MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
06.04.2017 Ne 373
Kuis

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

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

HAKA3Y1O:

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

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

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

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

B.o. MinicTpa Y. CYIIPYH



NMEPENIK

Jopartok 1

A0 Haka3y MiHicTepcTBa OXOPOHMU

300pOB’A YKpaiHu
06.04.2017 Ne 373

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOIN4YHUX NMPEMNAPATIB), AKI BHOCATbLCHA
A0 DEP>XABHOIO PEECTPY JIIKAPCbKX 3ACOBIB YKPAIHU

Ne Hassa dopma BUryCKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Howmep
n/n JNliKapcbKo20 (nikapcbka 3asBHUK BUPOGHUKa BionycKy | yBaHHs1 | peecmpayiliH
3acoby ¢hopma, ynakoska) a 020
nocsio4YeHHs1
1. rAIMENIPAA, Tabnetkv no 2 mr Ne Alikop 1M Benvka dapmaLeyTcKo- Cepbis peecTpauis Ha 5 pokis 3a He UA/15817/01/01
AAKOP® 30 (15x2) y 6nictepax BpuTaHis Xewmilicbka IHaacTpia, peuyenmom | nidsisicae
3apasne AL
2. rAIMENIPAA, Tabnetkv no 3 mr Ne Alikop 1M Benvka dapmaLeyTcKo- Cepbis peecTpauis Ha 5 pokis 3a He UA/15817/01/02
ANKOP® 30 (15x2) y 6nictepax BputaHis Xemiiicbka IHaacTpia, peyenmom | nionseae
3apasne AL
3. rAIMENIPAA, Tabnetkv no 4 mr Ne Alikop 1M Benuvka dapmaLeyTcKo- Cepbis peecTpauist Ha 5 pokis 3a He UA/15817/01/03
ANKOP® 30 (15x2) y 6nictepax BputaHis Xemiiicbka IHpacTpia, peyenmom | nionseae
3gpasne AL
4. EFITUHIA Kancynu Teepai no 3AT YropwuHa Ma6’sHiLbKuiA Monbwa peecTpauist Ha 5 pokis 3a He UA/15887/01/02
400 mr Ne30 (10x3) y dapmavleBTUYHNI thapmaueBTUYHWi peyenmom | nidsseae
6nictepax 3aBog ElC 3aBog Monbcha AT
5. EFITUHIA Kancynu TeepAi no 3AT YropwumHa Ma6’sHiLbKuii Monbwa peecTpauist Ha 5 pokis 3a He UA/15887/01/01
100 mr Ne 60 (15x4), dapmaueBTUYHNI thapmaLeBTUYHWi peyenmom | nidsseae
Ne 120 (15x8) y 3aBog ElIC 3aBog Monbtha AT
6nictepax
6. INPATPONIN- PO34uH Ans TeBa I3painb BMPOBHMLTBO 3a Benvka peecTpauist Ha 5 pokis 3a He UA/15888/01/01
CANNbBYTAMOJ1- | po3nu/ieHHs no 2,5 mn dapmaLeBTikan NOBHUM LK/IOM: BpuTaHis peyenmom niosnsieae
TEBA B amnynax Ne20 (5x4) IHpacTpi3 N1a. ABEKC
y nakeTukax 3 dapmacbroTukans ok,
namiHoBaHoi )0sbrn Benvika bputaHisi;
KOHTPONb cepil 3a
NOKa3HUKOM
"CTepwbHICTb":
Bikxem Jlabopatopi3
NimiTea, Benuka
BputaHis
7. KANIO Nnoang, nopoLLoK abo ToBapucTBO 3 YkpaiHa MPAYI IHAjs peecTpauif Ha 5 pokis - He UA/15889/01/01
Kpuctanm (cybcraHuis) obmexeHot ®APMACBLIOTIKANC nionsizae
y NoABiliHMX BiANOBIA&/IbHICTIO MBT. NTA.
nonieTnIeHoBUX "[locnifHwii 3aBog,
nakeTax s "rHUNC"
dhapmaLeBT14HOro




Ne
n/n

HasBsa
JNliKapcbKo20
3acoby

Popma BUnycKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asaB8HUK
a

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiH
020
nocBioO4YeHHs

3acCToCyBaHHA

KYPKYMIH C3
KOMMNJIEKC

EKCTPaKT cyxuii
(cybeTaHuis) y nakeTi
3 NOJieTUNEHY HN3LKOT
LWiNbHOCTI Ans
thapmaLeBTUYHOro
3aCTOCYBaHHSA

MAT
"KviBmegnpenapa
™

Ykpaina

Cawmi /1a63 Nimvitepq,

IHais

peecTpauist Ha 5 pokis

He
nionsieae

UA/15881/01/01

PENNArCAN

KOHLleHTparT Ans
PO34MHy ANs iHy3ilA,
1 mr/Mnno3,5mMny
onakoHax Ne 1

Laiep
dapmacboTrKan3
Alineng Nta

IpnaHgis

BiNOBIgaNbHWIA 32
BUNYCK cepi:
Laviep
PapmMacbioTKan3
Alineng NTg,

IpnaHgis

peecTpavuis Ha 5 pokis;
3060B’'s13aHHS Npu BUAadi
peecTpaLiiHOro NocBigYeHHs
ICHYIOTb — HaflaHHS AeTasIbHOro
onucy cucTemu ynpasiHHS
pv3nkamMun y BUrNSAi nnaHy
ynpasniHHa pu3nkamu go 30.10.2017
BigMoBigHO A0 nignyHkTy 1.8.2
nyHKTy 1.8 gopatky 5 MNopsaaky
NPOBeEHHS eKCnepTU3mn
peecTpavuiiH1X MaTepiasis Ha
nikapcbki 3acobwm, Lo noaatTbCs Ha
[epxaBHy peecTpavjto
(nepepeecTpadiio), a Takox
eKkcnepTu3n maTepianis npo
BHECEHHS 3MiH 10 peecTpaviiHnX
martepianis npoTsArom fgji
peecTpauiiHoro nNocBigYeHHs,
3aTBepAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakui
Haka3y MO3 Big 23.07.2015 Ne 460).
MepiognyHiCTb NOAAHHA perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
Harnsagy 3a nobiyHMMK peakLisMu
NiKapcbKnx 3acobis, f03BOSIEHNX A0
MeAMYHOro 3acTOCYBaHHS,
3aTBepxeHoro Hakasom MO3 Big 27
rpygHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
rocTuuiil Ykpainu 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTL:
BiANOBIAHO A0 NepioAnYHOCTI
CKNafaHHa perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, 403BONIEHOIO A0
Me[MYHOro 3aCTOCyBaHHs, Ha
LeHTPa/IbHOMY PiBHi.

3a
peyenmom

He
nionsieae

UA/15890/01/01

10.

PO3YBACTATUH

KAMBLIO

NopoLUOK (cybcTaHList)
y NONIETUIEHOBNX

OCM CiHouem
PapmacbioTikans

HigepnaH
an

[OCM CiHoyem
PapmacboTikans IHgis

IHais

peecTpauist Ha 5 pokis

He
nionsieae

UA/15891/01/01




Ne Hassa Popma BUnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Howmep
n/n JNliKapcbKo20 (nikapcbka 3asiBHUK BUPOGHUKa BionycKy | yBaHHs | peecmpayiliH
3acoby ¢hopma, ynakoska) a 020
nocsio4YeHHs1
naketax gns Heszepnangac B.B. MpaiBiT Mimiteq
chapmaL,eBTUYHOro
3acTOCyBaHHs
11. COPBEHTOrE/Ib | renb opanbHuii no 0,7 ToBapucTBO 3 YkpaiHa ToBapucTso 3 YkpaiHa peecTpauis Ha 5 pokis 6e3 nionseae | UA/15901/01/01
r/r no 100 r a6o no 06MmexXeHo 06MEXeHO 3060B’'A3aHHA Npu BUAadi peyenma
200 r y Ty6ax Nel; no BiANOBIAABLHICTIO BiANOBIAA/LHICTIO peecTpauiiHoro NocBigYeHHs
15y cawe Ne 5, "®apmaueBTnyHa «PapmaueBTuyHa ICHYIOTb — HaflaHHs AeTa/IbHOro
Ne10, Ne20 thipma "BepTekc" hipma «BepTeke» Oonucy cucTemm ynpasniHHS
(BMPOGHMLTBO 3 py3nKamu y BUrAsA nnaxy
npoaykuii in bulk ynpas/iHHA pu3nkamu go 30.10.2017
TosapucTsa 3 BignoBigHO A0 NignyHKTy 1.8.2
06MexeHot nyHkTy 1.8 gogatky 5 Mopsaky
BiNOBIAA/IbHICTIO NpoBeEeHHSA eKCnepTu3un
«®apmaLeBThyHA peecTpauiiHix matepiasnis Ha
KOMNaHis «340p0B'A», nikapcbki 3acobum, Wo noganTbes Ha
YkpaiHa) OepXxaBHy peecTpadito
(nepepeecTpadiio), a Takox
eKkcnepTn3n marepianis nNpo
BHECEHHS 3MiH [0 peecTpavinHmx
marepianis npoTArom Aji
peecTpavuiiiHoro noceig4YeHHs,
3aTBepAKeHoro Hakasom MO3 Bifg,
26.08.2005 Ne 426 (y pepakui
Haka3zy MO3 Big 23.07.2015 Ne 460).
MepiognYHICTb NOAAHHS PerynsipHoO
OHOB/IIOBAHOIO 3BITY 3 6e3neku
BiANOBIAHO A0 Mopsaky 34jiMCHEHHS
Harnsgy 3a nobGiYHUMK peakLisiMu
niKapcbknx 3acobis, A03BOSIEHUX A0
MeAMNYHOro 3aCTOCyBaHHS,
3aTBepxeHoro Hakasom MO3 Big 27
rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
rocTuLil Ykpainu 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTL:
BIANOBIAHO A0 NEPiOANYHOCTI AK AN
nikapcbKoro 3acoby nicnsa gepxasHol
peecTpauii B YkpaiHi, ik y nepuuiii
KpaiHi cBITy.
12. CoPBITON MOPOLLIOK (Cy6CTaHList) TOB "VcTok- YkpaiHa BMPOGHULITBO, HimeuuunHa/ peecTpauis Ha 5 pokis - He UA/15892/01/01
y NonieTUIeHOBUX Mmoc" nepBUHHE NakyBaHHA, YkpaiHa nionszae
MiLLKax Ans BTOPWHHE MaKyBaHHS,
dhapmaL,eBTU4YHOro KOHTPO/b SIKOCTI:
3acTocyBaHHsA Kaprin Jounang,

v6X, HimeyunHa;
BTOPWHHE MakKyBaHHSA
(MapKyBaHHs),




Ne Hassa Popma BUnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Howmep
n/n JNliKapcbKo20 (nikapcbka 3asiBHUK BUPOGHUKa BionycKy | yBaHHs | peecmpayiliH
3acoby ¢hopma, ynakoska) a 020
nocsio4YeHHs1
KOHTPO/b SIKOCTI,
BiANOBiAaIbHMI 3a
BWMNYCK cepil:
TOB "WcTok-Mnoc”,
YKpaiHa
13. TENNPEC Tabnetku, no 20 mr Ne "KCAHTIC Kinp MoBHUIA LMKN Icnanis peecTpauist Ha 5 pokis 3a He UA/15893/01/01
28 (14x2), Ne 98 PAPMA NIMITEL" BMPOGHULITBA, BUMYCK 30608B’s13aHHA NpY BuAAui peyenmom | nionsicae
(14x7) B 6nicTepax cepi: peecTpavLiiHoro NocBigYeHHs!
NNTABOPATOPIOC iCHYIOTb — HaflaHHS AeTasIbHOro
NIKOHCA, C.A., Onncy cucTemm ynpasniHHA
IcnaHis; pv3nkamMu y BUrNSAi nnaHy
KoHTponb sikocTi: ynpasniHHa pu3nkamu go 30.10.2017
NABOPATOPIO AP. BifNoBigHO A0 NianyHKTy 1.8.2
¢. EHEBAPHE, nyHkTy 1.8 gopatky 5 MNopsaky
AHANICIC, C.A,, NPOBEAEHHA ekcnepTnsn
IcnaHis peecTpauiiHux maTepianis Ha
nikapcbki 3aco6u, Lo noaalTbes Ha
OepXaBHy peecTpadito
(nepepeecTpadito), a Takox
eKkcnepTun3n MaTepianis npo
BHECEHHS 3MiH [0 peecTpalinHmx
marepianis NpPOTArom Aji
peecTpavuiiiHoro nNocBigYeHHs,
3aTBepAKeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
MepiognyHiCTb NOAAHHA perynsipHo
OHOBJ/IKOBAHOTO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
Harnsgy 3a nobivyHMMK peakLuisMm
NikapcbKyx 3acobiB, [O3BOSIEHNX A0
MeAMYHOro 3aCTOCYBaHHS,
3aTBepAKeHoro Hakasom MO3 Big 27
rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
rocTuuiil Ykpainum 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTL:
Bi4MNOBIAHO A0 NepioANYHOCTI
CKNafaHHa perynspHo
OHOBJ/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, A03BOMIEHOTO A0
MeLMYHOro 3aCTOCYBaHHs, Ha
LLeHTPa/IbHOMY PiBHi.
14. TENNPEC Tabnetku, no 40 mr Ne "KCAHTIC Kinp MOBHWIA LMKN IcnaHis peecTpauist Ha 5 pokis 3a He UA/15893/01/02
28 (14x2), Ne 98 SAPMA NIMITEL" BMPOGHMLUTBA, BUMYCK 3060B’'s13aHHS Npu BUAadi peyenmom | nidsisizae

(14x7) B bnicTepax

cepi:
NTABOPATOPIOC

peecTpaLiiHOro NocBigYeHHs
ICHYIOTb — HaJlJaHHS fieTa/IbHOro




Ne
n/n

HasBsa
JNliKapcbKo20
3acoby

Popma BUnycKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asaB8HUK
a

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiH
020
nocBioO4YeHHs

NIKOHCA, C.A.,
IcnaHis;
KoHTponb sikocTi:
NTABOPATOPIO A4P.
®. EYMEBAPHE,
AHANICIC, C.A.,
IcnaHis

onucy cucTemu ynpasiHHS
pu3nkamMu y BUrNSAi nnaHy
ynpasniHHa pu3nkamu go 30.10.2017
BignNoBigHo Ao nianyHkTy 1.8.2
nyHKTy 1.8 gopatky 5 MNopsaky
NPOBEAEHHS EKCNEepTU3N
peecTpauiiHux maTepianis Ha
nikapcbki 3aco6u, Lo noaalTbes Ha
OepXaBHy peecTpadito
(nepepeecTpauito), a Takox
eKkcnepTu3n MaTepianis npo
BHECEHHS 3MiH [0 peecTpavlinHmx
marepianis NnpoTArom gji
peecTpauiiiHoro nocBigYeHHs,
3aTBepAKeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
MepiognyHiCTb NOAAHHA PErynspHO
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsaKy 34iMCHEHHS
Harnsagy 3a nobivyHMMK peakuisMm
nNikapcbknx 3aco6iB, O3BOSIEHUX A0
MeAMYHOro 3acTOCYBaHHS,
3aTBepAXeHoro Hakasom MO3 Big 27
rpyaHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
rocTuuil Ykpainum 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTB:!
Bi4NOBIAHO A0 NepioANYHOCTI
CKNafaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, A03BOMEHOIO A0
MeJMYHOro 3aCTOCyBaHHS, Ha
LeHTPa/IbHOMY PiBHi.

UA/15893/01/03

15.

TENNPEC

Tabnetkn, no 80 mr Ne
28 (14x2), Ne 98
(14x7) B 6nicTepax

"KCAHTIC
PAPMA NNIMITEL"

Kinp

MOBHWIA LKN
BMPOGHULITBA, BUMYCK
cepi:
NABOPATOPIOC
NIKOHCA, C.A,,
Icnanis;
KoHTponb skocTi:
NNABOPATOPIO AP.
®. EMEBAPHE,
AHANICIC, C.A,,
Icnanis

IcnaHis

peecTpauist Ha 5 pokis
30608B'3aHHA Npy BMAAYI
peecTpauiiHoro NocBig4YeHHs
ICHYIOTb — HaJlJaHHs feTasIbHOro
onuncy CUCTEMM yNpaBAiHHSA
pu3vikamu y BUTNAAI naaHy
ynpasniHHA pusmkamun go 30.10.2017
BiAgnoBigHo Ao niagnyHkTy 1.8.2
nyHkTy 1.8 gogatky 5 Mopsaky
NPOBE/EHHSI eKCNepTU3n
peecTpavuiiiH1x MaTepianis Ha
nikapcbki 3acobwu, o noaalTbCs Ha

3a
peyenmom

He
nionsieae

[lepaBHy peecTpauiio




Ne Hassa Popma BUnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Howmep
n/n JNliKapcbKo20 (nikapcbka 3asiBHUK BUPOGHUKa BionycKy | yBaHHs | peecmpayiliH
3acoby ¢hopma, ynakoska) a 020
nocsio4YeHHs1
(nepepeecTpauito), a Takox
eKkcnepTu3n MaTepianis npo
BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis NnpoTArom gji
peecTpauiiiHoro nNocBigYeHHs,
3aTBepAKeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
MepiognyHiCTb NOAAHHA PEryNSpHO
OHOBJ/IIOBAHOTO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsaKy 34iACHEHHS
Harnsagy 3a nobivyHMMK peakuisMm
nNikapcbKnx 3aco6iB, AO3BOSIEHUX A0
MeAMYHOro 3aCTOCYBaHHS,
3aTBepAKeHoro Hakasom MO3 Big 27
rpyaHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
rocTuuil Ykpainum 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTB:!
Bi4NOBIAHO A0 NepioANYHOCTI
cKnafiaHHsa perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, A03BONEHOIO A0
MeAMYHOr0o 3aCTOCYBaHHS, Ha
LeHTPa/IbHOMY PiBHi.
16. TOPACEMIA, NopoLUOK (cybcTaHList) MpAT YkpaiHa XYBEW BIOKO3 Kutaii peecTpauist Ha 5 pokis - He UA/15894/01/01
BE3BOAHUN Yy NoABIiHNX "dbapmaLesTNIHa XEWNEH nionsizae
(MIKPOHIBOBAH | nonietuneHoBux ipma "dapHuus” PAPMACBIOTIKAN
ni) nakeTtax gns KO., T4,
thapmaLeBTUYHOro
3aCTOCYBaHHSA
17. TPABOMNPOCT Kpanni 04Hi, po3yunH CKAH BIOTEK IHAjis AnKoH MapeHTepanc IHAjis peecTpauis Ha 5 pokis 3a He UA/15895/01/01
0,004 % no 2,5 mny nTa (IHgis) NimiTepq, peyenmom | nidsisizae
donakoHax Ne 1
18. TPUTALE®-A Kancynu Teepgai, 10 TOB "3eHTiBa" Yecbka KOHTposb Ta BMNycK Monbwa peecTpauist Ha 5 pokis 3a He UA/15896/01/01
mr/5 mr Ne 28 (14x2) y Pecny6nik cepiii roToBOro peyenmom | nidsiseae
6nictepax a niKkapcbKoro 3acoby:

Mab'aHiuki 3aknagn
$apmaueBTUYHe
Monbgpa C.A.,
MonbLya;
Brpo6HMUTBO,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTpO/b cepili
roTOBOrO /liKapCbKOro
3acoby:




Ne Hassa Popma BUnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Howmep
n/n JNliKapcbKo20 (nikapcbka 3asiBHUK BUPOGHUKa BionycKy | yBaHHs | peecmpayiliH
3acoby ¢hopma, ynakoska) a 020
nocsio4YeHHs1
3aknag
dapmaueBTUYHU
Apamvep ®apma C.A.,
Monba
19. TPUTALE®-A Kancynu teepai, 10 TOB "3eHTiBa" Yecbka KoHTposb Ta BMNycK Monbwa peecTpauist Ha 5 pokis 3a He UA/15897/01/01
Mr/10 mr Ne 28 (14x2) Pecny6nik cepili roToBOro peyenmom | nidsseae
y bnicTepax a nikapcbKoro 3acoby:
Mab6'aHiuki 3aknagn
dapmaueBTUYHe
Monbgpa C.A.,
MonbLya;
Brpo6HMUTBO,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTpPONb cepili
roTOBOrO /liKapCbKOro
3acoby:
3aknag
dapmaueBTUYHU
Apavepg ®apma C.A,,
MonbLa
20. TPUTALE®-A Kancynu Teepai no 5 TOB "3eHTiBa" Yecbka Brpo6HMUTBO, Monbwa peecTpauis Ha 5 pokis 3a He UA/15898/01/01
Mmr/5 mr Ne 28 (14x2), Pecny6nik nepBuHHe Ta peyenmom | nionseae
Ne 56 (14x4), Ne 90 a BTOPVHHE NaKyBaHHS, 30608 s13aHHS Npu
(10x9) y 6nicTepax KOHTpO/b cepili BMAaui peecTpaviiiHoro noceigYeHHs
roToBOro NikapCbKoro BiACYTHi
3acoby: MepioAnyHICTb NOJAHHS PErynsipHO
3aknag, OHOB/IKOBAHOTO 3BITY 3 6e3nekn
PapmaLeBTUYHN BifNOBIAHO [0 MopsAAKy 34jiCHEHHS
Apamvepg ®apma C.A., Harfs4y 3a No6iYHMMK peakuisimm
MonbLua; nikapcbkyx 3acobiB, [03BOMIEHNX A0
KoHTposb Ta Bunyck MeJMNYHOro 3aCTOCyBaHHS,
cepiit roToBOro 3aTBepAKeHoro Hakasom MO3 Big 27
nikapcbKoro 3acoby: rpyaHa 2006 poky Ne898,
Mab'aHiuki 3aknagn 3apeecTpoBaHoro B MiHicTepcTBi
dPapmaueBTHyHe tocTuuii Ykpainm 29 ciuna 2007 poky
Monbgpa C.A., 3a Ne73/13340, cTaHOBUTb:
MonbLa BiAANOBIAHO A0 NepioANYHOCTI
CKNafaHHsa perynspHo
OHOBJ/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, J03B0O/IEHOIO A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LLeHTPa/IbHOMY PiBHi.
21. XONENECAH® kancynu Ne 30 (10x3) MAT Ykpaina MAT Ykpaina peecTpauist Ha 5 pokis 6e3 nidnseae | UA/15899/01/01
y bnictepax "KviBmegnpenapa "KniBmegnpenapar” peyenma
i)
22. LUE®TPIAKCOHY | nopouok (cybcTaHLis) My6niyne YkpaiHa PeiioHr Kutaw peecTpauis Ha 5 pokis - He UA/15900/01/01
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Ne Hassa Popma BUnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka 3asiBHUK BUPOGHUKa BionycKy | yBaHHs | peecmpayiliH
3acoby ¢hopma, ynakoska) a 020
nocBiO4YeHHs
HATPIEBA ClI/lb y a/IlOMiHIEBMX akujioHepHe dapmacsbtoTikan Ko., nionsizae
CTEPU/IbHA KOHTeliHepax s TOBapUCTBO nra.
thapmaLeBTUYHOro "HaykoBo-
3acToCyBaHHs BVPOGHWYNIA
LeHTp
"BopLuariBCcbkuii
Ximiko-
hapmaLeBTUYHNI
3asoa”

HauvanbHUK YnpaBniHHA hapmaleBTUYHOI
AIANBHOCTI Ta AKOCTiI (papmaLeBTUYHOT NPOAYKLiT

T.M. JIAcKOBCbKUM




MEPENIK

Aopatok 2
A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHn
06.04.2017 Ne 373

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOI4YHUX MNMPEMAPATIB), AKI BHOCATbLCA A0
AEP)XXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Hassa
JNliKapcbKO20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3assBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknamy
BaHHsA

Homep
peecmpayjitiHo2
0 NOCBIOYEHHS

L-ANTAHIH

MOPOLLIOK
(cybeTaHuis) y
nonieTuIeHoBmx
nakeTtax gns
BMPOGHULITBA
CTepUIbHUX
nNiKapcbknx goopm

MpaT
"MynbTidhapma”

YKpaiHa

KioBa Xakko Bio Ko.,
nTg

AnoHis

nepepeecTpauisi Ha HeobMeXeHWi
TepMiH

He
nionsieae

UA/12024/01/01

L-IBONENLNH

MOPOLLIOK
(cybeTaHuis) y
nonieTnIeHoBUX
nakeTtax gns
BMPOGHULITBA
CTepUIbHUX
nikapcbknx oopm

MpaT
"MynbTichapma’

YKpaiHa

KioBa Xakko bio Ko.,
nrtp,

AnoHis

nepepeecTpayjis Ha HeobMeXxeHui
TEepMiH

He
nionsieae

UA/12027/01/01

L-NENUVH

MOPOLLIOK
(cybeTaHuis) y
nonieTnIeHoBuUxX
nakeTtax gns
BMPO6HULITBA
CTepUIbHUX
Nikapcbknx gopm

MpaT
"MynbTichapma”

YkpaiHa

KioBa Xakko Bio Ko.,
nTp,

AnoHis

nepepeecTpauisi Ha HeoBbMeXeHWi
TEpPMiH

He
nionsieae

UA/12028/01/01

L-MI3UHY
rAPOX/IOPUA

MOPOLLIOK
(cybeTaHuin) y
nonieTuIeHoBmX
naketax gns
BMPOOHULTBA
CTEPUIBHUX
NiKapcbknx popm

MpaT
"MynbTichapma”

YKpaiHa

KioBa Xakko bio Ko.,
nrg

AnoHis

nepepeecTpawjis Ha HeobMeXeHwui
TEepMiH

He
nionsieae

UA/12029/01/01

L-METIOHIH

NOPOLLIOK
(cybeTaHuin) y
nonieTnIeHoBmX
nakeTtax gns
BMPOGHULTBA
CTEPUNBHUX
NiKapcbKnx gopm

MpaT
"MynbTichapma”

YkpaiHa

KioBa Xakko bio Ko.,
nTa,

AnoHis

nepepeecTpawis Ha HeobMexeHwi
TEepMiH

He
nidnsieae

UA/12030/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs
6. ANBOKAPA® Tabnetku, no 10 TOB YkpaiHa MoBHWI UMK YkpaiHa nepepeecTpawis Ha HeobMeXxeHwui 3a He UA/6421/01/01
TabneTok y 6nictepi; | "®apmaueBTuyHa BMPOGHMLTBA /13, TEPMiH; 3MiHu | TNy - 3MiHK WoA0 peyenmom | niossizae
no 3 abo 4 6nictepu KOMNaHis nepBrHHe Ta 6e3nekun/edhekTMBHOCTI Ta
y naui 3 KapToHy "®apKoC" BTOPUHHE thapmakoHarnagy. BeegeHHs abo
nakyBaHHs, 3MiHU [0 y3ara/lbHEHNX AaHnX Npo
KOHTPO/Ib SIKOCTI, cuctemy thapmakoHarnsgy (BegeHHs
BUMYCK cepii: y3ara/lbHeHUX JaHvx npo cucTemy
TOB thapmakoHarnsagy, smiHa
"®apmMaLeBThyYHa YNOBHOBaXEHOT 0cobMU,
KomnaHis "®apKoC", BiANOBIAa/IbHOT 3a 34iICHEHHS
YKpaiHa,; hapMakoHarnsgy; KOHTakTHOI 0cobu
Bupo6HMK, 3 thapmakoHarnsgy 3asiBHuKa A5
BignoBigasibHWI 3a 3[iiCHEeHHs1 hapMakoHarisay B
BMNyCK cepil YKpaiHi, K0 BoHa BigMIHHA Bif
KiHLeBOro NpoAyKTy YNOBHOBaXEHOT 0cobMU,
Ta BTOpPVHHE BiANOBIAa/IbHOT 3a 34iICHEHHS
nakyBaHHs: chapmakoHarnsgy (Bkiovaoumn
MpAT KOHTaKTHI AaHi) Ta/abo 3miHn y
"®apmaueBTUYHa pO3MilLeHHi MacTep-chaiina cuctemm
thipma "®apKoC", hapmakoHarnagy).
YKpaiHa,;
Brpo6HmK fo30BaHoi MepiognyHicTb NOAAHHA PErynsipHo
hopmMu, NepBuHHe Ta OHOB/OBAHOTO 3BITY 3 6e3neku
BTOPUHHE BiANOBIAHO 0 MopsAAKY 34iICHEHHS
nakyBaHHS: chapmakoHarnsgy, 3aTBepmkeHoro
TOB "ACTPA®APM" Haka3oM MiHicTepcTBa OXOPOHU
Ykpaina 300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHuu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BiANOBIAHO A0
NepioANYHOCTI CKNagaHHs perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, f03BO/IEHOTO A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LEHTPa/IbHOMY PiBHI.
7. AUETUNUWNCTE | kpuctanivyHmii ToBapucTBo 3 YkpaiHa YxaHb 'paHg Xolio Kutai nepepeecTpawis Ha HeobMexeHwui - He UA/12665/01/01
H nopowuok abo 06MeXeHOo Ko., N4 TepMiH niosnsieae
KpucTtanm BiANOBIAA/IbHICTIO
(cybeTaHuis) y "®apmaneBTuyHa
nonieTneHoBmx KoMMaHis
naketax gns "3p0pos'a”
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
8. BPUNIHTA TabNeTkn, BKPUTI AcTpa3eHeka Ab LLIBeuis AcTpa3eHeka Ab LIBeuis nepepeecTpaisi Ha He0BMeXeHWi 3a He UA/12164/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs
MN/1iBKOBOIO TEepMiH; peyenmom | nidnseae

060/10HKO10, M0 90
Mr; no 14 TabneTok
y 6nicTepi; no 1 a6o
4 6nictepun y
KapTOHHIA KOpO6L

3MiHu | TUny - 3MiHK Woao
6e3nekun/edhekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cucteMy chapmakoHarnagy (sefeHHs
y3ara/lbHeHUX JaHvx npo cucTemy
thapmakoHarnsagy, smiHa
YNOBHOBaXEHOI 0co6U,
BiANOBIAa/IbHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTakTHOi 0cobm
3 (hapmakoHarnsgy 3asiBHuka ans
3[iiCHEeHHs1 hapMakoHarisay B
YKpaiHi, K0 BoHa BigMIHHA Bif
YNOBHOBaXEHOI 0co6U,
BiANOBIAa/IbHOT 3a 34iICHEHHS
hapmMakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MilLeHHi MacTep-chaiina cuctemm
thapmakoHarnsgy)

[itoya pepaxkuis: Christina Strom
Moller; nponoHoBaHa pegakuis:
Magnus Ysander. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXXEHOT 0CO6U
3as1BHMKA, BignoBigasibHOI 3a
hapmakoHarnsg.
3Minn Il TURy - 3MiHK WoAao
6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3
HOBUMU JaHUMU 3 AKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHMK Ta
JaHuMu 3 dhapMakoHarnagy
3MiHN BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHs npenapary
[0 po3ginis "®apmakonorivHi
B/1ACTMBOCTI" (YTOUHEHHS
iHdpopmawuii), "MokazaHHs" (byno:
OpHovacHe 3acTocyBaHHS 3
aueTuncaniuMIoBOI KUCIOTO
(ACK) ons nonepegKeHHs
aTepoTpoOMOOTUYHUX NOAIA y
[0pOoCAnX NauieHTiB i3 rocTpuM
KOPOHapHUM CUHAPOMOM
(HecTabinbHOK CTEeHOKapai€eto,
iHthapkToM Miokapaa 6e3
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs

nigBuLLLEHHS cermeHTa ST abo
iHbapkTOM Miokapaa 3 NiABULLEHHAM
cermeHTa ST); y TOMy yncni 'y
nauieHTiB, SKUM NPOBOAVAN
MeAVKaMeHTO3He JiKyBaHHS,
yepesLKipHe KOpoHapHe BTPyYaHHs
(YKB) un aopTo-KOpOHapHe
WyHTyBaHHA (AKLL); ctano:
3acTocyBaHHA npenapaty bpuniHta
0/IHOYaCHO 3 aLeTnCcaniLmnI0BO
kucnotoro (ACK) nokasaHo gnst
nonepepkeHHs aTepoTPOMOOTUYHUX
nogji y AOpOC/AMX NauieHTiB 3
rOCTPUM KOPOHAPHWNM CYHAPOMOM
(FKC), "MpoTunokasaHHs",
"B3aemogis 3 iHWMMU SliKapCbKuMn
3aco6amMu Ta iHWi BUAM B3aEMoSiii",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHsA y Nepios BariTHOCTI
abo rogyBaHHsA rpyaat” (YyTOUHEHHs
hopmyntoBaHHs), "3aaTHICTb
BN/IMBATY Ha LUBWAKICTb peakLii npu
KepyBaHHi aBTOTpaHCNopTomM abo
po6OTi 3 iHWKMMK MexaHi3Mamn®,
"Cnoci6 3acTocyBaHHs Ta fo3un",
"OiT" (YTOYHEHHS (DOPMY/THOBaHHS),
"Mepeno3yBaHHa", "MoGIYHI peakujii”
BiANOBIAHO A0 mMaTepiasiB
peecTpadujiiHoro gocke (y ToMy ymchi
[0 KOPOTKOI XapakTepUCTUKK
nikapcbKoro 3acoby Ta BUCHOBKa
KOHCY/bTaTUBHO-EKCNepTHOI rpynu
"Kapgionorisi. PeBMaTonorisi.
Nikapcbki 3aco6u’).

30608B’13aHHA Npy BUAAYI
peecTpauiiHOro NoCBigYEHHS iCHYyE —
HafaHHA JOMOBHEHHA [0 ornsaay
KMiHiYHUX gaHux o 30.10.2017,
BiANOBIAHO A0 MiANYHKTY 2.3 MyHKTY 2
poaartky 15 o MNMopAagky nposefeHHA
eKCnepTn3n peecTpauiiHux
marepianis Ha nikapcbki 3acobu, Lo
noJatTbCa Ha AepxaBHy peecTpauito
(nepepeecTpadito), a Takox
eKkcnepT13n marepianis npo
BHECEHHS 3MiH 0 peecTpaviinHmx
mMarepianis npotarom fii
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

peecTpauiiHoro NocBigYeHHs,
3aTBepkeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Hakazy MO3 Big 23.07.2015 Ne 460).
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34jiACHEHHS
chapmakoHarnsgy, 3aTBepmaxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHictepcTBa
OXOPOHU 340POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUWTb: BiANOBIAHO [0
nepiogNYHOCTI CKNagaHHa perynspHo
OHOBJ/IIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, A03BOMIEHOTO A0
Me[MYHOro 3aCTOCYBaHHS, Ha
LeHTPa/IbHOMY PiBHi.

BIKACON-
JAPHULA

PO34UH A5 iH'EKLLN,
10 mr/mMnno 1 mn B
amnyni; no 5 amnyn
Y KOHTYpHili
YapyHKOBIN
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yMakoBKU B nauLi

MpAT
"papmaLeBTUiHa
tipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

nepepeecTpawjis Ha HeobMexeHui
TepMmiH; 3miHu | Tvny - 3miHn Wwoao
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkiii
XapakTepucTuLi nikapcbKkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pes3ynbTaT OLiHK/ 3BITY 3
OOCNifKeHb, NPOBEAEHVX BiANOBIAHO
[0 nnaHy negiatpuyHMX JOC/igKeHb
(PIP) (3miHy y3romxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHNM
opraHom) - 3MiHVM BHECEHO A0
IHCTPYKLii ANna MeguyHoro
3aCcTOCyBaHHSA nNpenapary 4o po3ginis
"MpoTrnokasaHHsa", "No6ivHi peakuii”
BiANOBIAHO A0 iHGhopMAaLii Woao
6e3nekun fjtoyoi pevoBmHN
"MeHagjioH".

30608B’s13aHHA Npy BUAAYI

3a
peyenmom

He
nidnsieae

UA/6004/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

peecTpauiiHoro NoCBigYeHHs
iCHYIOTb - HaflaHHA AeTasIbHOro onucy
cMcTeMM yNpasiHHA pUsukamm y
BUMNAAI NNaHy yNpasniHHSA pu3nkamm
Ta JONOBHEHHS A0 OrNagy KNiHIYHUX
AaHunx o 30.10.2017 BignosigHo Ao
nignyHkty 1.13 nyHkTy 1, NignyHkTy
2.3 NyHKTY 2 popatky 15 no MNopsaky
NPOBEEHHS eKCNepTU3mn
peecTpauiiHnx matepianis Ha
nikapcbki 3acobu, Lo NoaaTbCs Ha
[AepxaBHy peecTpawito
(nepepeecTpauito), a Takox
eKkcnepTusn MaTepianis nNpo
BHECEHHS 3MiH 10 peecTpaLifiHnx
Marepianis NpoTarom il
peecTpauiiiHoro NocBigYeHHs,
3aTBEepAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
30,0p0B’sA YKpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
O0XOPOHU 37,0pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BifNOBIAHO 40
NepioANYHOCTI CKNagaHHs pPerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
niKapcbKoro 3acoby, 403BOIEHOro A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LleHTPa/IbHOMY PiBHi.

10.

FANCTEHA®

Kpanni opasibHi no
20 mn, a6o no 50
M, abo no 100 mn y
donakoHax-
KpanenbHuusAx; no 1
donakoHy B
KapTOHHI/ ynakosL,i

Pixapg bitTHep Al

ABCTpis

Pixappg, BittHep Al

AscTpist

nepepeecTpauisi Ha HeoBMeXeHWi
TepMiH; 3miHu | Tvny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHns abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy chapmakoHarnagy (segeHHs
y3arasibHeHVX AaHunx Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0cobM,
BiANOBiAaNbHOI 3a 37iiCHEHHS

6e3
peyenma

nidnsieae

UA/1970/02/01
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs

dhapmakoHarnsgy; KOHTaKTHOi 0cobm
3 (hapmakoHarnsgy 3asBHuka gns
3AiliCHeHHs hapMakoHarnsgy B
YKpaiHi, AKLLO BOHA BigMiHHA Bif
YNOBHOB&XEHOT 0cobu,
BiNOBIAANLHOI 32 3AiACHEHHS
thapmakoHarnagy (Bk4yaym
KOHTaKTHI AaHi) Ta/abo 3MiHu y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa agpecu
macTep-gaiina. 3miHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0Cco6U B YKpaiHi
YMNOBHOBaXXEHOI 0COOM 3asBHMKaA 415
3[iliCHeHHs1 hapmakoHariaay; 3MiHu
| Tvny - 3miHK Wwoao
6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuLi nikapcbKkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPyKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynspHO OHOB/IHOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pesynbTaT OLiHK/ 3BITY 3
AOCnifpKeHb, NPoBeAEeHVX BIANOBIAHO
[0 NnaHy negiatpuyHmX JOC/igKeHb
(PIP) (iHWi 3MiHW) - 3MiHWM BHECEHO
[0 IHCTPYKLUIT A4Nna Mean4Horo
3acToCcyBaHHA npenapary A0 po3Ainis
"MpoTunokasaHHA", "B3aemogis 3
HLIMMKN NikapcbkMK 3acobamu Ta
iHWi BnAn B3aemogiin”, "OcobamBocTi
3acTocyBaHHA", "3acTocyBaHHs y
nepiog, BaritTHoCTi abo rofyBaHHs
rpyAAK0" (YTOUHEHHS
hopMy oBaHHs), "3aaTHiCTb
BMAVBATY Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCcnopToM abo
pO6OTi 3 IHLWUMK MexaHi3Mammn'"
(YTOYUHEHHS (hOPMY/THOBAHHS),
"Cnoci6 3acTocyBaHHs Ta fo3mn"
(yTOUHEeHHs chopMyoBaHHs), "Oitn"
(6yno: Mikapcbkuii 3aci6
npv3HavatoTb LiTAM Bifl HAQPOKEHHS;
cTano: 3acTocyBaHHs npenapary
[ancTeHa® Kpanni opasibHi 4iTam
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

BIKOM [10 2 POKIB HE PEeKOMEHAYETbCA
yepes HeloCTaTHIO Ki/TbKiCTb faHuXx),
"Mo6iuHi peakuyji" BigNoBigHO A0
Marepianis peecTpauiiiHoro AOoCbE.
3060B's13aHHA Npy BuAAui
peecTpavLiiHoro NocBigYeHHs!
iCHYIOTb - HaJlaHHA AeTasIbHOro onucy
CUCTEMU YNpPaB/liHHA pU3nKaMmn y
BUIIAAI NNaHy ynpasaiHHA pu3mkamu
0o 30.10.2017 BignosigHo go
nignyHkty 1.13 nyHkTy 1 gopatky 15
0o Mopagaky NpoBefeHHA ekcnepTuan
peecTpauiiHnx matepianis Ha
nikapcbki 3acobu, Lo NoaaTbCs Ha
[AepxaBHy peecTpauito
(nepepeecTpauito), a Takox
eKkcrnepTusn MaTepianis npo
BHECEHHS 3MiH 10 peecTpaLiiHnx
Marepianis NpoTarom il
peecTpauiiiHoro NocBig4eHHs,
3aTBEepAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOIO 3BiTY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
30,0p0B’sA YKpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
O0XOPOHU 37,0pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BifNOBIAHO 40
NepioANYHOCTI CKNagaHHs pPerynsipHo
OHOBJ/IOBAHOrO 3BITY 3 6e3neku
niKapcbKoro 3acoby, 403BOIEHOro A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LleHTPa/IbHOMY PiBHi.

11.

FEPBIOH®
cupon
NOLLA

cupon, 7 mr/mn, no
150 mn cupony y
donakoHi, no 1
onakoHy pasom 3
nNacTVKOBOK
MipHOIO NTIOXHOIO B
Kopobui

KPKA, a.4., Hoso
MEeCTO

CnoBeHis

KPKA, a.4., Hoso
MeCTo

CnoBeHis

nepepeecTpauisi Ha HeobMeXeHWi
TEpPMiH

MepiognyHicTb NOAAHHA PerynspHo
OHOBJ/IOBAHOrO 3BiTY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
Harnsgy 3a nobivyHMMY peakLisMm

6e3
peyenma

nidnsieae

UA/12176/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs
NikapcbKnx 3aco6iB, AO3BO/IEHUX A0
MeAMYHOro 3acTOCyBaHHS,
3aTBEpAXeHoro Hakasom MO3 Big 27
rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTsi
rocTuuii Ykpainum 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTL:!
Bi4NOBIAHO A0 NepioanYHOCTI
CKNafaHHa perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, A,03BOMIEHOTO A0
Me[MYHOro 3aCTOCYBaHHS, Ha
LeHTPa/IbHOMY PiBHi.
12. AEPEBIIO HacTolika TOB "HaykoBo- YkpaiHa TOB "HaykoBo- YkpaiHa nepepeecTpawjis Ha HeobMexeHui - He UA/6904/01/01
HACTOWKA (cybeTaHuis) y BMPOGHMYA BMPOGHMYA TEpPMiH nionsizae
6yTnax ansa hapmaneBTUYHa thapmavneBTUYHa
BUPOGHULITBA KoMnanis "EAM" KoMnaHist "EAM"
HeCcTepUIbHNX
niKapcbknx doopm
13. AEPMOKAC Kpemno 101,201y Na6opatopis Pecny6nika Na6opaTtopis Pecny6nika nepepeecTpawis Ha 5 pokis; 3a He UA/10935/01/01
Ty6ax Ne 1 Kacacko A.IN.T.T. ApreHtuHa Kacacko A.I.T.T. ApreHTnHa 3MiHu | TUNY - 3MiHa HaliMeHyBaHHS peyenmom | rionsi2ae

Ta/abo MicLle3HaxX0oMKEHHS 3asiBHMKA
(BnacHwuka peecTpadujiiHoro
nocBig4YeHHs)

(3MiHa agpecu Ta yTOYHEHHS Ha3Bu
3asBHUKA - 3aTBEPAKEHO:
NabopaTopis Kacacko
A.T.T.T./Laboratories Casasco
S.A.l.C., ApreHTnHa, bosika 237,
ByeHoc Alipec, ApreHTuHa/Boyaca
237, Buenos Aires, Argentina,
3arBepaxeHo: Jlaboparopist Kacacko
A.N.T.T./Laboratorios Casasco
S.A.l.C., Bosika 237 (nowToBwii
iHaekc C1406BHC), micto ByeHoc
Alipec, Pecnyb6nika
ApreHtuHa/Av.Boyaca 237 (Zip Code
C1406BHC), of the City of Buenos
Aires, Argentine Republic).
3MiHu | TUNY - 3MiHa HaliMeHyBaHHS
Ta/abo MicLie3HaxXoMKEHHS
BMPOBHMKA rOTOBOrO NiKapCbKoro
3aco0y, BK/IoYaun micle
NpoBeEHHS KOHTPOSO
AKOCTI(BUPOOHNYA AiNbHULA BUMYCKY
cepii).

(3miHa agpecu Ta yTOYHEHHS Ha3Bun
BMPO6HMKa 3rigHo GMP -
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs

3arBep/xeHo: Jlaboparopis Kacacko
A.M.T.T./Laboratories Casasco
S.A.l.C., ApreHTnHa, bosika 237,
ByeHoc Alipec, ApreHTuHa/Boyaca
237, Buenos Aires, Argentina,
3aTBepAKeHo: Jlabopartopis Kacacko
A.N.T.T./Laboratorios Casasco
S.A.l.C., Bosika Ne229/37/41/63/65,
Teppepo Ne250/52/60, Bakakay
Ne11843/45 (nowToBwuii iHAEKC
C1406BHC), y micTi ByeHoc Aiipec,
Pecny6nika ApreHTuHa Ta Byimusa 5
Ne186, npom3oHa Minap, okpyr
Minap, npoBiHLis ByeHoc-Alipec,
Pecny6nika ApreHTuHa/Av.Boyaca
Ne229/37/41/63/65, Terrero
Ne11843/45 (Zip Code C1406BHC),
of the City of Buenos Aires, Argentine
Republic, and Calle 5 Ne 186,
Industrial Park of Pilar, Province of
Buenos Aires, Argentine Republic)
3minu | TUNY - 3miHa kogy ATX
(3MiHM BHECEHO [0 iHCTPYKUiT ANns
MeJMYHOro 3acToCyBaHHA npenapary
[0 po3giny "®apmakoTepaneBTuuHa
rpyna. Kog ATX" (BignoBsigHo 0o
MiXHapoaHoro knacugikaropa BOO3
(http:/iwww.whocc.no/atc_ddd_index/
): 6yno - DO7X C01, ctano - DO7X C)
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX AaHnX npo
cuctemy hapmakoHarnagy (sefeHHs
y3araibHeHUX faHvX Npo cucTemy
hapmakoHarnagy, 3miHa
YMOBHOBaXEHOT 0cobw,
BiANOBiAANbLHOI 3a 3i/iCHEHHSA
hapmakoHarnagy; KOHTakTHOI ocobu
3 (hapmakoHarnsgy 3asBHuka gns
3[iiCHEeHHSI hapMakoHarisay B
YKpaiHi, AKLLLO0 BOHA BigMiHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBiAANbLHOI 3a 3i/iCHEHHSA
hapmakoHarnagy (Bkiovaoun
KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MiLLLeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy).
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

3MiHn | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOro
NikapcbKoro 3acoby (iHLWi 3MiHK).
(JonoBHeHHs po3giny «Onuc»
iH(hopMaLieto LWLoa0 0AHOPIAHOCTI,
3riiHO BUMOT 3arasibHOi cTarti «M’aki
nikapcbki 3ac06u A7151 30BHILUHLOTO
3aCTOCyBaHHS» [il040ro BUAaHHA
€D)
3MiHn | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO JIiKapCbKOro 3acoby (3miHa
B yMOBax 36epiraHHsi roTOBOro
nikapcbKoro 3acoby abo nicns
PO34YMHEHHS/BiHOB/IEHHS)

14.

IPKA3 TINIIOC

TabneTkn, BKPUTI
060/10HKO0, Ne 28:
no 24 TabneTku
POXeBOro Konbopy i
no 4 TabneTkn
CBIiT/1I0-OpaHXeBOro
KOnbopy B GnicTepi;
no 1 6nictepy B
KapTOHHI nauui

Baiep ®apma Al

HimeyunHa

Baiiep ®apma AT,
HimeuunHa;
Baiiep Balimap Mv6X
i Ko. KI', HimeuunHa

HimeuunHa

nepepeecTpauisi Ha HeobMeXeHWi
TEepMiH;
3MiHu | TUnNYy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkiii
XapaKkTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3neky 3acTOCyBaHHs
nikapcbKoro 3acoby B
nicnsapeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
nocnigpkeHb, NpoBeAeHuX BignosigHo
[0 nnaHy negiatpuyHNX JOCAiLKeHb
(PIP) (3miHy y3rofxeHo 3
KOMNETeHTHUM YNOBHOBAXEHNUM
opraHom)
3MiHU BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHS npenapary
00 po3gainy "OcobnmnBocTi
3acTocyBaHHS" BignoBigHO A0
OHOB/EHOT iH(hopMaLlii 3 6e3neku
Ailo4MX peyoBuH Ta marepianis
peecTpauiiHoro AoChE.

