]

MIHICTEPCTBO OXOPOHH 3[JOPOB’Sl YKPAIHU

HAKAS3
21.02.2017 Ne 169
Kuis

[Ipo mep>kaBHY peecTpallito
(rlepepeecTpailito) TiKapCbKUX 3ac00iB
(MeIUYHUX iIMYHOOi0/IOTiUHKX
ripernapariB) Ta BHECEHHS 3MiH /10
peecTpaLiiHiX MaTepiasiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHKTIiB 5, 7, 9, 10 Tlopsinky mepkaBHOI peecTpalii (repepeecTpallii) JiKapCbKUX
3aco0iB, 3aTBep/KeHOro roctaHoBoo Kabinety MiHicTpiB Ykpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky JepykaBHOI peecTpaLil
(repepeecTpaiiii) MiKapCcbKUX 3aco0iB i po3MipiB 300py 3a iX Jep)kaBHY peecTpailito
(mepepeecTpaliito)», absaly TpuauaToro miAnyHKTy 10 nmyHKTy 4 IlonoxkeHHSI mpo
MiHicTepcTBO 0XOpPOHHM 370pOB’Sl YKpaiHU, 3aTBep/KeHOro rnocraHoBoro KabiHety
MinictpiB Ykpainu Big 25 Oepe3nsi 2015 poky Ne 267, Ha mificTaBi pe3y/bTaTiB
eKCITepPTHU3U  PEeECTpalliiHMX  MaTepialiB  JIKAapCbKUX  3aco0iB  (MeAUUHMX
iMyHOGionOTiYHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, ITI0 TO/jaHi Ha JeprKaBHY
peectpaliito  (repepeecTpaijito), NOpoBeJeHUX  [lep)KaBHUM  MiATIPUEMCTBOM
«/lep>kaBHUM eKCIepTHUM 1leHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHCHOBKIB 11[0/10 e(heKTUBHOCTi, 0e3MeuHOCTi Ta SKOCTi JIiKapChKOTO 3aco0y
(MeguuHOTO iMyHOOiO/IOTiUHOTO TMperapary), peKOMeHjallii Woro Ao JepkKaBHOI
peecTpallii (epepeecTpaliii) Ta BHECEHHS 3MiH [0 peeCTpaLliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH 70 Jlep>KaBHOTO DeeCTPy JiKapChbKuX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatd) 3rigHO 3
riepesikoM (gomaTok 1).

2. IlepepeecTpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperiapaTd) 3rigHO 3
riepesikoM (JJoAaToK 2).



3. BHectu 3MiHM [0 peecTpauliHUX MaTepianiB Ta [lepXKaBHOro peecTpy
MKapcbKUX 3aco0iB YKpaiHW Ha JiKapchkKi 3acobw (MeguuHi imyHOoOGiomoriuHi
riperiapaTH) 3TiJJHO 3 repesiikoM (JoAaTok 3).

4. BimMoBUTH Yy [lep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHeCEHHi 3MiH /10
peecTpaLiiiHUX MarepiasiB Ta [lep>aBHOTO peeCcTpy JiKapChKUX 3acobiB YkKpaiHu

MiKapChbKMUX 3aco0iB 3riiHO 3 TIepeslikoM (40/aToK 4).

5. KOHTpO/1b 32 BUKOHAHHAM LIbOT'0 HaKa3y IOK/IaCTy Ha 3acTyrnHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK

Jopartok 1

A0 Haka3y MiHicTepcTBa OXOPOHMU

300pOB’A YKpaiHu
21.02.2017 Ne 169

A0 LEP>XABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOIN4YHUX MPENAPATIB), AKI BHOCATbLCHA

30.10.2017 BignosigHoO Ao
nignyHkTy 1.8.2 nyHkTy 1.8
pogatky 5 MNopsiaky nposefeHHsA
eKcnepTn3n peecTpavinHnx
marepianis Ha nikapcbki 3acobw,
LLIO NOAAITLCA Ha [ilepXaBHY
peecTpadito (nepepeecTpauiio), a
TaKoX eKkcnepTn3n martepiasis
NPO BHECEHHSA 3MiH 40
peecTpauiiHux matepianis
NpoTAroMm fii peecTpavinHoro
NOCBiAYEHHS, 3aTBEPLKEHOrO
Haka3om MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big
23.07.2015 Ne 460).

Ne Hassa dopma BUMYyCKY 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JNliKapcbko20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKa BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) 20
nocsio4eHHs
1. L-AB/TYHHA KpUCTaUTivHWiA AMIHO 'm6X | HimeuuuHa AMIHO 'm6X HimeuunHa peecTpadia Ha 5 pokis - He UA/15773/01/01
KUC/OTA NOPOLLIOK nionsizae
(cybeTaHuin) y
noABiliHMX
nonieTNIeHoBNX
MilLKax ans
hapmaleBTUYHOrO
3aCTOCYBaHHS
2, ANEPITOAEPM | ma3sb, 0,25 mr/rno 15 | ToBapucTBoO 3 YkpaiHa ToBapucTso 3 YkpaiHa peecTpadia Ha 5 pokis 3a He UA/15784/01/01
ryty6ax Ne 1 06MeEXeHOo 06MeXeHo 3060B'A3aHHA Npu BUAadi peyenmom niossieae
BiANOBiAa/bHI BiANOBiJaNLHICT peecTpauiiHoro nocBigYeHHs
CTHO 10 ICHYIOTb — HaJaHHSA AEeTa/IbHOro
"PapmaueBTuy "PapmaleBTMyHa onncy cUcTeMM ynpasBniHHSA
Ha KoMnaHis KOMNaHis py3ukamu y BUrNA4i niaHy
"3popos'a” "3p0poB'sa" ynpaBniHHA pu3nkamun go




no 100 mr Ne 1 a6o

Ne Hassa dopma BUMyCKy 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JNliKapcbko20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKa BiOnycky BaHHS peecmpayitiHo
3acoby ynakoska) 20
nocsio4eHHs
MepioanyHicTb NogaHHA
perynspHoO OHOB/THOBAHOIO 3BITY 3
6e3neku BiagnoBigHO Ao Mopaaky
34iICHEHHS Harnaay 3a
NoGIYHMMU peakL MU NiKapCbKmX
3aco6iB, f,03BO/IEHNX [1O
MeMYHOro 3aCTOCYBaHHS,
3arBepaxeHoro Hakasom MO3
Bifg 27 rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTBi
roCTuLii YKpaiHu 29 ciuHsa 2007
poky 3a Ne73/13340, cTaHOBUTbL:
BiANOBIAHO A0 NEPioANYHOCTI AK
Ansa nikapcbKoro 3acoby nicns
OepPXaBHOI peecTpalLii B YKpaiHi,
SIK Y NepLUiil KpaiHi CBITy.
3. AM/IOBAC® Tabnetkn no 5 mr Ne "HOHIK IHaisA FOHiK IHaiA peecTpadia Ha 5 pokis 3a He UA/15752/01/01
20 (10x2) Ta Ne 30 PapmacboTUK dapmacboTmKan peyenmom nionsizae
(10x3) y cTpunax an Na6opaTtopi3
Na6opaTopis" (BipAineHHn
(BipAineHHs ipmu "x. B.
Gipmm "Ox. B. Kemikans eHg
Kewmikan3s eHpg, dapmacboTukan
dapmacbTUK 3 11g.")
ans ita.")
4. AM/IOBAC® Tabnetkm no 10 mr Ne "HOHIK IHaisA FOHiK IHaiA peecTpadia Ha 5 pokis 3a He UA/15752/01/02
20 (10x2) Ta Ne 30 PapmacboTUK PapmacbloTrKan peyenmom niossieae
(10x3) y cTpunax an Na6opatopi3
Na6opatopis"” (BiggineHHs
(BipAineHHs ipmn "x. B.
Gipmm "Ox. B. Kemikans eHp,
Kewmikan3s eHpg, dapmacboTukan
dapmacbloThK 3 1T1n.")
ans ita.")
5. BEHTEPO niogpinisat ans leTepo Na63 IHpis leTepo /1a63 IHpis peecTpaLif Ha 5 pokis 3a He UA/15774/01/01
pO34nHy 4NA iH'eKLi Niviteq NimiTen peyenmom niossieae
no 25 mr Ne 1 a6o Ne
10 y chnakoHax
6. BEHTEPO niodpinizat ana leTepo /1a63 IHaisA leTepo /1a63 IHaiA peecTpadia Ha 5 pokis 3a He UA/15774/01/02
PO34MHY A8 iH'EKLA Nimiteq, NimiTepq, peyenmom niosisicae




nonieTuneHoBUxX
naketax ins

Ne Hassa dopma BUMyCKy 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JNliKapcbko20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKa BiOnycky BaHHS peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs

Ne 10 y chriakoHax

7. BAJICAPTAH TabneTkn, BKpUTI leTepo /1a63 IHaiA leTepo /1a63 IHaifA peecTpadia Ha 5 pokis 3a He UA/15787/01/04
nniBKOBOKO Niviteq, NimiTen peyenmom niosnsieae
060/10HKO10, No 320
mMr Ne 10 y
6nictepax , Ne 30y
KOHTeiHepax

8. BA/ICAPTAH TabneTku, BKpUTI leTepo /1a63 IHais leTepo /1a63 IHais peecTpadis Ha 5 pokiB 3a He UA/15787/01/01
NNiBKOBOIO Nimitepq, Nimitep, peyenmom nionsizae
060/10HKOI0, 1Mo 40 Mr
Ne 10 y 6nicTepax ,
Ne 30 y koHTellHepax

9. BAJ/ICAPTAH TabneTkn, BKpUTI leTepo /1la63 IHaisa leTepo J1la63 IHaisa peecTpauis Ha 5 pokis 3a He UA/15787/01/02
NAiBKOBOK Nimitepq, Nimitep, peyenmom nionsizae
060/10HKO10, Mo 80 mr
Ne 10 y 6nicTepax ,
Ne 30 y kOHTeliHepax

10. BAJICAPTAH TabneTkn, BKpUTI leTepo /1a63 IHaia letepo 1a63 IHaisA peecTpadis Ha 5 pokis 3a He UA/15787/01/03
NAiBKOBOK Niviteq NimiTeq peuenmom nionsieae
060/10HKO10, No 160
mr Ne 10 y 6nictepax,
Ne 30 y KOHTeliHepax

11. | NEB3IPIH TabneTkn, BKpUTI Mera ABcTpanis lFetepo 1a63 IHaiA peecTpadis Ha 5 pokis 6e3 nionsizae | UA/15776/01/01
NniBKOBOIO NaiidpcaiieHcis Nimitep, peyenma
060/10HKOI0, N0 5 Mr (AscTpanis)
Ne 10 (10x1), Ne 30 Mri N1a.
(10x3) y 6nicTepax

12. PEBIHOMIH PO34UH ANS iH'EKUi Heollpo6ioKe KaHaga KAMALA NTA. I3painb peecTpauis Ha 5 pokis 3a He UA/15778/01/01
150 MO/mn no 2 mn, ap IHk. peyenmom nionsizae
10 mn y dpnakoHax Ne
1

13. PO3YBACTAT NMOPOLLOK ToBapucTBo 3 YkpaiHa YaHwkoy Kutaii peecTpadis Ha 5 pokis - He UA/15779/01/01

MH KANbLUIHO (cybeTaHuis) y [04aTKOBOIO dapmacbloTikan nionsieae

nakeTax i3 nniBku BiANOBiAa/bHI PekTOpi
nonieTnIeHoBOI Asis CTHO
hapmaLeBTUYHOrO "IHTEPXIM"
3aCcTOCYBaHHS

14. | CNIPOHOJNAKT | nopoLuok CaHodpi Ximi ®paHuisa CaHoi Ximi ®paHuisa peecTpadia Ha 5 pokis - He UA/15780/01/01

OH (cybeTaHuUif) y ABOX nionsizae




Ne Hassa dopma BUMyCKy 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JNliKapcbko20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKa BiOnycky BaHHS peecmpayitiHo
3acoby ynakoska) 20
nocsio4eHHs

hapmavneBTMUHOro
3aCTOCYBaHHS

15. | CNIPOHOJMAKT | nopoLuok TOB "TK YkpaiHa TAHbU3IHb Kutaii peecTpadis Ha 5 pokis - He UA/15781/01/01

OH (cy6eTaHuis) y "ABPOPA" TAHbAO niossieae

NoABINHNX dapmacbloTikan3
nonieTMNeHoBmX Ko., NITAa.
MilLKax ans
hapmaleBTUYHOrO
3aCTOCYBaHHS

16. | TONIPAMAT KpUCTaUTivHWi letepo Opar3 IHaisA letepo Apar3 IHaiA peecTpadia Ha 5 pokis - He UA/15782/01/01
NOPOLLOK Niviteq NimiTen niossieae
(cybeTaHuis) y
noaBiiHNX
nonieTnIeHoBNX
naketax Ass
thapmaLeBTUYHOTO
3aCTOCYBaHHs

17. | ®NYMIBAKT IC | TabneTku BariHasibHi, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa peecTpauist Ha 5 pokis; 6e3 nionsizae | UA/15786/01/01
no 10 mr Ne 6 (6x1) y [04aTKoBOH [04AaTKOBOI 3060B'A3aHHA Npu BUAadi peyenma
6nictepax BiANOBiA&/bHI BiANOBiJaNbHICT peecTpauiiHoro NocBigYeHHs

CTHO 10 "IHTEPXIM" iCHYIOTb — HafjaHHA AeTasIbHOrO
"IHTEPXIM" onucy cMcTemm ynpassiiHHS

pv3vKamu y BUrNagi nnaxy
ynpaBniHHA pu3vKamn go
30.10.2017 BignosigHo Ao
nignyHkTy 1.8.2 nyHKTy 1.8
pogatky 5 MNopsiaky nposefeHHsA
eKCnepTn3n peecTpavinHnx
MaTepianiB Ha Nikapcbki 3acobu,
LLIO NOJAIOTLCA Ha flepXXaBHy
peecTpadito (nepepeecTpauiio), a
TakoX ekcnepTu3n martepiasis
NpPO BHECEHHSA 3MiH [0
peecTpauiiHux matepianis
NpoTArom fii peecTpaujiiHoro
NOCBIAYEHHS, 3aTBEPLKEHOrO
Hakazom MO3 Big 26.08.2005 Ne
426 (y pegakuii Hakasy MO3 Big,
23.07.2015 Ne 460).
MepiognyHicTb NogaHHA
perynspHo OHOB/OBAHOIO 3BITY 3




No

Hassa

dopma BUMyCKy 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JNliKapcbko20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKa BiOnycky BaHHS peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
6e3neku BignoBigHo Ao Mopsaky
3[jiCHEHHS Harnsay 3a
NoGIYHMMMN peakLisMU NikapCbKmx
3ac06iB, 4,03BOSIEHUX [10
MeAMYHOIo 3aCTOCYBaHHS,
3aTBepaxeHoro Hakasom MO3
Bifg, 27 rpyaHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTBi
rocTuuil Ykpainm 29 ciuna 2007
poky 3a Ne73/13340, cTaHOBUTbL:
BiANOBIAHO A0 NEPIOANYHOCTI AK
ANnsA nikapcbkoro 3acoby nicns
JepXXaBHOI peecTpauii B YKpaiHi,
AK y NepLii KpaiHi CBITy.
18. | XITAKCA TabneTku, Wo TOB "Agamveg" Monbla xeHedapm Mpeuis peecTpaLis Ha 5 pokiB 6e3 He UA/15529/02/01
ANCNEpPryroTbes B C.A. peyenma nionsizae
POTOBIli MOPOXHUHI,
no 2,5 mr Ne 10
(10x1), Ne 30 (10x3) y
6nictepax
19. | XITAKCA TabneTku, Wo TOB "Agamveg" Monbla xeHedapm Mpeuis peecTpauis Ha 5 pokis 6e3 nionsizae | UA/15529/02/02
AncnepryoTbca B C.A. peyenma
POTOBIli MOPOXHUHI,
no 5 mr Ne 10 (10x1)
y 6nicTepax
20. LUUKNOMNEHTO | kpanni o4Hi, po3unH 1 | CKAH BIOTEK IHaisA ANKOH IHaiA peecTpadis Ha 5 pokis 3a He UA/15785/01/01
NATY % no5mny nTa MapeHTepasic 30608B’A3aHHA Npu BUAaYi peyenmom nionsizae
FIAPOXNOPUA, | chnakoHax (IHgis) NimiTen peecTpauiiHoro NocBigYeHHs
Ne 1

ICHYIOTb — HaJaHHSA AeTa/IbHOro
ornucy cucTemMu ynpas/liHHA
pusukamn y BUrnagi nnady

ynpas/liHHA pU3ukamn [0
30.10.2017 BignosigHo Ao
nignyHkTy 1.8.2 nyHKTy 1.8
pogatky 5 MNopsiaky nposefeHHsA
eKCnepTn3n peecTpavinHnx

MaTepianiB Ha Nikapcbki 3acobu,

LLIO MOAAI0TLCA Ha fepXaBHy
peecTpadito (nepepeecTpauiio), a
TakoX ekcnepTu3n martepiasis
NpPO BHECEHHS 3MiH 10




Ne
n/n

Hassa

3acoby

JNliKapcbko20

dopma BUMyCKy
(nikapcbka ¢popma,
ynakoska)

3asiBHUK

Kpaina
3asaBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHSs

Homep

peecmpayitiHo

20
nocsio4YeHHs

peecTpauiiHux matepianis
NpOTArom Aii peecTpawiiiHoro
NOCBiAYEHHS, 3aTBEPLKEHOrO
Haka3om MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big
23.07.2015 Ne 460).
MepiognyHicTb NogaHHSA
peryssipHo OHOB/TIOBAHOIO 3BITY 3
6e3neku BignoBigHo Ao Mopsaky
34iICHEHHS Harnagy 3a
NoGIYHMMMN peakLisMUN NikapCbKmX
3ac06iB, 4,03BOSIEHUX [10
MeAMYHOIo 3aCTOCYBaHHS,
3aTBepaxeHoro Hakasom MO3
Bifg 27 rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTBi
rocTuuil Ykpainm 29 ciyna 2007
poky 3a Ne73/13340, cTaHOBUTbL:
BiZANOBIAHO A0 NEPiOANYHOCTI
CKNafaHHs perynspHo
OHOB/IOBAHOT O 3BITY 3 6e3nekn
nikapcbkoro 3acoby,
[103BOJIEHOTO 10 MELNYHOIO
3aCTOCYBaHHS, Ha LEHTPasIbHOMY
PiBHi.

21.

AMIH

LLIAHOKOBAN

MOPOLLIOK
(cybeTaHuis) B
atoMiHiEBMX BaHKax
ans
thapmaLeBTUYHOTO
3aCTOCYBaHHS

CaHodpi Ximi

®paHuisa

CaHodoi Ximi

®paHuisa

peecTpadia Ha 5 pokis

He
nionsizae

UA/15783/01/01

HauanbHuK YnpaBniHHA (hapMmaueBTUUYHOI
[IANBHOCTI Ta AKOCTI (papmaueBTUYHOT NpoAYKUiT

T.M. IAaCcKOBCbKUA




Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

21.02.2017 Ne 169

NEPENIK

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

Ne HasBsa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo20 Bionycky yBaHHs1 | peecmpayiliHo2
3acoby 0 NocBi04YeHHs
1. AJEHOPM Kancynm 3 MNAT YkpaiHa MNAT YkpaiHa nepepeecTpaLisi Ha HEOOMEXEHUI TEPMIH; 3MiHN | 3a He UA/6709/01/01
MoAmnhikoBaHNM "KniBCbkuii "KniBCbkuii TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom nionsizae
BVIBI/IbHEHHSAM, BiTaMiHHUI BiTaMiHHWI hapmakoHarnsgy. 3mMiHa y KOpoTKili XxapakTepucTumui
TBEpAi no 0,4 mr no 3aBog" 3aBog" nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLT
10 kancyn 6nictepi; ON15 MeANYHOro 3acTOCyBaHHS Ha niacTasi
no 3 6nictepu y perynspHO OHOB/IHOBAHOIO 3BiTYy 3 6e3neku
nauui nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCAiMKEeHb, NpOBEeAEHNX BiANOBIAHO
00 nnaHy negiatpuynux gocnigpkenb (PIP) (iHLwi
3MiHW) - 3MiHW BHECEHO [0 IHCTPYKLUIiT 4519 MeANYHOro
3aCcToCyBaHHA nNpenapary A0 po3Ainis
"®apmakonoriyHi BNacTuBOCTI" (YTOUHEHHS
iHcpopmawii), "Cnoci6 3actocyBaHHs Ta fo3un"
(yTouHeHHs iHdopMmadii), "MobiuHi peaxuii”,
"Mepeno3yBaHHs", "Oco6AMBOCTI 3aCTOCyBaHHA"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaL,i 3 6e3neku
Lito40i peqyoBUHN "TaMCyn03uHy rigpoxnopua".
MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOTO
3BiTy 3 6e3Mneku BignoBiaHO A0 MopsaKy 34iCHEHHS
Harnsgy 3a noGivHMMY peakuissMu NiKapcbKmx
3aco6iB, f03BONEHNX A0 MEANYHOrO 3aCTOCYBaHHS,
3aTBepxeHoro Hakasom MO3 Big 27 rpyaHsa 2006
poky Ne898, 3apeecTtpoBaHoro B MiHicTepcTsi
tocTuuii Ykpainm 29 ciuHs 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO A0 NEPIOAVNYHOCTI CK1afaHHSA
perysisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
nikapcbKoro 3acoby, A03BONEHOTO A0 MeANYHOTo
3aCTOCYBaHHS, Ha LeHTPa/IbHOMY PIBHI.
2. ANMNPA3O/1IAM NOPOLLIOK TOB Ykpaina Neiik IHais nepepeecTpawisi Ha HeOOMEXEHUIA TEPMiH - He UA/12562/01/01
KpucTanivyHui "XapkiBcbke Kewmikan3 Mer. nionsieae
(cybeTaHuisn) B hapmaLeBTny nra.
noABIliHMX He
nonieTuneHoBmx nignpPUEMCTBO
nakeTtax ans "340poB's




10

M/, abo no 100 mny
dnakoHax-
KpanenbHuuAXx; no 1
dhnakoHy B
KapTOHHI ynakosLii

thapmakoHarnsagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BeieHHA y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
Bi4NOBiAa/IbHOI 3a 34iCHEHHST hapMakoHarnsay;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3assHuKa Ans
3ajiicHeHHs chapmakoHarnsay B YKpaiHi, SKL0 BOHA
BiAMIHHa Bif, YNOBHOB&XeHOi 0c06W, BiANOBIAA/IbHOI
3a 3pjlicHeHHs hapmakoHarnsgy (BkioyYakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
haiina cuctemu papmakoHarnsgy) (3miHa agpecun
macTep-daiina); 3mMiHu | Tuny - 3MiHu LWoAo
6e3nekun/edekTBHOCTI Ta thapMakoHarnsgy. 3miHa y
KOPOTKii XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHOro
3acTocyBaHHS Ha NigcTaBi perynsapHO OHOB/OBAHOIO
3BiTY 3 6e3nekun nikapcbkoro 3acoby, abo AocnigKeHb
3 6e3nekun 3acToCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiHnii nepioa, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigxersb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) ((3miHn BHeCeHO [0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA npenapary [0 po3finis
"®apmakonoriyHi BnactmsocTi" (BuganeHa
iHhopMmaList peknamMHOro xapakrepy),
«MpoTtunokasaHHa», «B3aemogisa 3 iHLWLMMK
nikapcbkMKU 3acobamu Ta iHLWWi BUAN B3aeEMOSili»,
«3acTocyBaHHS B Nepiog BariTHOCTi abo rofyBaHHs
rpyAAato», «OcobMBOCTI 3aCTOCYBaHHS», «34aTHICTb
BMN/IMBATY Ha LIBWAKICTb peakL,ii Npu kepyBaHHs
AaBTOTPAHCMOPTOM ab0 iHLWMMN MeXaHi3Mmamm»,
«[lMobiyHi peakwjii» BigNOBiAHO A0 MaTepianis
peecTpaLiiHoro AockLE)

30608B's13aHHA NpY BuAadi peecTpauiinHoro
NOCBIAYEHHS ICHYIOTb — HaAaHHA AeTaslbHOro onucy
CUCTEMM YNPaB/iHHA pU3VKaMK1 Y BUIISA] NaaHy

ynpasniHHa pu3nkamu go 30.10.2017 BignoBigHo Ao

nignyHkTy 1.13 nyHkTy 1 goaatky 15 go Mopsaaky
NpOBELEHHS EKCNePTU3N peecTpauiliHix matepianis

Ha nikapcbki 3ac06u, WO NoAalTbCsA Ha AepXaBHY
peecTpauito (nepepeecTpaLiio), a Takox ekcrnepTusu

mMarepianis Npo BHECEHHS 3MiH [0 peecTpauiiHnX

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 Bionycky yBaHHs1 | peecmpayiliHo2
3acoby 0 NocBi04YeHHs
hapmaLeBTUYHOrO Hapoay"
3acTocyBaHHsA
3. ACIHIC® Kpanni opasibHi no Pixapa AscTpis Pixapa AscTpis nepepeecTpawis Ha HeoObMeXeHWin TePMIH; 6e3 nionsizae UA/6406/01/01
20 mn, a6o no 50 BiTTHep Al BiTTHep Al 3MmiHu | TUnYy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta peyenma
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHS1

Homep
peecmpayjiliHo2
0 MocsiO4eHHs1

marepianiB NpoTArom fii peectpauiiHoro
nocBigYeHHs, 3aTBepakeHoro Hakazom MO3 Bif,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460).

MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOTO
3BITY 3 6e3neK BignoBigHO A0 MopsAKY 34iACHEHHS
Harnsgy 3a noGiYHUMY peakuisiMu NiKapCbKmxX
3aco6iB, 403BONEHNX A0 MEANYHOrO 3aCTOCYyBaHHS,
3aTBepmxeHoro Hakasom MO3 Big 27 rpyaHsa 2006
poky Ne898, 3apeecTpoBaHOro B MiHicTepcTBi
tocTuuil Ykpainum 29 ciuHa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BifNOBIAHO 40 NEPIOAWNYHOCTI CKafaHHsA
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, A03BONEHOr0 A0 MeANYHOro
3aCTOCYBaHHS, Ha LieHTpa/IbHOMY PiBHi.

ADNYBIH®

Kpanni opasibHi no
20 mn a6o 50 mn,
a6o no 100 mny
dhnakoHax-
KpanenbHuuAXx; no 1
hnakoHy B
KapTOHHI ynakoBL,i

Pixapa
BitTHep Al

ABcTpist

Pixapa
BitTHep Al

ABcTpist

MepepeecTpauis Ha HeOBMEXEHWNA TEPMIH; 3MiHN |
My - 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHn go
y3ara/ibHeHUX JaHnX nNpo cuctemy hapmakoHarnsgy
(BefeHHs y3araibHeHMX AaHUX Npo cuctemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT ocobu,
BiANOBIAA/IbHOI 32 34iicCHEHH:A hapmakoHarnsgy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHuKa ans
3fificHeHHs chapmakoHarnsagy B YkpaiHi, KO BOHA
BiAMiHHa Bif YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapMakoHarnsay (Bkiyakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa agpecu
pO3MiLLeHHst MaiicTep-chaiiny; 3miHu | Tuny - 3MiHK
Loao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MEeAMYHOro 3aCTOCYBaHHS Ha MiAcTaBi peryasipHo
OHOBJ/IKOBAHOTO 3BiTY 3 6e3neku NikapcbKoro 3acoby,
abo pocnimkeHb 3 6e3nekn 3acToCyBaHHs
NiKapcbKoro 3acoby B nicispeecTpauiinnii nepiog,
abo K pe3ynbTar OLiHKM 3BITY 3 JOCAIAKEHD,
npoBeAeHWX BignoBigHO A0 NnaHy negiatpuydHmnx
pocnipxeHb (PIP) (iHwwi 3MiHW) - 3MiHM BHECEHO A0
IHCTPYKLT AN MeAMYHOro 3acTocyBaHHA npenapary
00 po3zinis "Cnoci6b 3acTocyBaHHA Ta fo3un"
(yTOUHEHHs Ao3yBaHHs), "MobivHi peakuii”,
"3acTocyBaHHs y nepioA BariTHOCTi abo rogyBaHHS
rpyaar”, "Aitn" (6yno - AiTaAmM 3 HapOPKEHHS, CTaso -
AiTAM BikOM Bif 2 poki), "OcobmsocTi
3acTocyBaHHs", "B3aemogis 3 iHWMMY NiKapCbKUMu
3aco6amu abo iHLWi BUAY B3aeMOAiit" BiANoBigHO A0
OHOB/1EHOI iHdhopMaLlii 3 6e3MeKn AilYMX PEYOBWH.

6e3
peuyenma

nionsieae

UA/1952/02/01




12

Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHS1

Homep
peecmpayjiliHo2
0 MocsiO4eHHs1

30608B’s13aHHA NpY BUAa4i peecTpayiinHoro
NOCBIAYEHHS ICHYIOTb — HaAaHHA feTalbHOro onucy
CUCTEMM YNPaB/iHHA PU3VKaMKN y BUINIALA] NaaHy
ynpasniHHA pusmkamu go 30.10.2017 BignoBigHO A0
nignyHkty 1.13 nyHkty 1 gogatky 15 go Mopaaky
NpoBeLEeHHS eKCNepTU3mM peecTpauiiiHix marepianis
Ha nikapcbki 3aco6u, L0 NOAaTLCA Ha AepXaBHY
peecTpauito (nepepeecTpaLiio), a Takox ekcnepTusu
Marepianis Npo BHECEHHS 3MiH A0 peecTpauiiHnX
marepianiB NpoTArom fii peecTpauiitHoro
nocBigYeHHs, 3aTBepakeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460).

MepiognyHICTb NOAAHHA PerysiipHO OHOBIOBAHOIO
3BiTy 3 6e3Mneku BignoBigHO A0 [opsaaKy 34iCHEHHS
Harnagy 3a No6iYHMMU peakLisiMmn NikapCbKnx
3aco06iB, fO3BOMIEHNX 4,0 MEAMYHOIO 3aCTOCYBaHHS,
3aTBepmxeHoro Hakasom MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainm 29 ciuHsa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO 40 NEPIOANYHOCTI CKIaAaHHs
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
NiKapcbKoro 3acoby, 403BO/IEHOro A0 MeAUYHOro
3aCTOCyBaHHS, Ha LEHTPa/IbHOMY PIBHI.

BPOHXOPUN®

cupon no 100 mny
nakoHax Ne 1

[>xeHoMm
BioTek MBT.
nra.

IHais

[>xeHom

BioTek IMBT.
nra.

IHais

nepepeecTpawist Ha 5 pokiB y 3B°A3Ky i3 3aKiHUEHHSAM
TepMiHy Ail peecTpaujiiiHoOro nocsig4yeHHst; 3miHu |
Tuny: 3miHa Ha3BK Ta/abo agpecu 3asiBHUKA
(BnacHvika peecTpauiiHoro NocBifYEHHS1), BIACHUK
peeCTpaLiniHOro NOCBiAYEHHS HE 3MiHUBCSA). 3MiHK |
TMny: 3miHa Ha3Bu Ta/abo MicLe3HaxXOmKeHHS
BMPOBHMKA rOTOBOTO JliKapCbKOro 3acoby, — 3MiHa
IOPUAMYHOI agpecy BUPOOHUKA Ha hakTUUHy agpecy
BMPOGHMKA, MiCLie BUPOOHULTBA HE 3MIHWMOCh. 3MiHN
| Tny: 3miHa MmeToAy BUNPOGYBaHbL FOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa 3aTBEPAKEHOrO
MeToAy BUNpobyBaHb), — HE3HAYHI 3MiHU Ta
YTOYHEHHS 40 MeTOAMK BUNPOGYBaHHSA 3a
po3ginamm: «ycTuHa», «KinbKicHe BU3HAUYEHHS»,
po3ain «MikpobionoriyHa YnctoTa» NpMBeAeHoO y
Bi4NOBIAHICTb 4O BUMOT AjH04Or0 BUAAHHS
€sponelicbkoi ®apmakonei. 3miHn | Tuny: 3miHa
cneuudikaLii roTOBOro Nikapcbkoro 3acoby
(SONOBHEHHA HOBOrO NOKa3HWKa AKOCTI), BBeAeHHs
nokasHuka "CynyTHi AOMiLLIK/", Ta NOKa3HUKa
«KinbKicCHe BU3HAYEHHS HA MOMEHT BUMYCKY»:
«KinbkicHe BUM3HaveHHs. CanbbyTamorn.

3a
peyenmom

He
nionsieae

UA/7422/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHS1

Homep
peecmpayjiliHo2
0 MocsiO4eHHs1

deHinedpuHy rigpoxnopug,. BpomrekuHy
rippoxnopua» Ha piBHi (£5%);«KinbkicHe
BM3HAYeHHs. HaTpito MeTuarigpokcmbeHsoat. Hatpito
nponinrigpokcubeHs3oar.» Ha piBHi (+10%). 3MiHu |
Tuny: 3miHa kogy ATC, 3MiHVM BHECEHO [0 IHCTPYKLUIT
[O/19 MeMYHOro 3acTocyBaHHs npenapary Ao posginy
"®hapmMakoTepanesTuyHa rpyna’. 1o 3aTBepaxeHHs
peKkoMeHAYETbCS IHCTPYKLiA 415 MEANYHOrO
3acTocyBaHHA npenapaty 3 3MiHEHUM BifNoBigHO A0
MiXHapogHoro knacudikaropa BOO3
(http://www.whocc.no/atc_ddd_index/) kogom ATC:
6yn0 — RO3C C52**, ctano — RO3A K04. 3MiHu |
T1ny: [lonoBHEHHA abo 3aMiHa KOMMNIEKTYIOUMX ANS
BVMIpIOBaHHA 1,031 ab0 BBEAEHHS NiKapCbKoro
3aco6y, AKi He € YaCTUMHO NEePBUHHOT YNakoBkK (3a
BMHATKOM CreiicepiB /151 4O30BaHNX iHransTopis),
[lONOBHEHHS YyNakoBKM MipHUM KOBNAYkoM. 3MiHu |
Tuny: Jlikapcbki 3aco06u. 3MiHM A0 ICHYHOUOT cncTemMmn
thapmakoHarnsgy, sk 3a3Ha4yeHo B OMNUCi CUCTEMM
hapmakoHarnsgy (3mMiHa ynoBHoBaXkeHoi ocobu,
BiANoBigasibHOI 3a hapmakoHarnag). CynyTHa 3miHa:
Nikapcbki 3ac06M. 3MiHM A0 iCHYIOYOT crcTeMm
chapmakoHarnsgy, ik 3a3HaqyeHo B OMNUCi CUCTEMM
thapmakoHarnagy (3MiHa B KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0c06y, BiANOBIAA/IbHOT 3a
hapmakoHarnsag), 3miHu | Tuny: 3MiHM 3 AKOCTI.
[oTOBWiA NikapcbkWii 3aci6. Onuc Ta cknag (iHLwi
3MiHM) (MPYBEAEHHSA HAa3B JOMOMDKHUX PEYOBYH Y
BiANOBIAHICTb A0 MaTepianis BUPOGHMKA, 3MiH A0
AKICHOTO Ta Ki/IbKICHOTO ckiagy fOMOMDKHUX PEYOBUH
He Bigbynocs)

BOJAA ANA
IH'EKLA

PO3YMHHKK AN
napeHTepanbHOro
3aCTOCyBaHHS in
bulk: no 10 mny
KOHTeliHepax
0AHOA030BMXX Ne
600 a6o Ne 1500

TOB "tOpisi-
Papm"”

YkpaiHa

TOB "tOpisi-
Papm"”

YkpaiHa

nepepeecTpawis Ha He0BMEeXeHW TEPMIH;
MepiognyHICTb NOAAHHA PErysIipHO OHOB/IIOBAHOIO
3BiTy 3 6e3neku BignoBiaHO A0 MNopsaaKy 34iiCHEHHS
Harnagy 3a No6iYHMMU peakLisiMmn NikapCbKnx
3aco6iB, 4,03BO/IEHNX A0 MEANYHOIO 3aCTOCYBaHHS,
3aTBepaxeHoro Hakasom MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainm 29 ciuHsa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO 40 NEPIOANYHOCTI CK1aAaHHsA
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
NiKapcbKoro 3acoby, 403BO/IEHOr0 A0 MeAUYHOro
3aCTOCYBaHHS, Ha LeHTPa/lbHOMY PIBHI.

He
nionsieae

UA/15054/01/01

BOJAA ANA
IH'EKLYN

PO3YUHHKK ANsA
napeHTepasibHOro
3aCcTOCyBaHHS Mo
100 mn, a6o no 200
M/, abo no 400 may

TOB "tOpisi-
Papm"”

YkpaiHa

TOB "tOpisi-
Papm"

YkpaiHa

nepepeecTpawis Ha He0B6MeXeHWt TEPMIH;
MepiognyHICTb NOAAHHA PerysiipHO OHOBJ/IIOBAHOIO
3BiTy 3 6e3neku BignoBigHO 0 MNopsaKy 34iCHEHHS
Harnagy 3a No6iYHMMU peakLisiMmn NikapCbKnx
3aco06iB, 403BO/IEHNX A0 MEAMYHOIO 3aCTOCYBaHHS,

6e3
peuyenma

nionsieae

UA/5625/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHS1

Homep
peecmpayjiliHo2
0 MocsiO4eHHs1

NAALWKaX CKASHWX,
no 100 mn, a6o no
200 mn, a6o no 250
M, abo no 400 mn,
a6o no 500 mn, abo
no 1000 mn, a6o no
2000 mn, abo no
3000 mn, abo no
5000 mny
KOHTeliHepax
noniMepHux; no 2
M abono5mny
KOHTeliHepi
0iHOO030BOMY; MO
10 koHTeliHepiB y
nauuj 3 KapToHy; No
10 mn a6o no 20 mn
Y KOHTelHepi
04HOA030BOMY; MO 5
KOHTeliHepiB y navu,i
3 KapTOHY

3aTBepMxeHoro Hakasom MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainm 29 ciuHsa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO 40 NEPIOANYHOCTI CKIaAaHHs
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
NiKapcbKoro 3acoby, 403BO/IEHOro A0 MeAUYHOro
3aCTOCyBaHHS, Ha LEHTPa/IbHOMY PIBHI.

FEHTOC®

Kpanni opasibHi no
20 mn, a6o no 50
M/, abo no 100 mny
dhnakoHax-
KpanenbHuuAXx; no 1
hnakoHy B
KapTOHHI ynakoBL,i

Pixapa
BitTHep Al

ABcTpist

Pixapa
BitTHep Al

ABcTpist

nepepeecTpaList Ha He0OMEXeHU TepMiH; 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn go
y3ara/ibHeHUX JaHnX npo cuctemy hapmakoHarnsgy
(BeAeHHS y3araibHeHVX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA dhapmakoHarnsgy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHuKa ans
3fiicHeHHs thapmakoHarnsagy B YkpaiHi, KO BOHA
BiAMiHHa BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapMakoHarnsay (Bkiyakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy); 3minu | tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTumui
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
0N MeAUYHOro 3acToCyBaHHSA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acToCcyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHux gocnimpxkers (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) -
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeAUYHOrO
3aCTOCYBaHHSA nNpenapary Ao po3ginis

6e3
peuyenma

He
nionsieae

UA/1971/02/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHS1

Homep
peecmpayjiliHo2
0 MocsiO4eHHs1

«MpoTtunokazaHHsa», «OCO6/IMBOCTI 3aCTOCYBaHHS»,
«B3aemopis 3 iHWKMKN niKapcbknMmy 3acobamu Ta iHLLi
BUAMN B3aEMOSili», «3aCTOCYBaHHA Y Nepios,
BariTHOCTi abo rogyBaHHs rpyaao», «itn»
(pefaryBaHHs TEKCTY), «3[4aTHICTb BNIMBaTK Ha
LIBWAKICTb peakLii Npu kepyBaHi aBTOTPaAHCNOPTOM
ab6o iHWKMK MexaHi3Mamu» BignoBigHO A0
iHhopmaLii cTOCOBHO 6e3neku iKkapcbKoro 3acooy.

30608B’3aHHA NpY BUAa4i peecTpauiinHoro
NOCBIAYEHHS iCHYIOTb — HaAaHHA AeTaslbHOro onucy
CUCTEMM YNPaB/iHHA pU3VKaMK1 y BUTISAj NaaHy
ynpasniHHa pu3nkamu go 30.10.2017 BignoBsigHo Ao
nignyHkTy 1.13 nyHkTy 1 gogatky 15 go Mopsagky
NpOBefEHHA ekcnepTn3n peecTpauiliHux Martepianis
Ha nikapcbki 3ac06u, WO NoAaTbCSA Ha AepXaBHy
peecTpauito (nepepeecTpaLiio), a Takox ekcnepTusu
mMarepianis NPo BHECEHHS 3MiH [JO peecTpaLiiHnX
marepianiB NpoTArom fii peectpauiiHoro
nocBigYeHHs, 3aTBepakeHoro Hakazom MO3 Bif,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460).

MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOTO
3BITY 3 6e3neK BignoBigHO A0 MopsAKY 34iACHEHHS
Harnsgy 3a noGiYHUMY peakuisiMu NiKapCbKmxX
3aco6iB, 403BONEHNX A0 MEANYHOrO 3aCTOCYyBaHHS,
3aTBepmxeHoro Hakasom MO3 Big 27 rpyaHsa 2006
poky Ne898, 3apeecTpoBaHOro B MiHicTepcTBi
tocTuuil Ykpainu 29 ciyHa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BifNOBIAHO 40 NEPIOAWNYHOCTI CKafaHHsA
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, A03BONEHOr0 A0 MeANYHOro
3aCTOCYBaHHS, Ha LieHTpa/IbHOMY PiBHi.

rNYTAMIHOBA
KNC/IOTA

TabneTkun, BKPUTI
060/10HKO10, M0 250
mr, no 10 TabneTok
y 6nictepax; no 10
Tabnetok y 6nictepi,
no 3 6nictepn y
nauuj

MNAT
"KuiBCcbKuiA
BiTaAMiHHWN

3aBsog”

Ykpaina

MAT
"KuiBcbKkuii
BiTaAMiHHWN

3aBsog”

Ykpaina

nepepeecTpauist Ha 5 pokiB y 3B'A3Ky 3 3aKiHYEHHAM
TepMiHy Aii peecTpauliiiHoro NocBig4YeHHs;
MepiognyHICTb NOAAHHA PErysIipHO OHOB/IIOBAHOIO
3BiTy 3 6e3Mneku BignoBigHO A0 MNopsaaKy 34iiCHEHHS
Harnagy 3a No6iYHMMU peakLisiMmn NikapCbKnx
3aco6iB, 403BO/IEHNX A0 MEANYHOIO 3aCTOCYBaHHS,
3aTBepaxeHoro Hakasom MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTumuii Ykpainm 29 ciuHsa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO 40 NEPIOANYHOCTI CK1aAaHHs
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
NiKapcbKoro 3acoby, 403BOJIEHOr0 A0 MegUYHOro
3aCTOCYBaHHS, Ha LeHTPa/lbHOMY PIBHI.

6e3
peuyenma

nionsieae

UA/6723/01/01

10.

OEKAMETOKCWUH

MOPOLLOK
(cybeTaHuis) y

ToBapucTso 3
06MEXEHO

YkpaiHa

ToBapucTso 3
06MEXEHO

YkpaiHa

nepepeecTpaisi Ha He0B6MEXeHW TePMiH

He
niosnsieae

UA/12128/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 Bionycky yBaHHs1 | peecmpayiliHo2
3acoby 0 NocBi04YeHHs
nosieTuIeHoBMX BiANOBiAA/IbHI BiANOBiAA/TbHI
MilLKax gns CTIO cTio
BMPOGHMLTBA "OAPMXIM" "OAPMXIM"
CTepUbHUX Ta
HecTepubHNX
Nikapcbknx hopm
11. DEKCA- Kpanni o4Hi no 5 mn YPCA®APM Himeuunna | YPCA®APM HimeuyunHa nepepeecTpawis Ha HeobMeXeHWin TepMiH; 3a He UA/5562/01/01
FEHTAMIUVH y thnakoHi- ApuHaiimitTTen ApuHaiimiTTen 3MiHu | TUny - 3MiHK Wopno 6esnekn/edekTUBHOCTI Ta |  peyenmom nionsieae
KpanenbHuui; no 1 b M'M6X b 'M6X hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTumui
hnakoHy- nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
KpanenbHuL y 0N MeAMYHOro 3acToCyBaHHSA Ha niacTasi
KapTOHHI Kopoo6Li perynspHO OHOB/IIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acToCcyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iDKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHux gocnimpxkers (PIP) (iHwi
3MiHW).
3MiHU BHECEHO [0 IHCTPYKUIiT AN MeANYHOro
3aCcToCcyBaHHA nNpenapary A0 po3Ainis
"®apmMakoorivyHi BNacTUBOCTI" (BHECEHI YTOUHEHHS,
AIKi CTOCYIOTbCS 6€3MeYHOro 3aCTOoCyBaHHs),
"B3aemogis 3 iHWMMKN NiKapCbKnMmy 3acobamm Ta iHLLi
BMAW B3aemMogiin”, "OcobMBOCTi 3acTOCyBaHHS",
"Mo6iyHi peakuyji" BigNoBigHO iHhopMmaL,ii CTOCOBHO
6e3nekun AiYnx peyoBUH NiKapcbKoro 3acoby.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOTO
3BiTy 3 6e3Mneku BignoBiaHO A0 MopsaKy 34iCHEHHS
Harnsgy 3a noGivHMMY peakuissMu NiKapcbKux
3aco6iB, 403BONEHNX A0 MEANYHOrO 3aCTOCYBaHHS,
3aTBepxeHoro Hakasom MO3 Big 27 rpyaHsa 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainm 29 ciyHs 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO A0 NEPIOAVNYHOCTI CK1afaHHSA
perysisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
nikapcbKoro 3acoby, A03BONEHOTO A0 MeANYHOTo
3aCTOCYBaHHS, Ha LeHTPa/IbHOMY PIBHI.
12. AIABITEK NA 2,5 | po3unH gns TOB "tOpis- YkpaiHa TOB "tOpis- YkpaiHa nepepeecTpawis Ha HeobMeXeHWin TepMiH; 3a He UA/11876/01/02
% nepuToOHeas1bHOro Papm” Papm"” 3MmiHu | TUny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta | peyenmom nionsieae

nianizy no 2000 mn
a6o 2500 mny
KOHTeliHepax
noniMepHnx

hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuui
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT
0719 MeAUYHOro 3acToCyBaHHA Ha NiacTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3neku
nNikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCcyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BifMNOBIAHO
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHS1

Homep

peecmpayjiliHo2

0 NocBI0OYEeHHS

[0 nnaHy negiatpuyHux gocnigkerb (PIP) (3miHy
Y3TrO[KEHO 3 KOMMNETEHTHUM YMNOBHOBaXKEHNUM
opraHom)
3MiHU BHECEHO [0 IHCTPYKLUIiT AN MeANYHOro
3acTOCyBaHHs Npenapary Ao po3ginis
«[poTunnokasaHHs», «B3aemogis 3 iHLWnMuK
nNikapcbkMuM 3acobamu Ta iHWi BUAN B3aEMOSili»,
«OCco6NMBOCTI 3aCTOCYBaHHS», «3aCTOCYBaHHS Y
nepiog, BariTHOCTi abo roflyBaHHs rpyaato»,
«lMepeno3yBaHHs», «lMobiYHI peakuji» BigMnoBigHO 40
iHbopmaLii cTocoBHO 6e3neku Ajloumx peyoBuH
nikapcbKoro 3acooby.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOTO
3BITY 3 6e3neK BignoBigHO A0 MopsAKY 34iCHEHHS
Harnsgy 3a noGiYHUMY peakuisiMu NiKapCbKmx
3aco6iB, 403BONEHNX A0 MEANYHOrO 3aCTOCYyBaHHS,
3aTBepMxeHoro Hakasom MO3 Big 27 rpyaHsa 2006
poky Ne898, 3apeecTpoBaHOro B MiHicTepcTBi
tocTuuil Ykpainu 29 ciyHa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BifNOBIAHO 40 NEPIOAWNYHOCTI CKafaHHsA
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, A03BONEHOr0 A0 MeANYHOro
3aCTOCYBaHHS, Ha LieHTpa/IbHOMY PiBHi.

