepTuUryHr
Mv6X & Ko. KT,
HimeyuunHa;
Bi3yasIbHWIA KOHTPO/b
PO3UYNHHKIKE,
KOHTPO/b AKOCTI
PO34YMHHKKa NpK
LOCNiMKEHHI
cTabinbHocTi: BeTtep
Papma-PepTuryHr
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby chopma, 0 rnocsio4eHHs
ynakoska)
v6X & Ko. K,
HimeyuunHa;
Bi3ya/lbHWI KOHTPO/Tb
po3uvHHKKa: BeTep
Papma-PepTUryHr
'v6X & Ko. KT,
HimeuunHa
118. | PE®PAKTO AdD niogpinizat gna Mdpaiizep CLA BMPOGHMLITBO 3a Icnanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15929/01/02
PO34nHy Ans Eny.Ci.Mi. NOBHUM LMK/IOM; HimeyunHa BUNpaB/ieHHA TEXHIYHOT MOMW/IKK Y MeTofax KOHTPO/I0 SAKOCTI, peuyenmom
iH eKwiii no 500 KopnopeiiLuH BTOPUHHE NaKyBaHHs a came y crewudikallii Ha PO3UNHHUK Y KpUTepisx

MO; 1 chnakoH 3
niogpinizaTom y
KOMMekTi 3 1
nonepeaHLo
HanoBHEHUM
LUNPYLOM 3
PO3YMHHVKOM MO 4
M (HaTpito xopug
(9 mr/mn), Boga
Ons iHexyin), 1
ajanTepom gns
hnakoHy, 1
cucTemoro ans
iHdpy3iT, 2
TamnoHamm 3i
cnmpTom, 1
nnactupem 1a 1
Map/ieBoto
noAyLIeYKo B
KapTOHHI kopobuy;
1 chnakoH 3
niogpinizatom y
KomnaekTi 3 1
nonepegHL0
HanoBHEHUM
LLINPULIOM 3
PO3UYNHHWUKOM MO 4
M (HaTpito xopua
(9 mr/mn), Boga
Ons iHexyin), 1
afantepom ans
hnakoHy, 1

Ta KOHTPO/Ib AKOCTI
PO34MHHMKa NpU
LOCAIMKEHHI
cTabifIbHOCTI;
BiANOBIAaIbHUIA 38
BMNyCK cepii: BaeT
dapma C.A., IcnaHis;
anbTepHaTuBHa
nab6opartopis ans
TecTyBaHHS
npenapary 3a
MOKa3HUKOM
CTEepPWIbHICTb:
Na6opaTtopisa bionab,
C.J1., IcnaHis;
BVPOGHMLTBO
PO3YMHHKKA B
Lwnpuuax, BisyanbHuii
KOHTPO/b
PO3UYNHHKIKE,
KOHTPO/Ib AKOCTI
PO34MHHMKa NpU
LOCAISKEHHI
cTabinbHocTi: BeTTep
Papma-dPepTuUryHr
Mv6X & Ko. KT,
HimeyuunHa;
Bi3yasIbHWIA KOHTPO/b
PO3UYNHHKIKE,
KOHTPO/b AKOCTI
PO3UYNHHKIKE,
KOHTPO/Ib SKOCTI

NPUAHSATHOCTI 38 NOKa3HUKOM «BakTepianbHi eHA0TOKCUHNY»
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

®dopma sunycky
(nikapcbka
chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Howmep
peecmpayjitiHo2
0 nocBi0YeHHs

cucTemoro Ans
iHQy3il, 2
TamnoHamm 3i
cnmpTom, 1
nnactupem 1a 1
MapieBoto
NOAYLLEYKOIO B
KapTOHHI Kopobuj

PO34MHHMKaA NpU
LOCHISKEHHI
cTabinbHoCT: BeTep
Papma-dPepTuUryHr
Mv6X & Ko. K,
HimeyuunHa;
Bi3yasIbHWI1 KOHTPO/1b
PO3UYNHHKIKE,
KOHTPO/b SAKOCTI
PO34YMHHMKa NpK
LOCAIMKEHHI
cTabinbHocTi: BeTtep
Papma-dPepTuUryHr
M6X & Ko. KT,
HimeyuunHa;
Bi3yasIbHWIA KOHTPO/b
PO3YMHHYIKa,
KOHTPO/b AKOCTI
PO34MHHMKaA NpU
[OCNIIKEHHI
cTabinbHocTi: BeTtep
Papma-depTUryHr
M6X & Ko. KT,
HimeyuunHa;
Bi3yasIbHWIA KOHTPO/b
po3unHHVKa: BeTep
Papma-depTUryHr
v6X & Ko. K,
HimeuunHa

119.

PE®AKTO AD

niogpinizat gna
PO34nHy Ans

iH ekuii no 1000
MO; 1 chnakoH 3
niodpinizaTom y
KOMMIekTi 3 1
nonepegHL0
HanoBHEHUM
LUINpYLOM 3
PO3UYNHHWUKOM MO 4
M (HaTpito xopug
(9 mr/mn), Boga
Ons iHekuin), 1

Mdcpaiizep
Eiiu.Ci.Mi.
KopnopeiiwH

CLWA

BMPOGHMLITBO 3a
MOBHUM LWIK/IOM;
BTOPUHHE NaKyBaHHS
Ta KOHTPO/Ib AKOCTI
PO34YMHHVKa NpK
LOCHISKEHHI
cTabiNbHOCTI;
BiAnoBiganbHNI 3a
BMNyCK cepii: BaeT
dapma C.A,, IcnaHisi;
anbTepHaTuBHa
nab6opartopis Ans
TeCTyBaHHS

Icnanis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
BUMPaBEHHS TEXHIYHOT NOMWU/IKM Y METOAAax KOHTPOJO SKOCTI,
a came y creuumqikaLii Ha PO3UYNHHKK Yy KpUTEPIsxX
NPUIAHATHOCTI 3a NOKa3HMKOM «BakTepianbHi eHA0TOKCUHN»

3a
peyerimom

UA/15929/01/03




64

Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby chopma, 0 rnocsio4eHHs
ynakoska)
ajantepom gns npenapary 3a
dnakony, 1 MOKa3HNKOM
cucTemoro Ans CTepUIbHICTb:
iHQy3il, 2 Nab6opaTtopia bionao,
TamnoHamm 3i C.J1., IcnaHis;
cnupTtom, 1 BVMPOGHMLTBO
nnactupem ta 1 PO3YMHHVMKa B
MapieBoto Lunpu1uax, BisyasbHuWiA

NOAYLLEYKOIO B
KapTOHHi KopobLyj;
1 chnakoH 3
niocpinizatom y
KOMMAekTi 3 1
nonepeaHLo
HanoBHEHUM
LUINPYLOM 3
PO3YMHHKKOM Nno 4
M (HaTpito xiopug
(9 mr/mn), Boga
Ons iHexyin), 1
ajantepom gns
thnakoHy, 1
cucTemoro ans
iHdpy3iT, 2
TamnoHamm 3i
cnuptom, 1
nnactupem 1a 1
MapeBot
noAyLLIEYKo B
KapTOHHI Kopo6Lyi

KOHTPO/b
PO3UYNHHKIKE,
KOHTPO/b SAKOCTi
PO34YMHHKKA NpU
LOCAIMKEHHI
cTabinbHocTi: BeTTep
Papma-PepTuryHr
v6X & Ko. KT,
HimeuuunHa;
Bi3ya/lbHWI KOHTPO/Tb
PO3UYMHHIIKA,
KOHTPO/Ib SKOCTI
PO3UYUHHKKA,
KOHTPO/Ib SKOCTI
PO34YUHHKKA NpK
LOCHiMKEHHI
cTabinbHoCcTI: BeTep
Papma-depTUryHr
6X & Ko. KT,
HimeuumnHa;
Bi3ya/lbHWI KOHTPO/Tb
PO3UYNHHKIKE,
KOHTPO/Ib SKOCTI
PO34YMHHVKa NpK
LOCHISKEHHI
cTabinbHocTi: BeTep
Papma-PepTuUryHr
v6X & Ko. KT,
HimeuuunHa;
Bi3ya/lbHWI KOHTPO/Tb
PO3UYNHHKIKE,
KOHTPO/Ib SKOCTI
PO34YMHHKKA NpK
[OCIMKEHHI
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby chopma, 0 rnocsio4eHHs
ynakoska)
cTabinbHocTI: BeTep
Papma-depTUryHr
M6X & Ko. KT,
HimeyuunHa;
Bi3ya/lbHWI KOHTPO/Tb
po3uvHHKKa: BeTep
Papma-depTUryHr
M6X & Ko. KT,
HimeuunHa
120. | PE®PAKTO AdD niogpinizat gna Mdpaiizep CLWA BMPOGHULITBO 3a Icnanis/ BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis: 3a UA/15929/01/04
pPO34MHy ans Eny.Ci.Mi. NOBHUM LMK/IOM; HimeyunHa BUNpaB/E€HHA TEXHIYHOT NOMW/IKN Yy MeToAax KOHTPO/1Ho FIKOCTi, peyenmom
iH KLl no 2000 KopnopeiiiuH BTOPUHHE MaKyBaHHs a came y cneuudikalii Ha PO3UMHHUK Y KpUTepisix