30608B’s13aHHA Npy BUAAYI

3a
peuyerimom

He
nidnsieae

UA/12143/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

peecTpauiiHoro NoCBigYeHHs
iICHYIOTb — HaJaHHS JOMOBHEHHSA [0
ornagy KNiHiYHWX AaHnx Ao
30.10.2017, BiANOBIAHO A0 MiANYHKTY
2.3 NyHKTY 2 popatky 15 no MNopsaky
NPOBEEHHS eKCNepTU3mn
peecTpauiiHnx matepianis Ha
nikapcbki 3acobu, Lo NoaaTbCs Ha
[AepxaBHy peecTpawito
(nepepeecTpauito), a Takox
eKkcnepTusn MaTepianis nNpo
BHECEHHS 3MiH 10 peecTpaLifiHnx
Marepianis NpoTarom il
peecTpauiiiHoro NocBig4eHHs,
3aTBepaAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOIO 3BiTY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
30,0p0B’sA YKpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
O0XOPOHU 37,0pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BifNOBIAHO 40
NepioANYHOCTI CKNagaHHN pPerynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
niKapcbKoro 3acoby, 403BOIEHOro A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LeHTPa/IbHOMY PiBHi.

15.

IVKNO®EHAK

cynosuTopii no 50
Mr Mo 5
CynosuTopiiB y
6nictepi; no 2
6nictepu B
KapTOHHIlA KOpooLi

"nakcoCmiTKnsaiiH
Ekcnoprt JlimiTepg,

Benvka
BpuTaHis

nakcoCmiTKnsaiiH
PapmacboTrKan3
CA.

Monbwa

nepepeecTpawisi Ha 5 pokiB;

3MiHn | TURY - 3MiHK Woao

6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KOpoTKili
XapaKTepucTuLli fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans

MeJMNYHOro 3aCTOCyBaHHS
reHepuYHUX/TibpuaHMX/6ionoaiGHMX
niKapcbKkunx 3acobiB Nic/isi BHECEHHS

Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HafaHHA XOLHMX HOBMX [0AATKOBUX
[aHunX).

3a
peuyernmom

He
nionsieae

UA/6360/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs

3MiHU BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHs npenapary
00 po3gainy "MokasaHHsA" (6yno:
JikyBaHHS1 peBMaToiAHOro apTputy
abo ocTeoapTpuTy, aHKi/I03y4oro
CMNOHAWNITY, FTOCTPUX Hanagis
nogarpv, 60/1b0BOr0O N/1E4OBOrO
CUHOPOMY, TEHAMHITIB 260 CUHOBIITIB,
607110 y CNWHI, CNPUYNHEHOTO
[AereHepaTVBHIMUN 3aXBOPIOBAHHAMM
XpebTa, NoCTTpaBMaTU4HOro abo
nicnsonepawiiiHoro 60nio,
CNPUYMHEHOrO 3anasieHHsam abo
Habpskom, Hanpukiag, nicns
CTOMAaTONOrYHNX abo opToNeaNYHNX
XipypriyHux BTpy4aHb.; CTasno:
3anasnbHi i gereHepatusHi hoopmMu
peBMaTV3My: pEBMAaTOILHWIA apTpuT,
IOBEHINbHWI PEBMATOILHWI apTpuT,
aHKiNo3yunii CnoHANAIT,
0CTe0apTpuT, BKIHOHAKUN
CMOHANN0apPTPUT; 60/IbOBI CUHAPOMM
3 6oKy xpebTa; peBMaTuYHi
3aXBOPIOBAHHA M03acyr/1060BMX
M’SKMX TKaHWH; NOCTTpaBMaTuyHi i
nicnsionepaviiHi 6011b0Bi CUHAPOMMY,
L0 CYNPOBOAXYIOTLCA 3ana/IeHHAM i
HabpskoMm, 30kpema nicns
CTOMATO/OTYHNX Ta OPTONEANYHUX
onepawiii; riHeKoNorivHi
3axXBOPIOBaHHS, SKi
CYNpOBOXYOTbCA 60/1bOBUM
CYHOPOMOM i 3anasieHHsM,
Hanpuknag, nepsuHHa JucMeHopes
Ta afHeKCuT; Hanaaun MirpeHi; roctpi
Hanazu nogarpu; sk 40NOMKHUIA
3aci6 Npu THKKMX 3anasibHUX
3axBoptoBaHHAX JTOP-opraHi., aki
CYNPOBOMAXKYOTLCS 6OAICHAM
BifuyTTAM, Hanpuknag npu
hapuHroTOH3uUANITI, 0TUTI. BignosigHo
[0 3ara/ibHNX TepaneBTUYHNX
NPVHLMNIB, OCHOBHE 3aXBOPIOBAHHSA
cnig nikysaty 3acob6amu 6a3ncHoi
Tepanii. Mapsyka cama no cobi He €
nokasaHHAM /15 3aCTOCyBaHHSA
npenapary.), a TakoXx 10 po3ainis
"Cnoci6 3acTocyBaHHA Ta 403uK"
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs

(yTOYHeHHs fo3yBaHHs), "AiTn"
(BHECEHI YTOYHEHHSA 3aCTOCyBaHHS
AiTAm), «[poTUnokasaHHs»,
«OCc0o6MBOCTI 3aCTOCYBaHHS»,
«3[aTHICTb BNAMBATU Ha LWIBUAKICTb
peakuii npy KepyBaHHi
aBTOTpaHcnopToMm abo po6oTi 3
HLMMKW MeXaHi3mamMu», «itn»,
«[Mepeno3syBaHHs», «Mo6IYHI
peakujii» BiAMNOBIAHO A0
pechepeHTHOro npenapary
(BonbTapeH, cynosutopii 50 mr, 100
Mr) Ta iHhopmaLii cTOCOBHO 6e3neku
niKapcbKoro 3acooby.

3060B’3aHHA Npy BUuAaYi
peecTpaLiiHoro NocBigYEHHs
iCHYIOTb - Hafi@aHHA AEeTasIbHOro onucy
cUCTEMM YNpaB/liHHA pU3nKaMmn y
BUMNAAI NNaHy ynpasniHHSA pu3nkamm
Ta AONOBHEHHA A0 OrNAAY KMiHIYHNUX
AaHnx o 30.10.2017 BignosigHo Ao
nignyHkTy 1.13 nyHKTY 1, NignyHKTy
2.3 nyHKTy 2 gogartky 15 fo Mopsaky
NpOBEefieHHA ekcnepTu3n
peecTpauiiHnx mMatepianis Ha
niKapcbki 3ac06M, L0 NogalTbes Ha
[epXaBHy peecTpaw;iio
(nepepeecTpadito), a Takox
ekcnepTnsn marepianis Npo
BHECEHHS 3MiH 0 peecTpayinHx
MaTepianis npoTarom Aii
peecTpavuiiiHoro NocBigYeHHs,
3aTBepMAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakui
Hakady MO3 Big 23.07.2015 Ne 460).
MepiognyHICTL NOAAHHS PerynsipHo
OHOBJ/IOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO 0 MopsAAKY 34iICHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),




25

Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs
CTaHOBWTb: BiANOBIAHO A0
NepioANYHOCTI CKNagaHHs perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKkoro 3acoby, f03BO/IEHOTO A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LEHTPa/IbHOMY PiBHi.
16. ANKNO®EHAK cynosuTopii no 100 "nakcoCmIiTKnsiiH Benuka nakcoCmiTKnsiiH Monbwa nepepeecTpauis Ha 5 pokiBs; 3a He UA/6360/01/02
Mr o5 Ekcnopt NimiTeq, BpuTaHis dapmacboTukans 3MiHu | TUNYy - 3MiHK Woao peyenmom | niossizae
CynosunTopiis y C.A. 6e3nekn/epeKkTnBHOCTI Ta

6nicTepi; no 2
6nictepu B
KapTOHHI Kopoobui

hapmakoHarnsgy. 3mMiHu y KOpoTKil
XapaKkTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeJMNYHOro 3aCTOCYBaHHS
reHepuyHuX/riopmaHnx/6ionoaibHMX
NiKapcbKnx 3acobiB Nic/is BHECEHHS
Tiei camoi 3MiHN Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
HaflaHHsA XOLHMX HOBMX [04ATKOBUX
[aHunx).
3MiHV BHECEHO [0 IHCTPYKUIT ANns
MeJMYHOro 3acCToCyBaHHA npenapaTy
40 po3gainy "MokasaHHa" (byno:
JlikyBaHHS1 peBMaTOIgHOro apTpuUTy
ab0 0CTEe0apTpPUTY, aHKIN03yt4oro
CMOHAWMITY, FOCTPUX Hanagis
nogarpv, 601b0BOr0O N/1E4OBOrO
CYHOPOMY, TEHAMHITIB 260 CMHOBIITIB,
60110 y CNWHI, CNPUYNHEHOTO
JAereHepaTyBHYMU 3aXBOPIOBAHHAMY
xpebTa, nocTTpaBMaTuyHoro abo
nicnsonepaviiiHoro 6onto,
CNPUYMHEHOro 3anasieHHsm abo
Habpskom, Hanpuknag, nicns
cToMaTonoriyHMx abo optoneanyHNX
XipypriyHvx BTpyYaHb.; CTaso:
3ananbHi i AereHepaTunBHi hopmu
peBMaTV3My: peBMaToifHWIA apTpuT,
HOBEHINIbHWI pEBMATOILHWI apTpuT,
aHKiNo3ytounin CNOHANAIT,
0CTE0apTpUT, BK/THOHAIOUM
CNOHANN0apTPUT; 60NLOBI CUHAPOMU
3 6OKy xpebTa; peBMaTUYHi
3aXBOPIOBAHHS N03aCcyr1060BMX
M'SKMX TKaHWH; NOCTTpaBMaTuyHi i
nicnsonepawiiHi 6071b0Bi CUHAPOMMU,
LLIO CYNPOBOMKYIOTHCA 3anNaNEHHAM i
Habpsikom, 30Kkpema nicns
CTOMAaTO/I0TYHUX Ta OpTONEeANYHNX
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs

onepawiiii; riHeKoNOoriyHi
3aXBOPIOBAHHS, AKi
CYNPOBOAXYOTLCA 60/1LOBUM
CUHAPOMOM i 3anasIeHHAM,
Hanpuknag, nepBuHHa JUCMeHopes
Ta afjHeKCUT; Hanaay MirpeHi; rocTpi
Hanagy nogarpu; siKk JONOMDKHUIA
3acib Npu TAXKUX 3anasibHNX
3axBoptoBaHHAX JIOP-opraHis, ki
CYNpOBOAXYHOTbCS 60NICHAM
BifuyTTAM, Hanpuknag npu
hapurHroTOH3UAITI, OTUTI. BignosigHo
[10 3ara/ibHNX TepaneBTUYHNX
NPVHLMNIB, OCHOBHE 3aXBOPIOBAHHSA
cnig nikysatn 3acobamu 6a3ncHol
Tepanii. Mlapsyka cama no cobi He €
nokasaHHAM A/17 3aCTOCyBaHHS
npenapary.), a Takox A0 po3ginis
"Cnoci6 3acTocyBaHHs Ta fo3mn"
(yTOUHeHHs o3yBaHHs), "Aitn"
(BHECEHI YTOYHEHHSA 3aCTOCYBaHHSA
OiTAam), «[poTUnokasaHHs»,
«OCc06MBOCTI 3aCTOCYBaHHS»,
«3aaTHICTb BNAMBATK Ha LIBUAKICTb
peakujii npy KepyBaHHi
aBTOTpaHcnopToM abo po6oTi 3
IHLWIMMKW MexaHi3mamn», «diTn»,
«[Nepeno3yBaHHs», «[M06IYHI
peaxuii» BignosigHO A0
pedepeHTHOro npenapary
(BonbTapeH, cynoautopii 50 mr, 100
Mr) Ta iHjpopMmaLii CTOCOBHO 6e3neku
nikapcbKoro 3acoby.

3060B's13aHHA Npy BuAAui
peecTpavLiiHoro NocBigYeHHs!
iCHYIOTb - HaJlaHHA [eTasIbHOro onucy
CUCTEMU YNpaB/liHHA pU3nKaMm y
BUIIAAI NNaHy ynpasaiHHA pu3nkamu
Ta JONOBHEHHS A0 OrNAAy KNiHIYHUX
AaHunx o 30.10.2017 BignosigHo Ao
nianyHkTy 1.13 nyHkTy 1, NignyHKTy
2.3 nyHKTY 2 gogartky 15 no Mopsgky
NpoBefeHHs ekcnepTu3n
peecTpauiiiHix mMaTepiasiB Ha
nikapcbki 3acobwu, Lo NoaalTbCs Ha
[JepXaBHy peecTpa;io
(nepepeecTpadito), a Takox
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n/n

JliKapcbKo20

Hassa

3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

eKcnepT13n marepianis npo
BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis npoTarom il
peecTpauiiHoro NocBigYeHHs,
3aTBepkeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Hakazy MO3 Big 23.07.2015 Ne 460).
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34jiACHEHHS
chapmakoHarnsgy, 3aTBepmaxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300poB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHictepcTBa
OXOPOHU 340POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUWTbL: BiANOBIAHO 0
nepiogNYHOCTI CKNagaHHsa perynsapHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, A03BOMIEHOTO A0
Me[MYHOro 3aCTOCYBaHHS, Ha
LeHTPa/IbHOMY PiBHi.

17.

ANKNODEHAK

CP

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKOIO,
NPOIOHIOBaHHOI Ail
no 100 mr Ne 10
(10x1), Ne 20
(10x2), Ne 100
(10x10) y 6nictepax
y KOpoo6Li

"tOHiK
PapmacbloTukan
Na6opaTtopiz"
(BipfineHHs dipmun
"x. B. Kemikan3
eHf
dapmMacbioTVKan3
nra.")

IHais

FOHiK
PapmacboTnKaul
JNlabopaTopis
(BipAineHHs chipmu
"Ix. B. Kemikan3
eHf
dPapmacboTrKan3
nrp)

IHais

nepepeecTpawjis Ha HeobMeXxeHul
TepMiH; 3MiHu | Tvny - 3MiHn Woao
6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTKiii
XapaKTepuCTULLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeJUYHOro 3aCTOCyBaHHS
reHepuYHUX/ribpuaHMXx/6ionogibHmNX
niKapcbKUX 3aco6iB NicNs BHECEHHSA
TiEl camoi 3MiHV Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HalaHHS XXOAHNX HOBUX JOAATKOBUX
AaHux) - 3MiHU BHECEHO [0 iHCTPYKLT
ANA MeAnyHOro 3acTocyBaHHs
npenapary Ao po3giny "lNokasaHHsa"
(BnaneHo: EchekTuBHMIA npn
Hanagax MirpeHi), a Takox Ao
po3gainis "lNpoTunokasaHHs", "Cnoci6
3acTocyBaHHA Ta 031" (BHECeHI
YTOUYHEHHS CTOCOBHO 6e3neku),
"B3aemogis 3 iHWVMU fTikapCbKnMu
3aco6amMu Ta iHLWi BuAW B3aeMogiit",
"Oc061MBOCTI 3aCTOCYBaHHA",

3a
peyenmom

He
nidnsieae

UA/3939/02/01
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs
"3acTocyBaHHsA y nepiog BariTHOCTI

abo roflyBaHHs rpyaar”,
"Mepeno3yBaHHa", "Mo6GIYHI peakuii”
BiANOBIAHO A0 iHbopMmau,i 3 6e3nekn
pedrepeHTHOro /ikapcbKoro 3acoby
BonbTapeH; 3miHu | Tvny - 3miHun
oo 6e3nekn/echeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW A0 y3arasibHEHUX AaHuX nNpo
cuctemy hapmakoHarnagy (sefeHHs
y3arasibHeHUX JaHuX Npo cucTemy
hapmakoHarnagy, 3miHa
YMOBHOBaXeEHOT 0cobu,
BiANOBiAANbLHOI 3a 34iiCHEHHSA
thapmakoHarnagy; KOHTakTHOI ocobu
3 (hapmakoHarnsgy 3asBHvka an1s
3[iicHEHHs1 hapMakoHarsay B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif,
YMOBHOBaXeEHOT 0cobu,
BiANOBiAANbLHOI 3a 34iiCHEHHSA
hapmakoHarnagy (Bkitovaroum
KOHTaKTHI fAaHi) Ta/abo 3miHn y
pO3MiLLLeHHi MacTep-thaiina cuctemm
thapmakoHarnagy)

3060B'13aHHA Npy BuAAui
peecTpavLiiHoro NocBigYeHHst
iCHYIOTb — HaJaHHS fIeTa/IbHOro
onuncy cucTemu ynpasniHHS
pv3vKkaMun y BUrNSAj nnaHy
ynpasiHHA pusnkamu Ta
[OMOBHEHHS 0 Ornaay KNiHIYHUX
faHnx o 30.09.2017 signosigHo Ao
nignyHkty 1.13 nyHkTy 1, NignyHKTy
2.3 nyHKTY 2 popatky 15 go MNopsaky
NPOBe/EHHS eKCNepTU3mn
peecTpauiiHnx matepianis Ha
nikapcbki 3acobu, Wo noganTbea Ha
OepXxaBHy peecTpavito
(nepepeecTpauito), a Takox
eKcnepTM3n martepiasis Nnpo
BHECEHHS 3MiH [0 peecTpauiiHux
mMarepianis NpoTarom it
peecTpauiiiHoro NocBig4eHHs,
3aTBEpAXEHOro Hakaszom MO3 Big,
26.08.2005 Ne 426 (y pepakuii

Haka3y MO3 Big 23.07.2015 Ne 460).

MepiognyHiCTb NOAAHHA PerynsipHo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

OHOBJ/IKOBAHOTO 3BIiTY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
Harnsagy 3a nobivyHMMY peakLuisMm
nNikapcbKnx 3aco6biB, AO3BO/IEHUX A0
MeZIMYHOrO 3aCTOCYBaHHS,
3aTBEpAXeHoro Hakasom MO3 Big 27
rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTsi
rocTuuii Ykpainum 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTL:
Bi4NOBIAHO A0 NepioanYHOCTI
CKNafaHHa perynspHo
OHOBJ/IKOBAHOTO 3BIiTY 3 6e3neku
nikapcbKoro 3acoby, J03BOSIEHOIO A0
Me[MYHOro 3aCTOCYBaHHS, Ha
LeHTPa/IbHOMY PiBHi.

18.

IMYHOI /TIOBY NI
H NOANHN
HOPMANBHWIA
- BIO®APMA

PO34UH ONs iH'eKLit
10% no 1,5 mn (1
fo3a) Ta 3,0 mn (2
0o3u) B amnynax Ne
10

TOB "BIO®APMA
MAA3MA"

YKpaiHa

TOB "BIO®PAPMA
MAIA3SMA"

YKpaiHa

nepepeecTpawis Ha HeobMexeHui
TepMmiH; 3miHu | Tvny - 3miHn Wwoao
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynspHO OHOB/HOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pes3ynbTaT OLiHK/ 3BITY 3
OOCNifKeHb, NPOBEAEHVX BiANOBIAHO
[0 NnaHy negiatpuyHmX JOC/igKeHb
(PIP) (iHLi 3MiHW) - 3MiHWM BHECEHO
[0 IHCTPYKUIT 418 MeaNYHOro
3acToCcyBaHHA npenapary A0 po3Ainis
"IMyHOAOriYHi | 6ioN0oriyHi
BnactueocTi", "lMpoTunokasaHHA",
"Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHS y nepiof BariTHOCTI
ab0 rogyBaHHa rpyaar”, "3gaTHicTb
BNMBATY Ha LUBWAKICTb peakLiii npu
KepyBaHHi aBTOTpaHCNopToM abo
iHLWMMKY MexaHismamun", "AiTn",
"Mo6iyHi peakuii BiANOBIAHO
mMarepianis peecTpauiiiHoro Aocke
(iHchopmaviii cTocoBHO 6e3nekw).

3060B’'A3aHHA Npu BUAadi
PEeECTPALLiHOIO NOCBIAYEHHS

3a
peyenmom

He
nidnsieae

UA/15902/01/01




3asiBHUK

Kpaina

30

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

Peknamy
BaHHS

n/n

Hassa
JliKapcbKo20

dopma suUnycKy
(nikapcbka ¢hopma,

ynakoska)

3asiBHUKa

iCHYIOTb — HaflaHHS 1eTa/IbHOTO
onncy CUCTeMM YNpaB/iHHS

3acoby

TeBa

I3painb

TOB TeBa

MonbLua

pv3vKkamun y BUrNSAi nnaxy
ynpasiHHA pu3nkamu Ta
[OMOBHEHHSA [0 Ornagy KAiHIYHUX
AaHunx o 30.10.2017 BignosigHo Ao
nignyHkty 1.13 nyHkTy 1, NignyHkTy
2.3 NyHKTY 2 popatky 15 no MNopsaky
NPOBEEHHS eKCNepTU3mn
peecTpauiiHnx matepianis Ha
nikapcbki 3acobu, Lo NoaaTbCs Ha
[AepxaBHy peecTpawito
(nepepeecTpauito), a Takox
eKkcnepTusn MaTepianis nNpo
BHECEHHS 3MiH 10 peecTpaLifiHnx
Marepianis NpoTarom il
peecTpauiiiHoro NocBigYeHHs,
3aTBEepAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
Harnsagy 3a nobivyHMMY peakLuisMm
nNikapcbKnx 3aco6iB, AO3BOIEHUX A0
MeAMYHOro 3acToCyBaHHS,
3aTBEpAXeHoro Hakasom MO3 Big 27
rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTsi
rocTuuii Ykpainum 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTL:!
Bi4NOBIAHO A0 NepioAnYHOCTI
CKNafaHHa perynspHo
OHOBJ/IIOBAHOIO 3BiTY 3 6e3neku

MEJLMNYHOT0 3aCTOCYBaHHS, Ha
LeHTPa/IbHOMY PiBHi.

6e3nekn/edpeKkTNBHOCTI Ta

nikapcbkoro 3acoby, [103BOSIEHOIO 10

nepepeecTpawjis Ha HeobMexeHui
TepMmiH; 3miHu | Tvny - 3miHn Woao

3a

peyenmom

He UA/12019/02/01

nidnsieae

19.

KATALOJTOH

kancynu no 100 wmr,
no 10 kancyny
6nicTepi, no 1, abo
3, abo 5 bnictepiB y
KapTOHHI Kopoobui

dapmaveBTikan
IHpacTpis /T4,

OnepeiiwH3 MonaHg,

thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuLi nikapcbKkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo

JocnipkeHb 3 6e3nekn 3acTocyBaHHs

nikapcbKkoro 3acoby B




31

Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs
nicnsapeecTpauiiinii nepiog, abo sk

pesynbTaT OLiHK/ 3BITY 3
AoCnifpKeHb, NPOBeAEeHVX BIANOBIAHO
[0 NnaHy negiatpuyHmX JOC/igKeHb

(PIP) (3miHy y3romxeHo 3
KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) - 3MiHVM BHECEHO A0
IHCTPYKLiT ANnA MeguyHoro
3acToCyBaHHSA nNpenapary Ao posginis
"Cnoci6 3acTocyBaHHs Ta fo3mn"
(YTOUYHEHHS hopMytOBaHHS),
"Oco61BOCTI 3aCTOCyBaHHA",
"Mepepo3yBaHHA", "3acTocyBaHHA y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaar”, "3aatHicTb BNANBATN Ha
LIBMAKICTb peakwii Npy KepyBaHHI
aBTOTPAHCNOPTOM @60 iHLWUMK
MexaHismamu" BignoBigHo A0
OHOBJ/IEHOT iHdhopMaLlii 3 6e3nekn
Aito4oi pevoBuHY "haynipTuHy
Masnearty".

3060B's13aHHA Npy BuAAui
peecTpavLiiHoro NocBigYeHHs!
iCHYIOTb — HaJaHHs AeTa/IbHOro
onucy cucTemu ynpasniHHA
pv3vKkamun y BUrASAi nnaxy
ynpaBniHHa pu3vkamn go 30.10.2017
BiANOBIAHO A0 NMiANYyHKTY 1.13 NyHKTY
1 popatky 15 go Mopagky
NpOBEefieHHA ekcnepTu3n
peecTpauiiHnx mMaTepianis Ha
niKapcbki 3ac06M, L0 NogalTbes Ha
[epXaBHy peecTpaw;iio
(nepepeecTpadito), a Takox
ekcnepTnsn marepianis Npo
BHECEHHS 3MiH 0 peecTpalinHx
MaTepianis npoTarom Aii
peecTpavuiiiHoro NocBigYeHHs,
3aTBepMKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakui
Hakady MO3 Big 23.07.2015 Ne 460).
MepiognyHICTL NOAAHHS PerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO 0 MopPsAAKY 34iICHEHHS
Harnsay 3a nobivyHUMK peakLuisiMm
nikapcbkunx 3acobis, [03BOIEHNX A0

MEZMYHOIO 3aCTOCYBaHHS,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

3aTBepaxeHoro Hakasom MO3 Big 27
rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTsi
tocTuuii Ykpainu 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTb:
BiAANOBIAHO A0 NepiogNYHOCTI
CKNafaHHA perynsipHo
OHOBJIKOBAHOTO 3BIiTYy 3 6e3neku
niKapcbKoro 3acoby, 403BOIEHOro A0
MEJMNYHOrO 3aCTOCYBaHHS, Ha
LeHTPasIbHOMY PiBHi.

20.

HENPOAUKNO
BIT

Kancynu, no 10
kancyn y 6nictepi,
no 3 abo no 5
6nicTepis y kopoobLi

TOB "BAJIEAHT
PAPMACBIOTIKA
na"

YKpaiHa

.. dapma M'véX,
ABCTpiS;
BUPOBHUK

BiANoBigasIbHUIA 3a

BUMYCK NPOAYKTY:

1. dapma MM6X,
ABCTpis

AscTpist

nepepeecTpauisi Ha HeoBMeXeHWi
TepMiH; 3miHu | Tvny - 3MiHK Woao
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHns abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy (segeHHs
y3arasibHeHVX AaHunx Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0cobM,
BiANOBIA&NbHOI 3a 3[iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHOi 0cobm
3 (hapmakoHarnsgy 3asBHuka ons
3[iiCHEeHHs hapmakoHarnsay B
YKpaiHi, AKLL0 BOHA BigMiHHA Bif
YNOBHOB&XEHOI 0cobu,
BiANOBIA&NbHOI 3a 3[iiCHEHHSA
thapmakoHarnsgy (Bko4yatum
KOHTaKTHI faHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-haiina cuctemm
thapmakoHarnagy) - [itoya pegakuis:
YnoBHOBaxeHa 0cob6a 3asBHUKa,
BignoBigasibHa 3a hapMakoHarnsg
Dr.Claudia Ulrich. KoHTakTHa ocoba
YnoBHOBaXeHOT 0CO6M 3aBHUKA,
BignoBigasbHa 3a hapMakoHarnsg B
YkpaiHi MNorogaes M.B. MNponoHoBaHa
pefakuis: YnoBHoBaxeHa ocoba
3asBHVKa, BignoBigasbHa 3a
thapmakoHarnag, Dr. Silke Gries-
Barteschlager; KoHTakTHa oco6a
YNoBHOBaXeHOT 0CO6U 3asBHMKA,
BiANoBigasibHa 3a dhapmakoHarnag B
YkpaiHi JleBuubkuii FOpiii
BacniboBmy. 3MiHa KOHTaKTHUX
[JaHnx ynoBHOBaXeHOoT ocobu. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W.

3a
peuyernmom

He
nionsieae

UA/5909/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs
3miHa agpecu macTep-caiina. 3miHa
aapecy 34iiCHEHHS OCHOBHOI
AISNbHOCTI 3 hapmakoHarnagy.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34jiACHEHHS
chapmakoHarnsgy, 3aTBepmaxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHictepcTBa
OXOPOHU 340POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUWTb: BiANOBIAHO [0
nepiogNYHOCTI CKNagaHHa perynspHo
OHOBJ/IIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, A03BOMIEHOTO A0
Me[MYHOro 3aCTOCYBaHHS, Ha
LeHTPa/IbHOMY PiBHi.
21. MEPCTAYY HacTolika TOB "HaykoBo- YkpaiHa TOB "HaykoBo- YkpaiHa nepepeecTpawjis Ha HeobMexeHui - He UA/6765/01/01
HACTOWKA (cybeTaHuis) y BMPOGHMYA BMPOGHMYA TEpPMiH nionsizae
6yTnax ansa hapmaneBTUYHa thapmavneBTUYHa
BMPOGHULITBA KoMnanis "EM" KomnaHist "EAM"
HeCTepUIbHNX
NiKapcbknx doopm
22. PUHT cnpeii HazanbHUA MAT "®dapmak” YkpaiHa MAT "dapmak” YkpaiHa nepepeecTpawjis Ha HeobMexeHwi 6e3 mifisirae UA/12120/01/01
HA3A/IbHUI 0,5wmr/r,no 10 mny TepMiH; 3MiHu | TNy - 3MiHK WoA0 peyenma
CMPEN® donakoHi pasom 3 6e3nekn/eheKkT1BHOCTI Ta
3BOJIOXKYIOUN | HacocoM-[,03aTOPOM hapmakoHarnsgy. 3mMiHu y KopoTkili

n

3 po3nusoBaYeM;
no 1 cpnakoHy B
naJi 3 KapToHy

XapakTepucTuui nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MEJMYHOrO 3aCTOCYBaHHs
reHepuYHUX/TibpUaHNX/6ioNoAIGHNX
NiKapCcbKNx 3aco6iB Mics1 BHECEHHS
Tiel camol 3MiHW Ha pedhepeHTHWA
npenapar (3miHa He noTpebye
HafaHHA XOHVX HOBMX AOAATKOBUX
AaHux) - (3MiHK BHECEHO A0
IHCTPYKLi N8 MeguyHoro
3acTocyBaHHA npenapary A0 po3Ainis
"GapmakoTeprneBTUYHa rpyna”
(YTOYHEHHs1 Ha3Bu po3giny),
"apmakonoriyHi BnactnsocTi*
(yTouHeHHs iHdhopmavi),
"MokasaHHs" (YTOYHEHHS




dopma suUnycKy

3asiBHUK

Kpaina
3asiBHUKa
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Bupo6Huk

KpaiHa
BUPOGHUKa

Ymosu
BionyckKy

PeecmpayjitiHa npoyedypa

iHchopmawii), "MpoTrnokasaHHA",
"B3aemogis 3 iHWMMKN NiKapCbKUMu

Peknamy
BaHHS

peecmpayjitiHo2
0 Mocsi0YeHHs1

Homep

n/n

Hassa
JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

3acob6amu Ta iHLWi BUAY B3aEMOLIA",
"Oco6MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTI

MpAT

YkpaiHa

MpAT

dapmMaLeBThyHa
habpuka "Biona"

YkpaiHa

abo rogyBaHHa rpyaar”, "Cnocié
3aCTOCYBaHHSA Ta [031" (YTOUHEHHS

iHbopmauii), "Mepeno3ysBaHHA",
"Mo6iuHi peakuyii" BigNoBigHO A0
iHhopmauii pechepeHTHOro
npenapaty HA3VBIH®, cnpeii
HasasibHuii 0,05 %)
MepiognyHICTL NOAAHHS PerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO 0 MopsAAKY 34iICHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHuu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BiANOBIAHO A0
NepioANYHOCTI CKNagaHHs perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, f03BO/IEHOTO A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LEHTPa/IbHOMY PiBHI.
nepepeecTpawis Ha HeobMexeHwui
TEPMiH; 3MiHu | TNy - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkiii
XapaKkTepucTuLli Nikapcbkoro 3acooby,

6e3

peyenma

nionsieae

UA/6683/01/01

CANIUNNOBA

23.
MA3b

Ma3b 2% no25ry
KOHTeliHepax

dapmaueBTUyHa
(pabpuka "Biona"

TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3neky 3acTOCyBaHHs
nikapcbKoro 3acoby B
nicnsapeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3

(PIP) (3miHy y3rofxeHo 3

nocnigpkeHb, NpoBeAeHuX BignosigHo
[0 nnaHy negiaTpuyHNX JOCAiAKEHb

KOMMETEHTHUM YNOBHOBaXEHUM
OpraHom) - 3MiHVM BHECEHO A0




dopma suUnycKy

3asiBHUK

Kpaina
3asiBHUKa
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Bupo6Huk

KpaiHa
BUPOGHUKa

3acTocyBaHHs Nnpenapaty o po3ginis

Ymosu
BionyckKy

PeecmpayjitiHa npoyedypa

IHCTPYKLi 415 MeguyHOro

Peknamy
BaHHS

Homep

peecmpayjitiHo2
0 Mocsi0YeHHs1

n/n

Hassa

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

"MokasaHHs" (6yno: XXupHa cebopes,

3BMYaiiHi BYrpy, XpOHiYHa eK3ema,
niogepmis, nonpinocTi, ncopias,

Ma3b 5% no25ry

MpAT
dapmMaueBTUYHa

Ykpaina

MpAT

dapmMaueBTUYHa
thabpuka "Biona"

Anckepartos, ixTio3, 60pogaBku,
MO30/1i, YepPBOHWIA BONOCAHUIA NiULai
Jesepxu; ctano: Masb 2 % T1a 5 %:
TOMiYHe NiKyBaHHSA rinepkepaTosis
BE/IVKOI M/iowi (Hanpuknag,
ncopiasy)) BiZNOBIAHO BUCHOBKY
KOHCYNbTaTMBHO-EKCMEepTHOI rpynu
"[lepmaToBeHeposioris. Jlikapcbki
3aco6u”, "Bzaemogis 3 iHLINMK

nNikapcbkrMmn 3acobamu Ta iHWi BUam
B3aemogiin", "OcobanBoCTi
3acTocyBaHHs", "Cnocib

3acTocyBaHHA Ta 031" (YTOYHEHHS
iHchopmawii), "MepenosysBaHHs",
"Mo6iyHI peakui™ BigNoOBIgHO A0
iHchopmauii Lwopao 6esnekun gjroyor
peyoBuHM “caniyuniosa kucnora".

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOIO 3BiTY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
30,0p0B’sA YKpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
O0XOPOHU 37,0pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BifNOBIAHO 40

OHOB/1HOBaHOro 3BiTy 3 6e3neku

MeAMYHOro 3aCTOCYBaHHS, Ha
LEHTPa/IbHOMY PiBHiI

NepioaMYHOCTI CKIafiaHHs perynspHo

niKapcbKoro 3acoby, 403BOIEHOro A0

Ykpaina

nepepeecTpauisi Ha HeobMeXeHWi
TepMiH; 3miHu | Trny - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLli fikapcbkoro 3acoby,

6e3
peyenma

nidnsieae

UA/6683/01/02

24,

CANILUIOBA
MA3b

KOHTeliHepax

thabpuka "Biona"

TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans

MEeAMYHOro 3acTOCyBaHHS Ha miagcTasi
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs

perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
OOCnipKeHb, MPOBeAEHNX BiAMOBIAHO
[0 NNaHy negiatpuyHMX JOCigKeHb
(PIP) (3miHy y3rofieHo 3
KOMMNETEHTHUM YNOBHOBAXEHUM
opraHom) - 3MiHVW BHECEHO [0
IHCTPYKLi 415 MeguyHOro
3acToCcyBaHHA npenapary A0 po3Ainis
"MokasaHHs" (6yno: XXupHa cebopes,
3BUYaAlHI BYrpy, XpOHiYHa ek3ema,
niogepmis, nonpisocTi, ncopias,
anckepartos, ixTio3, 6opoaasku,
MO30/1i, YePBOHUIA BONOCAHUIA NnLait
[esepxu; ctano: Masb 2 % Ta 5 %:
TOniYyHe NiKkyBaHHS rinepkeparosis
BEVKOT oL (Hanpuknag,
ncopiasy)) BiAnoBigHO BUCHOBKY
KOHCY/bTaTUBHO-EKCNepTHOI rpynu
"epmaToBeHeposorisi. Jlikapcbki
3acobun”, "B3aemogist 3 iHLWMMun
nikapcbkrMKM 3acobamm Ta iHLWi B1uam
B3aemogijit", "OcobnmsocTi
3actocyBaHHs", "Cnoci6
3aCTOCYBaHHA Ta 031" (YTOUHEHHSN
iHcbopmawii), "Mepeno3yBaHHs",
"Mo6iuHi peakuyji" BignoBigHO A0
iHchopMawuii Lwoao 6e3nekun gjiroyol
peyoBuHM "caniunnosa kucaoTa'".

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34jiACHEHHS
chapmakoHarnsgy, 3aTBepmaxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUWTbL: BiANOBIAHO 0
nepiogNYHOCTI CKNafaHHsa perynspHo
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thabpuka "Biona"

habpvka "Biona"

thapmakoHarnsgy. 3MiHa y KOpoTkiii
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3aCToCyBaHHA Ha nigcTasi
perynspHO OHOB/IHOBAHOIO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pesynbTaT OLiHK/ 3BITY 3
OOCNifKeHb, NPOBEAEHVX BiANOBIAHO
[0 nnaHy negiatpuyHMX JOC/igKeHb
(PIP) (3miHy y3romxeHo 3
KOMNETEHTHUM YNOBHOBAXEHNM
opraHom) - 3MiHVM BHECEHO A0
IHCTPYKLii ANna MeguyHoro
3acTOCyBaHHSA nNpenapary 4o po3ginis
"MokaszaHHs" (6yno: XXupHa cebopes,
3BMYaliHi BYrpu, XpOHiYHa eK3emMa,
niogepmis, nonpinocTi, ncopias,
JAvckepartos, ixTio3, 60pogaBku,
MO30/1i, YepPBOHUIA BONOCAHUIA LA
[Nlesepxu; ctano: Masb 10 %: ToniyHe
nikyBaHHS 60poJaBOK i MO30/1iB )
BifNOBiAHO BUCHOBKY
KOHCY/NbTaTMBHO-EKCMEPTHOI rpynu
"[lepmaToBeHeposioris. Jlikapcbki
3aco6u"”, "B3aemogis 3 iHWuMun
nNikapcbkrMmM 3acobamm Ta iHWi BUuam
B3aemogiit", "OcobmBoCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHSA Ta 403U" (YTOUYHEHHS
iHchopmawii), "MepenosysBaHHs",
"Mo6iyHI peakui” BigNoOBIgHO A0
iHhopmauii Lwopao 6esnekm gjroyoi
peyoBuHM “caniyunosa kucnora”.

MepiognyHicTb NOAAHHA PerynspHo
OHOBJ/IOBAHOrO 3BiTY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iACHEHHS

chapmakoHarsisigy, 3aTBepaKEHOro

Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep

n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs

OHOBJ/IKOBAHOTO 3BIiTY 3 6e3neku

nikapcbkoro 3acoby, 403BOMIEHOTO A0
MeAMYHOr0o 3aCTOCYBaHHS, Ha
LEHTPa/IbHOMY PiBHi
25. CANMIUUNOBA Ma3b 10 % no 25ry MpAT YkpaiHa MpAT YkpaiHa nepepeecTpawisi Ha HeobMexeHwi 6e3 niosnsieae UA/6683/01/03
MA3b KOHTeliHepax PapmaueBTUYHA PapmaLeBTUYHA TepMiH; 3MiHn | TNy - 3MiHK WOA0 peyenma
6e3nekn/edpeKkTNBHOCTI Ta
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Ymosu

Homep

n/n

Hassa
JliKapcbKo20

dopma suUnycKy
(nikapcbka ¢hopma,

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

BionyckKy

Peknamy
BaHHS

peecmpayjitiHo2
0 Mocsi0YeHHs1

3acoby

ynakoska)

Haka3oM MiHicTepcTBa OXOpPOHU
30,0p0B’sA YKpainu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
O0XOPOHU 37,0pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BifNOBIAHO 40
NepioANYHOCTI CKNagaHHs pPerynsipHo

OHOBJ/IIOBAHOrO 3BITY 3 6e3neku

niKapcbKoro 3acoby, 403BOIEHOro A0

MeAMYHOro 3aCTOCYBaHHS, Ha
LlEeHTPa/IbHOMY PiBHi.

3a

He

UA/4446/01/01

26.

CEPNI®T

TabneTkn, BKPUTI
060/10HKOHD, M0 50
Mr, no 14 TabneTtok
y 6nicTepi; no 2
6nictepy B
KapTOHHIlA KOpooLi

CaH
PapmacbloTuKan
IHpacTpi3 Mivites

IHais

CaH
dapmMacbioTUKas
IHoacTpi3 NiviTeq,

IHais

nepepeecTpauisi Ha HeobMeXeHWi
TEpPMiH
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTKili
XapaKkTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeJMNYHOro 3aCTOCYBaHHS
reHepuyHnX/riopmaHnx/6ionoaibHMX
NiKapcbKnx 3acobiB Nic/is BHECEHHS
Tiei camoi 3MiHN Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
HaZaHHs XOAHMX HOBUX [OAATKOBUX
[aHunX).
3MiHV BHECEHO [0 IHCTPYKUIT ANns
MeJMYHOro 3acCToCyBaHHA npenapaTy
00 po3giny "MokasaHHs", a TakoX 40
po3ainis "Cnocib 3acTocyBaHHA Ta
[031" (YTOUHEHHS [03yBaHHS),
"MpoTunokasaHHs”, "No6ivHi peakuii”,
"Mepepno3yBaHHA", "OcobMBOCTI
3acTocyBaHHA", "3acToCyBaHHs Yy
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaaro”, "3aaTtHicTb BNAMBATU Ha
LWBMAKICTb peakLii Npy KepyBaHHi
aBTOTPaAHCNOPTOM abo iHLWMMHK
MexaHismamu”, "B3aemogis 3 iHWmMu
nikapcbknumm 3aco6amm abo iHLi
BMAM B3aEMOZjin" BignoBigHo A0
pedhepeHTHOrO JlikapcbKoro 3acoby
(3on0hT, TABNETKN).

3060B’'A3aHHA Npu BUAadi

PEeECTPALLiHOIO NOCBIAYEHHS

peuyerimom

nionsieae
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

iCHYIOTb — HaJaHHs eTa/IbHOro
onucy cucTemu ynpasniHHA
pv3vKkamun y BUrNSAi nnaxy
ynpasniHHa pu3vkamn go 30.10.2017
BiANOBIAHO A0 NMiANyHKTY 1.13 NyHKTY
1 popatky 15 go Mopagky
NpOBEefieHHA ekcnepTu3n
peecTpauiiHnx mMatepianis Ha
niKapcbki 3ac06M, L0 NogaTbes Ha
[epXaBHy peecTpaw;iio
(nepepeecTpadito), a Takox
ekcnepTnsn marepianis Npo
BHECEHHS 3MiH 0 peecTpayinHx
MaTepianis npoTarom Aii
peecTpavuiiiHoro NocBigYeHHs,
3aTBepMKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakui
Hakady MO3 Big 23.07.2015 Ne 460).
MepiognyHICTL NOAAHHS PerynsipHo
OHOBJ/IOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO 0 MopsAAKY 34iICHEHHS
Harnsay 3a nobivHUMK peakwuisiMm
nikapcbkunx 3acobis, [03BOIEHUX A0
MeLMYHOro 3aCTOCyBaHHS,
3aTBepaxeHoro Hakasom MO3 Big 27
rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTsi
tocTuuii Ykpainum 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTL:
BiAANOBIAHO A0 NepiogNYHOCTI
CKNMafaHHsa perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
niKapcbKoro 3acoby, 403BOIEHOro A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LeHTPa/IbHOMY PiBHi.

27.

CEPNI®T

TabneTkn, BKPUTI
060/10HKOI0, M0 100
Mr, no 14 TabneTtok
y 6nicTepi; no 2
6nictepu B
KapTOHHIlA KOpooLi

CaH
PapmacbloTuKan
IHpacTpi3 Mivites

IHais

CaH
dapmMacbioTUKas
IHoacTpi3 NimiTeq,

IHais

nepepeecTpauisi Ha HeobMeXeHWi
TEpPMiH
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTKil
XapaKkTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeJMNYHOr0 3aCTOCYBaHHS
reHepuyHnX/riopmaHnx/6ionoaibHMX
NiKapcbKnx 3acobiB Nic/isi BHECEHHS
Tiei camoi 3MiHN Ha pedhepeHTHWi
npenapar (3MiHa He NnoTpebye
HaZiaHHS XOAHMX HOBUX [0AATKOBUX

3a
peuyernmom

He
nionsieae

UA/4446/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs
[aHunX).

3MiHV BHECEHO [0 IHCTPYKUIT ANns
MeJMYHOro 3acToCyBaHHA npenapary
00 po3giny "MNMokasaHHs", a Takox 40
po3ainis "Cnocib 3acTocyBaHHA Ta
[031" (YTOYHEHHS [03YBaHHS),
"MpoTunoka3aHHs”, "lMNo6ivHi peakuii”,
"Mepepo3yBaHHA", "OcobMBOCTI
3acTocyBaHHA", "3acToCyBaHHs Yy
nepiog, BaritTHoOCTi abo rogyBaHHs
rpyaato”, "3aaTtHicTb BNAMBATU Ha
LWBMAKICTb peakLii Npu KepyBaHHI
aBTOTPaHCNOPTOM abo iHLWMMHK
MexaHismamu”, "B3aemMogis 3 iHWmMu
nikapcbknumm 3aco6amm abo iHLi
BMAM B3aEMOZji" BignoBigHO A0
pedhepeHTHOro JlikapcbKoro 3acoby
(3on0hT, TABNETKM).

3060B's13aHHA Npy BuAAui
peecTpavLiiHoro NocBigYeHHs!
iCHYIOTb — HaJaHHs AeTa/IbHOro
onucy cucTemu ynpasniHHA
pu3vKkamun y BUrASAi nnaxy
ynpaBniHHa pu3vkamn go 30.10.2017
BiANOBIAHO A0 NMiANyHKTY 1.13 NyHKTY
1 popatky 15 go Mopagky
NpOBEefieHHA ekcnepTu3n
peecTpauiiHnx mMatepianis Ha
niKapcbki 3ac06M, L0 NogalTbes Ha
[epXaBHy peecTpaw;iio
(nepepeecTpadito), a Takox
ekcnepTnsn marepianis Npo
BHECEHHS 3MiH 0 peecTpavLinHmx
MaTepianis npotarom Aii
peecTpavuiiiHoro NocBigYeHHs,
3aTBepMAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakui
Haka3y MO3 Big 23.07.2015 Ne 460).
MepiognyHICTL NOAAHHS PerynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
BiANOBIAHO 0 MopsAAKY 34iCHEHHS
Harnsay 3a nobivyHUMK peakLuisiMm
nikapcbkunx 3acobis, [03BOIEHNX A0
MeLMYHOro 3aCTOCyBaHHS,
3aTBepaxeHoro Hakasom MO3 Big 27
rpyaHsa 2006 poky Ne898,

3apeecTpoBaHoro B MiHicTepcTBi
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Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs
tocTuuii Ykpainum 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTb:
BiAANOBIAHO A0 NepiogNYHOCTI
CKNafaHHsa perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
niKapcbKoro 3acoby, 403BO/IEHOro A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LeHTPa/IbHOMY PiBHi.
28. COAA-BY®DEP® | po3uuH 4as iHdysin, | TOB "tOpis-dapm” YkpaiHa TOB "HOpia-dapm” YkpaiHa nepepeecTpauisi Ha HeoBbMeXeHWi 3a He UA/5656/01/01
42 wmr/mn, no 20 mn, TepMiH; 3miHu | Trny - 3MiHK Woao peyenmom | nidnseae
ab6o no 50 mn, abo

no 100 mn, a6o no
200 mn, abo no 400
M/ Y NAALKaX
CKNSAHMX; NO 2 M
abono5wmnB
KOHTeliHepn
0HOA0308i; no 10
KOHTEeliHepiB
0[IHOA030BUX B
nauuj

6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLli fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MEeAMYHOro 3acTOCyBaHHS Ha miagcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
OOCnipKeHb, MPOBeAEHNX BiAMOBIAHO
[0 NNaHy negiaTpuyHMX JOCigKeHb
(PIP) (3miHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - 3MiHVM BHECEHO [0
IHCTPYKLii ANa MeguyHoro
3aCTOCyBaHHA nNpenaparty Ao po3giny
"MokasaHHs" (BUTYYEHO: ...B TOMY
4nCni OTPYEHHA cnabknumm
opraHiYHUMK KucnoTamu
(6apbiTypaTn, auetuncaniyunosa
KMCN0TA)), a TakoX A0 po3ainis
«B3aemogis 3 iHWKMKU NikapcbkuMu
3aco6amMu Ta iHLWi BUAN B3aEMOSili»,
«3aaTHICTb BIMBATK Ha LIBUAKICTb
peakujii npy KepyBaHHs
aBTOTPAHCMOPTOM ab0 iHLWMMKN
mMexaHizmamu», «[iTn» (po3ain
npuBEAEHO Y BiAMNOBIAHICTb A0
nokasaHb, 6yno: 3 1 poky, ctano:
MoXHa 3acTOCOBYBaTK A4iTAM Big,
HapoaXeHHs) «HecyMiCHICTb»
BiANOBIAHO 4,0 BUCHOBKIB
KOHCY/IbTaTUBHO-EKCNEPTHNUX rpyn
"Xipypris,
aHecTesionorisa/peaHimaronoris,
TpaHcdysionoris. Jlikapcbki 3acobu”
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n/n

Hassa
JliKapcbKo20

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

3acoby

Ta "/likapcbki 3acobu ans
nepvHatanbHOT MeguunHn" Ta
iHchbopMmawii 3 6e3neku gjroyoi
PEeYOBUHM NiKAPCbKOro 3acoby.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOIO 3BiTY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
30,0p0B’sA YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
0XOPOHU 37,0pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BifNOBIAHO 40
NepioANYHOCTI CKNagaHHs pPerynsipHo
OHOBJ/IOBAHOrO 3BITY 3 6e3neku
niKapcbKoro 3acoby, 403BOIEHOro A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LEHTPa/IbHOMY PiBHiI

29.