13.

DIALEPEIH

MOPOLLIOK
(cybeTaHuin) y
naketTax noAsinHWUX
nonieTNeHoBUx
ANSA BUpo6HMLTBA
HeCcTepuIbHUX
NiKapCbknx hopm

MNAT
"KuiBCcbKuiA
BiTaAMiHHWN

3aBsog”

Ykpaina

Ami
NavidhcaiieHcis
Met. /1T4.

IHais

nepepeecTpauis Ha He0OMeXeHW TepMiH

He
nionsieae

UA/12504/01/01

14.

EBKAMIMTA
HACTOMKA

HacTolika, no 25 mn
y dhnakoHi; no 1
dhnakoHy B navu 3
KapTOHY; No 25 Mny
dhnakoHax

MpAT
PapmaLeBTny
Ha thabpuka
"Biona"

YkpaiHa

MpAT
PapmaLeBTUy
Ha thabpuka
"Biona"

YkpaiHa

nepepeecTpaLisi Ha HEOOMEXEHUI TEPMIH; 3MiHN |
TUny - 3MiHK Wwoao 6e3nekun/ehekTnBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTuui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLUT
O/19 MeAUYHOro 3acTocyBaHHS Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekun
nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOoCyBaHHS MikapcbKoro 3acoby B
nicnsapeecTpauiiHnii nepios, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCAiMKEeHb, NPOBEAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHnx gocnigxerb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBEOKEHNM
opraHom)
3MiHU BHECEHO [0 IHCTPYKUiT AN MefUYHOro
3acTocyBaHHs npenapaTy Ao po3ginis "OcobnmsocTi
3acTocyBaHHs", "Mo6ivHi peakuii" BignoBigHO 00
OHOB/IEHOT iH(hopMaLii 3 6e3neku Aiko4oi pe4oBUHU

6e3
peuyenma

nionsieae

UA/6526/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHS1

Homep
peecmpayjiliHo2
0 MocsiO4eHHs1

"HacToWKN NNCTA eBkaninTa".

MepiognyHICTb NOAAHHA PerysiipHO OHOBIIOBAHOIO
3BiTy 3 6e3Meku BignoBigHO A0 [opsaaKy 34iCHEHHS
Harnagy 3a No6iYHMMU peakLisiMmn NikapCbKnx
3aco06iB, fO3BOMIEHNX 40 MEAMYHOIO 3aCTOCYBaHHS,
3aTBepmxeHoro Hakasom MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainm 29 ciuHsa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO 40 NEPIOAWNYHOCTI CKIaAaHHs
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
NiKapcbKoro 3acoby, 403BO/IEHOro A0 MeAUYHOro
3aCTOCYBaHHS, Ha LEHTPa/IbHOMY PIBHI.

15.

EKCUNIAN M
riapPon10CbNOH

eMy/1bCis HaLLKipHa,
20 mr/mn no 200 mn
y donakoHi; no 1
dhnakoHy B
KOPTOHHI kopo6Lyj;
no 500 mny
donakoHi

rangepma CA

Lseiiuapi
o

LLnipir ®apma
Al

LBeiiLapis

nepepeecTpawis Ha He0BMEeXeHW TEPMIH;
3Mminn | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KOpoTKili XxapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
ON15 MeANYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCAiMKEeHb, NPOBEeAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHnx gocnigxersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom). 3MiHU BHECEHO [0 iHCTPYKLT ans
MeJMYHOro 3aCTOoCyBaHHA npenapaTy A0 po3ginis
"Oco6nmBOCTiI 3acTocyBaHHS", "TpoTnnokasaHHsa",
"Mo6ivHi peakui™, "4iTn" (6yno - 4itn 3 6 micauis,
CTas10 - A4iTn 3 12 micAuiB) BiANOBIAHO 4O OHOBNEHOT
iHchopmawii 3 6e3nekun AjtoHoi pevyoBUHM "ceHOBUHN"
Ta MaTepiasliB peecTpaviiiHoro focbe.
30608B’A3aHHA NpW BUAa4i peecTpavinHoro
NOCBIAYEHHS iCHYIOTb — HaJaHHSA [OMNOBHEHHS A0
ornsaay KniHivHux gadux go 30.10.2017, signosigHo
00 nianyHkTy 2.3 nyHKTY 2 gogatky 15 go Mopsaaky
NpoBeLEeHHS eKCNepTu3mn peecTpauiiiHix matepianis
Ha nikapcbki 3aco6u, WO NOAaTLCA Ha AepXaBHY
peecTpauito (nepepeecTpaL,ito), a TakoxX ekcnepTusn
Marepianis Npo BHECEHHS 3MiH A0 peecTpauiiHnX
marepianiB NpoTArom fii peecTpauiitHoro
noCBigY€EHHs, 3aTBepAKeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460).

MepiognyHICTb NOAAHHA PErysIApHO OHOB/IIOBAHOIO
3BiTy 3 6e3Mneku BignoBigHO A0 MNopsaaKy 34iiCHEHHS
Harnagy 3a No6iYHMMU peakLisiMmn NikapCbKnx
3aco6iB, 403BO/IEHNX A0 MEAMYHOIO 3aCTOCYBaHHS,

6e3
peuyenma

nionsieae

UA/11920/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 Bionycky yBaHHs1 | peecmpayiliHo2
3acoby 0 NocBi04YeHHs
3aTBepMxeHoro Hakasom MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainm 29 ciuHsa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO 40 NEPIOANYHOCTI CKIaAaHHs
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
NiKapcbKoro 3acoby, 403BO/IEHOro A0 MeAUYHOro
3aCTOCYBaHHS, Ha LEHTPa/IbHOMY PIBHI.
16. IMATUHIBY NOPOLLIOK How Na6c IHais How Na6c IHais nepepeecTpawisi Ha HE0OMEXEHW TePMiH - He UA/12407/01/01
ME3UNAT (cy6eTaHuin) B MBT. NTA,. MnBT. NTA,. nionsizae
noABIHNX
nonieTNeHoBux
naketax gns
chapmaLeBTUYHOro
3acToCcyBaHHsA
17. KENIH MOPOLLIOK MAT YkpaiHa Kopnopauis 3 Kuraii nepepeecTpaLis Ha He0OMeXeHWn TepMiH - He UA/12409/01/01
KpucTanivyHmi "Knismegnpen MiXXHapoaHOro niosnsieae
(cybeTaHuin) y apart" E€KOHOMIKO-
nonieTuIeHoBmX TEXHIYHOTO
MilLKax s CniBpOGITHULT
hapmaLeBTUYHOIO Ba "YaliHa
3acTocyBaHHA Li3sHcy"
18. KNABAM NOpPOLLOK A/1A Ankem IHais Ankem IHais nepepeecTpawis Ha HeobMeXeHWin TepMiH; 3a He UA/4469/02/01
OpasIbHOI cycneHsii, Nab6opaTopi3 Nab6opaTtopi3 3MiHu | TUny - 3MiHK Wono 6e3nekn/edekTUBHOCTI Ta |  peyenmom nionseae
125 mr/31,25 mrB 5 NTp, nTp, hapmakoHarnisgy. 3miHa y KOpoTKili XxapakTepucTuui

M, 1 donakoH 3
NMOPOLLKOM B
KapTOHHIN ynakoBuUi

nikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
015 MeNYHOro 3acTocyBaHHs Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnimaxeHb 3 6e3neku
3acToCyBaHHA NikapcbKoro 3acoby B
nicnsipeecTpauiiiHnii nepiog, abo sk pesynbTart
OLLiHKM 3BITY 3 AOCNiMKeHb, NPOBEeAEHNX BiANOBIAHO
[0 nnaHy negiatpuyHunx gocnigxers (PIP) (3miHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom). 3MiHW BHECEHO [0 iIHCTPYKLT Ans
MeAUYHOro 3acTocyBaHHA npenapaTy A0 po3ainis
"Oco6/mBOCTi 3acTocyBaHHs", "Mo6ivHI peakwii”,
"B3aemogis 3 iHWKMU NikapcbknMu 3acobamu abo
iHWi B1AW B3aeMOgiA" BiANOBIAHO 4O OHOBNEHO!
iHchopMmaLii 3 6e3nekun 4itnynx peyoBuH
"amMOKCULMNIHY Tpurigpaty, knasynaHaTy Kanito".
30608B’s13aHHA NpY BUAaYi peecTpaviitHoro
NOCBIAYEHHS ICHYI0Tb — HalaHHA [eTa/IbHOro onucy
CUCTEMM YNPaB/iHHA pU3nKammn y BUTIAAj naaHy
ynpasiHHA pu3nKamu Ta JOMOBHEHHS 0 Ornagy
KMiHIYHMX gaHnx go 30.10.2017 BignosigHo 4o
nignyHkTy 1.13 nyHKTY 1, NigNyHKTY 2.3 NYHKTY 2
poaatky 15 no MNopsaky npoBefeHHs ekcrnepTusu
peecTpauiiiH1X MaTepiasiiB Ha Jlikapcbki 3acobu, Lo
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep

n/n JliKapcbKo20 Bionycky yBaHHs1 | peecmpayiliHo2

3acoby 0 NocBi04YeHHs
noJatTbCA Ha AepxaBHy peecTpauito
(nepepeecTpadito), a TakoX ekcnepTu3n martepianis
Npo BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis
NPOTAroMm fii peecTpauiiHoro NocBigYeHHs,
3aTBepxeHoro Hakasom MO3 Big 26.08.2005 Ne 426
(y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOTO
3BiTy 3 6e3Mneku BignoBiaAHO A0 MNopsaKy 34iCHEHHS
Harnsagy 3a nobiYyHMMK peakuisiMu NikapcbKux
3aco06iB, 03BONEHNX A0 MEANYHOrO 3aCTOCYBaHHS,
3aTBepxeHoro Hakasom MO3 Big 27 rpyaHsa 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainm 29 ciuHs 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiAMNOBIAHO A0 NEPIOAVNYHOCTI CK1afaHHSA
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
NikapcbKoro 3acoby, 403BO/IEHOTO A0 MeANYHOTO
3aCTOCYBaHHS, Ha LeHTPa/lbHOMY PIBHi.

19. NAN® 600 TabneTkn, BKpUTI LWrtaiirepsans | HimeyunHa BUPOBHMK, HimeuunHa nepepeecTpavisi Ha 5 pokiB y 3B'A3Ky 3 3aKIHYEHHSIM 6e3 nionseae | UA/11352/01/01
NNiBKOBOKO il BignoBiaasbH Ail peecTpauiiiHoro nocBig4yeHHs; 3miHum | Tuny - peyenma
060/10HKOH0, M0 612 ApuHaiimitTTen niA 3a BUMYyCK [oTOBMIA Nikapcbkuii 3aci6. BUpo6HMLTBO. 3aMiHa
mr Ne 20 (20x1), Ne bBepK M6X cepii: abo BBeAEHHA A0AATKOBOI AiNbHUL BUPOGHMLTBA
60 (20x3), Ne 100 LTaiirepsasib [ANs YacTnHU abo BCbOro BUPOGHMYOro npoLecy
(20x5) y 6nicTepax i} rOTOBOrO JliKapcbKoro 3acoby (AiNbHULSA, Ha SKii

ApuHarimitTen npoBoOAATLCA OyAb-sKi BUPOOHWYI cTagil, 3a
bBepK MM6X, BMHATKOM BWMYCKY CEpiii, KOHTPOJIO SKOCTI,
HimeyumnHa; NepBMHHOTO Ta BTOPMHHOIO NakyBaHHS, A1

BMPOGHMUK, HecTepwuIbHUX Nikapcbknx 3acobiB) - BBeaeHHSA
BiAMNOBIga/IbH BMpo6HUKa Knoke ®apma-Cepsic MM6X, HimeuunHa
uii 3a (BMpPOGHKK, BiANOBIAAbHUIA 38 BUPOBHULITBO
BMPOGHMLITBO nNikapcbkoi hOpMM Ta KOHTPOS1b B MPOLECI
niKapcbKoi BMPO6HMLTBA). 3MiHM | TUMy - [OTOBWIA NlikapCbKuii
hopmu Ta 3aci6. Bupo6HuLTBO. 3amiHa abo BBeEHHS
KOHTPO/b B [04aTKOBOT AiNbHUL BUPOGHMLITBA A/18 YaCTUHN abo
npoeci BCbOro BMPOOHWNYOro NpoLecy rotToBoro Nikapcbkoro

BUPOGHMLTBA: 3aco06y (iHWWi 3MiHK) - BBeAeHHs BUPOGHMKa Knoke

Knoke ®apma- BepnakyHrc-Cepsic M'M6X, HimeyunHa (BUpo6HWMK

Cepgic 'mM6X, BiANOBIAa/IbHUIA 32 MakKyBaHHS JlikapCbkoro 3acoby Ta
HimeuuunHa; KOHTPO/b B NPOLECi NaKkyBaHHs), Ta K HaCNifoK

BUPOBHMK, 3a3HaYeHHs BUPOBHNUNX GOYHKLiM oNs
BignoBiaasbH 3aTBepAKeHoro BupobHuka LUTaiirepsanbg,
uii 3a ApuHalimiTTtenssepk MM6X, HimeuunHa (BUPOGHUK,
nakyBaHHs BiANOBIAa/IbHNI 3@ BUMYCK cepii). 3MiHu | Tuny -
nikapcbKoro AfMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo
3acoby Ta azpecy Micusi NPOBaKEHHS AiSSIbHOCTI
KOHTPO/b B BMpPO6HMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
npoueci BK/IO4A0UM AiNbHULI BUMYCKy cepii abo micue
nakyBaHHs: NpoBeAleHHS KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY
Knoke BiANOBI4Aa€E BMPOGHMK/IMNOPTEP, BKAOYAOUM BUMYCK




21

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 Bionycky yBaHHs1 | peecmpayiliHo2
3acoby 0 NocBi04YeHHs
BepnakyHrc- cepiii). 3miHu | TMNY - 3MiHK 3 SKOCTi. [oTOBMIA
Cepsic 'M6X, nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
HimeuunHa npuaaTHoCTi abo ymoBax 36epiraHHsi roToBOro
NiKapCbKOro 3aco6y (3MeHLIEeHHS TEPMIHY
npuaaTHOCTI TOTOBOTO Jlikapcbkoro 3acoby) - [Ans
TOProBOI YyNakoBKK. (3aTBEpAKEHO: 3 POKK,
3anporoHoBaHo: 2 poku). HagaHo nigTBepmKeHHs
3aTBEPAKEHNX 3MiH B KpaiHi BUPOBGHMKa. 3MiHW | TNy
- 3MiHK 3 sIKOCTi. FoTOBUIA NiKapcbkuii 3aci6.
KOHTpO/1b roToBOro MikapcbKoro 3acoby (iHLi 3MiHW).
Po3zgin «MikpobionoriyHa unctoTa» NpMBEAEHO y
BiANOBIAHICTb 40 BUMOrO Ail04Oro BuaaHHsA €.
3MmiHu | TMNY - 3MiHKW 3 SKOCTI. FOTOBUIA NiKAPCbKNI
3aci6. Onuc Ta cknag (iHwi 3miHu) - MpuBeneHHs
Has3BW Ailo40i peYOBMHM 40 BUMOT 3arasibHoi CTaTTi
«EkcTpakTn»

20. NAN® 900 TabneTkun, BKpUTI WTaiirepsasib | HimeuunHa BUPOBHUK, HimeuunHa | nepepeecTpauis Ha 5 pokiB y 3B s13Ky i3 3aKiHYEHHAM 6e3 nionseae | UA/11352/01/02
nNiBKOBOKO il BigNoBiAa/IbH TEPMiHy Aji peecTpauiiHoro NocBigYeHHs; peyenma
o60s10HKoto, no 900 ApuHaiimitTTen niA 3a BUMYCK 3MiHu | TUNY - FOTOBWIA Nikapcbkuii 3aci6.

Mmr Ne 20 (20x1), Ne bBepK M6X cepi: Bupo6HMLTBO. 3amiHa abo BBeAEHHS 404ATKOBOI
60 (20x3), Ne 100 LWTaitrepsasib AiNbHULI BUPOBHMLTBA [/19 YacTuHM abo BCbOro
(20x5) y 6nicTepax il BMPOGHMYOro NpoLLecy roToBOro Jlikapcbkoro 3acoby
ApuHaiimiTTen (minbHUUSA, Ha AKil NpoBOASATLCS ByAb-AKi BUPOOHUUI
bBepK MM6X, cTagji, 3a BUHATKOM BUMNYCKY Cepiii, KOHTPO/IKO AKOCTI,
HimeyumnHa; NepPBMHHOTO Ta BTOPVHHOIO NakyBaHHSA, A1
BUPOBHUK, HecTepubHUX Nikapcbkux 3acob6iB). BBeaeHHS
BiANOBIga/IbH BMpo6HUMKa Knoke dapma-Cepsic MM6X, HimeyunHa
uii 3a (BMpPOGHKK, BiAMOBIAAIbHUIA 32 BUPOOHULITBO
BMPOBHULITBO niKkapcbKoi oOpMU Ta KOHTPO/b B NPOLECi
NiKapCbKOi BMPOGHMLTBA).
thopmu Ta 3MiHu | TUNY - FOTOBWIA Nikapcbkuii 3aci6.
KOHTPONb B Bupo6HMLTBO. 3amiHa abo BBeAEHHS [404ATKOBOI
npoveci AiNbHULI BUPOBHMLTBA [/19 YacTuHM abo BCbOro
BUPOGHMLTBA: BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro 3acoby
Knoke ®apma- (iHWi 3MiHW).
Cepsic 'mM6X, BeeneHHst Bupo6Huka Knoke BepnakyHrc-Cepsic
HimeuuunHa; v6X, HimeuunHa (BMPOGHUK BiANOBIAa/IbHAI 32
BUPOGHMK, nakyBaHHS! /likapCbKOro 3acoby Ta KOHTPO/b B
BiANOBIga/IbH npoLeci nakyBaHHs), Ta SK HaCNif0K 3a3HaYeHHs
uii 3a BMPOGHMYMX CDYHKLIA ANs 3aTBEPAKEHOTO
nakyBaHHs BMPOGHMKa LLiTalirepeanbg ApLHaiMiTTebBepk
nikapcbKoro vM6X, HimeuunHa (BMpPOGHMK, BifnoBiAaIbHNIA 3a
3acoby Ta BUMYCK cepii).
KOHTPO/Ib B 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
npoveci HaliMeHyBaHHs Ta/abo agpecu MicLa NPOBafXXEHHS
nakyBaHHs: [iSNbHOCTI BUpOOHMKa/iMnopTepa roToBoro
Knoke nNiKapcbKoro 3acoby, BKOYAUM Ai/TbHULI BUNYCKY
BepnakyHrc- cepii abo micue NpoBefeHHsI KOHTPO/IHO AKOCTI.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 Bionycky yBaHHs1 | peecmpayiliHo2
3acoby 0 NocBi04YeHHs
Cepgic 'mM6X, (misnbHICTb, 3a AKy BignoBigae BUpOOHMK/iMmopTep,
HimeyunHa BK/1OHAKOUM BUMYCK CEpiid).
3MiHun | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapcbkuii
3aci6. KOHTpos1b rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHK).
Po3gin «MikpobionoriyHa unctoTa» NpuBeAeHo y
BiANOBIAHICTb A0 BMMOrO Ail04HOro BuaaHHs €0.
3MiHu | TUNY - 3MiHKW 3 SKOCTi. FoTOBUIA NiKapCbKNi
3aci6. Onuc Ta cknag, (iHLwi 3MiHK).
MpviBeAEHHA Ha3BW AjH0H0T PeYOBUHU A0 BUMOT
3arasibHOI CTaTTi «EKCTpaKTn»
21. NIHE3ONIA, NOPOLLOK How Na6c IHais How Na6c IHais nepepeecTpawisi Ha HeOOMEXEHUA TEePMiH - He UA/12411/01/01
(cybeTaHuis) y MBT. NTA,. MNBT. NTA,. nionsizae
noAgiliHMx
nonieTnIeHoBmX
naketax gns
BUPOGHMLTBA
CTepusibHUX Ta
HecTepuIbHNX
NiKapcbknx hopm
22. NONEPAMIAY MOPOLLIOK MAT YkpaiHa CichasiTop ITanisa nepepeecTpaList Ha HeoOOMeXeHHUI TEPMiH - He UA/5774/01/01
rigpoxnorung (cybcTaHuis) y "Knismegnpen C.p.. nionsieae
nakeTax noAginHuUx apart”
nonieTuIeHoBmxX
ans
chapmaLeBTUYHOro
3aCTOCYBaHHs
23. HIKOPETTE® 3l rymKa XyBasibHa MakHin Ab LLiBeuis MakHin Ab LLiBeuis nepepeecTpaLisi Ha HEOOMEXEHWUIA TePMIH; 3MiHN | 6e3 nionsieae UA/8921/01/02
CMAKOM nikyBanibHa no 4 mr, TMny - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenma
CBDKUX no 15 rymok thapmakoHarnisgy. 3miHa y KOpoTKili XxapakTepucTuui
DPYKTIB XyBa/lbHUX Y nikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT

6nictepi; no 2
6nictepn B
KapTOHHI ynakoBLi

0N MeAUYHOro 3aCTOCYBaHHSA Ha niacTasi
perynspHO OHOB/TIOBAHOIO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acToCyBaHHA Nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTart
OLLiHKM 3BITY 3 AOCNiMKeHb, NpOBeEHNX BiANOBIAHO
[0 nnaHy negiatpuynux gocnigxens (PIP) (iHLwi
3MiHW) - 3MiHVN BHECEHO A0 IHCTPYKUiT 4151 MEANYHOTO
3acTocyBaHHs npenapary Ao po3ginis "rMobivHi
peakuii”, "3acTocyBaHHs Y nepiog, BariTHOCTi abo
rogyBaHHs rpy4Aar” BignosigHo 4o matepianis
peecTpauiiiHoro [0ChbE.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/IOBAHOTO
3BiTy 3 6e3Mneku BignoBiaHO A0 [MNopsaKy 34iiCHEHHS
Harnsagy 3a nobiyHUMY peakuisiMu NikapcbKux
3ac06iB, J03BONEHNX 40 MENYHOIrO 3aCTOCYBaHHS,
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHS1

Homep
peecmpayjiliHo2
0 MocsiO4eHHs1

3aTBepMxeHoro Hakasom MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainm 29 ciuHsa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO 40 NEPIOANYHOCTI CKIaAaHHs
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
NiKapcbKoro 3acoby, 403BO/IEHOro A0 MeAUYHOro
3aCTOCYBaHHS, Ha LEHTPa/IbHOMY PIBHI.

24,

HIKOPETTE® 3l
CMAKOM
CBDKUX
DPYKTIB

rymMKa xyBasibHa
NikyBasibHa no 2 mr,
no 15 rymok
XYBaSIbHUX Y
6nictepi; no 2
6nictepu B
KapTOHHI ynakoBLi

MakHin Ab

LiBeuis

MakHin Ab

LiBeuis

nepepeecTpaLisi Ha HEOOMEXEHUI TEPMIH; 3MiHN |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KOpoTKili XxapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
ON15 MeANYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTtar
OLLiHKM 3BITY 3 AOCAiMKEeHb, NpOBEeAEHNX BiANOBIAHO
00 nnaHy negiatpuynHux gocnigpkennb (PIP) (iHLwi
3MiHM) - 3MiHW BHECEHO [0 IHCTPYKUIiT 4519 MeANYHOro
3acTocyBaHHA npenapaTy A0 po3ainis "MobivHi
peakuii”, "3acTocyBaHHs y nepiog, BariTHOCTi abo
roflyBaHHs rpyaar” BiAnoBiAHO J0 MaTepiasiB
peecTpauiiHoro Aocbe.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOTO
3BiTy 3 6e3Mneku BignoBiaHO A0 MNopsaKy 34iCHEHHS
Harnsgy 3a noGivyHMMY peakuissMu NiKapcbKmx
3aco06iB, f03BONEHNX A0 MEANYHOrO 3aCTOCYBaHHS,
3aTBepxeHoro Hakasom MO3 Big 27 rpyaHsa 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainm 29 ciuHs 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO A0 NEPIOAVNYHOCTI CK1afaHHSA
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, A03BO/IEHOTO A0 MeANYHOro
3aCTOCYBaHHS, Ha LeHTPa/IbHOMY PIBHI.

6e3
peuyenma

nionsieae

UA/8921/01/01

25.

MYMMNAH®

Kpanni opasibHi no
20 mn, a6o no 50

M, abo no 100 mny

dnakoHax-
KpanenbHuusx; no 1

donakoHy y
KapTOHHI ynakosLi

Pixapa
BitTHep Al

AscTpis

Pixapa
BiTTHep Al

AscTpis

nepepeecTpaisi Ha HEOOMEXEHWNIA TEPMIH;
3MmiHu | TURYy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn fo
y3aranibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
(BeieHHA y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsay;
KOHTaKTHOi 0cobu 3 thapmakoHarnagy 3asBHuKa Ans
3ajiicHEHHs chapMmakoHarnsgy B YKpaiHi, K0 BOHA
BiAMIHHa Bif YNOBHOB&XeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnsgy (Bkioyakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
dhalina cuctemu chapmakoHarangy).

6e3
peyenma

nionsieae

UA/1973/02/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 Bionycky yBaHHs1 | peecmpayiliHo2
3acoby 0 NocBi04YeHHs

3MiHa agpecy macTep-haiina. 3miHa agpecu
KOHTaKTHOT 0CO6U B YKpaiHi, yNOBHOBaXEHHOI 0Cco6u
3asBHUKA ANA 34iiCHeHHs hapMakoHarnaay.
3miHu | TMnNYy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuLi
NiKapCcbKOro 3acoby, TEKCTI MapKyBaHHA Ta iIHCTPYKLT
O719 MeAMYHOro 3acTOCYBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepios, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCAIKEHb, MPOBEAEHNX BifMNOBILHO
[0 nnaHy negiatpuyHux gocnigxerb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHU BHECEHO [0 IHCTPYKLUIiT AN MeANYHOro
3aCcToCyBaHHA nNpenapary A0 po3Ainis
"®apmakonorivyHi BNacTuBOCTI" (YTOUHEHHS
chopmyntoBaHHs), "MNpoTunokasaHHsA", "B3aemogis 3
iHLWIMMKW NikapcbKMKU 3aco6amMu Ta iHLWi BUuam
B3aemogiit", "Ocob6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepioA BariTHOCTi abo rogyBaHHS
rpyaar”, "3aaTHicTb BNAMBATU Ha LIBUAKICTb peakuil
npun KepyBaHHi aBTOTpaHCNOPTOM abo po6oTi 3
iHWK1MK MexaHi3mamn”, "Crocib 3acTocyBaHHS Ta
nosun”, "Aitn" (6yno: MNMpenapat npusHavaoTb AiTAM
Big 5 pokKiB; cTano: 3acTocyBaHHA npenapary
MymnaH® kpansi opasibHi AiTAM BikoM 40 12 pokiB He
peKoMeHAY€eTbCS Yepes HeJOCTATHIO KiMTbKICTb AaHUX.
3acTocyBaHHs npenaparty MymnaH® kpanni opasibHi
LiTAM BiKOM Bif, 12 pokiB HE pEKOMEHAYETHCS Npu
Takux TepaneBTUYHMX NOKa3aHHAX Sk cepLeBa
He[oCTaTHICTb, apTepiasibHa rinepTeHsis Ta ilemivyHa
XxBopoba cepLs Yepes HeJOCTaTHIO KiIbKICTb AaHNX),
"Mepepo3yBaHHA", "Mo6IYHI peakuil™ Wwoao 6e3neku
BiNOBIAHO [0 MaTepianiB peecTpauiiHoro foChe.

30608B’s13aHHA NpY BUAadi peecTpayiinHoro
NOCBIAYEHHS ICHYIOTb — HaAaHHA feTalbHOro onucy
CUCTEMM YNPaB/iHHA PU3VKaMKn y BUINIAA] NaaHy
ynpasniHHA pusmkamu go 30.10.2017 BignoBigHO A0
nignyHkty 1.13 nyHkty 1 gogatky 15 go Mopaaky
NpoBeLEHHS eKCNepTU3n peecTpauiiiHix marepianis
Ha nikapcbki 3aco6u, L0 NoAaTLCA Ha AepXaBHY
peecTpauito (nepepeecTpaLiio), a Takox ekcnepTusu
Marepianis Npo BHECEHHS 3MiH A0 peecTpauiiHnX
marepianiB NpoTArom fii peecTpauiitHoro
nocBigYeHHs, 3aTBepakeHoro Hakazom MO3 Big,
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 Bionycky yBaHHs1 | peecmpayiliHo2
3acoby 0 NocBi04YeHHs
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460).
MepiognyHICTb NOAAHHA PerysiipHO OHOBIIOBAHOIO
3BiTy 3 6e3Meku BignoBigHO A0 [opsaaKy 34iCHEHHS
Harnagy 3a No6iYHMMU peakLisiMmn NikapCbKnx
3aco06iB, fO3BOMIEHNX 40 MEAMYHOIO 3aCTOCYBaHHS,
3aTBepmxeHoro Hakasom MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainm 29 ciuHsa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO 40 NEPIOAWNYHOCTI CKIaAaHHs
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
NiKapcbKoro 3acoby, 403BO/IEHOro A0 MeAUYHOro
3aCTOCYBaHHS, Ha LEHTPa/IbHOMY PIBHI.
26. PABEMNPA30/ NOPOLLIOK How Na6c IHais How Na6c IHais nepepeecTpaisi Ha He0O6MEeXeHW TepMiH - He UA/12408/01/01
HATPIIO (cybeTaHuis) B MBT. NTA,. MnBT. NTA,. nionsizae
noABIHNX
nonieTNeHoBUx
naketax gns
BMPOGHMLTBA
CTepUbHUX Ta
HeCcTepuIbHUX
NiKapCbknx hopm
27. PENEHUA™ NOPOLLOK A/1A nakcoCmiTKn Benvka Inakco PpaHuin/ nepepeecTpaLisi Ha He0B6MeXeHWin TepMiH; 3MiHu I 3a He UA/5370/01/01
iHransauin, AH ExkcnopT BputaHis Bennkom AscTpanis TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom nionsizae
[030BaHuii Mo 5 Mr B Nimiten MpoaakLuH, hapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTuj
potagucky (5 PpaHuis; nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLUT
poTaguckis 3 4-ma nakcoCmiTKn O/19 MeAUYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMU
yapyHkamu, KoxHa 3 ANH OaHVMU 3 AKOCTI, AOKMIHIYHUMK, KNIHIYHUMW AaHUMK
AKUX MICTUTb OfHY ABcTpanis Ta AaHumu 3 dhapmakoHarnsgy - 3MiHM BHECEHO [10
[03y NiKapcbKoro Mry N4, IHCTPYKLii 415 MeguyHOro 3acTocyBaHHs npenapary
3acoby, y ABcTpanis [0 posginis "OcobnmBocTi 3acTocyBaHHs", "Croci6b

NAacTVKOBIl KOPoOLi
Yy KOMNJIEKTi 3
Aunckxanepom y
KapTOHHI Kopo6Lii)

3acToCyBaHHA Ta 031" (pefaryBaHHs iHhopmaui),
"Mo6iuHi peakwyi" BigNOBIAHO A0 KOPOTKOI
XapaKkTepucTuKM npenapary Ta BUCHOBKa

KOHCY/1bTaTUBHO-eKCNepTHOT rpynu "MpoTUMIKPOGHI,

aHTUreNbMIHTHI Ta NPOTMBIPYCHI Nikapcbki 3acobn”.

MepiofnyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOTO
3BITY 3 6e3neku BignosiaHO A0 MopsaaKy 34iCHEHHS
Harnsgy 3a noGiYHUMY peakLuisiMu NikapcbKux
3aco06iB, 403BONEHNX A0 MEANYHOIO 3aCTOCYBaHHS,
3aTBepMAxeHoro Hakasom MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHOro B MiHicTepcTBi
tocTuuil Ykpainu 29 ciyHs 2007 poky 3a Ne73/13340,
CTaHOBWTb: BifNOBIAHO 40 NEPIOAWNYHOCTI CKIafaHHs
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, A,03BONEHOTO A0 MeANYHOro
3aCTOCYBaHHS, Ha LiEeHTpasibHOMY PiBHi.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 Bionycky yBaHHs1 | peecmpayiliHo2
3acoby 0 NocBi04YeHHs

28. CEHAJEKCWUH TabneTku no 70 mr; MAT YkpaiHa MAT YkpaiHa nepepeecTpauisi Ha HeoOMeXeHHUIA TEPMiH 6e3 He UA/5432/01/01
no 10 TabneTok y "Jly6HUhapm" "Ny6Hnchapm" 30608B’s13aHHA NpY BUAa4i peecTpayiinHoro peuenma nionsieae
6nicTepax NOCBIAYEHHS ICHYIOTb - HaflaHHS AeTasIbHOro onucy

CUCTEMM YNPaB/iHHA PU3VKaMKN y BUINIALA] NaaHy
ynpaBniHHA py3vKamu Ta JONOBHEHHS A0 ornagy
KMiHiYHMX gaHux go 30.10.2017 signosigHo Ao
nignyHkTy 1.13 nyHKTY 1, NignyHKTy 2.3 NyHKTY 2
poaartky 15 o Mopsaky npoBefeHHs ekcnepTusmn
peecTpaujiiiHux maTepiasiiB Ha nikapcbki 3aco6u, Lo
noJatTbCA Ha AepXaBHy peecTpauito
(nepepeecTpadito), a TakoX ekcnepTusn martepianis
Npo BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis
NPOTAroMm fii peecTpauiiHoro NocBigYeHHs,
3aTBepxeHoro Hakasom MO3 Big 26.08.2005 Ne 426
(y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOTO
3BiTy 3 6e3neku BignoBiaAHO A0 MopsaKy 34iCHEHHS
Harnsagy 3a nobiyHMMY peakuissMu NikapebKmx
3aco06iB, ,03BONEHNX A0 MEANYHOrO 3aCTOCYBaHHS,
3aTBepxeHoro Hakasom MO3 Big 27 rpyaHsa 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainm 29 ciyHs 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiAMNOBIAHO A0 NEpPiOAVNYHOCTI CK1afaHHA
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
NikapcbKoro 3acoby, 403BONIEHOTO A0 MeANYHOTO
3aCTOCYBaHHS, Ha LeHTPa/lbHOMY PIBHI.

29. YHA3VNH® MOPOLLIOK ANs Mdpaiizep IHK. CLIA cTepusbHe ITanis/ nepepeecTpauist Ha HEOOMEXEHN TePMIH; 3MiHu | 3a He UA/5992/01/01
pO34uHy Ans HarnoBHEHHS, AnoHis Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | nidnsieae
iH'ekyii, 1 conakoH 3 nakyBaHHs, thapmakoHarnsagy. BeegeHHs abo 3miHn fo
nopowkom no 0,75 r KOHTPO/1b y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
Y KapTOHHii AKOCTi, BUMYCK (BeieHHA y3arasibHeHUX JaHnX nNpo cucTemy
ynakoBLi cepi: thapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,

Xaynt ®apma BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnagy;
Narina C.p.n., KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHuKa s
ITanis; 3aiicHeHHs chapmakoHarnsay B YKpaiHi, K0 BOHA
BMPOGHMLITBO BiAMIHHa Bif YNOBHOB&XeHOi 0c06M, BiANOBIAA/IbHOI
CTepuIbHOI 3a 3pjlicHeHHs hapmakoHarnsgy (Bkoyakun
CyMiLLi KOHTaKTHI aHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
cynbbakTamy thaiina cuctemun chapmakoHarnsagy; 3minum Il tuny -
HaTpilo Ta 3MiHM Wwopo 6e3nekn/edeKTUBHOCTI Ta
amniynniHy hapmakoHarnsgy. 3MiHM y KOpPOTKili XxapakTepucTui
HaTpito: NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT
Mcpaiizep ON19 MEeAUYHOI0 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
Fno6an OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMW AaHUMU
Cennnaii Ta AaHumu 3 chapmakoHarnsgy - 3MiHM BHECEHO 0
[bkanaH IHK. IHCTPYKLji 4Ns MeguyYHOro 3acTocyBaHHs npenapary
Haros MnaHT, 0o posginis "MpoTtunokasaHHa", "B3laemogis 3
AnoHis iHLIMMKM NikapcbKMKM 3acob6amMu Ta iHWi BUuam
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 Bionycky yBaHHs1 | peecmpayiliHo2
3acoby 0 NocBi04YeHHs
B3aemogii", "OcobmBocTi 3acTocyBaHHs", "[106iYHI
peakui™ BignoBigHO [0 OHOB/EHOT iHhopmaLii
Marepianis peecTpaLiiiHoro AoCbe Ta BUCHOBKY
KOHCY/IbTaTMBHO-eKcnepTHOT rpyniu “MpoTUMiKpOO6HI,
aHTUreNbMiHTHI Ta MPOTMBIPYCHI Nikapcbki 3acobn”.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOTO
3BiTy 3 6e3Mneku BignoBiaAHO A0 MNopsaKy 34iCHEHHS
Harnsagy 3a nobiYyHMMK peakuisiMu NikapcbKux
3aco06iB, 03BONEHNX A0 MEANYHOrO 3aCTOCYBaHHS,
3aTBepxeHoro Hakasom MO3 Big 27 rpyaHsa 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainm 29 ciuHs 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiAMNOBIAHO A0 NEPIOAVNYHOCTI CK1afaHHSA
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
NikapcbKoro 3acoby, 403BO/IEHOTO A0 MeANYHOTO
3aCTOCYBaHHS, Ha LeHTPa/lbHOMY PIBHi.

30. YHA3NH® MOPOLLIOK ANs Mdpaiizep IHK. CLIA cTepusbHe ITanis/ nepepeecTpauist Ha HeOOMEXEHN TePMiH; 3MiHu | 3a He UA/5992/01/02
pO3uuHy Ans HarnoBHEHHS, AnoHis Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | nidnsieae
iH'ekyii, 1 conakoH 3 nakyBaHHs, thapmakoHarnsagy. BeegeHHs abo 3miHn fo
nopowkom no 1,5ry KOHTPO/b y3aranibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
KapTOHHI ynakoBL,i AKOCTI, BUMYCK (BeAEHHS y3aranbHEeHVX aHUX Npo cUcTeMy

cepi: thapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
Xaynt ®apma BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnagy;
Narina C.p.n., KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHuKa gns
ITanis; 3aiicHeHHs chapmakoHarnsay B YKpaiHi, K0 BOHA
BMPOGHMLITBO BiAMIHHa Bif YNOBHOB&XeHOi 0c06M, BiANOBIAA/IbHOI
CTepuIbHOI 3a 3pjlicHeHHs hapmakoHarnsgy (Bkoyakun
CyMiLLi KOHTaKTHI aHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
cynbbakTamy thaiina cuctemun chapmakoHarnsagy; 3minu Il Tuny -
HaTpilo Ta 3MiHM Wwopo 6e3nekn/edeKTUBHOCTI Ta
amniynniHy hapmakoHarnsgy. 3MiHM y KOpPOTKili XxapakTepucTui
HaTpito: NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT
Mcpaiizep ON19 MEeAUYHOI0 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
Fno6an OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMW AaHUMU
Cennnaii Ta AaHumu 3 chapmakoHarnsgy - 3MiHM BHECEHO 0
[bkanaH IHK. IHCTPYKLji 4Ns MeguyYHOro 3acTocyBaHHs npenapary
Haros MnaHT, 0o posginis "MpoTtunokasaHHa", "B3laemogis 3
AnoHis HLIMMKM NikapcbKMKM 3acobamu Ta iHLWi BUam

B3aemogii", "OcobmBocTi 3acTocyBaHHs", "[106IYHI
peaxui™ BignoBigHO [0 OHOB/EHOT iHhopmaLlii
MaTepianis peecTpaLiiHoro 4OCbE Ta BUCHOBKY

KOHCY/IbTaTMBHO-eKcnepTHOT rpyniu “MpoTUMiKpOO6HI,

aHTUreNbMiHTHI Ta NPOTMBIPYCHI Nikapcbki 3acobn”.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOTO
3BiTy 3 6e3Mneku BignoBiaHO A0 MopsaKy 34iCHEHHS
Harnsgy 3a no6iYHMMK peakuissMu NiKkapcbKnx
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 Bionycky yBaHHs1 | peecmpayiliHo2
3acoby 0 NocBi04YeHHs
3aco06iB, ,03BONEHNX A0 MEANYHOrO 3aCTOCYBaHHS,
3aTBepxeHoro Hakasom MO3 Big 27 rpyaHsa 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainm 29 ciuHs 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiAMNOBIAHO A0 NEpPiOAVNYHOCTI CK1afaHHA
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
NikapcbKoro 3acoby, A03BONEHOTO A0 MeANYHOTO
3aCTOCYBaHHS, Ha LeHTPa/lbHOMY PIBHI.
31. YHA3VNH® MOPOLLIOK ANs Mdpaiizep IHK. CLIA cTepusibHe ITanis/ nepepeecTpaList Ha HEOOMEXEHN TePMiH; 3MiHu | 3a He UA/5992/01/03
pO34uHy Ans HarnoBHEHHS, AnoHis Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | nidnsieae
iH'ekyii, 1 conakoH 3 nakyBaHHs, thapmakoHarnsgy. BeefeHHs abo 3miHn fo
nopowkom no 3,0ry KOHTPO/b y3aranibHeHVX AaHnx npo cuctemy hapmakoHarnsgy
KapTOHHI ynakoBL,i AKOCTI, BUMYCK (BeAEHHS y3aranbHEeHVX AaHUX Npo cUCTeMy
cepi: thapmakoHarnagy, 3MiHa yrnoBHOBaXXeHO! ocobu,
Xaynt ®apma BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnagy;
Narina C.p.n., KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3assHuKa gns
ITanis; 3AjiicHeHHs chapMakoHarnsay B YKpaiHi, K0 BOHA
BMPOGHMLITBO BiAMIHHa Bif YNOBHOB&XeHOi 0c06M, BiANOBIAA/IbHOI
CTepuIbHOI 3a 3pjlicHeHHs hapmakoHarnsgy (Bkioyakun
CyMiLLi KOHTaKTHI aHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
cynbbakTamy thaiina cuctemun chapmakoHarnsagy; 3minu Il Tuny -
HaTpilo Ta 3MiHM Wwopo 6e3nekn/edeKTUBHOCTI Ta
amniynniHy hapmakoHarnsgy. 3MiHM y KOpPOTKili XxapakTepucTui
HaTpito: NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
Mcpaiizep ON19 MEeAUYHOI0 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
Fno6an OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMW AaHUMU
Cennnaii Ta AaHumu 3 chapmakoHarnsgy - 3MiHM BHECEHO 0
[bkanaH IHK. IHCTPYKLji 4Ns MeguyYHOro 3acTocyBaHHs npenapary
Haros MnaHT, 0o posginis "MpoTtunokasaHHa", "B3laemogis 3
AnoHis HLIMMKM NikapcbKMKM 3acobamMu Ta iHLWi BUam
B3aemogii", "OcobmBocTi 3acTocyBaHHs", "[106IYHI
peaxui™ BignoBigHO [0 OHOB/EHOT iHhopmaLlii
MaTepianis peecTpaLiiHoro 4OCbE Ta BUCHOBKY
KOHCY/IbTaTMBHO-eKcnepTHOT rpyniu “MpoTUMiKpOO6HI,
aHTUreNbMiHTHI Ta NPOTMBIPYCHI Nikapcbki 3acobn”.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOTO
3BiTy 3 6e3Mneku BignoBiaHO A0 MopsaKy 34iCHEHHS
Harnsgy 3a noGivyHMMY peakuissiMu NiKapcbKmx
3aco6iB, 403BONEHNX A0 MEANYHOrO 3aCTOCYBaHHS,
3aTBepxeHoro Hakasom MO3 Big 27 rpyaHsa 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainm 29 ciyHs 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO A0 NEPIOANYHOCTI CK1afaHHSA
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, A03BONEHOTO A0 MeANYHOTo
3aCTOCYBaHHS, Ha LeHTPa/IbHOMY PIBHI.
32. POJNIEBA TabneTkn no 1 mr, MAT YkpaiHa MAT YkpaiHa nepepeecTpaLisi Ha HEOOMEXEHNA TePMiH; 3MiHu | 6e3 nionsieae UA/6692/01/01
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Ymosu

Peknam

Homep

Ne
n/n

Hassa
JliKapcbKO20

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

BionycKy

peyerima

yBaHHs

peecmpayjiliHo2
0 MocsiO4eHHs1

3acoby
KUCNOTA

no 10 TabneTok y
6nictepi, no 3
6nicTepun B nauuj; no
10 TabneTtoky
6nictepax

"KuiBcbkuii
BiTaMiHHWIA
3aBofg"

"KuniBcbkuii
BiTaMiHHWIA
3aBof”

Tuny - 3MiHK Woao 6e3neku/ethekTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuui
NiKapcbKOro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLT
O719 MeAMYHOro 3aCTOCYBaHHA Ha NiacTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepios, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCAiKEHb, MPOBEAEHNX BifMNOBILHO
[0 nnaHy negiatpuyHux gocnigxerb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - (3MiH1 BHECEHO A0 IHCTPYKLUi ANns
MeAMYHOro 3acTOCYBaHHsA npenapary [0 po3finis
"®apmMakonoriyHi BnacTnsocTi” (yTOUHEHHS
iHcbopmawii), "MpoTunokasaHHs", "B3aemogis 3
IHLWIMMKW NikapcbkMKM 3aco6amMu Ta iHLWi BUam
B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHS y nepiog BariTHOCTi abo rogyBaHHs
rpy4Aa0” (YTOYHEHHS (hOpMYOBaHHS),
"Mepepo3yBaHHA", "Mo6IYHI peakuii” Big4NOBIAHO A0
iHchopmauii Lwoao 6e3nekn Aito4oi pevoBUHN
"thonieBa kucnorta")

MepiognyHICTb NOAAHHA PerysiipHO OHOB/IIOBAHOIO
3BiTy 3 6e3neku BignoBigHO A0 [opsaaKy 34iCHEHHS
Harnagy 3a No6iYHMMU peakuisiMmn NikapCbKnx
3aco06iB, fO3BOMIEHNX 4,0 MEAVNYHOIO 3aCTOCYBaHHS,
3aTBepmxeHoro Hakasom MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainm 29 ciuHsa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO 40 NEPIOANYHOCTI CKIaAaHHs
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
NiKapcbKoro 3acoby, 403BO/IEHOro A0 MeAUYHOro
3aCTOCYBaHHS, Ha LEHTPa/IbHOMY PIBHI.
nepepeecTpawis Ha He0BMEeXeHW TEPMIH;

6e3

nionsieae

UA/6033/01/01

33.