MO; 1 chnakoH 3
niocpinizatom y
KOMMAekTi 3 1
nonepeaHLo
HanoBHEHUM
LUNPYLOM 3
PO3YMHHKKOM Nno 4
M (HaTpito xiopug
(9 mr/mn), Boga
Ons iHexyin), 1
ajantepom gns
thnakoHy, 1
cucTemoro ans
iHdpy3iT, 2
TamnoHamu 3i
cnuptom, 1
nnactupem 1a 1
MaprieBoto
noAyLLIEYKo B
KapTOHHI kopobuy;
1 chnakoH 3
niodpinizaTom y
KOMMIekTi 3 1
nonepegHL0
HanoBHEHUM
LUINpYLOM 3
PO3UYNHHWUKOM MO 4
M (HaTpito xopug
(9 mr/mn), Boga
Ons iHekuin), 1

Ta KOHTPO/Ib AKOCTI
PO34MHHMKa NpU
LOCHIMKEHHI
cTabifIbHOCTI;
BiANOBIAabHUIA 38
BMNyCK cepii: BaeT
dapma C.A,, IcnaHis;
anbTepHaTuBHa
nab6opartopis Ans
TecTyBaHHS
npenapary 3a
MOKa3HNKOM
CTEepPWIbHICTb:
Na6opaTtopisa bionab,
C.J1., IcnaHis;
BUPOGHMLTBO
PO34MHHKKA B
Lnpuuax, BisyanbHui
KOHTPO/b
PO3UYNHHKIKE,
KOHTPO/Ib AKOCTI
PO34YMHHVKa NpK
LOCHISKEHHI
cTabinbHocTi: BeTTep
Papma-dPepTuUryHr
M6X & Ko. KT,
HimeyuunHa;
Bi3yaslbHWIA KOHTPO/b
PO3UYNHHKIKE,
KOHTPO/Ib SKOCTI

NPUINHATHOCTI 3a NOKa3HUKOM «BakTepiasibHi eHAO0TOKCUHMN»
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby chopma, 0 rnocsio4eHHs
ynakoska)
ajantepom gns PO3YMHHYIKA,
onakoHy, 1 KOHTPO/Ib SKOCTi
cucTemoro Ans PO3YMHHMKaA NpU
iHdpy3iT, 2 OOCTiKEHHI
TamnoHamm 3i cTabinbHoCTI: BeTep
cnupTtom, 1 Papma-dPepTuUryHr
nnactupem 1a 1 'm6X & Ko. KT,
MapsieBoro HimeuuunHa;
noJyLIeykoo B Bi3ya/lbHW KOHTPO/b
KapTOHHI Kopobuyj PO3YMHHYIKA,
KOHTPO/b SAKOCTi
PO34MHHMKaA NpU
LOCAIMKEHHI
cTabinbHocTi: BeTtep
Papma-PepTuryHr
'm6X & Ko. KT,
HimeuuunHa;
Bi3yasIbHWIA KOHTPO/b
PO3YMHHYIKA,
KOHTPO/b AKOCTI
PO34MHHMKA NpU
LOCNiMKEHHI
cTabinbHocTi: Betep
Papma-PepTUryHr
6X & Ko. K,
HimeyuunHa;
Bi3ya/lbHWI KOHTPO/Tb
po3uvHHKKa: BeTep
Papma-PepTUryHr
'v6X & Ko. KT,
HimeuunHa
121. | PIHFEPA po3uunH ans MpuBaTtHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/1152/01/01
NAKTAT iHchy3iii, no 200 mn aKLjioHepHe TOBapUCTBO "IHdy3isa" 3MiHW | Ty - BUMYYeHHS BUPOBHUYOT AiNbHNL (BKIKOYALOYM peyenmom
PO34NH a6o 250 mn, abo TOBapUCTBO AinbHUi Ans A®L, NpoMixXHOTo NpoAyKTy abo rotosoro
400 mn, a6o 500 “lHcpy3is” NikapcbKoro 3acoby, AiNbHuLi 415 NPOBEAEHHS NakKyBaHHS,
MA Yy NASILLKaX BMPOGHKMKA, BiANOBIZaNIbHOIO 3a BUMYCK Cepild, Micue
NpoBeAEeHHS KOHTPO/IO cepil) abo NnocTavya/ibHUKA BUXigHOMO
maTepiay, peareHTy abo AONOMIKHOT PEUYOBWHY - BUSTYYEHHS
BMpo6HuKka APl Kanito xnopug — BAT "BocTokBiT”, Pocilicbka
depepadis, Ta BupobHnka A®| Hatpito naktar - "Malladi
Specialities” Limited, IHgjs
122. | PYTO3UA KpucTanivyHmi MpAT YkpaiHa CIYYAH KCIENI Kutai BHECEHHS 3MiH O peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/15108/01/01
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo2
3acoby chopma, 0 rnocsio4eHHs
ynakoska)
TPUTIAPAT NOPOLLIOK "TexHonor" PAPMACBHIOTIKAN 3MiHu 3 sKocTi. A®Il. CTabinbHicTb. 3MiHa nepiofy NOBTOPHUX
(cybeTaHuin) y KO., NTA. BMNPOGYBaHb/nepiogy 36epiraHHsA abo ymoB 36epiraHHss Ad|
noagiiHNX (3a BiACYTHOCTI y 3aTBEpAXEHOMY AOCbE cepTudikaTa
nonieTuIeHoBNX BiANOBIAHOCTI €Bponeiichbkili hapmakonei, Lo BKIoYae nepiog,
naketax gns NMOBTOPHOrO BMNPO6YyBaHHS) (Nepiog NOBTOPHOIO
hapmavueBTUYHOro BMNpo6yBaHHsA/nepios 36epiraHHA). 36ibweHHA abo
3aCTOCyBaHHSA BBE/IeHHS Mepiofly NOBTOPHOrO BUNPOOYBaHHs/Nepiogy
36epiraHHA Ha OCHOBI pe3ynbTaTiB AOCNIMKEHb Y PeasTbHOMY
yaci - 36ibLIeHHs nepiogy NOBTOPHOro BUNPobyBaHHA AdI:
3arBepKeHo: 2 poku 3anpornoHoBaHo: 3 Pokn
123. CEPBOHEKC® TabneTkn, BKPUTI KYCYM IHgis KYCYM XENTXKEP IHais/ Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/13114/01/01
060/10HKO0, N0 5 XENTXKEP MBT NTA, Ingjs; 3MiHK | TUNY - 3MiHa PO3Mipy YNakoBKM FOTOBOTO /liKapCbKOro peyenmom
Mr, no 14 TabneTok NBT NTA4, anbTepHaTUBHWIA 3aco06y - BUTyUYEHHS1 yNakoBku A/1s BUpo6Huka TOB "KYCYM
y 6nicTepi; no 2 BUPOBHMK, LLO ®APM", YkpaiHa: no 10 TabneTok y 6imctepi, no 3 6iuctepu B
6nictepn B 3AilicHIOE BTOPUHHE kapToHHii ynakosui Ne 30 (10x3)
KapTOHHiiA nakyBaHHs1, KOHTPO/Tb
ynakosLi; no 10 AKOCTI Ta BUMYCK
Tabnetok y cepit:
6nictepi; no 3 TOB "KYCYM
6nictepu B ®APM", YkpaiHa
KapTOHHI ynakoBLi
124. CEPBOHEKC® TabneTkn, BKpUTI KYCYM IHais KYCYM XENTXKEP IHAis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/15767/01/01
060/10HKO0, N0 5 XENTXKEP NBT NTA4 3MiHY | TUMy - 3MiHa PO3Mipy YNakoBKM rOTOBOrO NiKapCbKoro
mr, in bulk Ne NBT NTA, 3aco0y - BUyYeHHs ynakoBku ans BupobHuka TOB "KYCYM
14x240: ro 14 PAPM", YkpaiHa: no 10 TabneTok y 6aucTepi, no 3 6uctepu B
Tabnetoky KapTOHHiiA ynakosLi Ne 30 (10x3)
6nicTepi; no 240
6nictepiB y
KapTOHHI Kopo6Li
(KYCYM
XENTXKEP NBT
NTA, IHAiA)
125. | CEPBOHEKC® | TabneTku, BKpUTI KYCYM IHAjs KYCYM XENTXKEP IHAis/ YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/13114/01/02
060/0HKOM, N0 10 XENTXKEP MBT NTA, Ingjs; 3MiHK | TUNY - 3MiHa PO3Mipy yNakoBKM rOTOBOTO NiKapCbKOro peyenmom
Mr, no 14 TabneTtok NBT NTA, anbTepHaTUBHNI 3aco6y - BUIyYEHHS yNakoBKU 4718 BUpo6HuKa TOB "KYCYM