CNITOMIH®

Tabnetkv no 5 mr;
no 10 Tabnetok y
6nictepi; no 6

6nicTepiB y nauui

3AT
dapmaueBTUYHNI
3asof ElC

YropLmHa

3AT
dapmaleBTUYHNI
3aBog ElC

YropwmHa

nepepeecTpauisi Ha HeoBbMeXeHWi
TepMiH; 3miHu | Trny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLli fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MEeAMYHOro 3acTOCyBaHHS Ha miagcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
OOCNipKeHb, MPOBeAEHNX BiAMNOBIAHO
[0 NNaHy negiaTpuyHX JOCigKeHb
(PIP) (3miHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - (3miHu BHeceHo A0
IHCTPYKLi ANa MeguyHoro
3aCTOCyBaHHA npenaparty Ao po3giny
"Cnoci6 3acTocyBaHHsA Ta f03u1"
(yTOuHeHHs iHdopMmaLlii) BignoBigHO
[0 iHdopmauii woao 6e3neku gitouoi
peyoBUHM "ByCcnipoH")

3a
peuyerimom

He
nionsieae

UA/5603/01/01




3asiBHUK

Kpaina
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Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

n/n

Hassa
JliKapcbKo20

dopma suUnycKy
(nikapcbka ¢hopma,

ynakoska)

3asiBHUKa

30608B’3aHHA Npy BUAAYi
peecTpaLiiHoro NocBigYeHHs

3acoby

3AT

YropLmHa

3AT
dapmaleBTUYHNI

YropwmHa

iCHYIOTb - HaZi@aHHA AeTasIbHOro onucy
cUCTEMW YNpaB/liHHA pU3nKaMmn y
BUMNAAI NNaHy ynpasniHHSA pu3nkamm
[0 30.10.2017 BignosigHo fo
nianyHkty 1.13 nyHkty 1 gogatky 15
0o MNopagky NpoBeAeHHs1 ekcnepTusn
peecTpauiiiHix mMaTepiasiB Ha
nikapcbki 3acobwu, Lo NoaalTbCs Ha

Hakazy MO3 Big 23.07.2015 Ne 460).

[AepXXaBHy peecTpaw;io
(nepepeecTpadito), a Takox
eKkcnepTn3n marepianis npo
BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis npoTarom il
peecTpauiiHoro NocBig4YeHHs,
3aTBepKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii

MepioguyHICTb NOAAHHS PerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepmaxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHictepcTBa
OXOPOHU 340POB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996)
CTaHOBUWTbL: BiANOBIAHO 0
nepiogNYHOCTI CKNagaHHa perynspHo
OHOBJ/IIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, A,03BOMIEHOTO A0
Me[MYHOro 3aCTOCYBaHHS, Ha
LEHTPasIbHOMY PiBHi.

nepepeecTpauisi Ha HeoBMeXeHWi
TepMiH; 3miHu | Tvny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta

3a
peuyernmom

He
nionsieae

30.

CNITOMIH®

Tabnetkn no 10 wmr;
no 10 Tabnetok y

6nictepi; no 6
6nicTepiB y nauui

dapmaueBTUYHKI
3asof ElC

3aBog ElC

hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLli fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans

perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo

MEeAMYHOro 3acTOCyBaHHS Ha miagcTasi

AocnigpkeHb 3 6e3neky 3acTocyBaHHs

UA/5603/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs

nikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHKW 3BITY 3
OOCnipKeHb, MPOBeAEHNX BiAMNOBIAHO
[0 NNaHy negiatpuyHMX JOCigKeHb
(PIP) (3miHy y3rofieHo 3
KOMMNETEHTHUM YNOBHOBAXEHUM
opraHom) - (3miHu BHeceHo A0
IHCTPYKLi 415 MegnyHOro
3acTocyBaHHA npenapary A0 po3giny
"Cnoci6 3acTocyBaHHs Ta f03m"
(yTOuYHeHHs iHdopmalLlii) BignoBigHO
[0 iHdopmauii woao 6e3nekn gitovoi
peyoBUHM "BycrnipoH")

3060B’3aHHA Npy BUuAaYi
peecTpaLiiHoro NocBigYEHHs
iCHYIOTb - Hafi@aHHA AEeTasIbHOro onucy
cUCTEMM YNpaB/liHHA pU3nKaMmn y
BUMNAAI NNaHy ynpasniHHSA pu3nkamm
[0 30.10.2017 BignosigHo fo
nianyHkty 1.13 nyHkty 1 gogatky 15
0o MNopagky NpoBeAeHHs1 ekcnepTusn
peecTpauiiiHix maTepiasiB Ha
nikapcbki 3acobwu, Lo NoaalTbCs Ha
[JepXaBHy peecTpau;io
(nepepeecTpadito), a Takox
eKkcnepT13n marepianis npo
BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis npoTarom il
peecTpauiiHoro NocBigYeHHs,
3aTBepkeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Hakazy MO3 Big 23.07.2015 Ne 460).
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34jiACHEHHS
chapmakoHarnsgy, 3aTBepmaxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996)
CTaHOBUWTbL: BiANOBIAHO 0
nepiogNYHOCTI CKNafaHHsa perynspHo
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep

n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs

OHOBJ/IIOBAHOIO 3BiTY 3 6e3neku

NiKapcbKoro 3aco6y, 403BOSIEHOMO A0
MeAMYHOr0o 3aCTOCYBaHHS, Ha
LEeHTPasIbHOMY PiBHi.
31. DOPCAX TabneTkv XyBasbHi AxTasic rpyn AT Icnangis Ixenecbapm C.A. pevjs nepepeecTpawis Ha HeobMexeHwi 3a He UA/12154/01/01
no 25 wmr, no 1 TepMiH; 3miHu | Trny - 3MiHK Woao peyenmom | nidnseae

Tabnetui y énictepi,
no 1 6nictepy y
KapTOHHI kopo6Lyj;
no 2 Tabnetkn y
6nictepi, no 2 a6o 4
6nictepu y
KapTOHHIlA KOpooLi

6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy (segeHHs
y3araslbHeHUX JaHuX Npo cucTemy
thapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0co6bM,
BiANOBIA&NbHOI 3a 37iiCHEHHS
dhapmakoHarnsgy; KOHTakTHOi 0cobm
3 (hapmakoHarnsgy 3asBHuka gns
3[iiCHEeHHs hapmakoHarnsay B
YKpaiHi, AKLL0 BOHA BigMiHHA Bif
YNOBHOB&XEHOI 0cobM,
BiANOBIA&NbHOI 3a 3[iiCHEHHSA
thapmakoHarnagy (Bko4yaum
KOHTaKTHI faHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-haiina cuctemm
thapmakoHarnagy); 3minum | Tuny -
3MiHuM Woao 6e3nekn/edpekTMBHOCTI
Ta papmakoHarnsagy. 3miHum y
KOPOTKIil XapakTepucTunLj NikapCbKoro
3aco0by, TeKCTi MapKyBaHHs Ta
IHCTPYKLi ANa MeguyHoro
3aCTOCYyBaHHS
reHepuyHnX/riopmaHnx/6ionoaibHMX
NiKapcbKnx 3acobiB Nic/is BHECEHHS
Tiei camoi 3MiHN Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
HaflaHHsA XOLHMX HOBMX [04ATKOBUX
[aHunx) - 3MiHU BHECEHO [0 IHCTPYKUIT
AN MeAMYHOro 3acToCyBaHHA
npenapary [0 po34inis
«[MpoTnnokasaHHs», «OcobmMBoCTi
3acTocyBaHHsA», «B3aemMogis 3
HLWIMMKN NikapcbknMmn 3acobamu Ta
iHLWIi BUAW B3aEMOAji» BignoBigHO A0
pecbepeHTHOro npenaparty (Biarpa,
TabneTku, WO AMCMEePryTbCs B
POTOBI NOPOXHWHI).
3060B’'A3aHHA Npu BUAadi
PEeECTPALLiHOIO NOCBIAYEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

iCHYIOTb — HaJaHHs eTa/IbHOro
onucy cucTemu ynpasniHHA
pv3vKkamun y BUrNSAi nnaxy
ynpasniHHa pu3vkamn go 30.10.2017
BiANOBIAHO A0 NMiANyHKTY 1.13 NyHKTY
1 popatky 15 go Mopagky
NpOBEefieHHA ekcnepTu3n
peecTpauiiHnx mMatepianis Ha
niKapcbki 3ac06M, L0 NogaTbes Ha
[epXaBHy peecTpaw;iio
(nepepeecTpadito), a Takox
ekcnepTnsn marepianis Npo
BHECEHHS 3MiH 0 peecTpayinHx
MaTepianis npoTarom Aii
peecTpavuiiiHoro NocBigYeHHs,
3aTBepMKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakui
Hakady MO3 Big 23.07.2015 Ne 460).
MepiognyHICTL NOAAHHS PerynsipHo
OHOBJ/IOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO 0 MopsAAKY 34iICHEHHS
Harnsay 3a nobivHUMK peakwuisiMm
nikapcbkunx 3acobis, [03BOIEHUX A0
MeLMYHOro 3aCTOCyBaHHS,
3aTBepaxeHoro Hakasom MO3 Big 27
rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTsi
tocTuuii Ykpainum 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTL:
BiAANOBIAHO A0 NepiogNYHOCTI
CKNMafaHHsa perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
niKapcbKoro 3acoby, 403BOIEHOro A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LeHTPasIbHOMY PiBHi.

32.

DOPCAX

TabneTkv XyBasbHi
50 wr, no 1 Tabnetui
y 6nicTepi, no 1
6nictepy y
KapTOHHI Kopo6Lyj;
no 2 TabneTkn y
6nicTepi, no 2 a6o 4
6nictepu y
KapTOHHI Kopoobui

AxTasic rpyn AT

IcnaHgin

[xenecapm C.A.

pewis

nepepeecTpawis Ha HeobMexeHwui
TEPMiH; 3MiHu | TNy - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHW [0 y3ara/lbHEHNX AaHWX Npo
cucteMy hapmakoHarnagy (BefeHHs
y3ara/lbHeHUX JaHvx npo cucTemy
thapmakoHarnsagy, smiHa
YNOBHOB&XEHOI 0co6U,
BiANOBiAa/IbHOT 32 34iICHEHHS
chapmakoHarnsgy; KOHTakTHOi 0cobm
3 (hapmakoHarnsgy 3asiBHuka ans

3a
peyenmom

He
nionsieae

UA/12154/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs
3[iiCHEeHHsI hapMakoHarisay B

YKpaiHi, K0 BoHa BiAMIHHA Bif
YNOBHOBaXEHOI 0co6U,
BiANOBIAa/IbHOT 3a 34iICHEHHS
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3mMiHn y
PO3MiLLeHHI MacTep-chaiina cuctemm
thapmakoHarnsagy); 3miau | tuny -
3MiHM Wwopao 6e3nekn/ethekTMBHOCTI
Ta dpapmakoHarnsagy. 3miHum y
KOPOTKiil XapakTepuCTunLj NikapCbKoro
3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKLi 415 MeguyHoro
3aCTOCYyBaHHSA
reHepuYHUX/TiGpPUAHNX/6ioNoAIGHNX
NiKapCbKNX 3ac06iB Mic/s1 BHECEHHS
Tiei camoi 3MiHW Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HafaHHA XO4HVX HOBMX AOAATKOBUX
OaHunx) - 3MiHU BHECEHO A0 iHCTPYKLT
ANA MeAnYHOro 3acToCcyBaHHs
npenapary Ao po3ginis
«MpoTunokasaHHs», «Oco6MBOCTI
3acTocyBaHHs», «B3aemogis 3
iHLWMMKW nikapcbknMK 3acobamu Ta
iHLI BMAW B3aEMOgjii» BifNOBIAHO [0
pecepeHTHOro npenaparty (Biarpa,
TabneTky, Wo ANCNepryoTbCs B
POTOBI NOPOXHWHI).

30608B’13aHHA Npy BUuAAYi
peecTpaLiiHoro NocBigYeHHs
iCHYIOTb — HaflaHHS AeTa/IbHOro
onucy cUcTemu ynpasiHHA
pu3nkamu y BUrNagi nnaxy
ynpasniHHa pu3nkamn go 30.10.2017
BiANOBIAHO A0 NiagnyHKTYy 1.13 nyHKTY
1 popatky 15 go Mopagky
NPOBE/EHHS eKCNepTUsmn
peecTpauiiHnx matepianis Ha
nikapcbki 3acobu, Lo NoaaTbCs Ha
[AepxaBHy peecTpauito
(nepepeecTpauito), a Takox
eKkcnepTusn MaTepianis npo
BHECEHHS 3MiH 10 peecTpaLiiHnX
Marepianis NpoTarom il
peecTpauiiiHoro NocBigYeHHs,

3aTBEepAKeHoro Hakasom MO3 Big
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayjitiHo2
0 Mocsi0YeHHs1

26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IKOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
Harnsagy 3a nobivyHMMY peakLuisMm
nNikapcbKnx 3aco6iB, AO3BOIEHUX A0
MeAMYHOro 3acToCyBaHHS,
3aTBEpAXeHoro Hakasom MO3 Big 27
rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTsi
rocTuuii Ykpainum 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTL:
Bi4NOBIAHO A0 NepioanYHOCTI
CKNafaHHa perynspHo
OHOBJ/IKOBAHOTO 3BIiTY 3 6e3neku
nikapcbkoro 3acoby, A03BOMIEHOTO A0
Me[MYHOro 3aCTOCYBaHHS, Ha
LEeHTPasIbHOMY PiBHi.

33.

DOPCAX

TabneTkv XyBasbHi
no 100 mr, no 1
Tabnetui y énictepi,
no 1 6nictepy y
KapTOHHI kopo6Lyj;
no 2 Tabnetkn y
6nictepi, no 2 a6o 4
6nictepu y
KapTOHHIlA KOpooLi

AxTasic rpyn AT

Icnangis

Ixenecbapm C.A.

pevjs

nepepeecTpauisi Ha HeobMeXeHWi
TepMiH; 3miHu | Trny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy (sefeHHs
y3arasibHeHVX AaHunx Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0cobM,
BiANOBIA&NbHOI 3a 3[iiCHEHHSA
dhapmakoHarnsgy; KOHTaKTHOi 0cobm
3 (hapmakoHarnsgy 3asBHuka gns
3[iiCHEeHHs hapmakoHarnsay B
YKpaiHi, AKLL0 BOHA BigMiHHA Bif
YNOBHOB&XEHOI 0cobu,
BiANOBIA&NbHOI 3a 3[iiCHEHHSA
thapmakoHarnsgy (Bko4yatum
KOHTaKTHI faHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnagy); 3minum | Tuny -
3MiHuM Woao 6e3nekn/edpekTMBHOCTI
Ta papmakoHarnsagy. 3miHum y
KOPOTKIil XapakTepuCTunLj NikapCbKoro
3aco0by, TeKCTi MapKyBaHHs Ta
IHCTPYKLi ANa MeguyHoro
3aCTOCYyBaHHSA
reHepuyHnX/riopmaHnx/6ionoaibHMX
NiKapCbKNx 3acobiB Nic/is BHECEHHS

3a
peuyerimom

He
nidnsieae

UA/12154/01/03
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs
Tiei camoi 3MiHN Ha pedhepeHTHWi

npenapar (3MiHa He noTpebye
HaZiaHHA XOAHUX HOBUX [OAATKOBUX

AN MeAMYHOro 3acToCyBaHHA
npenapary [0 po34inis
«[MpoTnnokasaHHsa», «OcobMBOCTI
3aCTOCyBaHHS», «B3aemogis 3
HLIMMKN NikapcbkMK 3acobamu Ta
iHLWIi BUAW B3aEMOAjIN» BignoBigHO A0
pechepeHTHOro npenaparty (Biarpa,
TabneTku, Wo AMCrepryoTbes B
POTOBI NOPOXHWHI).

30608B’3aHHA Npy BUAAYI
peecTpauiiHoro NoCBigYeHHs
iCHYIOTb — HaJaHHs AeTa/IbHOro
Onuncy CUCTEMM YNpaB/iHHA
pu3nkamu y BUrnsgi nnaxy
ynpasniHHA pusnkamun go 30.10.2017
BiANOBIAHO A0 NiANYyHKTY 1.13 nyHKTY
1 popatky 15 go Mopagky
NpoBefeHHs ekcnepTu3n
peecTpauiiiHix maTepiasiB Ha
nikapcbki 3acobwu, Lo NoaalTbCs Ha
[JepXaBHy peecTpau;io
(nepepeecTpadito), a Takox
eKkcnepT13n marepianis npo
BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis npoTarom il
peecTpauiiHoro NocBigYeHHs,
3aTBepkeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Hakazy MO3 Big 23.07.2015 Ne 460).
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34jiACHEHHS
Harnsay 3a nobGivyHUMK peakLisiMm
nNikapcbkux 3aco6is, AO3BOSIEHUX A0
MeAMYHOro 3acTOCyBaHHS,
3aTBepxeHoro Hakasom MO3 Big 27
rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
rocTuLii Ykpainu 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTL:
BiANOBIAHO A0 NepiogNYHOCTI
cKnafaHHsa perynspHo

OHOBJ/IKOBAHOrO 3BITY 3 6e3neku

[aHvx) - 3MiHU BHECEHO [0 IHCTPYKUIT
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs
nikapcbKoro 3acoby, f03BO/IEHOTO A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LEHTPasIbHOMY PiBHI.
34. APUHA® TabneTku, BKPUTI Baiiep ®apma Al HimeuunHa MepBuHHA Ta HimeyunHa nepepeecTpawisi Ha HeobMexeHwi 3a He UA/12155/01/01
nnc 060/10HKO0, Ne 28: BTOpPVHHA yNakoBKa, TepMiH; 3MiHn | TNy - 3MiHK WOA0 peyenmom nidnsieae

no 21 TabneTuj
OpaHXeBoro
Kosibopy Ta no 7
TabseTok CBiT/1I0-
OpaHXeBoro
KOnbopy B GnicTepi;
no 1 6nictepy B
KapTOHHI nauwi

[03BiN Ha BUNYCK
cepit:

Baiiep ®apma AT,
HimeuuunHa;
Bupo6bHMuTBO
Hepo3dgacoBaHoT
NPOAYKLi:
Baiiep Balimap Mv6X
i Ko. KI', HimeuunHa

6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkiii
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3aCToCyBaHHA Ha nigcTasi
perynspHO OHOB/IHOBAHOIO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pesynbTaT OLiHK/ 3BITY 3
OOCNifKeHb, NPOBEAEHVX BiANOBIAHO
[0 nnaHy negiatpuyHMX JOC/igKeHb
(PIP) (3miHy y3romxeHo 3
KOMNETEHTHUM YNOBHOBAXEHNM
opraHom) - (3MiHN BHECEHO A0
IHCTPYKLii ANna MeguyHoro
3acTocyBaHHs npenapary A0 po3giny
"Oco6nMBOCTI 3aCTOCYBaHHA"
Bi4NOBIAHO 4,0 OHOBNEHOT iHChopMaLi
3 6e3neku filynx peyoBuH Ta
marepianiB peecTpauiiHoro 4oCbe)
3060B’'A3aHHA Npu BUAadi
peecTpaLinHOro NocBigYeHHs
iCHYIOTb - HalaHHA [JOMNOBHEHHSA [0
ornsaAy KNiHiYHUX AaHux o
30.10.2017 BiANOBIAHO A0 MigNYHKTY
2.3 nyHKTY 2 pogatky 15 no Mopsgky
NpoBEefEHHs ekcnepTu3n
peecTpauiiHnx matepianis Ha
nikapcbki 3acobwu, Lo noaalTbCs Ha
[JepXaBHy peecTpaLiio
(nepepeecTpadiio), a Takox
eKcnepTn3n marepianis npo
BHECEHHS 3MiH 0 peecTpaviinHmx
mMarepianis npoTarom il
peecTpauiiHoro NocBigYeHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IKOBAHOrO 3BIiTY 3 6e3neku
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy BaHHS peecmpayjitiHo2
3acoby ynakoska) 0 NMoCBi0OYEHHs

BiANOBIAHO A0 MopsAaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepmaxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19
rpyAHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHictepcTBa
OXOPOHU 30POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUWTb: BiANOBIAHO A0
nepiogNYHOCTI CKNagaHHa perynspHo
OHOBJ/IKOBAHOTO 3BIiTY 3 6e3neku
nikapcbkoro 3acoby, A,03BOMIEHOTO A0
Me[MYHOro 3aCTOCYBaHHS, Ha
LeHTPa/IbHOMY PiBHi.

HayanbHuK YnpasniHHA chapmayeBTUYHOT
OIANBHOCTI Ta AKOCTI (papmavueBTUYHOT NPOAYKLiT

T.M. IAacKOBCbKUu




NEPENIK

AopaTtok 3

Ao Hakasy MiHicTepcTBa 0XOPOHU

300pOB’A YKpaiHn
06.04.2017 Ne 373

NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONONYHUX MPEMAPATIB), LLLOAO AKNX BY/IN BHECEHI 3MIHU 4,0 PEECTPALINHUX MATEPIAJIB, SKI
BHOCATLCA A0 AEP>XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayiliH
3acoby 020
nocsio4YeHHs1
1. L-I30NENLNH NOpPOLLOK MpAT YkpaiHa KioBa Xakko bio AnoHis BHECEHHSA 3MiH [0 peecTpauiliHuxX MaTepianiB (MOBTOPHMIA - UA/12027/01/01
(cybeTaHuin) y "MynbTichapm Ko., N4 po3rnapg): 3miHu | Tuny - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nonieTnIeHoBMX a" Ta/abo agpecy 3asiBHMKa (B/1aCHUKA pPeECTpaLiiiHOro noceigyeHHs)
naketax gns (3MiHa hopmMu BNACHOCTI 3aABHUKA, 3MAHO YMHHOIO 3aKOHOAABCTBAa
BUPOGHMLTBA YKpaiHu)
CTEPUIbHUX
NiKapcbknx popm
2. L-NEAUNH MOPOLLIOK MpAT YkpaiHa Kiosa Xakko bio AnoHis BHECEHHSA 3MiH [0 peecTpaLiliHuX maTtepianis (NOBTOPHWIA - UA/12028/01/01
(cybeTaHuisn) y "MynbTichapm Ko., NTq po3rnag): 3miun | Tuny - AgMiHicTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
nosieTuIeHoBmX a" Ta/abo agpecy 3asiBHMKa (B/laCHUKA PEECTPALiiHOrO NocBigYEeHHS)
naketax gns (3miHa chopMu BNACHOCTI 3asABHUKA 3iHO YMHHOTO 3aKOHOAABCTBa
BMPOGHMLUTBA YkpaiHu)
CTEPUNBbHUX
Nikapcbknx opm
3. L-NMIBNHY MOPOLLIOK MpAT YkpaiHa KioBa Xakko bio AnoHis BHECEHHSA 3MiH [0 peecTpauiliHuX MaTepianiB (MOBTOPHMIA - UA/12029/01/01
riAPOXNOPUA, | (cybeTaHuis) y "MynbTichapm Ko., N1g, po3rnapg): 3miHu | Tuny - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nonieTuIeHoBmx a" Ta/abo agpecu 3asBHUKA (BNAaCHVKa PEECTPALiiHOro NocBigYEeHHS)
naketax gns (3MiHa Ha3BW 3asBHIKA)
BMPOGHMULITBA
CTEPUSIbHNX
NiKapcbknx hopm
4, L-METIOHIH NOpPOLLOK MpaT YkpaiHa KioBa Xakko Bio AnNoHis BHECEHHA 3MiH A0 peecTpauiliHux MaTepianiB (NOBTOPHMIA - UA/12030/01/01
(cybeTaHuis) y "MynbTichapm Ko., NTq posrnag): 3minu | Tuny - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nonieTuIeHoBMX a" Ta/abo agpecy 3asBHMKa (B/laCHUKA PEECTPALiiHOrO NOCBigYEHHS)
naketax gns (3MiHa Ha3BM 3asBHUKA)
BMPOGHMLITBA
CTEPUNbHUX
NiKapcbknx hopm
5. AKCOTUNIH PO34nH A5 iH ek, My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu | TUny - 3miHa y 3a UA/15289/01/01
500 mr/4 mn no 4 mn akuioHepHe akuioHepHe napameTpax cneuudikauii Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y peyenmom
B amnyni, no 5 TOBapUCTBO TOBapuCTBO cneumdikauisix Ha A®l, abo BUXigHWUI/NMPOMIXHWIA NpOAYKT/pearexT, Lo
amnyn y kaceTi, 1 "HaykoBo- "HaykoBo- BMKOPMCTOBYHOTbCSA Y Npoueci BUpobHuuTBa A®| (BUyYeHHS
KaceTa B nauuj, no 4 BUPOGHNUNIA BUPOGHNUNIG He3Ha4yHOro NokKasHvKa SKOCTI (Hanpuknag, BUTy4YeHHs 3acTapinioro
M/ B amnyni, no 5 LeHTp LEeHTp nokasHuka)); 3miHu | Tuny - 3miHa y metogax BunpobyBaHHS rOTOBOro
amnyn y kaceri, 2 "BopLuariscbk "BopLuariBcbknii NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAKEHMX MeTofax
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
KaceTu B nauui uii Ximiko- XimiKo- BMNPO6YBaHHS)
thapmaueBTuy hapmaLleBTUYHN
HWiA 3aBoa” i1 3aBoA"
6. AKCOTUNIH PO3UMH ANA IH EKLA, My6niuHe YkpaiHa My6nivHe YkpaiHa BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 3MiHW | TUNY - 3MiHa y 3a UA/15289/01/02
1000 mr/4 mn, no 4 akuioHepHe akuioHepHe napameTpax cneuudikayii Ta/abo AoNyCTUMMX MeX, BUSHAYEHMNX Y peyenmom
M/1 B amnyni, no 5 TOBapuCTBO TOBapuCTBO cneumdikauisix Ha A®l, abo BUXigHWUI/MPOMIXHWIA NpoAyKT/peareHT, Lo
amnyn y kaceTi, 1 "HaykoBo- "HaykoBo- BMKOPUCTOBYIOTbCA Y npoLeci BUpobHuuTBa A®| (BUNYyYEeHHS
KaceTa B mauuj, no 4 BMPOGHNYMI BUPOBHWYNIA HEe3Ha4YHOro NoKasHMKa SKOCTI (HanpuKNag BUIYYEHHS 3acTapisioro
M B amnyni, no 5 LeHTp LeHTp nokKasHuKa)); 3MiHu | Tuny - 3mMiHa y meToax BUNpobyBaHHS roToBOro
amnyn y kaceri, 2 "BopLuariscbk "BopLyariBcbkuii niKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpAKEHMX MeTofax
KaceTu B nauui WA XiMiKO- XiMmiKO- BMNPOOYBaHHS)
thapmaueBTny thapmMaueBTUYHN
HWiA 3aBog"  3aBog"
7. ANAKTUH Tabnetku no 0,5 mr TeBa I3painb TeBa Yex Yecbka BHECEHHS 3MiH [0 peecTpaLjiiiHiX MaTepiastiB: 3MiHU | TUMY - 3MiHK Y 3a UA/9595/01/01
no 2 abo 8 Tabnetok | PapmaueBTika IHOacTpi3 c.p.o. Pecny6ni npoueci BUPOGHULITBA rOTOBOIO NikapCbKoro 3acoby, BKIYaruu peuyenmom
y nAawyi; no 1 N lHpacTpi3 Ka NPOMiXHUI NPOAYKT, L0 3aCTOCOBYETLCSA NPU BUPOBHULTBI TOTOBOIO
NAAWLUi y Kopo6ui nrp. NikapcbKoro 3acoby - 3MiHM y npoueci BUpobHULTBa Tab1eTok Ha cTagji
npocitoBaHHa A®I kabeprosniHy
8. ANMIBA PO34YNH OpasTbHUI, paHa Lsenuapi AHchbapm Ennac pevis BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3miHa B 6e3 UA/12947/01/01
100 mr/mn no 10 mn Mepgukan a C.A. MapKyBaHHi NEPBUHHOI YNaKoBKW, @ CamMme HaHeCEHHSs cepii, TEpMiHy peyenma
y tpnakoHax Ne 10 pynn Al NpUAATHOCTI Ta AaTW BUrOTOB/IEHHSA Ha dh1akoH
9. ANbLUN30H NMOPOLLOK A/1A Anemb6ik IHAjisa CeHc IHAisA BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3miHu | Tuny - FoToBuiA 3a UA/11196/01/01
pO34unHy ANs iH'eKUid | Dapmac'ioTike Na6opaTopic nikapcbkuii 3aci6. BupobHuyTBo. 3amiHa abo BBeAEeHHS f0AaTKOBOI peyenmom
no 1 ry dnakoHax nc Niviteq, MeT. N14. OiNbHUL BUPOBHMLITBA A/19 YACTUHN abo BCbOro BUPOBGHMYOro npoLecy
Ne 1 y naukax; Ne 10 roTOBOrO NiKapCbKOro 3acoby (AiNbHULSA, Ha SKili TPOBOAATLCS By Ab-AKi
(1x10) y naykax y BMPOBHUYI CTagAji, 3a BUHATKOM BUMYCKY Cepii, KOHTPO/IK0 SKOCTi Ta
Kopob6kax BTOPWHHOTO MakyBaHHS A5 CTEPUIbHUX NiKapcbknx 3acobis, Lo
BMPOGNEHI 3 BUKOPUCTAHHAM acenTUYyHOro MeToAy, 3a BUHATKOM
nikapcbKunx 3acobiB 6io/10ri4HOro/iMyHOMONYHOr0 NOXOMKEHHS) (3aMiHa
OinbHULUI BUpo6HULTBA) CynyTHSA 3MiHa - FoTOBWIA Nikapcbkuii 3aci6.
Bupo6HMLTBO. 3amiHa abo BBeAEHHS A404ATKOBOI AiflbHUL
BMPOBHMLTBA [151 YACTUHN ab0 BCbOro BUPOBGHMYOro NpoLecy roToBoro
niKkapcbKoro 3acoby (AiNbHMLA 4151 BTOPUHHOMO MakyBaHHS); 3MiHN |
TUny - FOTOBWIA Nikapcbknii 3aci6. BUpoGHWLTBO. 3MiHW, WO CTOCYTbCS
BUMYCKy Cepii Ta KOHTPOJIH0 AKOCTi FOTOBOr0 MikapcbKoro 3acoby (3amiHa
a60 fofaBaHHA BUPOGHNKA, BifNoBigabHOro 3a BUNycK cepir) -
BK/IOYA0UM KOHTPOSb/BUNPOBYBaHHS cepii (3aMiHa finbHuL
BUPOGHMLUTBA)
10. ANbUN3OH NMOPOLLOK A/1A AnemMO6iK IHAjisA CeHc IHAiA BHECEHHSA 3MiH [0 peecTpavyjiiiHnux maTepianis: 3MiHu | Tuny - FoToBwMiA 3a UA/11196/01/02
pO3uUMHy NS iH'ekuin | dapmac'toTike Nab6opaTtopic nikapcbknii 3aci6. Bupo6bHMUTBO. 3amiHa abo BBeAEHHS A04aTKOBOT peyenmom
no 2 r y donakoHax ne Niviteq, MeT. N14. AiNbHULI BUPOBHMLTBA /18 YacTHK abo BCbOro BUPOGHNYOro npotecy

Ne 1 y naukax; Ne 10
(1x10) y naukax y
Kopob6kax

roTOBOrO JliKapcbKoro 3acoby (AinbHULA, Ha AKii NPOBOAATLCA By Ab-sKi
BMPOGHUYI CTagjl, 3a BUHSITKOM BMMYCKY Cepii, KOHTPOSIIO SKOCTi Ta
BTOPWHHOIO MaKyBaHHs A5 CTEPUbHUX NiKapCbKnX 3acobiB, Lo
BMPOOG/IEHI 3 BUKOPUCTAHHAM acenTUYHOTo MeToay, 3a BUHATKOM
NiKapcbKnx 3acobiB 6ion0rvYHOro/iMyHO/I0MNYHOTO NOXOAXKEHHS) (3amiHa
OinbHULI BUpo6HMUTBA) CynyTHS 3MiHa - [OTOBWIA Nikapcbkuii 3aci6.
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
Bupo6HMLTBO. 3amiHa ab0 BBeAEHHS LOAATKOBOI AifbHULL
BMPOBGHMLUTBA AN15 YacTUHU abo BCbOro BUPOGHMYOro nNpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHWUSA 415 BTOPUHHOTO NakyBaHHS); 3MiHu |
Tuny - FOTOBWIA Nikapcbkunii 3aci6. BUpoOGHULTBO. 3MiHW, WO CTOCYTbCS
BWMYCKY Cepii Ta KOHTPO/II0 AKOCTi FOTOBOro MiKapcbKoro 3acoby (3amiHa
abo gofaBaHHA BUPOOHUKA, BiANOBIAAILHOIO 3a BUNYCK cepil) -
BK/1IOYAK0UM KOHTPOL/BUNPOBYBaHHSA cepil (3amiHa AiTbHUL
BVPOGHMLTBA)
11. ANbUN30H NOpPOLLOK A5 AneMO6IK IHais CeHc IHais BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHu | TUny - 3MiHK 3 3a UA/11196/01/01
pO3UMHY ANA iH'ekUili | Papmac'ioTike Na6opaTopic AKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax peyenmom
no 1 ry dnakoHax nc Niviteq, Mer. 14. npuaatHocTi abo ymoBax 36epiraHHsi roTOBOrO /likapCbKoro 3acoby
Ne 1 y naykax; Ne 10 (36inbLUEHHS TEPMiHY NPUAATHOCTI TOTOBOTO Jlikapcbkoro 3acoby) - Ans
(1x10) y naukax y TOProBoi ynakoBky (MiATBEPAKYETLCA AAHUMU PEasIbHOTO Yacy)
KOpobkax (36iNbLUEHHS TEPMiIHY NPUAATHOCTI TOTOBOrO JliKapCcbkoro 3acob 3 2-x Ao
3-X pokiB)
12. ANbUN3OH NMOPOLLOK A/1A AnemMb6iK IHAjisA CeHc IHAiA BHECEHHS 3MiH 10 peecTpaviiiHnux matepianis: 3MiHu | Tvny - 3MiHKn 3 3a UA/11196/01/02
pO3unHy N8 iH'ekUin | dapmac'ioTike NabopaTopic AKocTi. [oToBwWiA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax peyenmom
no 2 r y donakoHax nc Niviteq, MeT. N14. npugaTHocTi abo ymoBax 36epiraHHsi rOTOBOrO JlikapCbKoro 3acoby
Ne 1y naykax; Ne 10 (36inbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOTO JliKapcbKoro 3acoby) - Ans
(1x10) y naukax y TOProBoi ynakoBky (NigTBEPMAKYETLCA AaHUMK peasibHOro Yacy)
Kopobkax (36iNbLUEHHSA TEPMiIHY NPUAATHOCTI FOTOBOrO J1ikapCbkoro 3acob 3 2-X A0
3-X pokiB)
13. AMNOoOAUNIH- Tabnetku no 5 wmr, MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/2802/01/01
DPITODAPM no 10 TabneTtok y "®ITOPAPM" "®ITOPAPM" AfMiHIiCTpaTMBHI 3MiHN. 3MiHA HalilMeHyBaHHs Ta/abo aApecy 3asiBHMKA peuenmom
6nicTepi; no 2 abo (BNacHvika peecTpauiiHoro NocBigYeHHS) - 3MiHa HaliMeHyBaHHs,
no 3 6nictepu y agpecy 3asBHuKa. 3aTBepaxeHo: MAT «®ditodapm», YkpaiHa, 84500,
nauti 3 KapToHy [oHeubka 0611., M. ApTemiBCbk, Byn. Cunbipuesa, 2; 3anponoHoBaHo:
MPAT «®ITOPAPM», YkpaiHa, 02152, M. KNIB, MPOCHEKT MABJIA
TUUYNHW, BYANHOK 1B, O®IC A504. BBefeHHS 3MiH NpOTArom 1-ro
POKy nicns 3aTBEpKEHHSA. 3MiHU | TUNY - AAMIHICTPATUBHI 3MiHW. 3MiHa
HallMeHyBaHHS Ta/abo agpecy MicLA NPOBaMKEHHS Ais/IbHOCTI
BMPO6HMKa/iMnopTepa roToBoro fikapcbkoro 3acoby, BKIvaym
AinbHULI BUNYCKy cepii abo micue NpoBefeHHS KOHTPOO SAKOCTI.
(@isnbHICTb, 3a AKy Bignosigae BUPOOHMK/IMIOpPTep, BKIHOYAKUN BUMYCK
cepili) - 3MiHa HaliMeHyBaHHs Ta agpecy BUpo6Hvika 13, 6e3 3miHu
Micus BUPOBGHULTBA (3MiHa hopmM BNaCHOCTI NignpuemcTsa 1a
neperiMeHyBaHHA M. ApTeMiBCbK B M. BaxmyT), 3 BignoBigH1MMM 3MiHaMM
Yy MapKyBaHHi ynakoBku: 3aTBepaxkeHo: MNAT «®ditochapm» YkpaiHa,
84500, JoHeubka 061., M. ApTeMiBCbK, BY/. Cnbipuesa, 2.
3anponoHoBaHo: MPAT «®ITODAPM» YkpaiHa, 84500, [loHeubka 06/1.,
M. BaxmyT, Byn. CubipueBa, 2. BBeeHHS 3MiH NpoTArom 1-ro poky nicns
3aTBEPMAKEHHS.
14. AMOKCUN - K TabneTkun, BKPUTI MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHW | TUNY - BBEAEHHS 3a UA/10915/01/01
625 NNiBKOBOIO "Knismegnpen "KuiBmegnpenap ab0 3MiHM [0 y3arasibHEHUX AaHKX NPo cucTeMy hapmakoHarnsay; peyernmom
060/10HKO10, N0 500 apart" ar" 3MiHa yNOBHOBaXXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS

Mr/125 mr Ne 14
(7x2), Ne 21 (7x3) y

thapmakoHarnagy
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
6nictepax B nayui
15. AMOKCUN-K NMOPOLLOK A5 NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3MiHu | Tuny - 3MiHn go 3a UA/10656/01/01
pO34nHy ANs iH'ekUin | "KuiBmeanpen "KvuiBmegnpenap IHCTPYKUT 418 MeQUYHOro 3acTocyBaHHA y po3ainn: Bzaemogis 3 peyenmom
no 1,2 r nopoLuKky y apart" ar" iHWMMYK NikapcbkMK 3acobamm Ta iHWi BuaW B3aemogiii. Cnoci6
dnakoHi; no 1 3acTocyBaHHS Ta A03u. MNob6ivHi peakwii, 3rigHO 3 iHhopMaLjieto Woa0
dhnakoHy B nauyui; no MeAMYHOro 3acTocyBaHHsA pedepeHTHoro (AYFMEHTWH) nikapcbkoro
1,2 r NOpoLLKY Y 3acoby. BBefieHHA 3MiH NpoTArom 6-Tu MicauiB nicnsa
donakoHi; no 10 3aTBepAKEeHHs
dhnakoHiB y
KOHTYpHili
YapyHKOBIlA
ynakosui; no 1
KOHTYpHili
YapyHKOBIli ynakoBLj
B mauui
16. AMOILUNIH MOPOLLIOK AN MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peECTpaLiiiHuX MaTepianisa: 3MiHW | TUNY - 3MiHK [0 3a UA/2950/02/01
pO3unHy ANns iH'ekuin | "KniBmeanpen "KniBmegnpenap IHCTPYKLi 415 MeAUYHOro 3aCcToCyBaHHSA y po3gin: Cnocib peyenmom
no 0,5 r y dpnakoHax apar” ar" 3acToCyBaHHA Ta 03U (BUAaneHHs iHdhopMali Wwoao NpoBefeHHs
6e3 naukm, Ne 10 LUKIPHOT NPO6U AN BU3HAYEHHS iHAMBIAYaNbHOT YyTAMBOCTI). BBeAeHHs
(10x1) y KOHTYpHiIli 3MiH NPOTArom 6 -T1 MicALiB Nicnsa 3aTBepAKeHHA
YapyHKOBIli ynakoBLii
17. AMNILANIH NMOPOLLOK A/1A MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3mMiHu | Tuny - 3MiHu Ao 3a UA/2950/02/02
pO3unHy ANs iH'ekuin | "KniBmeanpen "KvniBmepgnpenap IHCTPYKLi 415 MeAUYHOro 3acTocyBaHHSA y po3gin: Cnoci6 peyenmom
no 1,0 r y donakoHax apar” ar" 3acToCyBaHHA Ta 03U (BUAasieHHs iHdhopMaLii Wwoao NpoBeAeHHs
6e3 naukm, Ne 10 LUKIPHOT NPO6U AN BU3HAYEHHS iHAMBIAYaNbHOT YyTIMBOCTI). BBeAeHHs
(10x1) y KOHTYpHili 3MiH NPOTArom 6 -t MicALiB nicnsa 3aTBepAKeHHA
YapyHKOBIli ynakoBLii
18. AHANbIIH- PO34UH NS iH'EKLN, TosapucTso 3 YkpaiHa TosapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3mMiHa 3a UA/5706/02/01
3400POB'A 500 mr/mn no 1 mn o6MexeHo 06MexeHot po3Mipy cepii (Bk/ItoYatoun dianaszoH po3mipy cepii) roToBoro peyenmom
abo no 2 mn B BiANOBIAA/IbHI BiANOBIAANbHICT nikapcbKoro 3acoby - BBeAEHHS [04AaTKOBUX Po3MipiB cepilt ans
amnyni; no 10 cTHO 10 amnysibHOro uexy Ta uexy Mo
amnys y KapTOHHIl "®apmaueBTu "GapmaueBTuyHa
Kopobui; no 1 mn YHa KOMMaHis KOMNaHis
abono2 mnB "3popos's"” "3popos's”
amnyni; no 5 amnyn
y 6nicTepi; no 2
6nictepn y
KapTOHHI kopobuyj;
no 10 amnyny
6nictepi; no 1
6nictepy y
KapTOHHI KOopoo6Lli
19. AHrIO-IH'E€Nb PO34UMH NS iH'EKUIN Bionoriwe HimeuumnH Bionoriwe Himeuun BHECEHHS 3MiH A0 peecTpauiiHux maTtepiastiB: 3miHM | TUNy - 3MiHa 3a UA/6658/01/01
no1,1mns XalinbMmiTTens a XalinbmiTTens Ha napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX rOTOBOr0 peuyenmom
amnynax Ne 5 (5x1), Xeenb M'm6X Xeenb M'mM6X NikapcbKoro 3acoby - AONOBHEHHA crieumdikavi 3a T. «bakTepiasibHi

Ne 10 (5x2), Ne 100
(5x20) y KOHTYpHi

€H/I0TOKCUHW» AOMYCTUMUMM MEXaMu Ha TEPMiH NPUAATHOCTI; 3MiHW |
TMNy - 3MiHa y MeToflax BMNPOGYBaHHS! TOTOBOrO /iKAPCLKOro 3acoby -
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
YapyHKOBIli ynakoBLii He3HauHi 3MiHM A0 METO/AIB KOHTPOJIO 3a T. «CTEPUIBHICTbY», Y 3B SI3KY 3
npveefieHHAM Ao sumor EP
20. AHON®DEH IC Tabnetkn Ne 10, Ne ToBapucTso 3 YKpaiHa ToBapucTso 3 YKkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHnux maTepianis: BUNPaBe€HHA MOMUIIKU 6e3 UA/15886/01/01
10 (10x1) y [04aTKOBOKO [08aTKOBOKO LoA0 peecTpauiiiHoro Homepa B npoleci peecTpadii B Hakasi MO3 peyenma
6nictepax BiANOBIAA/TbHI BiANOBIAA/IbHICT Ykpainm Big 20.03.2017 Ne 295 (6ys10 - UA/15864/01/01)
CTIO 10 "IHTEPXIM"
"IHTEPXIM"
21. APUKCTPA® pO3uunH ANs iH'ekuii, | AcneH ®apma Ipnangis AcneH HoTtep ®paHuis BHECEHHS 3MiH [0 peecTpaLjiiiHiX MaTepiasiB: 3MiHU | TUMY - 3MiHW Y 3a UA/6804/01/01
2,5 mr/0,5 mn no 0,5 TpehgiHr [am ge npoueci BUPOGHULITBA rOTOBOIO NikapCbKoro 3acoby, BKIYaruu peuyenmom
M1y nonepeaHLo Nimiten BoHpaeBinb NPOMiXHUI NPOAYKT, L0 3aCTOCOBYETLCSA NPU BUPOGHULTBI TOTOBOIO
3anoBHeHOMY NiKapCbKOro 3acoby - ycTaHOBKa [0AaTKOBOI MiHii 3 HE3HAYHOK 3MIHO Y
wnpwui, no 10 cxeMi BUPO6HMLTBA, a caMe B po3TallyBaHHi NOCNiL0BHOCTI TOYOK
Lnpuyis B BiA60OpY Npo6 4151 BUIHAUYEHHS MIKPOBGIONOriYHOT YACTOTK Nepes
KapTOHHI KOpoo6Li CTepunisyouoto dhisibTpauieto, MOX/IMBICTb CTepunizauii 06nagHaHHA
0N HANMOBHEHHSA B aBTOKNaBi a60 rama-onpoMiHIOBaHHSM;
BUKOPWCTaHHS CTEPU/IbHMX LUNPULLB, SK A0AATKOBA a/lbTepHaTvBa
Linpuuam, Ski CTepunisyloTb B aBTOK/1aBi; 3MiHW | TMny - 3MiHa po3mipy
cepil (BKIOYatoum gianasoH po3mipy cepii) roToBOro Nikapcbkoro 3acoby
- BBEIEHHSA [10AaTKOBOro po3mipy cepii
22, APUKCTPA® pO3uunH ANs iH'ekuii, | AcneH ®apma Ipnangis AcneH HoTtep ®paHLis BHECEHHS 3MiH O peecTpaLjiiiHiX MaTepiasiB: 3MiHU | TUMY - 3MiHK Y 3a UA/6804/01/02
12,5 mr/mn no 0,4 TpeigiHr [am ge npoueci BUPOGHULITBA FOTOBOIO NiKapCbKOro 3acoby, BKIYaruu peuenmom
mn (5 mr), abo no Nimiten BoHpeBinb MPOMIXHWIA NPOAJYKT, L0 3aCTOCOBYETLCS NPU BUPOOHULITBI FOTOBOTO
0,6 mn (7,5 wmr), abo nikapcbKoro 3acoby - ycTaHoBKa A0AATKOBOT MiHii 3 HE3HAYHOI 3MIHOK Y
no 0,8 mn (10 mr) y cxeMi BUPOGHMLTBA, a caMe B po3TallyBaHHi NOCNif0BHOCTI TOYOK
nornepenHL0 BiA60OpY Npo6 4151 BUSHAUYEHHS MiIKPOBIONOriYHOT YACTOTK Nepes
3anoBHEHeHOMY CTepunisytouoto dhisibTpalieto, MOX/IUBICTb CTepunizauii 061agHaHHA
wnpwi; no 10 [0/151 HANOBHEHHS B aBTOK/1aBi abo rama-onpoMiHIOBaHHSM;
nonepegHL0 BUKOPWCTaHHS CTEPU/IbHMX LUNPULLB, SK A0AATKOBA a/lbTepHaTvBa
3aMoBHEHMX Lnpuuam, ki CTepunisyloTb B aBTOK/1aBi; 3MiHW | TMny - 3MiHa po3mipy
LINPpULIB y KOPOBL cepil (BKIOYalouM gianasoH po3mipy cepii) roToBOro JlikapcbKoro 3acoby
- BBE[IEHHA [0AaTKOBOro po3mipy cepii
23. BI®PPEH® Kancynu no 250 mr, TOB "®apma YkpaiHa TOB "®dapma Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 UA/12087/01/01
no 10 kancyny Crapt" Crapt" AAMiHICTpaT1BHI 3MiHW. 3MiHa Ha3BU NiKapCbKoro 3acoby (fofaHHA [0 peyenma
6nicTepi; no 1 abo Ha3su /13 3Haky ® (Byno - BI®PEH)
no 2 6nictepu y
nauili 3 KapToHY
24, BYNIBAKAIH- PO34MH AN iH'EKLN, ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH A0 pPeeCcTpaLiiHnX MaTepiastiB: 3MiHW | TUNY - BBEAEHHS 3a UA/12559/01/01
3H 5wmMr/mnno 5 mn B 06MeXeHOI0 BUPOGHMLTBA, ab0 3MiHM [0 y3araslbHEHVX AaHMX NPo cuctemy hapMakoHarnagy peyernmom
amnynax Ne 10 B BiANOBIAA/IbHI KOHTPO/1b SIKOCTI, (BKNHOUAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHU y po3MilLeHHi MacTep-thaiina
Kopo6ui, Ne 10 (5x2) cTH0 BUMYCK cepii: cuctemn doapmMakoHariagy
y 6nictepax B "XapkiBcbke ToBapucTso 3
Kopoo6ULi thapmaveBTuy 06MexeHo
He BiANOBIAA/IbHICT
nignNpUeEMCTBO 10 "XapkiBCcbke
"340p0B'A hapmaueBTUyHe
Hapoay" nigNpPMeEMCTBO

"300poB's
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
Hapozy",
YKpaiHa; BCi
cragii
BMPOOHULITBA,
KOHTPO/Tb SIKOCTI:
TOB
"®apmaueBTuyHa
KOMMaHis
"3popos'a"’,
YKpaiHa
25. BA3UNIN® TabneTkn, BKpUTI KPKA, a.4., CnoBeHisi BUPOGHMLTBO "in | CnoBeHis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiastiB: 3MiHW | TUNy - 3MiHK Y 3a UA/3792/01/01
NMiBKOBOIO HoBo mecTo bulk", nepBuHHe npoLieci BUPOGHMLITBA FOTOBOrO /1iKapCbKOro 3acoby, BKkIovaoun peyernmom
060/10HKOI0, MO 10 Ta BTOpUHHE NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOGHULITBI FOTOBOTO
Mr Ne 14 (7x2), Ne nakyBaHHs1, NiKapcbKoro 3acoby - HesHayHa 3MiHa y NpoLeci BUPOOHMLTBA, a came
28 (7x4) y 6nictepax KOHTpO/b Ta BBe/leHHs J0AATKOBOro NepemillyBaHHs TabnetTmacu nepes
BUMYyCK cepili: npecyBaHHAM
KPKA, a.4., Hoso
MecTo,
CnoseHis;
nepBuHHe Ta
BTOPVIHHE
nakyBaHHS:
Mapuchbapm
0.0.0., CnoseHis
26. BA3NNIN® TabneTkun, BKPUTI KPKA, a.4., CnoseHis BMPO6GHMLUTBO "in | CroBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHW | TUNY - 3MiHW Y 3a UA/3792/01/02
NAiBKOBOO Hoso mecTo bulk", nepBuHHe npovueci BUpo6HULITBA FOTOBOTO NiKApCbKOro 3acoby, BK/IH0HYAK4n peyenmom
060M10HKOt0, Mo 20 Ta BTOPUHHE NPOMIKHWI NPOAYKT, L0 3aCTOCOBYETLCSA NPY BUPOGHULITBI FOTOBOTO
Mr Ne 14 (7x2), Ne nakyBaHHs, NiKapcbKoro 3acoby - He3HayHa 3MiHa y npoLeci BUpo6bHMLTBA, a came
28 (7x4), Ne 84 KOHTPO/Ib Ta BBE/leHHs J0AATKOBOro NepemillyBaHHs Tabnetmacu nepef
(7x12) y 6nicTepax BUWMYCK Cepili: npecyBaHHAM
KPKA, a.4., Hoso
MecTo,
CnoseHis;
nepBuHHe Ta
BTOPVIHHE
nakyBaHHS:
Mapudrapm
A.0.0., CnoBeHis
27. BA3NNIN® TabneTkn, BKpUTI KPKA, a.4., CnoseHia | KPKA, a.4., HoBo | CnoseHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux MmaTepianis: 3MiHU | TUNY - 3MiHK Y 3a UA/3792/01/04
NNiBKOBOIO HoBo mecTo MecTo npoLeci BUPOGHMLITBA FOTOBOIO MiKapCbKOro 3acoby, BKIUaKun peyenmom
060s10HKoI0, Mo 40 MPOMiXXHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHULITBI FOTOBOrO
Mr Ne 14 (7x2), Ne NiKapcbKoro 3acoby - He3HayHa 3MiHa y npoLeci BUpo6bHMLTBA, a came
28 (7x4), Ne 84 BBEJEHHS 404aTKOBOrO NepemillyBaHHsa TabneTmacy nepeg,
(7x12) y bnictepax npecyBaHHAM
28. BANALUKNOBI | nopotuok MPAT YkpaiHa CpiHi IHais BHECEHHS 3MiH [0 peecTpaLiiiHux matepiasis: 3MiHu | TUny - - UA/14624/01/01
PY (cybeTaHuis) y "®ITOPAPM" dapmacbloTikenc AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu 3asBHUKaA
rAPOXNOPUA, | nakeTax 3 NaiBku N1a (BnacHvKa peecTpaLiitHoro noceigyeHHs) (3MiHa HaiiMeHyBaHHS Ta
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

y
MOHOrIAPAT

nonieTuneHoBoi Ans
hapMaLeBTUYHOTO

afpecy 3asBHUKA)

29.