XOHAPA-CUNA®

Masb 5% no30ry
Ty6i; no 1 Ty6i B
nauuj

MAT "®apmak”

YkpaiHa

NAT
"®apmak”

YkpaiHa

3Mminn | TURY - 3MiHK Woao 6esnekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KOpoTKili XxapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
ON15 MeANYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTtar
OLLiHKM 3BITY 3 AOCAiMKEeHb, NpOBEeAEHMX BIANOBIAHO
[0 nnaxy negiatpuyHnx gocnigxersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom).

3MiHM BHECEHO [0 IHCTPYKUIiT AN MeANYHOro

peyenma
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHS1

Homep
peecmpayjiliHo2
0 MocsiO4eHHs1

3acTocyBaHHA npenapaTy Ao po3ginis "OcobnmsocTi
3acToCyBaHHSA", "3acToCyBaHHSA Y nepiog BarirTHOCTI
abo rogyBaHHs rpyaato”, "Mo6iyHi peakuyii”
BiANOBIAHO A0 iHdopMaLii Wwoao 6e3nekn aitoyoi
PEUYOBUHU "XOHAPOITUHY cynbdar”, Masb.
30608B’s13aHHA NpY BUAa4i peecTpaujiitHoro
NOCBIAYEHHS ICHYIOTb — HaAaHHA [AeTasIbHOro onucy
CUCTEMM YNPaB/iHHA pU3VKaMmn y BUTIAAj nnaHy
ynpaBniHHA pyU3nKamu Ta LOMNOBHEHHS A0 ornaay
KMiHIYHMX gaHnx go 30.10.2017 BignosigHo Ao
nignyHkTy 1.13 nyHKTY 1, NigNyHKTY 2.3 NYHKTY 2
poaatky 15 fo MNopsaky npoBefeHHs ekcrnepTusu
peecTpauiiHux MaTepiasliB Ha Mikapcbki 3acobu, Lo
noJatTbCA Ha AepXaBHy peecTpaLito
(nepepeecTpadito), a TakoX ekcnepTnsn marepianis
Npo BHECEHHS 3MiH [0 peecTpauiiHnx Martepianis
NpoTAroMm fii peecTpauiiiHoro NocBig4eHHs,
3aTBepaxeHoro Hakaszom MO3 Big 26.08.2005 Ne 426
(y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOTO
3BITY 3 6e3neK BignoBigHO A0 MopsAKY 34iCHEHHS
Harnsgy 3a noGiYHUMY peakuisiMu NiKapCbKmxX
3aco6iB, 403BONEHNX A0 MEANYHOrO 3aCTOCYyBaHHS,
3aTBepmxeHoro Hakasom MO3 Big 27 rpyaHsa 2006
poky Ne898, 3apeecTpoBaHOro B MiHicTepcTBi
tocTuuil Ykpainum 29 ciuHa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BifNOBIAHO 40 NEPIOAWNYHOCTI CKafaHHsA
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, A03BONEHOr0 A0 MeANYHOro
3aCTOCYBaHHS, Ha LieHTpa/IbHOMY PiBHi.

34.

LENb T

Tabnetku, no 50
Tabnetok y
KOHTeliHepi
noninponisieHoBoMy,
no 1 KoHTeliHepy y
KOpo6Li 3 KapTOHY

Bionoriwe
Xainbmitrenb
Xeenb Mv6X

HimeuunHa

Bionoriwe
Xainbmitte b
Xeenb Mv6X

HimeyunHa

nepepeecTpauis Ha He0OMeXeHWin TepMiH
30608B’s13aHHA NpY BUAa4i peecTpaviitHoro
nocBiAYEeHHS ICHYE — HafaHHS [ONOBHEHHS A0
ornagy KniHivyHmx aaHux go 30.10.2017, BignosigHo
[0 nignyHKTy 2.3 NyHKTY 2 goaatky 15 o Mopsaky
NpOBELEHHS eKCNepTU3N peecTpauiliHix marepianis
Ha nikapcbki 3ac06u, WO NoAalTbCsA Ha AepXaBHY
peecTpauito (nepepeecTpaLiio), a Takox ekcrnepTusu
mMarepianis Npo BHECEHHS 3MiH A0 peecTpauiiHnX
marepianiB NpoTArom fii peecTpauiiHoro
nocBig4eHHs, 3aTBepmkeHoro Hakazom MO3 Bif,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460). MepiognyHicTb NoAaHHA
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO 0 MNopsAAKy 3A4iCHEHHA Harnagy 3a
NoGIYHVMU peakLisiMy NikapcbKnX 3acobiB,
[103BOSIEHNX 1O MENYHOIO 3aCTOCYBaHHS,
3aTBep/xeHoro Hakasom MO3 Big 27 rpyaHsa 2006

6e3
peuyenma

nionsieae

UA/0020/02/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 Bionycky yBaHHs1 | peecmpayiliHo2
3acoby 0 NocBi04YeHHs
poky Ne898, 3apeecTpoBaHOro B MiHicTepcTBi
tocTuuil Ykpainu 29 ciyHa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BifNOBIAHO 40 NEPIOAWNYHOCTI CKafaHHsA
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, A03BONEHOr0 A0 MeANYHOro
3aCTOCYBaHHS, Ha LieHTpa/IbHOMY PiBHi.
35. LUNTPAMOH Y Tabnetku, no 6 MAT YkpaiHa MAT YkpaiHa nepepeecTpaList Ha He0BMEeXeHWn TepMiH; 3MiHu | 6e3 Ne 6, Ne UA/5535/01/01
Tabnetok y "Jly6HUhapm" "Jly6HMhbapm" TMny - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peuyenma: 10 -
6nictepax; no 6 hapmakoHarnisgy. 3miHa y KopoTKili XxapakTepucTuui Ne 6, Ne10. nionsieae
TabneTok y 6nictepi, nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT 3a ; Ne 60,
no 10 6nicTepis y 0151 MeUYHOro 3aCToCyBaHHA Ha nifcrasi peuyenmom: | Ne 100 —
nauui; no 10 perynisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn Ne 60 He
TabneTtok y nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku (6x10), Ne nionsizae

6nictepax; no 10
Tabnetok y énicrepi,
no 10 6nicTepiB y
nauui

3acToCcyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iDKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHux gocnigpxkers (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA npenapary [0 po3finis
«[poTnokasaHHsa», «OCco6ANBOCTI 3aCTOCYBaHHS»,
«Oco6nuBi 3axoaun 6e3nekn», «3acTocyBaHHs B
nepiog BariTHOCTi abo rogyBaHHsA rpyaat», «MobivHi
peakLii», «Mepefo3yBaHHs», «B3aemMogisi 3 iHLWNMK
nikapcbkvMu 3acobamMu Ta iHLWi BUAY B3aEMOSili»
BiANOBIAHO A0 iHG)OpPMALLii CTOCOBHO 6e3nekn Aitounx
PEYOBUH NiKapCbKOro 3acoby.

30608B’s13aHHA NpY BUAa4i peecTpaviitHoro
NOCBIAYEHHS ICHYIOTb — HaAaHHSA feTalbHOro onuncy
CUCTEMM YNPaB/iHHA pU3VKaMKn y BUINIAA] NaaHy
ynpas/iHHA pU3nKamu Ta JOMOBHEHHS [0 orniagy
KMiHIYHMX ganux go 30.10.2017 signosigHo Ao
nignyHkTy 1.13 nyHKTY 1, NignyHKTy 2.3 NyHKTY 2
poaartky 15 o NMopsaky npoBefeHHsA ekcnepTusmn
peecTpavuiiiHnX MaTepiasiiB Ha flikapcbki 3acobwm, Lo
noJatTbCA Ha AepxaBHy peecTpauito
(nepepeecTpadito), a TakoX ekcnepTnsn marepianis
Npo BHECEHHS 3MiH [0 peecTpauiiHnx martepianis
NpOTArom fii peecTpauiiiHoro NocBig4YeHHs,
3aTBepxeHoro Hakasom MO3 Big 26.08.2005 Ne 426
(y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOTO
3BiTy 3 6e3neku BignoBigHO A0 MNopsaKy 34iCHEHHS
Harnsgy 3a noGivHMMY peakuissMu NiKapCbKmx
3aco06iB, f03BONEHNX A0 MEANYHOrO 3aCTOCYBaHHS,
3aTBepxeHoro Hakasom MO3 Big 27 rpyaHsa 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi

100 (10x10)
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 Bionycky yBaHHs1 | peecmpayiliHo2
3acoby 0 NocBi04YeHHs

tocTuuii Ykpainm 29 ciuna 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiAMNOBIAHO A0 NEpPiOAVNYHOCTI CK1afaHHSA
perynisipHoO OHOBJ/IHOBAHOrO 3BIiTY 3 6e3nekn
NikapcbKoro 3acoby, 403BO/IEHOTO A0 MeANYHOTo
3aCTOCYBaHHS, Ha LeHTPa/lbHOMY PIBHI.

HauyanbHuK YnpaBniHHA dpapmMmaleBTUYHOI

OIANBHOCTI Ta AKOCTiI (papmaueBTUYHOT NPOAYKLiT

T.M. IacKkoBCbKuii




NEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOTNYHUX NPENAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 1O
PEECTPALIVHNX MATEPIANIB, AKI BHOCATLCA A0 AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHn

21.02.2017 Ne 169

6nictepi; no 3
6nictepun y nauui

3aTBEpMXEHHS); 3MiHM | TUNY - 3MiHK 3 AKOCTI. [OTOBWIA NiKapCbKWii
3aci6. KOHTpOosib rOTOBOro Nikapcbkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSI TOTOBOTO JIIKAPCbKOro 3acoby (iHLWi 3MiHK y MeTodax
BMNpo6yBaHb (BK/OYa4M 3amiHy abo AONOBHEHHS)) (3MiHa Y
3aTBEPAKEHOMY MeTofi BUnpobyBaHHaA /13 3a NoKa3HMKOM
«CynpoBigHi 4OMILLKM»: 3MIHEHO METOA0/0ri0 aHani3y, BBEAEHO
NpUroTyBaHHS PO34nHy nnaue6o, 6e3 3MiHM HopmyBaHHS (APY,
2.2.29); 3MiHu | TUny - 3MiHM 3 AKOCTI. FOTOBWIA Nikapcbkunii 3aci6.
KOHTposb roToBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMMX MEX rOTOBOrO /iKapCbKOro
3aco06y (3BY>XXEHHS AONYCTUMUX MeX) (3BYXXEHHS AONYCTUMUX MEX
3a nokasHukom "KinbkicHe BM3HauyeHHs" y crneumdikalii Ha TepMiH
36epiraHHs); 3miHu | TMny - 3MiHW 3 AKOCTi. FOTOBUIA NiKapCbKuii
3aci6. Onuc Ta cknag (iHWwi 3miHK) (He3HauHi 3mMiHn y cknagi MN3:
YTOUYHEHO Ha3BY AOMOMDKHMX PEHOBUH Ta B CKagi 060/10HKM
BWJ/TyYEHO C/TI0BO «6apBHMK» Ta K HAC/if0K 3MIHN B IHCTPYKLIT Yy p.
"Cknag"); 3MiHu | Tuny - 3MiHK 3 SiKocTi. FOTOBWIA Nikapcbkuii 3aci6.
Onuc Ta cknag (iHwi 3miHW) (HesHauHi 3MiHKM y po3aini «Onucs»:
BW/Iy4YeHO iHhopMaLito LLLoA0 HOMeEpPa Karcy/. Ta K HacnifoK 3MiHU
B IHCTPYKLi y p. «/likapcbka thopma» (OCHOBHI hi3NKO-XiMiUHi
BMacTMBocCTi); 3MiHu | Tvny - 3MiHu 3 skocTi. APl. KoHTponb AdI.
3MiHa y napameTpax cneyudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX Yy cneuundpikauisix Ha A®l, abo BMXigHWIA/NPOMIKHUIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLeci BUPO6HMLTBA
A®| (iHWi 3miHW) (3MiHK y cneumdikauii BXigHOro KOHTposo A®I: -
BU3HAYEHHS PO3NOAiNY Nenert 3a rpaHy/IoMEeTPUYHUM CKNafoM
npoBOAUTLCSA 3a po3ginom AdY 2.9.38 "BuaHaueHHs
rpaHy/IoMeTpPUYHOTO CKNagy aHauTiTUHHAM MPOCIOBaHHAM", AKUM
3aMiHeHO po3fin "CutoBuii aHasi3", OCKi/IbKM OCTaHHI NepeBaxHo
3aCTOCOBYETbCS A1 BU3HAYEHHSI CTYMEHI0 34PiGHEHHOCTI

Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | siKkapcbko20 Bionycky | peecmpayiliH
3aco6by 020
noceioYeHHs1
1. AJEHOPM Kancynm 3 NAT YkpaiHa MAT "KuiBcbKuii YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu | Trny - 3miHu 3a UA/6709/01/01
MogudikoBaHUM "KuiBcbkuii BiTaMiHHWIA 3aBo4" Lofo 6e3snekun/edhekTMBHOCTI Ta dhapmakoHarnsgy (iHwi 3miHm) peyenmowm
BUBI/IbHEHHAM, BiTaMiHHUI (3miHa rpachiuHOro 306paxxeHHsi NepBUHHOT Ta BTOPVMHHOI YNakoBKu
TBepAi no 0,4 mr no 3asof” Ha TeKCT MapKyBaHHs, 3riiHo Bumor Hakazy MO3 Ne460 Biz
10 kancyny 23.07.2015) (TepMmiH BBEAEHHSA 3MiH NPOTAroM 3-X MicALIB Micns
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
NOPOLLKIB. - po3ain "MikpobionoriyHa yncToTa" akTyanisoBaHo:
KpuTepii NPUAHATHOCTI BUKNAAEHO Y BIAMOBIAHOCTI A0
pekoMeHA0BaHUX po3ginomM 5.1.4. ana HeCcTepubHUX CybCTaHLii
AnsA hapmaueBTUYHOro 3aCTOCyBaHHA, METOAW BUNPOOYBaHHS - [0
pekomeHAo0BaHNX po3ginom 2.6.12, dY); 3MiHn | Tuny -
AAMIHICTPaTUBHI 3MiHW. BUnyyeHHst BUPO6HUYOI AinbHUL
(Bkovatoum ginbHuui ans A®Il, npomixHoOro NpoaykTy abo rotoBoro
nikapcbKoro 3acoby, AiNbHNL AN NPOBEAEHHS NaKyBaHHS,
BMPOGHWKA, BiAMoBifabHOro 3a BUMYCK CEpild, MicLie MPOBEeAEHHS
KOHTPO/IO cepii) abo nocTavasibHYKa BUXIGHOTO matepiany,
peareHTy abo AONOMDKHOI PEYOBMHY (SIKLLO 3a3HAYEHO Y AOChE)
(BunyyeHHs anbTepHaTMBHOIO BUPOGHMKa AP| Tamcyno3vnHy
rippoxnopuay - "Pellets Pharma Limited", India); 3miHu | Tuny -
3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y meToax B1unpobyBaHHSA roTOBOro
NiKapcbkoro 3acoby (He3HayHa 3MiHa y 3aTBEpPAKEHNX MeToAax
BMNPOGYBaHHS) (HE3HAUHI 3MiHM Yy 3aTBEPMKEHUX MeTofax
BMNPOGYBaHHS J13 3a NokasHuKamm «Po34nHeHHs», «O4HOPIHICTb
[030BaHnX 0aMHULB», «MikpobionoriyHa ymctota», «KisbkicHe
BM3HAYEHHS»)
2. AQLETPUC NOpPOLLOK A5 Takepa [anis Brpo6HMLTBO ITania/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Trny - 3miHu 3a UA/13286/01/01
KOHUeHTparty A/1s dapma A/C Hepo3shacoBaHol ®paHuia/ 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa peyenmom
PO34MHYy aNns npoayKuir, ITania/ iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY Cepii Ta KOHTPO/IHO
iHcpysiii no 50 mr 1 nepBuHHa AscTpisi/ SIKOCTi FOTOBOrO NiKapCcbKoro 3acoby (3amiHa abo fJofaBaHHSA
h1aKOH 3 MOPOLLKOM ynakoBKa: Benuka BMPOGHMKA, LLO BiANOBIAaE 3a BBE3EHHA Ta/abo BMNYCK cepii) - He
Y KapTOHHI KOpOOLLi BCIM BpuTaHis BK/THOYAIOUN KOHTPO/Ib/BUNPOOYBaHHS cepii (BBeAEHHS f04aTKOBOI
dPapmacbioTikans AinbHuUi BUpo6HMLTBa Takeaa AscTpis MM6X, ABcTpist) (TepMiH
C.N.A.., Itanis BBE/IEHHS 3MiH MPOTAroM 6-TV MICALLIB MiCNSA 3aTBEPIYKEHHSR); 3MiHN
Mep ®abp | TMny - 3MiHW 3 AKOCTI. FOTOBWIA NiKAPCbKMIA 3aCi6. 3MiHN Y
MeaukameHT BMPOGHMLTBI. 3amiHa ab0 BBeAEHHS [0AaTKOBOI AiNbHUL
MpopakLuH, BMPOGHULITBA A/151 YACTUHM abo BCbOro BUPOBGHMYOTO npouecy
dpaHuis roTOBOro NikapCcbKoro 3acoby (4ibHMUSA /19 BTOPUHHOMO
BTOPVHHA nakyBaHHs) (BBEAEHHA [0AaTKOBOI AiNlbHNLi BUPOGHULTBA Takeaa

ynakoBka, [103Bif
Ha BUMyCK cepii:
Takepa ITanis
C.N.A., Itanisa
Takega ABCTpis
M6X, ABCTpis
KOHTPO/b AKOCTI
cepit:
KosaHc
Na6opaTtopi3
Nimiten, Benvka
BpuTtaHis

AscTpist TM6X, ABCTpis) (TepMiH BBEAEHHSA 3MiH NPOTArOM 6-Tn
MicsILiB nicns 3aTBepAKeHHs); 3MiHu | Tuny - AAMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecy MiCLs NPOBaKEHHS
AiSNbHOCTI BUPOOHUKa/iMNopTepa roToBOro ikapcbKoro 3acoby,
BK/THOYAKOUN AiNbHULI BUMYCKY cepii abo Micue NpoBeeHHs
KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnosigae
BMPOGHUK/IMNOPTEP, HE BK/IKOYAKUM BUNYCK cepiil) (3MiHa
HaliMeHyBaHHS1 BUPOGHWMKa /13 - npuBeAeHHs Y BiANOBIAHICTb 40
Ceptudpikaty GMP) (TepMmiH BBeieHHS 3MiH NPOTArom 6-Tu MicALiB
nicnsa 3aTBepmXeHHs); 3MiHu | Tuny - 3MiHK LWoAo
6e3nekn/edhekTBHOCTI Ta hapMakoHarniaay (iHwi 3MiHn) (3amiHa
rpadpivyHOro 306paxeHHs yNakoBKv Ha TEKCT MapKyBaHHA A1s
NnepBUHHOT Ta BTOPUHHOI YNaKOBKW Y 3B’A3KY 3 NPUBEAEHHAM Y
BignoBiaHICTb A0 Hakaszy MO3 Ykpainu Ne 426 Big 26.08.05 (y
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

pepakuii Hakazy MO3 YkpaiHn Ne460 Big 23.07.2015 p.) Ta
BBEAEHHSA A0AATKOBOI yNakoBKU AN BUPOGHMKa BignoBigabHOro
3a Bunyck cepii 13 Takega AcTpis TM6X, ABcTpis) (TepMiH
BBEAEHHS 3MiH MPOTArOM 6-TU MicALIB NicNs 3aTBEPAKEHHS); 3MiHU
| Tuny - 3MiHM 3 AKOCTI. FOTOBWIA NikapcbkuWii 3aci6. 3MiHK Yy
BMPOGHMLTBI. 3MiHa iIMNopTepa/3MiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOIO AKOCTi rOTOBOrO NikapcbKoro 3acoby (3amiHa abo
A0AaBaHHA AiNbHULI, Ha SKIA 34iCHI0ETbCA
KOHTPONb/BMNPOGYBaHHSA cepii) (BBeAEHHS AiNbHUL, Ha SKi
3[iICHIOETLCSI KOHTPOSb SIKOCTI cepii- KoBaHc Jlabopatopis JlimiTes,
Benuka BpuTaHis) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tu MicALiB
nicna 3areepmKeHHs); 3MiHu Il Tuny - 3miHn Wwoao
6e3nekn/ehekTUBHOCTI Ta hapMakoHarnsay. 3mMiHM y KOpoTkili
XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKLUT 4719 MeAMYHOro 3acTOCYBaHHA y 3B’A3KY i3 HOBUMMU
LaHUMW 3 AKOCTI, AOKNIHIYHUMWN, KAIHIYHUMY AaHUMKW Ta JaHMK 3
hapmakoHarnsgy (3mMiHv A0 iHCTPYKLIT y po3ginu: "dapMakonoriyHi
B/1acTMBocCTi", "B3aemMogia 3 iHWKMMMW NikapCbKMM 3acobamu Ta iHLi
BMAM B3aemogiit", "OcobnmBocTi 3acTocyBaHHs", "Cnoci6
3acTocyBaHHs Ta fo3u", "TobiuHi peakuii") (TepMiH BBEAEHHS 3MiH
NPOTAroM 6-TW MiCALB Nic/A 3aTBepMKeHHS); 3MiHuW Il TUny - 3MiHn
wopo 6e3nekv/edpekTMBHOCTI Ta hapmakoHarnsagy. 3MiHm y
TepaneBTUYHUX NOKa3aHHAX (foAaBaHHS HOBOTO TepaneBTUYHOro
nokasaHHs abo 3MiHa y 3aTBEep)KEHOMY NoKasaHHi) (3MiHM Jo
IHCTpYKLUii y po3ain "Moka3aHHs") (TepMiH BBEAEHHS 3MiH MPOTArOM
6-Tv MicsLIIB MiC/1s 3aTBEPKEHHS)

ANNIA®

PO34UH NS iH'EKLN,
40 mr/mn no 0,165
M1y nonepeaHL0
3anoBHeHeHOMy
wnpuui no 1 wnpuuy
Y KapTOHHiIl
ynakosui; rno 0,278
MYy CKNSiHOMY
donakoHi, no 1
donakoHy 3
iNbTPyBaIbHON
ronkot 18 Gy
KapTOHHI ynakoBLi

Baiiep ®apma
Al

HimeyunH
a

BTOPVHHA
ynakoBka,
KOHTPO/b Cepil,
BiANoBiganbHUii 3a
BUNYCK cepii Ans
oNaKkoHiB,
KOHTPO/b cepii ons
nonepeaHLo
3arnoBHEHNX
wnpuuis: baviep
dapma Al', bepniH,
HimeuuunHa;
BiANoBiganbHUii 3a
BUMYCK Cepii,
BTOPVHHA
ynakoBska: gns
nonepeaHLo
3arnoBHEHNX
wnpuyis: M
peH3ax
MpoaykTioHc M'v6X,

Himeuuunna/
CLA

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUNYy - 3MiHa y MeTofax BunpobysaHHs A®| abo BuxigHoro
MaTepiany/MpoMiKHOro NPoAyKTy/peareHTy, WO BMKOPUCTOBYETLCS
y npoueci Bupo6HuuTBa A®! (iHWi 3MiHM y MeToAax BUNPo6yBaHHS
(BKTOYatOUM 3aMiHy abo AONOBHEHHA) AD| abo
BVXiAHOrO/MPOMiXXHOro NpoAaykTy) - To add a new System Suitability
Criterion to the CHO DNA content test procedure of the active
substance: " The Ct corresponding to the lowest concentration of
Standard Curve must be no more than 39”; 3miHu | Tuny - 3MiHa y
MeToAax BunpobyBaHHs A®| abo BUXigHOro MaTepiasy/mpoMixxHOro
NpoayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI BUPOBHULTBA
A®I (iHWi 3MiHM Yy MeTogax BUNPOOyBaHHSA (BKIKOYAtoUM 3amiHy abo
[0MNoBHEHHA) A®| abo BMXiAHOro/npomiXkKHOro NpoaykTy) - To add a
new System Suitability Criterion to the CHO protein content and
Protein A test procedures for the active substance: "The OD of the
highest point on the standard curve must be > 1.000”; 3miHu | TRy -
3MiHa y meTogax BunpobysaHHa APl abo BMXigHOro
MaTepiany/MpoMiKHOro NPoAyKTy/peareHTy, WO BMKOPUCTOBYETLCS
y npoueci Bupo6HuuTBa A®| (iHWi 3MiHM y MeToAax BUNpPo6yBaHHS
(BK/TOYa0UM 3aMiHy abo AONOBHEHHSA) AD| abo
BUXiAHOro/npomixHoro npogykTy) - To change the SDS-PAGE test

3a
peyenmom

UA/12600/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
HimeyunHa,; method to add a 2% reference standard solution and to update the
BMPOGHMLTBO staining procedure for the active substance and finished product;
Hepo3dacoBaHol 3MiHM | TUny - 3MiHa y MeTodax BunpobyBaHHs A®| abo BuxigHoro
NpoAYyKLUIT: MaTepiany/npoMiKHOro NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA
PexeHepoH y npoueci Bupo6HuuTBa A®! (iHWi 3MiHM y MeToAax BUNpoGyBaHHSA
dapmacbHoTikasic, (BKIrOHaOuM 3aMiHy abo AONOBHEHHS) AdD| abo
IHK., CLUA,; BMXiAHOro/NpoMixHoro npoaykty) - To change the cell-based
nepBrHHa Ta bioassay test method to tighten the RSD from “?35%"t0"“?25%"and
BTOPWHHA the assay validity criterion Chi2 from “?18" to “?10" for the active
ynakoBKa, substance and finished product; 3miHu | TMny - 3miHa y MeToAax
KOHTPO/b cepii: BMNpo6yBaHHA A®| abo BUXigHOro matepiasty/npomMikHOro
BetTep ®apma- NPOAYKTy/peareHTy, L0 BYUKOPUCTOBYETLCSA Y NpoLeci BUPOOHMLTBA
PepTiryHr TM6X i A®I (iHWi 3MiHM Yy MeTofax BUNPOOyBaHHA (BKIHOYatoUn 3amiHy abo
Ko. KI, HimeuunHa; [0NoBHEHHS) AdD| abo BKXigAHOro/NpoMiKHOro nNpoaykTy) - To
KOHTPO/1b Cepil: replace the test procedure “N-terminal sequencing” with “peptide
Baiiep ®apma Ar, mapping” as identity test for the active substance; 3miHu | Tuny -
BynnepTtasns, 3MiHa y MeToAax BUNPOOyBaHHS rOTOBOro MiKapCbKoro 3acoby (iHLwi
HimeyunHa,; 3MiHM Y MeTofax BUNpobyBaHb (BK1H0YAKUM 3aMiHy abo
KOHTPO/b AKOCTI [onoBHeHHs)) - Addition of the Ph. Eur. gel clot method as
Onsi hnakoHiB: alternative method for Endotoxin testing of Eylea drug product in
Baiiep ®apma Ar, vials and prefilled syringes; 3miHu Il TUny - 3mMiHa y metogax
JleBepky3eH, BMNpo6yBaHHA APl abo BuxigHOro martepiany/npoMikKHOro
HimeuunHa npoayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI BUPOOHMLTBA
A®I (cyTTeBa 3MiHa Y 6ionoriyHOMY/iMyHONOTYHOMY/iMYHOXIMiYHOMY
MeTozi BunpobyBaHHsA abo MeTofi, Y SKOMY BUKOPUCTOBYETLCSA
6ionorivyHniA peareHT Ans GionoriyHoro A®l, abo oro 3amiHa) -
BBEJEHHS HOBOro NPOTOKO/Y KBauiduikaL,ii cTaH4apTHOro 3paska
ons A®I 3 UiTKMM BU3HAYEHHSAM KpUTepIiB BUGOPY cepii Ta KpuTepii
NPUAHATHOCTI ANA HOBWX CTaHJaPTHWX 3paskis; 3MiHu Il Tuny -
3MiHM B npoueci BupobHuuTtea APl (3MiHa CTOCYETLCSA aKTUBHOT
peyoBUHM 6i0NOTYHOTO/iIMYyHOMOMNYHOro NOXOMKEHHS a60
BVIKOPUCTAHHSA XiMiuHMX AD| y BUPOBHULTBI NiKapCcbKoro 3acoby
6i0N10riYHOro/iMyHO/OMNYHOTO MOXOKEHHS, IKa MOXE MaTu 3Ha4YHUIA
BM/IMB Ha AKICTb, 6e3neky Ta e(eKTUBHICTb NiKapCbKoro 3acoby, i
He CTOCYETbCSI MPOTOKO/TY) - BBEAEHHSI HOBOrO 6aHKy po6ounx
knitTuH Working Cell Bank (Lot 8005700006) ans Bupo6bHuLTBa
aKTMBHOI cybcTaHuii AcnibepcenT 3 BBeAeHHSIM HoBoro WCB
KBaUtidhikauiiHoro NpoTokony
4, ANNEPTEK® TabneTku, BKPUTI BapLuaBcbkuii MonbLia dapmaLeBTUYHNI Monbwa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/6422/02/01
060/10HKOI0, MO 10 thapmaveBTuy 3aB0o/, AAMIHICTPaTUBHI 3MiHW. BUnyyeHHs BUPOOGHUYOT AinbHUL peyenma
mr HWIA 3aBOA "Monbgapma” C.A. (Bkovaroum ginbHuui ans A®I, npomixxHOro NpoAyKTy abo roToBoro
Ne 7 (7x1), Ne 20 Monbtha AT nikapcbKoro 3acoby, AiNbHNL A1 NPOBEAEHHS NaKyBaHHS,

(20x1) y 6nicTepax

BMPOGHMKA, BiANOBIAAILHOMO 3@ BUMYCK Cepil, MicLie MPoBeeHHS
KOHTPO/H0 cepii) abo nocTavasibHMKa BUXIGHOTO matepiany,
peareHTy abo AONOMDKHOI PEYOBMHY (SIKLLLO 3a3HAYEHO Y AOChE)
(BUYYEHHS BUPOGHWYOI [i/TbHULL TOTOBOrO NiKapCbKOro 3acoby
BapwaBcbkuii hapmaueBTuyHuiA 3aBog MNonbga AT, MonbLua)
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BMPOGHULTBA,

BMpo6HMLUTBA) (TEepMiH BBEEHHSA 3MiH NPOTArom 3-X MicsLiB nicas

Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-T1 MicsALIB nicns
3aTBEPKEHHS)
5. ANOE eKCTpaKT piakuii ans NAT YkpaiHa MAT "ly6Hucbapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/12761/01/01
EKCTPAKT iH'ekuii no 1 mn B "Ny6Huchapm"” AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
PIAKNIA amnynax; no 10 3as1BHMKa (B/1acHMKa pPeeECTpaLiiHoOro noceig4yeHHs) (3MiHa agpecu
amnyn y navyi 3 3asBHMKA) (TepMiH BBeAEHHS 3MiH NPOTArom 6 -Tu MicAuiB nicas
KapToHy 3aTBePMKEHHS); 3MiHK | TUNY - AAMIHICTPATVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu Micus NPOBaKEeHHS Ais/IbHOCTI
BMPOOGHWKa/iMnopTepa roToBoro Nikapcbkoro 3acoby, BKIYaUm
AinbHULI BUNYyCKy cepii abo Micue NpoBeAeHHS KOHTPO/IHO SAKOCTI.
(BisnbHICTb, 3a 5Ky BignoBigae BUPOOHUK/IMNOPTEp, BK/IHOYAOUN
BWMNYCK cepiii) (3MiHa agpecy BUpOGHMKa, 6e3 3MiHW Micus
BMPO6HMLTBA.(NepeiiMeHyBaHHs By/1. MeTPOBCLKOro Ha By/I.
BapgiHkoBa) (TepMiH BBEAEHHSI 3MiH MPOTAroM 6-T1 MicsLiB nicns
3aTBEPAKEHHS)
6. ANTENHOIo NOPOLLIOK TOB YkpaiHa TOB "TepHodchapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/4938/01/01
KOPEHA (cybeTaHuis) y "TepHodhapm" 3MiHM | TUny - 3mMiHa y MmeTogax BunpobyBaHHs A®| abo BuxigHoro
EKCTPAKT MiLLIKax MaTepiany/npoMiKHOro NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA
CYXWUin nonieTuIeHoBmx y npoueci BupobHuuTBa A®| (iHWi 3MiHM y MeToAax BUNpobyBaHHSA
noAagiviHNX ans (BKTtoHa0uM 3aMiHy abo JONOBHEHHS) AdD| abo
BMPOGHMULITBA BVXiZAHOrO/NPOMIXHOro NPOAYKTY) - NPUBEAEHHSA po3ainy
HecTepusbHUX «Mikpob6ionoriuyHa YncToTa» A0 BUMOT Aito4oro BugaHHs APY;
nikapcbknx hopm CynyTHS 3MiHa - 3MiHa Yy NapameTpax cneuudikauii Ta/abo
[OMyCTUMMX MEeX, BU3HaUYeHuX y cneuudikadisx Ha A®l, abo
BUXiZAHUIA/NPOMIXHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYOTLCS Y
npoueci Bupo6HuuTea A®I (iHwwi 3miHK)
7. ANTENHOIO NOpPOLLOK TOB YkpaiHa TOB "TepHodhapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/5037/01/01
KOPEHA (cybeTaHuis) y "TepHodhapm" 3MiHM | TMNy - 3mMiHa y meTogax BunpobysaHHss A®| abo BuxigHoro
EKCTPAKT MiLLIKax Marepiany/npoMiXXHOrO NPoAyKTy/peareHTy, WO BUKOPUCTOBYETbLCA
CYXVIA (4:1) nosieTuIeHoBMX y npoueci Bupo6HuLTBa A®I (iHWi 3MiHWM Yy MeTofax BUNPO6YyBaHHSA
noABiNHMX Ans (BKNtOUAOUM 3aMiHy abo fonoBHeHHs) APl abo
BMPOGHMLITBA BMXifHOro/MpOMiXXHOro NpoAyKTy) - 3MiHa y napameTpax
HeCcTepusIbHUX crneundikaii (NpuBefeHHs po3ainy «MikpobionoriyHa ymctota» ao
NiKapcbknx hopm BMMOT Ail040ro BugaHHsa JdY)
8. ANTEMIKC cupon, 25 mr/5 mn, ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/7157/01/01
no 100 mny 06MEXEHO BMPOBHULTBA, AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuyenma
chnakoHi; no 1 BiANOBiAabHI KOHTPO/Ib SIKOCTI, 3asBHVKa (BNacHWKa peecTpauiiHoro noceigveHHs) (3miHa agpec
donakoHy y CTHO BUNYCK Cepil: 3asABHVKa) (TepMmiH BBeAEeHHA 3MiH NPOTArom 3-X MicALiB nicns
KOMMNAEKTi 3 MipHOO "bapmaueBTu ToBapucTBO 3 3aTBEepMKEHHSR); 3MiHM | TUNY - AAMIHICTPaTVUBHI 3MiHW. 3MiHa
JIOXKOH Y KAPTOHHIl YyHa KoMnaHis 0bMexeHo HalilMeHyBaHHA Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
Kopoo6Li "3p0poB'a” BiANOBiAa/IbHICTIO BMPOGHMKa/iMnopTepa roToBoro fikapcbKoro 3acoby, BK/o4aun
"®apmMaueBTNYHa AinbHWLI BUNYyCKy cepii abo Micue NpoBeAeHHS KOHTPO/IHO SAKOCTI.
KOMNaHis (BisnbHICTb, 3a Ky BigNOBIgAaE BUPOOHUK/IMNOPTEp, BK/IHOYAOUN
"3p0pos'a”, BUMYCK cepiii) (MpYBeAEHHS MicLLe3HaxX0o4KeHHs BUpobHuka MNN3
YkpaiHa,; TOB "dapmaueBT1YHa KOMNaHia "340poB'a", YkpaiHa y
BCi cTagil BiANOBIAHICTb A0 NiLeHsil Ha BUPOGHMLTBO, 6€3 3MiHW Micus
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
KOHTPO/Ib SIKOCTI: 3aTBEpMKEHHS); 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa
ToBapucTBO 3 HalilMeHyBaHHA Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
06MeXeHoto BMPOOGHWKa/iMnopTepa roToBoro Nikapcbkoro 3acoby, BKIYaUm
BiANoBiAa/IbHICTIO AinbHWLI BUNYyCKy cepii abo Micue NpoBeAeHHS KOHTPOSIHO SAKOCTI.
"XapkiBcbke (misnbHiCcTb, 3a AKy BignoBigae BUPOGHMK/IMNOPTEP, HE BKIOUAOUM
hapmaueBTuyHe BUMYCK cepiii) (MpYBeAEHHS MicLLe3HaxX0o4KeHHs BUpobHuka MN3
nigNPUEMCTBO TOB "XapkiBcbke hapmaLeBTUyHe NianpruemMcTso "340poB's
"340p0B'a Hapoay", Hapoay", YkpaiHa y BignoBigHicTb 40 MiLeHsii Ha BUpobHWLTBO, 6e3
YKpaiHa 3MiHM Micusi BUpO6HMUTBA)
9. AMBPOKCOI/- Tabnetkn no 30 mMr MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/5703/01/01
AAPHUUA Ne 20 (10x2) y "dbapmaueBTn "®apMaueBTNYHaA 3MiHK | TUMY - BUyYeHHs 3 MaTepianiB peecTpaviiHoro fochbe peuyenma
KOHTYPHUX YyHa hipma hipma "OapHuus” BMpoGHMKa APl AMGpOKCoy Tigpoxnopuay
YapyHKOBUX "AapHuus”
ynakoBkax y nayui
10. AMnoaumniH Tabnetkn no 5 mr Ne MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3a UA/1586/01/01
30 (10x3) y "Kuismeganpen "Kuismepnpenapar 3MiHM | TUNY - BBEAEHHA ab0 3MiHW A0 y3araslbHEHUX JaHuX Npo peyenmom
6nictepax B nayuj apat" " cucTemy chapmakoHarnsgy (BkIoUaroUy KOHTaKTHI faHi) Ta/abo
3MiHV Y pO3MilLEeHHI MacTep-chalina cuctemun dpapmakoHarisay
11. AHTNDNY® NMOPOLLOK A/1A Baiep Lsenuapi MepBuHHA Ta CLWA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3miHun | Tuny - 3min 6e3 UA/4910/02/01
OpaibHOro PO34UHY, KoHcblomep a BTOPUHHA 3 AKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa peyenma
no 17 r y nakeTi; no Kep Al ynakoBka, [03BiN ab0 BBeZleHHA A0AAaTKOBOT AiNbHULL BUPOBGHULITBA A1 YaCTUHM a60
5 nakeTiB y KOpooLi Ha BUMyCK cepii: BCbOr0 BMPOBHNYOrO NPOLLECY FOTOBOIO JiKapCbKOro 3acoby
KoHTpakT (@inbHMUSA, Ha AKil NpoBOAATLCA OyAb-AKi BAPOOHUUYI cTagji, 3a
dapmakan BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTi, NEPBUHHOIO Ta
KopnopefiwH, BTOPUHHOTO NakyBaHHSA, 4715 HECTEPUIBbHUX NIKAPCbKMX 3aC006iB)
CLUA; (BMHECEHHS1 BUPOGHMKA, BifMnoBigaibHOro 3a BUpo6HMLTBO in bulk -
Bupo6bHMUTBO in KoHTpakT ®apmakan KopnopeiiwH 160 Kommepc Apaiis, Xonor,
bulk: Hbto-Mopk 11788, CLUA Ta 3a3HaueHHs! BUPOGHUUMX (DYHKLi
KoHTpakT KOXHOro BUPOOHWMKa roToBOro Jlikapcbkoro 3acoby B MKHA 13 -
dapmakan npuBELEHHS Y BIANOBIAHOCTI 10 peecTpaviiiHux MaTepianis
KopnopeiiwH, CLUA sansHuka(Mogynb 3, nigpo3sgain 3.2.P.3.1. BupobHuk(n)
12. ACKOPBIHOBA | po3uuH ANns iH'eKuii, NAT YkpaiHa MAT "ly6Hucbapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/0003/02/01
KNCNOTA 50 mr/Ma no 2 mn B "ly6HMhapm" AAMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu Micus | peyernmom
amnynax Ne 10 NpPOBaKEHHS AiS/IbHOCTI BUPOBHMKa/imnopTepa roToBoro
nikapcbKoro 3acoby, BKIOUaKUM AinbHNLj BUNYCKy cepii abo micue
NpoBeAeHHS KOHTPOSIO AKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEp, BK/KOYalUM BUMYCK cepili) (3MiHa agpecu
BMPOGHMWKa, 6e3 3MiHM Micus BUpO6HULTBA. (MepeiiMeHyBaHHs By/.
MeTpoBcbkoro Ha By/. BapeiHkoBa) (TepmiH BBEAEHHS 3MiH
NPOTAroM 6-T MICALIB MIiCNSA 3aTBEPAKEHHS); SMiHM | TUny -
AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHyKa peecTpauiiHoro noceigyeHHs1) (3miHa agpecu
3aaBHVKa) (TepMiH BBEAEHHS 3MiH NPOTArom 6 -Tv MicAUiB nicas
3aTBEPAKEHHS)
13. ACKO®EH- Tabnetkn Ne 10 MAT YkpaiHa MAT "ly6Hucbapm” YkpaiHa BHECEHHSA 3MiH [0 peecTpavuiitHux maTtepianis: 3MiHu | Tuny - 6e3 UA/7541/01/01
EKCTPA (10x1) y 6nicTepax "Jly6Hnchapm" AAMiHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs Ta/abo agpecu Micus peuyenma
no 1 6nictepy B NpPoBaMKEHHS Aisi/IbHOCTi BUPOGHMKa/imnopTepa roToBoro
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

nauui

nikapcbKoro 3acoby, BKIYaUmM AifibHULI BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPO/TIO SKOCTI. (AiANbHICTb, 3a AKy BignoBigae
BMPOGHMK/iMNOpTep, BK/OYaUM BUMYCK cepili) (3MiHa agpecu
BMPOGHMKa, 6€3 3MiHM MicLsi BUPOGHULTBA. (NepeiiMeHyBaHHs BY1.
MeTpoBcbkoro Ha Byn. bapeiHkoBa) (TepMiH BBEAEHHS 3MiH
NPOTArOM 6-TW MICALB NiCNA 3aTBePMKEHHS); 3MiHW | Tuny -
AZMiHICTpaTMBHI 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (B/1acHMKa peecTpaLiiiHoro noceigvyeHHs) (3MiHa agpecu
3asBHUKA) (TepMmiH BBeAEHHS 3MiH NPOTArom 6 -Tu MicAuiB nicas
3aTBEPAKEHHS)

14.

AYPOMITA3

MOPOLLOK A5
PO34UHY A5 iH'EKLLA
no 1000 mry
donakoHax Ne 1

AypobiHao
®apma /114

IHais

Aypob6iHgo dapma
nrg

IHgis

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHK | TNy - 3MiHa YNOBHOBaXXeHOT 0co6M, BiANOBiAa/IbHOI 3a
3AiicCHeHHs hapMakoHarnsagy (BKIYaUM KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MILLIEHHI MacTep-aiina cuctemmn oapMakoHarasgy

3a
peyenmom

UA/13165/01/01

15.

ALIECOJ1b

pO34uH ANs iHgys3il
no 400 mny
nAsLWKax

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"IHdy3ia"

YKpaiHa

MpuBatHe
akujioHepHe
TOBapuCTBO

"IHdpy3ia"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AQMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHvKa peecTpauiiHoro nocBigyeHHs) (3miHa agpecu
Ta HaliMeHyBaHHS 3asBHVKa) (TepMiH BBEEHHS 3MiH NPOTAroM 3-x
MiCALIB MicNsA 3aTBEPKEHHSR); 3MiHM | TUNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecy MiCLS NPOBaKEHHS
LiSIbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IOYAIOUY AiNbHULj BUNYCKY cepil abo MicLe npoBefeHHs
KOHTPOJIO AIKOCTI. (ZisNbHICTb, 3a 5Ky BifnoBigae
BMPOGHMK/IMNOpPTEp, BK/IOYaUM BUMYCK cepiid) (3MiHa
HaliMeHyBaHHS Ta afpecu MicLA NPOBaXEHHS AisNbHOCTI
BMPOGHMKA rOTOBOTO NiKapCbKOro 3acoby, 6e3 3miHu micus
BUpPO6HMUTBA) (TEepMiH BBEAEHHSA 3MiH NPOTArom 3-X MicALiB nicas
3aTBEPIKEHHS)

3a
peyenmom

UA/11769/01/01

16.