y 6nictepi; no 2
6nictepn B
KapTOHHiiA
ynakosui; no 10
Tabnetok y
6nictepi; no 3
6nictepu B

BMPOGHWK, LLIO
3[iiCHIOE BTOPUHHE
nakyBaHHs1, KOHTPO/1b
AKOCTI Ta BUMYCK
cepii:

TOB "KYCYM

®APM", YkpaiHa: no 10 Tabnetok y 65mctepi, no 3 6iuctepu B
KapTOHHI ynakosLi Ne 30 (10x3)
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby chopma, 0 rnocsio4eHHs
ynakoska)
KapTOHHI ynakoBLi PAPM", YkpaiHa
126. | CEPBOHEKC® | Tabnetku, BKpUTI KYCYM IHAjs KYCYM XENTXKEP IHgis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: - UA/15767/01/02
060/10HKOM, N0 10 XENTXKEP MBT NTA, 3MiHU | TUMy - 3MiHa PO3Mipy YNakoBKM rOTOBOrO NiKapCbKoro
Mr, in bulk Ne NBT NTA, 3aco06y - BUTyUYEHHS yNakoBku A8 BUpo6Huka TOB "KYCYM
14x240: no 14 ®APM", Ykpaina: no 10 TabneTok y 6mcTepi, no 3 6nvctepy B
Tabnetok y KapTOHHii ynakosLi Ne 30 (10x3)
6nicTepi; no 240
6nictepiB y
KapPTOHHI KOpoOL;i
(KYCYM
XENTXKEP MBT
NTA, IHAia)
127. CEPOBIA® IHransauis nig Lvnna nra,. IHAis Livnna Nta. (FOHIT Il) IHAis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/12936/01/01
TUCKOM, CyCrneH3is, AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
25 mkr/gosy, no MiCLLA MpOBaKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa
120 po3 B rOTOBOrO NikapCbKOro 3acoby, BKIYAKUUN AiNbHNL BUMYCKY
antomiHieBoMy cepil abo micue NpoBeAeHHS KOHTPOSIO SKOCTI. (AisNbHICTb, 3a
KOHTEHIiHepi 3 SIKy BiANoBigae BUPOGHMK/iIMNopTep, BKIOYaoUM BUMYCK Cepiid)
[,03y0UnM
KnanaHom; no 1 3MiHa Ha3BuW Ta aApecu BUPobHYVKa, 6e3 3MiHU Micus
KOHTEWHepy, sSK1ii BMPOOGHULUTBA. 3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
Mae HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHuka
noninponisieHoBuiA peecTpaLiiHoro nocBig4eHHs) - 3MiHa agpecy 3asBHYKa.
posnutoBad i3 3MiHu | TUny - 3MiHKM Wopao 6e3nekn/edeKTUBHOCTI Ta
3aXUCHUM thapmakoHarnagy (iHwi 3MiHu) - 3amiHa rpacivyHoro
KOBMa4KoM, y 0hOpPMNEHHS NEPBUHHOT Ta BTOPUHHOT YNaKoBOK Ha TEKCT
KapTOHHI Kopo6Lyi MapKyBaHHS YNakoBOK 3 BiANOBiAHNMY 3MiHaMK [0 PO34inis
MKSA N3 (po3ain «IpadiuHe ohopMAeHHS» 3aMiHEHO
po34isioM «MapKyBaHHS»).
128. CO/Y-MEAPO/1 | nopoLUoK Ta Mdpatizep IHk. CLWA Mdpaiizep Benebris BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis: 3a UA/2047/01/01
PO3UNHHUK ANS MeHIoheKuypUHT 3MiHK | TUNy - 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus peyenmom
PO3UuHy Ansi Benbris HB NpOBaKEHHS AiS/IbHOCTI BUPOOHUKA (BK/IHOYakoun, 3a

iH’ekuiii no 40
mr/mn, 1 donakoH
Tuny Act-O-Vial
(aBoEMiCHUIA
thnakoH) 3
MOPOLLKOM Ta
PO3UYNHHVKOM
(cnupT 6eH3unnoBwii
(9 mr/mn), Boga
ONs iH'ekuiid), no 1
M1y KapTOHHIi
Kopoo6Li