USP
BANICKIH

3acToCyBaHHsA
masb 40% no 50 r B
Ty6i, no 1 Ty6i B
nauui 3 KapToHy

MPAT
"OITOPAPM"

YkpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecy Micusi
NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa roToBoro /likapcbKoro
3aco6y, BKIOYauy fibHULi BUNYCKY cepii abo MmicLle nposBefeHHs
KOHTPOJIH0 SIKOCTI. (AiSNIbHICTb, 3a 5Ky BiAnNoBiAae BUpO6HMK/imnopTep,
BK/IOUA0UM BUMYCK cepili) (3MiHa HaliMeHyBaHHS Ta afpecu BUPOOHNKa,
6e3 3MiHn Micua BUPOBGHMLTBA (3MiHa hopMM BNACHOCTI NignpuemcTea
Ta nepelriMeHyBaHHA M. ApTEMIBCbK B M. BaxmyT), 3 BignoBigHMMMN
3MiHamM¥ y MapKyBaHHi ynakosku) (TepmiH BBeZleHHS 3MiH NpoTArom 1-ro
poky nicns 3aTBepgkeHHs); 3MiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asBHMKa (B1aCHUKa peecTpavyiiHoro
nocBifyeHHs) (3MiHa HaliMeHyBaHHS1, aapecy 3asiBHuKa) (TepMiH
BBE/IEHHS 3MiH NpPOTsAroM 1-ro poky nicnsi 3aTBepakKeHHs)

6e3
peyenma

6e3

UA/13205/01/01

UA/1811/01/02

30.

BO/IbTAPEH®
DOPTE

emynbrenb ons
30BHILUHLOIO
3acTocyBaHHs 2,32
% no 50 r a6o 100 r
y Ty6i; no 1 Ty6i y
KapTOHHiiA Kopo6Li

HoBaprTic
KoHcblomep
Xenc CA

LLiBefuapi
A

HoBaprTic
KoHcbomep
Xenc CA

LLiBefiuap
i

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu || Tuny - 3MiHn
Loao 6e3nekn/edpeKTBHOCTI Ta thapmakoHarnagy. 3MiHU y KOpOTKiii
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
AN MeANYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMM JaHVMU 3 SAKOCTI,

OOKNIHIYHUMUA, KNIHIYHUMW faHMK Ta faHMK 3 dpapMakoHarnagy
(3MiHM [0 IHCTPYKLIi y po3gin "MNoka3aHHA" (pefaryBaHHs),
"MpoTunokasaHHa", "3acTocyBaHHS y nepiof BaritTHOCTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs Ta fo03n", "MNobivHi echektn”) (TepmiH

BBEEHHS 3MiH NPOTAroM 6-T MICALIB MIiC/A 3aTBEPLKEHHS); 3MiHM |

Tuny - AGMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu

MiCLAl NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaUM AifibHULI BUNYCKY cepii abo micue
NpoBefeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOPTEp, BK/OYaUM BUMYCK cepiid) (MpuBeAEHHS
MicLie3HaxoMxeHHs BUpo6Huka 13 y BiANOBIAHICTL A0 BUCHOBKY LLOAO
niATBEpMKEHHS BiANOBIAHOCTI BUPO6HMLUTBA /13 BUMoram GMP

(Oepxnikcnyxba Ykpainn) Ta JliLeHsii Ha BUPO6HULTBO NiKapCbKoro

3acoby, 6e3 3miHn micus BUpobHuLTBa) (TepMiH BBEAEHHS 3MiH
NPOTAroM 6-T1 MICALIB MiC/1A 3aTBEPMKEHHS); 3MiHM | TURy - 3MiHK Woa0

6e3nekn/ehekTVBHOCTI Ta hapMakoHarnagy (iHwi 3miHu) (3amiHa
rpaciyHoro 306paxkeHHs1 yNakoBKv Ha TEKCT MapKyBaHHS 4718 NePBUHHOT

Ta BTOPVMHHOT YNakoBKM Y 3B'A3Ky 3 NPUBEAEHHSAM Y BiANOBIAHICTL A0

Haka3y MO3 Ykpainu Ne 426 Big 26.08.05 (y pegakuii Hakasy MO3
YkpaiHn Ne460 Big 23.07.2015 p.) (TepMiH BBEAEHHS 3MiH NPOTArom 6-
TV MicALIB Nic/1s 3aTBepPAKEHHS)

peyenma

UA/6434/01/01

31.

BOPMIN

CyCneH3isi opasibHa,
200 wmr/5 mn; no 10
My hnakoHi; no 1
donakoHy B KOPO6L

Mini Xenckepe
Nimiteq

Benwnka
BputaHis

'pakype
dapmacbroTikasnc
nTa

IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny -
AfMiHicTpaTMBHI 3MiHN. 3MiHa HallMeHyBaHHsA Ta/abo agpecu mMicua
NPOBaXEHHS AiS/IbHOCTI BUPOGHMKa/iMmopTepa roToBoro JlikapcbKoro
3acoby, BKIoYaoun AinbHUL BUNYCKy cepii abo Micue NpoBeeHHs
KOHTPOJII0 AKOCTI. (ZisNbHICTb, 3a AKy Bifnosigae BUpo6HuK/iMnopTep,
BK/1KOYAKOUN BUMYCK Cepili) (3MiHA HanMcaHHs! HaiMeHyBaHHS Ta agpecu

3a
peyenmom
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
BUPOGHMKa, 6e3 3MiHW Micus BUpoOHULTBA) (TepMiH BHECEHHS 3MiH
NpoTArom 6-T1 MicALIB 3 AaTN 3aTBEPMKEHHS)
32. FEEPAIH TabneTku, BKPUTI Mini Xenckepe Benuvka Menpo IHais BHECEHHS 3MiH 0 peecTpayiiiHux maTepiasis: 3MiHu | TUny - 3a UA/6630/01/01
KULLKOBOPO3YMHHOIO Nimiten BputaHis PapmacboTuKasl ApMiHiCTpaTBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus peyenmom
060/10HKOH0, Mo 10 ¢ MMpieart NimiTepq, NPOBaKEHHS AiS/IbHOCTI BUPO6GHMKa/iMnopTepa roToBOrO JlikapCbKoro
mr Nel4 (7x2) y 3aco0y, BKIOYAKUY AiNbHNLi BUNYCKY cepii abo MicLe NpoBeAeHHs
6nictepax KOHTPOJIIO AKOCTI. (fiANbHICTb, 3a AKy Bifnosigae BUpobHuK/iMnopTep,
BKJ/THOYAOUM BUMYCK Cepili) (3MiHa HanucaHHS agpecy BUpobHUKa, 6e3
3MiHW Micsl BUPOGHMLTBA) (TEpMiH BHECEHHS 3MiH NPOTAroM 6-Tu
MiCAILIIB 3 AATW 3aTBEPPKEHHS)
33. FEEPAIH TabneTku, BKpUTI Mini Xenckepe Benuka Menpo IHAis BHECEHHS 3MiH 0 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 3a UA/6630/01/02
KMLLKOBOPO3YMHHOIO NimiTen BpuTaHia PapmacboTuKas AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecy Micus peuyenmom
060/10HKOI0, N0 20 ¢ Mpisat NimiTeq, NPOBaKEHHS AiS/IbHOCTI BUPOGHMKa/iMNopTepa roToBoro /ikapcbKoro
mr Nel4 (7x2) y 3aco06y, BK/IOYAKUY AiNTbHULi BUNYCKY cepii abo micue npoBeaeHHs
6nictepax KOHTPOJIIO SIKOCTI. (AiSNIbHICTb, 3a Ky BiAnosigae BUpobHUK/imnopTep,
BK/THOHAK0UM BUNYCK Cepiii) (3MiHa HanucaHHA aapecy BUpobHuka, 6e3
3MiHM micus BUpo6bHuUTBa) (TepMiH BHECEHHSI 3MiH MPOTAroM 6-Tn
MiCSILiB 3 AaTV 3aTBEPIXKEHHS)
34. FTEMUUTABIH NMOPOLLOK A/1A Mepak HimeuunH BMPOGHUK, LLIO Himeuun BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3miHa 3a UA/11640/01/01
MEAAK NPUroTyBaHHs Iesenblwiadt a Bignosigae 3a Ha napameTpiB cneuudikauii Ta/abo JONyCTUMMX MEX rOTOBOr0 peyenmom
pPO34MHY ANs dotop KAiHiwe BTOPWUHHE NiKapcbKoro 3acoby - 3MiHN y crieumdikaLii Ta MeTogax KOHTPOO AKOCTI
iHcpys3in (38 mr/mn) LWneujanbnpe nakyBaHHs, 3a T. «Bugumble yacTtuupl», «aeHTudukaums», «CynyTcTeytowpme
no 200 mr; 1 donakoH naparte m6X HaHeCeHHs npumecu», «baktepnanibHble 3HA0TOKCUHbI»
3 NOPOLLKOM Y 3aXUCHOI NNiBKK
KapTOHHI KOpOOL Ha dh1akoH

(Heo60B s3k0BE)
Ta 3a BUNycK
cepii: Mepak
Iesenbliadt
dotop KniHiwe

LLineuianbnpenap

ate mM6X,
HimeuuunHa;
BMPOGHUK, LLIO
BignoBsigae 3a
BUPOBHULTBO
roToBoil
nikapcbKoi
chopmu,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHS:

OHkoTek ®apma

MpopgakwH MbX,

HimeuuunHa;
BMPOGHUK, LLIO
Bignosigae 3a
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
BTOPVHHE
nakyBaHHs Ta
HaHeCeHHs
3aXMCHOI N/iBKK
Ha dh1akoH
(Heo60B s3k0BE):
Meg-IKC-lNpecc
m6X ,
HimeuyunHa
35. FTEMUUTABIH NMOPOLLOK A/1A Mepak HimeuunH BMPOGHUK, LLIO Himeuun BHECEHHS 3MiH [0 peecTpaljiiiHux maTtepianis: 3MiHW | TUNY - 3MiHa 3a UA/11640/01/02
MEAAK NPUroTyBaHHSA lesenbwadT a BignoBsigae 3a Ha napameTpiB cneunqikauii Ta/abo 4ONyCTMMX MEX rOTOBOro peyenmom
pPO34MHYy ANns dotop KAiHiwe BTOPUHHE nikapcbKoro 3acoby - 3MiHM y cneuudikaLii Ta MeTogax KOHTPOSIH SKOCTi
iHdpy3iit (38 mr/mn) Lneujansnpe nakyBaHHs, 3a T. «Bugumble yacTtuupl», «aeHTudukaums», «CynyTcTsytowme
no 1000 wr, 1 napare m6X HaHeCeHHs npumecu», «baktepnasibHble 3HA0TOKCUHbI»
ch/1aKOH 3 NOPOLLKOM 3aXMCHOI MAiBKM
Y KapTOHHiIli KopoobLi Ha h1akoH

(Heo60B s13KoBE)
Ta 3a BUNycK
cepii: Mepak
lesenbadT
dorop KnNiHiwe

LLineuiansnpenap

ate m6X,
HimeuuunHa;
BMPOGHUK, LLIO
BignoBsigae 3a
BMPOGHMLTBO
roToBol
niKapcbKoi
chopmu,
nepBUHHE Ta
BTOpPUHHE
nakyBaHHs:

OHkoTek dapma

MpoaakwH M6X,

HimeuuunHa;
BMPOGHUK, LLIO
BignoBsigae 3a

BTOPUHHE
nakyBaHHs Ta

HaHeceHHs

3aXMCHOT NNiBKY

Ha h1akoH

(Heo60oB sA3KOBE):

Mega-IKC-Npecc

m6X ,
HimeuunHa
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Howmep

peecmpayitiH

020
MocBi04YeHHs

36.

FEMUMTABIH
ME[AK

NOPOLLOK ANA
NMOPOLLOK AN
NpUroTyBaHHs
pO34nHy AnA
iHcpys3in (38 mr/mn)
no 1500 wr; 1
ch/1aKoH 3 NOPOLLKOM
Y KapTOHHIli kopoobLi

Mepak
lesenbwadt
dotop KAiHiwe
LWneuiansbnpe
napare mM6X

HimeyunH
a

BUPOGHUK, LLIO
Bignosigae 3a
BTOPUHHE
naxyBaHHs,
HaHeceHHs
3aXUCHOT NAiBKA
Ha h1akoH
(Heob60B sA3K0BE)
Ta 3a BUnycK
cepii: Megak
lesenbwadT
dotop KAiHiwe
Lneuianbnpenap
ate m6X,
HimeuuunHa;
BUPOGHUK, LLIO
Bignosigae 3a
BMPOGHMLTBO
roToBoil
nikapcbKoi
chopmu,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs:
OHkoTek Papma
MpopgakwH MbX,
HimeuuunHa;
BUPOGHUK, LLIO
Bignosigae 3a
BTOPUHHE
naKkyBaHHs Ta
HaHeceHHs
3aXUCHOT NAiBKA
Ha h1akoH
(Heo60B sA3KOBE):
Meg-IKC-MNpecc
vm6X ,
HimeuunHa

Himeuyun
Ha

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasis: 3MiHN | TUNY - 3MiHa
napameTpiB cneuudikauii Ta/abo AONYyCTUMMX MEX rOTOBOrO
nikapcbKoro 3acoby - 3MiHM y cneuudikaii Ta MeTogax KOHTPOSI0 SKOCTi
3a T. «Bugumble yacTuupl», «aeHTudukaums», «CynyTcTeytowme
npumecu», «baktepuasnibHble 3HA0TOKCHHbI»

3a
peyenmom

UA/11640/01/03

37.

rniMENIPAA-
TEBA

TabneTkn no 2 mMr no
10 Tabnetok y
6nictepi, no 3
6nictepm y kopobuj

Tesa
dapmaueBTika
N lHgacTpi3
nra.

I3painL

Tesa
dapmaveBTikan
IHgacTpi3 /T4,

13painb; AT
PapmaLeBTUYHN
i 3aBog TEBA,
YropwuHa

I13pains/
YropLumH
a

BHECEHHS 3MiH [10 peecTpaviliHiX MmaTepianiB: BUNpaB/IeHHSA TEXHIYHUX
nomuniok y Cneuundikavii MeTogiB KOHTPO/IKO SKOCTI 32 MOKa3HWKOM
«Onunc»; 3MiHW B IHCTPYKLIT 4151 MEANYHOrO 3aCTOCYBaHHA Y
PapmaueBTUYHI XapakTepucTukm "OCHOBHI (Di3NKO-XiMiYHi BnacTusocTi"

3a
peyenmom

UA/7800/01/01

38.

rPUMMNOCTAL,
® PUHO 0,1%,

cnpeii HasaslbHUiA,
po34unH 0,1 % no 10

CTAOA

ApuHaiimitTen

HimeyunH
a

CTAIA
ApuHaiimiTTeNb

Himeuun
Ha

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHW | TUNY - 3MiHa
po3Mipy cepii (BK/IKOYaOUM dianasoH po3Mmipy cepii) rotoBoro

6e3
peyenma

UA/3090/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
HA3AJ/TbHUN MY hnakoHi 3 b Al Al nikapcbKoro 3acoby (36inbLieHHs Ao 10 pasiB NOPIBHAHO i3
CNPEN aBTOMaTUyYHUM 3aTBEPMAKEHUM PO3MiPOM)
nyNbBEPU3ATOPOM
Ta Ha3aNlbHUM
HaKOHEYHWUKOM; Mo 1
dhnakoHy B
KapTOHHI KOopoo6Lli
39. AEPMABIH Masb no 15 ry ty6ax TOB "®3 YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 pPeecTpaLiiHnX MaTepiastiB: 3MiHW | TUNy - BBEAEHHS 3a UA/14273/01/01
Ne 1 "BIOPAPMA" "BIODPAPMA", ab0 3MiHN [0 y3araslbHEeHUX AaHKX Npo cucTemy hapmakoHarnsay; peyenmom
YkpaiHa; TOB 3MiHa YNOBHOBaXeHOT 0Co6W, BifnoBiAabHOI 3a 3AiiCHEHHS
"®3 hapmakoHarniagy (BKIYaun KOHTaKTHI gaHi)
"BIODPAPMA",
YKpaida
40. AE®EHOPM Kancysm Teepai no MAT YkpaiHa MAT "KuiBcbkuii YkpaiHa | BHECEHHs 3MiH [0 peecTpauiliHix martepianis: 3mMiHu | TMny - 3MiHN LWOAO 6e3 UA/5505/01/01
500 mr no 10 kancyn "KuiBcbkuii BiTaMiHHWI 6e3nekun/edhekTUBHOCTI Ta hapMakoHarniagy - 3amiHa po3giny "lpadiyHe peyenma
y 6nicTepi, no 3 BiTaMiHHUIA 3aBog" 0(hOPM/IEHHS YyNakoBKM" Ha po3ain "MapkyBaHHS" B METOAax KOHTPOSIO
6nicTepn y nayui 3aBog" SIKOCTi JTiKapCbKOro 3acoby
41. DKAPAIHC® TabneTkn, BKpUTI BepiHrep HimeuuunH BMPOBGHULTBO, Himeyuun BHECEHHS 3MiH [J0 peecTpaLjiiiHix MaTepianis: 3MiHU | TUNY - 3MiHa Y 3a UA/14980/01/01
NNiBKOBOIO IHrenbxanm a nakyBaHHs, Ha MeTogax BunpobyBaHHs APl abo BuxigHoOro martepiany/npoMikKHOro peyernmom
060/10HKO0, M0 25 IHTepHeLHN MapKyBaHHS, NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y Npoueci BUpobHuUTBa Ad|
Mr no 10 TabeTok y 6X KOHTPO/1b SIKOCTI, - 3MiHa METOAMKM BU3HAYEHHS Ta PO3AiNIeHHS NOTEHLiNHOT foMillkm IN
nepgoposaHomMy BMNYCK cepil: 79287 Ha 6inbL CeNeKTUBHY; 3MiHM | Tuny - 3MiHa y MeToAax
6nictepi; no 1 a6o 3 BepiHrep BMNpo6yBaHHA A®| abo BuXigHOrO MaTepiasy/npomMikKHOro
6nictepn y IHrenbxainm NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y Npoueci BUpobHuUTBa Ad|
KapTOHHI Kopoo6Li dapma 'v6X i - B METOAULI BU3HAYEHHS 3a/INLLKOBUX KifIbKOCTEW OpraHiyHmnX
Ko. KT, PO3YMHHIIKIB BiOYBaAETHCA 3BY)XEHHS KpUTEPIiB NepeBipkU NPUAATHOCTI
HimeuuunHa; cucTemu; 3MiHu | Tuny - 3MiHa BUPOGHMKa BUXiLHOro/MPOMIKHOTO
anbTepHaTUBHa npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHNYOMY NPOLIECI
OinbHUUA ans A®l, abo 3MiHa BUpPOGHMKa (BK/IOYaouun, e HeobxigHo, micue
BTOPVHHOIO npoBeeHHs KOHTPoAo AkocTi) A®I (3a BigCYTHOCTI cepTudikata
nakyBaHHS: BigMNoBIgHOCTI €Bponelichbkili chapmakonei y 3aTBepAKeHOMY AOChE) -

dapm/lor dapma
NopxicTik TM6X,
HimeuumnHa;
LteremaHH
JlboHhepnakyHre
H yHA NoricTiwep
Cepsic e. K.,
HimeuunHa

BBE/leHHS JOAAaTKOBOro BUPOOHMKA AN BUPOOHMLTBA BUXIAHOI
pPevoBMHY; 3MiHK | TUNY - 3MiHa y NapameTpax cneumdikauiin Ta/abo
[ONyCTUMUX MeX, BU3HaueHuxX y cneuudikadisx Ha Adl, abo
BVIXiZHWIA/MPOMDKHWIA NpOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTBa APl (foaaBaHHs abo 3amiHa (3a BUHATKOM
aKTVBHOI PeYOBWHM 6i0/IOMNYHOTO abo iMyHOOTNYHOIO NOXOMXKEHHS)
napameTpa cneuudikauii 3 Bi4NoBiAHUM METOAOM BUMPOOYBaHHS 3a
pesynbTaTamu AoCnigKeHb 3 6e3nekn abo SKOCTI); 3MiHW | Tuny - 3mMiHa
BMPOGHMKA BUXIAHOrO/MPOMIXHOIO NPOAYKTYy/peareHTy, Wwo
BMKOPUCTOBYHOTbCSA Y BUPO6HNYOMY npoueci A®l, abo 3miHa BUpOOHMKa
(BKTtOYaKOUK, Ae HeobXiAHO, MicLe NPOBeAEeHHS KOHTPOSI0 AKOCTI) API
(3a BigcyTHOCTI cepTudikata BignoBigHOCTI €Bponeicbkiii hapmakonei y
3aTBEPAKEHOMY [OCHE) - BBELEHHSA [04aTKOBOro BUPOOHMKA
emMnarnigp103uHy HemesieHoro; 3miHu | Tuny - 3miHa BUpoGHMKa
BWXi4HOrO/MPOMIXHOro NPOAYyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMpo6HMYOMY npoueci A®I, abo 3miHa BUpo6HMKa (BKIKOUakoum, ae
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
HeobXifHO, MicLie NpoBeAeHHS KOHTPOAo skocTi) APl (3a BigcyTHOCTI
cepTudiikaTa BignosigHOCTI EBponeiickkiii hapmakonei y
3aTBEpPMAKEHOMY [0Cbe)(BBEAEHHS HOBOI Ai/TbHUL, A€ 3AiAICHIOETLCA
MIKpOHi3aLis) - BBEeHHS A0AaTKOBOr0 KOHTPAKTHOrO BUPOGHMKa A5
nepemMesioBaHHs Ail040i Pe4YoBMHW; 3MiHK | TUMy - 3MiHa y MeToAax
BMNpo6yBaHHA A®| abo BuXigHOro MaTepiasy/npomikKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y NpoLeci BUpobHuUTBa Ad®|
(He3HauHi 3MiHU Y 3aTBEPKEHNX METOAAX BUNPOGYBaHHS)
42, DKAPAIHC® TabneTku, BKPUTI BepiHrep HimeuuunH BMPOGHULITBO, Himeyun BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHa Y 3a UA/14980/01/02
NNiBKOBOIO IHrenbxanm a nakyBaHHs, Ha MeTofax BunpobyBaHHsa APl abo BuxigHoro martepiany/npoMikKHOro peyernmom
060/10HKO0, M0 10 IHTepHeLwHN MapKyBaHHS, NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NpoLeci BUpobHuLTBa Ad|
Mr no 10 TabeToK y v6X KOHTPO/1b SIKOCTI, - 3MiHa METOAMKM BU3HAYEHHS Ta PO3AiNIeHHs NOTEHLiHOT fAoMmilkm IN
nepgoposaHomMy BUNYCK cepil: 79287 Ha 6ifnbLlL CEeNEKTUBHY; 3MiHM | TUMy - 3MiHa y MeToAax
6nictepi; no 1 a6o 3 BepiHrep BMNPo6yBaHHs APl abo BuXigHOro martepiany/npomikKHOro
6nictepn y IHrenbxainm NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NpoLeci BUpobHuuTBa Ad|
KapTOHHiiA Kopo6Li dapma 'M6X i - B METOAML,i BUSHAYEHHS 3a/INLLKOBUX KiNlbKOCTEN OpraHiuHmx
Ko. KT, PO3UMHHNKIB Bif0YyBa€ETbCS 3BY)XEHHS KPpUTEPIiB NepeBipkM NpuAAaTHOCTI
HimeuuunHa; cucTemMu; 3miHM | TMny - 3MiHa BUPOGHMKA BUXIAHOTO/MPOMIXHOrO
anbTepHaTuBHa npoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOGHNYOMY NPOLIEC]
OinbHUUA ans A®I, abo 3miHa BMpobHMKa (BK/TtOYaloUn, e HeobxigHo, Micue
BTOPVHHOIO npoBefeHHSA KOHTPOo AkocTi) A®I (3a BigCYTHOCTI cepTudikata
nakyBaHHs: BiANOBIAHOCTI E€Bponeiickkili hapmakonei y 3aTBepAKEHOMY A0CHE) -
dapm/lor Papma BBE/IeHHS 10AaTKOBOro BUPOOHVKA A/19 BUPOOHMLTBA BUXIAHOI
NopxicTik FTM6X, pevoBUHYM; 3MiHK | TUNY - 3MiHa y NapameTpax cneumdikauiin Ta/abo
HimeuuunHa,; [ONYCTUMUX MEX, BU3HaYeHUX y cneuudikadisx Ha AdPl, abo
LLiteremaHH BUXIQHWIA/MPOMIKHWI NPOAYKT/peareHT, Wo BUKOPUCTOBYHOTLCA Y
JIboHhepnakyHre npoueci BupobHuutea APl (qogaBaHHa abo 3amiHa (3a BUHATKOM
H yHZ JloricTiwep aKTUBHOI peYoBUHU 6i0NOrYHOro abo iIMyHOOMYHOTO NOXOKEHHS)
Cepsic e. K., napameTpa cneuudikauii 3 BignoBiAHUM METOA0M BUMPOOYBaHHS 3a
HimeuuunHa pe3synbTatamu gocnigkeHb 3 6e3nekn abo SKocTi); 3MiHK | Tuny - 3miHa
BMPOGHMKA BUXIAHOrO/MPOMIKHOIO NPOAYKTYy/peareHTy, Wwo
BMKOPUCTOBYIOTbCS Y BUpO6HMYOMY npoueci Adl, abo 3miHa BUpobHMKa
(BKTrOYaKOUK, Ae HeobXiAHO, MicLe NPOBeLEeHHA KOHTPOSI0 AKOCTI) API
(3a BigCcyTHOCTI cepTudpikaTa BigNoOBigHOCTI EBponeiickbkili hapmakonei y
3aTBepKEHOMY [JOCbE) - BBEAEHHS AOAATKOBOIO BUPOGHUKA
emnarsig103vHy HEMEIEHOro; 3MiHM | TuMy - 3MiHa BUPOGHKKa
BWXi4HOro/MPOMIXHOro NPoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMpo6HMYOMY npoueci Adl, abo 3miHa BUpo6HMKa (BKOUatoum, e
HeobXiZiHO, MicLie NPOBEAEHHSI KOHTPOsIHO skocTi) A®I (3a BigCyTHOCTI
cepTudpikaTa BignoBigHOCTI €Bponeiickkivi hapmakonei y
3aTBEpAKEHOMY AOCbe)(BBEAEHHS HOBOI Ai/bHULL, A€ 3A4iNCHI0ETLCS
MIKpOHi3aLjisi) - BBeAEHHS A0AATKOBOTO KOHTPaKTHOro BUPOGHMKa Ans
nepemMesioBaHHs filo4oi PeYoBUHW; 3MiHK | TUMy - 3MiHa y MeToAax
BMNPOo6YyBaHHs APl abo BUXigHOro martepiany/npomikKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NpoLeci BUpobHuLUTBa Ad|
(He3HauHi 3MiHW Y 3aTBEPPKEHNX MeTOAAX BUNPOBYBaHHS)
43. ANA3ENEKC® PO34MH aNns iH'ekuii, | AT "Kanauekc" NatBis BCi cTagii CnoBayy | BHECEHHSI 3MiH 40 PEECTPaUiiHNX MaTepiasliB: 3MiHM | TUNY - 3MiHa By ab- 3a UA/15321/02/01
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KOHTPO/b cepii:
MeHapiHi-®oH
XeligeH TM6X,

Himeuunna

MyfbTUNIETHOrO cepTudpikaTa Ha matepian) (BunyyeHHs CEP
BMpO6HMKa Aitouoi pevoBrHn ARCH PHARMALABS LIMITED, IHgisa 3a
HasABHOCTI MyNbTUM/IETHOTO cepTudikaTty Ha martepias); 3miHu | Tuny -

3MiHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudikar BiAnosigHOCTI
€Bponeiickkiin hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBiAHOCTI abo BUTy4YeHHs cepTudikara
BifnoBigHOCTI €Bponelickkili hapmakonei: ana A®l; ons BUXigHoOro
marepiany/peareHTy/NpoMiKHOro NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; AnA [ONOMIXKHOI pevyoBUHM (cepTudikat BiANoBiAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUli cepTuddikaT Bif yxe
3aTBEPKEHOro BUPO6HMKa (MOfaHHS OHOBIEHOTO cepTudiikaTa
BiANOBIAHOCTI EBpoNeiickbkili hapmakonei) Bif yxe 3aTBepXeHOro
BMPOGHMKa fitoyoi pevosrHn AMOLI ORGANICS PVT LTD IHgia R1-
CEP 1997-066-Rev 03); 3miHu | Tuny - 3miHn 3 sikocTi. CepTudikat
BignosigHocTi/ E-cepTudikar BignoBigHOCTI EBponeiichkii
thapmakonei/moHorpadii. NogaHHA HOBOro abo OHOBJIEHOTO
cepTuguikaTa BignoBigHOCTi abo BUyYeHHs cepTuddikara BignoBigHOCTI

Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
5mMr/Mnno 2 mn B BUPOBHNYOro nHa/ AKOI YaCTVHW MaTepiasly NepBMHHOT YNaKoBKM, L0 He KOHTaKTYeE 3 peyenmom
amnyni; no 5 amnyn npovecy, Kpim Natsis rOTOBMM NiKapCbKNUM 3aC060M - BBEAEHHSA AOAATKOBOrO 3aXUCTy ANs
B YapYHKOBIli BUNYCKY cepii: NiKapcbKoro 3acoby: 2 No3Ha4YeHHs y BUTSAI MapKyBa/lbHYX Kieub Ans
ynakoBLi (nigaoHi); XBM dapma 060B’'sI3KOBOr0 NO3HAYEHHSA NEPBUHHOI YNAaKOBKM HAPKOTUYHOrO Ta/ abo
no 2 abo 66 c.p.o., NMCUXOTPONHOro 3acoby Ta KOAO0BE KiflbLie A/15 AAHOr0 NiKapCbKoro
YapyHKOBUX CnoBayunHa; 3aco6y 3 BiANOBIAHUMY 3MiHAMW Y p. «YNaKkoBKa»
ynakoBOK (NigA0HIB) BUPOGHUK, SIKWiA
y nayui 3 KapTOHY Bignosigae 3a
BUNYCK cepil,
BK/THOHAKOUM
KOHTPO/b
cepii/Bunpobysa
HHA: AT
"IpiHaekc",
Nartsis
44, ANKNOBEPN® Kancynu Teepgi BEP/IH-XEMI | HimeuunH BMPOGHMLTBO Himeuun BHECEHHS 3MiH 10 peecTpaviiiHnx matepianis: 3MiHn | Tuny - 3MiHn 3 3a UA/9701/04/01
PETAPJ NPOIOHrOBaHOI Aji Al a Kancyn TBepanx Ha sAKocTi. A®l. KoHTponb A®I. 3miHa y meTogax BunpobyBaHHa ADI abo peyenmom
no 100 mr Ne 10 "in bulk", BUXIZAHOrO MaTepiany/npoMiKHOro NpoayKTy/peareHTy, LWo
(10x1), Ne 20 (10x2), KOHTPO/b Ccepil: BUKOPUCTOBYETLCA Y NpoLeci BUpo6HMLTBA ADI (BUNYYEHHA MeToay
Ne 50 (10x5) y XeHHir BUNPOGYBaHHSA 4s1a Adl/peareHTy/MPoMiKHOIO NPOAYKTY, KO0
6nictepax ApuHaimiTTeNb anbTepHaTVBHWI METOJ BXe 3aTBepAKeHuiA) (BUIyUYeHHs
v6X & Ko KT, anbTepHatuBHOi meTogukn NIR cnekTpodhoToMeTpil Ans igeHTudikaii
HimeuumnHa; avknodeHaky); 3miHu | Tuny - 3miHn 3 sikocTi. CepTudikar
KiHUEeBe BignosigHocTi/l E-cepTudikar BignoBigHOCTI EBponeiichkii
nakyBaHHs, thapmakonei/mMoHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
BUMYCK cepii: cepTugikaTa BignoBigHOCTI abo BUyYeHHs cepTuddikara BignoBigHOCTI
BEPNIH-XEMI €Bponeiicbkiii hapmakonei: ans A®l; ans BuxigHoro
Al', HimeuuunHa; marepiany/peareHTy/npOMKHOTO NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
KiHLleBe BUPOGHMLTBI A®I; Ans ONOMIKHOT peyoBMHU (CepTudikaT BignoBigHOCTI
nakyBaHHs, €Bponeiicbkili hapmakonei) - BunyyeHHs ceptudikaTiB (3a HasiBHOCTI
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
nocsi0O4YeHHs

€Bponeiicbkii hapmakonei: ans A®l; ans BUXigHOro
marepiany/peareHTy/npOMiKHOTO MPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y
BMPOGHMLTBI A®I; AnA 4ONOMIKHOI pevyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - HoBuii cepTudikaT Bif, HOBOro BUPOGHMKa
(3amiHa abo gonoBHEHHS) (MoJaHHSA HOBOroO cepTudikaTa BifgnoBigHOCTI
€Bponelicbkiin dhapmakonei Bif HOBOr0 BUPOOHUKA 1il040i pe4YOBUHN
UNIQUE CHEMICALS (A DIVISION OF J. B. CHEMICALS &
PHARMACEUTICALS LTD.) R1- CEP 1997-041-Rev 04 3 BBEAEHHAM
nepiofly NOBTOPHOro BUNpPo6yBaHHA 5 pokiB); 3MiHu | Tvny - 3MiHuW 3
akocTi. CepTudpikaT BignosigHocTi/IE-cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBiAHOCTI abo BUTyYeHHS cepTudiikata
BiANoBigHOCTI EBponeiickkili hapmakonei: gns A®l; ons BUXigHOro
mMarepiany/peareHTy/npoOMiKHOTO MPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; AnA 4ONOMIKHOI pevyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - HoBuii cepTudikaT Bif, HOBOro BUPOGHMKa
(3amiHa abo gonoBHEHHS) (MoAaHHSA HOBOrO cepTudikaTa BifgnoBigHOCTI
€Bponelicbkiin hapmakonei Bif HOBOro BUPOOHUKA 1il040i pe4HOBUHN
LABORATORIO CHIMICO INTERNAZIONALE S.P.A. RO - CEP 2009-
303-Rev 02); 3miHu | Tuny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknii 3aci6.
Onuc Ta ckiag,. 3miHa y cknagi (4ONOMiIXHUX peyoBUHaX) roOTOBOIO
nikapcbkoro 3acoby (iHWi 3miHW) (3MiHa y cknagi 4ONOMDKHUX PEYOBUHMN:
BBeAEHHS A0 cknagy /13 HOBOI AONOMIKXHOT PEYOBVHW HATPItO
rippokeng (EP) 3 metoto kopurysaHHs pH (p. 3.2.P.1 Introduction of
sodium hydroxide (EP) as additional excipient for adjustment of pH of
the shellac- containing suspensions to pH of 7.0-7.2, 3anponoHoBaHo:
sodium hydroxide g.s. ). 3amiHa «Ethanol 96%» Ha « Ethanol,
anhydrous»); 3miHu | TUny - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHuLi (BKIOYatoun ginbHuui ans A®l, npoMixXHOro
NPoAyKTy abo roToBOro nikapcbKoro 3acoby, AiNbHUL AN NPOBEAEHHS
nakyBaHHs, BUPOGHWKa, BiAMNoBifa/IbHOrO 3a BMMNYCK cepiid, Micue
npoBefeHHs KOHTPO/IO cepii) abo nocTavanbHVKa BUXIAHOTO matepiany,
peareHTy abo JONOMIKHOT PEYOBUHM (SIKLLO 3a3HA4YEHO Y [0CbE)
(BUNy4YeHHA BUPOGHWMKA, BignoBigansHoro 3a BupobHuLTBo “in bulk " Ta
KOHTpOb cepii Riemser Specialty Production GmbH, Germany); 3miHn |
TUny - 3MiHM 3 AKOCTi. [OTOBWIA NikapCcbkWii 3aci6. 3MiHW Y BUPOOHULTBI.
3MiHV y npoueci BUpOGHULITBA FOTOBOIO NiKapCbKoro 3acooby,
BK/1OUAI0UY MPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NPY BUPOOHULITBI
roTOBOrO JlikapCbKOro 3acoby (He3HavHa 3miHa y npoLeci BUpO6GHMLTBA)
(He3HayHi 3MiHK B NpoLieci BUPoGHMLTBA /13 y 3B 513Ky 3 BBELEHHSIM
[ONOMDKHOT peyoBUHY (HaTpIto rigpoKcua) Ta BUuIyYeHHsM Boam
OYMLLIEHOI, eTaHoy Nif Yac cTagil BUCYLLUYBaHHSA); 3MiHW | TUnY - 3MiHK 3
siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. 3MiHK
BMNpoGyBaHb abo JOMYCTVMUX MeX, BCTAHOBEHNX Y creuudikauisx,
nif yac BUPOBGHMLTBA FOTOBOTO /IiKapPCbKOro 3acoby (foAaBaHHA HOBOrO
MeTOAY BUNPOGYBaHHA Ta AOMYCTUMMX MeX) (fofaBaHHS HOBOrO