ALETWUCANIL,
NNoBA
KWUCNOTA

Tabnetkn no 500 mr

Ne 10 y 6nicTepax

NAT
"Jly6HMhapm"

YkpaiHa

MAT "Nly6Hucbapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AnMiHiCTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo agpecu
3asBHVKa (B/1aCHMKa peeECTpaLiiHOro noceig4yeHHs) (3MiHa agpecu
3aaBHMKa) (TepMiH BBEEHHS 3MiH NpOTArom 6 -T MicAUIB micns
3aTBEepMKEHHSR); 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHS Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro fikapcbKoro 3acoby, BK/oYaun
AinbHWLI BUNYycKy cepii abo Micue NpoBefeHHS KOHTPOSIHO SAKOCTI.
(misnbHiCTb, 3a AKy BigNoBigae BUPOOHMK/IMIOPTEp, BKIKOYAKOUN
BWMYCK Cepiii) (3MiHa agpecy BUPOGHMKa, 6e3 3MiHW Micus
BMPOGHMLTBA.(NepeiiMeHyBaHHs By/1. NeTPOBCLKOro Ha By/I.
BapsiHkoBa) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS)

6e3
peuyenma

UA/5708/01/01

17.

ALUUKNOBIP

Tabnetku no 0,2 r no
10 Tabnetok y
6nictepi, no 1 a6o 2
6nictepu B nauLi

AT "lekxim-
Xapkis"

YKpaiHa

AT "Nekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHW | TUMY - BUNYYEHHS BUPOOHUYOT AiNbHWLI - BUYYEHHS
BMpo6Huka A®I Matrix Laboratories Limited, India; 3MiHn | Tuny -
nofaHHsa HOBOro cepTuddikaty BignoBIAHOCTI Big HOBOrO
albTEePHATUBHOIO BUPOGHMKA; 3MiHW | TUMy - 3MiHW, NOB'A3aHi 3
HEeoOXiAHICTIO NpMBeAeHHs Y BiANOBIAHICTL A0 MoHorpadii AdY abo

3a
peyenmom

UA/6895/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
€Bponeiicbkoi hapmakonel, abo iHWOoT HauioHaNbHOI hapMakonei
aepxasun €C (3miHa y cneuudikaLisix, nos'asaHa 3i 3miHamu B Y,
abo €sponelicbkiin hapmakonei, abo iHLWiA HalioHaNbHIl
thapmakonei gepxasu €C) - npuBefeHHs cneuundikalii KOHTPoso
LjH0Y0i pevyoBMHM [0 BUMOT MOHorpadii EP
18. AUMKNOBIP Tabnetkn no 0,2 in AT "Nlekxim- YkpaiHa AT "Nekxim-Xapkis" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/6896/01/01
bulk: no 3000 Xapkis" 3MiHU | TUMY - BUNYYEHHA BUPOOHUYOT AiNbHUL - BUNYYEHHS
TabneTok y BMpOGHUKa A®I| Matrix Laboratories Limited, India; 3miHu | Tuny -
KOHTeliHepax nofaHHA HOBOro cepTuddikaty BifgnoBigHOCTI Big HOBOrO
nnacTMacoBmx a/IbTEPHATUBHOIO BUPOGHMKA; 3MiHW | TUMY - 3MiHK, NOB'A3aHi 3
HEeOOXiAHICTIO NpMBEAEHHS Y BigNOBIAHICTL 40 MOoHorpacii AdY abo
€Bponeiicbkoi hapmakonel, abo iHWOoT HauioHabHOT hapMakonei
nepxasun €C (3miHa y cneuudikalisix, nos'asaHa 3i 3miHamu B Y,
abo €Bponeiickkiin dhapmakonei, abo iHWIl HalioHasbHIl
thapmakonei gepxasu €C) - npuBefeHHA cneuudikaLii KOHTPOs
Ait040T peyvoBrHM 10 BUMOT MoHorpadii EP
19. BEHOKCI Kpanni O4Hi, po34nH TOB "YHIME/[, | CnoBaubk TOB "YHIMEL CnoBaubka BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/12824/01/01
0,4 % no 10 mn y PAPMA" a PAPMA" Pecny6nika 3MiHM | TUMy - 3MiHa HaliMeHyBaHHS BUPOGHMKA AitoU0T pevoBUHN peuenmom
KOHTelHepi- Pecny6nik
KpanenbHuLj; no 1 a
KOHTeliHepy-
KpanenbHuui B
KapTOHHI KOpooLj
20. BEPE3U 6pyHbKM M0 50 Ty NAT YkpaiHa MAT "/ly6Hudpapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/8273/01/01
BPYHbKWU nayvkax 3 BHyTpiwHiM | "Jly6Hucbapm" AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenma
nakeTom 3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3miHa agpecu
3asBHMKA) (TepMmiH BBeAEHHS 3MiH NPOTArom 6 -Tu Micauis nicas
3aTBEPMKEHHS); 3MiHM | TUNY - AAMIHICTPaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy MicLA NPOBaXEHHS Ais/IbHOCTI
BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby, BKIYaoun
AiNbHMLI BUNYCKyY cepii abo Micue NpoBeAEeHHS! KOHTPO/IO SIKOCTI.
(misnbHiCTb, 3a AKy BigNoBifae BUPOOHMK/IMIOPTEp, BKIIOYAKOUM
BWMNYCK cepiii) (3MiHa agpecy BUPOGHMKa, 6e3 3MiHW MicLst
BMPOGHMLTBA.(NepelimeHyBaHHs By/. MeTpoBCbKOro Ha By.
BapsiHkoBa) (TepMiH BBeAEHHS 3MiH NPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS)
21. BEPNITIOH® Kancysnm m'ski no BEPNIH-XEMI | HimeuuunH BEPJIIH-XEMI AT, HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/6426/02/01
300 KAMCYnn 300 wr, 15 kancyny Al a HimeyuuunHa (Bunyck BUNPABIEHHSA TEXHIYHOI NOMW/IKM B TEKCTi MapKyBaHHS peyenmom

6nictepi, no 1 a6o
no 2 6nictepis y
KapTOHHI KopooLi

cepii); KataneHt
HimeuunHa
E6epbax Mm6X,
HimeuunHa
(BMpPOGHMLTBO "in
bulk", kKOHTpO/b
cepiid); KataneHt
HimeuunHa
LopHaopd Mm6X,
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
HimeuunHa
(nakyBaHHS)
22. BEPO3 HacTolika ans MpuBaTHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - rno 100 mn— UA/1632/01/01
nepopasibHOro akujioHepHe akujoHepHe AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu 6e3
3acToCcyBaHHS o TOBapWCTBO TOBapUCTBO 3asBHUKa (B/1ACHVKa peecTpauiiHOro NocBigYeHHs) - 3MiHa peyenma;
100 mn y 6aHkax, no "Bionik" "Bionik" HallMeHyBaHHS Ta afpecu 3asiBHUKa; 3MiHu | Tuny - o 500 mn—
500 Mn y nasLwkax AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus 3a
NPOBaYKEHHS AiSSIbHOCTI BUPOBHMKa/imnopTepa roToBoro peuyenmom
nikapcbKoro 3acoby, BKIOUaKUM AinbHNLj BUNYCKy cepii abo micue
NpoBeLEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHMK/IMMOPTEpP, BK/IOYAKYM BUMYCK CEpIlA) - 3MiHa
HaliMeHyBaHHS Ta agpecun MicLA NPOBaMKEHHS AifbHOCTI
BMPOGHUKa /13 3miHa hopMK BNacHOCTI BUPOOHMKa Ta 3MiHa
IOPUAMYHOT Ha hakTUYHY afpecy 3 nepeiMeHyBaHHAM BYNLY.
MicLe BUpOGHMLTBA HE 3MIHWMMOCL. 3MiHM | TUNy - AAMIHICTPaTWBHI
3MiHW. 3MiHa HalilMeHyBaHHA Ta/abo afpecy MicLs NPOBaKeHHS
OiSTIbHOCTI BMPOGHUMKa (BK/THOYakoun, 3a He0bXigHOCTI, Micle
NpoBefEHHA KOHTPO/IIO AKOCTI), ab0 BNacHWka mactep-caiina Ha
A®l, ab6o noctavanbHuka Adl/BuxigHOro
MaTepiany/peareHTy/MpoMiKHOIO MPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOGHMLTBI API (SKLLO 3a3HAYEHO Y [OCbE Ha NMiKapCbkunii 3aci6)
3a BifCyTHOCTI cepTudikarta BifnoBigHOCTI €Bponelickkili
chapmakonei y 3aTBepAKeHOMY AOCbE, a60 BUPOOHMKA HOBOI
[0MOMDKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y 0ChE) - 3MiHa
HaliMeHyBaHHS Ta afpecyn MicLA NPOBaMXEHHS AifbHOCTI
BMpo6HMKa A®I: 3miHa hopMK BACHOCTI BUPOGHKMKA Ta 3MiHa
IOPUAMYHOT Ha hakTUYHY afpecy 3 nepeiiMeHyBaHHAM BYNL.
Micue BUpOoBHULTBA HE 3MIHWIOCh.
23. BETA30H mMasb no 15 ry Tybax | ToBapucTso 3 YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiasis: 3MiHu | Trny - 3miHu 3a UA/14023/01/01
YNbTPA Ne 1 06MeXeHo BMPOGHULTBA, 3 aKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa peuenmom
BiANOBIAA/IbHI KOHTPO/Ib SIKOCTI, a60 BBeAeHHA A0AATKOBOT AiNbHULL BUPOGHMLITBA A1 YaCTUHM ab0
CTIO BUMYCK cepii: BCbOr0 BMPOOHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
"PapmaueBTu ToBapucTBO 3 (minbHUUSA, Ha AKili NpoBOASATLCSA OyAb-AKi BAPOOHUUI CcTagii, 3a
YyHa KOMMaHis 06MeXeHo BUHSITKOM BUMYCKY CEPiii, KOHTPOJIH SIKOCTi, NEPBUHHOTO Ta
"3p0pos'a” BiAMNOBIAA/TbHICTIO BTOPUHHOTIO NakyBaHHs, 471 HECTEPUTbHUX NMIKAPCbKMX 3aC06iB)
"®apmaveBTnyHa (BBEAEHHA A0AaTKOBOI AinbHULI MJ1® BUpo6HMKa ToBapuCTBO 3
KoMnaHis 06MexeHolo BignosiganbHICTIO "®apmaleBTUYHa KOMNaHis
"3p0pos'a”, "3popoB's” (agpeca: YkpaiHa, 08300, KuiBcbka 0611., M. Bopucnin,
Ykpaina Byn. LLleBueHka, 6ya.100, nit. B-1I (kopnyc 4) BignosigancHoi 3a yci
BCi cTagil BMPOGHUYI cTagii (y TOMy uncii nepBMHHE Ta BTOPUHHE NakyBaHHS),
BUPOGHMLITBA, 3a BUHATKOM KOHTPO/0 AKOCTI 13 [0 3aTBEPMKEHOT Ai/TbHNL
BUNYCK cepil: MPN®CIA (uex ®XLI) TOB "dapmaLeBTU4Ha KOMNaHis
ToBapuncTBO 3 "3popos'a"(agpeca: YkpaiHa, 61013, m. Xapkis, Byn. LLleByeHka, 22)
obmexeHot (Bci cTagjii BUpoGHNLTBA, KOHTPO/Ib AKOCTI, BUMYycK cepii) CynyTHSA
BigNoBigasIbHICTIO 3MiHa - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. 3miHn y
"®apmMaLeBTnyHa BMPOOHMLTBI. 3amiHa abo BBEAEHHS [,04aTKOBOI AiNbHUL
KOMnaHis BMPOBHMLTBA /151 YHACTWHM 260 BCbOro BUPOBGHMYOro npoLecy
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

"3popos'a",
Ykpaina
KOHTPO/Ib AKOCTI:
ToBapucTBO 3
0bMexeHo
BiZANOBIfANbLHICTIO
"®APMEKC Irpynm",
Ykpaina

roToOBOro Nikapcbkoro 3acoby (4ibHULUA 419 BTOPUHHOMO
nakyBaHHs) - 3MiHV 3 AKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPO6HMLTBI. 3amiHa ab0 BBeAEHHS [,0AaTKOBOI AiNbHUL
BMPOGHULITBA A1 YHACTUHM abo BCbOro BUPOBGHMYOTO npouecy
rOTOBOrO /iKapCbKOro 3acoby (AiNbHULSA 4718 NEPBUHHOIO
nakyBaHHs) (BBeAEHHs 40AAaTKOBOI AiNbHuULI M/1® BUpo6HUKa
ToBapunCcTBO 3 0OMEXEHOI0 BifNoBigasbHICTIO "®apmMaueBTuyHa
KoMnaHis "3gopos'a” (agpeca: YkpaiHa, 08300, KuiBcbka 0611., M.
Bopucnine, Byn. LLeBueHka, 6ya.100, nit. B-Il (kopnyc 4)
BignoBigaIbHOI 3a yci BUPO6HMYI cTagil (y TOMy Ynicni nepBuHHe Ta
BTOPUHHE NakyBaHHS), 3a BUHATKOM KOHTPOS0 SKocTi 13 o
3aTBepxeHol ainbHuui MP®CIA (uex ®XL) TOB
"®apmaLeBTMyHa KoMNaHisa "3popos'a”(agpeca: YkpaiHa, 61013, m.
Xapki, Byn. LLleBueHka, 22) (BCi cTagji BUpOOHULTBA, KOHTPO/Tb
SIKOCTI, BUNYCK cepii); 3MiHW | Tuny - 3miHK 3 skocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHU y BUPOGHMUTBI. 3MiHa iMnopTepa/amiHu,
LLIO CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPOJIH0 SIKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo JoAaBaHHA AibHULI, Ha SKil
3[iACHIOETLCSI KOHTPOIL/BUNPOGYBaHHS cepii) (BBeAEHHS
[opatkosoi AinbHuLi M13: ToBapncTBO 3 06MEXEHOH
BignosiganbHicTio "®APMEKC M'PYMN", YkpaiHa (KOHTPO/b AKOCTI)
(TepMiH BBEAEHHS 3MiH NPOTArOM 3-X MicsLiB nicns
3aTBEPAKEHHS); 3MiHM | TUNY - 3MiHM 3 KOCTI. FOTOBWIA NiKapCbknii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOJII0 SIKOCTi FOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHW) (BBeAEHHA AOAATKOBOI AibHUL
M/1® BMpo6HMKa TOBapMCTBO 3 0OMEXEHOI0 BiAMOBIAA/ILHICTIO
"®apmavueBT1yYHa KoMnaHia "3popos'a” (agpeca: Ykpaina, 08300,
KuiBcbka 061., M. Bopucninb, Byn. LLeBueHka, 6ya.100, nit. B-1I
(kopnyc 4) BignosigasibHOT 3a BUNYCK cepii A0 3aTBEepXeHOT
ninbHUUi MPN®CIA (uex ®XL) TOB "dapmaueBT1yHa KOMNaHis
"3popos'a“(agpeca: YkpaiHa, 61013, m. Xapkis, Byn. LLleBueHka, 22)
(BCi cTagji BUpOGHULITBA, KOHTPOb SKOCTI, BUNYCK cepil)

24.

BIOCENT 70

po34uH ans
30BHILUHLOTO
3actocyBaHHa 70%
no 100 mny
chnakoHax abo
H6aHkax

TOB
"YKpaiHCcbka
hapmaueBTuy
Ha KoMnaHis"

YkpaiHa

MpusatHe
akuioHepHe
TOBapUCTBO

"Bionik"

YkpaiHa

BHECEHHSA 3MiH [0 peecTpavuiitHux maTtepianis: 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHA AisS/IbHOCTI BUPOGHMKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKIOYaUM AinibHULI BUNYCKY cepil abo micue
NpoBeAEeHHS KOHTPOJIO AKOCTI. (AisNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOpPTEp, BK/IOYaOUM BUMYCK cepiid) (3MiHa
HaliMeHyBaHHS Ta agpecyn MicLA NPOBaXEHHS AifANbHOCTI
BMpo6HMKa /13: 3miHa (hopMM BIACHOCTI BUPOGHMKA Ta 3MiHa
HOPUANYHOI Ha hakTUYHY agpecy 3 nepeiMeHyBaHHSAM BY/ULL.
Micue BUpOBHMLTBA HE 3MIHWNOCK); 3MiHK | TUNY - AgMIHICTPaTUBHI
3MiHM. 3MiHa HaliMeHyBaHHS Ta/abo agpecy 3asiBHMKA (BNacHuKa
pPeECTpaL|iiiHOro NoceiAYeHHs) (3MiHa aapecyu 3asiBHMKA)

3a
peyenmom

UA/13166/01/02

25.

BOPHA
KUCNOTA

po34nH ns
30BHILUHLOIO

MAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHSA 3MiH 10 peecTpauiiiHux maTtepianis: 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs Ta/abo agpecu Micus

6e3
peyenma

UA/6275/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
3acTOCyBaHHS, NpoBapPKEHHS AiSNIbHOCTI BUPOBGHMKa/imnopTepa roToBoro
cnupTtosuii 3 % no nNiKapcbKoro 3acoby, BK/IOUaUmM 4isibHULI BUNYCKY cepii abo micue
25 mn 'y chnakoHax NpoBeAeHHSA KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEP, BK/IOYAOUM BUMNYCK cepiid) (3MiHa
HalilMeHyBaHHS BUPO6HUKa (MPYBEAEHHS Y BiAMOBIAHICTb A0 3aKOHY
Ykpainu «po akuioHepHi ToBapucTea» Bif 17.09.2008 poky Ne514-
VI (BAT/BAT Ha MpAT/IMAT) Ta npuBeLeHHS MICLLe3HAXOMKEHHS Y
BiANOBIAHICTb A0 JliLeHsii Ha BUPOOHULITBO (3MiHa OPUANYHOT
agpecu Ha hakTuyHy agpecy) (TepMiH BBeAEHHSA 3MiH NpPOTArom 3-X
MicaLiB nicna 3aTBepaKeHHs); 3MiHW | Tuny - AAMIHICTpaTUBHI
3MiHM. 3MiHa HaliMeHyBaHHA Ta/abo agpecy 3asiBHMKA (BNacHuKa
peecTpauiiHoro nNocBig4eHHs) (3MiHa HaliMeHyBaHHS 3asBHUKa Y
3B'A3KY 3 NPMBELAEHHAM Y BIAMNOBIAHICTb A0 3aKOHY YKpaiHu «[1po
akujioHepHi ToBapucTBa» Bif 17.09.2008 poky Ne514-VI (BAT/BAT
Ha MpAT/MNAT)
26. BPOMIEKCUH- | TabneTku no 8 mr no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/5902/01/01
AAPHNLA 10 TabneTok y "GapmaueBTu "®apmaueBTnyHa 3MiHK | TUNY - BBEAEHHSA ab0 3MiHM [0 y3ara/ibHeHNX AaHuX Npo peyenma
KOHTYPHiIli YyHa hipma thipma "OapHuus” cmcTemy chapmakoHarnsgy (BkIoUarum KOHTaKTHI faHi) Ta/abo
YapyHKOBIli "NapHuus" 3MiHM Y pO3MiLLeHHI MacTep-halina cuctemun dpapmakoHarnsgy
ynakoBLi; Mo 5
KOHTYPHUX
YapyHKOBUX
yNaKkoBOK Yy nauLii; no
10 TabneTtok y
KOHTYPHUX
YapyHKOBUX
ynakoskax; no 20
TabneTok y
KOHTYPHUX
YapyHKOBUX
yrnakoBkax
27. BYTAAIOH Masb, 0,05 /11 no BAT "leneoH YropuwuHa BAT "leneoH YropwuHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Trny: 3MiHn 3 6e3 UA/6864/01/01
20 ry Ty6ax Ne 1 PixTep" PixTep" AKoCTi. [O0TOBWIA Nikapcbkuii 3aci6. KOHTPOIb rOTOBOrO NiKapCbKoro peuyenma

3acoby. 3MiHa napameTpiB cneumdikauiii Ta/abo LONYCTUMUX MEX
rOTOBOrO JliKapCbKoro 3acoby (4ONOBHEHHS abo 3aMiHa NokKasHUka
cneuunagikauii 3a pesynbratamv fOCNifKeHb 3 6e3nekn abo AKoCTi
(32 BMHAATKOM fliKapCbKMX 3ac06iB 6i010ri4YHOr0/iMyHONOrIYHOTO
NOXOPKEHHSA)(AONOBHEHHS crevumdikauii 3a Moka3HNKOM «CTOPOHHI
OOMiLLKM» ineHTudikauieto HoBoto fomiwkoro (RTT = 0,2,
ifeHTudikoBaHa sk H-6yTunTapTpoHosa kocnoTa MoHO N,N'-
MoHogudpeHinrigpasvg); 3miHu | Tuny: 3miHun 3 SKocTi. FoToBUiA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO flikapcbkoro 3acoby. 3miHa y
MeTofax BUNPOGYyBaHHS rOTOBOIO J1iKapCbKOro 3acoby (HesHauyHa
3MiHa y 3aTBEpMKEHNX MeTofax BUNpobyBaHHsA)(HE3HAYHI 3MiHM A0
3aTBEPMKEHNX METOAIB BUNPOGYBaHHA 3a NOKa3HUKaMu:
«laeHTudikauis», «KinbkicHe BU3HaYeHHs», «OQHOPIAHICTb»,
«Maca HanoBHeHHsI» Ta «pH»); 3MiHn | TMNy: 3MiHK 3 AKOCTI.
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayitiH

020
nocsi04YeHHs

[OTOBWIA Nikapcbkuii 3aci6. KOHTPOsb roTOBOrO NikapcbKoro 3acoby.
3miHa napameTpiB cneuudikaLiin Ta/abo fonycTUMNX MEX rOTOBOrO
niKapcbkoro 3acoby (BHECEHHS 3MiH 10 AOCLE MiC/s1 OHOB/IEHHSA
3arasibHOI CTaTTi Ha roTOBY Nikapcbky chopmy y AdY/EBponeiichkii
thapmakonei)(npuBefeHHs cneundikavii 3a MOKa3HMKOM
«Mikpob6ionoriyHa ynctoTa» y BiANOBIAHICTb A0 BUMOr EP); 3MiHn |
Tuny: 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /likapcbkoro 3acoby. 3miHa napameTpis crneumdikawii
Ta/abo [ONyCTUMUX MEX FOTOBOTO NiKAPCHKOro 3acoby (3BY)KEHHS
O0NyCTUMUX MeX)(3BYXKEHHS flOoNYCTUMUX MeX cneuundikauii M3 3a
nokasHukamm «KinbkicHe BU3HaYeHHs» fito40i pe4yoBUHN Ta
KOHcepBaHTy); 3MiHu | Trny: 3MiHK 3 SKOCTi. [OTOBWIA NikapcbKuii
3aci6. CtabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTI a6o ymoBax
36epiraHHA roTOBOro NikapcbKoro 3acoby (3mMiHa B ymoBax
36epiraHHs roTOBOro NikapcbKoro 3acoby abo nicns
PO3UMHEHHS/BIAHOBNEHHS)(NPUBEAEHHS YMOB 36epiraHHs 13 o
KepiBHMLTBA N0 BMNPOBYBaHH cTabinsHocTi CPMP/QWP/122/02,
rev 1 Ta 0 KepiBHMLUTBA 3 AeknapyBaHHs YMOB 36epiraHHs
nikapceknx 3acobisB CPMP/QWP/609/96/Rev 2) (TepMiH BBEAEHHS
3MiH NpOTArom 3-X MiCALIB Nicnsa 3aTBEpMAXEHHS); 3MiHu | Tuny -
3MiHu 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y
TepmiHax npuaaTHOCTI abo ymMoBax 36epiraHHs roTOBOro
NiKapcbKoro 3acoby (3MEHLUEHHs1 TepMiHy NPMAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - [N TOprosoi ynakoBKy 3MEHLLEHHS TePMiHy
NpWAATHOCTI TOTOBOIO JiKaPCLKOro 3acoby (3 5-Tn A0 3-X pokKiB)

28.

BAJIEPIAHA

HacToika gns
nepopasibHOro
3acTocyBaHHs no 25
MY dhiakoHax-
KpanenbHULAX

MNAT
"Ny6Hnchapm”

YKpaiHa

MAT "/ly6Hndhapm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny -
AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHMKa peecTpaLiiHoro nocBigyeHHst) (3MiHa agpecu
3asBHMKA) (TepMmiH BBeAEHHS 3MiH NpOTSArom 6 -Tu MicauiB nicas
3aTBepMKEHHSR); 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micua NPOBaMKEHHS AifA/bHOCTI
BMPOGHMKa/iMnopTepa roToBOro JlikapCcbKoro 3acoby, BKIYaUm
AinbHULI BUNYCKY cepii abo MicLie NpoBeAEeHHS KOHTPO/IHO SIKOCTI.
(oisnbHiCTb, 3a AKy BigNoBifae BUPOBOHMK/IMIOPTEP, BKIKOYAOUM
BMNYCK cepiil) (3MiHa agpecu BUPOGHHMKa, 6e3 3MiHM Micus
BMPOGHMLTBA.(NepeiiMeHyBaHHs By/1. NeTPOBCLKOro Ha By/I.
BapsiHkoBa) (TepMiH BBEAEHHSA 3MiH NPOTArom 6-Tu Micauis nicns
3aTBEPKEHHS)

6e3
peyenma

UA/5387/01/01

29.

BAJIEPIAHUN
HACTOUKA

HacTolika ans
nepopasibHOro
3acTocyBaHHA no 50
MY hnakoHax
CKNAHNX abo no 25
My dhiakoHax

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"Bionik"

YKpaiHa

MpuBatHe
akujoHepHe
TOBapuCTBO

"Bionik"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus
NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BK/IYaloumM AinibHULI BUNYCKY cepii abo micue
NPOBeLEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHMK/IMNIOpPTEp, BK/IOYAOUM BUMYCK Ccepiid) (3MiHa

nosiMepHuX, HallMeHyBaHHS Ta afpecu MicLs NPOBaMKEHHS [AisNIbHOCTI
YKynopeHi BUpOo6HMKa /13: 3MiHa hopMM BNACHOCTI BUPOGHMKa Ta 3MiHa
npo6kamu- IOPUANYHOI Ha DaKTUYHY afgpecy 3 nepeiMeHyBaHHAM BY/INL.

6e3
peuyenma

UA/8098/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
KpanesbHUUAMY Ta Micue BUpO6HMLTBA HE 3MIHWIOCL); 3MiHM | TUNy - AAMIHICTPaTUBHI
KpyLLKamu 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecy 3asiBHMKA (BNacHuKa
nosiMepHUMmn peecTpaLiiHoro Noceig4eHHs) (3MiHa agpecu 3asBHUKa); 3MiHu |
Tuny - AAMiHiCTpaTMBHI 3MiHK. 3MiHa HaliMeHyBaHHsi Ta/abo agpecu
MiCLi NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/IOYatoum, 3a
HeoObXiAHOCTI, MicLie NPOBEAEHHSI KOHTPO/IIO SKOCTI), a60 B/iacHUKa
mMacTep-haiina Ha A®l, abo noctavasnbHmka AdDI/BUxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0 3aCTOCOBYHOTLCS Y
BMPOGHMLTBI API (SKLLO 3a3HAYEHO Y [OChE Ha MiKapCbkunii 3aci6)
3a BifiCyTHOCTi cepTudpikaTa BignoBiAHOCTI EBponeiichkiit
thapMakonei y 3aTBepA)KeHOMY AOCLE, a60 BUPOGHMKA HOBOI
[OONOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y A0CbE) (3MiHa
HaliMeHyBaHHS Ta afpecyn MicLA NPOBaMKEHHS AifbHOCTI
BMpO6HMKa AP| EKCTPaKTy 3 NikapCbKOT POCMHHOI CUPOBUHM -
3MiHa hopMU BNacHOCTi BUPOBHUKa Ta 3MiHa IopUAMYHOT Ha
hakTUUYHy aapecy 3 nepeiMeHyBaHHAM Bynuui. Micue
BMPOGHMLTBA HE 3MIHW10Ch)
30. BANEPIAHN HacTolika ans TOB "AKn YkpaiHa TOB "AKnM YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/3505/01/01
HACTOWKA nepopasibHOro "dapmaLeBTu "®apmMaLeBTnyYHa AAMIHICTPaTUBHI 3MiHW. BUnyyeHHs BUPOOGHUYOT AinbHUL peyenma
3acTocyBaHHA Mo 25 | 4yHa chabpuka" pabpuka” (Bkoyaroum ginbHuui ans A®I, NpomixxHOro NpoAyKTy abo roToBoro
My dhnakoHax abo NikapcbKoro 3acoby, AiNbHuLi 418 NPOBEeAEHHS NakKyBaHHS,
no 25 mn y pnakoHi BMPOGHMKA, BiANOBIAAILHOMO 3a BUMYCK Cepil, MicLie NPoBeeHHS
B nauuj KOHTPO/H0 cepii) abo nocTavasibHMKa BUXIGHOTO mMatepiany,
peareHTy abo AONOMIKHOT PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCHE)
(BUNTYyYEHHS BUPOGHMYOI [ibHULL TOTOBOTO JliKapcbKoro 3acoby Ta,
AK HACNIOK, BUNYUYEHHS MapKyBaHHS 418 AiNbHULL TOTOBOrO
nikapcbkoro 3acoby TOB «[KIMN «dapmaleBTnyHa habprika»
YKpaiHa, 10014, M. XKutomup, Byn. JIepMOHTOBCbKA, 5)
31. BOBUYYI HacTolka ans MAT YkpaiHa MAT "ly6Hucbapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/5465/01/01
nepopasibHOro "ly6HUhapm" 3MiHuM | TUNY - 3MiHa B yMOBax 36epiraHHsa roToBOro Nikapcbkoro peuyenma
3acToCyBaHHA No 3aco0y; 3MiHu | TUny - 3MiHW 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
100 mn y chnakoHi 3 Onuc Ta cknag, (iHwWi 3MiHW) - BHECEHHS 3MiH B N. "Onuc” Ta 3mMiHu B
npo6koto- IHCTPYKUII ANA MeQUYHOro 3aCTOCYBaHHA Yy po3ainn «Jlikapcbka
KpanesibHuueto, no 1 chopma» Ta BifnoBifgHI 3MiHV B TEKCTi MapKyBaHHS yNakoBOK
hnakoHy y nauui 3
KapToHY
32. FrEAEPVH mMasb no 20 ry 6aHui TOB "AKnM YkpaiHa TOB "[AKnM YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3minu | Tuny - 6e3 UA/11790/01/01
MA3b Nel "®apmaueBTu "®apmaveBTUYHa AAMIHICTpaTUBHI 3MiHW. BunyyeHHst BUPO6HUYOT AinbHUL peyenma
YyHa thabpuka" habpuka” (Bovatoun ainbHuui ans A®Il, NpoMixXHOro NpoAykTy abo rotoBoro

nikapcbKoro 3acoby, AiNbHNLi AN NPOBEAEHHS NaKyBaHHS,
BMPOGHWKA, BiAMoBifaIbHOrO 3a BUMYCK Cepil, MicLie MPOBEeAEHHS
KOHTPO/IO cepii) abo nocTavasibHKKa BUXIGHOTO matepiany,
peareHTy abo AONOMDKHOI PEYOBMHY (SIKLLO 3a3HAYEHO Y A0ChE)
(BUTyYEHHSI BUPOGHMYOI [i/TbHULL TOTOBOTO JlikapcbKoro 3acoby Ta,
AK HACNifOK, BUNYYEHHS MapKyBaHHS A5 AiNbHUL TOTOBOrO
nikapcekoro 3acoby TOB «[KIM «dapmaueBTnyHa habprkar»
YkpaiHa, 10014, M. XKutomup, By/1. JIEpPMOHTOBCbKA, 5)
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
33. FENAPUH- PO3UMH ANA H'EKLN, MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/8275/01/01
IHOAP 5000 MO/mn no 5 BMPOGHMLTBY BMPOGHNLTBY 3MiHuM Il TMNy - 3MiHa y MeTofgax BUNpPo6yBaHHS roTOBOrO peyenmom
M (25000 MO) y iHCYNiHIB iHcyniHiB "lHpap" nikapcbKoro 3acoby (cyTTeBa 3MiHa y
dhnakoHi, no 1, abo "IHpap" 6ionoriyHOMy/iMyHONOrYHOMY/IMYHOXIMIYHOMY METOA)
5, abo 100 BMNpOGYyBaHHA abo MeTofi, Y SKOMY BUKOPUCTOBYETHLCS 6GioNOrivHN
dhnakoHiB y navi; peareHT, abo ix 3amiHa, abo 6ionoriyHoro npenaparty NOPIBHSAHHSA
no 10 mn (50000 (cTaHfapTHOro Npenapary), WO He 3a3Ha4YeHWin y 3aTBEpPKEHOMY
MO) y chnakoHi, no 1 NpoTOKOAi) - MeToAMKa BUNPOBYBaHHSA 3a p. « KinbkicHe
h1akoHy B nayui BU3HAYEHHSA» NPUBOANTLCA Y BIANOBIAHICTL A0 BUMOr AdY 2.7.5.
34. FENAPUH- PO3UMH ANA H'EKLN, MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiiH1x maTepianis: - UA/12799/01/01
IHOAP 5000 MO/mn in bulk BMPOGHULTBY BUPOOHULTBY 3MiHK || TNy - 3MiHa y MeToAax BUNPOOYyBaHHS rOTOBOTO
Ne 100: no 5 mn iHCYniHIB iHcyniHiB "lHpap" nikapcbKoro 3acoby (cyTTeBa 3MiHa y
(25000 MO) a6o no "lnpap" 6ionoriyHOMy/iMyHONOrYHOMY/IMYHOXIMIYHHOMY MeTOAj
10 mn (50000 MO) y BMNPOOYBaHHS abo MeTogi, Y AKOMY BUKOPUCTOBYETLCS 6i0AOTiIUYHMIA
dhnakoHi; no 100 peareHT, abo ix 3amiHa, abo 6ionoriyHoro npenaparty NOPIBHSHHSA
hnakoHiB y Kopobi; (cTaHfapTHOro Npenapary), WO He 3a3Ha4YeHWin y 3aTBEPKEHOMY
in bulk Ne 200: no 5 NpOTOKOAi) - MeToAMKa BUNPOBYyBaHHSA 3a p. « KinbkicHe
mn (25000 MO) a6o BU3HAYEHHS» NPUBOANTLCSA Y BiANOBIAHICTb A0 BUMOT DY 2.7.5.
no 10 mn (50000
MO) y chnakoHi; no
200 donakoHiB y
Kopobi
35. FENAPVHOBA Masb no 25 ry Tybax TOB "AKnN YkpaiHa TOB "OKnM YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/6719/01/01
MA3b Ne 1y nauui "PapmaueBTu "papMaueBTUYHa AMIHICTPaTVBHI 3MiHW. BUy4YeHHs1 BUPOOHUYOT AiNbHALL peuyenma
YyHa habpuka" thabpuka" (Bkntovaroun AinbHUL ans APl NPOMKHOTO NPoAyKTy abo rotToBoro
nikapcbKoro 3acoby, AiMbHNL A1 NPOBEAEHHS NaKyBaHHS,
BMPOGHUKA, BiAnoBigabHOro 3a BUMYCK Cepil, MicLie MPOBEeAEHHS
KOHTPO/IO cepii) abo noctayasibHyKa BUXIGHOTO Matepiasny,
peareHTy abo JONOMDKHOI PEYOBMHY (SIKLLIO 3a3HAYEHO Y AOChE)
(BUTyYEHHSI BUPOGHMYOI [i/TbHULL TOTOBOTO JliKapcbKoro 3acoby Ta,
AK HACMifOK, BUYYEHHS MapKyBaHHA 415 AifIbHUL FOTOBOro
nikapcbKoro 3acoby TOB «[KIM «dapmavueBTryHa habprikar»
YkpaiHa, 10014, M. XKutomup, By/1. JIEpMOHTOBCbKA, 5)
36. rNILH- TabneTku ToBapucTso 3 YKpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 PEECTpaLiliHi X MaTepianis: 3miHu | Tuny - 6e3 UA/15153/01/01
340POB'A cy6niHrBasibHi Mo obMexeHo 0bMexeHot AgfMiHicTpaTMBHI 3MiHKN. 3MmiHa kogy ATX (3MiHM [0 IHCTPYKLiTy peyenma
100 mr no 10 BiANOBIAA/IbHI BiANoBiga/IbHICTIO po3ain ®apmakoTepaneBTUyHa rpyna, BignoBigHoO 40
TabneTok y 6nictepi; CTiO "®apmaveBTuyHa knacudpikatopa kogis ATC BOO3) (TepmiH BHECEHHS 3MiH
no 5 6nictepiB y "®apmaueBTu KoMnaHis NpOTAroM 3-x MicsLiB NiCNsA 3aTBEPAYKEHHS)
KopobLi 3 KapTOHYy; YHa KOMMaHis "3p0pos'a”
no 30 TabneTok y "3p0pos'a”
6nictepi; no 1
6nictepy y kopobui 3
KapToHY
37. FNHOKO3A PO34UH ANS iH'EKL MAT "®dapmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/6525/01/01
40% no 10 mn, 20 AAMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu Micust | peyernmom

M B amnyniax Ne 5,
Ne 10 y nauuj, Ne

NpoBaf)KEHHN Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BK/YakumM AinbHULI BUNYCKY cepii abo micue
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
5x1, Ne 5x2 y NpoBeAeHHS KOHTPOSIO AKOCTI. (AiANbHICTb, 3a AKy Bignosigae
6nictepax B nauuj BMPOGHMK/IMNIOpPTEp, BKIOYAOUM BUMYCK cepili) (3MiHM y agpeci
MicLsi BNPOBaKEeHHA Ais/IbHOCTI — NpuBeAeHHs iHdopmalil, wo
MICTSITb peecTpauiliHi MaTepiasin A0 3a3HaYeHOl y NileHsii Ha
BMPOGHMLTBO /13, Aie BKa3aHO: MiCLLe3HaXOMKEHHS OpUANYHOT
ocobu: YkpaiHa, 04080, m. Kuis, Byn. ®pyHse, 63 micLe
BMNPOBaXEHHA AisNbHOCTI: YkpaiHa, 04080, m. Kuis, Byn. dpyHse,
74. Bupo6Huya AinbHuus, agpecy Kol 3MiHEHO, Ta BCi BUPOGHWYI
onepauii 3annwarTbCa He3MiHHUMK) (TepMiH BBEAEHHS 3MiH
NPOTArom 3-X MiCALIB Nicna 3aTBEPMAXKEHHS); 3MiHM | TUny - 3MiHN
LoAo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy (iHwi 3mMiHn)
(3miHa rpadhiuHMx 306pakeHb NEPBUHHOI Ta BTOPUHHOT YNakoBOK Ha
TEeKCT MapKyBaHHS NePBUHHOT Ta BTOPUHHOI yNakoBokK) (TepMiH
BBEAEHHSA 3MiH MPOTAroM 3-X MicsLiB Nicns 3aTBepAXKeHHs); 3MiHu |
TUny - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa po3Mipy ynakoBKu
roTOBOrO NiKapCbKOro 3acoby (BW/1yYeHHs1 yNakoBK/ NEBHOTO
po3mipy) (BUy4eHHs amnyn 6e3 KinbLsa 3namy abo 6e3 ToUku
Bi4/I0MY 3 BIANOBIAHMMU 3MiHAMK Y p. "YnakoBka". Takox npu
ynakoBLi amnyn B nayky BUyYEHO BKIAAAHHS HOXIB aMmy/IbHUX
KepamiyHux abo AUCKIB piXXyumx KepamivyHmx)
38. FPUMMNOCTAS, cnpei HasanbHWiA, CTAOA HimeuunH CTALA HimeuunHa BHECEHHS 3MiH 10 peecTpavliiiH1ux maTepianis: 6e3 UA/3090/01/01
® PUHO 0,1%, po3uunH 0,1 % no 10 ApuHaiimitten a ApuHaiimittens Al 3MiHK | TUNY - noaaHHs oHoBneHoro CEP gns A®| kcunomeTasoniHy peyernma
HA3AJTbHUN M1y ¢pnakoHi 3 b Al rigpoxnopuay Bif BXe 3aTBEPAXEHOro BUPOOHMKA 3i 3MIHOK Ha3BU
CNPEN aBTOMaTUYHUM BMpO6HUKa/BNacHrka CEP, 6e3 3MiHn agpecyt BUPOGHULITBA; 3MiHW |
nynbBEpn3aTopom TMny - nogaHHsA HoBoro CEP gna Adl kcnnomeTtasoniHy
Ta Ha3aNlbHUM rigpoxnopuay Bif, HOBOroO BUPOOHNMKA 3i BCTAHOB/IEHHSIM TEPMiHY
HaKoOHeYHUKOM; no 1 36epiraHHsA Ha 60 micAuiB
chnakoHy B
KAPTOHHI KOpoO6LLi
39. AEKCA- pO34MH ANA iH ek, | ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis: 3a UA/15314/01/01
340POB'A 25 mr/mnno 2 mn B obmexeHo 0bMexeHot 3MiHM | TUNY - 3MiHa y napameTpax cneuudikauin Ta/abo peyenmom
amnynax Ne 5 (5x1); BiANOBIAA/IbHI BigNoBigasIbHICTIO [OMNYCTUMUX MEX, BU3Ha4YeHMX y creuudikalisx Ha A®l, abo
Ne 10 (5x2); Ne 10 cTIO "®apmMaLeBTnyHa BUXiZAHWUIA/NPOMIXHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYOTLCS Y
(10x1) y 6nictepax B | "®apmaueBTu KoMnaHis npoueci BupobHuutea APl (AonoBHeHHs crevumdikalii HoBUM
Kopo6bui; Ne 5, Ne 10 YHa KoMMaHis "3p0pos'a" NoKa3HUKOM SIKOCTi Ta BiANOBIiAHWM METOA40M BUNPO6YBaHHS); 3MiHU
B KOpOO6Li "3p0pos'a” | TNy - 3MiHa napameTpiB cneuudikavii Ta/abo AONYCTUMUX MEX
rOTOBOrO JlikapCcbkoro 3acoby (iHLi 3MiHKM); CyMyTHA 3MiHa: 3MiHa Y
mMeToAax BUNPo6YyBaHHA rOTOBOTO JliKapCbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEHNX MeTofax BUNPobyBaHHs)
40. AENPUBIT TabneTku, BKPUTI MAT YkpaiHa MAT "KuiBcbKuii YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 6e3 UA/6967/01/01
NNiBKOBOIO "KniBcbkuii BiTamiHHUIA 3aBoA" 3MiHK | TUNY - 3MiHK WoA0 6e3nekn/edhekTUBHOCTI Ta peuyenma
060/10HKOI0, MO 60 BiTaAMiHHWI thapmakoHarnagy - 3amiHa rpadiyHoro 306paxeHHs Ha TeKCT
Mr no 10 TabneTtok y 3aBog" MapKyBaHHsl. BBefieHHA 3MiH npoTArom 3-x micAuiB nicns