HeoOXiAHOCTI, MicLie NPOBeAEHHS KOHTPOSO SKOCTi), abo
B/lacHUKa mMactep-thaiina Ha A®l, abo noctavasibHUKa
Adl/BuxigHoro matepiasy/peareHTy/NPOMiIXXHOTO NPOAYKTY, LLO
3aCTOCOBYHOTLCA Y BUPOGHMLTBI APl - 3mMiHa Ha3BM Ta agpecu
BMPOGHMKa AP MeTUNNPESHI30M0HY, 63 3MiHM Micus
BMpOBGHULTBA
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka 3asiBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3aco6y ¢hopma, 0 noceidyeHHs
ynakoska)
129. CONy-MEAPO/ | nopoLulok Ta Mdpaiizep IHk. CLWA Mdpaiizep Benbris BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/2047/01/02
PO3UYMHHVIK ANs MeHIodeK ypUHT 3MiHM | TUNy - 3MiHa HaliMeHyBaHHS Ta/abo afgpecu micus peyenmom
po34nHy Ans Benbris HB NpoBaMKeHHS AisNbHOCTI BUPOBHMKa (BKtoYatoun, 3a
iH'ekuUii no 125 Heo6XifHOCTI, Micue NPOBeAEHHS KOHTPOJIO SIKOCTI), abo
Mr/2 mn, 1 donakoH B/lacHUKa mMactep-aiina Ha A®l, abo noctavasibHUKa
Tuny Act-O-Vial Adl/BnxigHOro matepiasny/peareHTy/npoMixXHOro NPoAyKTY, L0
(aBoeMicHuA 3aCTOCOBYIOTbCH Y BUPOOHULTBI A®I - 3MiHa Ha3BW Ta agpecu
dhnakoH) 3 BMPOOHMKa AD| MeTUANPeHI30N0HY, 6e3 3MiHN Micus
NOpPOLLKOM Ta BMPOGHMLTBA
PO3YNHHUKOM
(cnupT 6eH3nnoBwii
(9 mr/mn), Boga
ONA iH'eKuild), no 2
MJ1Y KapTOHHIiA
KopoobLi
130. CONy-MEAPO/1 | nopoLlok Ta Mdpaiizep IHK. CLA Mcpaiizep Benbrisa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/2047/01/03
PO3UMHHUK ANsi MeHtodheKUypuHT 3MiHM | TNy - 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus peyenmom
pO34nHy ana Benbris HB NPOBaYKEHHS AiS/IbHOCTI BUPOBOHUMKA (BK/THOYatoun, 3a
iH’ekuii no 1000 HEeOobXifHOCTI, MicLe NPOBEAEHHS KOHTPO/IO SIKOCTI), a6o
mr, 1 donakoH 3 BNacHuka mactep-caiina Ha Adl, abo noctavyasibHMKa
nopotukom Ta 1 Adl/BuxigHoro matepiasy/peareHTy/NPOMiXXHOIO NPOAYKTY, LLO
dhnakoH 3 3aCTOCOBYIOTLCA Y BUPO6HULTBI API - 3mMiHa Ha3BM Ta agpecu
POYMHHUKOM BUPOGHMKa AP MeTUNNPELHI30M0HY, 6€3 3MiHM Micus
(cnupT 6eH3unnoBwii BMPOGHULITBA
(9 mr/mn), Boga
005 iH'eKUi), no
15,6 mny
KapPTOHHI KOpooL;
131. CONy-MEAPO/ | nopoLlok Ta Mdpaiizep IHK. CLWA Mdpaiizep Benbris BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/2047/01/04
PO3UMHHUK ANS MeHtochekuypuHr 3MiHM | TUNy - 3MiHa HaliMeHyBaHHS Ta/abo afgpecu micus peyenmom
po34nHy Ans Benbris HB NpoBaMKEHHS AiSNbHOCTI BUPOBHMKa (BKItoYatoun, 3a
iH’ekuiii no 500 mr, HeoOXiHOCTI, MicLle NPOBEfEeHHS KOHTPOJO AKOCTI), abo
1 chnakoH 3 B/lacHUKa mMactep-aiina Ha A®l, abo noctavasibHUKa
nopoLukom Ta 1 Adl/BnxigHOro matepiasny/peareHTy/npoMiXXHOro NPoAyKTy, L0
chnakoH 3 3aCTOCOBYIOTbCH Y BUPO6HULTBI A®I - 3MiHa Ha3BK Ta agpecu
PO3UYNHHMKOM BMPOOHMKa A®| MeTUANPesHi30N0HY, 6e3 3MiHM Micus
(cnmpT 6eH3nNoBUIA BMPOGHMLITBA
(9 mr/mn), Boga
005 iH'eKUi), no
7,8 My KapTOHHiiA
KopoobLi
132. COH-HANT TabeTKn, BKPUTI ToBapucTBO 3 YKpaida BCi cTagii YKpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHuX MaTepiasiB: 3MiHM LL0A0 6e3 UA/16370/01/01
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
N/1iBKOBOIO 06MeXeHoI0 BMPOGHMNLITBA, OKPIM 6e3nekv/edekTMBHOCTI Ta thapmakoHarnagy. BHeceHHs1 abo peyenma
060/10HKOI0, M0 15 BignoBigasibHi BUNYCKY cepii, 3MiHa(1) £0 3060B'sA3aHb Ta YMOB BuAadi peectpauiiHoro
mr; no 10 TabneTtok cTio KOHTPO/b SIKOCTI: NOCBIAYEHHS, BKtoYatoun MNnaH ynpasniHHA pu3nkamu
y 6nictepi; no 1, 2 "XapkiBcbke ToBapucTBO 3 (3acTocyBaHHs 3MiH(1), AKi(a) BUMaratoTb(€) NOAaUTbLIOTO
abo 3 6nictepu y thapmaneBTuy 06MexeHoto 06I'pYHTYBaHHSA HOBUMMW AOAATKOBMM AaHVMMMU, LLIO MaloTb
KOpOO6L 3 KAPTOHY He BIAMNOBIQ&/bHICTIO HaJaBaTUCSA KOMMNETEHTHUM OpPraHOM, OCKi/IbKM BUMaraeTbCcs
nigNPUEMCTBO "®APMEKC reyn" CyTTEBA OLjiHKA KOMMNETEHTHNM OPraHOM) - BUKOHaHHS
"3a0poB'sa YKpaiHa, 30608B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 1.8.2 nyHkTy 1.8
Hapogay" BUMYCK Cepii: nogatky 5 o MNopsAaky NpoBefeHH:A ekcrnepTusn
ToBapucTBo 3 peecTpauiiiHix MaTepiasniB Ha nikapcbki 3acoou, Lo
06MEeXEHO noJalTbCsA Ha AepXaBHy peecTpauiio (nepepeecTpadiio), a
BiANOBIA&/bHICTIO TakoX ekcnepTusn martepianis NPo BHECEHHS 3MiH A0
"XapkiBCbke peecTpaLiiHix MaTepianis NpoTsArom Aii peectpauiiioro
hapmaueBTUyHe NnocBiAYeHHs, 3aTBepmKeHoro Hakasom MO3 Big, 26.08.2005
nignpUEMCTBO Ne 426 (y pepaxuii Hakazy MOS3 Big 23.07.2015 Ne 460)
"340poB'a Hapoay"
YkpaiHa
133. CTEPO®YHAUN po34nH ons B. bpayH HimeuunHa B. BpayH Megikan IcnaHis/ BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiB: 3MiHU 3 SKOCTi. 3a UA/9618/01/01
HISO iHdpy3iin no 250 mn, Mernb3yHreH CA, IcnaHia LLiseiiuapis/ [oTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa peuenmom
500 ms1, 1000 mny Al B. BpayH Mepgukan HimeyunHa iMnopTepa/3miHuy, Lo CTOCYHTLCS BUMYCKY Cepii Ta KOHTPO/IO
nonieTuneHoBoMy CA, Weeliyapis SIKOCTi rOTOBOrO flikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
KOHTeliHepi; no 10 Brpo6HMUTBO, AiNbHULI, Ha 5Kl 3[iCHIOETLCA KOHTPO/L/BUNPOGYBaHHS
KOHTEWHepiB Yy nepBrHHa Ta cepii)
KapTOHHI kopobuy; BTOpPMHHA YNaKoBKa, BBEJEHHS AiNbHWLI Ha SKili 34IACHIOETBCSA KOHTPO/Ib cepii
no 250 mn, 500 mn, BUNYyCK cepil: roTOBOrO slikapcbkoro 3acoby b.5payH Menb3yHreH AT, AM
1000 mny B. bpayH Menb3yHreH LlBepuenb3rod 1, 34212 Menb3yHreH, HimeuunHa.
nnacTuKoBOMy Al', HimeyunHa 3a3HayeHHs PyHKLiOHa/IbHUX 060B'A3KIB BUPO6HUKa b.BpayH
Milwky; no 10 KoHTposb cepil: Menb3yHreH All, HimeuunHa
MILLKIB Y KApTOHHIlA B. BpayH Menb3yHreH BBefeHHS 3MiH NpOTArom 3-x MicsLB MiCNA 3aTBEPAKEHHS
KOpOoo6Li Al, HimeuunHa
134. | TAKMNAH Kancynv Teepgi, no MaHaues IHAis Maraues BioTtek /T4, IHAjs BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis. 3miHu | Tuny - 3a UA/15856/01/01
0,5 mr, no 10 Biotek /Ta,. 3MiHu 3 siKocTi. [oTOBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
Kapcysn TBepAnxX y KOHTeliHep/3aKkynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
6nicTepi; no 5 abo roTOBOro /ikapcbKoro 3acoby (3miHa KiibKoCTi OAUHULb
6 6nicTepiB y (Hanpuknag TabneTok, amnyn TOLLO) B ynakoBLi:) - 3mMiHa nosa
KapTOHHI nauui AianasoHoM 3aTBepA)KEHNX PO3MIpIB YNakoBKN - BBEAEHHS
[04aTKOBOro pO3Mipy ynakoBkM No 5 6MicTepiB y KapTOHHii
nauj Ans BCiX A03yBaHb, 3 BiANOBIAHNM TEKCTOM MapKyBaHHs
ynakoBKku: BBeAEeHHs 3MiH NPOTAromM 6-Tun MicsLiB nicns
3aTBEPAKEHHS.
135. | TAKMNAH Kancynu Teepgi, no MaHaues IHAis Maxaues biotek JTa. IHAis BHECEHHS 3MiH [10 peecTpaujiiiHux maTepianis: 3mitu | Tuny - 3a UA/15856/01/02
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
1 wr, no 10 kapcyn BioTek /lTA,. 3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
TBEPAMX Y KOHTelHep/3akynoptoBasibHMI 3aci6. 3MiHa po3Mipy ynakoBKu
6nicTepi; no 5 abo roTOBOrO JliKapCcbkoro 3acoby (3MiHa KilbKOCTi 0ANHWLb
6 6nictepiB y (Hanpuknag TabneTok, aMmnyn TOLLO) B yNakoBLi:) - 3MiHa nosa
KapTOHHI nayui AianasoHoM 3aTBepKEHNX PO3MIpIB yNaKkoBKM - BBEAEHHS
[04aTKOBOrO pO3Mipy ynakoBku no 5 61icTepiB y KapTOHHii
nauui gns BCix fo3yBaHb, 3 BiAMNOBIAHUM TEKCTOM MapKyBaHHSs
yrnakoBku: BBeieHHs 3MiH NpOTArom 6-Tu Micauis nicns
3aTBEPMAKEHHS.
136. | TAKNAH Kancynu Teepgi, no Manauesn IHAis Manaues biotek /TA,. IHAjs BHECEHHSA 3MiH 10 peecTpavuiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/15856/01/03
5 wmr, no 10 kapcyn BioTek /T4, 3MiHM 3 SIKOCTi. [0TOBMIA Nikapcbkuii 3aci6. 3MiHM y peyenmom
TBEPOUX Y BUPOGHMUTBI. 3MiHa po3mipy cepii (BKoUaroum giana3oH
6nicTepi; no 5 abo pO3Mmipy cepii) roToBOro MikapcbKoro 3acoby (3MEHLUEHHS A0
6 6nicTepiB y 10 pasiB) BBeEHHS LOAATKOBOr0 po3mipy cepii 4ns
KapTOHHII nayui [o3yBaHHA 5 Mr - 40 000 kancyn A0 BXe 3aTrBepAXeHoro
po3mipy 120 000 kancyn. BBeAeHHsi 3MiH NpoTAroM 6-u
MicALIB MicnA 3aTBepKEHHSA. 3MiHKW | TUNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa po3Mipy ynakoBKu
roTOBOrO JliKkapCcbKoro 3acoby (3MiHa KiflbKOCTi 0ANHWLb
(Hanpuknag TabneTok, aMmnyn TOLO) B ynakoBLi:) - 3mMiHa nosa
AianasoHoM 3aTBepKEeHUX PO3MIpiB YNakoBKM - BBELEHHS
[04,aTKOBOro po3Mipy ynakoBkM No 5 6MicTepiB y KapTOHHii
nauyj Ans BCiX A03yBaHb, 3 BiANOBIAHNM TEKCTOM MapKyBaHHs
ynakoBku: BBefeHHs 3MiH NpPOTArom 6-Tn MicsALiB nicns
3aTBEPAKEHHS.
137. | TUMANIH niodpinizat gns TOB "3 Ykpaina MpAT "BIO®PAPMA", YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/2989/01/01
pO3UMHY 418 "BIO®APMA" Ykpaina; TOB "®3 3MiHM | TUNy - 3MiHa y MeToAax BUNpobyBaHHSA roToBOro peyenmom