mMeToAy BunpobyBaHHA nig yac BupobHuuTea [N13: BunpobysaHHs pH
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
ans cycneHsii wenaky (EP 2.2.20) 3 BignoBigH1M1 3miHamMu 4o p.
3.2.P.1. onuc i cknag N3; p. 3.2.P.3.npouec BupobHuytea N13; p.
3.2.P.5.4 aHani3 cepii, p. 3.2.P.8.1 y 38°3Ky 3 BB€I€HHSIM [0 CKnagy
13 HOBOI A,OMNOMIXHOI PEYOBUHMW HATPIKO TiLPOKCUA,; PefaKLiiiHi npaBky
o p. 3.2.P.5. KoHTponb nikapcbkoro 3acoby; p. 3.2.P.7.cuctema
ynakoBku; p. 3.2.P.8. cTabinbHicTb); 3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPO/Ib TOTOBOrO NikapcbKoro 3acoby (iHLi
3MiHK) (pepakuiiiHi npaBkn A0 MeTOAIB KOHTPo /13 3a T. «BHewwHui
BUA», «CpefHAs macca COAepXMMOoro kancynbl», «OfAHOPOAHOCTb
Macchl fIeKapcTBEHHOW hopMbi», «PacnagaemocTb», «PacTBopeHue»,
«peHTndmkaums», « OnpegeneHve KoMyecTBEHHOro CoAepKaHus
AviknodpeHaka HaTpus», «/cnbiTaHne Ha YACTOTY», «loTepu npu
cyLuke», «Mukpobuonormyeckas YncToTa»)
45, AVNKNO®EHAK | po3uunH 41 iH'eKwuil, AT "Nlekxim- YkpaiHa AT "Nlekxim- YkpaiHa BHECEHHS 3MiH [0 PEECTPALiiHNX MaTepiasliB: 3MiHW | TUNY - 3MiHN, 3a UA/13364/01/01
HATPIO 25 mr/mn no 3 mn B Xapkis" Xapkis" noB's3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BiANOBIAHICTb A0 MOHOrpadii peuyenmom
amnyni Ne 5 B nauui L®Y abo Esponelicbkoi dhapmakonei, abo iHLWOI HaLioHabHOT
3 neperopoakamu, hapmakonei gepxasu EC (3miHa y cneymdikayisix, noB'a3aHa 3i
a6o Ne 5y 6nictepi 3MiHamu B I®Y, abo €Bponeiickkili hapmakonei, abo iHLil
Ne 1y nayui, ab6o Ne HauioHasbHIl chapmakonei gepxasy €C); CynyTHA 3MiHa: 3MiHW,
100 B kOpoO6Li 3 noB'si3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BIAMOBIAHICTb A0 MOHOrpadii
neperopogkamu Loy abo €sponelicbkoi hapmakonei, abo iHLWOT HalioHaIbHOT
hapmakonei gepxasu EC (NpusefeHHs cneundikauii BxigHoro
KOHTponto A®| go Bumor moHorpadii EP gitouoro BugaHHs); 3amiHn | Tuny
- nogaHHs oHoBneHoro CEP Big 3aTBepakeHoro BUpo6Huka Adl
46. AOKTOP cupon no 100 mny Monix NMiviteq IHAjisA ToniH NimiTen IHAiA BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | Tuny - 6e3 UA/7255/01/01
KALLUE/Nb chnakoHi; no 1 AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu 3asBHUKaA peyenma
dhnakoHy B (BnacHvKa peecTpauiiHoro nocBig4eHHs) (3MiHa PUANYHOT agpecu
KapTOHHI ynakoBL,i 3a51BHMKA)
47. AOKTOP Masb, o 20 ry TOB YkpaiHa "HOHiK IHAisa BHECEHHS 3MiH [0 peecTpaLiiiHuX MaTepiastiB: 3MiHN | TUNY - BBEAEHHS 6e3 UA/7868/01/01
MOM® 6aHouLi; no 1 "[KOHCOH | dapmacboTKan a60 3MiHN [0 y3arasibHEHUX AaHKX NPO cucTeMy papMakoHarnsaay; peyenma
6aHOouL,i B KAPTOHHIl J>KOHCOH Nab6opaTtopis" 3MiHa YNOBHOBaXXEHOT 0CO6M, BignoBigaibHOI 3a 34iACHEHHS
Kopoo6Li YkpaiHa" (BipgineHHs thapmakoHarnagy
ipmn "Ox. B.
Kemikans eHpg,
dapmacbloTUKa
3/114.")
48. AOKTOP cupon no 100 mny TOB YkpaiHa FOHiK IHAisA BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHW | TUNY - BBEAEHHS 6e3 UA/2408/02/01
MOM® donakoHi 3i ckna; no "[>KOHCOH i PapmacbioTuKas ab0 3MiHM [0 y3arasibHEHUX AaHKX NPo cucTeMy hapmMakoHarnsay; peyenma
1 chnakoHy B L[bKOHCOH Nab6opaTopi3 3MiHa yNOBHOBaXXEHOI 0C06W, BiANOBIAA/IbHOI 32 34iiCHEHHS
KapTOHHI kopo6uyj; YkpaiHa" (BipgineHHs thapmakoHarnagy
no 100 mn abo no chipmun Ox. b.
150 mn y chnakoHi 3 Kemikans eHpg,
nonietuneny no 1 PapmacboTuKas
dhnakoHy pasom 3 3/11a)
MipHOIO CK/ISIHKOIO B
KapTOHHI KopoobLi
49. AOKUE® TabneTkn, BKpUTI JlioniH JlimiTeq IHAjiA Jronid NlimiTeq IHAjs BHECEHHS1 3MiH A0 peecTpauiliHnx maTtepianis: 3MiHu | Tuny - 3a UA/12609/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
060/10HKO10, 0 100 AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKA peuenmom
mr, no 10 TabneTok (BnacHvKa peecTpawiiHoro noceigyeHHs) (3MiHa topuanyHoi agpecu
y 6nicTepi; no 1 3a5BHMKA)
6nictepy B nayui 3
KapToHY
50. AOOKLUE® TabneTku, BKPUTI NoniH NMimitep IHais Tonin Nimitep, IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/12609/01/02
060/10HKOt0, MO 200 AnMiHiCTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo aapecu 3asBHUKA peyenmom
mr, no 10 TabneTok (BnacHvKa peecTpawiiHoro noceig4yeHHs) (3MiHa topuanyHoi agpecu
y 6nicTepi; no 1 3a5BHMKA)
6nictepy B nauui 3
KapTOHY
51. AOPIBAKC NOpPOLUOK AN1A Takepa CWA BUPOOHULTBO AnoHisi/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3mMiHu | TUny - 3MiHM B 3a UA/9213/01/01
pO3UMHY ANns dapmachbloTika Hepo3sdacoBaHol CWA IHCTPYKL,ii 415 MeAUUYHOro 3acToCyBaHHS Y p. «MiCLEe3HaxXoMKEHHS», AK peyenmom
iHcpysiin no 500 mr nc CLWA, IHk. npoaykKuii, HacnifoK BiANOBIAHI 3MiHM B TEKCTi MapKyBaHHS yNakoBOK; 3MiHU | Tuny -
Ne 1, Ne 10 y nepBuHHe He3HauHi 3MiHM [0 TEKCTOBOIO0 MapKyBaHHS BTOPUHHOI YNaKkoBKu
hnakoHax y nakyBaHHs nikapcbKoro 3acoby (fofaHHs iHhopmaw,i WoA0 BaCHUKA MiLEeH3T).
KapTOHHIM navui (BkNHOYAIOUN BBefeHHs1 3MiH MPOTArom 6-T1 MICALIB MiC/1A 3aTBEPAKEHHS; 3MiHM |
KOHTpONb cepil): TUny - 3MiHa y MeTofax BunpobysaHHss A®Il abo BUxigHoro
LUioHori eHg Ko., marepiany/npomiKHOrO NPOAYKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
Nta., AnoHis; npoueci BUpobHuuTBa A®| - BHECEHHS HE3HAYHUX 3MiH 40 aHasTITUYHOT
BTOPVIHHE METOAWMKM KiNbKICHOTO BU3Ha4YeHHs nanagito B Ad|
nakyBaHHs,
[03BiN Ha BUNYCK
cepii: KapToH
Cepsic,
IHKOpnopeliTes,
CLLA
52. EAEM® cupon, 0,5 mr/mnno | MAT "dapmak” YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3miHa 6e3 UA/7746/01/01
60 mn a6o no 100 po3mipy cepii (Bk/to4arouM fianasoH po3mipy cepii) roToBOro peyenma
MY hnakoHax nikapcbKoro 3acoby (36inbLieHHs a0 10 pasiB NOPIBHAHO i3
pasom 3 JI0XKKOH 3aTBEPAKEHUM PO3MIPOM)
[03yBa/IbHOIO Ta
[03YH0UHMM CTakaHoM
Ne 1
53. ERIBIP™ PO34UH OpasIbHUIA, BiiB Xenckep Benvka nakcoCwmiTKnsii KaHapa BHECEHHS 3MiH [j0 peecTpaLiiiHuXx MaTepiasiB: 3MiHN | TUny - 3MiHa 3a UA/7473/02/01
10 mr/mn no 240 mn IOK Nimite, BpuTaHis H [HK. napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX rOTOBOrO peuenmom
y tonakoHax Ne 1 B nikapcbKoro 3acoby - OHOBMEHHSA cneundikaLii Ha TepPMiH NpUMAATHOCTI
KOMMNEKTi 3 3a nokasHukom "MikpobioforiyHa yucToTa" roToBOro fikapcbkoro 3acoby
noninponisieHoBNM y BiANOBIZHICTb [0 Aitoyoi pegakuii EP
Lwnpuuem Ta
nonieTMIeHoBUM
ajanTepom y
KapTOHHI KopoobLi
54. ECMNY3IH- Kpanni opasnbHi, 40 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasiB: 3MiHN | TUny - 3MiHa 6e3 UA/12946/01/01
340POBA mr/mn no 30 Mny obmexeHoro 06MexeHo po3mipy cepii (BktoYaroun fianasoH po3mipy cepii) roToBoro peyenma
nakoHi 3 Npo6Koto- BiANOBIAA/TbHI BiANOBIAA/IbHICT NikapcbKoro 3acoby - BBEAEHHS A0AATKOBOIO pPO3Mipy Cepili NlikapcbKoro
KpanesibHUUEe Ta CTHO 10 3aco6y ans gitoyoro uexy ®XLU (ainbHuus MPASC i A)
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
KpuLLKoto, no 1 "GapmaueBTu "®apmaueBTuyHa
dhnakoHy B KOpPOOL,i YyHa KOMMaHis KOMNaHis
3 KQpTOHY "3p0poB’sa” "3p0pos’a”
55. 3EBECUH® TabneTkun, BKPUTI TOB "3eHTiBa" Yecbka TOB "3eHTiBa", Yecbka BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 3MiHW | TUNY - 3MiHW Y 3a UA/12692/01/01
NNiBKOBOIO Pecny6nik Yecbka Pecny6ni npoLeci BUPOGHMLITBA FOTOBOTIO /iKapCbKOro 3acoby, BK/IUaKum peyenmom
060/10HKOI0, M0 5 Mr a Pecny6nika; AT Ka/ NPOMIKHWI NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOGHULITBI FOTOBOIO
Ne 10 (10x1), Ne 30 "CaHeka Cnosaub nNikapcbKoro 3acoby - 3MiHK y npoveci BUpobHULTBa Ha cTagil
(10x3): no 10 dapmacbioTikan3 Ka romoreHisauii
TabneTok y 6nictepi; ", CnoBaupka Pecny6ni
no 1 a6o 3 6nictepu Pecny6nika Ka
Y KapPTOHHI/ KOpoobLii
56. 30/1APPEH TabneTkn, BKpUTI TOB MonbLia BUPOGHMK "in Monbwa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK A0 3a UA/2604/01/01
060/10HKOI0, N0 5 Mr "Agaves" bulk", IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHS Y po3ain: MobiuHi peakui, peyenmom
no 30 TabneTok y NepBUHHOTO Ta 3rigHo 3 iHhopMaLieto Wwoao 6e3nekn 3acToCyBaHHS Ailo4oi PEHOBUHN
6nictepi; no 1 BTOPVHHOTIO onaH3aniH. BBegeHHA 3MiH NpoTArom 3-x MicAuis nicns
6nictepy y nakyBaHHs: 3aTBepAKEeHHSA
KapTOHHIA KOpoo6Li 3aknag
dapmMaueBTUYHU
n Apaven
dapma C.A,,
MonbLua;
KOHTPO/b AKOCTI
Ta [o3BiNn Ha
BUMYCK cepil:
MNab'aHiLbKnii
hapmaLeBTUYHN
1 3aBog Monbcha
A.T., MonbLua
57. 30/1A®PEH TabneTku, BKPUTI TOB Monbwa BMPOGHKK "in Monbwa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3mMiHu | Tuny - 3MiHM A0 3a UA/2604/01/02
060/10HKO10, 1Mo 10 "Apamvepn" bulk”, IHCTPYKLT 418 MeAUYHOro 3actocyBaHHs y po3ain: MobidHi peakuir, peuenmom
mr no 30 TabneTok y NepBUHHOIO Ta 3rigHo 3 iHchopmaLieto o0 6e3nekn 3acToCyBaHHS Ait040i peHOBUHN
6nictepi; no 1 BTOPUHHOTIO onaHsaniH. BBegeHHs1 3MiH npoTarom 3-x Micsuis nicna
6nictepy y nakyBaHHS: 3aTBepAKEHHA
KapTOHHI Kopoo6Li 3aknag
dapmMaueBTUYHU
n Apaven
Papma C.A.,
MonbLa;
KOHTPONb SIKOCTI
Ta [03BiN Ha
BMNYCK Cepil:
Mab6'saHiLbKni
hapmaLleBTUYHN
1 3aBog Monbda
A.T., MNMonbLua
58. 30/IEAPOHOB | KoHUeHTpar A/ Mictpan Benuvka AxTasic ITanis ITania BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHM | Tuny - 3miHa 3a UA/14456/01/01
A KUCNOTA- PO34MHY Ans Kenitan BputaHis C.n.A. napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX rOTOBOro peyenmom
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

BICTA

iHcpysii, 4 mr/5 mn, 1
hnakoH 3
KOHLIEHTpaTOM B
KapTOHHI KOopoo6Lli

MeHeKMEHT
nrp,

NiKapcbKoro 3acoby - 3BY)XXEeHHS MeX cneLmdikallii roToBOro Nikapcbkoro
3aco6y npu BUMYCKy Ta NPOTSAroM TEPMiHY NMPUAATHOCTI 3a MOKA3HUKOM
«CynyTHi AOMILLKN»

59.

IBYHOPM BEBI

CYCMeHsisi opasibHa,
100 mr/5 mn no 50
M1 a6o no 100 mn,
a6o no 200 mny
donakoHi Nel

ToBapucTtso 3
06MexeHo
BiANOBiAabHI
CTIO
"GapmaueBTu
YHa KOMMaHis
"3popos's"”

YKpaiHa

ToBapucTtso 3
06MexeHot
BiANOBIAALHICT
10
"GapmaueBTuyHa
KOMNaHis
"3popos's”

YkpaiHa

BHECEHHS 3MiH 40 peecTpayiiHux martepiasnis: 3MiHu | Tuny - 3miHn 3
AKocTi. [oTOBWMiA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWii 3aci6. 3miHa dhopmu abo po3mipy
KOHTeliHepa 4un 3aKynoprBa/IbHOr0 3aco6y (MepBUHHOT YNaKOBKN)
(HecTepusbHI Nikapcbki 3aco6m) (He3HauHi 3MiHM po3MipiB kpuwkn KB3
BMpo6HUKa 3AT «®ipma Eninc», YkpaiHa Ta kpuwku 1.4 BupobHuka TOB
«dapmmaLl», YkpaiHa); 3miHu | Tuny - 3MiHu 3 AkocTi. FoToBMiA
nikapcbkuii 3aci6. CructeMa KoHTelHep/3akynoproBasibHUiA 3aci6. 3miHa
napameTpiB cneuugikauii Ta/abo AoNYCTUMUX MEX NEPBUHHOI YNaKOBKU
roTOBOrO MikapcbKoro 3acoby (iHWi 3mMiHK) CynyTHs 3MiHa
- 3miHu 3 siKocTi. FoTOBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHKiA 3aci6. 3MiHa y MeToaax BUNpoGyBaHHS
NepBMHHOT YNakoBKM rOTOBOTO JTiKapCbKOro 3acoby (He3HauHi 3MiHN y
3aTBEpPXEHUX MeToAax BUNpobyBaHb) (3miHa y crnevmdikauii Ta
mMeToAax BUNPOGYBaHHSA NePBMHHOT yNnakoBkM (DN1aKOHN Ta KPULLKK
nnacTMacosi) 3a n. «MBY»); 3MiHu | Tuny - 3miHn 3 AkocTi. FoTOBWMIA
nikapcbkuii 3aci6. CructeMa KoHTelHep/3akynoproBasibHUiA 3aci6. 3miHa
pO3Mipy ynakoBK/ roTOBOro MikapcbKoro 3acoby (3miHa Macu/o6'emy
BMICTY KOHTeiHepa 6araTto030B0ro JlikapCcbKoro 3acoby ans
HenapeHTepasibHOro 3acTocyBaHHs (abo 04HOA030BOr0, YaCTKOBOIO
BUKOPWCTaHHS) CynyTHS 3MiHa - 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbKMii
3aci6. Cuctema KoHTeliHep/3akynoploBasibHUIA 3aci6. 3MiHa Yy NEPBUHHIN
yMaKoBLji FOTOBOro NiKapCbKOro 3acoby (SKiCHWIA Ta KinbKicHWiA cknag) -
M’siki Ta HecTepunbHi piaki Nikapcbki hopmm - 3MiHK 3 AKoCTi. FoTOBWMA
nikapcbknii 3aci6. KOHTpoNb roToBOrO Mikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX rOTOBOr0
nikapcbkoro 3acoby (iHLWi 3MiHM) (3MiHM 3 SIKOCTi. TOTOBWIA NikapcbKuii
3aci6. Cuctema KoHTelHep/3akynoptoBasibHUI 3aci6. 3miHa
nocTavanbHrika nakyBasibHUX MaTepianis abo KOMMNAEKTYHUUX (SKLLLO
3a3HayYeHo B A0CbE) (3amiHa abo AofaBaHHA nocTavasibHMKa) - 3MiHM 3
SIKOCTi. [OTOBWIA Nikapcbknii 3aci6. KOHTPOb rOTOBOrO JTiKapCbKOro
3aco6y. 3miHa y MeToAax BUNpo6yBaHHS rOTOBOTO JlikapcbKoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPKEHUX MeToAax BUNpobyBaHHs) (BBeAEHHS
[,04aTKOBOro BUAy nakyBaHHsl no 200 M1y dolakoHi y KopobLi 3 KapToHY
HoBOro BMpo6Huka 3AT «Pipma Eninc», YkpaiHa) Y 3B's13Ky 3 BHECEHHSIM
fopartkosoro chnakoHa no 200 M, BigdYNUCH 3MiHW Y
cneumagikauji/meTogax KOHTposto sakocTi /13 n. «O6’em BMICTY
YNaKoBKW», P. «YNaKkoBKa»

6e3
peyenma

UA/11513/01/01

60.

IMYHOI NTIOBY/
IH MO ANHN
HOPMA/TbHUIA
- BIO®APMA

PO3UMH ANA IH'EKLN
10% no 1,5 mn (1
nosa) ta 3,0 mn (2
[031) B amnynax
Nel0

TOB
"BIO®PAPMA
MNIA3MA"

YkpaiHa

TOB
"BIO®PAPMA
MNA3SMA"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnux maTtepianis: 3MiHu | Tuny - 3MiHKn
Loao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. 3mMiHu y
TepaneBTUYHMX NOKa3aHHAX (BUIyYEHHS TepaneBTUYHOrO NoKasaHHS)
(3MmiHn BHECEHO [0 IHCTPYKLi 415 MEeAUYHOr0 3aCTOCYBaHHS npenaparty
00 po3giniB «lMoka3aHHs», «Cnocib 3acToCcyBaHHS Ta A03U»)

3a
peyerimom

41/12-
300200000
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
61. IHOOMETALUWH | Tabnetku, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTaaji Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3MiHU | TUNY - NogaHHS 3a UA/5763/01/01
-340POB'A 060/10HKOI0, obmexeHoro BMPOBHMLITBA, HoBoro CEP Ha A®| iHgomeTaumH Bif HOBOro BUPOGHMKA 3i 3MIHOK Y peyenmom
KMLIKOBOPO34YMHHI M0 | BignoBigasibHi KOHTPO/1b SIKOCTI, cneumgikauii Ta MeTogax BXigHOro KOHTposIto A®I 3a Noka3HUKOM AKOCTI
25 mr no 10 cTHO BUMYCK cepil: «3a/TNLLKOBI KiSIbKOCTI OPraHiyHnX PO3UNHHUKIBY»; CYNYTHA 3MiHA: 3MiHa Y
TabneTok y 6nictepi, | "®apmaueBtu ToBapucTso 3 napameTpax cneuudikauii Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
no 3 6nictepu y YyHa KomMaHis 06MexeHot cneumdikauisix Ha Ad®l, abo BUXigHWUI/MPOMIXXHWIA NPOAYKT/peareHT, Lo
KapTOHHI Kopobuyj; "3p0pos'a" BiANOBIAANbHICT BMKOPUCTOBYIOTLCSA Y NpoLeci BupobHuutTea A®l; 3miHa y meTogax
no 30 TabneTok y 10 BMNPOGYyBaHHs APl abo BuUXigHOro martepiany/npomikHOro
6nictepi, no 1 "GapmaueBTuyHa npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NpoLeci BUpobHuuTBa Adl;
6nictepy y KOMNaHis 3MiHK | TUNY - BUNYYeHHS 3aTBEPKEHOro BUPO6HMKa AdPI
KapTOHHI Kopoo6Li "3popos'a"’, IHAOMeTauVHy; 3MiHW | TURY - 3MiHK, NOB'A3aHI 3 HEO6XiAHICTIO
YKpaiHa; BCi npuBeLEHHS Y BiANOBIAHICTb A0 MoHorpadii 4dY abo EBponeiicbkoi
cragji hapmakonei, abo iHLWOoT HauioHabHOT thapmakonei aepxasn €C (3MiHa
BMPOBHMLITBA, y cneuudikauisix, nos'a3aHa 3i 3miHamu B dY, abo €sponelicbkii
KOHTPO/1b SIKOCTI: thapmakonei, abo iHWii HauioHanbHil dhapmakonei gepxasu EC);
ToBapucTBo 3 CYNnyTHS 3MiHa: 3MiHa y MeToAax BunpobysaHHss APl abo BUXigHOro
06MexeHot marepiany/npomiKHOr0 NPOAYKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
BiANOBiA&/IbHICT npoueci Bupo6HuuTBa A®I (iHWi 3MiHM y MeTogax BUNpobyBaHHs
10 "PAPMEKC (BKOYaKOUM 3aMiHy ab6o f0NoBHEHHS) APl abo BUXiAHOro/MPOMKHOIO
TPYI", YkpaiHa NpPoAYKTY)
62. IHONNAPAKC Masb no 15 r abo no ToBapucTso 3 YKpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH 0 peECTpaLifiHuX MaTepiasiB: NPUBEAEHHS HANMCaHHA 3a UA/10175/01/01
25r,a6ono 50 r, no obmexeHoro 06MexeHot peecTpauiiiHoi npoueaypu B Hakasi MO3 YkpaiHu Ne 169 Big, peyenmom
100 ry Ty6i; no 1 BiANOBIAA/TbHI BiANOBIAA/IbHICT 21.02.2017 y BignNoOBigHICTb A0 peecTpauiliHMX maTepiasiiB B NpoLeci
Ty6i y KapTOHHiIl CTHO 10 BHECEHHS 3MiH - 3MiHM | TUNy: 3MiHM 3 AKocTi. FoTOBMIA NiKapcbKuiA
Kopo6bLi "PapmaueBTu "PapmaueBTuyHa 3aci6. Cuctema KoHTeliHep/3akynoploBa/ibHUIA 3aci6. 3miHa
YyHa KOMMaHis KOMNaHis PO3Mipy ynakoBK/U rOTOBOrO /ikapCbKOro 3aco6y (3MmiHa
"3p0pos'a” "3n0pos'a” Macu/oG'eMy BMIiCTy KOHTeliHepa GaraTof,030BOr0 NikapCbKoro

3aco06y ANA HenapeHTepasibHOro 3acTocyBaHHA (a6o
0AHOA030BOr0, HAaCTKOBOIro BUKOPUCTaHHS)). CynyTHS 3MiHa: 3MiHM 3
sKocTi. [O0TOBWIA Nikapcbkuii 3aci6. KOHTPObL roTOBOro NiKapCcbKoro
3acoby. 3MiHa napameTpiB cneumdikauii Ta/abo JOMYCTUMUX MEX
rOTOBOrO JIiKAPCbKOro 3acoby (iHLWi 3MiHK). 3MiHN 3 AKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KOHTpob roToBOro Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPOOYBaHHSA rOTOBOrO JliKapCbKOro 3acoby (He3HauHa 3MiHa
y 3aTBEPAXEHUX MeTogax BUNpobyBaHHs), BBeAEHHS 40AATKOBOI
ynakoBku o 100 r y Ty6i y Kopob6Li 3 KapToHy, 6€3 3MiHV NepBUHHOTO
nakyBaJslIbHOro Matepiasy, 3 BiANOBigHUMK 3MiHaMK Y
cneumdikaujii/meTogax KOHTPOSIO SAKOCTI M. «Maca BMICTY yNakoBKu» Ta
p. «YnakoBka». 3MiHu | Trny: 3MiHM 3 SiKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3MiHa napameTpis
cneunqikauiii Ta/abo 4ONyCTUMMX MEX MEPBUHHOI YMaKOBKN rOTOBOrO
nikapcbKoro 3aco6y (4ONOBHEHHS cneumdikaLlii HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOBYBaHHSA) AOMOBHEHHS
cneumagikauii/MeToAiB KOHTPOSIIO SKOCTi MEePBUHHOT YNaKoBKM (Tyou
aNIOMIHIEBI) HOBUM MOKAa3HUKOM «30BHILLHE NMOKPUTTSA» 3riHO 3
HOPMAaTVBHO AOKYMEHTALLE0 BUPOGHMKA NakyBaslbHOro Martepiasny.
3MiHM | TMNy: 3MiHK 3 AKOCTI. FOTOBWMIA SliKapCbkuii 3aci6. Cuctema
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
KOHTelHep/3aKynoptoBasibHK 3aci6. 3MiHa y MeToAax BUNPOGYBaHHS
MepBVHHOT YNaKoBKN rOTOBOrO MiKapCbKOro 3acoby (He3HauHi 3MiHW y
3aTBEpMKEHNX MeToAax BUNPOOyBaHb), 3MiHN Y MeToAax KOHTPO/Io
SKOCTi NEPBUHHOI ynakoBku (Ty6u antomiHiesi) 3a N. «MBY». 3miHu |
TMNy: 3MiHW 3 AKOCTi. FOTOBMIA NiKapCbkunii 3aci6. 3MiHW y BUPOBHULTBI.
3MiHa po3Mipy cepii (Bk/toYatoun gianasoH po3mMipy cepii) rotoBoro
niKapcbKoro 3acoby (iHLi 3MiHW), BBEAEHHS 404ATKOBOro po3mipy cepii
npenapary 4ns gitoyoro uexy ®XLly 38’A3Ky 3 BBEAEHHSIM HOBOrO BUAY
nakyBaHHs in bulk no 50 kr y 60ukax ctasieBux; BUKNaAeHHs
3aTBEPAXKEHNX PO3MIPIB Cepii 3 3a3HAYEHHAM Y TUC. YNaKkoBOK B
TEOPETNYHOMY PO3paxyHKy (415 HOBOT ynakoBku no 100 r y Ty6i)
63. IH®AUNA PO34YUH OpasIbHUIA [Hoiiue HimeuuunH [Joiiue Himeyun BHECEHHS 3MiH 10 peecTpaLiiiHux MaTepiasiB: 3MiHN | TUny - 3MiHa 6e3 UA/6740/02/01
no 30 mMn y do1aKkoHi; Xomeonari- a Xomeonari-YHioH Ha napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX FOTOBOr0 peyenma
no 1 cpakoHy y YHioH AXY- OXY- niKapcbKoro 3acoby - po3MexyBaHHs cneuudikauii Ha BUNycK Ta Ha
KapTOHHIA Kopoo6Li ApuHaiimitTTen ApuHaiimiTTens TepMiH NPUAATHOCTI 3 YTOYHEHHAM A0NYyCTUMOI MeXi NMoKkasHuKa
b 'M6X & Ko. M6X & Ko. KI «laeHTUdikavis» Ta BuganeHHsa 3 cneumdikadii Ha TepmiH npuaaTHoCTi
Kr NMOKa3HUKiB «/lo3a Ta OfHOPIAHICTb A03YBaHHA Kanesb /15 OpaslbHOro
3acTocyBaHHs», «KifbkicHe BM3HaYeHHs: eTaHoN % (06/06)»
64. IHOAOUNA Tabnetkun no 20 [Loiive HimeuunH [Loiiue Himeuun BHECEHHS 3MiH [0 peecTpaliiiHux maTtepianis: 3MiHW | TUNY - 3MiHa 6e3 UA/6740/01/01
TabneTok y 6nictepi; Xomeonari- a Xomeonari-YHioH Ha napameTpiB cneuudikauii Ta/abo JONyCTUMMX MEX FOTOBOr0 peyenma
no 3 6nictepu B YHioH AXY- OXY- niKkapcbKoro 3acoby - po3MexyBaHHs cneumdikauii Ha BUNycK Ta Ha
Kopoo6ui ApuHaiimiTTen ApuHaimiTTeNb TEPMiH NPMAATHOCTI 3 YTOYHEHHAM A0NYCTUMOT MeXi NoKasHuKa
b 'M6X & Ko. m6X & Ko. KI «laeHTudikauis»
KI
65. IPBECAPTAH NOPOLLOK leTepo /1a63 IHais leTepo /1a63 IHais BHECEHHS 3MiH 40 peecTpaviliHnx maTtepiasis: 3miHu | Tuny - - UA/13940/01/01
(cybcTaHuis) y Niviteq Niviten AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecy Micus
noAgiliHMx NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA (BK/1HOYatoUn, 3a HEOOXIAHOCTI,
nosieTuIEeHoBMX MicL,e NpOBeAEHHS KOHTPOIO SKOCTI), ab0 BNacHUka mactep-caiina Ha
naketax gns A®I|, abo noctavasnbHuka API/BMXigHOrO
BUPOGHMLTBA MaTepiany/peareHTy/NpoMKHOro NPOAYKTY, L0 3aCTOCOBYHOTLCH Y
HECTepPU/IbHNX BMPO6HULTBI ADI (SKLLO 3a3Ha4YeHO Y AOCLE Ha NiKapCbKuii 3acib) 3a
nikapcbknx chopm BiICYTHOCTI cepTudikaTta BignoBigHOCTI EBponeiichkili hapmakonei y
3aTBEPLKEHOMY [OCLE, 260 BUPOBHMKA HOBOT AOMOMDKHOI peHOBUHMN
(AKLL0 3a3HaYeHO Y A0CbE) (3MiHa agpecy BUPOOHMKA 4040l peYoBUHN
Ip6ecapTaH, 6e3 3MiHM MicLs BUPOGHNLTBA)
66. KAMIIO noana | nopouok MPAT YkpaiHa Mpavi IHais BHECEHHS 3MiH [j0 peecTpaviiiHux matepiasis: 3MiHu | TUny - - UA/14005/01/01
(cybeTaHuis) y "PITODAPM" dapmacbroTikasnc AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHs Ta/abo agpecy 3asBHUKA
noABiliHNX nakeTax 3 Met, N14. (BnacHvKa peecTpauiiiHoro noceigyeHHs) (3MiHa HalilMeHyBaHHSA Ta
nniBku afpecy 3asBHMKA)
nonieTuneHoBoi Ans
BMPOGHMLITBA
HecTepubHNX
nikapcbknx hopm
67. KAJIIKO NOanA | kpanni ouxi, 20 ToBapucTBO 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK A0 3a UA/5107/01/01
mr/mMn no 5 mn abo obmexeHoro BMPOOHULITBA, IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHs y posainn: Cnocio peyenmom
no 10 mn y donakoHi; BiANOBIAA/TbHI KOHTPO/Tb SIKOCTI, 3acTocyBaHHSA Ta A4o3un [iTn. BBeAeHHA 3MiH NPOTArom 3-x Micsuis
no 1 donakoHy CTHO BUMYCK Cepii: nicna 3aTBepAKEHHsA
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
pa3om 3 KPULLIKOK- "focnigHnii ToBapucTso 3
KpanenbHuULeo B 3aBof, 06MexeHot
KOpOO6Lii 3 KapTOHY "rTHUNC" BignoBiganbHicT
10 "[focnigHnii
3asog, "MHUNC",
YKpaiHa; BCi
cragji
BMPOGHMLITBA,
KOHTPO/b AKOCTI,
BUMYCK cepi:
ToBapucTBO 3
0bMexeHoto
BiANOBIAANbHICT
10 "®APMEKC
PYI", YkpaiHa
68. KAPI3OH mMasb 0,5 mr/rno 15 [Jepmachapm HimeuunH Mi6e MTmM6X Himeuun BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3MiHuW | TUNY - NOAaHHA 3a UA/10950/03/01
a6o 30r,a6050ry Al a ApuHaiimiTTenb Ha oHoBneHoro CEP R1-CEP 2007-066-Rev 01 ans Ajto4oi pe4yoBrHA Big, peyenmom
Ty6i; no 1 Ty6i B 3aTBEpPXEHOro BUPOOHYKA; 3MiHU | TUMY - 3MiHa po3Mmipy cepii
KapTOHHII nayi (BK/IHOYAKOUM Aiana3oH po3mipy cepil) roTOBOrO JliKkapCbKoro 3acoby
(36inbLweHHs Ao 10 pasiB NOPiBHSAHO i3 3aTBEPAKEHUM PO3MIPOM)
69. KOEH3UM PO34UH ANS iH'EKL Bionoriwe HimeuuunH Bionoriwe Himeyun BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasis: 3MiHu | TUny - 3MiHU 3 3a UA/6999/01/01
KOMMNO3UTYM | no 2,2 mnB XalineMiTTens a XalinbMmiTTens Ha siKocCTi. FOTOBWMIA Nikapcbkuii 3aci6. Cuctema peuyenmom
amnynax Ne 5 (5x1), Xeenb M'M6X Xeenb M'M6X KOHTeliHep/3aKynopoBa/ibHWi 3aci6. 3MiHa po3mipy ynakoBKu roTOBOro
Ne 10 (5x2), Ne 100 nikapcbKkoro 3acoby (3MiHa KinlbKOCTi 0AguHULL (Hanprknag TabneTok,
(5x20) amnyn TOLLO) B yNakoBsLi:) - 3mMiHa no3a AianasoHoM 3aTBepAKEHNX
pO3MmipiB ynakoBku (BBeLeHHs gogaTkoBoi ynakoBku Ne 10 (5x2) 3
BigNoBigHMMU 3MiHamMK y p. "YnakoBka") (TepMiH BBEEHHS 3MiH
npoTArom 3-x MicsiliB Nicns 3aTBepAKEHHS)
70. KOMBYTO/N Tabnetku no 400 mr NioniH NlimiTeq IHais JoniH Nimitepg, IHais BHECEHHS 3MiH 40 peecTpayiiiHux matepiasis: 3MiHu | Tuny - 3a UA/6637/01/03
no 10 TabneTtok y AfMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aApecy 3asiBHMKA peuenmom
cTpvni; no 10 (BNacHvika peecTpauiiHoro nocBig4eHHs) (3MiHa PUANYHOI agpecu
CTPVNIB y KAPTOHHIl 3asBHMKA)
ynakosLi; no 1000
TabneTok y
NJacTUKOBUX 6aHkax
71. KOMBYTO/N Tabnetkn 400 mr in NioniH NMimiteq IHais TMonin Nivitepg, IHais BHECEHHS 3MiH [j0 peecTpaviiiHux matepiasis: 3MiHu | TUny - - UA/6638/01/03
bulk: no 1000 y AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu 3asBHUKaA
NnacTMKoBMX HBaHkax (BNacHvKa peecTpauiiHoro nNocBig4eHHs) (3MiHa PUANYHOIT agpecu
3a51BHMKA)
72. KOMAKCOH®- PO34MH AN iH'EKLN, TeBa I3painb BMPOGHULITBO 3a I3painb/ BHECEHHS 3MiH 4,0 peecTpauiiHnx maTtepiastiB: 3miHM | Tuny - 3MiHa 'y 3a UA/6307/01/01
TEBA 20 mr/Mnno 1 mny dapmaLeBTika NOBHUM LMK/IOM: Benuka MeToAax BunpobyBaHHs A®l abo BUXiAHOro MaTepiasty/mnpoMiXKHOro peyenmom
nonepeaHbLo n lHaacTpi3 TeBa BpuTtaHia | npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y npoueci BUpobHuLTBa API
HanoBHEHOMY nra. dapmaveBTikan / (iHWi 3miHM y MeTogax BMNpoGyBaHHs (BK/IOUAKUYM 3aMiHy abo
wnpuyi; no 1 IHpacTpi3 NTa,, Higepna [0NoBHEHHS) AD| abo BUXiZHOro/NPOMIKHOIO MPOAYKTY) - 3MiHW Y
LUMPWLY B KOHTYpPHIli 13pains; Han/ MeTofax BUNpobyBaHHsa A®| Ha BMICT aueTarTis; 3MiHW | TUny - 3MiHK Y
YapyHKOBIlA BMPOOHULTBO 3a | YrOpLYMH npoueci BUPOGHMLITBA FOTOBOIO /iKapCbKOro 3acoby, BK/IUaKum
ynakosLii; no 28 NOBHUM LMK/IOM: a MPOMIDXHWI NPOAYKT, LLIO 3aCTOCOBYETLCS NPY BUPOGHULITBI TOTOBOIO
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
nocsi0O4YeHHs

npuuis y AVBEKC nikapcbKoro 3acoby (He3HayHa 3MmiHa y npoLeci BUpobHMLTBa)

KOHTYPHUX PapmacboTuKasl

YapyHKOBUX 3 lOK, Benuka

ynakoBKkax y BpuTaHis;

KapTOHHI KOpOOLi KOHTpONb cepil

(noBHe
TeCTyBaHHA,

BK/IOYaOUM Ha
CTEPUSIBHICTL Ta
6akTepiasibHi
€HJ0TOKCUHMN,
ane okpim
6ionoriyHoro
TecTyBaHHs):
Papmaxemi b.B.,
HigepnaHgu;
KOHTpOnb cepii
(TinbkM
6ionoriyHe
TecTyBaHHs): AT
dapmMaueBTUYHU
 3aBog TEBA,
YropumHa;
KOHTPONb cepii
(Tinbkm
6ionoriuHe
TecTyBaHHA): AT
PapmaueBTUYHN
 3aBog TEBA,
YropuuHa;
KOHTpONb cepil
(TinbKn
MikpobionoriyHe
TeCTyBaHHS):
TeBa
dPapmaLeBTikan
IHpacTpi3 T4,
13pains;
KOHTpONb cepii
(ananiTnyHe
TecTyBaHHA Ta
BMBYEHHSA
cTabinbHOCTI):
MnaHTekc N14,,
13pains;
KOHTpONb cepil
(TinbKM
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
6ionoriyHe
TecTyBaHHs):
AGik N1TA.,
13pains;
KOHTpOnb cepii
(ananitnyHe
TeCcTyBaHHA Ta
BUBYEHHS
cTabinbHOCTI):
A3ia Kemikan
IHgacTpi3 N14.,
I13painb
73. KOPTIHE®® Tabnetkun no 0,1 mr, Mab6'aHiLbknii MonbLua MNab'aHiLbKnii Monblwa BHECEHHS 3MiH 10 peecTpavliiiHnx matepianis: 3MiHu | Tvny - 3MiHu 3 3a UA/9532/01/01
no 20 TabneTok y thapmaueBTny hapMaueBTUYHM SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHWM Y BUPOOHMUTBI. 3MiHN Y peyenmom
chnakoHi abo HWiA 3aB0Of, 1 3aBog Monba npoLieci BUPOGHMLITBA FOTOBOrO /1iKapCbKOro 3acoby, BkIovaoun
6nictepi; no 1 Monbha A.T. AT. NPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOGHULITBI FOTOBOIO
nakoHy abo niKkapcbKoro 3acoby (He3Ha4yHa 3MmiHa y Npoueci BUpobHMLTBA)
6nictepy B (BHECEHHSA HE3HAYHUX 3MiH B npoueci BUpobHuyTea MN3: 3.2.P.3.3.2
KapTOHHIA KOpoo6Li Description of the manufacturing process (3miHa po3mipy CiTkv cuTa Ans
cTafji BOMIOroro rpaHy/itoBaHHs i MPoCitoBaHHA cyxoi cymii) 3.2.P.3.4.
Control of Critical Steps and Intermediates (BHECEHHi YTOYHEHHS Y
KOHTPO/b NPOMDKHUX NPOAYKTIB, Wofo TecTis Particle size Ta Bulk
density); 3miHun | TURY - 3MiHK 3 AKOCTI. FTOTOBWIA NiKapCbKWiA 3aci6.
CuncteMa KoHTelHep/3aKynoproBasibHUiA 3aci6. 3MiHa y NepBUHHIi
yNakoBLi FOTOBOro /ikapCbKoro 3acoby (Tun koHTeliHepa abo fofaBaHHSA
HOBOIO KOHTelHepa) - TBepAi, M'siki Ta HeCTEePW/IbHI PigKi Nikapcbki
chopmm CynyTHs 3MiHa - 3MiHU 3 SKOCTi. F0TOBUIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/3akynoptoBasibHUI 3aci6. 3MiHa po3Mipy ynakoBku
roTOBOro NikapCbKoro 3acoby (3miHa KiibKoCTi 0AuHMLL (Hanpukiag,
Tabnetok, amnyn TOLLO) B ynakoBLi:) - 3MiHa no3a fianasoHom
3aTBEPAKEHNX PO3MIPIB YNakoBkKM (40A4aBaHHA HOBOK YNakoBKW
6nictepa Ne20 3 PVC/Aluminium foil, 3 BignoBigHMMM 3miHamn y p.
«YnakoBka»)
74. KCENOAA® TabneTkun, BKPUTI ®.XothcpmaHk- | LUBeliuapi BupobHuymso Mekcuka/ BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3MiHu Il Tuny - 3MiHu 3 - UA/5143/01/02
NAiBKOBOO Na Pow N1a A Hepo3sghacosaHor Kuraii/ AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHM Yy BUpObHULTBI. 3amiHa abo
060/10HKot0, No 500 npodykuyi, LLiBeiiuap BBE/IEHHS 40AATKOBOI AiNIbHULI BUPOOHWULTBA A1 YacTUHM abo BCbOro
Mmr in bulk Ne 10 y BUMNPOBYBaHHSI is/ BMPOBHMYOro NpoLEecy roToBOro Nikapcbkoro 3acoby (AibHULA, Ska
6nictepax KOHMPO/IH0 Himeuun BMMarae NpoBeAeHHs NePBUHHOI NepeBipkM BUPO6HULITBA abo
sIKOCmi: Ha nepeBipkM BUPOOHMLTBA KOHKPETHOIO rOTOBOIO NiKapCbKoro 3acoby)
Mpoaykroc Polwu (BBeAEHHS fOAAaTKOBOI AinbHULI LLanxaii Pow ®apmacstoTikans N14.,
C.A. ge CB,, KuTaii, sika 3gilicHI0E BUPO6HULITBO Hepo3dhacoBaHoi npoaykuii M3
Mekcuka; (TepMiH BBEAEHHS 3MiH MPOTArOM 6-TW MicALIB NiCNA 3aTBEPAXEHHS)
BupobHuymso
Hepo3sghacosaHor
rpooyKyil:

LLlaHxaii Pow
dapmacbioTikans
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

NTp., Kutai;
MepsuHHe ma
BMOPUHHE
rnakyBaHHs1:
®.XothpmaHH-/15
Pouw JITA,
LLIBeiiuapis;
Mpopaykroc Polw
C.A. pe C.B.,
Mekcuka,
BunpobysaHHs
KOHMPO/IH0
sIKOCMmi:
Pow ®apma Arl,
HimeuuunHa;
Bunyck cepii:
®.XothpmaHH-/15
Pouw JITA,
LLBeiiuapis

75.

KCENOJA®

TabneTkn, BKpUTI
NNiBKOBOH
060/10HKOt0, Mo 500
mr Ne 120 (10x12) y
6nicTepax

®.XohchbmaHH-
Na Pow Jitg,

LLiseliyapi
2

BupobHuymso
Hepo3ghacosaHor
rpooyKuyit,
BUMNPO6YBaHHSI
KOHMPO/IH0
sKOCMi:
Mpopykroc Poww
C.A. pe C.B.,
Mekcuka,
BupobHuymso
Hepo3ghacosaHor
rpooyKyil:
LLlaHxai Pow
dapmacbioTikans
N14., Kutai;
lNepsuHHe ma
BMOPUHHE
rnakyBaHHs:

& . XohchpmaHH-/151
Pow NlTa,
Lseliuapis;
Mpopykroc Poww
C.A. pe C.B.,
Mekcuka,
BunpobysaHHs
KOHMPO/IH0
sKOCMi:
Pow ®apma Arl,

Mekcuka/
Kutait/
LLiBeiiuap
is/
Himeuun
Ha

BHECEHHS 3MiH 40 peecTpauiliHnx MmaTtepiasis: 3miHn |l Tuny - 3MiHn 3
sKocTi. FoToBMIA Nnikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BBEJEeHHSA 10AATKOBOI AiNbHUL BUPOBHMLTBA A151 YACTMHM abo BCbOro
BMPOBHMYOro NpoLEecy roToBOro MikapCbKoro 3acoby (4ibHUUS, ska
BMMarae NpoBeAeHHS NEPBUHHOI NepeBipkM BUPOGHULITBA abo
nepesipkM BUPOOHULITBA KOHKPETHOIO roTOBOrO /liKAPCbKOro 3acoby)
(BBEAEHHA A0AATKOBOI AinbHULI LWaHxain Pow dapmacbtoTikans /114,.,
Kutaid, sika 34ilicHi0e BUPOGHMLITBO Hepo3dhacoBaHoi npoaykuii M13.
(no3ysaHHsa 500 mr 13 Ta in bulk Ne10) (TepMiH BBeAEHHS 3MiH
NPOTSArom 6-Ty MiCAILiB MiCNs1 3aTBEPAYKEHHS)

3MiHU [0 IHCTPYKLT y po3gainu: "OcobnneocTi 3acTocyBaHHS", "To6IYHI
peakuii”. BBegeHHS 3MiH MPOTArOM 6-TU MICALIB NiCNs 3aTBEPAKEHHS
(TepMiH BBEAEHHS 3MiH NPOTArOM 6-TU MiCALIB MiCNSA 3aTBEPL)KEHHS).

3a
peyenmom

UA/5142/01/02
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

HimeuuunHa;
Bunyck cepii:
® . XohpmaHH-/15
Pow NlTa,
LLiBeiuapis

76.

KCENOAA®

TabneTku, BKPUTI
nNiBKOBOO
060/10HKOI0, Mo 150
mr, Ne 60 (10x6)

®.XohpmaHH-
Na Pow Nta

LLBeiiuapi
2

Brpo6HMLTBO
Hepo3cacoBaHol
npoaykuii,
BMNPOGYBaHHS
KOHTPO/IIO AKOCTI:
Mpopykroc Poww
C.A. pe C.B.,
Mekcuka;
MepBrHHE Ta
BTOPUHHE
naKkyBaHHs:

& . XohchmaHH-/151
Pow NlTa,
LBeliuapis;
MpoaykToc Poww
C.A. pe C.B.,
Mekcuka;
BunpobyBaHHs
KOHTPOJIHO SIKOCTI:
Pow ®apma Arl,
HimeuuunHa;
Bunyck cepii:
®.XothpmaHH-/15
Pouw /TA,
LLiBeliLapis

Mekcukal/
Kutait/
LLIseliyap
isi/
Himeuun
Ha

BHECEHHS 3MiH 0 peecTpaLiiiHuX MmaTepiasiiB: 3MiHW [0 IHCTPYKLIi y
po3zinu: "OcobamBocCTi 3acTocyBaHHS", "IMo6iuHI peakuii” (TepmiH
BBE/JEHHS 3MiH NPOTAroM 6-T MicsLB MiCNs 3aTBEPAYKEHHS)

UA/5142/01/01

77.

KYMPEHIN®

TabneTtkn, BKpUTI
NNiBKOBOIO
060/10HKOH0, Mo 250
mr, no 100 TabneTtok
y nnswyj; no 1
NAAWUI B KAPTOHHIM
Kopoo6ui

TeBa
dapmaueBTika
n lHpacTpi3
nra.

I3painb

Brpo6HMUTBO 3a
NMOBHVM LK/TOM:
TOB TeBa
OnepeiLwH3
MNonaHg

MonbLa

BHECEHHS 3MiH 10 peecTpavliiiHnux matepianis: 3MiHu | Tvny - 3MiHn 3
AkocTi. [oToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKyrnopoBasibHWii 3aci6. 3MiHa hopMu abo po3mipy
KOHTelHepa 4n 3aKyrnoproBasibHOro 3acoby (NepBUHHOT YNakoBKK)
(HecTepusbHI fikapcbki 3ac06u) (BHECEHHS 3MiH Y peecTpaviliHi
matepianu p. 3.2.P.7. Cuctema ynakoBka/ykynopka - 3aMiHa KoHTeliHepa
3 KpULLKOHO Lo 3aKkpy4yeTbes (PP container with PE screw-cap, P&T with
aluminum insert) Ha NAsALWKy Ta KPULLIKY, WO 3akpyyyeTbes (HDPE bottle
with PP screw-cap, P&T with sealable liner), 3i 3miHOl0 po3mipis
nepsuHHOI ynakoekun HDPE bottle (diameter, height) and PP screw-cap,
P&T with sealable liner (diameter); 3miHu | TNy - 3MiHK 3 AKOCTI.
[oToBMIA Nikapcbkuii 3aci6. Cuctema KoHTeliHep/3aKynoproBasbHWiA
3aci6. 3MiHa y NepBUHHIl yNakoBLi rOTOBOro NikapCbKoro 3acoby
(AKicHWIA Ta KinbkicHWI cknag) - TBepai nikapcbki popMu (BHECEHHS 3MiH
y peecTpauiiiHi matepianu p. 3.2.P.7. Cuctema ynakoBka/yKyrnopka -
3MiHa SIKICHOrO Ta KifIbKiCHOro ckagy nepBUHHOI yNakosku). TepMiH B
BeAEeHHS 3MiH NPOTArom 3-X MicALB Nic/1a 3aTBEPAKEHHS.

3a
peyerimom

UA/8546/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
78. NA®PEPOMAKC | cynosutopii no 1 TOB "®3 YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 pEECTpaLiiiHUX MaTepiasiB: 3MiHW | TUNY - BBEAEHHS 3a UA/13779/01/03
000 000OMO Mo 1r "BIOPAPMA" "BIO®APMA", ab60 3MiHM [0 y3aranbHeHVX AaHUX Npo cucTeMy hapMakoHarnsgy peyenmom
Ne 3 (3x1), Ne 5 Ykpaiva; TOB (BKNKOUAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-ghaiina
(5x1), Ne 10 (5x2) y "®3 "biohapma’, cuctemu dhapmMakoHarnagy
KOHTYPHUX Ykpaina
YapyHKOBUX
ynakoBkax y nauui
79. NAPEPOMAKC | cynosuTtopii no 3 TOB "®3 YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 pPeecTpaLiiHnX MaTepiastiB: 3MiHW | TUNy - BBEAEHHS 3a UA/13779/01/04
000000MO MO 1r "BIOPAPMA" "BIODPAPMA", ab60 3MiHM [0 y3aranbHeHVX AaHUX Npo cUcTeMy hapMakoHarisay peyenmom
Ne 3 (3x1), Ne 5 YkpaiHa; TOB (BK/TKOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-thaiina
(5x1), Ne 10 (5x2) y "®3 "biothapma”, cuctemn doapmMakoHariagy
KOHTYPHUX YkpaiHa
YapyHKOBUX
ynakoBkax y nayui
80. NEBO MEHTO/1 | nopowiok MPAT YkpaiHa IHa-CeithT IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - - UA/12420/01/01
(cybeTaHuis) y "®ITOPAPM" Na6opaTopi3 AnMiHICTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHSA Ta/abo agpecu 3asiBHUKA
naketax 3 nniBkx Niviten (BnacHviKa peecTpauiiiHoro nocsigyeHHs) (3MiHa HaliMeHyBaHHSA Ta
nonieTMNeHoBoI, Wo afpecy 3asBHIKa)
BMiLLEeHi B 6apabaH
AN BUPOOHMLTBA
HecTepuIbHNX
Nikapcbknx hopm
81. NEBOMILEETUH | Tabnetkv no 250 Mr MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHuX MaTepiastiB: 3MiHN | TUNY - BBEAEHHS 3a UA/2952/01/01
Ne 10 y 6nicTepi "Knismegnpen "KviBmegnpenap a60 3MiHN [0 y3arasibHEHUX AaHWX NPO cucTeMy papMakoHarnsaay; peyernmom
apar" ar" 3MiHa yNOBHOBaXXEHOI 0C06W, BiANOBIAA/IbHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy
82. NEBOMIUETWH | Tta6netku no 500 mr NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [0 pEECTpaLiiiHUX MaTepiasiB: 3MiHW | TUNY - BBEAEHHS 3a UA/2952/01/02
Ne 10 y 6nicTepi "Kvismegnpen "Kuismegnpenap ab0 3MiHN [0 y3araslbHeHUX AaHuX Npo cuctemy hapmakoHarnsay; peyenmom
apar" ar" 3MiHa yNOBHOBaXEHOI 0C06W, BiANOBIAA/IbHOI 32 34iiCHEHHS
chapmakoHarnsgy
83. NIKOBAHYM niocpinizat ans AnBoreH IMKO | Jllokcemby BignoBsigae 3a Benvka BHECEHHS 3MiH A0 pPeeCcTpaLiiHnX MaTepiastiB: 3MiHW | TUNY - BBEAEHHS 3a UA/5746/01/01
pPO3UmnHYy Ansa C.AP.J1. pr BUMYCK cepil: BpuTtaHis ab60 3MiHM [0 y3aranbHeHVX AaHUX Npo cUcTeMy hapMakoHarisgy peyenmom
iHchysiii no 500 mr, 1 Xocnipa FOK / (BKNKOUAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHU y pO3MilLeHHi MacTep-thaiina
CK/ISIHMI NakoH 3 Niviteq, Benvka | ABcTpanii cuctemn doapmMakoHariagy
niocpinizatom y BpuTaHis; al
nauuj 3 KapToHy BMPOGHMLTBO "in Himeuun
bulk", nepBnHHe Ha/
Ta BTOPUHHE Higepna
nakyBaHHs, Han/
KOHTPO/b SIKOCTI Yecbka
BUMYLLEHNX Pecny6ni
cepiii: Xocnipa Ka/
AscTpanisa MTI Benebris

NTA, ABCTpanis;

BMPOGHMLTBO "in

bulk", nepBrHHe
Ta BTOPUHHE
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

nakyBaHHsl,
KOHTPO/b AKOCTI
BUMYLLEHNX
cepiii:
Baccepbyprep
ApUHEMITTENbB
epk M'M6X,
HimeuuunHa;
BMPOGHMUK,
BiAnoBiganbHNA
3a BTOPWHHE
nakyBaHHS:
HOMNC CKC
(Higepnanan)
B.B.,
HigepnaHgu;
BMPOOBHUK,
BignoBiganbHWi
3a BTOPWHHE
nakyBaHHS:
CBYC dapma,
a.c., Yecbka
Pecnyb6nika;
BMPOGHMUK,
BiAnoBiganbHN
3a BTOPWHHE
nakyBaHHS:
EHecrTia Benbris
HB, Benbris

84.