6nictepi; no 3
6nictepu B naywj

3aTBEPMKEHHS; 3MiHM | TUMy -3MiHa napameTpiB crnevumdikawii
Ta/abo fonyCTMMMNX MEX roTOBOTO JliKapCbKOro 3acoby; 3miHu | Tuny
- 3MiHa Y MeTogax BUNpobyBaHHS rOTOBOrO JliKapCbKOro 3acoby
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
(oHOBNEHHA NpoLeaypy BUNPOBYBaHHA ANS NPUBEAEHHS Y
BiANOBIAHICTb 3i 3MiHEHOO 3arasibHoo cTaTTeto AdY abo
€Bponelicbkoi hapmakonei); 3MiHu | Tuny - 3MiHa napameTpis
cneundikauii Ta/abo AONYCTUMMX MEX rOTOBOrO /iKapCbKoro
3ac00y (BMYyYEHHS HE3HAYHOrO MOKa3HVKa (Hanpukiag
3acTapifioro NnokasHvKa, Takoro sk 3anax Ta cMak, abo
iLeHTudikaLis 6apBHMKIB UM CMakoBUX A06aBOK)); 3MiHW | TRy -
3MiHa y MeTogax BUNpobyBaHHA roTOBOrO NiKapCbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEpMKEHX MeToax BUNPOOYBaHHS); 3MiHM
Il TMNY - 3MiHa BUPOGHMKA BUXiAHOr0/MPOMIKHOIO
npoayKTy/peareHTy, WO BUKOPUCTOBYOTHCS Y BUPOOGHUYOMY
npoueci Adl, abo 3miHa BUpo6HMKa (BKIHOHYaKuU, Ae HeobXigHO,
MicLe NpoBefeHHSA KOHTponto AkocTi) A®I (3a BigCyTHOCTI
cepTudiikaTa BignoBigHOCTI EBponeiichbkiin hapmakonei y
3aTBEpPAXEHOMY [OChE)(BBEAEHHS HOBOTO BUPO6GHUKa AdI 3
HafaHHsaM mMacTep-ghaiina Ha A®l) - BBeJeHHS anlbTepHaTUBHOIO
BMPO6HMKa cybcTaHLji 3Bipoboto ekcTpakTy 0,5 %
41. AVNKNO®EHAK | po3uunH aNns iH'ekuiit NAT YkpaiHa MAT "ly6Hucbapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/5713/01/01
HATPIO 2,5% no3 Mns "Ny6Huchapm"” AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peuyenmom
amnynax Ne5, Ne10 3as1BHMKa (B/1acHMKa pPeECTpaLiiHOro nNoceig4yeHHs) (3MiHa agpecu
(5x2), Ne100 (5x20) 3asBHMKa) (TepMmiH BBeAEHHS 3MiH NPOTArom 6 -Tu MicauiB nicas
y 6nictepax y nauui 3aTBePMKEHHS); 3MiHK | TUNY - AAMIHICTPATVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu Micus NPOBafKEeHHS Ais/IbHOCTI
BMPOOGHVKa/iMnopTepa roToBoro Nikapcbkoro 3acoby, BKIYaUm
AinbHULI BUNYyCKy cepii abo Micue NpoBeAeHHS KOHTPO/IHO SAKOCTI.
(8isnbHICTb, 3a 5Ky BignNoBigae BUPOOHUK/iIMNOPTEp, BK/IHOYAOUN
BWMNYCK cepiii) (3MiHa agpecy BUPO6HMKa, 6e3 3MiHW Micus
BMPO6HMLTBA.(NepeiiMeHyBaHHs By/l. MeTPOBCLKOro Ha By/I.
BapgiHkoBa) (TepMiH BBEAEHHSI 3MiH MPOTAroM 6-T1 MicsLiB nicns
3aTBEPAKEHHS)
42. AVNMEAPON PO3UMH ANA H'EKLl TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis: 3a UA/8514/01/01
1%nolwmns "XapkiBcbke "®bapmaueBTuyHa 3MiHM | TUNY - BUYYEHHS BUPOOHMYOT AiNbHWLI (BKIOYaYM peyenmom
amnynax Ne 10 y hapmaueBTny KOMnaHis AinbHuUi ansa A®I, NpomixXHOro NpoAykTy abo rotoBoro Nikapcbkoro
Kopo6ui; Ne 10 He "3p0pos'a”, 3aco6y, AiNbHULI 4718 NPOBEAEHHSA NaKyBaHHS, BUPOOHYIKA,
(5x2); Ne 10 (10x1) y | nignpuemcTBO YkpaiHa (Bci cTagii BiAMNOBIA&/TLHOrO 3a BUMYCK CEpIi, MiCLie NPOBEeAEHHS KOHTPO/IH0
6nictepax y Kopoobui "3p0p0oB'sA BMpOGHULTBA. cepii) abo nocTtavyanbHUKa BUXiZAHOrO MaTepiany, peareHTy abo
Hapogay" KOHTPO/Ib SKOCTI); [OMNOMDKHOT PEYOBUHY (AIKLLO 3a3HAYEHO Y [OCLE) - BUTYYEHHS
TOB "XapkiBCbke anbTepHaTMBHOIO BUPOGHMKa ADI
hapmaueBTUyHe
nignpYeMCTBO
"3[0p0oB'a Hapoay",
YkpaiHa (Bci cTagii
BMPOGHMLITBA,
KOHTPO/Tb AKOCTI,
BUNYyCK cepii)
43. AnniPMaAMo PO34nH NS iH'eKLiR MAT YkpaiHa MAT "ly6Huchbapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/6555/01/01
n 0,5%no2mnB "Jly6Hnchapm" AAMiHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs Ta/abo agpecu Micus | peyenmom
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
amnynax NpoBapPKEHHS AiSNIbHOCTI BUPOBGHMKa/imnopTepa roToBoro
Ne 5, Ne 10 (5x2) y nNiKapcbKoro 3acoby, BK/IOUaUmM 4isibHULI BUNYCKY cepii abo micue
6nicTepax NpoBeAeHHSA KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/iMNOpTEp, BK/OYAOUM BUMYCK cepili) (3MiHa aapecu
BMPOGHMKa, 6€3 3MiHM Micus BUPOOHULTBA. (MepeiiMeHyBaHHs BYy.
MeTpoBcbkoro Ha By/. BapeiHkoBa) (TepmiH BBEAEHHSA 3MiH
NPOTAroM 6-TW MICALIB NiCNA 3aTBepMKEHHS); 3MiHM | Tuny -
AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
3asBHMKa (BNacHvKa peecTpauiiHoro nocBigyeHHs) (3miHa agpecu
3asBHMKA) (TepMmiH BBeAEHHS 3MiH NPOTArom 6 -Tu MicauiB nicas
3aTBEPKEHHS)
44, ANPNHO30/1® PO34uH ANs iHdy3il, NAT YkpaiHa MAT "lanuudhapm”, YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/11674/01/01
2 mr/mn no 100 mny "Tannucpapm" YkpaiHa; TOB 3MiHM | TUNY - 3MiHK Woo 6e3nekn/ethekTMBHOCTI Ta peyenmom
nnswkax Ne 1 B hipma dhapmakoHarnsgy - HaHECEHHS Ha NePBUHHY | BTOPUHHY YNakoBKY
nauui "HoBothapm- iHchopmaLiiiiHoro Hanucy "BI/TbHUW Bl BAKTEPIANIBHUX
BiocuHTes", EHAOTOKCUHIB"
YKpaiHa
45, APOTABEPVH Tabnetku no 40 mr, MNAT YkpaiHa MAT "ly6Hucbapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/0834/01/01
y no 10 TabneTok y "Ny6Hnchapm"” AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
rigPOXNOPUA | 6nictepax; no 10 3asBHMKa (BNacHvKa peecTpauiiHoro nocBigyeHHs) (3miHa agpecu
TabneTok y 6nictepi; 3asBHMKA) (TepMmiH BBeAEeHHS 3MiH NPOTArom 6 -Tu MicAuiB nicas
no 2 6nictepu B 3aTBEPMKEHHS); 3MiHK | TUNY - AAMIHICTPATVBHI 3MiHW. 3MiHa
nauuj 3 KapToHy HalilMeHyBaHHA Ta/abo agpecy MicLs NPOBaKEHHS Ais/IbHOCTI
BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby, BK/IYaun
AinbHULI BUNYCKY cepii abo MicLe NpoBeAEeHHS KOHTPOSIHO SIKOCTI.
(misnbHiCTb, 3a AKy BigNoBifae BUPOOHMK/IMIOPTEp, BKIHOYAKUM
BWMNYCK cepiii) (3MiHa agpecy BUPOGHMKa, 6e3 3MiHW Micus
BMPO6HMLTBA.(NepeiiMeHyBaHHs By/1. NeTPOBCLKOro Ha BY/I.
BapsiHkoBa) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tu MicAUiB nicns
3aTBEPAKEHHS)
46. EBKA3O/MIH® cnpeli HazanbHuiA, 1 | MAT "®dapmak” YKpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 6e3 UA/3664/02/01
AKBA mMr/rno10ry AAMiHIiCTpaTMBHI 3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo agpecy Micus peyenma
donakoHax Ne 1 NpoBaPKEHHS AiSNIbHOCTI BUPOBHMKa/imnopTepa roToBoro
niKapcbKoro 3acoby, BK/IOUaKUM 4ifibHUL BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPOJTIO SKOCTI. (4iANbHICTb, 3a AKy BignoBifae
BMPOGHUK/iMNOpPTEp, BKIOYaouM BUNyck cepiii) (MpuBeaeHHs
MicLe3HaxomkeHHs BupobHuka 13 y BignosigHicTb Ao JliueHsii Ha
BMPOGHMLTBO (3MiHa IOpUAMYHOT agpecu Ha hakTUyHy agpecy)
(TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
3aTBEpMKEHHS); 3MiHM | TUNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy (iHwi 3miHun) (3amiHa rpad)iyHOro 306paxeHHs
YNakoBKN Ha TEKCT MapKyBaHHSA A5 NEPBUHHOI Ta BTOPUHHOI
ynakoBku) (TepMiH BBEAEHHS 3MiH MPOTAroM 3-X MicsuiB nicns
3aTBEPKEHHS)
47. EHBPEN | PO3UMH ANA IH'EKLN Mdcpaiizep CWA BepuHrep Himeuunna/ BHECEHHS 3MiH 10 peecTpavLiiiHux maTepianis: 3a UA/13011/01/01
ENBREL® 50 mr/mny Eiiy.Ci.Mi. IHrenbxaiim ®apma Benuka 3MiHW Il TMNy - 3MiHKX 40 IHCTPYKUIT AN MEAMYHOrOo 3aCTOCYBaHHA Y | peyernmom
nonepeaHsLo KopnopeiwH M6X&Ko. K, BputaHis/ po3ainu: "®apmakonoriyHi BiactmBocTi”, "OcobMBOCTi
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
HanoBHEHMX HimeuuunHa; Baet Ipnangis 3acTocyBaHHA" (y T.4. "3acTocyBaHHs y nepiof BariTHOCTi abo
wnpuyax no 0,5 mn PapmaceyTumkanic, rogyBaHHs rpyaat”), "Mo6iyHi peakwii”; 3MiHM 4O KOPOTKOT
(25 mr) abo no 1 mn Benvka bputaHis; XapakTepucTuKM y po3ainun: "OcobnmBi 3acTepexeHHs Ta 3anobixHi
(50 mr) Ne4, a6o y BeTtep d®apma- 3axo4y Npuv 3acTocyBaHHI" (y T.4. "BariTHicTb"), "Mo6iuHi peaxuii”,
nonepegHL0 PepTUryHr "®apmakonoriyHi BiactuBocTi. ®apmakoTepanesTuyHa rpyna. Kog,
HanoBHEHUX pyyKax v6X&Ko. KT, ATX" (woao hapmMakonoriYHMX BNacTUBOCTEN).
no 1 mn (50 mr) Ned HimeuunHa; BBegeHHA 3MiH NpoTArom 3-x mMicALWiB nicna sarBepaKeHHs
y N1aCTUKOBOMY Mdpaiizep IpneHg,
KOHTeliHepi dapmaceyTukasc,
IpnaHgis
48. EPAOMEL TBEpAi kancysm no AHXENiHI Yecbka nepBrHHe Ta Yecbka BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/14088/01/01
300 mr Ne 20 (10x2), dapma Pecny6nik BTOPUHHE Pecny6nika/ 3MiHM | TUMy - BBEAEHHSA ab0 3MiHM A0 y3ara/lbHEHUX AaHuX Mpo peuyenmom
Ne 60 (10x6) y Yecbka a nakyBaHHs, ITanis cuctemy hapmakoHarnsay (BkoUalum KOHTakTHI AaHi) Ta/abo
6nictepax Pecny6nika MiKpOGioNorivyHNA 3MiHM Yy PO3MiLLIEeHHI MacTep-haiina cuctemmn hapMakoHarisgy
c.p.o. KOHTPO/b Ta
BUMYCK Cepii:
AHXxeniHi ®apma
Yecbka pecny6nika
c.p.o., Yecbka
Pecny6nika;
BVMPOGHMLTBO
Hepo3gacoBaHo!
npoayKuir,
KOHTPO/b
cepiit/TecTyBaHHs
Hepo3g)acoBaHo|
npoaykuii: EAMOHS,
®apma C.p.n.,
ITanis;
BVMPOGHMLTBO
Hepo3gacoBaHo!
npoayKuir,
KOHTPO/b
cepii/TecTyBaHHs
Hepo3g)acoBaHo|
npoaykuii: ®amap
Itanis C.n.A.,
ITanis
49, EXIHALEI ekcTpakT no 30 M, MNAT YkpaiHa MAT "ly6Hucbapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/6079/02/01
NYPMYPHOI no 50 mn y donakoHi "Jly6HMhapm" AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu peyernma
EKCTPAKT no 1 donakoHy B 3asBHMKa (BNacHvKa peecTpauiiHoro nocBigyeHHs) (3miHa agpecu
PIAKWIA nauui 3 KapToHy 3asBHMKA) (TepMmiH BBeAEHHSA 3MiH NPOTArom 6 -Tu MicAuiB nicas

3aTBEPMKEHHS); 3MiHK | TUNY - AAMIHICTPATVBHI 3MiHW. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy MicLA NPOBaKEHHS Ais/IbHOCTI
BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby, BK/IYaoun
AinbHULI BUNYCKY cepii abo MicLe NpoBeAEeHHS KOHTPOSIHO SKOCTI.
(AisnbHICTb, 3a 5Ky BigNoOBigae BUPOGHUK/iIMNOPTEpP, BK/IKOYAOUN
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
BWMNYCK cepiii) (3MiHa agpecy BUPOGHMKa, 6e3 3MiHW Micust
BMPOGHMLTBA.(NepelimeHyBaHHs By/. MeTpoBCbKOro Ha BYy.
BapgiHkoBa) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-T1 MicsALIB nicns
3aTBEPAKEHHS)
50. €BPOBICOMNP TabneTkn, BKpUTI TOB "dapma YkpaiHa TOB "dapma YKkpaina BHECEHHS 3MiH 4,0 PEECTpaLiiHNX MaTepiasliB: NPUBEAEHHS Y 3a UA/13786/01/01
ononio NNiBKOBOIO Crapt” CrapT", YkpaiHa BiNOBiAHICTb A0 peecTpauiiHNX MaTepiasiB HaNUCaHHA peuyenmom
060/10HKO0, MO 10 (dbacyBaHHA Ta peecTpauiiiHnx HomepiB B Hakazax MO3 YkpaiHu Ne 610 Big
mr Ne 20 (20x1) y nakyBaHHs 3 21.06.2016, Ne 897 Big 26.08.2016, N21389 Big 22.12.2016 B
6nictepi; no 1 hopmu in bulk npoueci BHECEHHS 3MiH - 3MiHW | TUNY - NOA4AaHHA OHOBJ/IEHOIO
6nictepy B nayui 3 ipmun CiHTOH CEP ansa A®| 6iconponony remicoymaparty Bif, BXe 3aTBEP)KEHOro
KapTOHYy Xicnanis, C.J1., BMPOOHMKA; 3MiHM | TUNY - NogaHHsA oHoBrieHoro CEP ana Adl
IcnaHis) Giconponony remichymapaTy Bif, BXe 3aTBEpAKEHOro BUPOGHYMKa 3i
3MiHOI BnacHuka CEP Ta BUAyYeHHsIM OfHI€ET i3 AinbHuub (6y/10 -
UA/13786/01/02)
51. €BPOBICOMNP TabneTkn, BKpUTI TOB "®dapma YKkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiHnx maTepianis: NpUBeAEHHN Y 3a UA/13786/01/02
onons NNiBKOBOO Crapt” Crapt", YkpaiHa BiANOBIAHICTb A0 peecTpayiliHnX MaTepianiB HanucaHHsA peyenmom
060/10HKOI0, N0 5 Mr (dbacyBaHHA Ta peecTpauiiiHnx HomepiB B Hakazax MO3 Ykpaitu Ne 610 Bipg,
Ne 20 (20x1) y nakyBaHHs 3 21.06.2016, Ne 897 Big 26.08.2016, N21389 Big 22.12.2016 B
6nictepi; no 1 chopmum in bulk npoueci BHECEHHA 3MiH - 3MiHW | TUNY - NOJAaHHS OHOB/IEHOIO
6nictepy B nauui 3 chipmun CiHTOH CEP ansa A®l 6iconponony remidoymaparty Bif, BXe 3aTBEpKEHOro
KapToHy XicnaHis, C.J1., BUPOGHMKA; 3MiHM | TUNY - nogaHHA oHoBrieHoro CEP ana Adl
IcnaHis) 6iconponosny remidpymapaTy Bif BXe 3aTBEP)KEHOrO BUPOOHMKA 3i
3MiHOW BnacHuka CEP Ta BUIy4YeHHSIM OZHi€T i3 ginbHuub (6y/s10 -
UA/13786/01/01)
52. 3ANISA PO34nH OpasIbHUIA MpuBaTHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/2313/01/01
CAXAPAT - 7,391/100 r no 100 r akujioHepHe akujioHepHe AAMiHICTpaTMBHI 3MiHK. 3MiHa HaliMeHyBaHHsA Ta/abo agpecy Micus peyenma
3ANI3BHE y thnakoHax a6o TOBapuUCTBO TOBapucTBo NpoBapPKEHHS AiSNIbHOCTI BUPOBGHMKa/imnopTepa roToBoro
BUWHO H6aHkax "Bionik" "Bionik"

niKapcbKoro 3acoby, BKIUaKUmM 4ifibHULi BUNYCKY cepii abo micue
NpoBeLEeHHS KOHTPO/TIO SKOCTI. (4iANbHICTb, 3a AKy BignoBigae
BMPOGHMK/IMNOPTEp, BK/IOYAOUM BUMYCK cepiid) (3MiHa
HallMeHyBaHHS Ta afpecu Micus NPoBaMKeHHS 4isNIbHOCTI
BMPOGHMKa /13: 3miHa chopMM BNacHOCTi BUPOOHUKa Ta 3MiHa
HOPUAMYHOT Ha hakTUYHY afpecy 3 nepeiiMeHyBaHHAM BYNL.
Micue BUpOBGHMLTBA HE 3MIHWNOCB); 3MiHu | TUNy - AgMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecy 3asiBHUKa (B/lacHUKa
peecTpauiiiHoro NocBigYeHHs1) (3MiHa HaliMeHyBaHHS Ta afpecu
3a8BHMKA); 3MiHN | TUNY - AAMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy MicLA NPOBaKEHHS Ais/IbHOCTI
BMPOGHMKa (BK/THOYAKOUM, 38 HEOOXIAHOCTI, MicLle NPOBeAEeHHS
KOHTPO/IO SKOCTi), abo BnacHuka mactep-taiina Ha Adl, abo
noctavasnibHuka A®I/BuxigHoro matepiasy/peareHTy/MpOMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCS Y BUPOOHNLTBI ADI (SKLLO
3a3Ha4yeHo y [0CbE Ha Nikapcbkuii 3acib) 3a BifCyTHOCTI
cepTudikaTa BignoBiAHOCTI EBponeiichkiin hapmakonei y
3aTBEpAKEHOMY [0OCLE, a60 BUPOGHMKA HOBOT AOMNOMDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0ChE) (3MiHA HaliMEHYBaHHS Ta
agpecy Micusi NpoBaMKEHHS AisiNIbHOCTI BUPo6HMKa API: 3miHa
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
hopMM BACHOCTI BUPOBHMKA Ta 3MiHa IOPUANYHOT Ha (hakKTUYHY
agpecy 3 nepeiiMeHyBaHHAM Bynuui. Micue BUpo6GHMLTBA He
3MiHWI10Cb)
53. 30TEK®-200 TabneTkun, BKPUTI OpraHocuH IHAjisA EBepTomkeH Naid IHAjs BHECEHHS 3MiH 10 peecTpavliiiH1ux maTepianis: 3a UA/11501/01/01
NNiBKOBOIO Naiidp CaeHcus Jlimiteq TEeXHi4YHa MOMUJIKA B iHCTPYKLi AN MeAMYHOro 3aCTOCYBaHHS y peuyenmom
060n10HKot0, No 200 CaeHcus MBT. po3aini "Kateropia Bignycky"
Mr no 10 TabneTtok y nra.
6nictepi; no 1 abo
10 6nicTepiB y
KapTOHHiii Kopo6Lli
54. 30TEK®-300 TabneTku, BKpUTI OpraHocuH IHgjsa EBepTogxeH faiid IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/11501/01/02
nNiBKOBOIO Naiidp CaeHcu3 Jlimiteq TEeXHi4YHa NMOMWIIKa B IHCTPYKLIT AN MeAUYHOro 3aCTOCYBaHHS y peuenmom
060/10HKot0, No 300 CaeHcus IMBT. po3sgini "Kareropis Bignycky"
Mr no 10 TabneTtok y nra.
6nictepi; no 1 a6o
10 6nicTepiB y
KapPTOHHI KOpooLj
55. 30TEK®-400 TabneTkn, BKpUTI OpraHocuH IHais EBepTomKeH flaiich IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/11501/01/03
NNiBKOBOIO Naiidp CaeHcua Jlimiteq TEeXHi4YHa MOMUJIKA B IHCTPYKLT A1 MEAMYHOro 3aCTOCYBaHHS y peyenmom
o60s0HkKoto, no 400 CaeHcua MMBT. po3gaini "Kareropis Bignycky"
Mr no 10 TabneTok y nra.
6nictepi; no 1 abo
10 6nicTepiB y
KapTOHHI KOopoo6Li
56. IAAPYBILUUNHY NMOPOLLIOK TosapucTso 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/8154/01/01
rigPOXNOPUA | (cybecTaHuis) y o6MexeHo 0bMexeHo AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
6aHKax ans BiANOBIAA/IbHI BiANoBiAa/IbHICTIO 3asBHMKa (BNacHMKa peecTpaLiiHoro NocBigyeHHst) (33miHa
BMPOGHMLUTBA cTto "CiHbiac "CiHbiac ®apma" opuanYHOT agpecu 3asasHuka AdI, ska 3a3HaveHa B
CTepU/IbHUX dapma” peecTpauiiiHoMy nocBigyeHHi); 3miHu | Tuny - AgMiHiCTpaTuBHI
nikapcbknx hopm 3MiHW. 3MiHa HallMeHyBaHHsA Ta/abo aapecy MiCLs NPOBaKEHHS
AisnbHOCTI BUpOOHWMKa (BK/IHOHaroun, 3a HeobXigAHOCTI, Micue
NpoBefEeHHA KOHTPO/IIO AKOCTI), abo BNacHWka mactep-taiina Ha
A®l, abo noctavanbHuka Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0 3aCTOCOBYHOTLCS Y
BMPOGHMLTBI API (SKLLO 3a3HAYEHO Y [OChE Ha MiKapCbkuii 3aci6)
3a BifiCyTHOCTi cepTudpikaTa BignoBigHOCTI EBponeiichkiit
thapmMakonei y 3aTBepAKeHOMY AOCLE, a60 BUPOBHMKA HOBOIT
[OONOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y A0CbE) (3MiHa
IOpUAnYHOI agpecu BupobHuka Adl, sika 3a3HaveHa B
peecTpauiiiHoMy NocBigYeHHI)
57. IHOPNNAPAKC Masb no 15 r abo no ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny: 3MiHn 3 3a UA/10175/01/01
25r,a6ono 50 r, no obmexeHoro 06MexeHot AKocTi. FOTOBMIA Nnikapcbkuii 3aci6. Cuctema peyenmom
100 ry Ty6i; no 1 BiANOBIAA/TbHI BigNOBiga/IbHICTIO KOHTeliHep/3akynoptoBasibHWIA 3acib. 3miHa napameTpis
Ty6i y KapTOHHiIl CTHO "GapmMaueBTUYHa cneumdikauin Ta/abo AONYCTUMKX MEX NEPBUHHOT YNaKoBKM
Kopoo6ULi "dapmaLeBTu KoMnaHis roTOBOrO JliKapCbkoro 3acoby (A0NOBHEHHA cnevudikaLii HOBUM
YyHa KOMMaHis "3p0poB's” NOKa3HWKOM 3 BifMNoBigHMM METOLOM BMNPOOYBaHHSA) (4ONOBHEHHSI

"3p0pos'a”

cneumndikauii/MeToAiB KOHTPO/IH SIKOCTi NePBUHHOT YNaKoBKK (Ty6u
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

aNIOMiHIEBI) HOBMM MOKA3HUKOM «30BHILLHE NOKPUTTA» 3rigHO 3
HOPMAaTVBHO JOKYMEHTAL|E BUPOGHVKA NaKyBaslbHOro
Marepiany); 3miHu | Tuny: 3miHn 3 SKocTi. FoToBUIA NiKapCbKuii
3aci6. CucteMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3MiHa y
MeTofax BUNPOOYyBaHHS NePBUHHOT yNakoBKU FOTOBOrO NiKapCbKoro
3ac00y (He3HauHi 3MiHV Y 3aTBEpAKEHNX METOAaX BUNPOOYBaHb)
(3MiHM y MeToAax KOHTPOJIKO AKOCTI MePBUHHOI YNakoBku (Ty6u
antoMiiesi) 3a n. «MBY»); 3MiHn | TMNY: 3MiHK 3 sKOCTi. [oTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa po3mipy cepil
(BKKOYAOUM Ajana3oH po3Mipy cepii) roToBOro Nikapcbkoro 3acoby
(iHWi 3miHW) (BBEAEHHS [,OAATKOBOro po3Mmipy cepii npenaparty ans
niroyvoro uexy ®XL y 38’A3Ky 3 BBE,eHHAM HOBOIO BUAY NakyBaHHS
in bulk no 50 kr y 604kax cTaneBunx; BUKNaAEeHHS 3aTBepPIKEHNX
pO3MipiB cepii 3 3a3HaYEHHAM Y TUC. YNaKOBOK B TEOPETUYHOMY
po3paxyHKy (Ans HoBOI ynakoBku no 100 r y Ty6i)

58.

IHP/TAPAKC

Ma3b in bulk no 50 kr
y 604Kax cTasnieBux
3aKPUTUX KpULLKaMmn
3 3aTUCKHUM
KinbLem

ToBapucTso 3
obmexeHor
BiANOBIAA/IbHI
cTHO
"GapmaueBTu
YyHa KoMMaHis
"3p0pos'a”

YkpaiHa

ToBapucTBO 3
0bMexeHo
BiANOBifa/IbHICTIO
"®apmMaLeBTnyYHa
KoMnaHis
"3popos'a”

YkpaiHa

BHECEHHSA 3MiH [0 peecTpavyiiiHux maTtepianis: 3MiHu | Tuny: 3MiHK 3
SKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHa
po3Mipy cepil (BkroYatoun dianaszoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (iHLWi 3MiHK) (BBEAEHHSA AOAATKOBOrO PO3Mipy
cepii npenapary 45 gitoyoro uexy ®XL,y 38'A3Ky 3 BBEAEHHSM
HOBOro BMAy nakyBaHHs in bulk no 50 kr y 604kax cTaneBux;
BMKNAAEHHS 3aTBEpKEHNX PO3MIpIB Cepii 3 3a3HaYEHHSIM Y THC.
yNakoBOK B TEOPETUYHOMY PO3PaxyHKy (415 HOBOI ynakoBku no 100
r'y Ty6i); 3miHun | Tuny: 3miHu 3 siKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/3akynoptoBasibHUii 3aci6. 3MiHa po3mipy
YyMaKkoBKM rOTOBOTO J1iKapCbKOro 3acoby (iHLwi 3miHu). CynyTHs
3MiHa: 3MiHW 3 AKocTi. F0TOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWIA 3aci6. 3MiHa Yy NepBUHHIl ynakoBLj
roTOBOrO /iKapCbKOro 3acoby (Tun KoHTelHepa abo Ao4aBaHHs
HOBOrO KOHTelHepa) - TBepAi, M'sKi Ta HeCTepUIbHI pifki nikapcbki
hopmu 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akynoptoBasibHMIA 3aci6. 3MiHa nocTavyaibHUKa
nakyBaslbHVX MaTepiaiB abo KOMNNEKTYOUMX (SKLLO 3a3HaYeHO B
[ocbe) (3aMiHa abo foAaBaHHA NocTavya/lbHUKA), BBEAEHHS
[04aTKOBOI ynakoBku in bulk no 50 kr B 604kax cTasieBux, 3aKpuTmx
KpYLLKaMK 3 3aXMCHUM KiflbLLleM HOBOTO BMpoGHUka Fa. Muller
GmbH, Germany 3 BiANOBIAHUMY 3MiHAMW Y P. «YNaKkoBka». 3MiHN
3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. CTabifbHICTb. 3MiHa Y
TepMiHax NpuAATHOCTI abo ymoBax 36epiraHHsi roToBOro
nikapcbkoro 3acoby (iHLi 3MiHN) (Y 3B’A3KY 3 BBEEHHSAM YNaKkoBKW
in bulk no 50 kr B 604kax cTaneBux, 3aKpUTUX KpULLKaMu 3
3aXMCHMM KiflbLIeM BHOCSTBCS 3MiHW Y p. «TepMiH NpuaaTHOCTI» (3
2-X pokiB A0 6-TK MicsiLiB)

UA/15769/01/01

59.

KAOCINA®

MOPOLLIOK ASIst
KOHLUeHTpaTy Ans

PO34nHy ansi
iHdpysii no 100 mr, 1

®.XodhdpmaHH-
Na Pow NTA4.

LLiBefuapi
A

Brpo6HMLTBO
Hepo3gacoBaHo!
NPOAYKLT,
nepBuHHE

CLlA/
LLiseiiuapisi/
HimeuunHa

BHECEHHS 3MiH 40 peecTpauiiiHux matepiasis: 3MiHu |l Tuny - 3MiHN
wopo 6e3neku/edpekTMBHOCTI Ta hapmakoHarnsagy. 3MiHu y
KOPOTKili XapaKkTepucTuL,i Nikapcbkoro 3acoby, TEKCTI MapKyBaHHs
Ta iHCTPYKUIii 4719 MEANYHOIO 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM

3a
peyenmom

UA/13770/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
hNakoH 3 NOPOLLKOM nakyBaHHs: LaHUMW 3 AKOCTI, AOKNIHIYHUMUN, KAIHIYHUMY AaHUMKW Ta JaHMK 3
B KQpPTOHHI kopobLyi MaTeoH hapmakoHarnsgy (3mMiHu A0 iHCTPYKLIT y po3ginu: "dapMakonoriyHi
MaHydeKkTypuHr BnacTmsocTi”, "Ocob6mBoCTi 3acTocyBaHHs", "Crocib 3acTocyBaHHs
Cepsicus, J11Ci, Ta fosun", "TMo6iuHi peakyii™) (TepmiH BBEAEHHSA 3MiH NPOTArom 6-Tn
CLA; MicsLiB NicnsA 3aTBEpAYKEHHS); 3MiHM | TUNY - 3MiHW 3 AKOCTI.
®.XodhdpmaHH-/15 ["OTOBWIA Nikapcbkuii 3aci6. KOHTPO/b roTOBOro NikapcbKoro 3acoby.
Pow Ntg, 3MiHa y MeTogax BUNpobyBaHHSA roTOBOrO JliKapCbKOro 3acoby (iHwi
Lseliyapis; 3MiHM y MeToAax BUNpobyBaHb (BKIoUakoun 3amiHy abo
BTopuHHe [IONOBHEHHS) (BBEAEHHA [,04aTKOBOrO MeToAy CnekTpodpoToMeTpil
nakyBaHHs: y 6/1MKHIN iHcbpayepBoHili o6nacTi 3a nokasHUkoMm “"BmicT Boan" (EP
®.XothbdpmaHH-/15 2.2.40.) (TepmiH BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
Pow Ntg, 3aTBepMAKeHHS); 3MiHu Il Tuny - 3MiHK 3 AKoCTi. [OTOBWIA NikapcbKumii
Lseiiyapis; 3aci6. 3MiHM y BUpO6HUMLTBI. 3aMiHa abo BBeAEHHA 0,0AATKOBOI
Bunpo6yBaHHs AiNbHWL| BUPOOHULTBA 4718 YaCTVHN abo BCbOro BUPOGHMYOro
KOHTPO/O AKOCTI: npoLecy roToBOro Nikapcbkoro 3acoby (AiNbHMLA, Aka BUMarae
Pow ®apma Arl, npoBeAeHHs NepBUHHOI NepeBipkn BUPOGHULTBA abo nepeBipku
HimeuunHa,; BMPOBHMLTBA KOHKPETHOrO rOTOBOIO J1iKapCbKOro 3acoby)
Pow AiarHocTukc (BBeaeHHsA ainbHuLi ®.XoddmaHH-/15 Pow /T4, LWBseliuapis
'M6X, HimeuyuunHa,; (Bypwmicser CH-4303 KalicepayrcT, LLIBeliuapist), sika 34jiicHI0E
®.XothbdpmaHH-/15 BMPOGHULITBO Hepo3dhacoBaHOi NPOAYKLi Ta NEPBUHHE NakKyBaHHS
Pow NTg, 'N3) (TepmiH BBEAEHHA 3MiH NPOTArom 6-Tv MicALiB nicns
Lseiiyapis; 3aTBEPMAKEHHST); 3MiHM Il TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkumii
Bunyck cepii: 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
®.XodhdpmaHH-/15 CTOCYHTbCS BUMYCKY cepii Ta KOHTPOJIH0 AKOCTi FOTOBOro
Pow Ntg, nikapcbKoro 3acoby (3amiHa abo fofaBaHHA BUPOGHYMKA, LLLO
LLiBefuapis BiANOBiAae 3a BBE3€HHA Ta/abo BMNyck cepii) - Bkaoyaroun
KOHTpO/b/BUNPOBYBaHHA cepii A1 Nikapcbkoro 3acoby
6i0N10riYHOro/iMyHONONYHOTO NOXOKEHHS Ta OfMH 3 MEeTOLIB
aHasi3y, L0 3aCTOCOBYETLCA Ha AiNbHULI, €
6i0N0ri4YHYM/IMYHONOTIYHUM/ IMYHOXIMIY4HUM MEeTOA0M (BBEAEHHS
AinbHuUi ®.XodpmanH-N1a Pow fTg, Weeliyapia (Bypmicser CH-
4303 KaiicepayrcT, LUBeiuapis), Ska 34ilicHI0e BUNPOOYyBaHHSA
KOHTPOJIO SIKOCTi Ta BUBYEHHS CTabinbHOCTI) (TepMiH BBEAEHHS
3MiH NPOTArom 6-TM MICALIB NiC/A 3aTBEPAKEHHS)
60. KAACINA® NOPOLLOK A5 ®.XodhchbmaHH- | LUBeiiuapi Bupo6HMLTBO cLa/ BHECEHHS 3MiH [0 peecTpauiliHnx MaTepiasis: 3miHu |l Tuny - 3MiHn 3a UA/13770/01/02
KOHUEHTparty A5 Na Pow NTa, A Hepo3gacoBaHo| Lseiiuapis/ wono 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy. 3MiHu y peuyenmom
pO34UMHYy ANns NPOAYKLT, HimeuunHa KOPOTKili XapakTepucTuL,i Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
iHdpysili no 160 wmr, 1 nepBrHHE Ta IHCTPYKUiT 4151 MeANYHOro 3acTOCyBaHHS Y 3B’AA3KY i3 HOBMMMU
hnakoH 3 NOPOLLKOM nakyBaHHs: LaHUMW 3 AKOCTI, AOKNIHIYHUMUN, KNIHIYHUMY JaHUMK Ta JaHMK 3
B KapPTOHHIiA KOpOGLi MaTeoH hapmakoHarnsagy (3mMiHu [0 iHCTPYKLUITy po3ginu: "dapMakonorivHi
MaHydhekTypuHr BnactuBocTi", "Oco6amBOCTi 3acTocyBaHHS", "Cnoci6 3acTocyBaHHS
Cepsicus, J11Ci, Ta po3u", "Mo6iuHi peakuyii”) (TepMiH BBeAEHHS 3MiH NPOTArom 6-Tn
CLA; MicALiB NicnsA 3aTBepAKEHHSR); 3MiHM | TUNy - 3MiHW 3 AKOCTI.
®. XodpchpmaHH-/151 [oTOBWIA Nikapcbknii 3aci6. KOHTPO/Ib FOTOBOIO NiKapCbKOro 3acooy.
Pow Ntg, 3mMiHa y MeTogax BUNpo6yBaHHSA roTOBOro /ikapcbKoro 3acoby (iHLi
Lseiiyapis; 3MiHM Y MeToAax BUNpobyBaHb (BKIKOYaoUuM 3amiHy abo

BTopuHHe

[ONOBHEHHS1) (BBEAEHHA A0AATKOBOro MeTofy cnekrpodoTomeTpii
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
nakyBaHHs: y 6/1MKHIN iHcbpayepBoHili o6nacTi 3a nokasHukom “"BmicT Boan" (EP
®.XothbdpmaHH-/15 2.2.40.) (TepmiH BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
Pow NTg, 3aTBepMAKeHHS); 3MiHu Il Tuny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKumii
Lseiiyapis; 3aci6. 3MiHM y BUpO6HUMLTBI. 3aMiHa abo BBeAEHHSA [,0AATKOBOI
BunpobyBaHHs AiNbHWL| BUPOBHULTBA 4718 YaCTVHN abo BCbOro BUPOGHMYOro
KOHTPO/O AKOCTI: npoLecy roToBOro Nikapcbkoro 3acoby (AiNbHULA, Aka BUMarae
Pow ®apma Arl, npoBeAeHHS NepBUHHOI NepeBipkn BUPOGHULTBA abo nepeBipku
HimeuunHa,; BMPOBHMLTBA KOHKPETHOrO rOTOBOIO J1iKapCbKOro 3acoby)
Pow fiarHocTukc (BBeaeHHsA ainbHuui ®.XoddmaHH-/15 Pow /T4, LWBseliyapis
'M6X, HimeuyuunHa,; (Bypwmicser CH-4303 KalicepayrcT, LLIBeliuapist), sika 34jiicHI0e
®.XothbdpmaHH-/15 BMPOGHMLITBO Hepo3dhacoBaHOi NPOAYKLi Ta NEPBUHHE NakKyBaHHS
Pow Ntg, 'N3) (TepmiH BBeAEHHA 3MiH NPOTArom 6-Tv MicALiB nicns
Lseiiyapis; 3aTBEPMAKEHHST); 3MiHM Il TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
Bunyck cepii: 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
& . XodhdpmaHH-/15 CTOCYHTbCS BUMYCKY cepii Ta KOHTPOJIH0 AKOCTi FOTOBOro
Pow Ntg, nikapcbKoro 3acoby (3amiHa abo fofaBaHHA BUPOGHYMKA, LLLO
LLisefuapis BiANOBiAae 3a BBe3€HHA Ta/abo BMNyck cepii) - Bkaoyaroun
KOHTpO/b/BUNPOBYBaHHA cepii A1 Nikapcbkoro 3acoby
6i0N10riYHOro/iMyHONONYHOTO NOXOKEHHS Ta OfMH 3 MEeTOLIB
aHasisy, L0 3aCTOCOBYETLCA Ha AiNbHULI, €
6i0N0ri4YHYM/IMYHONOTIYHUM/ IMYHOXIMIY4HUM MEeTOA0M (BBEAEHHS
AinbHuUi ®.XodpmanH-N1a Pow fTg, Weeliyapia (Bypmicser CH-
4303 KaiicepayrcT, LUBeuapis), Ska 34ilicHi0e BUNPoOYyBaHHSA
KOHTPOJIO SIKOCTi Ta BUBYEHHS CTabinbHOCTI) (TepMiH BBEAEHHS
3MiH NPOTArom 6-TM MICALIB NiC/A 3aTBEPAXKEHHS)
61. KANEHAYNN KBiTKM No 25 1, no 50 NAT YkpaiHa MAT "/ly6Hndhapm” YKpaina BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 6e3 UA/8282/01/01
KBITKA Iy naykax 3 "Ny6Hnchapm” AAMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecy Micus peyenma
BHYTPILLHIM NpoBaPKEHHS AiSNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
naketom, no 1,5ry nNiKapcbKoro 3acoby, BK/IOUaUmM 4isibHULi BUNYCKY cepii abo micue
inbTp-naketTax Ne NpoBeAEeHHS KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
20 y naykax BMPOGHMK/iMNOpPTEp, BK/OUAOUM BUNYCK cepili) (3MiHa aapecu
BMPO6HMKA, 6€3 3MiHW Micusi BUPOOHULTBA.(MepeiiMeHyBaHHS BY/1.
MeTpoBcbkoro Ha By/. BapeiHkoBa) (TepmiH BBEAEHHSA 3MiH
NPOTAroM 6-T MICALIB MICNA 3aTBEPKEHHS); SMiHM | TUnY -
AZMIHICTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs1) (3miHa agpecu
3aaBHVKa) (TepMiH BBEEHHS 3MiH NPOTArom 6 -Tu MicALiB nicns
3aTBEPKEHHS)
62. KANEHAYNN Masb 1o 25 ry Tybax TOB "AKnM YkpaiHa TOB "AKnM YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/3042/02/01
MA3b Ne 1y nauui "dapmaueBTu "®apmMaLeBTnyHa AAMIHICTPaTUBHI 3MiHW. BUnyyeHHs BUPOOGHNYOI AinbHUL peyenma
yHa habpuka" thabpuka" (Bkntovaroum ginbHuLi ans APl NPOMiKHOTO NpoAyKTy abo roToBoro

nikapcbKoro 3acoby, AiNbHuLi 418 NPOBEeAEHHS NakKyBaHHS,
BMPOGHMKA, BiNOBIAAIBHOMO 3a BUMYCK Cepil, MicLie NPOBEEHHS
KOHTPO/II0 cepil) abo nocTayasnbHyKa BUXIGHOTO Matepiasny,
peareHTy ab0 [JONOMiXHOI pe4OBUHY (SKLLO 3a3Ha4YeHO Y 0CbE)
(BUNYYEHHS BUPOGHMYOI [ibHULL TOTOBOTO SliKapcbKoro 3acoby Ta,
AK HAC/IfOK, BUIYYEHHS MapKyBaHHS A1 AiNbHULI TOTOBOrO
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
nikapcekoro 3acoby TOB «[KIM «PapmaueBTnyHa habprikar»
Ykpaina, 10014, m. XXvtomup, BYy/. JIepMOHTOBCHKa, 5)
63. KANEHAYNN HacTolika ans NAT YkpaiHa MAT "ly6Hucbapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/6780/02/01
HACTOWKA 30BHILUHLOrO Ta "Jly6HMhapm" AAMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo agpecu Micus peyenma
BHYTPILUHLOTO NPOBaYKEHHS AiSi/IbHOCTI BUPOBHMKa/imnopTepa roToBoro
3acTocyBaHHs rno 40 nikapcbKoro 3acoby, BKIOUaKUM AinbHNLj BUNYCKy cepii abo micue
M abo no 50 mny npoBeAeHHS KOHTPOSIO AKOCTI. (AiANbHICTb, 3a AKy Bignosigae
dhnakoHax BMPOGHMK/IMMOpTEpP, BK/IOYAKOUN BUMYCK Cepiii) (3MiHa agpecu
BMPOGHMWKa, 6e3 3MiHM Micus BUpOGHULTBA. (MepeiiMeHyBaHHs BYy/.
MeTposcbkoro Ha Byn. bapsiHkoBa) (TepMiH BBEAEHHSA 3MiH
NPOTAroM 6-TW MICALB NiCIA 3aTBepPAKEHHS); 3MiHuM | Tuny -
AnMiHiCTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHyKa peecTpaLiiHoro nocBigyeHHst) (3MiHa agpecu
3asBHMKA) (TepMmiH BBeAEHHS 3MiH NpOTArom 6 -Tu MicauiB nicas
3aTBEPAKEHHS)
64. KAHECIOP® Masb Ans Baiiep Lseliuapi Brpo6HMK Himeuunna/ BHECEHHSA 3MiH 10 peecTpauiiiHux maTtepianis: 3MiHu | Tuny - 6e3 UA/6241/01/01
HABIP 30BHILUHLOIO KoHcblomep A NPOMDKHOI CyMiLLIi: Icnanis/ AAMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus peyenma
3aCcToCyBaHH4, No Kep Al Baiiep ®apma Ar, NpoBapKEHHS AiS/IbHOCTI BUPOBHMKa/imnopTepa roToBoro
10 ry 1y6i 3 HimeuunHa; nNikapcbKoro 3acoby, BKIOYaun AinbHULi BUNYCKY cepii abo micue
[03aTopoMm, Brpo6Huk in-bulk; NpoBeLEHHS KOHTPOJTIO SKOCTI. (4iANbHICTb, 3a AKy BignoBifae
CMYXKamu nepBrHHE Ta BMPOGHUK/IMNOPTEP, HE BK/IKOYAKUM BUNYCK cepiil) (NpuBeAeHHS
BOJOCTIliKOro BTOPUHHE Ha3BW Ta agpecy BUPOGHWKIB 13 4O OpUriHa/IbHUX [OKYMEHTIB
nnactupy Ne 15, nakyBaHHs; BMPO6HUKIB (JliLleH3ii Ha BUpPOOHNLTBO); 3MiHu | TNy -
CKpebKoM ANs HIrTiB KOHTPO/Ib SIKOCTI; AAMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecy Micus
Ne 1y kopobui BUPOBHUK, NpoBaYKEHHS AiS/IbHOCTI BUPOGHMKa/imnopTepa roToBoro
BiANOBIga/IbHUIA 32 nikapcbKoro 3acoby, BKIOUaKUM AiNbHNLj BUMYCKy cepii abo micue
BUNYCK cepil: NpoBeAeHHS KOHTPOSII0 AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
KepH ®apma C.J1., BMPOGHMK/iIMMOPTEp, BK/IOYAOUMN BUMYCK Cepiii) (NpuBeaeHHs
Icnanis; appecy Brpo6Huka KepH ®apma C.J1., Icnanis y BignoBigHicTb 4o
[opaTkosi BrCHOBKY 010 NiATBEPAKEHHS BiANOBIAHOCTI BUPOGHULTBA
BMPOGHWKN ANs NiKapcbKnx 3aco6iB BUMOram Has1eXHOi BUPOOGHNYOT NpaKTUKu
cTagii BTOPUHHOrO (GMP), BugaHoro [lepxaBHo0 Cry>60t0 YKpaiHu 3 flikapCbkux
nakyBaHHs 3aco6iB); 3MiHu | TUNY - 3MiHK 3 SIKOCTI. FOTOBWMIA NiKapcbkuii 3aci6.
roTOBOrO NPOAYKTY: 3MiHn y BUPO6HMLTBI. 3amiHa abo BBeAEHHS [0AAaTKOBOI AiNbHUL
Ciceam, C.A,, BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOGHMYOrO npouecy
IcnaHis; roTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHWM) (3a3Ha4YeHHs OyHKL
Hosadhapm NAB, Ans BUpo6HuKiB N3 - Baiiep ®apma Al, HimeuyunHa (BUPOGHUK
C.J1., IcnaHis; nNpoMikHOI cymiuli); KepH ®apma, C.J1., IcnaHis (BMPOGHMLTBO in
Na6opaTtopi bulk, nepB1MHHE Ta BTOPUHHE NakKyBaHHS, KOHTPO/1b SKOCTI, BUMYCK
®yHpauio JAY, cepii); 3minu | TMNY - 3MiHK Wo0 6e3nekn/edhekTMBHOCTI Ta
Icnanis thapmakoHarnsgy (iHwi 3miHn) (3amiHa rpadiyHOro 306pakeHHs
YNaKoBKN Ha TEKCT MapKyBaHHSA A5 NEPBUHHOI Ta BTOPUHHOI
yMakoBKM y 3B’A3KY 3 NPUBELEHHAM Y BignoBigHicTb Ao Hakasy MO3
Ykpainn Ne 426 Big 26.08.05 (y pegaxuii Hakazy MO3 Ykpainu
Ne460 Big 23.07.2015 p.)
65. KAHTAB TabneTkn no 32 mr HOBEN INAY TypeyunH HOBE/ IJ1AY TypeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiaulis: NPUBEAEHHNA Y 3a UA/13921/01/01
Neo 28 (14x2), Ne 56 CAHAI BE a CAHAI BE BiANOBIAHICTb A0 peecTpauiliHNX MaTepiasiB HaNUCaHHA peyenmom
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

(14x4), Ne 84 (14x6)
y 6nictepax

TIOXAPET
A.LL.

TIOXAPET A.LL.

ynakoBku B Haka3i MO3 YkpaiHu Ne 1429 Big 30.12.2016 B
npoueci BHECEHHA 3MiH - 3MiHV | Tuny - AAMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecu 3asBHKKa (BNacHuKa
peecTpadiiHoro noceigyeHHst) (3mMiHa agpecu 3asBHuKa) (6y/10 -
No28 (14x2), No56 (14x4), Ne98 (14x7) y bnicmepax)

66.