iH'ekwjin no 10 mr,
4151 BUpOOHMKa
MpAT
"BIO®PAPMA": 10
amnyn a6o 10
(hNakoHiB 3
niocpinizatom y
nauui 3 KapToHY;
[ANns BUPOGHMKa
TOB "3
"BIOPAPMA": 5
amnyn a6o 5
hNakoHiB 3
niodpinizatom y

"BIO®APMA",
YkpaiHa

NikapcbKoro 3acoby - He3HayHa 3MiHa Yy 3aTBEpPAKEHUX
MeToAax BUNpobyBaHHA T. "CTepU/bHICTL" YTOYHEHHSI HA3BY
hinbTpyBasIbHOT YyCTAHOBKM Ta CUCTEMM, LLO
BUKOPVCTOBYETLCA 19 BUKOHAHHA BUNPOOBYBaHHS; 3MiHN |
TMNy - 3MiHa y MeTofax BUNpo6yBaHHSA roTOBOrO /iKapCbKOro
3aco0by; cynyTHsa 3MiHa: 3MiHa y MeTofax BUNpobyBaHHs
roTOBOrO JliKapcbKoro 3acoby - 3MiHM y MeTogax BunpobyBaHb
n. "KisibkicHe BM3Ha4eHHs. bionoriyHa akTMBHICTL" - OHOBIEHO
onMc MeTOoAY BUMMPOOYBaHHS (peakLisi pO3eTKO YTBOPEHHS); M.
"KinbkicHe B13HaveHHs. Mentuaun", nocnigoBHa 3miHa n.
"lgeHTudbikadis. Mentngn®, y 38° 53Ky 3 NPUBEAEHHSM 40 BUMOT
CT. 3aranbHuii 6inok. 4dY 2.5.33, meToa 2 A0 BXe
3arBepmxeHoro metogy AdY, 2.2.25; 3miHu | Tuny - 3miHa
napameTpiB cneuudikauiii Ta/abo JOMyCTUMUX MEX rOTOBOro
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

®dopma sunycky
(nikapcbka
chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Howmep
peecmpayjitiHo2
0 nocBi0YeHHs

6nicTepi; no 2
6nicTepy y nauui 3
KapTOHY

nNiKapcbKoro 3acoby - BUyYeHHs N. "AHOMa/lbHa TOKCUYHICTL"

138.

TUPO3YP

renb, 1mr/rno5r,
251y Ty6i, no 1
Ty6i B KQPTOHHIV
KOpoo6Li

EHrensrapg,
ApuHaiimiTren
b FM6X &
Ko.KI

HimeuunHa

EHrenbrapp,

ApuHaiimitTens M6X

& Ko. KI

HimeuunHa

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHM | TMNy - 3MiHa napameTpiB cneuudikayin Ta/abo
[0NyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby (BUIyYeHHS
He3Ha4yHOro NokasHuka (Hanpukiag 3acTapinoro NokasHuka,
TaKoro §ik 3anax Ta cMak, abo ifeHTudikaList 6apBHUKIB um
CMaKoBUX A06aBOK)) - BUyYEHHS MOKasHuKa lgeHTudikauis
TUPOTPULMHY Ta LeTUNNipuanHiio xnopugy B cneuudikadii
NPOTAroM TEPMiHY NPUAATHOCTI; 3MiHW | TUMny - 3MiHa y
MeTofAax BUNpo6yBaHHSA rOTOBOrO /iKapCbKOro 3acoby - 3MiHa
MeToamkn BEPX KinbkiCHOro BU3HaueHHs cknagy (MokasHuK
cneundikauii «Cknag»); 3miHu | Tmny - 3MiHa y meTogax
BMNPOGYBaHHSI FTOTOBOMO NiKApCbKOro 3acoby - 3MiHa MeTOAMK
BMNPOGYBaHHSA 3a po3ainoM «KiflbKicHe BU3HAYEHHS» Ajto4oi
PEYUOBVHY TUPOTPULIMHY Ta KOHCEPBaHTY LEeTUANUPUANHILO
Xxnopuay 3aMicTb O4HOTOYKOBOIO KaslibpyBaHHs 3
BMKOPUCTAHHAM CTaHAApPTY [itoyu0i PEYOBUHW | KOHCEPBAHTY
NPOMOHYETHLCS TPUTOUKOBE KanibpyBaHHSA 3 BUKOPUCTaAHHAM
cTaHfapTy Aitoyoi pevyoBuHY. Ans LeTUNNUpUAvHI0 xnopuay B
OKpeMili MeToAuLI TakoX BCTAHOB/IEHO TPMTOUKOBE
KaniopyBaHHs. Takox BiAOyBatOTbCA HE3HAUHI 3MiHM B YMOBax
XpomaTtorpadyBaHHs i cknagi pyxomoi asu; 3miHu | Tuny -
nogaHHa oHossieHoro CEP Ne RO-CEP 2013-205-Rev 04 Ha
Aitody peyoBUHY TUPOTPULMH; 3MiHK || TURY - 3MmiHa
napameTpiB cneuudikauilii Ta/abo AOMYCTUMUX MEX FOTOBOr0O
NiKapcbKoro 3acoby (3MiHa 3HaX0AMTbLCA M03a 3aTBEPKEHUMU
[0NYCTUMVMU Mexamu cneuudikaLliii) - po3LIMPeHHs Mex 3a
nokasHukoM «Mikpo6ionoriyHuii aHani3: eqdeKTUBHICTb B
NOPIBHAHHI 3i CTaHAAPTHUM 3Pa3KoM TUPOTPULMHY» B
crneundikauii Ha TepMiH npugaTHocTi 3 90-120% o 80-120%;
3MiHu Il TMnNy - 3MiHa y MeTofax BUNPobyBaHHS rOTOBOrO
nikapcbKoro 3acoby - 3MiHa B MeToAuLji BUNpo6yBaHHSA 3a
nokasHukoM «MikpobionoriyHuii aHani3: eqdeKTUBHICTb B
NOPIBHAHHI 3i CTaHAAPTHUM 3Pa3KOM TUPOTPULIUHY» -
Bif0yBaETLCS 3MiHA CTaH4APTHOrO 3paska 3 rpamiuuanHa Ha
TUPOTPULMH; CYMYyTHSA 3MiHa: 3MiHa napaMeTpiB cneuudikawlii
Ta/abo foMyCTUMUX MEX roTOBOro /ikapcbKoro 3acoby (iHLwi
3MiHW)

6e3
peyenma

UA/7786/02/01

139.