NIKOBAHYM

niocpinizat ans
po34nHy AnA
iHdpysii no 1000 mr,
1 cknsiHWi hnakoH 3
nioghinizatom y
nauui 3 KapToHy

AnsoreH IMNMKO
C.AP.J.

Tokcemby
pr

Bignosigae 3a
BUNYCK cepil:
Xocnipa HOK
Nimitepn, Benvka
BpuTaHis;
BUPOGHMLTBO "in
bulk”, nepsuHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI
BUMYLLEHNX
cepiii: Xocnipa
AscTpanisa MTI
NTA, Asctpanis;
BUPOGHMLTBO "in
bulk”, nepsnHHe
Ta BTOPUHHE
nakyBaHHsl,

Benvka
BpuTaHis
/
ABcTpani
a/
Himeuun
Ha/
Higepna
Han/
Yecbka
Pecny6ni
Ka/
Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHuXx maTepiasiB: 3MiHW | TUNY - BBEAEHHS
ab0 3MiHM [0 y3aranbHEHVX AaHUX NPo cucTeMy hapmMakoHarnsgy
(BK/THOUAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHN y po3MilLeHHI MacTep-cthaina
cuctemu chapmakoHarnsgy

3a
peyenmom

UA/5746/01/02
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
KOHTPONb SIKOCTI
BUMYLLEHNX
cepiii:
Baccepbyprep
ApUHEMITTENbB
epk Mm6X,
HimeuuunHa;
BMPOGHUK,
BignoBiganbHWi
3a BTOPWHHE
nakyBaHHS:
tOnc CKC
(Higepnangu)
B.B.,
HigepnaHgu;
BMPOOBHUK,
BiANoOBiAabHNI
3a BTOPWHHE
nakyBaHHS:
CBYC ®apwma,
a.c., Yecbka
Pecnyb6nika;
BMPOGHUK,
BignoBiganbHWi
3a BTOPWHHE
nakyBaHHS:
ExecTis Benebris
HB, Benbris
85. NIHE3ONIAVH TabneTkn, BKpUTI NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH A0 pPeeCcTpaLiiHnX MaTepiastiB: 3MiHW | TUNY - BBEAEHHS 3a UA/14297/01/01
NNiBKOBOIO "Knismegnpen "KvuiBmegnpenap ab0 3MiHM [0 y3arasibHEHUX AaHKX Npo cucTeMy chapmakoHarnsay; peyenmom
060/10HKOt0, MO 600 apat" at" 3MiHa YNOBHOBaXeHOT 0CO6W, BiAnoBifabHOI 3a 3AiiCHEHHS
mr Ne 10 (10x1) B hapmakoHarisgy
6nictepax
86. NIPA® po3unH aNna iH'ekuiii, | MAT "®dapmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHux maTtepianis: 3MiHW | TUNY - 3MiHa 3a UA/13370/01/01
500 mr/4 mn no 4 mn po3mipy cepii (Bk/to4aruM gianasoH po3mipy cepii) roToBOro peyenmom
B amnyni; no 5 abo niKkapcbKoro 3acoby - BBeAEHHS A04aTKOBOro po3mipy cepil
10 amnyn y nauui 3
KapToHy; Mo 4 Mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1 abo
no 2 6nictepu B
nauui 3 KApTOHY
87. NIPA® po3uunH ans iH'ekui, | NAT "®apmak” YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHM | TUny - 3mMiHa 3a UA/13370/01/02
1000 mr/4 mn no 4 po3mipy cepii (Bk/to4arouM fianasoH po3mipy cepii) roToBOro peyenmom

M/1 B amnyni; no 5
a6o 10 amnyny
nauLi 3 KapTOHy; No

niKkapcbKoro 3acoby - BBEAEHHS A04aTKOBOro po3mipy cepil
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
4 mn B amnyni; no 5
amnyn y 6aictepi; no
1 a6o no 2 6nictepu
B NayLi 3 KapTOHY
88. NOMNEPAMIA, Tabnetkn no 2 mr Ne NAT YkpaiHa NAT YKpaiHa | BHECEHHSI 3MiH 4O peecTpaLiiiHMX MaTepianis: 3MiHM | TUMy - 3MiHW WOA0 6e3 UA/7581/01/01
20 (10x2) y "Kvismegnpen "Kuismegnpenap 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy - BHECEHHS 3MiH A0 peyenma
6nictepax B nayuj apart" ar" MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT ynakoBkn. BBeAeHHA 3MiH
NPOTArom 6-T1 MicsAiLiB Nicns 3aTBEPAKEHHs
89. MENAKT NOpPOLLOK AN1A Takepa PpaHuis BUPOBHULTBO ITania/ BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasis: 3MiHu | TUny - 3MiHN 3 3a UA/13171/01/01
KOHUeHTpaTty A/1s ®paHuisa CAC Hepo3sdacoBaHol ABCTpis AKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6. 3MiHK y BUPOGHULTBI. 3MiHa peyenmom
avicnepcii ans npoaykKuii, iMnopTepa/3aMiHu, L0 CTOCYITbLCS BUMYCKY Cepiil Ta KOHTPO/IH0 SKOCTI
iHcpysiii no 4,0 wr, 1 nepBuHHa roTOBOrO JlikapcbKoro 3acoby (3amiHa abo fofaBaHHS BUPOOHMKA, L0
h1aKOH 3 MOPOLLKOM ynakoBKa: BiAANOBIAAaE 3a BBE3EHHA Ta/abo BMNyck cepii) - He BkIovaoum
3 1 doinbTpom y BCN KOHTPONb/BMNPOGYBaHHSA cepii (BBEAEHHS [0AAaTKOBOI AibHNL
KapTOHHIA Kopoo6Li dapmacbioTikans BMpOGHMLTBA Takesa AscTpist FTM6X, ABcTpisi) (TepMiH BBEEHHS 3MiH
C.M.A., Itanis; NPOTArom 6-T1 MICALIB MiCNA 3aTBEPKEHHS); 3MiHM | TUny -
BTOPUHHA AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus
yrnaxkoBka, [03Bin NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro
Ha BUMYCK cepii: 3aco6y, BKNOYauy AinbHULi BUNYCKY cepii abo micue npoBefeHHs
Takepa ITanis KOHTPO/I0 AKOCTI. (AiANbHICTb, 3a Ky BigNoBigae BUPOOHUK/imMnopTep, He
C.N.A,, Itanis; BK/1HOUAKUM BUMYCK Cepiii) (3MiHa HaliMeHyBaHHS Ta NpUBEAEHHS
Takega ABCTpis agpecu BupobHuka M3 BCIN dapmackioTikans C.MN.A., ITaniay
vm6X, ABCTpis BiANOBIAHICTb A0 OPUTriHANIbHMX AOKYMEHTIB, 6€3 3MiHU MicLA
BUpo6HULUTBA) (TepMiH BBEAEHHSA 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMAKEHHS); 3MiHM | TUNY - 3MiHK 3 AIKOCTI. FOTOBWIA Nikapcbkuii
3aci6. 3MiHn y BUpo6HMLTBI. 3amiHa abo BBeAEHHS A0AaTKOBOI AiNbHUL
BMPOGHMLTBA 151 YACTWHM abo BCbOro BUPOBGHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (finbHULA 415 BTOPUHHOTO NakyBaHHS) (BBEAEHHS
[0[aTKOBOI AibHUL BUPO6HMLUTBA Takeda AscTpis [M6X, ABCTpist)
(TepMiH BBEEHHS 3MiH MPOTArOM 6-TW MicALIB NicNsA 3aTBEPXEHHS)
90. METUNMNPEAHI | kpucTaniyHuii MPAT YkpaiHa CumbioTika Manaiisi BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | Tuny - - UA/14195/01/01
30/10HY MOPOLLIOK "OITOPAPM" Cnewwveniti A AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu 3asBHUKaA
ALEEMOHAT (cybeTaHuin) y IHrpigieHTc CaH. (BnacHvka peecTpadiiiHoro noceigyeHHs) (3MiHa HaliMeHyBaHHs Ta
noABINHNX bxa agpecy 3asiBHMKA)
nonieTNeHoBUx
nakeTtax gns
BMPOGHMLITBA
HecTepuIbHNX
NiKapcbknx hopm
91. MOP®IH po3unH aNns iHekuin, | AT "Kanuekc" NatBis BCi cTagii CnoBayy | BHECEHHs 3MiH [0 peecTpauiliHix martepianis: 3miHu | Tuny - 3MiHa 6yAb- 3a UA/15322/01/01
KANUEKC 10 mr/Mnno 1 mns BMPOGHNYOrO nHa/ AKOT YaCTUHU mMatepiasly NepBUHHOI YNaKOBKY, LLIO HE KOHTAKTYeE 3 peyenmom
amnyni; no 5 amnyn npowecy, Kpim Nartsis roTOBUM NiKapCbKM 3aCO060M - BBEAEHHS A0AATKOBOrO 3axXmCTy A/

B KOHTYPHIli
YapyHKOBIli ynakoBLii
(nignoHi); no 1, 2
a60 20 KOHTYpHUX
YapyHKOBUX

BWMYCKY Cepii:
XBM dapma
c.p.o.,
CnoBayunHa;
BUPOGHUK, SKWIA

NiKapcbKoro 3acoby: 2 No3HauYeHHs Y BUTASAI MapKyBasbHVX Kieub Ans
060B’A3KOBOr0 NO3HAYEHHS NEPBUHHOT YNaKoBKN HAPKOTUYHOTO 3acoby
Ta KOA0Be KifblLe 4718 AaHOro Nikapcbkoro 3acoby 3 BiANOBiAHUMMN
3MiHaMn y p. «YNakoBka»
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
yNakoBOK (NigA0HIB) Bignosigae 3a
B nayL,i i3 kKapToHy KOHTPONb
cepii/Bunpobysa
HHA: AT
"IpiHaekc",
Nartsis;
BUPOGHUK, SIKWiA
Bignosigae 3a
BMNycK cepii: AT
"Kanuekc",
Natsis
92. MO®PJ/TOKCUH TabneTku, BKPUTI NoniH NMimitep IHais Tonin Nimitep, IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/12975/01/01
noniH NNiBKOBOIO Loao 6e3nekn/edpeKTBHOCTI Ta (hapmakoHarnagy. 3MiHU y KOpOTKiii peyernmom
060/10HKOH0, Mo 400 XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
Mr; no 5 TabneTtok y AN MeMYHOro 3acTocyBaHHS reHepUYHUX/TiGpUAHMX/6ionoaiGHMX
6nictepi; no 1 NiKapcbKux 3aco6iB MiCNsi BHECEHHS TiEl caMol 3MiHW Ha pedhepeHTHWIA
6nictepy B npenapar (3MiHa He NOTPebye HafaHHS XXOAHNX HOBUX A0AATKOBMX
KapTOHHI ynakoBLi; naHunx) (3MiHW o IHCTPYKUIT Yy po3ain "TMokasaHHsA",
no 10 ynaxkoBok y "®apmakoTepanesTuyHa rpyna” (yTouHeHHs Ha3su), "®apmakosoriyHi
KapTOHHI kopooLj; BnactTuBocCTi", "TMpoTnnokasaHHs", "B3aeMogis 3 iHLIMMMW NiKapCbKNMun
no 50 TabneTok y 3aco6amMu Ta iHLWi BUAY B3aemogiit”, "OcobmMBOCTi 3acTocyBaHHS",
NnacTUKoBMX HGaHkax "3acTocyBaHHA y nepiog, BarirTHOCTi abo rogysBaHHs rpyaar", "3aaTHicTb
BN/IMBATW Ha LWBWAKICTb peakLii Npu KkepyBaHHi aBToTpaHCnopToM abo
iHWKMMK MexaHi3mamMun®, "Cnocib 3acTocyBaHHs Ta 4o3n”,
"Mepeno3yBaHHA", "M06IYHI peakuir”,
"[iT" 3rigHO 3 iIHYOpMAaLELD LWOAO MeAMNYHOr0 3aCTOCYBaHHS
pedepeHTHoro (ABEJIOKC) nikapcbkoro 3aco6y)
93. HA30/® cnpei HasanbHUiA Baiiep Lseliuapi IcTiTyTO fe ITanisa BHECEHHS 3MiH 10 peecTpavliiiHnx matepianis: 3MiHu | Tvny - 3MiHn 3 6e3 UA/9483/01/01
0,05% no 10 mny KoHcblomep A Anxeni C.p.n. AkocTi. [o0ToBWiA Nikapcbkuii 3aci6. Cuctema peyenma
dhnakoHax 3 Kep Al KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBKu roTOBOro
po3npuckysayem Ne NiKapcbKoro 3acoby (BUyYEHHS YNakoBKU NEBHOrO Po3mipy) (BUyUEHHS
1 yNakoBOK rOTOBOTO JlikapCbkoro 3acoby no 15 mn tano 30 mny
donakoHax Ne 1, 3 BiANOBIAHMMU 3MIHAMU Y P. «YNAKOBKa»)
94. HA30/® cnpei HasaslbHUi Baiep LLsenuapi IcTiTyTO [ ITanisa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu | Tuny - 3MiHu 3 6e3 UA/9480/01/01
AABAHC 0,05% no 10 mny KoHcblomep a Anxeni C.p.n. AKocTi. [o0ToBWiA Nikapcbkuii 3aci6. Cuctema peyenma
donakoHi 3 Kep Al KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa po3Mipy ynakoBKu roTOBOrO
po3npuckysayem Ne NiKapcbKoro 3acoby (BUyYEHHS YNakoBKU NEBHOrO PO3Mipy) (BUyYEHHS
1 yNakoBOK rOTOBOrO /likapCbKoro 3acoby no 15 mn a6o no 30 mny
donakoHax Ne 1, 3 BIANOBIAHMMU 3MIHAMU Y P. «YNAKOBKa»)
95. HA3O0/1® BEBI Kpanni HazanbHi Baiep LLiBenuapi IcTiTyTO [ ITania BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu | Tuny - 3MiHu 3 6e3 UA/9481/01/01
0,125% no 10 mny KoHcblomep A Arxeni C.p.n. akocTi. FoToBWiA Nikapcbkuii 3aci6. Cuctema peyenma
donakoHax 3 Kep Al KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3Mipy ynakoBKu rOTOBOIO
nineTkoro Ne 1 NikapcbKoro 3acoby (BUyYEHHS YNakoBKM NEBHOTO PO3MIpY) (BUTYyYEHHS
yMakoBKM FOTOBOrO Nikapcbkoro 3acoby no 15 mn 'y dnakoHax Ne 1 3
Bi4NOBIAHVMM 3MiHAMM Y P. «YNaKoBKa»)
96. HEBIAO PO34MH AN iH'EKLN, Baiiep ®apma | HimeuunH | Baitep ®apma Al | Himeuun BHECEHHS 3MiH A0 peecTpauiiHux maTtepiastiB: 3miHW | Tuny - 3MiHa 'y 3a UA/2629/01/01
250 mr/ma no 4 mn B Al a Ha MeTo[ax BUNPOGYBaHHSA rOTOBOrO J1iKapCbKOro 3acoby — 3MiHV B peyenmom
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
amnyni; no 1 amnyni aHaniTMYHMX MeToAMKax 3a nokasHukamm «KinbkicHe BU3HaUYEeHHs
B KQpPTOHHIM nayu; TECTOCTEPOHY YHAEeKaHoaTy» Ta «CynpoBigHi 4OMILLK/ Ta MPOAYKTA
no 4 mn y akoHi; po3nagy TeCcTOCTepPOHy yHAeKaHoaty»; 3MiHu |l Tuny - 3mMiHW y npoueci
no 1 cpnakoHy B BMPOGHMLTBA FOTOBOTO JiKapCbKOro 3acoby, BK/IUaUM NPOMIXKHWIA
KapTOHHIN navuj NPOAYKT, L0 3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOTO JT1iKApPCbKOro
3aco0y — 3MiHa napameTpiB TepMi4HOi 06POOKM 3aNOBHEHNX
chnakoHis/amnyn BiANOBIAHO A0 BUMOr foaatky Ao KepiBHuuTBa 3
BMPOGHMLTBA rOTOBOI Nikapcbkoi hopmmn CPMP/QWP/486/95 Ta
He3HayHi peaakuiliHi npaBK/ B ONMCi BUPOGHNLITBA
97. HEOrEMOZAES3 pO34nH ANns iHdysili MpusaTHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHuW | TUNY - NOAAHHA 3a UA/11070/01/01
no 200 mn, 400 mny akLioHepHe aKLioHepHe HOBOro cepTuddikaty A5 NoBiAOoHY Bif HOBOIO a/lbTEPHATNBHOIO peyernmom
nAsLWKax TOBapWCTBO TOBapUCTBO BMPOOHWKa; CYMyTHS 3MiHa: 3MiHW, NOB'A3aHi 3 HEOBXIiAHICTIO
"IHdpysia” "IHdpy3ia” npvBeAeHHs y BiANOBIAHICTL A0 MoHorpadii Y abo EBponeincbkoi
thapmakonei, abo iHWOI HalioHa/TbHOT hapmakonei agepxasun €C -
npuBefeHHs cneuudikallii KOHTPOJI AiKY0T PevYOoBUHM NOBILOH A0
BMMOr MoHorpadii EP
98. HIBECTUM PO34YUH NS iH'EKL AngoreH IMNKo | Jllokcemby BMPOGHWK, LLIO Higepna BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasiiB: 3MiHN | Tuny - 3mMiHa 3a UA/15455/01/01
abo iHdysiii no 12 C.ap.n. pr Bignosigae 3a Han/ nepiogy NOBTOPHUX BUNPO6YBaHb/nepioay 36epiraHHA abo ymoB peuyenmom
MaH O/ (120 BUMYCK cepii: Xopsaris 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpAXEHOMY A0ChE cepTudikata
Mkr)/0,2 mny XOCTIPA / BiAMOBIAHOCTI €Bponeiichbkili hapmakonei, Lo BKIoYaEe nepiog,
nonepegHL0 EHTEPMPAN3E Benbris/ NOBTOPHOro BUNPo6yBaHHSA) (3MiHa y 3aTBEpAXEHOMY MPOTOKONI
HanoBHEHMUX Chb.B., Yecbka cTabiNbHOCTI); 3MiHW | TUNY - 3MiHa Yy NapameTpax cneuudikauii Ta/abo
Lwnpuuax MicTKiCTo HinepnaHngy; Pecny6ni [ONyCTUMMX MEX, BU3HaYeHuX y cneuudikauisx Ha Adl, abo
1 mn Ne 1, Ne 5, Ne BUPOGHMLTBO "in Ka BUXiZHUIA/NPOMDKHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y

10

bulk", KOHTpO/b
cepii y npoueci
BMPOGHMLITBA,
TecTyBaHHS
BWMYLLEHOI cepil,
TecTyBaHHs
cTabinbHoCTI,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHS:
XOCHMIPA
3ArPEB A.0.0.,
XopBarisi;
KOHTPO/1b AKOCTI,
TecTyBaHHs
BUNYLLEHOI cepil:
NABA
XOPBATIA
NTA., Xopsaris;
KOHTPO/1b AKOCTI,
TecTyBaHHs
BUNYLLEHOI cepil,
TECTyBaHHs

npoueci Bupo6HuuTea AP (iHwi 3MiHW); 3MiHW | TUNy - 3MiHa napameTpis
cneuudikauin Ta/abo AONyCTUMKX MEX FOTOBOrO JliKapCbKOro 3acoby
(3BYXXEHHS AONYCTUMUX MEX); 3MiHU | TUny - 3MiHW B NpoLEeCi
BMPOGHMLTBA AD| (HE3HaYHA 3MiHa Y npoLieci BUpobHuuTea Adl)
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

cTabinbHOCTI:
SGS /a6
CalimoH CA,
Benbris;
KOHTPO/Ib SIKOCTI,
TecTyBaHHS
BUNYLLEHOI cepil,
TeCcTyBaHHS
CTabinbHOCTI:
FEHEPA
AHATITIKA
4.0.0,
Xopsarisi;
aNbTepHaTUBHUIA
BMPOGHUK
BTOPUHHOTO
nakyBaHHs:
CBYC ®APMA
A.C., Yecbka
Pecny6nika

99.

HIBECTUM

PO34UMH ANS iH'EKLN
a60 iHdysiii no 30
MH O/ (300
MKr)/0,5 mn y
nonepeaHL0
HanoBHEHMX
Lnpuuax MicTKicTo
1 mn Nel, Ne5, Ne
10

AnsoreH IMKo
C.ap.n.

Tokcemby
pr

BMPOGHUK, LLIO
Bignosigae 3a
BUMYCK cepii:
XOCHMIPA
EHTEPIMPAM3E
Chb.B.,
HigepnaHgu;
BMPOGHMLTBO "in
bulk", KOHTpO/b
cepii y npoueci
BMPOGHULITBA,
TecTyBaHHs
BUNYLLEHOI cepil,
TECTyBaHHs
CTabisIbHOCTI,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
XOCHMIPA
3ArPEB A1.0.0.,
XopBarisi;
KOHTPO/b AKOCTI,
TECTyBaHHs
BUNYLLIEHOI cepil:
MNAIBA
XOPBATIA
NTA., Xopsaris;

Higepna
Hawn/
Xopsaris
/
Benbris/
Yecbka
Pecny6ni
Ka

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepiasiB: 3MiHN | TUny - 3MiHa
nepiofy NOBTOpHMX BUNpo6yBaHb/nepiody 36epiraHHs abo ymoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBepAXEHOMY A0CbE cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo BKIoYae nepios
NOBTOPHOro BMNPOBYBaHHSA) (3MiHa y 3aTBEPAKEHOMY NPOTOKONI
CTabifIbHOCTI); 3MiHM | TMNY - 3MiHA Yy NapameTpax cneuudikauin Ta/abo
[0NyCTUMUX MEX, BU3HA4YeHUX Y cneundikauisx Ha Adl, abo
BUXiAHUA/NPOMIXHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BUpo6HuuTBa A®I (iHWi 3MiHK); 3MiHK | TUNY - 3MiHA NapameTpiB
cneuudikauin Ta/abo AONyCTUMKX MEX FOTOBOrO /iKapCbKOro 3acoby
(3BY)XEHHSA A0NYCTUMUX MEX); 3MiHW | TUNY - 3MiHW B NpoLeci
BMpo6HMUTBa A®| (HE3Ha4YHa 3miHa y npoueci BUpobHuuTea Adl)

3a
peyenmom

UA/15455/01/02
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

KOHTPO/b AKOCTI,
TECTyBaHHs
BUNYLLIEHOI cepil,
TeCTyBaHHs
CTabiNIbHOCTI:
SGS a6
CaiimoH CA,
Benbris;
KOHTPO/b AKOCTI,
TeCTyBaHHs
BMMYLLEHOI cepil,
TecTyBaHHs
cTabinbHoCTI:
FEHEPA
AHANITIKA
4.0.0,
XopBarisi;
anbTepHaTUBHWIA
BUPOBHMK
BTOPWHHOTO
nakyBaHHS:
CBYC ®APMA
A.C., Yecbka
Pecny6nika

100.

HIBECTUM

PO3UMH ANA iH'eKLl
abo iHdys3in no 48
MH O/ (480
MKr)/0,5 mny
nonepeaHL0
HanoBHEHWX
Lwnpuuax MicTkicTio
1 mnNel, Ne5, Ne
10

AnsoreH IMNMKo
C.ap.n.

Nokcemby
pr

BMPOGHUK, LLIO
BignoBsigae 3a
BUMYCK cepil:
XOCMIPA
EHTEPMPAW3E
CB.B,,
HigepnaHgu;
BUPOGHMLTBO "in
bulk", kKOHTpO/b
cepii y npoueci
BMPOOHULTBA,
TeCTyBaHHS
BUNYLLEHOI cepil,
TecTyBaHHS
cTabisibHOCTI,
nepBuHHe Ta
BTOpPUHHE
nakyBaHHs:
XOCMNIPA
3ArPEG [.0.0.,
Xopsarisi;
KOHTPO/b SKOCTI,
TECTyBaHHS

Higepna
Han/
Xopsaris
/
Benbrisi/
Yecbka
Pecny6ni
Ka

BHECEHHS 3MiH [0 peecTpaljiiiH1ux maTtepianis: 3MiHW | TUNY - 3MiHa
nepiogy NoBTOPHMX BUNPOGYyBaHb/Nepiogy 36epiraHHA abo ymoB
36epiraHHA A®I (3a BigCYTHOCTI Y 3aTBEPAKEHOMY A0CLE cepTudikata
BiANOBiAHOCTI €Bponelicbkili hapmakonei, Lo BKIYaEe nepios,
NOBTOPHOro BUNPo6yBaHHS) (3MiHa y 3aTBepAKEHOMY MPOTOKOI
cTabiNbHOCTI); 3MiHM | TUNY - 3MiHa Yy NapameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BU3HaYeHUX y cneuudikadisx Ha Ad®l, abo
BUXIQHWIA/MPOMKHWI NPOAYKT/peareHT, Wo BUKOPUCTOBYHOTLCA Y
npoueci BupobHuuTea A®I (iHWi 3MiHK); 3MiHK | TUNY - 3MiHa NapameTpiB
cneumdikauii Ta/abo [ONYCTUMUX MEX FOTOBOTO MliKapCbKOro 3acoby
(3BY)KEHHS1 ONYCTUMUX MEX); 3MiHW | TNy - 3MiHW B NPOLECI
BMPOGHMLTBA AD| (He3HaYHa 3MiHa Y npoLieci BUpo6HuUTBa AdI)

3a
peyenmom

UA/15455/01/03
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

BUNYLLEHOI cepii:
nniBA
XOPBATIA
NTA., Xopsaris;
KOHTPO/Ib SIKOCTI,
TeCcTyBaHHs
BUNYLLEHOI cepil,
TecTyBaHHS
cTabinbHOCTI:
SGS Nab
CavimoH CA,
Benbris;
KOHTPO/1b AKOCTI,
TecTyBaHHS
BUNYLLIEHOI cepil,
TeCcTyBaHHs
CTabiNIbHOCTI:
FEHEPA
AHANITIKA
[.0.0,,
Xopsarisi;
aNlbTepHaTUBHWIA
BMPOGHUK
BTOPUHHOTO
naKyBaHHs:
CBYC ®APMA
A.C., Yecbka
Pecny6nika

101.

HIMIA®

renb Ans
30BHILLHLOrO
3acTocyBaHHs, 10
mr/r no 30 r abo 100
I B a/IlOMiHi€BIli a60
namiHoBaHili Ty6i, no
1 Ty6i B KQPTOHHiIlA
ynakoBLii

KYCYM
XENTXKEP
MBT. AT/

IHais

KYCYM
XENTXKEP MBT.
nTa,

IHais

BHECEHHS 3MiH A0 peecTpauiiHnx maTtepiasti: 3miHM | Tuny - 3MiHa
po3Mipy cepii (Bk/ItoYatoun dianaszoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbLeHHs fo 10 pasis NopiBHAHO i3
3aTBEpPAKEHNM PO3MIPOM)

6e3
peyenma

UA/7649/01/01

102.

HILEPOMAKC

nioghinizat gna
PO34YUHY AN iH'EKLA
no 4 mr, 1 a6o 4
donakoHm 3
niogpinizatom y
KOHTYPHiIli
YapyHKOBIli
ynakosLi, no 1
KOHTYPHiIli
YapyHKOBI ynakoBLi
B nauuj

TOB
"®APMEKC
reymn"

YkpaiHa

TOB "®APMEKC
reymn"

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianiB: 3MiHU | TUMY - 3MiHK,
noB'A3aHi 3 HEOOXIAHICTIO MPVBEAEHHS Y BIAMNOBIAHICTb A0 MOHOrpadii
Loy abo €sponelicbkoi hapmakonei, abo iHLWOI HalioHaIbHOT
thapmakonei gepxasun EC (3MiHa y cneuudikauisx, nos'sa3aHa 3i
3miHamu B I®Y, abo €Bponeiicbkili hapmakonei, abo iHLwil
HaujioHanbHili dhapmakonei gepxasu €C); 3MiHM | TUny - 3MiHa y
MeTofax BUNPO6yBaHHS rOTOBOIO JliKapCbKOro 3acoby (OHOBMEHHS
npoweaypv BUNpoGyBaHHS A1 NPUBELAEHHS Y BiANOBIAHICTD 3i
3MiHEHOHO 3arasibHoK cTatTero AdY abo EBponeiickkoi hapmakoner)

3a
peyerimom

UA/12022/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
103. | HOBOKAIHY KpUCTaniuHuii MpAT YkpaiHa AT "OpraHika" Pocilicbk BHECEHHS 3MiH [0 peecTpaLiiiHux matepiasis: 3MiHu | TUny - - UA/1432/01/01
OCHOBA NMOPOLLIOK "®dapmaueBTu a AfMiHicTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu Micus
(cybcTaHuis) y YyHa hipma depepay, NPOBaPKEHHS AISNbHOCTI BUPOOHUKa (BK/THOYaouU, 3a HeOb6XIiAHOCTI,
naketax "NapHuus" ia MicLie NPOBELEHHS KOHTPOJIHO SIKOCTI), a60 BlacHUKa MacTep-thaiina Ha
nosieTuIEeHoBMX A®l, abo noctavasnbHuka APl/BMXigHOrO
ans matepiany/peareHTy/npoMIKHOrO NPOAYKTY, L0 3aCTOCOBYHOTLCS Y
hapmaLeBTUUYHOTO BMPOGHMLTBI ADI (SIKLLO 3a3HAYEHO Y JOChE Ha Nikapcbkuii 3acit) 3a
3aCcTOCyBaHHA BiICYTHOCTI cepTudikarta BignosigHOCTI €Bponeicbkili hapmakonei y
3aTBEpAXEHOMY [10CbE, a60 BUPOGHMKA HOBOT JOMOMDKHOI PEUYOBUHM
(AKLLLO 3a3HAYEHO Y A0CbE) (3MiHa HaliMeHyBaHHS1 BUPOGHMKa cybCTaHLji
HoBokaiHy ocHoBa (3MiHa hopmu BNacHOCTI), 6€3 3MiH1 Micus
BUPOGHMLUTBA)
104. | HOBOCTE3VH pO34MH ANA iH ek, | ToBapucTBO 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peeCTpaLiiiHUX MaTepianis: BUNPaBIEHHS TEXHIYHNX 3a UA/15457/01/01
5wmr/mano5wmny 06MEXEHO 06MEXeHOo NOMMW/IOK B METOAAX KOHTPOJIH SIKOCTi: N. 8 «CynpoBigHi AOMILLKM» peyenmom
hnakoHax Ne 10 BiANOBIAA/IbHI BiANoBiAa/IbHICT
(5x2), no 10 mn abo CTHO chipma 10 chipma
20 mn 'y conakoHax "HoBodhapm- "HoBodhapm-
Ne 5 (5x1) bBiocuHTe3s" biocuHTe3s"
105. | HOCOJTIH® cnpeii HasasibHWiA No AT "Ctoma" YKpaiHa AT "Ctoma" YKpaiHa BHECEHHS 3MiH [j0 peecTpauiitHux maTepiasiB: 3MiHu | TUNY - 3MiHa 6e3 UA/8171/01/01
nnc 30 r y 6anoHi HaliMeHyBaHHs1 BUPOOHMKa Ajtouoi pe4yoBuHN OKCMeTasoniHy peyenma
rigpoxnopug, 6e3 3miHW Micusi BUpo6HULTBA
106. | OKCUMNPOIEC PO34nH NS iH'EKLN, TOB "®3 YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | TUNY - BBEAEHHS 3a UA/3616/01/01
TEPOHY oninHuiA 12,5% no 1 | "BIOPAPMA" "BIOPAPMA", ab60 3MiHM [0 y3arasibHEeHVX AaHUX Npo cucTeMy hapMakoHarisgy peyenmom
KAMNPOHAT M B amnynax Ne 10 Ykpaiva; TOB (BKHOUAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
y nayyi; no 1 mn B "®3 cuctemn hapMakoHariagy
amnynax Ne 10 (5x2) "BIOPAPMA",
y 6nicTepax y nayui Ykpaina
107. | OMNTUKC TabneTkun, BKPUTI MAT YkpaiHa MAT "KuiBcbkuii Ykpaina BHECEHHS 3MiH 40 peecTpaliiiHux MmaTepiasis: 3MiHu | TUNY - nogaHHA 6e3 UA/6929/01/01
NNiBKOBOIO "KuiBcbkuii BiTaMiHHWI HOBOrO cepTudikaTy A5 LMHKY BiJ, HOBOTO BMPOOHUKaA peyenma
060/10HKO10, Mo 10 BiTaMiHHUI 3aBop"
Tabnetok y énicrepi, 3aBog"
no 3 abo no 6
6nicTepis y nayui
108. | OPTAH® Kpanni ouHi 0,5 % no CaHTeH AT DiHnAHgISA CaHTeH AT iHNAHAI BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: BUNPaBAEHHS TEXHIYHOI 3a UA/5052/01/01
TAMONon 5 My hnakoHi 3 a nomunkn y p. «OcobMBOCTi 3aCTOCYBaHHS» peyenmom
KpanenbHuueto; no 1
chnakoHy B
KAPTOHHI KOpoO6LLi
109. | NEHTACE] Tabnetku, no 10 TOB YKpaiHa TOB "XapkiBcbke YKpaiHa BHECEHHS 3MiH [j0 peecTpaviitHux maTepiasnis: 3MiHK | TUNY - 3MiHa 3a UA/5787/01/01
Tabnetok y 6nictepi; "XapkiBcbke hapmaLeBTUUHE napameTpiB cneuudikauii Ta/abo JONyCTUMMX MEX rOTOBOr0 peyenmom
no 1 6nicrepy B hapmaueBTny nigNpPUeEMCTBO nikapcbKoro 3acoby (BUyYEHHS HE3HAYHOrO MoKasHuKa (Hanpuknag,
KOpo6Li 3 KapTOHY He "3p0poB'a 3acTapifioro NokasHMKa, Takoro siK 3anax Ta cMak, abo igeHTudikauis
niaNpMEMCTBO Hapoay" 6apBHYKIB Y CMaKOBMX A06ABOK)) - BUMYYEHHS NOKasHuka "CTupaHicTb"
"3p0poB'sA 3 METO/iB KOHTPOJII0 SIKOCTi FOTOBOTO J1iKapPCbKOro 3acoby
Hapoay"
110. | MEHTACEA Tabnetku in bulk: no TOB YKpaiHa TOB "XapkiBcbke | YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnuX maTtepiasiB: 3miHW | TUNy - 3MiHa - UA/14529/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
1000 a6o 5000 "XapkiBcbke hapmaveBTUYHE napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX FOTOBOr0
TabneTok y naketax thapmaueBTuy nignpYEMCTBO NikapcbKoro 3acoby (BUyYEHHS HE3HAYHOrO MoKasHWKa (Hanpukiag
nosieTuNeHoBMX He "3p0poB'a 3acTapinoro nokasHuka, Takoro sk 3anax Ta cMak, abo igeHTudikauis
nignpUeMCcTBO Hapoay" 6apBHYIKIB Y/ CMaKOBMX A06ABOK)) - BUTyYEHHS NokasHuka "CTupaHicTb"
"3p0p0B's 3 METOZ,iB KOHTPO/It0 SIKOCTi FOTOBOTO J1iKAPCbKOro 3acoby
Hapogy"
111. | NIPAUETAM- PO3UMH ANA H'EKLN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peeCTpaLiiiHnx maTepianis: 3miHu | TUNY - BBEAEHHSA 3a UA/3225/02/01
AAPHNLA 200 mr/mn no 5 mn B "GapmaueBTu "®apmaueBTuyHa a60 3MiHM [0 y3ara/lbHEHMX AaHKX NP0 cUCTeMy oapMakoHarnsay; peyenmom
amnynax Ne 10 (5x2) YyHa hipma hipma 3MiHa yNOBHOBaXEHOI 0C06W, BiANOBIAA/IbHOI 32 34iiCHEHHS
Y KOHTYPHUX "AapHuus” "AapHnua” hapmakoHarnagy
YapyHKOBUX
ynakoBkax y nau;
Ne 10 y Kopobui
112. | MOTEHTOKC MOPOLLOK A5 Mini Xenckepe Benuka BeHyc Pemegic IHAis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3miHn 3a UA/6152/01/01
pPO34MHY ANns Nimiten BpuTaHia NimiTen oo 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHn) (3amiHa peuyenmom
iH'ekuji1, 1000 rpadyivHOro 306paxkeHHs YNakoBOK Ha TEKCT MapKyBaHHS NEPBUHHOI Ta
Mmr/250 mr y BTOPUHHOI ynakoBoK); (TepMiH BBEAEHHS 3MiH MPOTAroM 6 -Tu MicsuiB
donakoHax Nel nicns 3aTBepkeHHs); 3MiHu | Tuny - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo afpecy MicLsA NPOBaMKEHHS AisNIbHOCTI
BMPO6HMKa/iMnopTepa roToBoro fikapcbkoro 3acoby, BkIvawym
AinbHULI BUNYCKy cepii abo MicLie NpoBeAEeHHS KOHTPOJIH SKOCTI.
(aisnbHICTb, 3a AKy BigNoBigae BUPOOHMK/IMIOPTEp, BKIHOYAKOUN BUMYCK
cepili) (3MiHa HaliMeHyBaHHA Ta afpecu BUPOOHMKa, 6e3 3MiHM MicLA
BMPOGHMLTBA) (TEpMiH BBEAEHHSI 3MiH NPOTAroM 6 -Tv MicsALiB nicns
3aTBEPKEHHS)
113. | NPAAAKCA® Kancysm Teepgi no Bepinrep HimeuunH BepiHrep Himeuun BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3miHu | TUny - 3MiHK 3 3a UA/10626/01/02
110 mr Ne 10 (10x1), IHrenbxanm a IHrenbxainm Ha siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. CucteMa peuenmom
Ne 30 (10x3), Ne 60 IHTEepHeLwHN dapma 'v6X i KOHTeliHep/3akKynopoBanbHWii 3aci6. 3MiHa Y NepBUHHIl ynakoBLyi
(10x6) y bnicTepax M6X Ko. KI roTOBOrO JliKapcbKoro 3acoby (Tun KoHTeliHepa abo AofaBaHHA HOBOro
KOHTeliHepa) - BunyyeHHs NepBUHHOI YNakoBKY, L0 He NPU3BOAUTL A0
NMOBHOIO BUTyYEHHS MiKapCbKOro 3acoby 3 NEBHOK CUOKD Aji abo y
NeBHil nikapcbkiii hopmi (BUNyYeHHS ynakoBku no 60 kancyn y
hnakoHax, no 1 hnakoHy y KapTOHHI kopobLi 3 BigNoBiAHUMY 3MiHAMU
y p. «YnakoBka», «YMOBM 36epiraHHa», «TepmiH NpMAaTHOCTI»)
114. | NMPAJAKCA® Kancynu Teepgi no BepiHrep HimeuuunH BepiHrep Himeyun BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | TUny - 3MiHK 3 3a UA/10626/01/01
75 mr Ne 10 (10x1), IHrenbxanm a IHrenbxainm Ha siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. Cuctema peuenmom
Ne 30 (10x3), Ne 60 IHTepHeLwHN dapma 'v6X i KOHTeliHep/3akKynopoBanbHWii 3aci6. 3MiHa Yy NepBUHHIl ynakoBLyi
(10x6) y 6nicTepax 6X Ko. Kl roTOBOrO JlikapcbKoro 3acoby (Tun KoHTeliHepa abo AofaBaHHA HOBOro
KOHTeliHepa) - BunyyeHHs NepB1HHOI YNakoBKY, L0 He NPU3BOAUTL A0
NMOBHOIO BUTyYEHHS NiKapCbKOro 3acoby 3 NEBHOKO CUOK Aji abo y
NeBHil nikapcbkii hopmi (BUNyYeHHS ynakoBku no 60 kancyn y
hnakoHax, no 1 hnakoHy y KapTOHHI kopobLi 3 BigNoBiAHUMY 3MiHAMM
y p. «YnakoBka», «YMOBM 36epiraHHa», «TepMiH NpMAaTHOCTI»)
115. | NMPOrHOBA TabneTku, BKPUTI AngoreH IMKo | Jllokcemby Jenbtapm ®paHuin BHECEHHS 3MiH [0 peecTpaLiiiHuXx maTepiasiB: 3MiHW | TUNY - BBEAEHHS 3a UA/4865/01/01
060/10HKOI0, N0 2 Mr C.ap.n. pr Ninne CAC - ab0 3MiHM [0 y3aranbHEHVX AaHUX NPo cucTeMy hapmMakoHarnsgy peyenmom
no 21 tabnetuyiy NYC-NE3- (BEAEHHS y3araslbHEHMX AaHMX NPO cUCTeMy dhapMakoHarnsay, sMiHa
6nictepi; no 1 JNIAHHOW YNOBHOBaXKEHOI 0CO6M, BiANoBigaNbHOI 3a 3iiCHEHHS
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
6nictepy B thapMakoHarnsay; KOHTakTHOI 0cobu 3 chapmakoHarniagy 3asaBHUka ons
KapTOHHIM nayui 3[jiCHEeHHs dhapmakoHarnagy B YKpaiHi, AKLL0 BOHa BigMiHHA Bif,
yMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iICHEHHS hapMakoHarisay
(BKNKOUAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cucTemMu chapmakoHarnsgy); 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOT
0Cco6M 3asBHMKA Ta KOHTaKTHOI 0cobu. 3miHa Homepa Ta
MiCLie3Hax0MKeHHs1 MacTep-haiina. 3miHa Micus 34ilicHeHHS OCHOBHOI
AiSNbHOCTI 3 papmakoHarisay
116. | NMPO3EPUH PO34UH NS iH'EKLN, TOB YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiiB: 3MiHu | TUNY - NogaHHsA 3a UA/8836/01/01
0,5 mr/Mnno 1 mn B "Xapkiscbke BMPOOHULITBA, oHoBrieHoro CEP Ha A®I Bif, 3aTBEpAXEHOro BUPOGHUMKA, 3i 3MiHamu y peyenmom
amnynax Ne 10 y thapmaueBTny KOHTPO/Tb SIKOCTI, crneuungikauii BXigHoro koHTposto A®| 3a NokasHUKOM «laeHTudikawis»,
Kopo6ui, no 1 mn Ne He BUMYCK cepil: «CynpoBigHi AOMILLKM» Ta 3MIHOI Ha3BU BUPOGHKKa ADI; cynyTHSA
10 (5x2) y 6nicTepax | nignpuemMcTso TOB "Xapkiscbke 3MiHa: 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y BIAMNOBIAHICTL [0
y kopo6u,; Ne 10 "3[0p0B's hapmMaueBTNUHE MOHorpadgii oY a6o €sponelicbkoi thapmakonei, abo iHWoT
(10x1) y 6nictepax y Hapoay" nigNpPUEMCTBO HauioHas1bHOT hapmakonel gepxasu €C (3MiHa y cnevumdikayisx,
Kopobui ans TOB "3p0poB'a nos'sA3aHa 3i 3miHamu B J®Y, abo €Bponelichbkiin thapmakonel, abo iHLuii
"hapMaueBTUYHA Hapogy", HauioHasbHIN dhapMakonei gepxasu €C); 3MiHM | TMNY - 3MiHK, NOB'A3aHi
KomnaHis"3gopoB " YKpaiHa; BCi 3 HeOOXiZHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0 MOHorpadii 4dY abo
, YKpaiHa cragii €Bponelicbkoi thapmakonei, abo iHLWOT HaLioHaNbHOI hapmakonei
BMPOOHULTBA, nepxaBun €C — npuBefeHHs po3sginy «MikpobionoriyHa uictora» y
KOHTPO/1b SIKOCTI: cneumaikauii BxigHoro koHTposto A®I y BignosigHiCTb 40 BUMOT
TOB OPY/EP; 3minu | Tvny - 3MiHa y meTogax BunpobysaHHsa APl abo
"hapmaueBTnyHa BMXIAHOIO MaTepiany/NpoMiKHOro NpoAyKTy/peareHTy, LWo
KOMnaHis BUKOPWCTOBYETLCA Y NpoLeci BUpO6HULTBa AD| (BUTyYEHHS METOAY
"3popos'a"”, BUNpobyBaHHA Ana Adl/peareHTy/MPOMiIXXHOIO NPOAYKTY, AKLLO
YKpaiHa a/IbTepHaTVBHUI METOJ, BXXE 3aTBEepAKEHNIA)
117. | NPO3EPUH- PO3YUH ANS iH'EKLN, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [J0 peeCTpaLiiiHuX MaTepiasliB: 3MiHN | TUNY - BBEAEHHS 3a UA/6208/01/01
AAPHMNLUA 0,5 mr/Mnno 1 mn B "dapmaueBTu "®GapmaLeBThyHa ab0 3MiHN [0 y3araslbHEHUX AaHuX Npo cucTemy hapmakoHarnsgy; peyenmom
amnyrni; no 5 amnyn YyHa hipma thipma 3MiHa yNOBHOB&XEHOI 0c06y, BiANOBIAA/IbHOI 3a 34iiCHEHHS
Y KOHTYpHIiA "fapHuus" "fapHuua" thapmakoHarnsgy
YapyHKOBIli
ynakoBLij; no 2
KOHTYPHI YapyHKOBI
YNakoBKM B nauLli
118. | NPOMEAON PO34UH NS iH'EKLN, AT "Kanuekc" Narteis BCi cTagii CnoBayy | BHECEHHs 3MiH [0 peecTpauiliHix Martepianis: 3miHu | Tuny - 3MiHa 6yab- 3a UA/15324/01/01
KAJILEEKC 20 mr/Mnno 1 mn B BUPOBHMYOTO nHa/ SAKOI YaCTUHW MaTepiasly NepBUHHOT YNaKoBKU, L0 HE KOHTaKTyeE 3 peyernmom
amnyni; no 5 amnyn npowecy, Kpim Natsis rOTOBMM NiKapCbKNM 3aCO60M - BBEAEHHSA AOAATKOBOrO 3aXUCTy AN
B KOHTYPHili BWMYCKY Cepii: niKapcbKoro 3acoby: 2 No3Ha4YeHHs y BUTASAI MapKyBa/ibHVX Kieub Ans
YapyHKOBIli ynakoBLii XBM ®apma 060B’AA3KOBOr0 NO3HAYEHHSI NEPBUHHOI YNaKOBKM HAPKOTUYHOIO 3acoby
(niggoni); no 1, 2 c.p.o., Ta KOJO0BE KinbLe AN5 AAaHOro fikapcbKoro 3acoby 3 BifgnoBigHNMM
a60 20 KOHTYpHUX CnoBayuvHa; 3MiHamM y p. «YnakoBKa»

YapyHKOBUX
ynakoBoK (NiAAO0HIB)
B nauL,i i3 kKapToHy

BUPOGHUK, SIKWiA
Bignosigae 3a
KOHTPONb
cepii/Bunpobysa
HHA: AT
"I'piHAekc",




89

Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
Nartsis;
BMPOBHUK, SKWiA
Bignosigae 3a
BMNyck cepii: AT
"Kanuekc",
Nartsis
119. | NPOMNEC® PO3UMH ANA iH'eKLl TOB "HIP" YkpaiHa TOB "HIP" YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis: BUNPaBAEHHA TEXHIYHOT 3a UA/3647/01/01
no 2 Mn B amnynax NMOMU/IKK B MeTOZj BUNpobyBaHHA B MKA 3a NokasHWKOM SKOCTI peyernmom
Ne 10 2.1geHTndikaujis. C.XiHo3on
120. | PAHOCTON® Ma3b 10 % no 20 r MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | TUny - 6e3 UA/8650/01/01
abo no 40 r, abo no "OITOPAPM" "OITOPAPM" AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu 3asBHUKaA peyenma
100 ry Ty6i; no 1 (BnacHvika peecTpauiiHoro nNocBigYeHHs) (3MiHa HaliMeHyBaHHs Ta
Ty6i B nayu;j 3 agpecy 3aaBHVKa) (TepMiH BBELEHHS 3MiH NPOTArom 1-ro poky nicns
KapToHY 3aTBEPMXEHHS); 3MiHM | TUMy - AAMIHICTPaTWBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo afpecy MicLA NPOBaXEHHS Ais/IbHOCTI
BMpO6HUKa/iMnopTepa roToBOro JliKapCbKoro 3acoby, BKIKYaoum
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHs1 KOHTPOSIK SKOCTI.
(BisAnbHICTb, 3a AKY BiANOBiAae BUPOOHMK/IMNIOPTEP, BKIOYAKOUM BUMYCK
cepili) (3MiHa agpecy BUpo6HUKa /13, 3 BigMNOBigHAMUN 3MiHAMU Y
MapKyBaHHi ynakoBku (nepeliMeHyBaHHsA M. ApTEMIBCbK Ha M. BaxmyT)
(TepMiH BBEAEHHS 3MiH MPOTAroM 1-ro poky nicss 3aTBepaKeHHs)
121. | PE®OPTAH® po3uunH gng iHdysiii, | BEPNIH-XEMI | HimewyunH | BMpO6GHMUTBO "in Himeuun BHECEHHS 3MiH 40 peecTpaliinHMx MmaTepiasis: 3MiHW | TURYy - 3MiHK, 3a UA/6679/01/01
60 mr/mn (6 %) no Al a bulk", kiHueBe Ha noB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y BiAMNOBIAHICTb A0 MOHOrpadii peyenmom

250 mn a6o no 500
My thakoHax 3
npo30poro ckna abo
y thnakoHax 3
nonietuneHy Ne 10 y
KapTOHHIA Kopoo6Li

nakyBaHHsl,
KOHTPO/Ib Ta
BUWMYCK Cepiii:
BEP/IH-XEMI
Al

Loy abo €sponelicbkoi hapmakonei, abo iHLWOT HalioHaIbHOT
thapmakonei gepxasu E€C (3miHa y cneuudikauii HedhapmakonenHoro
A®| ona npuBeAeHHs y BIANOBIAHICTL A0 BUMor dY abo EBponelicbKoi
thapmakonei, abo iHLWOT HalioHabHOT thapmakonei aepxasn €C) -
npusefeHHs cneundikauii A®I rigpoKcieTUIKpoXmasto y BiANOBIAHICTb
[0 MoHorpadii; 3miHu | TURYy - 3miHa y MeTogax BunpobyBaHHa A®l abo
BUXIAHOrO MaTepiany/npoMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPMCTOBYETLCA Y NpoLeci BupobHuutTea APl — BBeeHO
anbTepHaTnBHUIA MeTod X AN BUSHAYEHHS €TUIEHT/THOKOMI0
[08aTKoBO A0 hapmakoneiiHoro MeToZy; 3MiHu | Tuny - 3miHa y meToAax
BMNPOOGYBaHHSI rOTOBOTO NiKapCbKOro 3acoby (Bkovakouy 3amiHy abo
[OMOBHEHHSA) — BBEEHO A0AaTKOBUIA MeTog, C AN BUSHAYEHHS
6akTepia/ibHUX eHAOTOKCUHIB 10 BXe 3aTBEepXeHOro metoay A 3rigHo
EP 2.6.14; 3atBepmxeHuii metos «CepeHs MOMeKynsipHa maca»
3aMiHeHunii Ha «MonekynsapHa maca Ta MOJIeKyIpPHO-MacoBWUi
po3nogin», MeToanka 3acHoBaHa Ha MeTofi, Iknii onvcaHnin B
MoHorpadii «Starches, hydroxyethyl» EP; 3miHu | Tuny - 3miHa
napameTpiB cneuudikauii Ta/abo JONYyCTUMMX MEX rOTOBOr0
NiKapCcbKoro 3acoby — NPMBEAEHHS AONYCTVMUX MEX 3a NOKA3HUKOM
«MonekynsapHa maca Ta MO/IeKy/IipHO-MacoBe PO3MoAiNeHHs» Y
cneuudikaLii roTOBOro NikapcbKoro 3acoby y BignoBigHICTb [0
MoOHorpadii «Starches, hydroxyethyl» EP; 3MiHu | Tuny - nogaHHs
HoBoro CEP Ne RO-CEP 2010-242-Rev 00 gnsa Adl
TiJPOKCIETUIKPOXMaUTIO Bif BXXE 3aTBEPAKEHOITO BUPOGHMKA
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Ymosu
BiOnycKy

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

122.