KAPBUAEKC®

TabneTku, BKPUTI
nNiBKOBOO
060/10HKOM, NO 6,25
mr Ne 20 (10x2) y
cTpunax

O-p Peppi'c
Nab6opaTtopic
nrg

IHais

[O-p Peppi'c
Na6opaTopic /T4,
Bupo6Hnua
AinbHuuA - 11

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Trny - 3miHu
Loao 6e3snekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3MiHKn)
(3amiHa rpadoiuHOro 306paXkKeHHs1 yNakoBKM Ha TEKCT MapKyBaHHSsI
019 NePBUHHOT Ta BTOPUHHOT YNAKOBKM Y 3B’A3KY 3 NPUBEAEHHAM Y
BignosigHicTb go Hakasy MO3 Ykpainn Ne 426 Big, 26.08.05 (y
pegakuii Hakasy MO3 Ykpainn Ne460 Big 23.07.2015 p.) (TepMiH
BBEJEHHS 3MiH MPOTAroM 6 -T1 MicsLIB NiCNSA 3aTBEPKEHHS);
3MiHK | TUNY - AgMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo
agpecu Micus NPoBaKEHHS AisNbHOCTI BUPOOHMKa/imnopTepa
roTOBOrO NikapCbKoro 3acoby, BKIYaUn AiNbHULL BUMYCKY cepil
abo micue NpoBefeHHs1 KOHTPOJIO AKOCTI. (AiANbHICTb, 3a AKY
BiAMOBiAa€ BUPOOHMK/IMNOPTEP, BKAOUAKOUM BUMYCK Cepiit) (3MiHa
aapecy BUpo6Hvka MN3 (nepeiimeHyBaHHs wtaty AHgpa MpageLy
Ha TenaHraHa), Ta NpUBEAEHHS HaliMeHyBaHHS BUPOGHMKA Y
BiAMNOBIAHICTb 4O BUCHOBKY LLOAO MiATBEPO)KEHHS BigNOBIgHOCTI
BMPOGHULITBA NiKAPCbKNX 3aC06IB BUMOTraM HasleXHOI BUPOOHUYOI
npakTukm (GMP), BugaHoro lepxasHoto cnyx60t0 YKpaiHu 3
NiKkapcbKknx 3acobis, 6€3 3MiHN Micus BUPOOHMLTBA 3 BignoBigHMMMN
3MiHamMu B TeKCTi MapkyBaHHS) (TepMiH BBEleHHA 3MiH NPOTArom 6
-TW MicsliB nicna 3aTeepmpkeHHs); 3MiHu | TUNY - AgMiHICTpaTUBHI
3MiHM. 3MiHa HaliMeHyBaHHS Ta/abo agpecy 3asiBHMKA (BNacHuKa
PeECTpaL|iiiHOro NoceiAYeHHs) (3MiHa aapecy 3asiBHMKA)

3a
peyenmom

UA/8820/01/01

67.

KAPBULEKC®

TabneTtkn, BKpUTI
NNiBKOBOIO
060/10HKO10, Mo 12,5
mr Ne 20 (10x2) y
cTpvnax

[-p Peppj'c
NabopaTtopic
nrp

IHais

f-p Pegpi'c
Na6opaTopic /174,
BupobHmua
AinbHnus - 1

IHais

BHECEHHS 3MiH [0 peecTpavliiiHnx matepianis: 3MiHn | TUNy - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHn)
(3amiHa rpadpiyHOro 306paXKeHHs1 yNnakoBK/ Ha TEKCT MapKyBaHHS
0151 NEPBMHHOT Ta BTOPUHHOI YNaKOBKW Y 3B’A3KY 3 NMPUBEAEHHAM Y
BignosigHicTb fo Hakasy MO3 Ykpainu Ne 426 Big 26.08.05 (y
pepakuii Hakazy MO3 Ykpainn Ne460 Big 23.07.2015 p.) (TepMmiH
BBE/IEHHS 3MiH MPOTAroM 6 -TW MicALiB NICNSA 3aTBEPAYKEHHS);
3MmiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
aapecy MicLs NPoBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
rOTOBOrO /1iKapCbKOro 3acoby, BKUYaoumn AiNbHUL BUNYCKY cepii
abo micue NpoBefeHHs KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBiAae BMPOGHMK/iMNOpTEpP, BK/IOUaOUM BUMYCK cepiid) (3MiHa
anpecu Bupo6Huka M3 (nepelimeHyBaHHs wTaty AHgpa MpageLw
Ha TenaHraHa), Ta NpUBeAEeHHs HaliMeHyBaHHS BUPOOHMKa Y
BiAMNOBIAHICTb 4O BUCHOBKY LLOAO NiATBEPIKEHHS BifgNoBigHOCTI
BMPOGHULITBA NiKAPCHKNX 3aC06iB BUMOraM HauleXHOI BUPOOHUYOI
npakTukn (GMP), BugaHoro [lepxaBHot cnyx60t0 Ykpaiiu 3
nikapcbKnx 3acobiB, 6€3 3MiHK MicLs BUPOOHMLITBA 3 BiANOBIAHUMM
3MiHamu B TEKCTi MapkyBaHHs) (TepMiH BBELEHHS 3MiH NPoTArom 6
-TV MicsILiB Nicns 3aTBepAKeHHs); 3MiHM | Tuny - AAMIHICTpPaTUBHI

3a
peyerimom

UA/8820/01/02
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Ne

Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo afpecy 3asiBHMKA (B/lacHUKa
peecTpaLiiHoro nocBigyeHHs) (3MiHa agpecu 3asBHUKa)
68. KAPBUAEKC® TabneTku, BKPUTI O-p Peppi'c IHais [O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Trny - 3miHu 3a UA/8820/01/03
NNiBKOBOIO Nab6opaTtopic Na6opaTopic /T4, Lofo 6e3nekun/edpekTMBHOCTI Ta dhapmakoHarnsgy (iHLwi 3miHm) peuenmom
060/10HKO10, M0 25 NTp, Bupo6Hnua (3amiHa rpadoiuHOro 306paXKeHHs1 yNakoBKM Ha TEKCT MapKyBaHHSI
mr Ne 20 (10x2) y AinbHuuA - 11 019 NePBUHHOT Ta BTOPUHHOT YNAKOBKM Y 3B’A3KY 3 NPUBEAEHHAM Y
cTpunax BignosigHicTb go Hakasy MO3 Ykpainu Ne 426 Big, 26.08.05 (y
pegakuii Hakasy MO3 Ykpainn Ne460 Big 23.07.2015 p.) (TepMiH
BBEJEHHS 3MiH MPOTAroM 6 -T1 MicsLIB NICNSA 3aTBEP)KEHHS);
3MiHK | TUNY - AgMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo
agpecy Micus NpoBaKEHHS AisNIbHOCTI BUPOOHMKa/imnopTepa
roTOBOrO NikapCbKoro 3acoby, BK/IYaUn AiNbHULL BUMYCKY cepil
abo micue NpoBefieHHs1 KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBiAa€ BUPOOHMK/IMNOPTEP, BKAOUAKOUM BUMYCK Cepiit) (3MiHa
appecy BUpo6Hvka MN3 (nepeiimeHyBaHHs wtaTty AHapa MpageLw
Ha TenaHraHa), Ta NpUBEAEHHS HaliMeHyBaHHS BUPOGHMKA Y
BiAMOBIAHICTb 4O BUCHOBKY LLOAO MiATBEPOKEHHS BifgNOBIgHOCTI
BMPOGHULITBA NiKAPCbKMNX 3aC06IB BUMOTraM HasleXHOI BUPOOHUYOI
npakTukm (GMP), BugaHoro [lepxasHoto cnyx60t0 YKpaiHu 3
NiKkapcbKknx 3acobis, 6€3 3MiHK MicuUs BUPOOHMLTBA 3 BignoBigHMMMN
3MiHamMu B TeKCTi MapkyBaHHS) (TepMiH BBELEHHA 3MiH NPOTArom 6
-TW MicsliB nicna 3aTeepmpkeHHs); 3MiHu | TUny - AgMiHICTpaTUBHI
3MiHM. 3MiHa HaliMeHyBaHHS Ta/abo agpecy 3asiBHMKA (BNacHuka
pPeECTpaL|iiiHOro NoceiAYeHHs) (3MiHa aapecy 3asiBHMKA)
69. KNOBECKIH Kpem 0,05 % no 25 r ToBapucTeo 3 YKpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [J0 peecTpaviiiHnx maTepianis: 3miHu | Tuny: 3MiHn 3 3a UA/13134/01/01
y Ty6ax Ne 1 o6MexeHo BMPOGHMLITBA, AKocTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Yy BUPOOHULTBI. 3MiHA peyenmom
BiANOBIAA/IbHI KOHTPO/Ib SIKOCTI, iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY Cepii Ta KOHTPO/I0
CTiO BUMYCK Cepii: AKOCTI FOTOBOrO NiKapCbKoro 3acoby (3amiHa abo foAaBaHHSA
"®apmaueBTu ToBapucTBo 3 AiNbHWLI, Ha AKil 34iACHIOETLCS KOHTPOL/BUMPOGYBaHHS cepii)
YHa KoMMaHis 06MeXeHo (BBEAEHHA A0AATKOBOI AinbHULI 13: TOBApUCTBO 3 0OMEXEHO
"3p0pos'a” BiANOBIAA/TbHICTIO BignosiganbHicTio "®PAPMEKC I'PYT", YkpaiHa (KOHTpOsIb SKOCTI)
"®bapmaueBTuyHa (TepmiH BBeZEHHSI 3MiH MPOTAroM 3-x MicAUiB nicns
KOMnaHis 3aTBEPMAXKEHHS); 3MiHN | TUNY: 3MiHM 3 AKOCTi. TOTOBWIA NlikapcbKuii
"3p0pos'a”, 3aci6. 3miHM y BUpobHULTBI. 3amiHa abo BBeAEHHS A0A4aTKOBOT
YkpaiHa; OiNbHWLI BUPOOHULTBA 4718 YaCTUHN abo BCbOro BUPOHGHMYOro
BCi cTagii npoLiecy rotToBoro Nikapcbkoro 3acoby (AinbHMULSA, Ha SKil
BMPOGHMLITBA, npoBoAATLCA 6yAb-AKi BUPOOHWYI CTagjl, 3a BUHATKOM BUMYCKY
BUMYCK cepii: Cepiii, KOHTPO/IO AKOCTi, NEPBUHHOMO Ta BTOPMHHOTO MaKyBaHHS,
ToBapucTBO 3 [ONsi HeCTepU/IbHUX NiKapcbkux 3aco6iB) (BBEAEHHS [04AaTKOBOT
06MeXeHo AinbHuU M/1® BUpo6HMKa TOBapUCTBO 3 06MEXEHOHD
BigNoBiga/IbHICTIO BiANOBiAabHICTIO "PapmaveBTryHa KOMNaHis "3g0pos'a” (agpeca:
"®apmaveBTnyHa YkpaiHa, 08300, Kuiscbka 0611., M. Bopucnine, Byn. LLieBYeHka,
KoMnaHis 6ya.100, nit. B-1l (kopnyc 4) BignosiganbHOI 3a yci BUpo6HWYI cTagii
"3p0pos'a”, (y TOoMy 4mcni nepBMHHE Ta BTOPMHHE NakyBaHHA) Ta BUMYCK Cepii,
YkpaiHa,; 3a BUHATKOM KOHTPOSO AKOCTI /13 fo 3aTBEpAXEHOI AiNbHUL

KOHTPO/Ib SIKOCTI:
ToBapucTtso 3

MPN®CIA (uex ®XL) TOB "dapmaLeBTuyHa KoMnaHis
"3a0poB's'(agpeca: YkpaiHa, 61013, M. XapkiB, By. LLleByeHka, 22)
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

06MexeHo
BiANOBIAA/TIbHICTIO
"®APMEKC Irpy1",
YKpaiHa

(BCi cTagji BUPOOHULITBA, KOHTPOb SAKOCTI, BUMNYCK cepii). CynyTHsA
3MiHa: 3MiHM 3 AKOCTi. [0TOBWIA NikapcbkWii 3aci6. 3MiHK Y
BMPO6HMLTBI. 3amiHa ab0 BBeAEHHS [,0AaTKOBOI AiNbHUL

BMPOGHMLITBA [/151 HACTWHM abo BCbOro BUPOGHMYOro npoLiecy
rOTOBOrO /iKapCbKOro 3acoby (AiNbHULSA 4718 NEPBUHHOIO
nakyBaHHs); 3MiHM 3 AKOCTi. F0TOBWIA NiKapcbkuii 3aci6. 3MiHW y
BMPOOHULTBI. 3amiHa abo BBeEHHS [0AATKOBOI AiNbHUL
BMPOBGHMUTBA 4151 YacT1HM abo BCbOro BUPOGHMYOro npoLecy
roTOBOrO /liKapCcbKoro 3acoby (AiNbHULA 415 BTOPUHHOIO
nakyBaHHs) (BBeAeHHS A0AAaTKOBOT AinbHULI MJ/1® BUPOGHMKa
ToBapncTBO 3 06MEXEHOI0 BiAMNOoBifasIbHICTIO "dapmaLeBTUYHa
KomnaHia "3gopoB'a” (agpeca: YkpaiHa, 08300, Kuiscbka 0611., M.
Bopwucnine, Byn. LLeBueHka, 6ya.100, nit. B-1I (kopnyc 4)
BiANOBIAA/IbHOI 3a yCi BUPO6HMUI cTagji (Y TOMy uncni nepBuHHe Ta
BTOPVHHE NakKyBaHHA) Ta BUMYCK Cepii, 38 BUHATKOM KOHTPO/IIO
aKocTi [N13 go 3arBepaxeHol AinbHuui MP/1®CIA (uex ®XL) TOB

"®apmaLeBTUYHa komMnaHia "3gopos'a“(agpeca: YkpaiHa, 61013, m.

Xapki, Byn. LLleBueHka, 22) (BCi cTagji BUpOOHULITBA, KOHTPO/Tb
SIKOCTI, BUNYCK cepif); 3miHun | Tuny: 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOJIt0 SIKOCTi FOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHW) -BBeAEHHA A0AATKOBOI AiNbHULL
M/1® BMpo6HMKa TOBapMCTBO 3 0OMEXEHOIO BiAMOBIAA/TLHICTIO
"apmaueBTYHa KoMNaHia "3popos'a” (agpeca: Ykpaina, 08300,
KuiBcbka 061., M. Bopucninb, Byn. LLeBueHka, 6ya.100, nit. B-11
(kopnyc 4) BignosiganbHOT 3a BUMYCK cepii 40 3aTBepAKEHOI
pinbHUUi MPN®CIA (uex ®XL) TOB "dapmaueBT1YHa KOMNaHis

"3popoB'sa‘(agpeca: YkpaiHa, 61013, m. Xapkis, Byn. LeBueHka, 22)

(Bci cTagii BMpo6GHMLTBA, KOHTPOb AKOCTI, BUMYCK cepii); 3MiHu |
TMny: 3MiHM Woao 6e3nekn/edeKTMBHOCTI Ta hapMakoHarisgy
(iHWi 3miHW)(3amiHa 3aTBEpPKEHOr0 rpadoiyHoro 306paXeHHs Ha
OHOBJ/IEHUIA TEKCT MapKyBaHHS NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs) (TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MiCALiB nicns
3aTBEPAKEHHS)

70.

KONAPEKC®
MEHTON
AKTUB

MOPOLLOK A5
OpasIbHOrO PO3YMHY
no 10 nakeTukis 3
MOPOLLKOM B
KapTOHHIA KopooLi

nakcoCmiTKn
aiH
KoHcblomep
Xenckep

Benuka
BpuTaHis

CwmiTKNsliH Bivem
C.A.

Icnanis

BHECEHHS 3MiH 0 peecTpayiiHnx martepiani: 3MiHK || Tuny - 3MiHK
[0 IHCTPYKUiT 719 MEAMYHOr0 3acTOCyBaHHA y po3aiu: "OcobnuBi
3axoam 6e3nekn", "B3aemogis 3 iHWMMUY NikapcbkuMKn 3acobamm Ta
iHWi BUAM B3aemogiii", "OcobnmnBocTi 3acTocyBaHHA", "Cnocio
3acTocyBaHHA Ta fo3n”, "lMepeno3yBaHHA";
3MiHM | TUNY - 3MiHK Woo 6e3nekn/ethekTMBHOCTI Ta
hapMakoHarnsgy - 3miHa rpadiyHux 306paxeHb NePBUHHOT Ta
BTOPWHHOI YNaKoBOK Ha TEKCT MapKyBaHHA NEPBUHHOT Ta BTOPUHHOT
ynakoBoK. BBefileHHA 3MiH NPOTArom 6-Tu MicauiB nicns
3aTBepAKEHHSA

6e3
peyenma

UA/13674/01/01

71.

KOMBIHUN®
N}

Kpansi OYHi/BYLLHi
nos5wmny
donakoHax-

CEHTICC
®APMA MBT.
N1,

IHais

CEHTICC ®APMA
MnBT. NTA.

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUMy -3miHa po3Mipy cepii (BKIuaoumn gianasoH po3mipy
cepii) - BBeAEHHS A04aTKOBOIO PO3Mipy cepii rOTOBOrO J1iKapCbKoro

3a
peyenmom

UA/11313/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
nocsi0O4YeHHs
KpanesbHULSX 3 3acoby Ha [04aToK 10 3aTBEPKEHOr0 Po3mipy cepii
KpULLIKOHO-
ckapudiikaTopom
Nel; y conakoHax 3
nNpo6Koto-
KpanesibHULEH i
KpuLikoro Nel
72. KOMAKCOH 40 PO34MH AN iH'EKLN, TeBa I3painb BMPOGHULTBO 3a I13pains/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/6307/01/02
40 mr/mn no 1 mn dapmaveBTika NOBHVM LMK/IOM: Benvka 3MiHM | TUMy - BBEAEHHSA ab0 3MiHM A0 y3ara/ibHEHUX AaHuX Npo peyenmom
PO34MHY B N lHpacTpi3 TeBa BpuTaHis/ cuctemy thapmakoHarnsay (BKUalum KOHTakTHI AaHi) Ta/abo
nonepegHsL0 nra. dapmaueBTiKa Higepnangu/ 3MiHM Yy PO3MiLLIEeHHI MacTep-haiina cuctemmn hapMakoHarisgy
HanoBHeHOMY IHpacTpi3 N14,, YropLmHa
Lwnpuui; no 1 13paine;

wnpuyy B 6nictepi;
no 12 wnpuuis B
KapTOHHiiA Kopo6Li

BMPOGHULTBO 3a
NOBHVM LMK/IOM:
ABEKC
dapmacboTrKan3
IOK, Benvka
BputaHis;
KOHTPO/b cepil
(ananiTnyHi
BUNPOGYyBaHHA Ta
BMBYEHHS
cTabinbHoCTI):
MnaHTekc N14,,
I13painb; KOHTPOsb
cepii (Ti/IbkK
Mikpob6ionoriyHe
TecTyBaHHs): TeBa
PapmaueBTikau
IHpacTpis N14.,
I13painb; KOHTPOsb
cepii (Ti/IbkK
6ionoriuHe
TecTyBaHHs): ABGiK
nra., 13painb;
KOHTpOb cepii
(noBHe
TeCTyBaHHS,
BK/IOYAKOUM Ha
CTEPUSIBHICTb Ta
6akTepiasibHi
€HI0TOKCUHK, ane
OKpiM 6iosioriyHoro
TeCTyBaHHs):
dapmaxewmi B.B.,
HigepnaHgw;
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
KOHTPOb cepil
(Tinbku GionoriyHe
TecTyBaHHs): AT
dapmaLleBTUYHNI
3aBog TEBA ,
YropumHa;
KOHTPOb cepil
(aHaniTnyHe
TecTyBaHHA Ta
BUBYEHHS
cTabinbHoCcTi): A3is
Kewmikan IHgacTpi3
N14., 13painb
73. KOPUHDAP® TabneTku TeBa I3painb MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/9756/01/01
NPOMIOHroBaHoI Al dapmacbioTika £,.0.0. 3MiHM | TUNY - 3MiHa y MeToAax BUNPoOYyBaHHS [AONOMKHOT peyernmom
no 10 mr, no 10 n lHaacTpi3 PEYOBUHM - HE3HAYHI 3MiHW Y 3aTBEPKEHOMY METOA)
TabneTtok y 6nicrepi; NTp, BMNPOOGYBaHHS AOMOMIXXHOI PEHOBUHM a/ItOMIHIEBOTO J1aKy XOBTOTO
no 3 6nictepu y (E 104) 3a nokasHvkom «LEAD. CADMIUM>»
Kopo6ui; no 50 abo
100 TabneTok y
dhnakoHi; no 1
doNakoHy y KOpoobLi
74. KCTAHAI kancysm no 40 mr no Actennac Higepnan | Bupo6HuuTBO bulk: CLA/ BHECEHHS 3MiH 0 peecTpavjiiiHux maTepiasis: 3MiHu | Trny - 3miHu 3a UA/14503/01/01
28 kancyny dapma HOpon an KataneHT ®apma HigepnaHnaun wopo 6e3nekv/edpekTMBHOCTI Ta hapmakoHarnsagy. 3miHa y peuenmom
6nictepi; no 1 B.B. ContowHe, JI1C, KOPOTKili XapaKkTepucTuL,i Nikapcbkoro 3acoby, TEKCTi MapKyBaHHSs
6nictepy B CLUA; Ta IHCTPYKUiT A1 MeANYHOro 3aCTOCyBaHHSA Ha NigcTasi perynsipHo
KapTOHHOMY nepBuHHE OHOB/IIOBAHOTO 3BITY 3 6e3nekun Nnikapcbkoro 3acoby, abo
dyTnsApi; no 4 nakyBaHHs: JocnipkeHb 3 6e3nekn 3acTocyBaHHs NikapCbkoro 3acoby B
KapTOHHWX hyTNsSApK MekemxuH nicnsapeecTpauiiHnii nepiog, abo sk pe3ysibTar OLiHKM 3BIiTY 3
Y KapTOHHiIli nauyui KoopauHeiitopc, nocnimkeHb, NpoBeAeHnX BignoBigHO A0 nnaHy negiatpuydHmnx
NNC, CUWA; pocnigmkeds (PIP) (3MiHY y3rofkeHo 3 KOMNETEHTHUM
BTOPUHHE YMOBHOB&XEHVIM OpraHom) (3MiHM y po3ginm "OcobmBocTi
nakyBaHHs1, BUMYCK 3acTocyBaHHA", "Mo6ivHi peakuii"); 3miHu Il TUNY - 3MiHKX WOA0
cepii: 6e3nekn/edheKTMBHOCTI Ta dapMakoHarnsagy. 3MiHuM y KOpoTkiii
Actennac ®apma XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI MapKyBaHHSA Ta
tOpon B.B., IHCTPYKLT AN19 Me4UYHOro 3aCTOCYBaHHA Y 3B’AA3KY i3 HOBUMU
HigepnaHngn OaHVIMU 3 SKOCTi, AOKMIHIYHUMU, KNIHIYHUMY AaHUMKU Ta AaHUMK 3
hapmakoHarnsgy (3mMiHv A0 iHCTPYKLIT y po3ginu: "dapMakonoriyHi
BnactusocTi", "MpoTunokasaHHsA", "B3aemogis 3 iHWMMU
nNikapcbknMK 3aco6amu Ta iHLWi BuAW B3aemogiii”, "Oco6nmBocTi
3acTocyBaHHsA" (B T.4. "3acTocyBaHHS y nepiog, BariTHOCTi abo
rogysaHHs rpyaar™), "Cnocié 3actocyBaHHs Ta fosu" (B T.4. "itn);
3MiHn |l Tuny - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHW y TepaneBTUUHUX NOoKa3aHHAX (JoAaBaHHSA
HOBOro TepaneBTUYHOrO NokasaHHsA abo 3MmiHa y 3aTBepa)KeHOMyY
nokasaHHi) (3MiHM 0 IHCTPYKUIT y po3ain "MokasaHHa")
75. KYNPEHIN® TabneTkun, BKpUTI TEBA I3painb BMPOGHULITBO 3a Monbla BHECEHHS! 3MiH 10 peecTpauiiHux maTepianis: 3a UA/8546/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

NNiBKOBOH
060/10HKOH0, Mo 250
Mmr no 100 TabneTok
y 6aHuj, no 1 6aHui
B KOPOO6Li

dapmaLeBTika
N lHgacTpi3
nra.

MOBHUM LIK/TOM:
TOB TeBa
OnepeiwH3
Monang

3MiHu | TUNy - 3MiHa y meTogax BunpobysaHHA AP abo BUXiAHOTO
mMarepiany/npoMiXHOro NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA
y npoueci BUpo6HMuTBa A®| (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX
MeToAax BUNpPoByBaHHS) - 3MiHU METOAMKN BUNPOOYBaHHSA
CcybCTaHLUiT 3a MOKa3HMKOM «3a/IULLKOBI KifIbKOCTi OpraHiuHmx
PO34YMHHWMKIB»; 3MiHM | TMNY - 3MiHa Yy NapameTpax cneuundikadii
Ta/abo fonycTMMmUX Mex, BU3HaYeHnxX y cneundikavisx Ha A®l, abo
BWXiAHWA/NPOMDKHWIA NpOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTBa A®| (BUTyYEHHA HE3HAYHOTO NOKa3HUKa
AKOCTi (Hanpuknaz, BUIyYeHHs 3acTapifioro nokasHvka)) — 3
cneumdikauii Ha APl BUNyYeHO NOKa3HUK «PTyTb»; 3MiHW | Tuny -
3MiHa y napameTpax crneuundikaviii Ta/abo 4onyCcTVMUX MeX,
BM3HAYEHUX Yy cneuundpikauisix Ha A®l, abo BMXigHWIA/NPOMIKHUIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLeci BUPO6HMLTBA
AD| (3BY)KEHHSA [OMYCTUMUX MEX, BUSHAUYEHNX Y crieundikawii) —
3MiHa KpUTEpIiB NPUIAHATHOCTI BY/b-5IKOT OKPEMOT HEBILOMOT
Jomilkm B cneumdikauii A®l; 3MiHK | TURy - 3mMiHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikayisx Ha A®l, abo BUXigHWUIA/NPOMIXKHUIA NpoAyKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y NpoLieci BUPO6HMLTBA AP (iHLLI 3MiHK) —
3MiHM y cneuudpikauii KoHTposo A®I 3a nokasHUKOM
«lpeHTudpikauis» - npuBeAeHo y BigNoBigHICTL A0 BUMOT
MoHorpadii «Penicillamine» EP, 3anponoHoBaHO BUKOPVCTOBYBATU
TiNbKW NepLuy igeHTUdiKaLilo, a caMe MeTog, PiaVHHOI
Xpomatorpadii Ta xapakTepHi peakuii; 3miHu | Tuny - 3miHa y
MeTodax BunpobyBaHHs A®| abo BMUXiAHOro mMaTepiasty/MpoMixXHOro
NPOAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NpoOLECi BUPOOHMLTBA
A®I (iHWi 3MiHW Yy MeTofax BUNPOOyBaHHA (BKIHOYatoUM 3amiHy abo
[0MNoBHEHHS) AD| abo BUXiAHOro/NPOMIKHOTO MPOAYKTY) — 3MiHA
MEeTOAVKM TeCTyBaHHSA A1 6y/b-SKOT OKPEMOT HEBILOMOT AOMILLIKM
neHiuunnamiHy 3a gonomorow Metogy BEPX

peyenmom

76.

NIEBO®/IOKCA
LUMHY
FEMIMIAPAT

MOPOLLIOK
(cybcTaHuis) y
noABiNHNX
nonieTNeHoBux
Milkax ons
hapmaLeBTUYHOro
3aCTOCyBaHHSA

TOB "TK
"ABpopa”

YKpaiHa

LLlaHtoli LISMHCKHB
PapmacboTuKa
Ko., NTA,

Kutaii

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny -
AAMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecy Micus
NPoBaPKEHHSA AiSNIbHOCTI BUPOOHMKA (BK/THOYA0UM, 3a HEOOXIAHOCTI,

MicLie NMpoBeAEeHHS KOHTPOJIO SIKOCTI), a0 BacHUKa mactep-

thaiina Ha A®I, abo noctavasibHuka A®I/BuxigHOro

maTepiany/peareHTy/npoMiDKHOro NPOAYKTY, L0 3aCTOCOBYHOTHLCS Y
BMPOGHMUTBI A®I (SKLLLO 3a3HAYEHO Y AOChE Ha JliKapCbKUiA 3acib)

3a BifCyTHOCTi cepTudpikaTa BifgnoBiAHOCTI EBponeiichkiii

hapmakonei y 3aTBepKeHOMY A0Cbe, a60 BUPOGHMKA HOBOI

[0NOMKHOT PeyOBMHM (SIKLLLO 3a3HAYEHO Y A0CbE) (agpecy
BMPOGHMYOro MaiiaaHunky 6ys10 nepeliMeHoBaHo, 3 TOro Yacy sk

NpOMKCNIOBa 30Ha, Ha fepXaBHOMY piBHi, Habyna ctatycy

EKOHOMIYHOro i TexHOoriYHoro Po3BuTky)

UA/10977/01/01

77.

NIEBO®/IOKCA
LMHY
FEMITIAPAT

KpucTanivyHuii
NMOPOLLOK
(cybeTaHuis) y

TOB "TK
"Apopa"

YKpaiHa

LaHtoii LI3nHCUHb
dapmacbloTUKan
Ko., 1T/,

Kutaii

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus
NPoBaPKEHHS Ais/IbHOCTI BUPO6HMKA (BK/IHOYAK4M, 32 He0H6XIiAHOCTI,

UA/14923/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
noAgiliHMx MicLie NpoBeAEHHS KOHTPOIO AKOCTI), abo BNacHMka mactep-
nosieTuIEeHoBMX (haiina Ha A®l, abo noctavasibHMKa AdI/BUXigHOTO
Milkax ons mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
hapmaLeBTUUYHOTO BMPOGHMLTBI ADI (SIKLLO 3a3HAYEHO Y [OCbE Ha NMiKapCbkuii 3aci6)
3aCTOCyBaHHA 3a BiACYTHOCTI cepTudikarta BignoBigHOCTI €EBponeinchbkiii
thapmakonei y 3aTBepAXeHOMY [0CbE, ab0 BUPOGHMKA HOBOT
[0NOMDKHOT peyoBMHU (SIKLLLO 3a3HAYEHO Y A0CkE) (agpecy
BMPOBHMYOro MangaHumky 6yno nepeiMeHoBaHo, 3 TOro Yacy 5K
NpOMKCNIOBa 30Ha, Ha AepXaBHOMY PiBHI, Habyna ctaTycy
EKOHOMIYHOro i TexHonoriyHoro Po3BuTky)
78. NIAOKAIH- cnpeii 10 % ansa ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YKpaina BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/7525/02/01
3400POB'A MicLeBoro 06MexeHo 06MexeHo AnMiHiCTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo agpecu peuyenmom
3acTocyBaHHs no 38 BiANOBiAabHI BiANOBIAA/TIBHICTIO 3asBHUKa (B/1aCHMKa peecTpaLiiHOro NnocBigyeHHs) (3miHa agpecu
r'y chnakoHi cTH0 "hapMaueBTNYHaA 3asBHVKA) (TepMmiH BBeAEHHS 3MiH NPOTArom 3-X MicALiB nics
3abe3neyeHomy "®bapmaueBTu KOMnaHis 3aTBepMKEHHSR); 3MiHM | TUNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa
KnanaHom-HacocoMm, YyHa KoMnaHis "3p0pos'a” HaliMeHyBaHHs Ta/abo agpecy MicLa NPOBaMKEHHS AiANbHOCTI
HacagKoto- "3popoB'a” BMPOGHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby, BKIYaun
posnuasayem AinbHUUI BUNYCKY cepii abo MicLie NpoBeAEeHHS KOHTPO/IHO SIKOCTI.
ropsioBoto abo (misnbHiCTb, 3a AKy BigNoBifae BUPOBOHMK/IMIOPTEP, BKIHOYAOUM
HacagKoto- BUMYCK Cepili) (MpUBELEHHS MiCLLe3HAaX04KEHHS BUPOOHMKa 13 y
po3nuaBayemM y BiANOBIAHICTb A0 NiLeHsil Ha BUPOGHMLTBO, 6€3 3MiHW Micus
Kopoo6Li BMPO6HULTBA) (TEpMIH BBELEHHS 3MiH NPOTArom 3-x MicALUiB nicns
3aTBEPKEHHS); 3MiHM | TUNy - 3MiHM W40 6e3nekn/edhekTUBHOCTI
Ta thapmakoHarnagy (iHwi 3MiHu) (3amiHa rpadiyHoro 306paxeHHs
yMNaKoBKW Ha TEKCT MapKyBaHHA 415 NepBUHHOT Ta BTOPUHHOT
YNaKoBKM Yy 3B'A3Ky 3 NPMBEAEHHAM Y BiANoBiAHICTL A0 Hakazy MO3
Ykpainn Ne 426 Big 26.08.05 (y pegakuii Hakasy MO3 YkpaiHu
Ne460 Big 23.07.2015 p.) (TepmiH BBEAEHHA 3MiH NPOTAroM 3-x
MicsILiB Mic/1s 3aTBepAKEHHS)
79. NIHE3ONIAVH PO34uH ANs iHQy3il, MNAT YkpaiHa MAT "Tanuudhapm”, YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/11948/01/01
2 mr/mn no 300 mny "Tannudapm" Ykpaina; TOB 3MiHM | TUNy - 3MiHK Woo 6e3nekn/ethekTMBHOCTI Ta peyenmom
naswui, no 1 hipma thapmakoHarnagy (iHwi 3MiHW) - HAaHECEHHS Ha NEPBUHHY Ta
nAAwWLi B navyj "HoBothapm- BTOPWHHY YNaKoBKy iHchopMaLjiiiHoro Hanucy "BIJIbHUI BIf,
BiocuHTes", BAKTEPI/IbHX EHAOTOKCVHIB". BBeAeHHA 3MiH NpoTArom 6-
YKpaiHa TN MicAILB Mic/isi 3aTBePAXKEHHS
80. NnioTPOMB rens 1000 MO/r, no ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Trny - 3MiHu - UA/11418/01/01
1000- 15 r a6o 25 r abo 50 obmexeHoro 06MexeHo 3 AKocTi. FoTOBWIA Nikapcbkuii 3aci6. Cuctema
340POB"A r,no 100 ry 1y6i; no | BignosiganbHi BiANOBIAA/TLHICTIO KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBKu
1 1y6i y kopobui 3 CTHO "GapMaueBTUYHa roTOBOrO NiKapcbKoro 3acoby (3miHa macu/o6'eMy BMICTY
KapToHYy "®apmauesTu KoMnaHis KOHTeliHepa 6araTto030BOr0 NiKkapCbKoro 3acoby Ans
YyHa KoMnaHis "3p0pos'a” HenapeHTepasibHOro 3acTocyBaHHs (abo 04HOA030BOrO,
"3p0pos'a" 4acTKOBOro BUKOpUCTaHHA) CynyTHS 3MiHa - 3MiHW 3 SKOCTI.

["oTOBWMIA NiKapcbkunii 3aci6. KOHTPOIb roTOBOro NMikapcbKoro 3acoby.
3miHa napameTpiB cneuudikaLiii Ta/abo fonycTMMNX MEX roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO /iKapcbkoro 3acoby. 3miHa y
MeToAax BMNPOoGYyBaHHS TOTOBOrO JIiKapCcbKoro 3acoby (He3HavyHa
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3MiHa y 3aTBEpAKEHUX MeToAax BUnpobyBaHHs) (BBELEHHS
Aopatkosoi ynakoBku no 100 ry Ty6i y kKopobui 3 kapToHy, 6e3
3MiHW MepBUHHOr0 NakyBaslbHOro Martepiasy, 3 BignoBigHUMMN
3MiHamu y cneyndikaLii/MeTogax KOHTPOO AKOCTI N. «Maca BMIiCTy
YNaKkoBKU» Ta p. «YNakoBka»); 3MiHW | Tuny - 3MiHK 3 AKOCTI.
[OTOBWIA Nikapcbkmii 3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHa po3mipy
cepii (BkIOYaKOUM AianaszoH po3Mmipy cepil) FoTOBOro Nikapcbkoro
3aco6y (iHWi 3MiHK) (BBEAEHHSA AOAATKOBUX PO3MIipiB cepili
roTOBOrO Jlikapcbkoro 3acoby ans gitoyoro uexy XL, y 38’a3ky 3
BBEEHHSIM HOBOTO BMAY NakyBaHHs in bulk no 50 kr y 604kax
CTas/1eBMX; BUKNAAEHHS 3aTBEPAKEHNX PO3MIpIB cepil i3
[0[aTKOBMM 3a3HAa4YeHHAM Y TUC. YNakoBOK B TEOPETUHHOMY
po3paxyHky (419 3aTBepAKeHNX ynakoBok rno 15 r a6o 25 r a6o 50 r
y Ty6i Ta HoBOI ynakoBku no 100 r y Ty6i); 3MiHu | Tuny - 3MiHn 3
sKocTi. FoToBwMiA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHUi 3aci6. 3MiHa napameTpis
cneumndikauiii Ta/abo 4ONYCTUMUX MEX NEPBUHHOI YNaKoBKM
roTOBOrO JliKapcbKoro 3acoby (A0NOBHEHHA cnevudikaLii HoBUM
NOKa3HWKOM 3 Bi4NOBiAHMM METOLOM BUNPO6YBaHHSA) (40NOBHEHHS
cneundikauii/MeToAiB KOHTPOIO SKOCTi NEPBUHHOT yNakoBKm (Ty6u
aIOMiHIEBI) HOBUM MOKA3HUKOM «30BHILLHE NMOKPUTTA» 3ri4HO 3
HOPMaTWBHOIO [JOKYMEeHTaLliet0 BUPOGHMKA NaKyBasIbHOro
martepiany); 3miHu | Tuny - 3miHn 3 KoCTi. FOTOBWIA NiKapCbKnii
3aci6. CuctemMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuyudikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
YyNaKoBKM FOTOBOTO JliKapCbKOro 3aco6y (iHwi 3miHM) CynyTHA 3MiHa
- 3MiHK 3 AKOCTi. F0TOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa y MeTofax
BMNPOGYBaHHA NEepPBUHHOI YNakoBKM rOTOBOrO /iKapCbKoro 3acoby
(He3HauHi 3MiHN Y 3aTBEPPKEHNX MEeTOAAX BUNPOBYBaHb) (3MiHM y
cneungikauii Ta MeTogax KOHTPOO AKOCTI NEPBUHHOI YNaKoBKM
(Ty6u antomiHiei) 3a N. «30BHIWHIN BUrNAA», «[eoOMeTpUyHI
po3mipuy», «CTIlKICTb 1aKOBOro MOKPUTTSA», «FepMEeTUYHICTb» Ta
«MBY» (npvBefeHHs y BIANOBIAHICTb A0 AOKYMEHTAaLil BUPOGHMKa
NepBUHHOT yMakoBKK).

8l.

NIOTPOMB
1000-
3[0POB"S1

renb 1000 MO/r in
bulk no 50 kr B
60ouKax cTaneBux,
3aKPUTUX KpULLKaMmn
3 3aXMCHUM KinbLem

ToBapucTso 3
obmexeHoro
BiANOBIAA/TbHI
CTIO
"dapmaLeBTu
YyHa KoMnaHis
"3popos'a”

YKpaiHa

ToBapucTBO 3
06MexeHot
BigMNOBiga/IbHICTIO
"®apmaveBTnyHa
KOMnNaHis
"3popos'a”

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Trny - 3MiHu
3 AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHMI 3aci6. 3MiHa po3Mipy ynakoBku
rOTOBOrO Jlikapcbkoro 3acoby (iHwWi 3mMiHK). CynyTHS 3MiHa - 3MiHU 3
AKocTi. FOTOBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWIA 3aci6. 3MiHa Yy NepPBUHHIN ynakoBLi
roTOBOrO JlikapcbKoro 3acoby (Tun KoHTeliHepa abo AoAaBaHHSA
HOBOrO KOHTelHepa) - TBepaj, M'siki Ta HeCTepUbHI piaki nikapcbki
doopMm - 3MiHKM 3 AKOCTI. FOTOBWIA NlikapCbKMii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBasbHWii 3aci6. 3MiHa nocTavanbHYKa
nakyBaslbHUX MaTepianis abo KOMMIEKTYHUMX (KL 3a3HAYEHO B
00Cbe) (3aMiHa abo AoAaBaHHs NocTavya/ibHUKA) - 3MiHM 3 SIKOCTI.

UA/15770/01/01




65

Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

[oToBWIA Nnikapcbkuii 3aci6. CTabinbHICTL. 3MiHa Yy TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs roTOBOro NiKapCbKoro 3acoby
(iHWi 3miHW) - y 3B’'A3KY 3 BBeAeHHAM ynakosku in bulk no 50 kr B
60u4Kax CTaneBUX, 3aKPUTUX KPULLKAMU 3 3AXMCHUM KinbLieM
BHOCATLCSA 3MiHN Y P. «TE€pPMiH NPUAATHOCTI», 3aTBEPIKEHO: 2 POKM;
3anponoHoBaHo: 2 poku, ynakoska in bulk: 6 micauis. 3miHu | Tuny -
3MiHu 3 sikocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO Jlikapcbkoro 3acoby (3miHa macu/o6'emy BMICTY
KOHTeliHepa 6araTo030B0ro Nikapcbkoro 3acoby Ans
HenapeHTepasibHOro 3acTocyBaHHA (abo 04HOL030BOrO,
4aCTKOBOro BMKOPUCTaHHSA)). CynyTHA 3MiHa - 3MiHU 3 AKOCTI.
[OTOBWIA NikapcbkuMii 3aci6. KOHTPOsIb roTOBOrO NikapcbKoro 3acoby.
3miHa napameTpiB cneuudikaLiin Ta/abo fonycTUMNX MEX roTOBOro
nikapcbkoro 3acoby (iHLWwi 3MiHK). 3MiHK | TUNY - 3MiHKU 3 SKOCTI.
[OTOBWIA NNikapcbkunii 3aci6. 3MiHM Yy BUPOOGHULTBI. 3MiHa po3mipy
cepii (BK/IOYaKOUM AianasoH po3Mmipy cepii) FoTOBOro Nikapcbkoro
3aco06y (iHWi 3MiHN) - - BBEAEHHSA AOAATKOBMX PO3MIpIB cepilt
roToOBOro Nikapcbkoro 3acoby Ans gitoyvoro uexy ®XL, y 38’a3ky 3
BBEJEHHAM HOBOrO BMAy nakyBaHHs in bulk no 50 kr y 60ukax
CcTaNeBUX; BUKIALEHHS 3aTBEPKEHMX PO3MIpIB cepii i3
[04aTKOBUM 3a3HAaY€HHAM Y TUC. YNakoBOK B TEOPETUHHOMY
po3paxyHKy (419 3aTBepAKeHNX ynakoBok no 15 r a6o 25 r a6o 50 r
y Ty6i Ta HOBOI ynakoBku no 100 r y Ty6i)

82.

NOPOCAH

cnpeii OpoMyKO3HWUIA,
po3umnH no 30 My
onakoHax Ne 1 3
HacocoM-[103aTopoM
3 po3nusoBayYemM

TOB
"YKpaiHCcbka
hapmaueBTuy
Ha KoMnaHis"

YkpaiHa

MpusatHe
akuioHepHe
TOBapUCTBO

"Bionik"

YkpaiHa

BHECEHHSA 3MiH 10 peecTpavuiiiHux maTtepianis: 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHA AisS/IbLHOCTI BUPOGHMKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKIOYaUM AinibHULI BUNYCKY cepil abo micue
NpoBeAEeHHS KOHTPOJIO AKOCTI. (AisNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOpPTEp, BK/IOYaOUM BUMYCK cepiid) (3MiHa
HaliMeHyBaHHS Ta afpecyn MicLA NPOBaMXEHHS AifbHOCTI
BMpo6HMKa /13: 3MiHa (hopMM BIACHOCTI BUPOGHMKA Ta 3MiHa
HOPUAMYHOT Ha hakTUYHY afpecy 3 nepeiiMeHyBaHHAM BYL.
Micue BUpOBHMLTBA HE 3MIHWNOCK); 3MiHK | TUNY - AgMIHICTPaTUBHI
3MiHM. 3MiHa HaliMeHyBaHHS Ta/abo agpecy 3asiBHMKA (BNacHuKa
peecTpaLiiHoro noceig4eHHs) (3MiHa agpecu 3asBHUKa); 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
MicLst MPOBaKEHHS AisiNIbHOCTI BUPOGHKMKA (BK/IOUatouu, 3a
HeoObXiAHOCTI, MicLie NPOBELEHHSI KOHTPO/IHO SKOCTi), a60 B/iacHUKa
macTep-haiina Ha A®l, abo noctayansHuka API/BuxigHOro
MaTepiany/peareHTy/MpoMiKHOIo NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
BMPOGHMLTBI API (SKLLO 3a3HAYEHO Y [OCbE Ha NMiKapCbkumii 3aci6)
3a BifCyTHOCTI cepTudikarta BifnoBigHOCTI €Bponelicbkili
thapmakonei y 3aTBepA)KeHOMY AOCbE, a60 BUPOOHMKA HOBOI
[L0NOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y A0CbE) (3MiHa
HaliMeHyBaHHS Ta agpecu MicLA NPOBaMXEHHS AifbHOCTI
BMpOo6HMKa A®I EKCTpaKTy 3 iKapCbKOi POC/IMHHOT CUPOBUHM -

6e3
peyenma

UA/12867/01/01
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3MiHa (hopmy BNacHOCTi BUPOGHMKa Ta 3MiHa IOPUANYHOI Ha
hakTMuHy agpecy 3 nepeiMeHyBaHHAM Bynuui. Micue
BMPOGHMLUTBA HE 3MiHW/OCh)

83.

MArBIT™

TabneTkun, BKPUTI
060/10HKOI0
KMLLKOBOPO3UMHHI,
no 10 TabneTok y
6nictepi; no 5
6nictepiB y
KapTOHHIiA ynakoBLyj;
no 50 TabneTok y
dhnakoHi; no 1
donakoHy y
KapTOHHIN ynakoBLUi

TOB "OMETA
DAPMA
YKPAIHA"

YkpaiHa

FnakcoCmiTKnaiiH
dapmacboTrKan3
C.A.