TOXEO
COJTIOCTAP

PO3unH ansi
iH'ekujin, 300

CaHodi-
ABEHTIC

HimeyunHa

CaHodpi-ABeHTiC
[Loliunang MreX

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3mibu | Tuny -
AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu

3a
peyenmom

UA/14720/01/01
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
Oa./mn, Ne 1, Ne 3, [oiiunang, MiCLii NPOBaPKEHHS AiSNbHOCTI BUpOobHUKa/imnopTepa
Ne 5:no1,5mny X rOTOBOrO MiKapCbKOro 3acoby, BKIYAKUUN AiINbHNL BUMYCKY
KapTpuaXi, cepil abo micue NpoBeAeHHS KOHTPOSTIO SKOCTI. (AisNbHICTb, 3a
BMOHTOBaHOMY B AKY BiANoBigae BUPOGHMK/IMNopTep, BKIOYaUM BUMYCK Cepiid)
0HOpa30BY 3miHa agpecy BUpo6Hmka CaHodi-ABeHTic JoiunaHg M6X,
LINPUL-PYYKyY; no 1, HimeuumnHa, 6e3 3miHM Micus BUpoOHULTBA: BBEAEHHS 3MiH
3 abo 5 wnpuu- NPOTSArom 6-Tv MiCSILiB NiCNs 3aTBEPAXKEHHS.
PYYOK B KAQPTOHHIA
KopoobUi
140. | TPAKPIYM™ po3unH ans AcneH dapma IpnaHgis nakcoCmiTKnsinH ITanisa BHECEHHSA 3MiH 10 peecTpavuiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/4249/01/01
iH'ekuinn, 10 mr/mn, TpeigiHr MaHydhakTypuHr 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
no 2,5 mn aéo 5 mn Nimiten C.n.A. BeefeHHs abo 3MiHU [0 y3araslbHeHNX AaHnX Npo cucTemy
B amnyni; no 5 hapmakoHarnsay (BBeAEHHS y3araslbHEHUX AaHKX Npo
amnys y KOHTYPHiiA cuctemMy hapmakoHarnsgy, 3miHa ynoBHoBaxeHol ocobu,
NnacTuKoBili BiNOBIAANbHOI 3a 34iICHEHHS hapMmakoHarnsay; KOHTaKTHOI
ynakoBLi B ocobu 3 dhapmakoHarnsay 3asBHuUKa ANs 34iCHEHHS
KapTOHHI Kopobuyj thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YNOBHOBaXEHOI 0C06U, BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bknoyatouy KOHTakKTHI AaHi) Ta/abo 3MiHu y
po3MilLieHHi MacTep-chaiina cuctemu chapmakoHarnsgy) Airoua
pefakuis: ynoBHOBaxeHa ocoba BignosiganbHa 3a
thapmakoHarnsag — Dr Stephen Franz Hobbiger, KoHTakTHa
ocoba BignosiganbHa 3a hapmakoHarnsag — JlanymHebka IHHa
IropiBHa. MNponoHoBaHa pefAakLis: ynoBHOBaxkeHa ocoba
BignosigasibHa 3a thapmakoHarnsag - KaponiHa C3kyanapek/
Karolina Szkudlarek, koHTakTHa ocoba BignoBigasibHa 3a
hapmakoHarnsag - HaropHa Kateputa IBaHiBHa. 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXeHOI 0COOM. 3MiHa KOHTaKTHMUX
[aHNX KOHTaKTHOT 0cobun. 3MiHa HoMepy Ta
MicLe3HaxoMxeHHs macTep-ghaiiny. BBeAeHHs 3MiH NpOTArom
6-TV MicsLiB NicnsA 3aTBepKeHHs. 3MiHa 3asBHMKa (BNacHvka
peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460), BBeeHHsi 3MiH MPOTArom 6-Tu MicsiLiB
nicns 3aTBepipkKeHHs.
141. | TPUAYKTAH TabneTkn, BKPUTI TOB "dapma Ykpaina TOB "®apma Ctapt" Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/5030/01/01
MB NNiBKOBOO Crapt" 3MiHM | TUNY - 3MiHW 0 IHCTPYKUIT 418 MeANYHOro peyenmom

060/10HKOI0, 3
MoaucpikoBaHUM
BUBINIbHEHHSIM, MO
35 mrno 10
Tabnetok y
6nictepi; no 3 abo

3acTocyBaHHsA y po3ain "MobivHi peakuii” BignoBigHO A0
iHchopmalii pedrepeHTHOro nikapcbkoro 3acoby MPEAYKTAN®
MR. BBegeHHs1 3MiH NPOTArom 3-x micsuiB nicns
3aTBEpPAKEHHS
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
6 6nicTepiB y
KapPTOHHIN nayw;
no 20 TabneTok y
6nictepi; no 1, no
3, abo 4 6nictepu B
KapTOHHI nayui
142. | TPOKCEPYTUH | nopoluok MAT YkpaiHa "InTepcapma Mpara, Yecbka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: - UA/13777/01/01
(cy6eTaHLjis) y "KuiBmeanpen ar” Pecny6ika 3MiHM | TNy - 3MiHa Y NapameTpax cneuudikauii Ta/aéo
noggiliHNx apart” [OMNYCTUMUX MEX, BU3Ha4YeHnX y crneumdikalisx Ha Ad®l, abo
nonieTuNeHoBMX BWXiAHWA/NPOMIDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTHLCS
naketax gns y npoueci Bupo6HuuTBa A®| — fonoBHeHHS cneuudikauii A®I
BUPOGHULTBA 3a NokasHUkoM «MikpobionoriyHa YnctoTa» BUNPOGYBaHHAM
HeCTepUIbHUX Ha OKpeMmi BUAW MIKpOOPraHi3miB; BUIyYeHHS 3i cneuudikauii
NiKapCbK1X hopm A®| nokasHuka «PO34MHHICTb»; 3MiHKM | TUNY - 3MiHa y MeTodax
BMNpo6yBaHHA A®I| abo BUxigHOro matepiasty/npomMikHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLEC
BMPO6HMLTBA AD| — NpuBEAEHHS ONUCY METOANKN BU3HAYEHHS
3a/INLLKOBMX KiSIbKOCTEN OpraHiuHmX PO3YMHHUKIB Y
BIANOBIAHICTL A0 MaTepianis BUPOGHMKA ADI
143. | TPYNICITI pO34nH gns Eni Ninni HigepnaHg BUPOGHMLTBO HimeuunHa/ BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/15601/01/01
iH exwjii no 0,75 HepepneHpg " [030BaHoi chopmu, CLUA/ ITanis/ AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
mr/0,5 mn no 0,5 b.B. KOHTPO/1b IpnaHgjs 3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) 3miHa

M1 PO3YMHY B
CKMSIHOMY LUMPUL,
BKNafeHoMy B
0/flHOpa3oBy
LUNPWL-PYYKyY; no 4
nonepeaHL0
3anoBHEHUX
LUNPYL-PYYKM B
ynakoBLUi

BeTTep ®apma-
®epTiryHr F'm6X i Ko.
KI, HimeuunHa
BMPOGHULITBO 3a
MOBHUM LIK/IOM:
BVMPOGHULTBO
[030BaHol hopmu B
Lnpuuax, nakyBaHHs
Ta MapKyBaHHs, 36ip
LUMPULL-PYYKM,
KOHTPO/b, BUMYCK
cepii roToBoOro
nikapcbKoro 3acoby
Eni Ninni eHg,
Komnari, CLUA
BTOPWHHA ynakoBka,
KOHTPO/b, [JO3BIN HA
BUMYCK Cepii:

Eni Ninni Itanisa
C.N.A,, ltanis

agpecyt 3asBHUKA: 3MiHK | TUNY - AAMIHICTPATUBHI 3MiHW.
3miHa HaliMeHyBaHHS Ta/abo agpecu Micus NpoBafkKeHHS
LiSNbHOCTI BUpOBHUKa/iMnopTepa roToBOro JlikapCbKoro
3aco6y, BKNOYauM AiNbHULi BUNYCKY cepii abo micue
NpoBeAEeHHS KOHTPOSIIO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BMPOGHWK/IMNOPTEpP, BKOYAKYN BUMYCK CEPiid)
3MiHa agpecy BUpo6Huka Eni Mlinni eng Komnawi, CLUA, 6e3
3MiHM MicuA BUPO6HMLTBA: 3MiHK Il TMny - 3MiHM Woa0
6e3nekn/edheKTNBHOCTI Ta chapmakoHarnagy. IHwi 3MiHn, ki
He BBIliLLN Yy Lieli po3ain, ki BKIOYa0Tb NoAaHHS
pesynbTaTiB A4OCNILKEeHb 40 KOMNETEHTHOrO opraHy 3miHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3ainy "Mob6iyHi peakyii”.
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

®dopma sunycky
(nikapcbka
chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Howmep
peecmpayjitiHo2
0 nocBi0YeHHs

KOHTPO/Ib:
Eni Ninni KiHcenn
Nimiten, lpnaHgis
KOHTPO/Ib:
Yapnb3 Pisep
NabopaTopis
AlipneHg Nimiteq,
IpnaHgis

144.

TPYNICITI

po3uunH ans
iHekuii no 1,5
mr/0,5 mn no 0,5
M/1 PO3YMHY B
CKNSIHOMY LUNPUL,
BKNafeHOMY B
0fiHOpa3oBy
LINPULL-PYYKY; Mo 4
nonepeaHLO
3anoBHEHUX
LUNPYL-PYYKM B
ynakoBLi

Eni Ninni
HepnepneHg
B.B.

HigepnaHg,
n

BVPOGHMLTBO
Ao30BaHoi chopmu,
KOHTpPO/b
BeTTep ®apma-
depTiryHr Mm6X i Ko.
KI, HimeuunHa
BMPOBHULTBO 3a
NOBHUM LKOM:
BMPOGHMLTBO
[030BaHoi hopmu B
Lnpuuax, nakyBaHHs
Ta MapKyBaHHs, 36ip
LUMPULL-PYYKM,
KOHTPO/b, BUMYCK
cepii rotoBoro
nikapcbKkoro 3acoby
Eni Ninni eHg,
KomnaHi, CLLUA
BTOPWHHA yNnaKoBka,
KOHTPO/b, A03BiN Ha
BUMYCK Cepii:

Eni Ninni Itania
C.M.A,, ITanis
KOHTPO/b!

Eni Minni KiHcein
Nimiten, Ipnaxgis
KOHTPO/b:
Yapnb3 Pisep
Nab6opaTopi3
Alipneng Nimiten,
IpnaHgis

Himeuuunna/
CLWA/ Itania/
IpnaHgjs

BHECEHHSA 3MiH 10 peecTpavuiiiHux maTtepianis: 3MiHu | Tuny -
AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
3asBHUKa (B/1aCHMKa peecTpaviiiHoro noceigyeHHs) 3MiHa
agpecy 3asBHUKa: 3MiHN | TUMY - AAMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHSI
AisNbHOCTI BUPOOHMKa/iMnopTepa roToBOro ikapCbKoro
3aco06y, BK/IKOYaoUumn 4inbHULL BUNYCKy cepii abo micue
NpPOBeLEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHMK/IMNOpTEpP, BK/IOUAKUM BUMYCK Cepiif)
3miHa agpecu Bupo6HuKa Eni Nlinni eHg Komnawi, CLUA, 6e3
3MiHM Micust BUpo6HUUTBA: 3MiHK |l TURY - 3MiHK WoA0
6e3nekn/edhekTBHOCTI Ta hapMakoHarnagy. IHLWi 3MiHu, ki
He BBIlLLAN Yy Leli po3ain, AKi BKIYaloTb NogaHHS
pesynbTaTiB fOC/igKEeHb 40 KOMNETEHTHOro opraHy 3miHu
BHECEHO [0 iHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3ainy "Mo6iyHi peakyii”.

3a
peyenmom

UA/15601/01/02

145.

DEHTAHIN

po3unH ans

AT "Kanuekc"

Natsis

BCi cTagii

CnoBayvumnHa/

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:

3a

UA/15323/01/01
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
KAJLEKC iH ekuiii, 0,05 BVMPOGHMYOTO Natsis 3MiHM | TUny - 3MiHK 3 AKoCTi. [OTOBWIA NTikapcbkuii 3aci6. peyenmom
Mr/mMn no 2 Mn B npouecy, Kpim Cucrtema KOHTelHep/3aKynopoBasibHWiA 3aci6 - 3amiHa
amnyni; no 5 amnyn BMNYCKy cepii: XBM anoMiHieBOT hObIM A1 KOHTPO/I0 NEPLUOTrO BigKPUTTS, Aka
B KOHTYpHili dapma c.p.o., 3akpvBana KOHTYpPHi YapyHKOBi ynakosku (NiggoHu) i3
YapyHKOBIi CnoayunHa; amnyniamMu, Ha KOHTPO/1b NEPLUOTO BIAKPUTTS Y BUINAL
ynakosLi (niggoHi); BUPOOHWK, SIKWIA CaMOK/1eHUOr0 CTiKepa Ha KOXHI YaCTWHI Nayky i3 KapTOHY,
no 1, 2 ao 20 BignoBigae 3a LLIO BiAKPUBAETLCSA
KOHTYPHUX KOHTpPO/b
YapyHKOBUX cepii/BnnpobyBaHHs:
ynaxkoBOK AT "I'piHagexc”,
(nigooHiB) y mavu,i NaTBisi; BUPOBHUK,
i3 KapTOHY SIKWIA BigNoBigae 3a
BUMYCK cepii: AT
"Kanuekc", atsis
146. ®PEPPOJEK- po34nH ons ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHa 3a UA/2393/01/01
340POB'A iH'ekuili, 50 mr/mn 06MeXeHo 06MeXeHo HallMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BlacHUKa peuenmom
no 2 Mn B amny i BiANOBIAasIbHI BiANOBiAaNbHICTIO peecTpauiiHoro nNocBifYeHHs)
no 5 amnyny CTH0 "®apmMaueBTUYHA 3MiHa agpecy : (BBeAeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
KapTOHHI kopobuyj; "papmaueBTu KoMnaHis "3gopos'a” 3aTBEPKEHHST); 3MiHa HaliMeHyBaHHSA Ta/abo agpecu micus
no 2 mn B amnyni; YHa KOMNaHis NPOBaKEHHA Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
no 5 amnyny "3p0poB'a" niKkapcbKoro 3acoby, BKIYaUM AinibHULI BUNYCKY cepii abo
6nicTepi; no 1 MicLe NpoBefeHHA KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY
6nictepy y BiANOBiAae BMPOGHMK/iMNOPTEp, BK/IOYAKOUM BUMYCK Cepili)
KapTOHHI Kopo6Lyi 3MiHa afpecu Micus NPOBaKeHHs AiSNbHOCTI BUpobHuka 13
ToBapnCTBO 3 0OMEXEHOI0 BiANOBIAA/ILHICTIO
"®apmaueBTUYHa komnaHia "3gopos'sa”, YkpaiHa, BUpobHnya
OiNbHULSA Ta BCi BUPO6HMYI onepauii 3amwarTbes
HE3MIHHUMY :
BBeAeHHS 3MiH NpOTArom 6-Tu MiCALB NiCNs 3aTBEPMAKEHHS;
3MiHU 3 AKOCTI. [0TOBUIA NikapCbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO MiKapCbKOro 3acoby (BW/yYEHHST yNakoBK/ NEBHOTO
po3mipy)
BWyYeHHs BUZiB nakyBaHHA Ne 3 Ta Ne 10 y KapTOHHilA
koponui Ta Ne 10 (5x2) y 6nicTepax y kapTOHHIl KOpoobLyi:
BBefeHHA 3MiH NpoTArom 6-Tu MiCALB NiCNA 3aTBEPAKEHHS.
147. PNYUNHAP® masb, 0,25 mr/r no TOB Ykpaina dapmsasog €nbha Monbwa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/1720/01/01
15ry Ty6i; no 1 "BANEAHT AT. 3MiHW | TUMy - 3MiHK A0 IHCTPYKUiT A1 MeauyYHoro peyenmom
Ty6i B KAPTOHHii ®APMACHIO 3acTocyBaHHS A0 po3ginis "OcobamMBOCTI 3acTOCyBaHHS" Ta
KOpO6L TIKAN3" "Mo6iyHi peakuii” BiANOBIAHO A0 MaTepianiB peecTpauiiHoro