PE®OPTAH®
130

PO34UH ANs iHgy3il
no 250 mn abo no
500 mn y dhnakoHax
Ne 1, Ne 10

BEPNIH-XEMI
Al

HimeyunH
a

BEP/NIH-XEMI
Al

Himeuyun
Ha

BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHU | TUNY - 3MiHa y
MeToAax BUNPOGYyBaHHS roTOBOTO JlikapCbKoro 3acoby — BBEAEHO
a/lbTEPHATUBHUI METO[, BU3HAYEHHS cepefHbOi MOMIeKyNAPHOT Macn —
meTog B; BBeaeHo goaatkoBuii metos C AN BU3HAUYEHHS
6akTepiasibHNX eHOOTOKCUHIB [0 BXE 3aTBEpKEHOro MeToay A 3rigHo
EP 2.6.14; 3miHun | TUny - nogaHHA oHoneHoro CEP Ne R1-CEP 2007-
367-Rev 00 gna APl HaTpito x10puay Bif, 3aTBEXEHOro BUPO6HMKA;
3MiHM | TUny - 3MiHa y MeTodax BunpobysaHHs A®| abo BuxigHoro
marepiasy/npomipKHOro NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea A®| — 3aTBEpmKEeHNn MeTog, «CepeaHs
MonekynspHa maca» ans A®| MgpokcieTunkpoxmasib 3aMiHeHUI Ha
«MonekynsipHa Maca Ta MOJIeEKyIPHO-MaCcoBWi PO3MOAiN», aHaniTuuHa
MeToAmMKa NpoBOAUTCA 3rigHo in-house method a6o 3rigHO BUMOT
MoHorpadii «Starches, hydroxyethyl» EP; 3miHW | TUny - 3miHn,
noB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y BiANOBIAHICTb A0 MOHOrpadii
Loy abo €sponelicbkoi hapmakonei, abo iHLWOT HaLioHaIbHOT
thapmakonei gepxasu E€C (3miHa y cneuudikauii HedpapmakonenHoro
A®I| ona npuBeAeHHs y BIANOBIAHICTL A0 BUMor AdY abo €BponeiicbKoi
hapmakonei, abo iHLWOT HalioHalbHOT thapmakonei aepxasn €C) —
npuBefeHHs cneundikauii A®I rigpokcieTUIKpoxXmanto y BiANOBIAHICTb
00 MoHorpadii; 3miHu | Tuny — nogaHHa Hosoro CEP Ne RO-CEP 2013-
234-Rev 00 gna Al rigpokcietunkpoxmanio (FEK) Big 3aTBepaxeHoro
BMPO6HMKaA

3a
peyenmom

UA/13733/01/01

123.

PUHT
HA3ANbHUNA
CMPEN®
3BOJIOXYIOY
nin

cnpeii HasaslbHUiA
0,5 mr/rno 10 mny
chnakoHi pasom 3
HacoCoM-[103aTOpPOM
3 po3nusoBaYeMm, no
1 chnakoHy B nauui 3
KapToHy

MAT "®apmak”

YKpaiHa

MAT "®apmak”

YKpaiHa

BHECEHHS 3MIMH [j0 peecTpaLiitHux maTepiasnis: 3miHu | TUny -
AaMiHiCTpaTBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPO6GHMKa/iMnopTepa roToBOrO JlikapCbKoro
3aco0y, BKIOYAKUY AiNTbHUL BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPOJIIO AKOCTI. (fiANbHICTb, 3a AKy Bifnosigae BUpobHuK/iMnopTep,
BKJ/THOUAKOUN BUMYCK Cepili) (3MiHM Y agpeci Micus BNpoBadKEHHSI
[iSNbHOCTI — NpuBEeAeHHs iHhopMalii, Lo MICTATb peecTpaviiiHi
MaTepianu Ao 3a3HayeHol y niueHsii Ha BUpobHULTBO /13, Ae BKa3aHo:
MiCLLe3HaxX0MKEHHS OpPUANYHOT 0cobu: YkpaiHa, 04080, m. Kuis, By/.
PpyH3e, 63 micLe BNpoBaKeHHA Ais/IbHOCTI: YKpaiHa, 04080, M. Kuis,
BY/N. ®pyH3e, 74) (TepMiH BBEAEHHSA 3MiH NPOTArom 3-X MiCALIB Micns
3aTBEpPMKEHHS); 3MiHKM | TUny - 3MiHK 3 SKOCTI. FOTOBWIA NiKapcbKuii
3aci6. CtabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo ymoBax
36epiraHHa rotToBOro NikapcbKoro 3acoby (3miHa B ymoBax 36epiraHHs
roTOBOrO /iKapCbKOro 3acoby abo Mmicnsi po3UNHEHHS/BigHOBNEHHS)
(3miHa B ymoBax 36epiraHHs [13) (TepMiH BBEAEHHS 3MiH NPOTArom 3-x
MicsALiB MicNsA 3aTBEPAKEHHSR); 3MiHM | TUNy - 3MiHK 3 AKOCTI.
CepTudoikaT BignosigHocTi/l E-cepTudikaT BiANOBIAHOCTI EBPONENChKil
thapmakonei/mMmoHorpadii. NogaHHst HOBOro abo OHOB/IEHOTO
cepTtucpikaTa BiANOBIAHOCTI ab60 BUNYyYEHH:A cepTudikaTta BiANoBIAHOCTI
€Bponeiicbkii papmakonei: gns A®l; ons BuxigHoro
marepiany/peareHTy/npoMIKHOIrO NPOAYKTY, L0 BUKOPUCTOBYHOTHCS Y
BUPOGHMLTBI A®I; AN1A [ONOMIKHOI peqyoBUHM (CepTUdikaT BiANOBIAHOCTI
€Bponeiickkin dpapmakonei) - OHoBAEHNI cepTudiKaT Bif Yxe

6e3
peyenma

UA/12120/01/01




91

Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
3aTBEPAKEHOro BUpo6HMKa (OHOBNEHMin cepTudikat R1-CEP 2008-064-
Rev 01 Big BXe 3aTBepmaKeHoro BupobHuka BASF Pharma Chemikalien
GmbH & Co. KG, Deutschland, sikuit 3MiH1B Ha3By Ha Siegfried
PharmaChemikalien Minden GmbH, Germany) CynyTHs1 3MiHa - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknii 3aci6. Onuc Ta cknag, (iHWi 3mMiHK) -
BUMpPaB/IEHHA TEXHIYHOI NOMWUIIKW Y po3ini «Cknag», a came B YacTuHi
nepepaxyBaHHs Aito4oi peyoBuHM Ha 100 % cyxy peqyoBuHY (BHECEHO
C/TIOBO «CYXy»)
124. | PUPAMMILUUH TabneTku, BKPUTI NoniH NMimitep IHais Tonin Nimitep, IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/11941/01/01
+IBOHIA3UA+E | 060n10HKOM0, NO 28 AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKA peyernmom
TAMBYTONY TabneTtok y 6nicrepi; (BnacHvKa peecTpawiiHoro noceig4yeHHs) (3MiHa topuanyHoi agpecu
rigPOXNOPUA | no 24 6nictepn y 3a5BHMKA)
KapTOHHiiA Kopo6Lli
125. | PUGAMMILUUH TabneTku, BKPUTI NioniH NlimiTeq IHais JoniH Nimitepq, IHais BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 3a UA/11942/01/01
+I30OHIA3UA+N | o6onoHkoto, Mo 28 AfMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo aapecy 3asiBHMKA peuyenmom
IPABNHAMIA+ TabneTok y 6nictepi; (BnacHuka peecTpauiliHoro noceig4eHHs) (3MiHa topuanYHoT agpecu
ETAMBYTONY no 24 6nictepny 3asBHMKA)
rAPOX/IOPWUA, | kapTOHHIli kopobui
126. | PIHTEPA PO3unH ANs iHdysil, MpuBaTHe YkpaiHa MpusatHe Ykpaina BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu | Tuny - 3MiHu 3 3a UA/5121/01/01
PO34MH no 200 mn, abo no akujioHepHe akKuioHepHe AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUpO6HULTBI. 3amiHa abo peyenmom
400 Mn y nnswkax TOBapWCTBO TOBapUCTBO BBeEHHSA [0AaTKOBOI AiNbHUL BUPOBHMLTBA A15 YACTMHM abo BCbOro
"IHdpy3ia” "IHdpysia” BMPOGHNYOro NPOLLeCY rOTOBOrO /iKapCbkOro 3acoby (finbH1LSA, Ha ki

npoBoAATbLCS 6yab-AKi BUPOOHUYI CTagil, 3a BUHATKOM BUMYCKY Cepii,
KOHTPO/O SIKOCTi Ta BTOPUHHOTO MaKyBaHHS A4/19 CTEPUSIbHUX NiKAPCbKUX
3aco6iB (BK/HOYAKOUN BUPOGIEHI aceNTUYHUM METOA0M), KPiM
nNikapcbknx 3aco6iB 6i0/10ri4HOro/iMyHOMONYHOTO NOXOAKEHHS)
(BBEAEHHA AOAATKOBOI AiNbHUL BUPOOHMLTBA: YKpaiHa, 23219,
BiHHWLbKa 0671., BiHHWULBKWIA p-H, €. BiHHWLBKI XyTOpWY, BY/I.
HemupiBcbke Lwoce, 6. 84 A. (2 ynakoBku no 200 M, 2 ynakoBku no 25
Omn, 2 ynakosku no 400 mn, 2 ynakoBku no 500 mn 3 giameTpom
ropnoBuHY 17 mm Ta 22 MM). TEXHONOTIYHWI NPOLEC He 3MIHMBCS,
3MIHWNOCh BUKIaAEHHS iHGhopMaLii B CXeMi i onuci BUpobHULTBA.
HesHauHi 3MiHu BignosigatoTb Bumoram GMP) CynyTHS 3MiHa - 3MiHU 3
AKOCTIi. [0TOBWMIA Nikapcbkunii 3aci6. 3MiHM Yy BUPOBHULTBI. 3amiHa abo
BBEJeHHA [AOAATKOBOI AiNlbHULL BUPOOHMLITBA A1 YaCTUHM abo BCbOro
BMPOBHMYOro NpoLecy roToBOro JiKapCbKoro 3acoby (AinbHUUS ons
BTOPUHHOIO NakyBaHHS). - 3MiHW 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHU Y BUPOGHMUTBI. 3MiHM y NpoLieci BUPOGHMLTBA FOTOBOrO
NiKapCbKoro 3acoby, BK/IHOHa0UM NPOMIXKHWIA NPOAYKT, LLO
3aCTOCOBYETLCA MPY BUPOOHMLTBI TOTOBOrO NiKapCbKoro 3acoby (iHLwui
3MiHM); 3MiHK | TURY - 3MiHK 3 SKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHa iIMNoOpTepa/3aMiHK, LLLO CTOCYHOTLCA BUMYCKY cepil Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO fliKapCbKoro 3acoby (3amiHa abo fogaBaHHSA
BMPOGHMKA, LU0 BiANOBIAAE 3a BBE3EHHSA Ta/abo BMMYCK cepil) -
Britovatoun KOHTPOL/BUNPOBYBaHHA cepii (BBeAeHHS A04ATKOBOT
OiNbHWL KOHTPOSKO AKOCTI | BUMYCKY cepii: Ykpaina, 23219, BiHHuUbKa
06/1., BiHHMUbBKWIA p-H, €. BiHHMLUBKI XyTOpK, Bya. HemupiBcbke LWwoce, 6.
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
84 A)
127. | CAHAIMYH PO34MH OpaSIbHUIA, HoBapTic LLiseliyapi Lendapm dpaHuis BHECEHHS 3MiH 40 peecTpaLiiHnx MmaTtepiasiB: 3miHu |l Tuny - 3MiHKM 8o 3a UA/3165/03/01
HEOPAN® 100 mr/mn no 50 mn dapma Al A XtoHiHr C.A.C. IHCTPYKLT ANA MeLMYHOro 3aCTOCYBaHHA y po3ainiun: "®apmMakosnorivHi peuyenmom
y dhonakoHi Ne 1 BnactmsocTi”, "MpoTunokasaHHs", "B3aemogia 3 iHWYMU NikapcbKuMm
3acob6amm Ta iHWi BuAn B3aemogiin”, "OcobMBOCTi 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHS Ta fo3u", "IMo6ivHi peakuii”, "diTn". BBegeHHs
3MiH npoTarom 3-x MicsilliB NicnA 3aTBepAKEHHSA
128. | CEN/ICENT® kancysm no 250 mr ®.XodpcpmanH- | Lseliuapi BMPOGHMLTBO ITanis/ BHECEHHS 3MiH 40 peecTpavliiHux maTepiasis: 3MiHu |l Tuny - 3mMiHu o 3a UA/6612/01/01
no 10 kancyny Na Pow N1A4. a Hepo3dpacoBaHoi | LUseliuap IHCTPYKLT ANA MeAMUYHOro 3aCTOCYBaHHA y po3ainun: "®apmakosnorivHi peyenmom
6nictepi; no 10 npoAayKuii: PoLwu ia BnactusocTi", "lMpoTnnokasaHHs", "B3aeMogis 3 iHLIMMMN NiKapCbKUMun
6nictepiB y C.n.A, Itanis; 3acobamu Ta iHWi BUAY B3aemogii”, "OcobmBoCTi 3acTocyBaHHA" (y T.4.
KapTOHHII nayi nakyBaHHs: "3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs rpyaa”), "Cnocio
®.XothpmaHH-/15 3acTocyBaHHsa Ta fo3n", "TobiuHi peakuii”. BBeAeHHA 3MiH NPOTArom
Pouw NTg, 3-x micsauiB nicnA 3aTBepAKEHHSA
LLiBeiiuapis;
BMNPOGYBaHHSA
KOHTPOJTIO AKOCTI:
Pow C.n.A,,
ITanis; Bunyck
cepii:
& . XohpmaHH-/15
Pow NTa,
LLIBeliyapis
129. | CEHTEHUIA TabneTkn, BKpUTI CaHpo3 CnoseHis CaHpo3 lnak Typeuuun BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/14820/01/01
NNiBKOBOIO dapmacbioTika CaHali Be Ha AZMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapcbKoro 3acoby (6ys10 - peyernmom
060/10HKO10, Mo 10 n3 a.a. Tikapet A.C. MEMAHTVIH CAHAO3®)
mr Ne30 (10x3),
Ne60 (10x6) y
bnictepax
130. | CEPNI®T TabneTkun, BKPUTI PaHb6akci IHAisa CaH IHAin BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3MiHu | Tuny - 3a UA/4446/01/01
o060/10HKOI0, Mo 50 NabopaTtopi3 dapmacboTvKasn AfMiHicTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu Micua peyenmom
Mr, no 14 TabneTok Nimiten IHOacTpi3 NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/iMnopTepa roToBoro JlikapcbKoro
y 6nicTepi; no 2 NimiTen 3aco0by, BKIYaoun AinbHUL BUNYyCKy cepii abo micue npoBeeHHs
6nictepn B KOHTPOJIH0 SIKOCTI. (AiSNbHICTb, 3a Ky BiANoBiAae BUpOOHUK/iMnopTep,
KapTOHHI Kopoo6Li BK/IO4Al0UM BUMYCK Cepiid) (3MiHa HaliMeHyBaHHS1 BUpO6HWKa M/13);
3MiHu | TUNY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afipecyt MicL NPoBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/IOYatoum, 3a
HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJIH AKOCTI), ab0 BlacHuKa
macTep-aiina Ha A®Il, abo noctavasibHuka A®I/BuxigHOro
MaTepiany/peareHTy/MpoMKHOroO NPOAYKTY, L0 3aCTOCOBYHOTLCS Y
BMPO6HMLTBI API (SKLLO 3a3HAYEHO Y JOChE Ha NMikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTa BignoBigHOCTI EBponeiickkili hapmakonei y
3aTBEpPAKEHOMY [OCbE, 260 BMPOGHMKA HOBOT AOMOMDKHOI PEHOBUHMN
(AKLLLO 3a3HaYeHO Yy A0CbE) (3MiHa HaliMeHyBaHHS BUpPOGHMKa AdI
CepTpaniHy rigpoxnopuay)
131. | CEPNI®T TabneTkn, BKpUTI PaHb6akci IHais CaH IHais BHECEHHS 3MiH A0 peecTpauiiHnx maTtepiasiis: 3miHu | Tuny - 3a UA/4446/01/02
060/10HKOH, Mo 100 JlabopaTtopi3 dapmacbloTuKa AOMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecy Miclisi peyenmom
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
Mmr, no 14 TabneTok Nimiten IHaacTpi3 NPOBa/PKEeHHS AiSNbHOCTI BUpOBHMKa/iMnopTepa roToBoro JlikapcbKoro
y 6nicTepi; no 2 Niviten 3aco6y, BKIOYauM AinbHULi BUNYCKY cepii abo micue npoBefeHHs
6nictepu B KOHTPOJII0 AKOCTI. (ZiANbHICTb, 3a Ky BignoBigae BUpo6HuK/iMnopTep,
KapTOHHiA KOopooLi BK/IOYAt0UM BUMYCK cepiii) (3MiHa HaliMeHyBaHHs1 BUPOGHWKa M/13);
3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecy Micusl NPOBaXEHHS AiS/IbHOCTI BUPO6HMKA (BK/IOYatoum, 3a
Heo6XiAHOCTI, MicLe NPOBEeAEHHSI KOHTPOIO SKOCTI), ab0 BriacHuKa
macTep-haiina Ha A®l, abo noctavasnibHuka API/BuxigHOro
mMaTtepiany/peareHTy/NpomMiKHOro NPOAYKTY, L0 3aCTOCOBYHOTLCA Y
BMPOGHMLTBI ADI (SIKLLO 3a3HAYEHO Y JOChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikarta BignosigHOCTI €Bponeicbkili hapmakonei y
3aTBEpAXEHOMY [1OCbE, a60 BUPOGHMKA HOBOT JOMOMDKHOI PEUYOBUHM
(AKLLLO 3a3HAYEHO Y A0CbE) (3MiHa HaliMeHyBaHHs1 BUPOGHMKa AdI
CepTpaniHy rigpoxaopuay)
132. | CEPNI®T TabneTku, BKPUTI CaH IHais PaH6akci IHais BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/4446/01/01
060/10HKOI0, MO 50 PapmacbloTuK Na6opaTopi3 wono 6e3nekn/ehekTnBHOCTI Ta hapmakoHarnagy. BeefieHHsa abo 3miHn | peyernmom
Mmr, no 14 TabneTok an IHgacTpi3 Nimiten [0 y3aras/ilbHeHMX JaHnX Npo cuctemy hapmakoHarnsgy (BeaeHHs
y 6nicTepi; no 2 Nimiten y3araJibHeHNX AaHux npo cuctemy dpapmakoHarnsagy, amiHa
6nictepu B YNOBHOBaXXEHOI 0CO6U, BifiNOBIAANbHOI 3a 3iICHEHHS
KapTOHHI KOpoOLj hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHaragy 3asBHUKa ons
3[jiCHEeHHs1 hapmakoHarnsay B YKpaiHi, KLL0 BOHa BigMiHHA Bif,
YNOBHOBaXKEHOI 0c06U, BiNOBIfaIbHOT 3a 34iICHEHHS hapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHNM y po3MilLeHHiI MacTep-cthaina
cucTemu hapmakoHarnagy); 3miHa 3asiBHUKa (BNnacHuka peecTtpauiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)
133. | CEPNI®T TabneTku, BKPUTI CaH IHgjsa PaHb6akci IHAisA BHECEHHS 3MiH 0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3miHn 3a UA/4446/01/02
060/10HKot0, No 100 $apmacbloTHK Nab6opaTtopi3 wopo 6e3nekv/edpekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo 3MiHn peuyenmom
Mr, no 14 TabneTok an lHgacTpis Niviten [0 y3arasibHeHVX JaHux Npo cuctemy dapmakoHarnagy (BefeHHs
y 6nicTepi; no 2 Nimiten y3arasibHeHUX AaHnx Npo cucteMy hapmakoHarnsgy, 3miHa
6nictepu B YMOBHOBaXeEHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
KapTOHHiiA Kopo6Li thapmakoHarnagy; KOHTakTHOI 0cobu 3 hapmakoHarnsgy 3asasHuKa Ans
3[jiCHEeHHST hapmakoHarsgy B YKpaiHi, SKLL0 BOHA BigMiHHA Bif,
YMNOBHOBaXEHOT 0c06M, BigNOBiAaNbHOT 3a 34iICHEHHST hapMakoHarisay
(BKNKOUAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHM y pO3MiLLeHHI MacTep-thaiina
cuctemn hapmakoHarnagy); 3miHa 3asiBHUKa (BNnacHMka peecTpauinHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)
134. | CUHATIC NMOPOLLOK E66Bi Lsenuapi BMPOGHMLTBO Himeuun BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | TUNY - BBEAEHHS 3a UA/14255/01/01
niogpinizoBaHuii ana | Biodhapmackto a nikapcbKoi Ha/ ab60 3MiHM [0 y3arasibHeHVX AaHUX Npo cucTeMy papMakoHarisgy peyenmom
NpUroTyBaHHSA Tikan3 Mmex copmun ITania (BKHOUAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
PO34UNHY A5 iH'EKLA (nopoLwuok), cuctemun dhapmakoHarnsagy
no 50 mr y cpnakoHi nepBuHHE
Ne 1 y KomnnekTi 3 nakyBaHHs
PO34YMHHMKOM Mo 1 MOPOLLIKY:
M B amnyni Ne 1 BepiHrep
IHrenbxainm
dapma M'v6X i

Ko. KT,




94

Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

HimeuuunHa;
BMPOGHMLTBO
nikapcbKoi
dopmun
(PO3YMHHUK),
nepBuHHe
nakyBaHHS
PO3UYNHHMKA:
Xocnipa C.IN.A.,
ITanis; BTOpUHHE
naxyBaHHs,
BUNYCK cepii:
E668BI C.p.N.,
ITanis

135.

CUHArIC

MOPOLLIOK
niocpinizoBannii Ans
NPUroTyBaHHs
PO34UHY A5 iH'EKLLA
no 100 mr y chnakoHi
Ne 1 y komnnekTi 3
PO3YMHHKKOM o 1
MmN B amnyni Ne 1

E66BI
Biohapmachio
Tikan3 Mm6X

LLiBeiiuapi
2

BMPOGHMLTBO
nikapcbKoi
topmmn
(nopoLuok),
nepBuHHe
nakyBaHHs
MOPOLLIKY:
Bepinrep
IHrenbxanm
dapma 'v6X i
Ko. KT,
HimeuuunHa;
BMPOGHMLTBO
nikapcbKoi
topmmn
(PO3UYUHHUK),
nepBuHHe
nakyBaHHs
PO3YMHHYMKA:
Xocnipa C.IN.A.,
ITanis; BTOpUHHE
nakyBaHHsl,
BUNYCK cepil:
E668BI C.p.N.,
ITanis

Himeuun
Ha/
ITanis

BHECEHHS 3MiH [0 peecTpaLiiiHuX MaTepiasiB: 3MiHN | TUNY - BBEAEHHS
ab0 3MiHM [0 y3aranbHEHVX AaHUX NPo cucTeMy hapmMakoHarnsgy
(BK/THOUAKOUM KOHTAKTHI gaHi) Ta/abo 3MiHKM y po3MilLeHHI MacTep-cthaina
cuctemu chapmakoHarnsgy

3a
peyenmom

UA/14255/01/02

136.

ConisnM®

TabneTtkn, BKpUTI
060/10HKOI0,
KMLUKOBOPO34MHHI NO
20000 /10; no 10
Tabnetok y 6nictepi,
no 2 abo 5 6nictepis
y nayui 3 KapTOHY

NAT
"BiTamiHn"

YkpaiHa

MAT "BiTamiHn"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaliiiHux maTtepianis: 3MiHW | TUNY - 3MiHa
napameTpiB cneundikauii Ta/abo AoNyCTUMMX MEX MEePBVHHOI YNaKOBKU
roTOBOrO NiKapCbKoro 3acoby; CynyTHS 3MiHa: 3MiHa y MeTofax
BMNPOGYBaHHA NEPBUHHOI YNakoBKM rOTOBOrO J1iKapCbKOro 3acoby —
3MiHa gonyctummnx mex n. «MBY» B cneyudikauii Ha nakyBasbHi
mMartepianu nepByHHOI ynakoBku (6nicTep i3 naiBkM NOMIBIHINX0PULAHOT
Ta Ponbrv antoMiHIEBOT) Ta HE3HAYHI 3MiHW Y MeToAax BUNpoOyBaHHS M.
«MBY»

6e3
peyenma

UA/5184/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
137. | COMATUH® niocpinizat ans TOB "®3 YkpaiHa TOB "$3 Ykpaina BHECEHHS 3MiH [0 pEECTpaLiiiHUX MaTepiasiB: 3MiHW | TUNY - BBEAEHHS 3a 904/13-
(COMATPONMIH | po3unHy ans iH'ekuii | "BIO®PAPMA" "BIODPAPMA" ab60 3MiHM [0 y3aranbHeHVX AaHUX Npo cucTeMy hapMakoHarnsgy peyenmom 300200000
N ANHN no 1,3 mr (4 MO) (BKNKOUAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-ghaiina
PEKOMBIHAHT | a6o 2,6 mr (8 MO) y cuctemu dhapmMakoHarnagy
HUIA) | thbnakoHax Ne 1y
SOMATIN® KOMM/IEKTi 3
(SOMATROPIN PO3UYMHHUKOM
HUMAN (po3umH
RECOMBINANT | meTtakpe3sony 0,3%)
) BignosigHo no 1,0
mn abo 2,0 mn B
amnynax Ne 1y
6nictepi
138. | CTOMATO- reflb gNs siceH, no ToBapuncTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHnx maTtepiasti: 3miHM | Tuny - 3MiHa 6e3 UA/13651/01/01
FrENb 20 ry Ty6i; no 1 Ty6i 06MexeHo 06MexeHot po3Mipy cepil (Bk/ItoYatoun dianaszoH po3mipy cepii) roToBoro peyenma
3400POB'A y KOpobLj 3 KapTOHY BiANOBiAabHI BiANOBIAALHICT nikapcbKoro 3acoby
CTIO (]
"GapmaueBTu "GapmaueBTuyHa
YyHa KoMnaHis KOMMaHis
"3gopos's"” "3popos's"”
139. | CYPBAHTA cycneHsis gns E6G6BI LLiBeiiuapi E66BI IHK. CWA BHECEHHS 3MiH [J0 pEECTpaLiiiHuX MaTepiasliB: 3MiHN | TUNY - BBEAEHHS 3a UA/11404/01/01
iHTpaTpaxeasibHOro Biochapmacbto A ab0 3MiHM [0 y3arasibHeHVX AaHuX NpPo cucTemy hapmakoHarnagy peyernmom
BBeZEeHHS no 25 Tikan3 MmeX (BKNHOUAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi macTep-ghaiina
mr/mn no 4 mn a6o 8 cucteMu chapmakoHarnsgy
My chnakoHax Ne 1
140. | TAMI®IIO® MOPOLLOK ANS ®.XopcpmanH- | Lseliuapi Brpo6HMLTBO Himeuun BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3miHu |l Tuny - 3MiHn 3a UA/3189/01/02
OpasibHOT cycneHsit, Na Pow N1a a Hepo3acoBaHol Ha/ Loao 6e3nekn/edpeKTBHOCTI Ta (hapmakoHarnagy. 3MiHU y KOpOTKiid peuenmom
6 mr/mn, no 13 r NPOAYKUT: Lsenuap XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
MOPOLLKY Y NASLLILL; PotTengopd in AN MeAUYHOro 3acTOCyBaHHSA y 3B'A3KY i3 HOBUMM JaHMU 3 AKOCTI,
no 1 nAswuj pasom dapma 'M6X, OOKNIHIYHUMMN, KNIHIYHUMW faHMK Ta faHMK 3 dpapMakoHarniagy
3 N1aCTUKOBUM HimeuumnHa; (3MiHM [0 IHCTPYKLji y po3ainu: "dapmakonorivyHi B1actusocTi”,
afantepom, MepBrHHE Ta "Oco611BOCTI 3acTocyBaHHS" (B T.4. "3acToCyBaHHs y nepios BariTHOCTI
nnacTMKOBUMMU BTOPWUHHE a6o rogysaHHA rpyaat"), "Cnocib 3actocyBaHHs Ta fo3n", "MobiuHi
fosaropaMu 1A nakyBaHHs, peakuii") (TepmiH BBEAEHHSA 3MiH NPOTArOM 6-TU MicALIB nMicns
opa/ibHOro BMNPOGYBaHHSA 3aTBepMXeHHS); 3MiHu Il Tuny - 3miHK Woao 6e3nekn/ethekTUBHOCTI Ta
3acTocyBaHHS KOHTPO/IIO AKOCTi: chapmakoHarnsgy. 3MiHM y TepaneBTUHHUX NOKa3aHHAX (fofaBaHHS

micTkicTio 10 mn abo
3 mnT1a 10 mn,
nAacTUKoBUM
MipHUM
CTakaH4MKoM y
KapTOHHIA KOpooLi

®.XothpmaHH-/15
Pouw /TA,
LLseiiuapis;
BunpobysaHHs
KOHTPO/TIO AKOCTI,
BUMYCK cepil:
®.XothpmaHH-/15
Pouw /TA,
LLiBeiiuapis

HOBOroO TepaneBTUYHOrO NnokasaHHs abo 3MiHa y 3aTBEP)KEHOMY
nokasaHHi) (3MiHu J0 iHCTpyKUiT y po3ain "Moka3aHHs") (TepMiH
BBEJEHHS 3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPAXKEHHS); 3MiHK |
™My - 3MiHK 3 AKkocTi. MeanyHi NpucTpoi. 3mMiHa NPUCTPOIB Ans
BMMIipIOBaHHS 4,031 ab0 BBEAEHHS NiKapCbKoro 3acoby (gofaBaHHs abo
3aMiHa NpUCTPOIo, AKUIA HE € HEBIA'EMHOK YaCTUHOI NEePBUHHOT
ynakoBku) - MpucTpiii, Akuii mae CE-mapKyBaHHA (fofaBaHHS
NNacTYKOBOro ,03aTopy A4J/15 OPasIbHOTO 3aCTOCYBaHHS MICTKICTIO 3 M1 3
BiANOBIAHMMU 3MiHaMK y p. «YnakoBka» MKA 13 Ta iHCTpyKUiT ANns
MeZMYHOro 3acToCcyBaHHA. FK HacnifoK peecTpawis 4o4aTKOBOT
YNaKOBKM (TEKCT MapKyBaHHSA Ha A0AATKOBIN Ta iCHYHOYI ynakoBKax
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
ofHakoBwiA) (TepMiH BBELEHHSI 3MiH NPOTAroM 6-T MicAUIB nmicns
3aTBEPKEHHS)
141. | TAXOKOMB nnacTuHa, BKpuUTa Takepa ABCTpIs Takena ABCTpis ABCTpIs BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3miHu |l Tuny - 3MiHn 3a UA/8345/01/01
060/10HKOM, 1 AscTpia FTM6X 6X Loao 6e3snekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3MiHu y peyenmom
nnacT1Ha po3mipom TepaneBTUYHMX NOKa3aHHAX (40AaBaHHA HOBOrO TepaneBTUYHOro
2.5cm x 3 cm abo nokasaHHs abo 3MiHa y 3aTBep)KEHOMY MNoKasaHHi) (3MiHu (3MiHa B
po3mipom 9.5 cm X 3aTBEPKEHOMY NoKa3aHHI) A0 IHCTPYKLiT y po3ain "Moka3aHHA")
4.8 CM y KapTOHHil (TepMmiH BBEAEHHSI 3MiH MPOTArOM 6-TU MiCSILIB MICNS 3aTBEPAKEHHS);
KOpOO6Li; 2 MNacTuHn 3MiHu |l TUNy - 3MiHK Woao 6e3nekn/edeKTBHOCTI Ta
po3mipom 4.8 cM X chapmakoHarnsgy. 3MiHW y KOPOTKili XapakTepuCTuLI NikapCbKoro
4.8 CM y KapTOHHil 3acoby, TeKCTi MapKyBaHHs Ta IHCTPYKLiT 4719 MeAMYHOro 3aCTOCYBaHHS
KopooLi Y 3B’A3KY i3 HOBMMMW JAaHUMW 3 AKOCTi, AOKNIHIYHUMU, KNIHIYHUMY JaHUMK
Ta JaHumu 3 dpapmakoHarnsagy (3miHu Ao iHCTPYKLUil y po3ginu:
"apMakonoriyHi BnactueocTi”, "MpoTunokasaHHs", "B3aemogis 3
iHLWIXMK NikapcbKMK 3acobamMu Ta iHWi B1uam Baemogiii”, "OcobnmBocCTi
3acTocyBaHHA", "3acTocyBaHHs y nepiog, BaritHOCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs Ta Ao3un”, “Mobiyni peakuii”, "ditn"
(peparyBaHHs po3giny) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-T1 MicsUIB
nicns 3aTeepmkeHHs); 3MiHn |l Tuny - 3MiHu LWoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarisgy. 3MiHM y TepaneBTUYHNX
nokasaHHsAX (fofaBaHHs HOBOTO TepaneBTUYHOrO NokasaHHA abo 3miHa
y 3aTBepKEHOMY NnoKa3aHHi) (4ofaBaHHs HOBOrO TeparnesBTUYHOro
nokasaHHs1) 40 iHCTPYKUiT y po3ain “MNokasaHHA") (TepMiH BHECEHHS 3MiH
NPOTArom 6-T1 MicsUIB 3 AaTWN 3aTBEPAKEHHS)
142. | TEPBIHA®IHY NOPOLLIOK leTepo N1a63 IHais leTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpaviiiHux matepiasnis: 3MiHu | TUny - - UA/13668/01/01
rigPOXNOPUA | (cy6eTaHuis) y NimiTen NimiTen AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus
noABiliHMx NPOBaPKEHHS AiSNbHOCTI BUPO6HUKA (BK/THOUYAOUU, 38 HEOOXIAHOCTI,
nonieTuIeHoBMX MicLie NPOBELEHHS KOHTPOJIHO SIKOCTI), a60 BlacHWKka MacTep-thaiina Ha
naketax gns A®I|, abo noctavasnibHnka AP1/BMXigHOro
BMPOGHMLTBA maTepiany/peareHTy/MpoMIKHOIO NPOAYKTY, L0 3aCTOCOBYHOTHCS Y
HECTepPU/IbHUX BMPOGHMLTBI ADI (SIKLLO 3a3HAYEHO Y JOCLE Ha Nikapcbkuii 3acit) 3a
nikapcbknx hopm BiJCYTHOCTI cepTudikaTta BifgnoBigHOCTI €EBponeichkili hapmakonei y
3aTBEPAKEHOMY [10CbE, 260 BUPOBHMKA HOBOT AOMOMDKHOI PeHOBUHMN
(AKLL0 3a3HaYeHOo Y A0CbE) (3MiHa afpecy BUPOOHMKA Ailo40i peYoBUHN
Tepb6iHadiHy rigpoxaopug, 6e3 3MiHu Micus BUPOGHMLTBA)
143. | TIAMIHY PO3YUH ANs1 iH'EKLINA, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [JO peecTpaLjiiiHix MaTepianis: 3MiHU | TUNY - 3MiHa Y 3a UA/5489/01/01
Xnopua- 50 mr/mnno 1 mn B "dapmaueBTu "®GapmaLeBTnyHa MeToAax BUMPOGYBaHHS rOTOBOTO JlikapCbKoro 3acoby (iHLi 3MiHW y peyenmom
AAPHUNLUA amnyrni; no 5 amnyn YyHa hipma thipma MeTogax BUNpobyBaHb (BK/IHOYA0UM 3aMiHy a60 [OMNOBHEHHS)); CYMyTHS
(BITAMIH B1- Y KOHTYpHIiA "NapHuus” "OapHnus” 3MiHa: 3MiHa NapameTpiB cneyudikaliii Ta/abo AONYCTUMMX MEX
AAPHULSA) YapyHKOBIl rOTOBOrO /iKapCbkoro 3acoby (iHLi 3MiHW); 3MiHK | TUMY - 3MiHa
ynakoBLi, no 2 napameTpiB cneuudikauii Ta/abo JONYyCTUMMX MEX rOTOBOr0
KOHTYPHIi YapyHKOBI NiKapCcbKOro 3acoby (3BYXEHHS LOMYCTUMUX MEX) — 3BY)KEHHS KpUTepiii
yMakoBKM B nauLli NPUAHATHOCTI Y cneuudikauii Ha BUMYCK 3a NOKa3HMKOM «KinbkicHe
BU3HAYEHHSA»
144. | TIOTPUA3O/IH | TabneTtkn no 200 mr NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [0 pEECTpaLiiiHUX MaTepiasiB: 3MiHW | TUNY - BBEAEHHS 3a UA/5819/01/02
® Ne 30 (10x3), Ne 90 "Kvismegnpen "Kuismegnpenap ab60 3MiHM [0 y3aranbHEeHVX AaHUX NPo cucTeMy hapMakoHarnsgy peyenmom
(10x9), Ne 90 (15x6) apat” ar" (BK/TOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHW y po3MillleHHI MacTep-thaina
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Ne
n/n

Ha3zsa

JliKapcbKO20

3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Howmep

peecmpayitiH

020
MocBi04YeHHs

y 6nicTepax y nayui

cucTemmn dpapmakoHarisay

145.

TPUCOJTb

PO34MH gNs iHdysii
no 200 mn abo no
400 Mn y naswkax

MNpuBatHe
akuioHepHe
TOBapUCTBO

"IHgy3isa”

YKpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

"IHdy3ia"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasiB: 3miHu |l Tuny - 3miHa y
NepBUHHIl yNaKoBLji rOTOBOTO JlikapCbKoro 3acoby (siKicHUiA Ta KilbKicHWiA
cknaf) - CTepu/bHi Nikapcbki 3aco6y Ta nikapcbki 3acobu
6i0N10rYHOro/iMyHO/IOMNYHOTO NMOXOAKEHHST; 3MiHW | TUMY - BUYYEHHS
BMPOGHUKIB AP HaTpito xnopuay, Kanito xiopuay, HaTpito kapboHarty;
3MiHY | TUNY - 3MiHa y MeTofax BUNpobyBaHHS roTOBOro NikapcbKoro
3aco6y (iHLWi 3MiHK y MeTodax BUNpo6yBaHb (BK/IOUAKUM 3aMiHy abo
[OMOBHEHHS)); CYNyTHA 3MiHa: 3MiHa napameTpiB cneyudikauiin Ta/abo
[0NYCTUMUX MEX FOTOBOrO NiKapCbKOro 3acoby (iHLUi 3MiHK); 3MiHu |
TUny - 3MiHa NapameTpiB cneuundikayiii Ta/abo 4oNyCTUMUX MexX
NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKOro 3acoby; CynyTHA 3MiHa: 3MiHa
y MeTofax BunpobyBaHHsA NepBUHHOT YNakoBKM rOTOBOTO NikapCbKoro
3acoby - NpuBeAeHHS cneungikauii Ta MeToAiB KOHTPO/IO SIKOCTi Ha
nakyBa/lbHWIi MaTepias (CKNSHI KOHTelHepw | MPOGKM r'yMOBi) 10 BUMOT
A®Y; 3miHu | TUNY - 3MiHa PO3Mipy YNakoBKW rOTOBOTO J1iKapCbKOro
3aco6y (BW/TyYEHHST YNakoBKM NEBHOTO PO3MIpY); 3MiHM | TUNYy - 3mMiHa
napameTpiB cneyudikauii Ta/abo AONYCTUMMX MEX rOTOBOr0
NiKapcbKoro 3acoby (BUlyYEHHS HE3HAYHOIO MOKa3HWKa (Hanpukiag,
3acTapi/ioro NokasHMKa, Takoro sik 3anax Ta cMak, abo igeHTudikauis
6apBHYKIB YN CMaKOBUX 406ABOK)); CyMyTHSA 3MiHa: BUTyYEHHS p.
«AHOMasIbHa TOKCUYHICTb» 3i crieumdikavii i MeTogiB KOHTPOs0
roTOBOrO /iKapCbKOro 3acoby, a TakoxX 3i cneumdikau,ii KOHTPO0 B
npoLeci BUPOGHMLTBA; 3MiHM | TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npvBeAeHHs y BiANOBiAHICTL A0 MoHorpadii dY abo EBponeincbkoi
hapmakonei, abo iHLWOoT HauioHaTbHOT thapmakonei aepxasn €C (3MiHa
y cneyudikauisix, noB'sA3aHa 3i 3miHamu B J®Y, abo €Bponeiicbkii
chapmakonei, abo iHwWili HauioHasbHil hapmakonei gepxasn €C); 3MiHU
| TMny - 3MiHWM BUNPOOGYBaHb abo AOMNYCTUMUX MEX, BCTAHOB/IEHUX Y
cneunqikauisx, nig Yac BUPOGHMLTBA rOTOBOIO /iKAPCbKOro 3acoby

3a
peyenmom

UA/12137/01/01

146.

DAPMASO/IH
®H

cnpeii HasasbHWiA, 1
mr/mn no 15 mn a6o
no 20 mn y donakoHi
nonieTuIeHoBOMY;
no 1 donakoHy y
nauui 3 KapToHy

MAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianisa: 3MiHu | TUny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus
NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro
3aco6y, BKIOYauy AinbHULi BUNYCKY cepii abo micue npoBefeHHs
KOHTPOJII0 AIKOCTI. (ZisNbHICTb, 3a AKy Bignosigae BUpo6HuK/imnopTep,
BK/IO4a0UM BUMYCK cepiid) (3MiHa agpecy BUpo6HUKa /13, 6e3 3MiHK
MicLsl BUPOGHULITBA (3MiHA OPUANYHOT agpeck Ha dhakTuyHy) (TepmiH
BBE/IEHHS 3MiH MPOTAroM 3-X MicsLiB NicNs 3aTBEPAXKEHHS); 3MiHM |
TMny - 3MiHK Woao 6e3nekn/ethekTNBHOCTI Ta dhapmakoHarisay (iHwi
3MiHK) (3amiHa rpadoivHOro 306paXkKeHHs yNakoBK/ Ha TEKCT MapKyBaHHSs
NepBUHHOT Ta BTOPVHHOI YNakoBOK Jlikapcbkoro 3acoby) (TepMmiH
BBEJEHHS 3MiH NpoTAroM 3-x MicsLiB NicNs 3aTBEPKEHHS)

6e3
peyenma

UA/1881/02/01

147.