MonbLya

BHECEHHS 3MiH 10 peecTpavliiiH1ux maTepianis:
3MiHK [| TRy - 3MiHK 3 AKOCTi. ADIl. KOHTpPOo/ib A®| - OHOB/IEHHSI
MalicTep-chaiiny A®| MarHito nakraty gurigpaTy 3aTBepXeHOro
BMPO6HMKa Moehs Iberica S.I.; cynyTHi 3MiHM - 3MiHK | TUNY - 3MiHa
y napameTpax cneymdikauin Ta/abo 4onycTMMUX MeX, BUSHAYEHNX
y cneuudikauisix Ha A®l, abo BUXiZHNIA/MPOMIXHWIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPoLeci BUPO6HULITBA
A®I| - BBegeHHSA fo cneuudpikauii 404aTKOBOrO NokasHMka
«KinbKicHUIA BMICT NakTuUn naktaTy»; 3MiHu | Tuny - 3miHa y
napameTpax cneuudikalii Ta/abo AOMYCTUMUX MEX, BU3HAYEHUX Y
crneungikayiax Ha A®l, abo BUXIAHWIA/MPOMDKHWIA NpoAyKT/peareHT,
LLI0 BUKOPWUCTOBYIOTLCSA Y NpoLeci BUpobHuuTea AdI - Tect
«[uTOMe onTUYHEe 0b6epTaHHs»; 3MiHK | TUNy - 3MiHa y MeToAax
BMNPOGYyBaHHs A®| abo BUXigHOro martepiasny/npoMiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NpoLeci BUPOOHMLTBA
AdI

6e3
peyenma

UA/8643/01/01

84.

MA/IbTOPEP®

cvpon, 10 mr/mn no
75 mn abo no 150
MmNy chnakoHax Ne 1

Bichop
(IHTepHewwHn)
IHK.

LLiBefuapi
A

Bichop C.A.,
LBeiiLapis;
Bichbop
(IHTepHewwHN) IHK.,
LLiBefiuapis

LLiBefiuapis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiasis: 3MiHu | Trny - 3miHu
wopo 6e3neku/edpekTMBHOCTI Ta hapmakoHarnsagy. 3MiHu y
TepaneBTUYHMX NOKa3aHHAX (BUIYYEHHS TepaneBTUYHOro
nokasaHHsl) ((BWTy4YEeHHSI TepaneBTUYHOTO NOKa3aHHs)) 40
IHCTPYKUIT y po3ain "MNMoka3aHHA")

TepMiH BBELEHHS 3MiH - NPOTAroM 3-X MicALIB nicns
3aTBepMKeHHs; 3MiHu Il Trny - 3miHn Wwoao 6e3nekn/eddeKTUBHOCTI
Ta hapmakoHarnsgy. 3mMiHu y TepaneBTUHHUX NOKa3aHHSX
(AofaBaHHA HOBOro TepaneBTUYHOrO NoKa3aHHS abo 3MiHa y
3aTBEpPXEHOMY NoKasaHHi) ((LogaBaHHSA HOBOrO TepaneBTUYHOro
nokasaHHs abo 3MiHa y 3aTBEpXEHOMY NokasaHHi) TepMiH
BBE/EHHS 3MiH - NPOTAroM 3-X MICALIB MiC/1A 3aTBEPIYKEHHS; 3MiHM
Il TNy - 3miHK Woao 6e3nekn/ehekTMBHOCTI Ta hapMakoHarIsay.
3MiHW Y KOPOTKiil XapakTepuCTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT AN MEeAUYHOro 3aCTOCYBaHHS Y 3B’A3KY
i3 HOBUMYW JaHVMMK 3 AKOCTI, AOK/IHIYHUMMU, KNIHIYHUMW JaHUMK Ta
OaHumn 3 papmakoHarnsagy (3MiHM A0 IHCTPYKLT Y po3ainu:
"®apmakonoriyHi BnactusocTi", "MpoTunokasaHHsa", "B3aemogis 3
IHLIMMKM NikapCbkMK 3acobamu Ta iHWi Buan B3aeMogiii",
"Oco6NMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHS y Nepios BariTHOCTI
abo rogyBaHHA rpyaat”, "34aTtHiCTb BNAMBATY Ha LWBUAKICTb
peakuii Npn KepyBaHHiI aBTOTPaHCNOPTOM ab0 iHLMK
MexaHismamu", "Cnoci6 3acTocyBaHHs Ta fo3un”, "MNepefo3yBaHHs",
"Mo6ivHi peakuii") TepMiH BBEAEHHS 3MiH - MPOTAToM 3-X MicsLIB
nicns 3aTBepKeHHs

3a
peyenmom

UA/5869/04/01

85.

MA/IbTODEP®

Kpanni opasnbHi, 50
mr/mn no 10 mn aéo
30 mn y conakoHax

Bidhop
(IHTepHeLwHN)
IHK.

LLiBeiiuapi
a

Bidhop C.A.,
Lseiuapis;
Bichop

LLiBeiiuapis

BHECEHHS 3MiH 0 peecTpTauiliHnx matepianis: 3miHu | Tuny - 3MiHn
woao 6e3nekn/ehekTBHOCTI Ta chapmakoHarnsgy. 3MiHu y
TepaneBTUYHMX NOKa3aHHAX (BUIyYEHHS TepaneBTUYHOro

3a
peyenmom

UA/5869/03/01
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3acoby 020
noceioYeHHs
ab0o KoHTeliHepax (IHTepHeLWwHnN) IHK., nokasaHHs) (BUyYeHHs TepaneBTUYHOIO NokasaHHs)) A0 IHCTPYKLIT
(Ty6ax) 3 LLisefuapis y po3ain "MokasaHHA"). TepMiH BBEAEHHS 3MiH - NPOTAroM 3-X
KpanesnbHuueto Ne 1 MicAUiB nicna 3aTBepmKeHHs; 3MiHn |l Tuny - 3MiHW Woa0
6e3nekun/edhekTBHOCTI Ta hapMakoHariagy. 3mMiHn y
TepaneBTUYHUX NOKa3aHHAX (foAaBaHHS HOBOTO TepaneBTUYHOTo
nokasaHHs abo 3MiHa y 3aTBepXEHOMY NoKa3aHHi) (4ofaBaHHs
HOBOrO TepaneBTUYHOrO NokasaHHsA abo 3miHa y 3aTBepa)KeHOMY
nokasaHHi). TepmiH BBEAEHHS 3MiH - MPOTAroM 3-X MicsLiB nicns
3aTBepMKeHHst; 3MiHu Il Trny - 3miHn Woa0 6e3nekn/eddeKTUBHOCTI
Ta (papmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTuL,i NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeauyHoro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMU AaHUMW 3 KOCTI, AOKIIHIYHUMM,
KNIHIYHYMW faHuMK Ta gaHumu 3 chapmakoHarnsgy (3miHu oo
IHCTPYKLi y po3ainn: "dapmako/ioriyHi BAacTMBocCTi",
"MpoTrnokasaHHA", "B3aeMogisi 3 iHLUMMKM NiKapCbKMK 3acobamu
Ta iHWi BUAy B3aemogiii", "OcobMBOCTi 3acToCcyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"3[aTHICTb BNAMBATU Ha LWBUAKICTb peakuil Npy KepyBaHHi
aBTOTPAHCMOPTOM abo iHWMMKN MexaHiamamun", "Cnocié
3acTocyBaHHs Ta go3n", "Mepeno3ysBaHHs", "Mo6iuHi peakwi*)
TepMmiH BBeAleHHs1 3MiH - NPOTAroM 3-X MicsLiB MicNs 3aTBepKEHHS
86. ME3ATOH Kpanni oyHi, 25 TOB YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 0 peecTpavliiiHnx matepianis: 3MiHn | TUNYy - 3MiHK 3a UA/0511/01/01
Mr/mnno 5 mny "NocnigHnii BMPOGHULTBA, 3 AKOCTi. FOTOBWIA NikapCbKuii 3aci6. 3MiHN Y BUPOOHMLTBI. 3MiHa peuyenmom
onakoHax Ne 1 3 3aB0/, KOHTPO/1b SIKOCTI, iMnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY Cepii Ta KOHTPO/IKO
KPULLIKOLO- "rHUNC" BMNYCK cepil: SIKOCTi FOTOBOrO fikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
KpanesibHULE Y TOB "[ocnigHnii BMPO6HMKaA, L0 BiAMOBIAAE 3a BBE3EHHS Ta/abo BUMYCK cepil) -
nauui 3asop, "rHUJ/C", Bktovaroun KOHTPOb/BUNpo6yBaHHS cepii (AoaaBaHHs dyHKLi
YKkpaiHa, «BUNYCK cepii» A0 BUKOHYBaHWX (OYHKLil (BCi cTadii BUpOGHMLTBA,
BCi cTagii KOHTPO/b SKOCTI) BUpo6HMKa TOB «®APMEKC MPYT», YkpaiHa)
BMPOGHMLITBA, (TepMiH BBEAEHHS 3MiH NPOTAroM 3-x MicsLiB nicns
KOHTPO/Ib AKOCTI, 3aTBepMKEHHS); 3MiHM | TUny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
BMNYCK Cepil: Ta thapmakoHarnsgy (iHwi 3miHM) (3amiHa rpachiuHOro 306paxeHHs
TOB "®APMEKC Ha TeKCT MapKyBaHHS ynakoBokK) (TepMiH BBeAEHHS 3MiH NMPOTATroM
TPYIT", YkpaiHa 3-X micsiyiB nicns 3aTBepAKEHHS)
87. MENINPAMIH® | TabneTtku, BKpUTI 3AT YropuwuHa 3AT YropwuHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiasis: 3miHu | Trny - 3miHu 3a UA/0320/02/01
nNiBKOBOIO dapmaLeBTUy dapmaLeBTUYHNI 3 AkocTi. CepTudpikat BignosigHocTi/lE-cepTudpikat BignosigHOCTI peuenmom
060/10HKOH0, Mo 25 HWi1 3aBOf, 3aBop ElIC €Bponeiicbkiit hapmakonei/MoHorpadii. MogaHHsA HoBoro abo
mr Ne 50 y EFIC OHOBJIEHOrO cepTudpikaTa BiAMNOBIAHOCTI ab0 BUTyYEHHS
donakoHax cepTtudpikaTa BignoBigHOCTI E€Bponeiickbkiit hapmakonei: ana Adl;

A5 BUXIAHOrO MaTepiasy/peareHTy/NMPOMiIXXHOIO NPoAyKTY, L0
BMKOPVCTOBYHOTbCS Y BUPOOHULTBI ADI; 415 JONOMDKHOT PEYOBVHN
(cepTtuchikaT BignoBigHOCTI EBponelickkiii hapmakoneri) -
OHoBNEHWIA cepTUdikarT Bif yXe 3aTBepA)KeHOro BUpo6HMKa
(HapaHHs oHoBneHoro CEPy Ne R1-CEP 2002-051-Rev 01 gjtoyoi
peyoBuHM Iminpaminy rigpoxnopuay (BupobHuya ginbHuus Plantex
Ltd., Israel); 3miHun | TUNY - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKMiA
3aci6. Onuc Ta cknag. 3miHa y cknagi (4oNoMiKHUX pevyoBMHAX)
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
roToOBOro Nikapcbkoro 3acoby (cMakoBi A06aBKku abo 6apBHUKN) -
[lopaBaHHs, BUIyYeHHs abo 3amiHa (3miHa cknagy AONOMiIKHUX
peyoBUH 060M10HKM TabneTku 3 "3asiza okcuay (E 172) (6apBHUK
KOCMETUYHUIA YePBOHO-KOPUYHEBWIA)" Ha 3as1i3a okcug, YepBoHWiA (E
172) Ta 3ani3za okcug, 4opHuii (172)") (TepMiH BBEAEHHS 3MiH
nNpoTArom 3-x MicsLjiB Nica1a 3aTBepAKEHHS)
88. MEHOBA3WVH po3unH ansa MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiiH1ux maTepianis: 6e3 UA/7484/01/01
30BHILUHLOTO dapmaneBTuy dapmaueBTUYHaA 3MiHK || TUNY - 3MiHa BUPOGHMKA BUXIAHOTO/MPOMIDKHOIO peuyenma
3acToCyBaHHs, Ha thabpuka ¢habpuka "Biona" NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y BUPOOHNYOMY
cnUpTOBWiA No 40 MN "Biona" npoueci A®l, abo 3miHa BUpo6HMKa (BKIOUaouu, ae HeobxigHo,
y thnakoHax; no 40 MicLie NpoBeAeHHS KOHTPOO AkocTi) A®I (3a BigCyTHOCTI
MY ¢pnakoHi; no 1 cepTudikaTa BignoBiAHOCTI EBponeiichkiin dhapmakonei y
hnakoHy y nauuj 3aTBEPKEHOMY [OCbE)(BBEAEHHSA HOBOrO BUPOGHMKa AP 3
HaJaHHAM MacTep-gaiina Ha Adl) - BBeAEHHS1 4,0AATKOBOro
BMpo6HMKa A®I MNpokaiHy rigpoxiopuay
89. METPOIN® pO34nH AaNns iHdysild, "FOHiK IHAjisA "FOHik IHAjs BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis: 3a UA/2871/05/01
5wmr/mnno 100 Mny | ®apmacbloTmk dapmacbloTrkan 3MiHM | TURY - 3MiHa po3Mipy cepii (BK/OYakum gianasoH po3mMipy peyenmom
chnakoHax, no 1 an Nab6opaTopiz" cepil) roToBOro nikapcbkoro 3acoby (36inbweHHs fo 10 pasis
hnaKoHy, Na6opaTtopiz" (BigaineHHs dipmu MOPIBHAHO i3 3aTBEPAKEHUM PO3MiIPOM)
yrnakoBaHOMy B (BipgineHHs "Ix. B. Kemikan3
uenodaHoBwui ipmn "Ox. B. eHf,
naket, y Kopobui 3 Kemikans eHg, dapmacbloTUKan3
KapTOHY PapmacbTHK nrp.")
ans ita.")
90. METPOHIAA30 | tabnetku no 250 mr MAT YkpaiHa MAT "ly6Huchbapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/6538/01/01
n Ne 10, Ne 20 (10x2) "Ny6Hnchapm” AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
y 6nictepax 3asBHMKa (BNacHyKa peecTpaliiHoro noceigyeHHs1) (3miHa agpecu
3aaBHMKa) (TepMiH BBEAEHHS 3MiH NPOTArom 6 -Tv MicAUIB nicas
3aTBEPMKEHHS); 3MiHK | TURY - AQMIHICTPaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy MicLA NPOBAKEHHS Ais/IbHOCTI
BMPOGHMKa/iMnopTepa roToBOro JIikapCbKoro 3acoby, BKIYaUn
AinbHULI BUNYCKY cepii abo MicLie NpoBeAEeHHS KOHTPO/IHO SKOCTI.
([isnbHICTb, 3a Ky BiANOBILAE BUPOOHUK/IMNOPTEP, BK/IHOYAOUN
BWMNYCK Cepiii) (3MiHa agpecy BUPO6HMKa, 6e3 3MiHW micus
BMPOGHWLTBA. (NepeiiMeHyBaHHs By/1. NeTPOBCLKOro Ha By/I.
BapgiHkoBa) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-T1 MicsLB nicns
3aTBEPKEHHS)
91. MINAPOHAT® Tabnetku no 500 mr AT "T'piHgekc" Nartsis AT "T'piHaekc" Nartsis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa 3a UA/10815/01/01
GX Ne 30 (6x5), Ne 60 (BNacHvka peecTpaLiiHoro noceigyeHHst ) (3rigHo Hakazy MO3 Big peuenmom

(6x10) B 6ricTepax

23.07.2015 Ne 460); 3miHn | TNy - 3MiHK WOA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay. BeegeHHs abo 3MiHn
[0 y3araslbHeHNX JaHuX Npo cUcTeMy papMakoHarnsay (BefeHHs

y3araslbHeHVX gaHux Npo cuctemy papmakoHarnisay, 3miHa
YMOBHOBaXeEHOI 0c06y, BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHarsay 3asBHUKa
ONA 34jiCHEeHHs hapMakoHarnsay B YkpaiHi, AKLWO BOHA BigMiHHA
Bif] YyNOBHOBaXXEHOI 0c06U, BiANOBIgabHOI 3a 34iiCHEHHS
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

hapmakoHarnagy (BKIYaoun KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MiLLEeHHI MacTep-thaiina cuctemm dhapmakoHarnsagy) (3miHa
KOHTaKTHUX A@HWX KOHTaKTHOT 0co6u)

92.

MIMMNAPA

TabneTkun, BKPUTI
NAiBKOBOO
060s10HKot0, No 30
Mr, no 14 TabneTok
y 6nicTepi, no 2
6nictepu y
KapTOHHiiA KOpo6Li

AMIXKeH
€spona b.B.

Higepnax
an

Brpo6HMLTBO
Hepo3g)acoBaHo|
NpoAYyKLUiT:
[MaTeoH IHK.
TopoHTO PigxH
OnepeiH3,
KaHaga;
TecToBa gjinsHka
TiNbkK gns
BMPOGHULITBA
[MaTeoH IHK.
TopoHTO PigxH
OnepenLHs,
KaHaga:
MareoH IHK.
BapniHrToH
CeHuypi
OnepeiH3,
KaHaga;
Bupo6HMLTBO
Hepo3gacoBaHo!
NPOAYKLIT:
AMIXKeH
MaHydekuypiHr
Nimitea, CLWA ;
MNepBnHHE Ta
BTOPUHHE
naxkyBaHHs:
AHpepcoHbpekoH
(FOK) Nimiten,
Benuka bpuTaHis;
BTopuHHe
nakyBaHHs1, BUMYCK
cepii:
AmMIpkeH Espona
b.B., Hingepnanam

KaHnaga/
CLIA/
Benuka
BpuTtaHis/
HigepnaHamn

BHECEHHS 3MiHA0 peecTpavliiiHux maTtepianis: 3MiHu | Tuny - 3miHu 3
SKOCTi. [OTOBWIA Nikapcbknii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax
npuaaTHOCTI abo ymoBax 36epiraHHA roToBOro NikapCbKoro 3acoby
(36iNbLUEHHs TEPMIHY NPUAATHOCTI FOTOBOTO JliKapCbKOro 3acoby) -
[ns Toprosoi ynakoeku (NiATBEPMAXYETLCA JaHNMUN PeasibHOTo
yacy) (36inbLUEHHS TepMiHy npugaTHocTi ['N13 3 4-x go 5-Tu pokiB)
(TepMiH BBEAEHHS 3MiH NPOTArOM 6-T1 MicsLIB nicns
3aTBEPAKEHHS)

3a
peyenmom

UA/11962/01/01

93.

HATPIIO
Xnopug,

pO34nH AaNns iHdysild,
9 mr/mn no 200 mn
a6o 400 mn B
NAALWKaX CKASHUX

MNAT
"Tannuchapm"

YkpaiHa

MAT "Tannucbapm”,
Ykpaina; TOB
hipma
"HoBocthapm-
BiocuHTes",
YKpaiHa

YkpaiHa

BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis:
3MiHM | TUny - 3MiHU Woao 6e3nekn/edhekTMBHOCTI Ta
chapmakoHarnsgy - HaHeCeHHs Ha NePBUHHY YMakKoBKY
iHdhopmaLiiiHoro Hanucy "BI/IbHN Bl BAKTEPIIbHUX
EHOOTOKCHUHIB"

3a
peyerimom

UA/4131/02/01

94.

HIBANIH

PO34nH NS iH'EKLN,
1mr/manolwmns

AT
"Codpapma”

Bonrapis

AT "Cogpapma”

Bonrapis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHK | TMNy - 3MiHa NapameTpiB cneundikauii Ta/abo 4onyCTUMMX

3a
peyenmom

UA/3335/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
amnynax, no 10 MEX rOTOBOrO MiKapCbKOro 3acoby; CynyTHS 3MiHa - 3MiHa Y
amnyn, no 1 MeTo4ax BMNPOOYyBaHHS rOTOBOrO J1iKapCbKOro 3acoby (He3HauyHa
6nictepy B 3MiHa Y 3aTBEpKEeHUX MeTogax BMNpobyBaHHs)
KapTOHHIM nayui
95, HIBANIH PO34MH AN iH'EKLN, AT Bonrapis AT "Codpapma” Bonrapis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/3335/01/02
25wmr/Mnnolmns "Codpapma” 3MiHM | TNy - 3MiHa napameTpiB cneuudikaliii Ta/abo gonyctumux | peyenmom
amnynax, no 10 MeX roTOBOrO JliKapCbKOro 3acoby; CynyTHs 3MiHa - 3MiHa y
amnyn, no 1 mMeToAax BUNPoBYBaHHSA rOTOBOTO J1iKapCbKOro 3acoby (He3HayHa
6nictepy B 3MiHa Y 3aTBEpAKEHUX MeToAax BUNpobyBaHHs)
KapTOHHI nayi
96. HIBANIH PO34YUH NS iH'EKLN, AT Bonrapis AT "Codpapma” Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/3335/01/03
5wmr/mnno 1 mn B "Codpapma” 3MiHM | TNy - 3mMiHa napameTpiB cnevuudikaliii Ta/abo gonyctumux | peyenmom
amnynax, no 10 MEX roTOBOrO JliKapCbKOro 3acoby; CynyTHs 3MiHa - 3MiHa y
amnyn, no 1 mMeToAax BUNPo6YBaHHSA rOTOBOTO J1iKapCbKOro 3acoby (He3HauyHa
6nictepy B 3MiHa y 3aTBepAXeHNX MeToAax BUNpobyBaHHS)
KapTOHHIiA nayi
97. HIKOPETTE® rymMKa xyBasibHa MakHin Ab LBeuis MakHin AB LBeuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/10734/01/01
3MMOBA nikyBasibHa no 2 mr 3MiHK | TNy - 3MiHa YNOBHOBaXEHOT 0co6u, BiANOBIAa/IbHOI 3a peuyenma
M'ATA no 15 rymok 3[iiCHEHHS (hapMakoHarnsay; KOHTakTHOT 0cobu 3
XYBaUTbHUX Y chapmakoHarnsgy 3asBHuKa AN 34iiiCHeHHs hapmakoHarnagy B
6nictepi; no 2 YKpaiHi (BKtoUYaum KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
6nictepn B mMacTep-tharina cuctemm hapmakoHarnsgy
KapPTOHHII ynakoBLUi
98. HIKOPETTE® rymKa XyBasibHa MakHin AB Lseuis MakHin Ab Lsewis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/10734/01/02
3MMOBA nikyBasibHa no 4 mr 3MiHK | TNy - 3MiHa YNOBHOBaXEHOT 0CO6M, BiANOBIAa/ILHOI 3a peyernma
M'ATA no 15 rymok 3[jiicHeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
XYBasIbHUX Y thapmakoHarnsgy 3asBHuKa Ans 34iilicHeHHs hbapmakoHarnagy B
6nictepi; no 2 YkpaiHi (BK/IHOYA0UN KOHTaKTHI AaHi) Ta/abo 3MiHW y PO3MILLEHHI
6nictepu B macTep-ghaiina cuctemu hapmakoHarnsgy
KapTOHHI ynakoBL,i
99. HIKOPETTE® rymKa XyBasibHa MakHin Ab LBeuis MakHin Ab LBewis BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 6e3 UA/8921/01/01
31 CMAKOM nikyBaJibHa no 2 mr AAMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecy Micus peyenma
CBDKUX no 15 rymok NpoBaPKEHHS AiSNIbHOCTI BUPOBGHMKa/imnopTepa roToBoro
PPYKTIB XYBa/IbHUX Y NiKapcbKoro 3acoby, BK/IOUaUmM 4isibHULi BUNYCKY cepii abo micue
6nictepi; no 2 NpoBeAEeHHS KOHTPOSII0 AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
6nictepu B BMPOGHMK/iMMOPTEp, BKtOYaoun BUMYCK cepild) (3mMiHa agpecu
KapTOHHIN ynakoBLUi BMPOGHMKA, 6€3 3MiHW MicUsi BUPOOHULTBA); 3MiHM | TUny - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta papmakoHarnsgy (iHwi 3miHn)
(3MiHa rpadivHmxX 306paxeHb NePBUHHOT Ta BTOPMHHOI YNakoBOK Ha
TEKCT MapKyBaHHsi NEPBMHHOI Ta BTOPMHHOI YNaKoBOK)
100. | HIKOPETTE® rymKa XyBsasibHa MakHin Ab LBeuis MakHin Ab Lsewis BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/8921/01/02
31 CMAKOM nikyBasibHa no 4 mr AAMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecy Micus peyernma
CBDKUX no 15 rymok NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
DPYKTIB XyBabHUX Y nikapcbKoro 3acoby, BK/IYaloumM AinibHULI BUNYCKY cepii abo micue

6nictepi; no 2
6nictepu B

NPOBeLEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPO6HMK/iMIoOpTep, BKIKYAKYM BUMYCK cepili) (3mMiHa agpecu
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
KapTOHHI ynakoBLi BUPOGHMKa, 6€3 3MiHW Micus BUpOOHULTBA); 3MiHM | TUny - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy (iHwi 3mMiHn)
(3MmiHa rpadivHNX 306paxeHb NePBUHHOT Ta BTOPVMHHOI YNakoBOK Ha
TEKCT MapKyBaHHS NepBMHHOI Ta BTOPUHHOI YNakoBOK)
101. | HIKOPETTE® rymKa XyBasibHa MakHin Ab LLBeuis MakHin Ab LBewis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/8921/01/01
31 CMAKOM nikyBaJibHa no 2 mr 3MiHK | TUNy - 3MiHa YNOBHOBaXeHOT 0cO6M, BiANOBiAa/IbHOI 3a peyenma
CBDKUX no 15 rymok 3pjiicHeHHs1 hapMakoHarsay; KOHTaKTHOI 0co6u 3
PPYKTIB XKYBaUTbHUX Y hapMakoHarniagy 3asaBHUKa 415 34iMCHEHH hapmakoHarisay B
6nictepi; no 2 YkpaiHi (BK/TH04atoun KOHTaKTHi AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
6nictepu B macTep-gaiina cuctemu papmakoHarnsgy
KapPTOHHIN ynakoBLUi
102. | HIKOPETTE® rymKa XyBasibHa MakHin Ab LBeuis MakHin Ab Lsewis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/8921/01/02
31 CMAKOM nikyBasibHa no 4 mr 3MiHK | TNy - 3MiHa YNOBHOBaXEHOT 0CO6M, BiANOBIAa/ILHOI 3a peyernma
CBDKUX no 15 rymok 3[jiicHeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
PPYKTIB KyBa/IbHUX Y hapmakoHarnsgy 3asiBHUKa s 34iliCHEHHA hapMakoHarnsay B
6nictepi; no 2 YkpaiHi (BK/IHOYA0UN KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
6nictepu B macTep-haiina cuctemu hapmakoHarnsgy
KapTOHHI ynakoBLi
103. | HIKOPETTE® rymKa XyBasibHa MakHin AB LBeuis MakHin Ab LBeuis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/8878/01/01
31 CMAKOM nikyBa/ibHa no 2 Mr 3MiHM | TuMy - 3MiHa yNOoBHOBaXKeHOT 0cobw, BigNoBiganbHOT 3a peyenma
CBDKOI M'ATU no 15 rymok 3[jiicCHeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
XKYBa/IbHUX Y hapMakoHarnagy 3asaBHUKa A1s 34iNCHEHH hapmakoHarisay B
6nictepi; no 2 YkpaiHi (BK/H0Yat0un KOHTaKTHi AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
6nictepu B macTep-gpaiina cuctemu hapmakoHarnsgy
KapTOHHI ynakosLii
104. | HIKOPETTE® rymKa xysasibHa MakHin Ab LBeuis MakHin Ab LBewis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/8878/01/02
31 CMAKOM nikyBasibHa no 4 mr 3MiHK | TNy - 3MiHa YNOBHOBaXEHOT 0co6M, BiANOBIAa/IbHOI 3a peuyenma
CBDKOI M'ATU no 15 rymok 3[iicHeHHs hapmMakoHarnsay; KOHTakTHOI 0cobu 3
XYBaUTbHUX Y chapmakoHarnsgy 3asBHuKa Ans 34ilicCHeHHs hapmakoHarnagy B
6nictepi; no 2 YKpaiHi (BKtoUYaum KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
6nictepn B MacTep-tharina cuctemum hapmakoHarnsgy
KapPTOHHIN ynakoBLUi
105. | HIPYPO3UA- CycneHsis opasibHa, ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavliiiHux maTepianis: 3a UA/12707/02/01
3400POB'A 200 mr/5 mn no 50 06MEXEHO 06MEXEHHOI 3MiHK | TUNy - 3MiHa NapameTpiB cneuumdikauiii Ta/abo gonyctumux | peyenmom
mMn abo no 100 mny BiANOBIAA/IbHI BiANoBiga/IbHICTIO MEX NepBUNHHOT YNaKoBKM FOTOBOrO NiKapCbKOro 3acoby (3BYXXEHHS
hnakoHax CTIO "®apmMaLeBTnYHa [ONYCTUMMX MEX, BU3HaUeHnX y cneuudikadir); cynyTHs 3miHa -
nosnimepHnx Ne 1 "GapmaueBTu KOMMNaHis 3MiHa y MeToAax BUNPoOyBaHHS NEPBMHHOI YNaKoOBKM FOTOBOTO
pasom 3 MipHO YHa KoMMaHis "3p0pos'a” nikapcbKoro 3acoby (He3HauHi 3MiHM y 3aTBEpPKEHNX MeToax
JIOXKOH0 Y KOPOOLi; "3p0pos'a” BMNPO6YBaHb); 3MiHK | TUNY - 3MiHa chopmn abo po3mipy

no 100 mny
dhnakoHax 3i ckna Ne
1 pasom 3 MipHoIO
JIOXKKOIO Y KOopooLi

KOHTeliHepa 4mn 3aKynopBas/IbHOIO 3ac06y (MEPBUHHOT YNaKoBKM)
(HecTepunbHi Nikapcbki 3aco6U) - BBEAEHHS HOBOI KPULLIKM Nig,
Pi3b6OBY rop/IOBMHY 3 KOHTPOsIEM nepLuoro po3kpuTTs KKIMB/1

[04aTKOBO A0 3aTBEPAKEHOT KpULLKY Mif pi3bO0BY ropaoBrHY 3
KOHTPO/IEM NEPLUOro po3KpuUTTS BUpobHuka TOB «®apmauleBTuyHa
hipma «BepTekc», YkpaiHa Ta 3MiHu po3Mipis Kpukn KB3
BMpo6HUKa 3AT «®dipma Eninc», YkpaiHa
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
106. | HOBAPUHI® KinbLe BariHasibHe LepiHr-Mnay LLiBeiuapi H.B.OpraHoH, Higepnangu/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/9613/01/01
11,7 mr/2,7 mr Ne 1y CeHTtpan Ict A Higepnangm (3a IpnaHgjs 3MiHW Il TMNy - 3MiHKX 40 IHCTPYKUIT AN MEAMYHOrOo 3aCTOCYBaHHA Y | peyernmom
calle B KapTOHHii Al NMOBHUM LMK/IOM); po3gainu: "®apmakosoriyHi BnactmeocTi”, "MNpoTunokasaHHs",
KopoobLi OpraHoH (IpnaHgis) "B3aemMogis 3 iHWMMM NikapcbKuMn 3acobamm Ta iHWi Buan
Nta., lpnaHgis B3aemMogiin", "OcobnmBocTi 3acTocyBaHHs", "Cnoci6 3acTocyBaHHS
(BTOpUHHE Ta pgo3u" (pegaryBaHHsi po3giny),“ro6ivHi peakuii”.
nakyBaHHs Ta PekomeHgoBaHuii TepMiH BBeEHHSA 3MiH ofpasy nicns
BWMYCK cepii) 3aTBepMAKEHHS Haka3oM MO3, OCKifIbkM JOMOBHEHHS CTOCYHOTbCA
iHhopmalii 3 6e3neku
107. | HBIOPOMEHTW | kancynu TBepdi no KYCYM IHAjisA KYCYM IHAjs BHECEHHS 3MiH 10 peecTpaviiiHnx matepianis: 3MiHW | TUNYy - 3MiHK - UA/15768/01/01
H® 300 wmr in bulk: Ne XENTXKEP XENTXKEP MNBT 3 sIkoCTi. [0TOBWMIA Nikapcbkuii 3aci6. Cuctema
10x180: no 10 NBT NTA nTa KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa po3Mipy ynakoBKu
Tabnetok y énictepi; roTOBOro NikapcbKoro 3acoby (iHwWi 3MiHK) (BBEAEHHS A0AATKOBOT
no 180 6nicTepiB y ynakoBku in bulk Ne 10x180: no 10 TabneTok y 6aictepi; no 180
KapTOHHIA Kopoo6Li 6nicTepiB y KAPTOHHIlA KOPOO6L 3 BiANOBIAHUMY 3MiHaMK Y p.
«YnakoBkay. MNepBUHHUIA NakyBaslbHWIF MaTepian He 3MiHMBCS)
108. | OKCANIH® TabneTku, BKPUTI KYCYM IHgjsa KYCYM IHAjs BHECEHHS 3MiH 0 peecTpavjiiiHux maTepiasis: 3miHu | Trny - 3miHu - UA/15766/01/01
NNiBKOBOIO XENTXKEP XENTXKEP NBT 3 KocTi. FoTOBWMIA Nnikapcbkuii 3aci6. Cuctema
060/10HKot0, No 300 MBT. NTA,. nTa KOHTelHep/3aKynopoBasbHWIA 3aci6. 3miHa po3mipy ynakoBku
Mr in bulk Ne roTOBOrO Jlikapcbkoro 3acoby (iHLwi 3miHW) (BBEAEHHS A0AaTKOBOI
10x240: no 10 ynakoBku in bulk Ne 10x240: no 10 TabneTtok y 6nictepi; no 240
TabneTok y 6nictepi; 6nicTepiB y KAPTOHHIN KOPOOL,i 3 BiANOBIAHUMYM 3MiHAMK Y P.
no 240 6nicTepiB y «YnakoBKka». [epBUHHWI NakyBasIbHWIA MaTepian He 3MiHNBCS)
KapTOHHI Kopoo6Lli
109. | OMHINAK po3unH ans iH'ekuid, | [hknl Xenckea Hopseris [xunl Xenckea IpnaHgjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/2688/01/04
350 wmr iiogy/mn no AC Ipnangis 3MiHM | Tuny - 3mMiHa y 6e3nocepeHiit ynakoBui A®| - 3MeHLLEHHS peyenmom
50 mn a6o 100 mn, KiNIbKOCTi NoMieTUNeHoBMX NakeTiB 3 BOX [0 OAHOro A/1s
a6o 200 mn, abo BHYTPILUHbOIO KOHTEiHepa iorekcona; BBEAEHHSI a/lbTEPHATUBHOMO
500 mn 'y doakoHi; nakeTy 3 MPO30POro NoslieTuIeHy HM3bKOI WinbHocTi (LDPE) oo
no 10 dnakoHiB y 3aTBEPKEHOrO NakeTy; BBEAEHHA a/lbTEPHATUBHOMO KOHTElHEpa;
KapTOHHI Kopoo6Li 3MiHM | TRy - 3MiHM NnapameTpis cneuudikayiin Ta/abo gonycTMMmnx
MeX, 3a3HayeHnX y cneuudikauisx, Ans 6esnocepeHbOT yNakoBKM
A®| - nonoBHeHHA cneuudikauii Ana 3aTBepakeHoro
nonieTUIEHOBOro NakeTa HOBMM MOKA3HWKOM Ta BignoBiAHUM
MeTOA0M BUNPO6YBaHHS
110. | OMHIMNAK PO3YUH ANs1 iH'EKLLINA, xmnl Xenckea Hopseris [bxnl Xenckea Ipnangis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/2688/01/03
300 wmr iiogy /mn no AC Ipnangis 3MiHM | TRy - 3mMiHa y 6e3nocepeHiit ynakosLi AP - 3MeHLLEHHS peyenmom
50 mn a6o no 100 Ki/IbKOCTi MNONIEeTUNEHOBUX NaKeTiB 3 ABOX A0 OAHOro ANs
mA y donakowi; no 10 BHYTPILUHLOrO KOHTeHepa iorekcona; BBeAEHHS aslbTEPHATVBHOIO
hnakoHiB y nakeTy 3 MPO30POro NonieTuaeHy HM3bKoi WinsHocTi (LDPE) o
KapTOHHIi Kopo6Li 3aTBEPKEHOrO NakeTy; BBEAEHHA a/lbTEPHATUBHOIO KOHTElHepa,;
3MiHM | TNy - 3MiHK NapameTpiB cneyudikauiii Ta/abo gonycTMMmnx
MeX, 3a3HayeHnx y cneuudikauisx, Ans 6esnocepeHbol ynakoBKu
A®| - noNoBHEHHA cneumdikauii 4na 3aTBepaKeHoro
nonieTUIeHOBOro Naketa HOBMM MOKa3HMKOM Ta BiANoOBiAHUM
MEeTO0M BUNPOBYBaHHS
111. | OPTAJTYTPAH® | po3uvH Ans iH'eKLji, LWepiHr-Mnay LLseliuapi BUpoGHULTBO Himeyuunna/ BHECEHHS 3MiH A0 peecTpauiiHnx matepianiB: 3MiHu | Tuny - 3MiHn 3a UA/8192/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
0,5 mr/mn, no 0,5 mn CeHTpan Ict a Hepo3gacoBaHo! Higepnangu/ Lofo 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsgy (iHwwi 3miHm) peuenmom
y nonepeaHLo Al npoaykuii Ta IpnaHgjs (3miHa rpaciyHOro 0hopMIEHHS YNakoBOK Ha MapKyBaHHS; Yy
HanoBHEHOMY nepBuHHA MapKyBaHHS Ha BTOPUHHIli yNakoBLji BHECEHE KoperyBaHHs B
winpuui Nel, Ne5 ynakoBKa, iHchopmawito woa0 BUPO6HMKIB (TepMiH BBEAEHHS 3MiH NPOTAroM 6-

KOHTPO/Ib SIKOCTI:
BetTep-dapma
®epturyHr rméX i
Ko. KI', HimeuunHa;
KoHTposb AKoCTi:
BeTttep-®apma
depTuryHr FrM6X i
Ko. KI', HimewunHa;
BTopuHHa
ynakoBka,
KOHTPO/Ib AKOCTI,
[l03BiN Ha BUMYCK
cepii:

H.B. OpraHoH,
HigepnaHaw;
OpraHoH (IpnaHgis)
Nta, Ipnangis

TV MicALIB NicNa 3aTBEPMXEHHS); 3MiHM | TUny - AAMIHICTPaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS
LisiNIbHOCTI BUPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BK/IOYAKOUY AiNbHULj BUNYCKY cepil abo micue npoBefeHHs
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnosigae
BMPOGHMK/iMNOpPTEp, BK/IOYaOUM BUNYCK cepiii) (MprBeaeHHS
agpecy Bupo6Huka H.B.OpraHoH, HigepnaHay y BignoBigHICTb A0
peecTpauiiHux MaTepianis JOCbE - oAaBaHHA afpecu Micus
NPOBaPKEHHSA AiSIbHOCTI 0 3apeecTpoBaHOi OPUANYHOI agpecu
BMPO6HMKa. Micue BMpo6HULTBa He 3MiHWIOCk) (TepMiH BBEAEHHS
3MiH NPOTAroM 6-TW MICALIB NIiC/1A 3aTBEPMKEHHSR); 3MiHM | Tuny -
3MiHK 3 siKoCTi. FoTOBWMIA Nikapcbkuid 3aci6. 3MiHW Yy BUPOGHMLTBI.
3amiHa abo BBeAeHHS [0AaTKOBOI AiNbHULi BUPO6HULTBA ANA
4acTVHM abo BCbOro BUPOOHUYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (iHLWi 3MiHK) ( 3a3HaYEHHs DYHKLIi BUPOGHMKIB NiKapCbKoro
3acoby BignoBigHO A0 MaTepiasiiB peecTpaL,iiniHoro gocke: Bettep
dapma-depturyHr N'm6X i Ko. K, HimeuunHa 3a agpecoto:
LWyTueHwTpacce 87 i 99-101, 88212 PaBeHcHypr, HimeuunHa;
(Bupo6HuLTBO HEpo3dhacoBaHOi NPOAYKLIT Ta NepBMHHA YNakoBkKa,
KOHTpO/b AKOCTi) H.B.OpraHoH, HigepnaHau (BTOpUHHA ynakoBka,
KOHTPO/b SIKOCTI, 403BiN Ha BUNYycK cepil); OpraHoH (IpnaHais) NTa,
IpnaHgis (BTOpMHHA ynakoBKa, KOHTPO/b SKOCTI, A03BiN HA BMMYCK
cepii) (TepMiH BBEAEHHS 3MiH MPOTAroM 6-Tu MicALIB nicns
3aTBEPMAKEHHST); 3MiHM | TUNY - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOJIH0 AIKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo AoAaBaHHA AibHULI, Ha SKil
3[iICHIOETLCA KOHTPONL/BUNPOGYBaHHS cepii) (BBeAEeHHS
anbTepHaTUBHOT BUPOOHWNYOT AiNbHWL 4151 BUKOHAHHS Bi3yaslbHOro
KOHTponto BeTtTep ®apma-PepturyHr MmbX i Ko. KM, HimeuunHa
po3TalwoBaHoi 3a agpecoto: XenbMyT-BeTtep-LUTtpacce 10, 88213
PaBeHcbypr, HimeuunHa (KoHTponb skocTi); 3miHu | Tuny -
AAMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecy Micus
NpoBaf)KEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOUaKUM AinbHNLj BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPOSIO AKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, He BKIKOYakoumn BUNycKk cepii) (Y 38'a3ky 3i
3MiHO 3aKOoHOAaBCTBa HiMewurHm 6yno BugaHo BUPOOHWYI
niyeHsii Ta GMP cepTudiikatn 415 okpeMmx AinsiHOK BUPOBGHMKa
Bettep ®apma-depturyHr Tm6X i Ko. KI, HimeuumHa (KoHTposib
AKOCTi) 3a agpecoto: EiceHbaxHcTpacce 2-4, 88085 JlaHreHapreH,
HimeuunHa, Xonb6aiiHcTpacce 40, 88212, PaBeHcbypr, HimeuunHa)
(TepMiH BBEAEHHSI 3MiH MPOTAroM 6-TU MicsiLiB micns
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
3aTBEPMAKEHHST); 3MiHM | TUNY - 3MiHK 3 AIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3aKkynoptoBanibHui 3aci6. 3miHa 6yapb-
AKOI YaCTUHW MaTepiasly NepBUHHOIT YNakoBKU, L0 HE KOHTaKTyeE 3
rOTOBMM NiKAPCbKUM 3aC060M (Hanpuknaz, Konip KpULIeyvok 3
KOHTPO/IEM NEPLLOro BiAKPUTTS, KOMIP KOAOBMX Kielb Ha amnynax,
KOHTeliHepa A5 ro/okK (pi3Hi BuAM nnacTMacw) (3MiHa, sika He
BM/IMBAE Ha KOPOTKY XapakTepucTumKy Nikapcbkoro 3acoby) (3miHa
KOHTEelHepy A4/15 nonepeAHbo HAMOBHEHOTO LUNpULa pas3om 3
rOMIKOK0 Ta 3aXMCHUM KOBNaYkoM — 3 61iCTepHOT ynakoBku Ha
BiIKDUTWI1 NNACTUKOBWIA NIOTOK, 3 BiAMNOBIAHAMU 3MiHAMU Y P.
«YnakoBka») (TepmiH BBELlEeHHS 3MiH MPOTAroM 6-T MicAUIB nicas
3aTBEPAKEHHS)
112. | OPTAH® Kpanni ouHi no 10 CaHTeH AT DiHNAHAIA CaHTeH AT PiHNAHAIA BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/5593/01/01
KATAXPOM MY dh/1akoHi 3 BUMPaBEHHS TEXHIYHOI MOMUW/IKMA B TEKCTi MapKyBaHHSI JlikapCbKOro peyenmom
KpanesnbHuueto Ne 1 3acoby. BBegeHHs 3MiH npoTArom 3-x micsauis nicna
3aTBepAKEHHsA
113. | MEPEKUNC po3unH ons TOB YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/6318/01/01
BOAHIO 3 % 30BHILUHLOIO "YKkpaiHcbka akuioHepHe AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu peuyenma
3acTocyBaHHA 3 % thapmaveBTny TOBapucTBo 3asBHUKA (B/1ACHMKa peecTpaLiiHoOro NnoceigYeHHs) (3MiHa agpecu
no 50 mny Ha komnaHis" "Bionik" 3a8BHMKA); 3MiHN | TUMY - AGMIHICTPaTUBHI 3MiHW. 3MiHa
dhnakoHax, no 100 HallMeHyBaHHs Ta/abo agpecy MicLA NPOBAXEHHS Ais/IbHOCTI
M1y 6aHKax BMPOGHMKa/iMnopTepa roToBOro J1ikapCbKoro 3acoby, BKIYaoun
nonimepHux abo AiNbHULI BUNYCKY cepii abo MicLie NpoBeAEeHHS KOHTPO/IHO SKOCTI.
donakoHax (8isnbHICTb, 3a Ky BiANOBIAAaE BUPOOHUK/IMNOPTEP, BK/IHOYAOUN
noniMepHmX BUMYCK cepiii) (3MiHa HaliMeHyBaHHS Ta agpecun micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa M/13: 3miHa chopmu BAacHOCTI
BMPOOHMKaA Ta 3MiHa IOpPUAMYHOT Ha hakTUyHy agpecy 3
nepelimeHyBaHHsIM By/iuLi. Miclie BUPOGHULLTBA HE 3MIHW/I0Ch)
114. | NIBOHII HacTolika no 100 mn MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/1517/01/01
HACTOWKA y thnakoHax abo akuioHepHe akuioHepHe AAMiHiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu Micus peuyenma
6aHKax TOBapuCTBO TOBapUCTBO NPOBaYKEHHS AiS/IbHOCTI BUPOGHMKa/imnopTepa roToBoro
"Bionik" "Bionik" nikapcbKoro 3acoby, BKIOUaUM AiNbHMLj BUNYCKy cepii abo micue

NpoBeAEeHHS KOHTPOSIO AKOCTI. (LiANbHICTb, 3a AKy Bignosigae
BMPOGHMK/iIMNOpPTEpP, BK/OYAOYM BUMYCK Cepiii)

- 3MiHa HaliMeHyBaHHs Ta agpecy MicLA NPOBaXEHHS Ais/IbHOCTI
BUpo6HMKa /13: 3MiHa hopMu BacHOCTI BUPOGHMKA Ta 3MiHa
IOPUANYHOI Ha (hakTUYHY agpecy 3 nepenmeHyBaHHAM BYNL.