nocbe. BBeieHHA 3MiH npoTsarom 3-x MicauiB nicns
3aTBepAKEHHA
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Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa gionycKy | peecmpayitiHo2
3acoby ¢hopma, 0 rnocBi04eHHs
ynakoska)
148. PNYUNHAP® renb, 0,25 mr/r no TOB Ykpaina dPapmsasog, Enbha Monbwa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/2878/01/01
15ry 1y6i; no 1 "BANTEAHT AT. 3MiHK | TUNY - 3MiHW 40 IHCTPYKUiT Ans MeanyHOro peyernmom
Ty6i B KAPTOHHIll OAPMACbBIO 3acTocyBaHHs 4o po3ainis "OcobMBOCTI 3acToCyBaHHS" Ta
KopobLj TIKAN3" "Mo6iuHi peakuii” BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[ocbe. BBeA€HHA 3MiH NPOTArom 3-x MicAwiB nicns
3aTBepAKEHHA
149. | ®NYUUHAP® N | masb no 15 ry 1y6i; TOB YkpaiHa dapmsasog €nbha Monbwa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/2879/01/01
no 1 Ty6iB "BAJIEAHT AT. 3MiHK | TUNY - 3MiHW 00 [HCTPYKLUT A8 MeguyHoro peuyenmom
KapTOHHili KOpo6Lyi ®PAPMACHIO 3acToCyBaHHSA A0 po3giniB "Oco6/IMBOCTI 3aCTOCYBaHHS" Ta
TIKAN3" "Mo6iyHi peakuii” BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
nocbe. BBeieHHA 3MiH npoTsrom 3-x MicauiB nicns
3aTBepAKEHHA
150. dYPAUUNIH Kpanni BYLUHI, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peECTLiiHMX MaTepianis: 3MiHu | TNy - 6e3 UA/8351/01/01
po3unH 0,066 % no | dapmaueBTuy dapmaLeBTUYHa AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenma
20 Mn y donakoHax; Ha habpuka thabpuka "Biona" 3asiBHUKA (BN1aCHMKA PEECTPALiiHOro MOCBIAYEHHS) 3MiHa
no20 mny "Biona" ajpecu 3asBHMKa BBefeHHA 3MiH NpoTarom 3-x micauis nicns
thnakoHi; no 1 3aTBEPKEHHS.
chnakoHy y nauui 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicL NPOBaKEHHS Ais/IbHOCTI
BMPO6GHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BK/IOUAKUY AiNbHULj BUNYCKY cepil abo MicLe npoBefeHHS
KOHTPO/IO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiAMNOBigae
BMPOGHUK/iMNOpTEp, BK/IKOYAKO4M BUMYCK cepili) 3MiHa agpecu
BMpo6HuKa MpAT dapmaueBTnyHa habpurka "Biona", YkpaiHa,
6€3 3MiHU MicLsa BUPOGHMLTBA (3MiHA Ha3BU BYNML):
BBefeHHs 3MiH NpoTArom 3-x MIiCALIB MiC/A 3aTBEPLKEHHS.
151. | XAPTMAHA pO3uuH ans MpuBaTtHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH O peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/1056/01/01
PO341H iHdpy3iin no 200 mn, akujioHepHe ToBapuCTBO "lHdy3isa" AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPO6GHUYOI AinbHUL peyenmom
250 mn, 400 mn, TOBapucTBO (Bkovaroum ginbHuUui ans A®I, NpomMixXHOro NpoaykTy abo
500 My naswkax "Indpysia” roTOBOrO /IIKAPCbKOro 3acoby, AiNbHULi 415 NPOBEAEHHS

nakyBaHHs, BUPO6HWKa, BigNoBifasibHOr0 3a BUMYCK Cepild,
MicLie NpoBeEHHS KOHTPO/IIO cepii) abo noctadasibHuKa
BMXifHOro Matepiany, peareHTy abo fONOMiXHOT peYOBUHN
(AKLWL0 3a3HAYEHO Y O0CbE) BUYUYEHHS BUPOOHUYOT AiNbHULL
ana A®l BAT “BocTokBiT “, Pocilicbka ®efepaduist Ta “ Malladi
Specialities Limited”, IHgisi: 3MiHu | TUNY - AAMIHICTpaTUBHI
3MiHW. BunyyeHHs BUPOOHUYOI AinbHULI (BKIOYAOUN AiNbHUL
ana A®l, NpomibXHOTro NPOAYKTY abo roToBOro NiKapcbKoro
3aco06y, AiNbHUL ANS NpOBeAEeHHS NakyBaHHS, BUPOOHUKA,
BiANOBiAaNLHOrO 3a BUMNYCK Cepiii, MicLie NpoBeAEHHS
KOHTPO/IH0 cepii) abo nocTavasibHYKa BUXIAHOTO matepiany,




Ne
n/n

Hassa
JliKapcbK0O20
3acoby

®dopma sunycky
(nikapcbka
chopma,

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

78

KpaiHa

ynakoska)

BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Howmep
peecmpayjitiHo2
0 nocBi0YeHHs

152.

LJAHOKOBATA
MIH (BITAMIH
B12)

MopoLLOoK
(cy6eTaHuin) y

TOB
"BanapTtiH

Ykpaina

Xebein XyapoHr

Kutaii

peareHTy abo AOMNOMIKHOT PeYOBMHY (SIKLLO 3a3HAYEHO Y
[L0CBE) BUNYYEHHS BUPOOHMYOI AinbHuyi ansa M3 XAPTMAHA
PO34UH, BignoBiganbHOI 3a NakyBaHHS, BUMYCK cepil, MicLe
NPOBEeAEHHS1 KOHTPOJO SIKOCTi: BBeAEHHS1 3MiH NPOTArom 3 — X
MiCALIB MicNsA 3aTBEpAKEHHS
3MiHn | TURY - 3MiHK 3 SKoCTi. FOTOBMIA Nikapcbkuii 3aci6.
CuncTema KoHTeliHep/3aKynoproBasibHMIA 3aci6. 3MiHa y
NepPBUHHIA yNakoBL,i rOTOBOrO NiKapcbkoro 3acoby (Tun
KOHTeliHepa abo AoAaBaHHA HOBOro KOHTelHepa) - BunyyeHHs
NepPBUHHOT YNakoBKW, L0 He NPU3BOAWTb [0 NOBHOMO
BWU/TYYEHHS NiKApCbKOro 3acoby 3 NeBHOK CUI0K Aii abo y
NEeBHili NikapcbKili hopMi - BUNYYEHHS NJISLWKA 3 AiaMeTpoM
ropnosuHu 22,5+0,5mm Ta 25,0+0,2/-0,5MM 3 BignoBigHUM
3aKynoproBasibHUM 3ac060M:

nonieTuNeHoBMX
naketax gns
thapmaueBT14HoOro
3aCTOCyBaHHS

Papma”

dapmacbtoTikan Ko.,
nTa.

BHECEHHSA 3MiH 10 peecTpauiiiHux maTtepianis: 3MiHu | Tuny -
AnMiHiCTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo agpecu
3asBHUKA (B/1aCHMKa peecTpaviiiHoro noceigyeHHs) 3MiHa

afpecu 3asBHUKa

UA/14252/01/01

HauyanbHuK YnpaBniHHA hapmaleBTUUYHOI

AIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. IacKkoBCbKuii
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