®EHTAHIN
KANUEKC

PO34nH N8 iH KL,
0,05 mr/mn no 2 mn
B amnyni; no 5
amnys B KOHTYPHil
YapyHKOBIli ynakoBLj

AT "Kanuekc"

Nartgia

BCi cTagii
BMPOGHNYOro
npouecy, Kpim
BUWMYCKY Cepii:
XBEM ®apma

CnoBauy
nHa/
Natsis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3miHa 6yb-
AKOT YaCTVHWN MaTepiany NepBMHHOI YNaKoBKW, L0 HE KOHTaKTYE 3
roTOBMM NiKaPCbKNUM 3aC060M - BBEAEHHA [A0AATKOBOIO 3aXUCTy AN
NiKapcbKoro 3acoby: 2 No3HaYeHHS Y BUTNAAI MapKyBaslbHVX Kieub Ans
060B’A3KOBOr0 NO3HAYEHHSA NePBUHHOT YNakoBKM HAPKOTUYHOTO 3acoby

3a
peyerimom

UA/15323/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
(nignoHi); no 1, 2 c.p.o., Ta KOA0Be KifbLe 4718 AaHOro Nikapcbkoro 3acoby 3 BiANOBiAHUMMN
a60 20 KOHTYpHUX CnosayuvHa; 3MiHaMn y p. «YNakoBka»
YapyHKOBUX BUPOGHUK, SKWiA
yNakoBOK (NigA0HIB) Bignosigae 3a
y nayui i3 KapToHy KOHTPONb
cepii/Bunpobysa
HHA: AT
"IpiHaekc",
Nartsis;
BUPOGHUK, SIKWiA
Bignosigae 3a
BMNycK cepii: AT
"Kanuekc",
Natsis
148. | ®EPONMMNEKT TabneTku, BKPUTI My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3MiHKu 3 3a UA/4506/01/01
060/10HKOI0, Ne50 y akujioHepHe aKujioHepHe AKOCTI. FoTOoBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3amMiHa abo peyenmom
6nictepi Ta TOBapuCTBO TOBapuCTBO BBEJEHHSI 404ATKOBOI AiIbHMLi BUPOOHMLUTBA A5 YacTUHU abo BCbOro
KoHBepTi; Ne10x3, "HaykoBo- "Haykoso- BMPOGHMYOro NpoLecy roToBOro JlikapcbkKoro 3acoby (AinbHuus Ans
Nel0x6 y 6nictepax BUPOGHNUNIA BUPOGHNUNIG BTOPUHHOTO NakyBaHHA) (BBELEHHS A0AATKOBOT AiNIbHULI ANA
Ta nauui LeHTp LeHTp BTOPVHHOIO NakyBaHHA TOBapMCTBO 3 OOMEXEHOI0 BifNOBIAaIbHICTIO
"BopLuariscbk "BopLyariBcbkuii "Hatyp+", YkpaiHa, 08200, Kuiscbka 06:1., M. IpniHb, By/. LieHTpasbHa,
Wi Ximiko- Ximiko- 6ya.113-b)
hapmaueBTny hapMaueBTUYHM
HWi1 3aBoa” i 3aBofg",
YKpaiHa;
BTopuHHe
nakyBaHHS:
ToBapucTBO 3
06MEXEHOI0
BiANoBiAa/IbHICT
10 "Haryp+",
YkpaiHa
149. | ®ITONIT PO34YUH OpasIbHUIA ToBapucTBo 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHK | TUNy - 3MiHa 6e3 UA/13118/01/01
no 100 mny 06MEXEHOI0 06MEeXEHO po3Mipy cepil (BkItoYatoun gianasoH po3mipy cepii) roToBoro peyenma
chnakoHi; no 1 BiANOBiAA/bHI BiANOBIAAbHICT nikapcbKoro 3acoby - BBeAEHHS JOAATKOBUX PO3MIpiB Cepill NikapCbKoro
dhnakoHy pasom 3i CTHO 10 3acoby ans gitovoro uexy ®XU, (ainbHuua MP1®C i A) Ta BUKNafeHHs
LINpUL-A03aTOPOM "dapmaueBTu "®GapmaLeBThyHa 3aTBEPAKEHOr0 PO3MIpy cepii y niTpax Tay TUC. yNakoBOK B
CKnafieHum y YHa KOMMaHis KOMnaHis OHOBJ/IEHOMY TEOPETUYHOMY PO3PaxyHKy
KopobLi 3 KapTOHY "3p0pos'a" "3g0pos'a"”
150. | P/IOKCIYM® TabneTkun, BKPUTI MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpavuiiHix maTtepianis: 3mMiHu | Tuny - 3MiHu Ao 3a UA/1315/01/01
NAiBKOBOO "KviiBmegnpen "KvniBmepgnpenap IHCTPYKL|i 415 MeQMYHOro 3acToCcyBaHHS Y po3ainu: MNo6iyHi peakuii. peyenmom
060/10HKO10, M0 500 apart" ar" Oco6MBOCTI 3aCTOCYBaHHS
Mr no 5 a6o no 10
TabneTok y 6nictepi;
no 1y 6nictepy B
navji
151. | POPCAX TabneTkn XyBasbHi AkTasic rpyn IcnaHgis [xeHedapm peuis BHECEHHS 3MiH A0 peecTpauiliHnx maTtepiasnis: 3MiHu | Tuny - 3a UA/12154/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
no 25 wmr, no 1 AT C.A. AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu Micus peuenmom
Tabnetuiy énictepi, NPOBaKEHHS AiSIbHOCTI BUPOBHMKa/iMnopTepa roToBOro JlikapCbKoro
no 1 6nictepy y 3ac00y, BKIOYaKUY AibHNLi BUNYCKY cepii abo MmicLle NpoBeAeHHs
KapTOHHI kopobuyj; KOHTPO/IIO SIKOCTI. (AiSNbHICTb, 3a Ky BiAnoBiAae BUpobHUK/iMnopTep,
no 2 Tabnetkn y BK/IHOUAOUM BUMYCK cepili) (3MiHa HanMcaHHa HaliMeHyBaHHs (nvwe Ha
6nictepi, no 2 a6o 4 aHrnincobkili MOBI) Ta agpecu Micus NpoBafKeHHSs AisNIbHOCTI BUPOOHMKa
6nictepn y roTOBOrO NikapCbkoro 3acoby) (TepmiH BBeAEHHS 3MiH NPOTArom 3-X
KapTOHHI KopoobLi MiCALIB MiC/1A 3aTBEPKEHHS)
152. | POPCAX TabneTku XyBasbHi AkTasBic rpyn IcnaHgis [xeHedhapm peuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/12154/01/02
no 50 mr, no 1 AT C.A. AaMiHICTpaTBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus peyenmom
Tabnetuiy énictepi, NPOBaKEHHS AiS/IbHOCTI BUPO6GHMKa/iMnopTepa roToBOr0 JlikapCbKoro
no 1 6nictepy y 3aco0y, BKIOYAKUY AiNTbHULi BUNYCKY cepii abo MicLe NpoBeAeHHs
KapTOHHI Kopobuyj; KOHTPO/HO SIKOCTI. (AiSNbHICTb, 3a Ky BiANOBiAaE BUpOGHUK/iMnopTep,
no 2 Tabnetkn y BK/IIOHAOUM BUNYCK Cepiil) (3MiHA HanMcaHHs HaliMeHyBaHHS (NnLe Ha
6nictepi, no 2 a6o 4 aHrnincbkili MOBI) Ta agpecu Micus NpoBaKeHHS AisNIbHOCTi BUPOOHMKa
6nictepu y roTOBOrO /liKkapCcbkoro 3acoby) (TepmiH BBEEHHS 3MiH NPoTArom 3-x
KapPTOHHI KOpooLj MiCSILiB Mic/s1 3aTBEPAKEHHST)
153. | POPCAX TabneTkn XyBasbHi AkTasBic rpyn IcnaHgis [xeHedhapm peuis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/12154/01/03
no 100 mr, no 1 AT C.A. AAMiHICTpaTBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus peyenmom
TabneTui y 6nictepi, NPOBaXEHHS AiS/IbHOCTI BUPOGHMKa/iMmopTepa roToBoro JlikapcbKoro
no 1 6nicrepy y 3aco0y, BKIOYAKUM AiNTbHNL BUNYCKY cepii abo MicLe NpoBeAeHHs
KapTOHHIi Kopobuyj; KOHTPO/H0 SIKOCTI. (AiSNbHICTb, 3a Ky BiANOBiAaE BUPO6HMK/iMnopTep,
no 2 Tabnetkny BK/IOUA0UM BUMYCK Cepili) (3MiHa HanMcaHHa HaliMeHyBaHHs (e Ha
6nictepi, no 2 a6o 4 aHrnincbkili MOBI) Ta agpecu Micus NPoBaKeHHS AisNIbHOCTI BUPOOHMKa
6nictepu y rOTOBOrO /liKapCbkoro 3acoby) (TepmiH BBELEHHS 3MiH NPoTArom 3-x
KapPTOHHI KOpooLj MiCSILiB MicNs1 3aTBEPAKEHHST)
154. | ®OCMYPAN rpaHynun ans NioniH NMimitep IHais NABIAHA IcnaHis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/14161/01/01
OpPa/IbHOIO PO34YUHY PAPMALIEBTIK LoAo 6e3snekn/edekTBHOCTI Ta thapmakoHarnsgy. 3MiH1 y KOPOTKiii peyenmom
no3r,no8ry ANC, C.Y. XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
caule; no 1 cawe B 0151 MeNYHOro 3acTOCyBaHHSA reHepuYHMX/ribpuaHux/6ionoaiebHnx
KapTOHHI Kopoo6Li NiKapCbKNx 3acobiB NiCNs BHECEHHS TiET camoi 3MiHU Ha pedhepeHTHUI
npenapar (3mMiHa He NOTpebye HafaHHSA XOAHUX HOBUX [O4ATKOBUX
AaHux) (3MiHK [0 IHCTPYKLUiT y po3ainu: MokasaHHA. MNpoTunokasaHHs.
B3aemogisa 3 iHWMMK nikapCbkMMK 3acob6amu Ta iHLLi BUAW B3AEMOZIN.
Oco6MBOCTi 3aCTOCYBaHHSA. 3acTOCyBaHHS y nepiof, BariTHOCTi abo
rogyBaHHs rpyaato. Oitu. MepenosysaHHsA. Mo6ivHi peakwii, 3rigHo 3
iHthopmavieto LLoA0 MeANYHOT0 3aCTOCYBaHHSA pediepeHTHOro
(MOHYPA/) nikapcbkoro 3acoby)
155. | ®PATMIH® PO3YUH A5t iH'EKLNA Mdpaiizep IHK. CWA Brpo6Hu1uTBO, Benbris/ BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3MiHu | TUny - 3MiHKU 3 3a UA/1581/01/02
2500 MO (aHTm- BTOPWHHE Himeuun AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro peyenmom
Xa)/0,2 mn no 0,2 nakyBaHHs, Ha 3acoby. 3miHa napameTpiB cneyudikaLiin Ta/abo fonyCTUMNX MEX
MJ/1 B O HOPa30BOMY KOHTPO/1b SIKOCTI, roTOBOro NikapCbKoro 3acoby (BHECEHHS 3MiH 40 AOCbLE Micns
wnpuyi; no 5 BUMYCK cepii, OHOBJIEHHS 3ara/lbHOI CTaTTi Ha FOTOBY NiKapcbky dhopmy y
wnpuuis y 6ictepi; BVBYEHHSA LoY/EBponelicbkiit hapmakoner) (BHeCeHHs Ao cnevudikauii 13 p.
no 2 6nictepu B cTabiNbHOCTI: "O6'em , WO BUTAraeTbCs"BigNoBigHO A0 BUMor EP (2.9.17) (TepmiH
KapTOHHI Kopoo6Li Mdpaiizep BBE/EHHS 3MiH MPOTAroM 3-X MicsLiB NicNsA 3aTBEPAKEHHS); 3MiHM |
MeHhek4ypuHr TMNY - 3MiHK 3 SKOCTi. FTOTOBWIA NliKAPCbKWIA 3aCi6. 3MiHM Y BUPOGHULTBI.
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
nocsi0O4YeHHs
Benbrist HB, 3MiHV BUNpo6yBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
Benbris; crneungikalisx, nig yac BUPOO6HMLTBA FOTOBOrO /iKapCbKOro 3acoby

Brpo6HMUTBO Ta
KOHTPONb SIKOCTI
(Bi3yasnibHuii
KOHTPO/b,
KOHTPONb Ha
CTEPUNBHICTb Ta
KOHTPO/b
06°emy, Lo
BUTATAETHCH):
Betep ®apma-
PepTuryHr rmox
& Ko. KT,
HimeuuunHa,;
BisyanbHuii
KOHTPO/b,
KOHTPO/b Ha
CTEePWIbHICTb:
Betep-®apma
®epTuryHr Mr6Xx
& Ko. KT,
HimeuuunHa;
BizyanbHuii
KOHTPO/b!
BeTtep-®apma
®epTuryHr Mrm6Xx
& Ko. KT,
HimeuuunHa;
BizyanbHuii
KOHTPO/b Ta
BTOPVHHE
nakyBaHHS:
Betep-®apma
®epTuryHr MNM6Xx
& Ko. KT,
HimeuuunHa;
BizyanbHuii
KOHTPO/b,
KOHTPONb Ha
CTEPUNBHICTb Ta
BTOPVIHHE
nakyBaHHS:
Betep dapma-
®epTuryHr Mrm6Xx
& Ko. KT,
HimeuunHa

(3BY)XEHHS 4ONYCTUMUX MEX) (3MiHM Mg Yac BUPOOHMLITBA FOTOBOTO
niKapcbKoro 3acoby, 3MeHLUeHHS GioHaBaHTaXKEHHS A1 3ara/ibHOT
KiNIbKOCTi XXMTTE34aTHMX MiKPOOPraHi3mie nepeg inbTpauieto Ha
anbTepHaTUBHIW BUPOGHUUIN AiNbHULI); 3MiHW | TUNy - 3MiHW 3 AKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa po3mipy cepii
(BK/THOYAKOUM giana3oH po3mipy cepil) rOTOBOrO JliKapCbKOro 3acoby
(36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAXEHUM PO3MiPOM)
(36inbLUEHHs1 po3Mipy cepii Ha BUPOOHUYIN (anbTepHATUBHIN) AinbHAL:
Puurs - 50-207 Liters); 3miHu | Tuny - 3MiHu 3 akocTi. FoTOBWMiA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULTBA A/18 YaCTUHN abo BCbOro
BMPOBHNYOTrO NPOLEeCy rOTOBOrO NiKapCbKoro 3aco6y (iHLWi 3MiHM)
(NponoHyeTbCA 3a3HaveHHs iHhopMalii LWoAo BCiX BUPOGHWKIB 3rigHO
Marepianis peecTpauiiiHoro gocbe); 3MiHu |l TUNYy - 3MiHKU 3 SIKOCTi.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHM Y npoueci
BMPOOHWLITBA FOTOBOTO /1iKapPCbKOro 3acoby, BK/IHOHa0UM NPOMiIXKHWUIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOBHMLTBI FOTOBOTO J1iKapPCbKOro
3acoby (nikapcbkuii 3acié € nikapcbknm 3acobom
6i010ri4YHOro/iMyHO/ONYHOT0 MOXOKEHHS Ta 3MiHa BYMarae
NpoBeAeHHS MOPIBHANbHUX AOC/ILKEHb) (3MiHM B Npoueci BUPOOHULTBA
no p. 3.2.P.3.5 Banigauis BMpo6HUYOro npouecy Ans anbTepHaTUBHOI
OinbHuUi, Puurs, Belgia: NofoBXeHHSA Yyacy yTpUMaHHSA pO34uHY Bif,
noyatky inibTpauii 40 KiHLUA 3anoBHEHHA < 14 AHIB Ta Yacy 3anoBHEHHS
< 120 roguH); 3miHu Il TRy - 3MiHK 3 AKOCTi. OTOBWIA NiKapCbkunii 3aci6.
3MiHM y BUPO6HUMLTBI. 3amiHa abo BBEAEHHS 404aTKOBOI AiNlbHUL
BMPOGHMLTBA 151 HACTUHW abo BCbOro BUPOBGHMYOro NpoLecy rotToBoro
nikapcbKoro 3acoby (AinbHWLSA, Ha SKili NPoBOAATLCA Oy Ab-5Ki BUPOGHWUI
cTagjii, 3a BUHATKOM BUMYCKY Cepiii, NPOBEAEHHSA KOHTPOSIIO AKOCTI Ta
BTOPVHHOIO NakyBaHHSA, AN NiKapCbknx 3acobis
6i0/10r4YHOr0/iMyHOMOrYHOrO MOXOAKEHHS ab0 NikapCbKknx hopm
KOMM/IEKCHOrO (CKkNagHoro) BUpo6bHMYoro npotecy) (BBeAeHHS
anbTepHaTMBHOrO BUPOBHNMKA, NonepefHbLO HaMoBHEHMX LWNpuULiB 13,
pO34nH A4NA iH ek - MNcpaiizep MerodekuypuHr Benbris, BUPo6HUYI
MOTY>KHOCTIi SIKOTO 3HaxoaATbCsA B [Nyypc, benbris)
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
156. | PPATMIH® PO3YUH AN1s1 iH'EKLIA Mdpaiizep IHK. CWA Brpo6Hu1uTBO, Benbris/ BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis: 3MiHu | TUny - 3MiHM 3 3a UA/1581/01/01
5000 MO (aHTu- BTOPUHHE Himeuun AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro peyenmom
Xa)/0,2 mn no 0,2 nakyBaHHs, Ha 3acoby. 3miHa napameTpiB cneyudikaLiin Ta/abo fonyCTUMNX MEX
MJ/1 B O4HOPa30BOMY KOHTPO/1b SIKOCTI, roTOBOro NikapCbKoro 3acoby (BHECEHHS 3MiH [0 AOCbLE Micns
wnpuyi; no 5 BUMYCK cepii, OHOBJIEHHS 3ara/lbHOI CTaTTi HA FOTOBY NiKapcbky dhopmy y
wnpuuis y 6ricTtepi; BVBYEHHSA LoY/EBponelicbkiin hapmakonei) (BHeCeHHs Ao cnevudikauii 13 p.
no 2 6nictepu B cTabiNbHOCTI: "O6'em , WO BUTAraeTbCs"BigNoBigHO A0 BUMor EP (2.9.17) (TepmiH
KapTOHHI Kopoo6Li Mdpaiizep BBE/EHHS 3MiH MPOTAroM 3-X MicsLiB NicNsA 3aTBEPAKEHHS); 3MiHM |
MeHtothekyypuHr TUny - 3MiHM 3 AKOCTi. [OTOBWIA NikapCcbkWii 3aci6. 3MiHW Y BUPOOHULTBI.
Benbrist HB, 3MiHV BUNpo6yBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
Benbris; crneungikalisx, nig yac BUPO6HMLTBA FOTOBOrO /iKapCbKOro 3acoby

Brpo6HMUTBO Ta
KOHTPONb SIKOCTI
(Bi3yanibHuii
KOHTPO/b,
KOHTPO/Ib Ha
CTEPUNBHICTb Ta
KOHTPONb
06°emy, Lo
BUTArAETHCH):
Betep ®apma-
PepTuryHr rmox
& Ko. KT,
HimeuuunHa,;
BisyanbHuii
KOHTPO/b,
KOHTPO/Ib Ha
CTEePWIbHICTb:
Betep-dapma
®epTuryHr Mr6Xx
& Ko. KT,
HimeuuunHa;
BizyanbHuii
KOHTPO/b!
Betep-®apma
®epTuryHr Mrm6Xx
& Ko. KT,
HimeuuunHa;
BizyanbHuii
KOHTPO/b Ta
BTOPVHHE
nakyBaHHS:
BeTtep-dapma
®epTuryHr MNM6Xx
& Ko. KT,
HimeuuunHa;
BizyanbHuii

(3BY)XEHHS 4ONYCTUMUX MEX) (3MiHM Mg Yac BUPOOHMLITBA FOTOBOTO
niKapcbKoro 3acoby, 3MeHLUeHHS BioHaBaHTaXKEHHS A1 3ara/ibHOT
KiNIbKOCTI XXMTTE34aTHMX MiKPOOPraHi3mie nepeg inbTpauieto Ha
anbTepHaTUBHIV BUPOGHUUIN AiNbHULI); 3MiHW | TNy - 3MiHW 3 AKOCTI.
[OTOBMIA NikapcbkuMii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa po3mipy cepii
(BK/THOYAKOUM Aiana3oH po3mipy cepil) rOTOBOrO JliKapCbKOro 3acoby
(36inbLueHHst go 10 pasiB NOPIBHAHO i3 3aTBEPAXEHUM PO3MiPOM)
(36inbLUEHHs1 po3Mipy cepii Ha BUPOOHUYIN (anbTepHATUBHIN) AinbHAL:
Puurs - 50-207 Liters); 3miHu | Tuny - 3MiHu 3 akocTi. FoTOBWMIA
nikapcbknii 3aci6. 3MiHM Y BUPOGHMUTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULITBA A/18 YACTUHN ab0o BCbOro
BMPOBHNYOr0o NPoLEeCy rOTOBOrO NiKapCbKoro 3acoby (iHLWi 3MiHM)
(NponoHyeTbCA 3a3HaveHHs iHhopMalii LWoAo BCiX BUPOGHWKIB 3rigHO
Marepianis peecTpauiiiHoro gocbe); 3MiHu |l TUNy - 3MiHKU 3 SIKOCTi.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHM Y npoLeci
BMPOOHWLITBA FOTOBOTO /1iKaPCbKOro 3acoby, BK/IHOHa0UM NPOMiIXKHUIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOBHMLTBI FOTOBOTO J1iKapPCbKOro
3acoby (nikapcbkuii 3acié € nikapcbknm 3acobom
6i010ri4YHOro/iMyHO/ONYHOT0 MOXOKEHHS Ta 3MiHa BYMarae
NpoBeAeHHS MOPIBHANbHUX AOC/ILKEHb) (3MiHM B Npoueci BUPOOHULTBA
0o p. 3.2.P.3.5 Banigauis BMpo6HUYOro npouecy Ans anbTepHaTUBHOT
OinbHuUi, Puurs, Belgia: NofoBXeHHSA Yyacy yTpUMaHHSA pO34uHY Bif,
noyatky inibTpauii 40 KiHLUA 3anoBHEHHA < 14 AHIB Ta Yacy 3anoBHEHHS
< 120 roguH); 3miHu Il TRy - 3MiHK 3 AKOCTi. OTOBWIA NiKapCbkunii 3aci6.
3MiHM Yy BUPO6HMLTBI. 3amiHa abo BBEAEHHS 404aTKOBOI AiNlbHULL
BMPOGHMLTBA 151 HACTUHW abo BCbOro BUPOBGHMYOro NpoLecy rotToBoro
nikapcbKoro 3acoby (AinbHWLSA, Ha SKili NPoBOAATLCA Oy Ab-5Ki BUPOGHWUI
cTagjii, 3a BUHATKOM BUMYCKY Cepiii, NPOBEAEHHSA KOHTPOSIIO AKOCTI Ta
BTOPVHHOIO NakyBaHHSA, A5 NiKapCbkunx 3acobis
6i0/10r4YHOr0/iMyHOMOrYHOrO MOXOAKEHHS @60 NikapCbknx hopm
KOMM/IEKCHOrO (CKkNagHoro) BUpo6bHMYoro npotecy) (BBeAeHHS
anbTepHaTMBHOrO BUPOBHNMKA, NonepefHbLO HaMoBHEHMX LWNpuULiB 13,
pO34nH A4NA iH ek - MNcpaiizep MerodekuypuHr Benbris, BUPo6HUYI
MOTY>KHOCTIi SIKOr0 3HaxogATbCsA B [yypc, benbris)
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
KOHTPO/b,
KOHTPO/b Ha
CTepUbHICTb Ta
BTOPVHHE
naKyBaHHs:
Betep ®apma-
PepTuryHr rmox
& Ko. KT,
HimeuyunHa
157. | ®TANNA30/1 Tabnetkn no 500 mr MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peeCTpaLiiiHnx maTepianis: 3MiHu | TUMY - BBEAEHHSA 6e3 UA/2310/01/01
Ne 10 y 6nicTepi "KviBmegnpen "Kunismegnpenap a60 3MiHM [0 y3ara/lbHEHUX AaHKX NP0 cUCTeMy oapMakoHarnsay; peyenma
apar" ar" 3MiHa yNOBHOBaXEHOI 0C06W, BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnagy
158. | ®YPAAOHIH Tabnetku no 100 mr AT Nat.is AT Natsis BHECEHHS 3MiH [0 peecTpaLjiiiHiX MaTepiastiB: 3MiHU | TUMY - 3MiHK Y 3a UA/3787/01/01
no 10 TabneTtok y "OnaiiHcpapm" "OnaiiHdpapm" npoueci BUPOGHULITBA rOTOBOIO NikapCbKoro 3acoby, BKIYaruu peuyenmom
6nictepi; no 2 NPOMIDKHWIA NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOGHULITBI FOTOBOTO
6nictepu B nikapcbKoro 3acoby - 3MiHa 3MmillyBaya, Ha cTagii Bosioroi rpaHynauii Ha
KapTOHHII nayui anapart ncesgokmnasyoro wapy «Huttliny, i aK Hacnigok 36iNbLUeHHN
KinbKOCTi BOAW ounweHoi 3 47,00 n go 62,70 n, 6e3 3MiH1 BUPOBGHMYOT
chopmynu, cneumdikaiin Ha NPOMKHUIA NPOAYKT Ta Ha roTOBWiA
nikapcbkuii 3acio
159. | X/IOPMPOMAS | po3uuH ANs iH'eKLjiA, TOB YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux matepianis: 3MiHu Il Tuny - BBeAEHHSA 3a UA/10294/01/01
NHY 25 mr/mn no 2 mn B "XapkiBcbke BMPOOHMLITBA, [opaTtkoBoro BupobHuka A®| XnopnpomasuHy rigpoxnopugy Anphar peyenmom
rigpoxnopPug | awvnyni; no 10 hapmaueBTny KOHTPO/1b SIKOCTI, Laboratories Pvt. Ltd, India; cynyTHs 3miHa: 3miHa y napameTtpax
amnyn B Kopobui; no He BMNYCK cepil: cneumdikauin Ta/abo AonNycTMMUX MEX, BUSHAYEeHMX y crneumdikalisx Ha
2 mn B amnyni; no 5 niaNpMEMCTBO TOB "XapkiBcbke A®I, abo BUXigHWIA/NPOMDKHUIA NPOAYKT/peareHT, Wo BUKOPUCTOBYOTHCSA
amnyn y 6nictepi; no "340p0oB'A hapmMaueBTUYHE y npoueci Bupo6HuLTBa A®I — NnpuBeaeHHA cneundikaii A®I
2 bnictepn y Hapogay" nignpMEMCTBO XnopnpomasuHy rigpoxsiopuay 3a NoKasHUKOM «3asIMLLKOBI KiflbKOCTI
Kopoo6Li; no 2 mn B "300poB's opraHiYHUX PO3YMHHUKIB» A0 MaTepianis BUpo6Hmka Anphar
amnyni; no 10 Hapogy", Laboratories Pvt. Ltd, India; 3miHa y MeTogax BunpobyBaHHs APl a6o
amnyn y énictepi; no YkpaiHa; BCi BMXi4HOrO Marepiany/npomikKHOrO NPoAyKTy/peareHTy, Lo
1 6nictepy y cTagii BMKOPWCTOBYETHLCS Y NpoLeci BUPo6HMLUTBa ADI (iHLWi 3MiHM y MeToAax
KopoobLi BMPOOHULITBA, BUNPO6YBaHHA (BKIOYaOUM 3aMiHy abo f0onoBHeHHs) APl abo
KOHTPO/Ib SIKOCTI: BWXi4HOr0/MPOMIKHOIO NPOAYyKTY) — NPUBEAEHHS METOZIB BUNPOGYBaHHSA
TOB A®| XnopnpomMasuHy rigpoxsiopuay 3a nokasHUKOM «3asTMLLKOBI
"®apmaLeBTUYHA KiNbKOCTI OpraHiyHuX po34ymHHUKIB» 40 MaTepiasiB BUpo6HuMka Anphar
KOMMaHis Laboratories Pvt. Ltd, India
"3popos'a"’,
YKpaiHa
160. | XOHAPOITUH NMOPOLLIOK MPAT YkpaiHa Bioibepika C.A. Icnanis BHECEHHS 3MiH 40 peecTpaviiiHux matepiasnis: 3MiHu | Tuny - - UA/15094/01/01
CYNb®AT (cybcTaHuis) y "®ITOPAPM" AfMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecy 3asBHMKa
HATPIO noAgiliHNx naketax 3 (BnacHvka peecTpauiiHoro noceigyeHHs) (3MiHa HaliMeHyBaHHs Ta
nonietTunexy gns agpecy 3asiBHMKA)
chapmaLeBTUYHOro
3acTocyBaHHs
161. | LEPEBPOKYPWU | po3unH gns iH'ekuii, TOB "HIP" YkpaiHa TOB "HIP" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTepiasiB: BUNPaBNEHHS TEXHIYHNX 3a UA/7516/01/01
H® 2 mr/mnno 0,5mn B NOMM/IOK Y MEeTOoAML BUpOBYBaHHS 3a MOKA3HMKOM «laeHTudikaLlis. peyernmom
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
amnyni; no 5 amnyn XiHO30/1.»
Y KOpO6Lji 3 KApPTOHY;
no 2 mn B amny/i;
no 10 amnyny
KOpo6Li 3 KAPTOHY
162. | LETUN TabneTku, BKPUTI NoniH NMimitep IHais Tonin Nimitep, IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/8412/01/01
060/10HKO0, MO 250 AnMiHiCTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo aapecu 3asBHUKA peyenmom
Mmr no 10 TabneTok y (BnacHvKa peecTpawiiHoro noceig4yeHHs) (3MiHa topuanyHoi agpecu
6nictepi; no 1 3a5BHMKA)
6nictepy y
KapPTOHHIN ynakoBLUi
163. | LLETUN TabneTkn, BKpUTI NoniH NMimiTep IHais TMonin Nimitep, IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/8412/01/02
060/10HKOt0, Mo 500 AnMiHICTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu 3asiBHUKA peyenmom
Mr no 10 TabneTtok y (BNacHvka peecTpauiiHoro nNocBig4eHHs) (3MiHa PUANYHOIT agpecu
6nictepi; no 1 3asBHMKA)
6nictepy y
KapPTOHHI ynakoBLUi
164. | LE®TPUAKCO NOpPOLLOK A5 NioniH NMimitep IHais TMonin Nimitep, IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/10744/01/01
H PO34nNHY A5 iH'EKLRA AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHA Ta/abo agpecy 3asBHMKa peyenmom
no 1r, 1 chnakoH 3 (BNacHvka peecTpauiiHoro nocBig4eHHs) (3MiHa rpPUANYHOT agpecu
MOPOLLKOM Y 3as1BHUKA)
KapTOHHI ynakosLi
165. | LE®TPUNAKCO NOpPOLLOK A5 JloniH JlimiTeq, IHAjia NoniH NimiTeq IHAjA BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - - UA/10745/01/01
H PO3YUHY AJ151 iH'EKLLIA AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKA
no 1r, in bulk: no 25 (BnacHvKa peecTpawiiHoro noceigyeHHs) (3MiHa topuanyHoi agpecu
dhnakoHiB 3 3a5BHMKA)
MOPOLLKOM Y
KapTOHHI ynakosLii
166. | LMCNNATUH- KOHUeHTpaT ans Mini Xenckepe Benvka BeHnyc Pemegic IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/6490/01/01
M pO34UMHYy ANns Nimiten BputaHis Niviten Loao 6e3nekun/edpekTnBHOCTI Ta hapmakoHarnagy (iHwi 3miHu) (3amiHa peyenmom
iHdysilA, 0,5 mr/mn rpadivyHNX 306pakeHb YNakoBOK Ha TEKCT MapKyBaHHS NEPBUHHOI Ta
no 20 mn (10 mr), BTOPVHHOI yNakoBokK) (TepMiH BBeAEHHS 3MiH NPOTAroM 6 -Tu MicsAuiB
ab6o 50 mn (25 wr), nicnsa 3aTBepmkeHHs); 3MiHu | Tuny - AAMIHICTPaTUBHI 3MiHW. 3MiHa
a60 100 mn (50 mr) HaliMeHyBaHHs Ta/abo agpecu Micusa NPOBamKeHHs OisfIbHOCTI
y thnakoHi; no 1 BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby, BK/Ivaym
hnaKkoHy B AiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs KOHTPOSIHO AKOCTI.
KapTOHHI KOpoOLj ([isNbHICTb, 3a Ky BiAMNOBIAAE BUPOOHMK/IMNOPTEP, BK/IOYAKOUM BUMYCK
cepiii) (3MiHa HanvcaHHs HalilMeHyBaHHs Ta afpecu BUPoOHuKa, 6e3
3MiHU Micus BUpo6HULTBA) (TepMiH BBEAEHHS 3MiH NPOTAroM 6 -Tn
MiCSILiB MiC/s1 3aTBEPAKEHHS)
167. | ULUTOKOH® PO3YUH ANS iH'EKLN, TOB "HOpis- YkpaiHa TOB "Opis- Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/13685/01/01
125 mr/mn no 4 mn B Papm"” Papm” Lono 6e3nekun/edhekTMBHOCTI Ta hapmakoHarnsgy. 3MiHa y KOpOTKii peyernmom

amnyni; no 5 amnyn
Y KOHTYpHIiA
YapyHKOBIli
ynakoBLi; no 1

XapaKTepucTuULi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
AN MeANYHOro 3acTOCYBaHHS Ha NiACTasi perysipHoO OHOB/IOBAHOMO
3BiTY 3 6e3nekun nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3acTOCyBaHHS fikapcbKoro 3acoby B nicnsipeecTpauiiiHnii nepiod, abo sk
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

KOHTYPHili
YapyHKOBIli ynakoBLii
B MauLi 3 KapToHY

pe3ynbTaT OLiHKM 3BiTY 3 AOCAIAKEHb, NPOBEAEHMX BiANOBIAHO A0 NiaHy
neajiarpnyHux gocnigpkeHb (PIP) (3MiHy y3rofkeHo 3 KOMNeTEHTHUM
YNOBHOB&XXEHUM OpraHoM) - 3MiHW A0 IHCTPYKUiT y po3ainu: NokasaHHs.
3arBepmkeHo: - FocTpa hasa nopyLueHb MO3KOBOr0O KpoBoobiry Ta
NikyBaHHS yCKnaAHeHb i HacnigkiB NopyLUeHb MO3KOBOrO KpoBOObiry. -
YepenHo-mMo3koBa TpaBma Ta il Hacnigku. - HeBponoriyHi po3naam
(KOTHITUBHI, CEHCUTUBHI, MOTOPHI), CNPUYMHEHI LlepebpasibHO
naTonoriel0 AereHepaTuBHOIO Ta CYANHHOTO MOXOLKEHHS.
3anponoHoBaHo: IHCyNbT, rocTpa hasa nopyLueHb MO3KOBOTO
KPOBOOGIry Ta NikyBaHHS yCk1afHeHb | HAcCNiAKiB NOpyLLIEeHb MO3KOBOro
KpoBOObiry. YepenHo-mo3koBa TpaBma Ta il HEBPOOTiYHi HacNigKK.
KOTHITUBHI NOPYLUEHHA Ta NopyLUEeHHS NMOBEAiHKA BHACNILOK XPOHIYHNX
CYOVHHWX | AereHepaTuBHUX LiepebpanbHux po3nagis. MpoTunokasaHHs.
Oc06MBOCTI 3aCTOCYBaHHS. 3aCTOCYBaHHS Y Nepiog, BariTHOCTi abo
rofyBaHHs rpyaato. 34aTHICTb BNMBATU Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM abo iHWnMK MexaHismamu. Cnoci6
3acTocyBaHHsa Ta Ao3w. [litn. 3aTBepaKeHo: Hemae gocTaTtHixX AaHux
00 3acToCyBaHHA LIMTOKOHY AiTAM. Mpenapar 3acTocoByOThb Y pasi
KpaliHbol HeobXifHOCTi, KO/ OUiKyBaHa KOPUCTb Bif, 3aCTOCYBaHHSI
nepesuLLYE MOX/IMBUIA PU3KK. 3anponoHOBaHO: [l0CBif 3acToCcyBaHHs
npenapary AiTam obmexeHuii. Mepeno3yBaHHs. MobiyHi peaky;ii.
HecyMicHicTb, 3rifiHO 3 iHhopmaLieto WoA0 MeaNYHOro 3acToCyBaHHs
pegepeHTHoro (LLEPAKCOH) nikapcbkoro 3acoby. BBegeHHs 3MiH
NPOTArom 3-x MicsUiB Nic/1a 3aTBEPAKEHHS.

168.

LUATOKOH®

PO3UMH ANA H'EKLN,
250 mr/mn no 4 mn B
amnyni; no 5 amnyn
Y KOHTYpHIlA
YapyHKOBIlA
ynakosui; no 1
KOHTYpHili
YapyHKOBIli ynakoBLj
B NauLi 3 KapToHy

TOB "HOpis-
Papm"”

YkpaiHa

TOB "HOpis-
dapm"”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnux maTtepianis: 3MiHu | Tuny - 3MiHK
wopo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. 3MiHa y KOpoTkii
XapakTepucTuLji NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKL,i
A5 MeMYHOro 3acTOCyBaHHS Ha MifcTasi peryfisipHo OHOBJ/IIOBAHOIO
3BiTY 3 6e3nekn nikapcbkoro 3acoby, abo AocnigkeHb 3 6e3nekn
3aCTOCYBaHHSA MiKapcbKoro 3acoby B micnsipeecTpawiiHuii nepiog, abo sk
pe3ynbTaTt OUiHK/ 3BiTy 3 AOCNIAKEHb, NPOBEAEHNX BIAMNOBIAHO A0 NAaHy
negiatpnyHnx gocnimkerb (PIP) (3MiHY y3rofpkeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHUM OpPraHoM) - 3MiHM A0 IHCTPYKUiT y po3ainu: NokasaHHs.
3aTeepaxeHo: - MocTpa hasa nopyLLeHb MO3KOBOrO KpoBOObLiry Ta
NiKyBaHHS YCK1aAHEeHb | HacniaKiB NopyLLIeHb MO3KOBOro KpoBoOOiry. -
YepenHo-mMo3koBa TpaBma Ta il Hacnigku. - HeBposoriuHi po3naam
(KOTHITWBHI, CEHCUTWBHI, MOTOpHI), CNPUYMHEHI LiepebpanbHO
naTosIorielo flereHepaTMBHOTO Ta CYANHHOIO NMOXOMKEHHS.
3anponoHoBaHo: IHCyNbT, rocTpa hasa NnopyLueHb MO3KOBOTO
KpOBOOGiIry Ta fliKkyBaHHS YCKNafHEHb i HAaCNiAKiB NOpyLLUEHb MO3KOBOIO
KPOBOObIry. YepenHo-Mmo3koBa TpaBMa Ta i HEBPOJIOTiYHi HaCigKu.
KOrHITUBHI NOpYyLLEHHA Ta NOopyLUEeHHS NOBEAiHKA BHACNILOK XPOHIYHNX
CYAMHHVX | fiereHepaTMBHUX LepebpanbHnx posnagis. MNpoTunokasaHHs.
OC06MMBOCTI 3aCTOCYBaHHSA. 3aCTOCYBaHHS Y Nepiog, BariTHOCTi abo
rogyBaHHsA rpyaato. 34aTHICTb BNAMBATY Ha LUBMAKICTb peakLii npn
KepyBaHHi aBTOTPaHCMopTOM abo iHWMMU MexaHismamn. Cnocié
3acTocyBaHHA Ta fo3un. [liTn. 3atBep/keHo: Hemae foCTaTHIX AaHUX

3a
peyenmom

UA/13685/01/02
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 BionycKy | peecmpayiliH
3acoby 020
noceioYeHHs
00 3acToCcyBaHHA LIMTOKOHY AiTAM. Mpenapar 3acTocoBYOTh Y pasi
KpaliHbOi HeobXifHOCTI, KON OviKkyBaHa KOPUCTb Bif, 3aCTOCYBaHHSA
nepeByLLYE MOX/IMBWIA PU3NK. 3anponoHoBaHo: [oCBif 3acTOCyBaHHS
npenapary AiTsim obmexeHunii. Mepeno3yBaHHs. Mo6iyHi peakyii.
HecyMicHicTb, 3rifHO 3 iHhopmaLieto WoA0 MegUYHOro 3acToCyBaHHs
pedhepeHTHOro (LLEPAKCOH) nikapcbkoro 3acoby. BeefeHHst 3mMiH
nNpoTArom 3-x MicsiLiB Nicns 3aTBEPKEHHS.
169. | IOHIBIT TabneTkn, BKpUTI NAT YkpaiHa MAT "KuiBcbknii YKpaiHa | BHECEHHSI 3MiH 4O peecTpauiiiHMX MaTepianis: 3MiHM | TUMy - 3MiHW WOA0 6e3 UA/5450/01/01
NNiBKOBOIO "KniBcbkuii BiTaMiHHWI 6e3nekn/edhekTBHOCTI Ta thapMakoHarniagy - 3amiHa po3giny "lpadiyHe peyenma
060/10HKO0, MO 10 BiTaMiHHUIA 3aBog" 0(POPM/IEHHSA YNakoBKW" Ha po3ain "MapkyBaHHS" B METOAaxX KOHTPOSIO
TabneTtok y 6nicrepi; 3aBog" SIKOCTi JTiKapCbKOro 3acoby
no 3 6nictepu y
navui

HauyanbHuK YnpaBniHHA dpapMmaleBTUYHOI
OIANBHOCTI Ta AKOCTiI (hapmaueBTUYHOT NPOAYKLiT

T.M. NIAacKOBCbKUA




NEPENIK

Aopartok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu
06.04.2017 Ne 373

NIKAPCbKUNX 3ACOBIB (MEAUYHNX IMYHOBIONOTYHUX MPEMAPATIB), AKUM BIAMOB/IEHO Y AEP)XABHIN PEECTPALL, I'IE__PEPEGCTPALI,I'I' TA
BHECEHHI 3MIH 4O PEECTPALINMHNX MATEPIANIB TA AEPXXABHOIO PEECTPY JNIIKAPCbKUX 3ACOBIB YKPAIHA

Ne Hassa dopma 3asaBHUK KpaiHa Bupo6Huk KpaiHa liocmasa lMpoyedypa
n/n | nikapcbkoz20 BUIMYCKY
3acoby
1. APBIAON® kancynv no 100 mr BAT Pociiicbka BAT "®apmcraHgapT- Pociiicbka | YactnHa BigmoBUTU y AepxaBHili nepepeectpauii -
Ne 10 (10x1), Ne 20 | "dapmcTaHgapT | Pegepauisa NekcpepacTsa” depepauis | N'ATHaguUATa CTaTTi | NepepeecTpauis Ha 5 pokiB y 3B'A3KYy i3
(10x2) y 6nicTepax - Nlekcpepacrsa" 9 3akoHy YKpaiHu | 3aKkiHUeHHSM TepMiHy 4ii  peecTpauiiiHoro

«[po nikapcbki
3aco6u»
[poTokosibHe
piLeHHsA Hapaau
MO3 Ykpainu Big 21
6epesHa 2017 p.
(n.1)

NOCBIAYEHHS; 3MiHa PO3Mipy ynakoBKU roTOBOrO

nikapcbkoro  3acoby  (BWIYYEHHS  YNaKOBKW
neBHoro  po3mipy);  3MiHa  napameTpis
cneunuchikauii  Ta/abo  gonycTUMUX — MeX

roTOBOrO JliKapCbKOro 3acoby; 3miHa Yy cknagi
(4oMNoOMKHMX peyoBUHAaxX) roTOBOrO NiKapCbKoro
3acoby; 3MiHM BHeCeHO [0 IHCTpykuil Aana
MEeAMYHOrO  3acTocyBaHHS  npenmapaty Ao
po3giny "MNokasaHHA", a TakoX [0 po34inis
"Cnoci6 3actocyBaHHA Ta [A03M" (YTOUYHEHHS

[03yBaHHS), "aitn" (3aTBEpPXEHO:
3aCTOCOBYIOTb  [fiTAM  BikOM Big 6 poOKiB;
3anporioHoBaHo: [iTsiM He  3acTOCOBYOTb)

BignosigHo PiweHHsA HaykoBo-ekcnepTHoi Paau
[epxxaBHOro ekcneptHoro LeHtpy MO3 Ykpainu
BiA 28.11.2013p., MpoTokon NelO Ta BUCHOBKIB
KOHCYNbTaTUBHO-EKCMNEePTHUX rpyn
"IMyHOMOAYNATOPW Ta NPOTUAaIEPrivHi Nikapcoki
3acobu" Ta "TpoTMBIpYCHI nikapcbki 3acobu”.
Micna NOBTOPHOro PO3rNAAY AoonpaboBaHuX
marepianis Ha nikapcbKuit 3aci6
KOHCY/TbTATUBHO-EKCNEPTHO rpynoto
«IMyHOMOAYNATOPW Ta NPOTUaseprivHi Nnikapcoki
3aco6u», BUXOAAYN 3 HaU1eXHOCTI JliKapCbKoro
3acoby [0 chapmakoTepaneBTUYHOT  rpynu
«[lMpoTuBipycHi  nikapcbki  3acobu», NUCTOM-
BMCHOBKOM 6Yy/10 nosigomseHo, wo KEI BBaxae
3a HeobxigHe nepegaTy MaTepiann Ha po3rnsg
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n/n

Hassa
JliKapcbKo20
3acoby

Popma
BUMYyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

Miocmasa

lMpoyedypa

Y BiANOBIAHY KOHCYNbTaTUBHO-EKCMEPTHY rpyny
«[MpoTuBIpyCHI nikapcbki 3acobu». Ha Toi vac
BXe Oyno OTpMMaHO MO3UTUBHUIA EKCNEepPTHWUI
BMCHOBOK KOHCY/IbTATMBHO-EKCMEPTHOT  rpynu
«[MpoTuBIipyCHi nikapcbki 3aco6m» 3
pekoMeHAALIE0 IHCTPYKLT Ha fikapcbkuii 3aci6
[0 3aTBEpPOXeHHs, Wo i 6yno BpaxoBaHo;
yMOBWU 36epiraHHsi rOTOBOrO J1iKapCbKOro 3acoby
nNpyBeAEHO Yy BIANOBIAHICTb A0 pekoMeHAaavil
KepisHuyTtea ICH Q1A(R2)

ONTAP® 2 MI'

TabneTkm no 2 mr
Ne 30 (30x1), Ne 60
(30x2) y 6nicTepax

MeHapiHi
IHTEepHeLwoHan
OnepeiwoHc
Mokcembypr
C.A.

Jliokcembyp
r

A. MeHapiHi
MaHyhakTypiHr
JoricTikc eHp,
Cepsicec C.p./1.,
ITania (BMpo6HNLTBO
"in bulk", kKiHUEeBe
nakyBaHHs, BUMYCK
cepiin); A. MeHapiHi
MaHychakTypiHr
JoricTikc eHp,
Cepsicec C.p./1.,
ITania (KOHTpoNb
cepii); YCB fNimitep, ,
IHAis ( BUpOOHMUTBO
"in bulk")

ITanis/
IHAis

3acigaHHa HTP Ne 7
Big 23.02.2017

BigmoBUTK y 3aTBepAXEHHi - 3MiHu Il Tuny -
3MiHa napameTpiB  crneunduikauiii  Ta/abo
[ONyCTUMMX MEX FOTOBOrO JliKapCbKOro 3acoby
(3mMiHa 3HaxoauTbCA no3a 3aTBepMKEeHUMU
JONyCTUMMMM ~ Mexamy  creundikauiii)  3a
NoKa3HWKOM «30BHiWHIl Burnag» (b.11.r.1. (r) 11).
Y martepianax peecTpaujiiiHoro A0Cb€ BifICYTHE
nigTBEePKEHHS 3aTBEPIKEHHS
3anpornoHoBaHnx 3MiH YMNOBHOBa&XEHNM
OpraHoM KpaiHu BUPOGHKKa/3asiBHMKa ab0 iHLWOi
KpaiHW, Ha pUHKY SKOT PO3MILLEHUA Uei
nikapcbkuii 3aci6.

HauyanbHuK YnpaBniHHA dpapmMmaleBTUYHOI
LIANBHOCTI Ta AKOCTiI (papmavueBTUYHOT NPOAYKLiT

T.M. NIAacKOBCbKUA
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