Micue BUpo6GHMLTBA HE 3MIHWMMOCL. 3MiHW | TUMy - AAMIHICTPaTUBHI

3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo afipecu 3asiBHMKa (B/lacHUKa

peecTpaLiiHoro NoCBigYEHHS) - 3MiHa HaliMeHyBaHHA Ta agpecu
3aaBHMKa. 3MiHW | TNy - AAMiHICTPaTMBHI 3MiHU. 3MiHa
HallMeHyBaHHs Ta/abo agpecy MicLA NPOBAKEHHS Ais/IbHOCTI
BMPOGHMKa (BK/THOYAKOUM, 38 HEOOXIAHOCTI, MicLie NPOBEeAEHHS
KOHTPO/0 SIKOCTi), abo BracHuka mactep-caiina Ha Adl, abo
nocravanbHuka A®l/BuxigHOro matepiany/peareHTy/npomMiKHOro
NpPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHMLTBI API (SKLLO
3a3HaYeHo Y A0ChE Ha Nikapcbkumii 3acib) 3a BiACYTHOCTI
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
cepTudpikaTa BignoBiAHOCTI EBponeiickbkiin papmakonei y
3aTBEPAKEHOMY [OCbE, 260 BUPOOHMKA HOBOI 4ONOMIXKHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCLE) - 3MiHA HaliMEHYyBaHHA Ta
afpecy Micus NpoBaMKEHHS AisNbHOCTI BUPO6HMKa API: 3miHa
chopmMuM BIaCHOCTI BUPOGHMKA Ta 3MiHa IOPUANYHOI Ha hakTUYHY
afipecy 3 nepeiiMeHyBaHHAM By/uLj. MicLie BUPO6HMLTBA He
3MIHWI0Ch.
115. | MNINOKAPMIH Kpansi ouHi 10 MAT "dapmak” YkpaiHa MAT "dapmak” YKpaina BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/6836/01/01
mr/mn no 5 mn, 10 AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu Micus | peyernmom
MY ¢hnakoHi; no 1 NpoBaPKEHHS AiSNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
hnakoHy B mauui 3 NiKapcbKoro 3acoby, BK/IOUaUmM 4ifibHULi BUNYCKY cepii abo micue
KapToHy NpoBeAEeHHS KOHTPOJIK0 AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/iMMOPTEp, BKIOYAOUMN BUMYCK cepiii) (NpuBeaeHHs
MicLie3HaxoMKeHHsS1 BUpobHuKa /13 y BignoBigHicTb Ao JliueHsii Ha
BMPOGHULITBO (3MiHA IOPUANYHOT aapeck Ha hakTUYHY aapecy)
(TepMiH BBEAEHHSA 3MiH MPOTAroM 3-X MicsiliB nicns 3aTBepAKEHHS)
116. | NNATUDINIH- PO34YUH ANS iH'EKLN, ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/7976/01/01
3400POB'A 2 mr/mnno 1 mn B 06MeXeHo 06MeXeHo 3MiHuM | TUNY - 3MiHa po3Mmipy cepii (BKNoYakuu AianasoH po3mMipy peuenmom
amnynax Ne 10 BiANOBIAA/IbHI BiANOBiga/IbHICTIO cepil) roToBOro NikapcbKoro 3acoby - BBEAEHHsS 404ATKOBOro
(5x2), Ne 10 (10x1) y CTIO "®bapmavueBTuyHa po3mipy cepii npenapary
6nictepax B "®PapmaueBTu KOMnaHis
Kopo6ui, Ne 10 YyHa KoMnaHis "3p0pos'a”
(10x1) B KOpOOLL "3p0poB'a”
117. | NONIAEKCA Kpanni ByLUHi, Nab6opaTopii PpaHuin Na6opaTopii ®paHuin BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/2699/01/01
po3umH, no 10,5 mn Bylwapa Bywapa PekopgaarTi 3MiHK | TUNY - nogaHHs HoBoro cepTtudpikata RO-CEP 2009-159-Rev | peuyenmom
y donakoHi, no 1 Pekopgari 01 pnsa nonimikcrHy B cynbdhaty Bif HOBOrO afibTEPHATUBHOIO
donakoHy 3 NiNeTko BUPOGHMKA
B KAPTOHHIli Kopobu,i
118. | MOMIPITON -1 | HacTolka Ans TOB "AKn YkpaiHa TOB "AKnN YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/8925/01/01
nepopasibHOro "bapmaueBTu "®apmMaueBTNYHa AOMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHMYOT AinbHUL peuyenma
3aCcTOCyBaHHSA Mo YyHa habpuka" thabpuka" (Bkntovaroun AinbHULi ans APl NPOMiKHOTO NPoAyKTy abo rotToBoro
100 mn y 6aHLi B nikapcbKoro 3acoby, AibHNL AN NPOBEAEHHS NaKyBaHHS,
nauui BMPOGHUKA, BiAnoBigaIbHOrO 3a BUMYCK Cepili, MicLie MPOBEeAEHHS
KOHTPO/I0 cepil) abo nocTayasibHyKa BUXIgHOTO matepiasny,
peareHTy abo JONOMKHOT PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCHE)
(BUNYyYEHHSA BUPOBHNYOI AiNbHULi TOTOBOrO NikapCbKoro 3acoby Ta,
SIK HACNIAOK, BUTYYEHHSI MapKyBaHHS 4115 4iTbHUL FOTOBOro
nikapcbkoro 3acoby TOB «[KIMN «dapmaveBTryHa habprikar»
YkpaiHa, 10014, M. XKutomup, By/. JIEpMOHTOBCbKA, 5)
119. | NPEAHI3ONIOH | Tabnetkn no 5 mr Ne MpAT YkpaiHa MpAT YKpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/2587/02/01
-AAPHULUA 40 (10x4) y "GapmaueBTu "®apmaveBTnyHa 3MiHM | TUMy - BBEAEHHSA ab0 3MiHM A0 y3ara/ibHEHUX AaHuX Npo peyenmom
KOHTYPHUX YHa hipma dipma "AapHuua” cucTemy thapmakoHarnsagy (Bknovarouy KOHTakTHI faHi) Ta/abo
YapyHKOBMX "NapHuus"” 3MiHM Yy PO3MiLLIEeHHI MacTep-haiina cuctemmn hapMakoHarisgy
ynakoBkax y nauui
120. | MPEHECA® TabneTkn no 2 Mr no KPKA, a.4., CnoseHis KPKA, a.4., HoBo CnoBeHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/5145/01/01
10 Tabnetok y HoBso mecTo MecTo 3MiHU | TUNY - BUNYYEHHSI BUPOGHNYMX AiIbHULB Ai040T pEYOBUHU peyenmom
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
6nictepi; no 3, abo
no 6, ao no 9
6nictepis B
KapTOHHI KOopoo6Lli
121. | NMPEHECA® TabneTkn no 4 Mr no KPKA, a.4., CnoBeHisi KPKA, a.4., HoBo CnoBeHis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/5145/01/02
10 TabneTtok y HoBso mecTo MecTo 3MiHY | TUMY - BUNYYEHHS BUPOOHUYMX AiNTbHULb AiH0U0T PEUYOBUHM peyenmom
6nictepi; no 3, abo
no 6, abo no 9
6nicTepis B
KapTOHHiii Kopo6Lli
122. | MPUCUNKA MOPOLLIOK HaLLKIpHWIA MAT YkpaiHa MAT "ly6Hucbapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/3599/01/01
ANTAYA 0,1r/r,no50ry "Ny6Hu1chapm"” AAMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecy Micus peuyenma
6aHKax NpoBaYKEHHS AiSSIbHOCTI BUPOBGHMKa/imnopTepa roToBoro
nikapcbKoro 3acoby, BKIOUaKUM AiNbHNLj BUMYCKY cepii abo micue
NpoBeAeHHS KOHTPOSII0 AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/iMMOPTEp, BKItOYaOUMN BUMYCK cepiid) (3mMiHa agpecu
BMPOGHMKa, 6e3 3MiHM Micus BUPOOHULTBA.(MepeiiMeHyBaHHs BYy/.
MeTpoBcbkoro Ha By/. BapeiHkoBa) (TepmiH BBEAEHHS 3MiH
NPOTAroM 6-T MICALIB MICNSA 3aTBEPKEHHS); SMiHM | TUnYy -
AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHvKa peecTpaLliiHoro noceigyeHHs) (3miHa agpecu
3aaBHVKa) (TepMiH BBEEHHS 3MiH NPOTArom 6 -Tu MicALIB nicns
3aTBEPKEHHS)
123. | NPOrMHOPM Kancysim M siki no 3AT JNnToBCbK NABOPATOPIOC IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15255/01/01
OoBO 100 mr Ne 30 (15x2) "®APMJIICA" a NNEOH ®APMA 3MiHu Il TMny - 3MiHa BUPOGHMKA BUXIAHOrO/MPOMIXHOTO peyenmom
y 6nictepax Pecny6nik C.A. npoayKTy/peareHTy, W0 BUKOPVUCTOBYIOTLCS Y BUPOOHUYOMY
a npoueci A®l, abo 3miHa BUpo6HMKa (BKIOHatouu, ae HeobxigHo,
MiCLie NpoBeAeHHS KOHTPOO akocTi) AP (3a BigCyTHOCTI
cepTudikaTa BignoBigHOCTI EBponeiichkiin hapmakonei y
3aTBEPAXEHOMY [0ChE)(BBEAEHHS HOBOTO BUPOGHUKa ADI 3
HaJaHHAM MacTep-haiina Ha Adl) - BBeAEHHS [,04ATKOBOro
BUpo6GHMKa AP MNporecTepoHy
124. | NPOrMHOPM Kancysim M siki no 3AT JNnToBCbK NABOPATOPIOC IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15255/01/02
oBO 200 mr Ne 30 (15x2) "OAPMJIICA" a NNEOH ®APMA 3MiHuM Il TMny - 3MiHa BUPOGHMKa BUXIAHOrO/MPOMIXXHOTO peyenmom
y bnictepax Pecnybnik C.A. NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y BUPOOHNYOMY
a npoueci A®l, abo 3miHa BUpo6HMKa (BKIOUatouu, ae HeobxigHo,
MicL,e NpoBeaeHHS KOHTPOto akocTi) AdI (3a BigCyTHOCTI
cepTudikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei y
3aTBEPAXEHOMY [0ChE)(BBEAEHHS HOBOTO BUPOGHUKa ADI 3
HaJaHHAM MacTep-gaiina Ha Adl) - BBeAEHHSI [,04aTKOBOro
BUpo6HMKa AP MNporectepoHy
125. | NPOCTANAL HacTolika ans TOB YKpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/1194/01/01
nepopasibHOro "YKpaiHCcbka akuioHepHe AAMiHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs Ta/abo agpecu Micus peyenma
3acTocyBaHHs no chapmaneBTny TOBapUCTBO NpoBaMKeHHS AisNbHOCTI BUpOBHMKa/iMnopTepa rotoBoro
100 mMn y chnakoHi Ha komnaHisa" "Bionik" nNikapcbKoro 3acoby, BKIOYaun AinbHWLi BUNYCKY cepii abo micue

abo y 6aHu; i3
cknomacu; no 1

NpoBeAEeHHS KOHTPO/IO AKOCTI. (AisNbHICTb, 3a AKY Bignosigae
BMPOGHUK/IMNOpTEep, BK/IKOYAK4M BUMYCK cepiii) (3miHa
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
dhnakoHy abo 6aHLi HallMeHyBaHHs Ta afpecu MicLsi NPOBaMKEHHS AisiNIbHOCTI
B Mauyj 3 KAPTOHY; BMpo6HMKa /13: 3MiHa hopMmM BACHOCTI BUPOOHKKA Ta 3MiHa
no 100 mny HOPUANYHOI Ha hakTUYHY afpecy 3 nepeinmMeHyBaHHAM BY/ULL.
donakoHi abo y 6aHLi Micue BUpO6HMLTBA HE 3MIHWIOCL); 3MiHM | TUNy - AAMIHICTPaTUBHI
nonimepHiii; no 1 3MiHW. 3MiHa HalilMeHyBaHHA Ta/abo agpecy MicLsA NPOBaKEHHS
dhnakoHy abo 6aHLi AisnbHOCTI BUpo6HMKa (BK/IHOHaK4K, 3a He0bXiAHOCTI, Micue
B nauui 3 KapTOHY NPOBE/EHHSI KOHTPOJIIO SKOCTI), ab0 BfacHUka mactep-caiina Ha
Adl, ab6o noctavyanbHuka Adl/BrxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOGHMLTBI A®I (SIKLLO 3a3HAYEHO Y [OCbE Ha NMiKapCbkuii 3aci6)
3a BifCYTHOCTI cepTudikaTta BignoBigHOCTI EBPONENChKii
hapmakonei y 3aTBepAXeHOMY [0CbE, ab0 BUPOGHMKA HOBOT
[L0NOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y A0CbE) (3MiHa
HalilMeHyBaHHS Ta afpecu Micus NPoBaMKeHHS 4isNbHOCTI
BMpoGHMKa AP| EKCTpaKTy 3 flikapCbKOT POC/IMHHOI CUPOBUHM -
3MiHa (hopmy BNacHOCTi BUPOGHMKa Ta 3MiHa IOPUANYHOI Ha
hakTMuHy agpecy 3 nepeiMeHyBaHHAM Bynuui. Micue
BMPOGHMLTBA HE 3MiHW/OCh)
126. | MPOTE®NASIA | kpanniin bulk no 20 TOB "HBK YkpaiHa BMPOOHULITBO 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: NpUBEAEHHS Y - UA/4221/01/01
® ny 6ytnax aéo "Ekochapm” MOBHWUM LMK/IOM; BiANOBIAHICTb [0 peecTpauiliHnX MmaTepiasiB HaNUCaHHA

EMHOCTAX

BUNYCK Cepil:
MAT "®iTodhapm",
YKpaiHa;
BMPOGHMLITBO 3a
MOBHVM LIMK/IOM;
BMNYCK Cepil:
KomyHasnbHe
nignpYeEMCTBO
"JlyraHcbka
obnacHa
"®apmaisa”,
hapmaueBTMyHa
habpvika, YkpaiHa;
BMPOOHULITBO 3a
MOBHUM LIVIK/TOM;
BUNYCK cepil:
MpusatHe
akuioHepHe
TOBapUCTBO
"Bionik", YkpaiHa;
BMPOGHULTBO 3a
MOBHUM LIIK/TOM;
BUMYCK Cepii:
TOB
"TepHodapm”,
YkpaiHa,;
dpacyBaHHs roToBOI

ynakoBku B Hakasi MO3 YkpaiHu Ne 1389 Big 22.12.2016 B
npoueci BHECEHHA 3MiH - 3MiHY | TUny - AAMIHICTPaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHA Ta/abo agpecun Micusa NPoBaAKEHHSI
LiSIbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IOYAKOUY AiNbHULj BUNYCKY cepil abo MicLe npoBefeHHs
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiANOBigaE
BMPOGHMK/IMNOPTEp, BK/IOYaOUM BUMYCK cepiid) (3MiHa
HaliMeHyBaHHS Ta MicLe3HaxX0pKeHHs BUPOOHUKa MpuBaTHe
akuioHepHe ToBapucTBO "bionik" (3mMiHa hopmy BNacHOCTI
nignpveMcTBa-BMPO6HUKA Ta 3MiHa HaliMeHyBaHHs BynuL), 6e3
3MiHU Micus BUpO6HULTBA) (TepMiH BBEAEHHS 3MiH NPOTAroM 3-x
MicsILiB nicns 3aTBepAKeHHs); 3MiHu | Tuny - AAMIHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecy MiCLs NPOBaKEHHS
AiSNbHOCTI BUPOOHUKa/iMNopTepa roToBOro ikapcbKoro 3acoby,
BK/THOYAKOUN AiNbHULI BUMYCKY cepii abo Micue NpoBeeHHs
KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnosigae
BMPOGHMK/iMMOPTEp, BKItOYaoun BUMYCK cepiid) (3mMiHa agpecu
BMpo6HuKa MAT "diTodhapM", YkpaiHa, 6e3 3miH1 Micus
BMPOGHMLITBA (3MiHa Ha3BK MicTa) (TepMiH BBEAEHHS 3MiH
npoTarom 3-x MicsiUiB nicns 3aTBepaxeHHs) (6y/10 - re-30-mMA-abo
Re-50-mAa-y-ebraketax in bulk no 20 1y 6ymssix abo eMHOCMSIX)
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PeecmpayitiHa npoyedypa

Ymosu

Howmep

Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

Bionycky

peecmpayitiH

nocsi04YeHHs

o020

NpoAyKLUii, BUMYCK
cepii:
MAT "®apmak”,
YKpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny -

6e3

UA/14854/01/01

127.

NYCTUPHUK

Tabnetkn no 14 mr
Nel0 y 6nicTepax

MNAT
"Nly6Hn1chapm

"

YKpaiHa

MAT "/ly6Hndhapm”

YkpaiHa

3asBHMKa (BNacHyKa peecTpaLiiHoro NocBigyeHHst) (3MiHa agpecu

AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu

3asBHMKA) (TepMmiH BBeAEHHS 3MiH NpOTArom 6 -Tu MicauiB nicas
3aTBepMKEHHS); 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLa NPOBaMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby, BK/IYaUm
AinbHULI BUNYCKy cepii abo MicLie NpoBeAEeHHS KOHTPO/IHO SIKOCTI.
(misnbHiCTb, 3a AKy BiANoBifae BUPOOHMK/IMIOPTEP, BKIKOYAOUM
BMNYCK cepiil) (3MiHa agpecu BUPOGHHMKa, 6e3 3MiHM Micus
BMPO6HWLTBA.(NepeiiMeHyBaHHs By/1. NeTPOBCLKOro Ha By/I.
BapsiHkoBa) (TepMiH BBEAEHHS 3MiH NPOTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS)

peyenma

6e3

UA/6768/01/01

128.

MYCTUPHNKA
HACTOUKA

HacTolika no 50 mny
dnakoHax, no 25 mn
y dhnakoHax

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"Bionik"

YKpaiHa

MpuBatHe
akujoHepHe
TOBapuCTBO

"Bionik"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHUKa (BNacHVKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
HaliMeHyBaHHS Ta agpecu 3asBHUKa. 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus
NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BK/IYaloumM AinibHULI BUNYCKY cepii abo micue
NPOBELEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHMK/IMNOpTEp, BK/IOYaoUM BUMYCK CEpIid) - 3MiHa
HaliMeHyBaHHS Ta agpecun MicLA NPOBaMKEHHS AifAbHOCTI
BMPOGHUMKa /13 3miHa thopMK BNacHOCTI BUPOOHMKa Ta 3MiHa
IOPUAMYHOT Ha hakTUYHY afpecy 3 nepeiMeHyBaHHAM BYNL.
Micue BUpo6HMLTBA He 3MIHWA0ChL. 3MiHM | TUNY - AAMIHICTpaTVBHI
3MiHW. 3MiHa HalilMeHyBaHHA Ta/abo afpecy MicLs NPOBaKEHHS
AisnbHOCTI BUpO6HWMKa (BK/IHOHaKoun, 3a HeobXiAHOCTI, Micue
NPOBE/AEHHSI KOHTPOJIIO SKOCTi), ab0 BacHUka mactep-caiina Ha
A®l, ab60 noctavanbHuka Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro MPOAYKTY, L0 3aCTOCOBYHOTLCS Y
BMPOGHMLTBI API (SKLLO 3a3HAYEHO Y [OCbE Ha NMiKapCbkuii 3aci6)
3a BifICYTHOCTI cepTudpikata BignoBigHOCTI EBponeichkiii
chapmakonei y 3aTBepIXeHOMY [OCbE, ab0 BUPOGHMKA HOBOT
[0MOMDKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y 0CLE) - 3MiHa
HaliMeHyBaHHs Ta afpecu MicLA NPOBaXEHHS AisNbHOCTI
BMpO6HMKa API: 3miHa hopMu BNacHOCTI BUPOOHUKa Ta 3MiHa
IOPUAMYHOT Ha hakTUYHY afpecy 3 nepeiMeHyBaHHAM BYL.
Micue BUpoBHULTBA HE 3MIHWMIOCh.

peyenma

6e3

UA/1954/01/01

129.

PENI®®
YNbTPA

cynosuTopii
pekTasibHi Nel 2
(6x2) y cTpunax

Baiiep
KoHcblomep
Kep Al

LLiBefiuapi
2

IcTiTyTO e Anxeni
C.p.n.

ITanis

BHECEHHS 3MiH A0 peecTpauiiiHux matepiasis: 3MiHu |l Tuny -
[oToBMIA Nikapcbkuii 3aci6. Onuc Ta cknag,. 3miHa y cknagi

peyenma

(BONOMDKHMX peYOBMHAX) FOTOBOrO MiKAPCbKOro 3acoby (iHLi 3MiHN)

(3amiHa 1O0NOMiXXHOT PEYOBMHM MacC/I0 NeYiHK1 aKyu iHLLIoK
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Ymosu

Howmep

Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Bionycky

peecmpayitiH
020
noceioYeHHs

[OMOMiXXHOK PEYOBMHOK 3 TUM CaMUMM (hYHKLIOHAIbHUMU
XapakTepucTMKamy Macsio Kakao B eKBIBUTEHTHIl KifIbKOCTi 3
Bi4NoBigHMMM 3MiHaMK1 [0 po3ainy «Cknag», «Cneuumgikalis,
«MeToau KOHTPOSH AKOCTi» «MapKyBaHHS» Ta ik Hac/if0K 3MiHW
00 IHCTPYKLIT ANs MeAnYHOro 3acToCcyBaHHS, 3rigHO BUCHOBKY KEI
"Xipypris, aHecTesionoris/peaHimarosiorisi, remaTosnoria Ta
TpaHcdysionoris. Jlikapcbki 3acobu”, y po3ginun: Cknag, Nnikapcbkoro
3ac06y - BUly4eHO Macso neviHku akyau. Jlikapcbka dopma -
BUJTy4YEHO i3 cnabkum pubHuM 3anaxom. Mepeno3yBaHHS -
BU/TY4EHO: "3a YMOBU iCTOTHOrO NEepPeBWLLEHHA PEKOMEHA0BAHNX
pas3oBuX i 4OOOBKX A03 Mac/a NnediHk1 akynm Moxe cnocTepiratucb
CXW/IbHICTb 10 MPUCKOPEHOTO 3ropTaHHsA KPOBi. Y Taknx Bunagkax
cnig npunUHUTK 3acTocyBaHHA npenapaTy") (TepMiH BBEAEHHS 3MiH
npoTArom 3-x MicsLiB Nicns 3aTBepAKEHHS)

UA/1152/01/01

130.

PIHFTEPA
NAKTAT
PO34MH

pO34uH ANs iHdysil
no 200 mn, 250 mn,
400 mn, 500 mny
nAsLWKax

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"IHdy3ia”

YKpaiHa

MpusatHe
akujoHepHe
TOBapUCTBO

"IHdpy3ia"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3as1BHMKa (B/1acHMKa pPeeCTpaLiiHoro noceig4yeHHs) (3MiHa agpecu
Ta HaliMeHyBaHHS 3asBHVKa) (TepMiH BBELEHHS 3MiH NPOTAroM 3-x
MicALIB NicNA 3aTBEPKEHHSR); SMiHM | TUNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecy MicLsi MPOBaKEHHS
LiSbHOCTI BUPO6HUKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IOYAIOUY AiNbHULj BUNYCKY cepil abo MicLe npoBefeHHs
KOHTPO/IO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiAMNOBigaE
BMPOGHMK/IMNOPTEp, BK/IOYaoUM BUMYCK cepiid) (3MiHa
HaliMeHyBaHHS Ta afpecyn MicLA NPOBaMXEHHS AifbHOCTI
BMPOBGHMKA rOTOBOrO JliKapCcbKoro 3acoby, 6e3 3MiHu micus
BMPOGHMLTBA) (TEpMiH BBELEHHS 3MiH NPOTArom 3-x MicsAUiB nicns
3aTBEPKEHHS)

3a
peyenmom

6e3

UA/8839/01/01

131.

POAIONN
EKCTPAKT
PIOKUIA

eKCTpaKT pigkuii no
25 mn, 50 MmNy
hnakoHax y naui
abo 6e3 nayku

TOB
"YKpaiHCcbKa
hapmaLeBTny
Ha komnaHis"

YkpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

"Bionik"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AAMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecy Micus
NpoBaPKEHHNA Ai/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOUaKUM AiNbHNLj BUMYCKY cepii abo micue
NpoBeAeHHS KOHTPOSIIO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/iIMMOPTEp, BK/IOYAOUMN BUMYCK Cepild) (3MiHa
HalilMeHyBaHHS Ta afpecu Micus NPoBaMKeHHS AisNbHOCTI
BMPOGHMKa /13: 3miHa hopMM BNacHOCTi BUPOGHUKA Ta 3MiHa
HOPUAMYHOT Ha hakTUYHY afpecy 3 nepeiiMeHyBaHHAM BYNL.
Micue BUpOGHMLTBA HE 3MIHWMOCL); 3MiHU | TUNy - AgMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afipecy 3asiBHMKa (B/lacHUKa
peecTpavuiiHoro NocBigyeHHs1) (3MiHa agpecu 3asiBHUKa); 3MiHu |
Tuny - AAMiHICTpaTMBHI 3MiHM. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MiCLil NPOBAXEHHS AisS/IbHOCTI BUPOOHMKa (BK/IHOYatoum, 3a
HeOo6XifHOCTI, MicLe NPOBEAEHHS KOHTPOJIIO AKOCTI), abo BnacHuKa
macTep-aiina Ha A®l, abo noctavanbHuka AdDI/BUXigHOro
MaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, L0 3aCTOCOBYIOTLCH Y
BUMPOGHMLTBI AP (SKLLO 3a3HAYEHO Y AOCHE Ha NiKapCbKMii 3aci6)
3a BifCYTHOCTI cepTuduikarta BignoBigHOCTI EBPONENChKii

peyenma
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
hapmakonei y 3aTBepyKeHOMY A0Cbe, a60 BUPOOHMKA HOBOI
[OMNOMDKHOT PEYOBUHY (SIKLLO 3a3HAYeHO Y A0CbE) (3MiHa
HaliMeHyBaHHS Ta agpecu MicLA NPOBaMKEHHS AifAbHOCTI
BUpo6HUKa ADI EKCTpaKTy 3 NikapCbKOi POCIMHHOT CUPOBUHMU -
3MiHa hopMu BNacHOCTi BUPOOHUKA Ta 3MiHa IOpUANMYHOT Ha
hakTUuyHy agpecy 3 nepeiMeHyBaHHAM Bynuui. Micue
BYPOBHMLTBA HE 3MIHWOCh)
132. | CENTUN pO34MH ons TOB "AKN YkpaiHa TOB "OKN YKpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/6211/01/01
30BHILUHLOIO "bapmaueBTu "GapmMaueBTUYHa 3MiHM | TNy - 3MiHa napameTpiB cnewuudikaliii Ta/abo gonycTtumux | peyenmom
3acToCyBaHHs, YHa habpuka" thabpuka" MeX roTOBOrO JliKapCbKoro 3acoby; CynyTHs 3MiHa - 3MiHa y
cnupToBuit 70 % no MeTo4ax BUNPOOYyBaHHS rOTOBOTO JTiKapCbKOro 3acoby (iHLWi 3MiHN Y
100 mn 'y dpnakoHax MeToAax BUNPOoGyBaHb (BK/IOYaouM 3amiHy abo AONOBHEHHS));
3MiHK | TUNY - 3MiHa NapameTpiB crneuudikayiin Ta/abo gonycTUMmnx
MeX FOTOBOr0 /iKapCbKOro 3acoby (BHECEHHS 3MiH A0 AOCLE Nic/is
OHOBJ/IEHHSA 3arasibHOT CTaTTi Ha rOTOBY Nikapcbky hopmy y
L®Y/EBponeiickkiin chapmakonei); cynyTHsS 3MiHa - 3MiHa Yy MeToAax
BMMNPOOGYBaHHS TOTOBOTO /liKapCbKOro 3acoby (OHOB/IEHHSI
npoweaypu BUNpPoGyBaHHS 4151 NPUBELEHHS Y BiANOBIAHICTb 3i
3MiHEHOt0 3arasibHoto cTaTTeto JdY abo EBponeiicbkoi
dhapmakonei)
133. | CEPBOHEKC® TabneTkn BKPUTI KYCYM IHais KYCYM IHais BHECEHHS 3MiH [JO peecTpaLjiiiHx Matepianis: 3MiHu | Tuny - 3miHu 3 - UA/15767/01/02
o060s10HKo0 10 Mr, in XENTXKEP XENTXKEP MBT. AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
bulk Ne 14x240: no MNBT. NTA,. nTa. KOHTeliHep/3aKkynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBku
14 TabneTtok y roTOBOrO Jlikapcbkoro 3acoby (iHLi 3miHW) (BBEAEHHS 40AaTKOBOI
6nictepi; no 240 ynakoBku in bulk Ne 14x240: no 14 tabneTok y 6nictepi; no 240
6nictepiB y 6nicTepiB y KAPTOHHIlA KOPOO6L 3 BiANOBIAHUMY 3MiHAMU Y p.
KapTOHHI KOopoo6Lli «YnakoBka». [1epBUHHMI NaKyBaslbHUIA MaTepian He 3MiH1BCS)
134. | CEPBOHEKC® TabneTkn BKpUTI KYCYM IHAisa KYCYM IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHx martepianis: 3MiHu | Tuny - 3miHu 3 - UA/15767/01/01
060/10HKOI 5 Mr in XENTXKEP XENTXKEP MBT. sKocTi. FoToBwMiA Nnikapcbkuii 3aci6. Cuctema
bulk Ne 14x240: no MBT. NTA. nTAa. KOHTeliHep/3akKynopoBasibHWi 3aci6. 3MiHa po3Mipy ynakoBKu
14 Tabnetok y roTOBOrO MikapCcbKoro 3acoby (iHwWi 3MiHKn) (BBEAEHHS A0A4ATKOBOT
6nictepi; no 240 ynakoBku in bulk Ne 14x240: no 14 tabnetok y 6nictepi; no 240
6nictepiB y 6nicTepiB y KAPTOHHIlA KOPOO6L 3 BiANOBIAHUMY 3MiHaMK Y p.
KapTOHHI/ KopoobLi «YnakoBKa». [epBUHHWI NakyBaslbHWIA MaTepian He 3MiHUBCS)
135. | CUHA®DJIAHY masb 0,025% no 10 TOB "AKn YkpaiHa TOB "AKN YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/9345/01/01
MA3b ry 1y6i B navui "®PapmaueBTu "®apmMaueBTNYHa AOMiHICTPATUBHI 3MiHW. BunyyeHHs BUPOOGHMYOT AinbHUL peuenmom
YyHa habpuka" thabpuka" (Bkntovaroun AinbHULi ans APl NPOMiKHOTO NPoAyKTy abo rotToBoro
nNikapcbKoro 3acoby, AiNbHuLi 418 NPOBEeAEHHS NakyBaHHS,
BMPOGHMKA, BiAnoBigaIbHOrO 3a BUMYCK Cepili, MicLie MPOBEeAEHHS
KOHTPO/I0 cepii) abo nocTayasnbHyKa BUXIGHOTO Matepiasny,
peareHTy abo JONOMKHOT PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCHE)
(BUNYyYEHHA BUPOBHNYOI AiNbHULi TOTOBOrO NikapCcbKoro 3acoby Ta,
SIK HACNIAOK, BUTYYEHHSI MapKyBaHHS AN15 [iTbHUL FOTOBOro
nikapcbkoro 3acoby TOB «[KIMN «dapmaveBTryHa habprikar»
Ykpaina, 10014, M. XKutomup, By/. JIEpPMOHTOBCHKA, 5)
136. | C/IABITAKC- Tabnetkn no 7,5 mr ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YKpaina BHECEHHS 3MiH A0 peecTpayiiHux martepiasiB: 3MiHu | Tuny - 3miHn 6e3 UA/12465/01/01
3400POB'A Ne 10 (10x1), Ne 20 06MEXEHO 06MEXEHO 3 sIkocTi. [0TOBWIA NikapcbKkuii 3aci6. Cuctema peyenma
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

(10x2) y 6nictepax B

Kopoo6ui

BiANOBIAA/IbHI
CTiO
"®GapmaueBTu
YyHa KoMnaHis
"3p0pos'a”

BiANoBiAa/IbHICTIO
"PapmaueBTnyHa
KOMnaHis
"3popos'a”

KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3Mipy ynakoBKu
roTOBOrO MiKapCbKOro 3acoby (BWU/IyYEHHST yNakoBK/ NEBHOTO
po3mipy) (Buny4YeHHs ynakoBku no 10 TabneTtok y 6rictepax 3
MapKyBaHHSIM YKPaiHCbKOI Ta POCiiiCbKolo MOBamun 6e3 BkiafaHHsA
B KOPOGKY); 3MiHN | TURY - AgMIHICTPaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa roToBOro Jikapcbkoro 3acoby, BKIYaun
AiNbHULI BUNYCKy cepil abo Micue NPOBeAEHHS! KOHTPOJIIO SKOCTI.
(misnbHiCcTb, 3a AKy BigNoBifae BUPOOHMK/IMIOPTEp, BKIKOYAKUM
BUNYCK cepiii) (NprBeAEHHS MiCLLe3HaX04KEHHS BUPOOHMKa N3
ToBapncTBO 3 06MEXEHOI0 BiAMNOoBifasIbHICTIO "dapmaLeBTUYHa
KOMMaHis "310poB s, YkpaiHa y BignoBigHICTb A0 NileHsii Ha
BMPOBHULTBO, 6€3 3MiHN Micusa BUpo6HMLTBA) (TepMiH BBEAEHHS
3MiH NPOTArom 3-X MiCALIB Nicnsa 3aTBEPMAXEHHS); 3MiHu | Tuny -
AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHMKa peecTpauiiHoro noceigYeHHs) (3miHa
MicLie3HaxoMxeHHs 3asBHuKa) (TepMiH BBEAEHHS 3MiH MPOTAroM 3-
X MicAUiB nicns 3aTBepikeHHs); 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy (iHwi 3miHn) (3amiHa
rpadpivHOro 306paxeHHs ynakoBKN Ha TEKCT MapKyBaHHS AN1s
NEepBUHHOI Ta BTOPUHHOI YMaKoBKW Y 3B’A3KY 3 MPUBEAEHHAM Y
BignoBiaHiCTb A0 Hakaszy MO3 Ykpainu Ne 426 Big 26.08.05 (y
pepakuii Hakazy MO3 YkpaiHu Ne460 Big 23.07.2015 p.) (TepMiH
BBE/lEHHS 3MiH NPOTAroM 3-X MicsUIB NicNs 3aTBEPAYKEHHS)

137.

CNABINAKC-
30POB'A

Kpanni opasibHi, 7,5
mr/mn no 15 mn a6o
30 mn 'y chnakoHax
Ne 1

ToBapucTeo 3
obmexeHo
BiANOBIAA/IbHI
cTHO
"GapmaueBTu
YyHa KoMMaHis
"3p0pos'a”

YkpaiHa

ToBapucTBO 3
0b6MexeHot
BiNOBiga/IbHICTIO
"®apmMaLeBTnyYHa
KoMnaHis
"3popos'a”

YkpaiHa

BHECEHHSA 3MiH 10 peecTpavuiiiHux maTtepianis: 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHA AisS/IbLHOCTI BUPOGHMKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKIOYaUM AinibHULI BUNYCKY cepil abo micue
NpoBeAEeHHS KOHTPOJIO AKOCTI. (AisNbHICTb, 3a AKY Bignosigae
BMPOGHMK/iMNOpTEp, BK/IOYaUM BUNYCK cepiii) (MprBeAeHHS
MicLie3HaxopKeHHs BUPO6HMKka /13 ToBapuCTBO 3 06MEXEHOI0
BigMnoBigasIbHICTIO "®apmaleBTMYHa KOMMNaHis "340poB a”, YkpaiHa
Yy BigMoBigHICTb A0 NiLeH3ii Ha BUPOOHULTBO, 6€3 3MiHU MicLs
BMPO6HULTBA) (TEpPMIH BBELEHHS 3MiH NPOTArom 3-x MicALUiB nicns
3aTBEPAKEHHS); 3MiHK | TNy - AOMIHICTpaTVBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BnacHuKa
peecTpauiiHoro NocBigYeHHs1) (3MiHa MiCLLEE3HAXOKEHHS 3asBHUKA)
(TepMmiH BBEAEHHS 3MiH MPOTAroM 3-X MiCAILiB MiC/si 3aTBEPAYKEHHS)

6e3
peyenma

UA/12465/02/01

138.

CTPENTOLMA,

Tabnetkn no 300 mr
Nel0 y 6nicTepax

MAT
"Ny6Huchapm”

YKpaiHa

MAT "ly6Hucbapm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus
NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BK/IYaloumM AinibHULI BUNYCKY cepii abo micue
NPOBeLEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHMK/IMNOpTEp, BK/OYakUM BUMYCK cepili) (3MiHa agpecu
BMPOGHUWKa, 6e3 3MiHM Micus BUpOGHULTBA. (MepeiiMeHyBaHHs BYy.
MeTposcbkoro Ha Byn. bapsiHkoBa) (TepMiH BBEAEHHSA 3MiH
NpPOTAroM 6-TM MicALB Nic/a 3aTBepAKEHHs); 3MiHu | Tuny -

3a
peyenmom

UA/6759/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (B/1acHMKa peecTpaLiiiHoro noceigyeHHs) (3MiHa agpecu
3asBHUKA) (TepMmiH BBeAEHHSA 3MiH NPOTArom 6 -Tu MicAuiB nicas
3aTBEPAKEHHS)
139. | TAMOKCU®PEH | Tabnetku no 10 mr ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YKkpaina BHECEHHS 3MiH A0 peecTpayiiHnx martepiasi: 3MiHu | Tuny - 3miHn 3a UA/5528/01/01
-340POB'A Ne 60 y 06MexeHo 06MexeHo 3 AKoCTi. FoToBWMIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y peyenmom
KOHTelHepax (y BiANOBiAabHI BiANOBIAA/TBHICTIO TepMiHax NpuAaTHOCTi abo ymoBax 36epiraHHs roToBoro
nadui abo 6e3 cTH0 "®apMaueBTNYHaA NiKapCcbKoro 3acoby (36i/bLUEHHSI TEPMiHY NPMAATHOCTI FOTOBOrO
nayku), Ne 60 (10x6) "bapmaueBTu KOMnaHis nikapcbKoro 3acoby) - 15 ToproBoi ynakoBky (NigTBEPAXKYETLCA
y 6nictepax YyHa KoMnaHis "3p0pos'a” AaHVMK peanbHOro yacy) (36inbLIeHHa TepMiHy npugatHocTi 13 3
"3popoB'a” 2-X [0 3-x pokiB) (TepMiH BBEAEHHS 3MiH NPOTAromM 3-X MicsLiB
nicns 3aTBepapKeHHs)
140. | TAMOKCU®EH | Tabnetku no 20 mr ToBapucTso 3 YKpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHun | Tuny - 3miHu 3a UA/5528/01/02
-340POB'A Ne 30 (10x3), Ne 60 obmexeHo 0bMexeHot 3 AKocTi. [oToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3miHa Y peyenmom
(10x6) y 6nicTepax BiANOBIAA/IbHI BigNoBigasIbHICTIO TepMiHax NpuAaTHOCTi abo yMoBax 36epiraHHs roToBOro
CTIO "®apmaueBTMyHa NiKapcbKoro 3acoby (36i/bLUeHHst TePMiHY NPUAATHOCTI FOTOBOr0O
"®apmaueBTu KOMMaHis nikapcbKoro 3acoby) - 115 Toprosoi ynakoBky (NigTBEPMAKYETLCA
YHa KoMMaHis "3p0pos'a" OaHUMK peasibHOro yacy) (36i/bleHHs TepMiHy npuaaTtHocTi N3 3
"3p0pos'a” 2-x fo 3-x pokis) (TepmiH BBEAEHHS 3MiH MPOTAroM 3-X MicsLiB
nicnsl 3aTBepAKEHHS)
141. | TAHTYM rpaHynun ans AsieHpe Kimike ITanis AsieHge Kimike ITania BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/4012/01/01
PO3A® BariHasbHOro PiyHiTe PiyHiTe AHxeniHi BUMPaB/IEHHS TEXHIYHUX NOMUIOK B METOAAX KOHTPOJIHO AKOCTI peyenma
po3uuHy no 500 mr AHXeniHi ®paHyecko
no 10 cawe B dpaHyecko AK.P.A®. C.nA.
KapTOHHI Kopoo6Li AK.P.AO®.
C.n.A.
142. | TAY®POH Kpanni ouHi, 40 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/5345/01/01
Mr/mnno 5 mny 06MEXEHO0 06MEXeHo 3MiHK | TNy - 3MiHa YNOBHOBaXEHOT 0CO6M, BiANOBIAa/ILHOI 3a peuyenmom
hnakoHax Ne 3y BiANOBIA&/IbHI BiANOBiAa/IbHICTIO 3AiicHeHHs1 hapMakoHarsay (BK/IKUakun KOHTaKTHI AaHi) Ta/abo
KOMMNAEKTi 3 cTHO "[ocnigHnii 3aBof 3MiHM Y pO3MiLLeHHi MacTep-haiina cuctemun dpapmakoHarnsgy
KPWLLIKOIO- "focnigHnii "THUNC", YkpaiHa
KpanesibHULE Yy 3aB0/, (Bci cTagii
nauui, no 10 mny "rHUNC" BMPOBHULTBA,
hnakoHax Ne 1y KOHTPO/Ib SIKOCTI,
KOMMNEKTi 3 BUNYyCK cepii);
KpULLIKOO- ToBapucTBO 3
KpanenbHuLe y 06MexeHo
navui BiZANOBIfANbLHICTIO
"®APMEKC IrPYM",
YkpaiHa (Bci cTagil
BMPOGHMLITBA,
KOHTPO/b SKOCTI,
BWMYCK cepii)
143. | TEPBIHA®IH Tabnetku no 250 mr NAT YkpaiHa MAT "ly6Hucbapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/6688/01/01
Ne 10 (10x1) y "Ny6Huchapm"” AAMiHICTpaTVBHI 3MiHW. 3MiHa HalilMeHyBaHHA Ta/abo agpecu peyenmom

6nictepax no 1
6nictepy y nayui 3

3as1BHMKa (B/1acHMKa pPeECTpaLiiHOro nNoceig4yeHHs) (3MiHa agpecu
3aaBHuMKa) (TepMmiH BBEAEHHS 3MiH NPOTArom 6 -Tu MicsuiB nicns
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
KapToHy 3aTBEpMKEHHS); 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMPOOGHWKa/iMnopTepa roToBoro Nikapcbkoro 3acoby, BKIYaUm
AinbHWLI BUNYyCKy cepii abo Micue NpoBeAeHHS KOHTPOSIHO SAKOCTI.
(misnbHiCTb, 3a AKy BigNoBigae BUPOOHMK/IMIOPTEp, BKIHOYAKOUN
BWMNYCK cepiii) (3MiHa agpecy BUPOGHMKa, 6e3 3MiHW Micus
BMPO6HMLTBA.(NepeiiMeHyBaHHs By/l. NeTPOBCLKOro Ha By/I.
BapsiHkoBa) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tu MicAUiB nicns
3aTBEPAKEHHS)
144. | ®APMA3O/IH Kpanni HasanbHi MAT "dapmaxk” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiiH1x maTepianis: 6e3 UA/1880/01/01
® 0,05% no 10 mny 3MiHKM | TUNY - NOAAHHSA OHOB/IEHOTO CepPTUQIKaTY Bif BXe peuyenma
chnakoHi abo y 3aTBEPKEHOr0 BUPOGHUKA, KNI 3MiHVB Ha3BYy
donakoHi 3
[o3artopom; no 1
dhnakoHy B nauui 3
KapToHy; no 10 mny
donakoHi
3aKynopeHomy
npo6koto-
KpanenbHuueto, no 1
dhnakoHy B nauvui 3
KapToHY
145. | ®APMA3O/IH Kpanni HazanbHi 0,1 MAT "dapmaxk” YkpaiHa MNAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/1880/01/02
® % no 10 mny 3MiHuW | TUNY - NOAAHHA OHOBEHOTO CepPTUAIKaTy Bif BXe peuyenma
hnakoHi abo y 3aTBEPKEHOTO BUPOGHUKA, KW 3MiHVB Ha3BY
dhnakoHi 3
[03aropom; no 1
hnakoHy B nayi 3
KapToHy; no 10 mny
donakoHi
3aKyrnopeHomy
npo6koto-
KpanenbHuLeto, no 1
hnakoHy B nayui 3
KapTOHY
146. | PAPMA30/IH cnpeii HazanbHuiA, 1 | MAT "d®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/1881/02/01
®H mr/mn no 15 mn a6o 3MiHK | TUNY - NOA4AHHS OHOBNEHOTO cepTudikaTa Bif, BXe peyernma
no 20 mn y dprakoHi 3aTBEPXEHOr0 BUPOOHUKA, SKUIA 3MiIHUB Ha3BY
nonieTMneHoBoMy;
no 1 dnakoHy y
nayui 3 KApTOHY
147. | ®EANH-20® Kancynu no 20 mr no OpraHocuH IHAisa CiHmeamnk IHAin BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis: NpUBeAEHHS Y 3a UA/1239/01/01
10 kancyny Naid Na6opatopis, IHain BiNOBIAHICTb A0 peecTpauiiiHNX MaTepianiB HaNUCaHHA peyenmom
6nictepi; no 3 CaeHcus MBT. MaiinaH peecTpauiliHnx HomepiB B Haka3i MO3 YkpaiHu Ne 836 Big,
6nictepu B nauui 3 nra., Na6opaTtopi3 15.08.2016 B npoueci BHeCEHHS 3MiH - 3MiHu | Tvny -
KapToHy Nimiten, IHAis AAMiHICTpaTMBHI 3MiHWN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu Micus

EBepTomxeH Jland

NpoBaPKEHHS AiSi/IbHOCTI BUPOGHMKa/imnopTepa roToBoro
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsi0O4YeHHs

CaeHcus flimites,
IHais

nikapcbKoro 3acoby, BKIYaUmM AifibHULI BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPO/TIO SKOCTI. (AiANbHICTb, 3a AKy BignoBigae
BMPOGHMK/IMNOpTEp, BK/IOYaUM BUMYCK cepiid) (3MiHa
HallMeHyBaHHs BMPO6HUKa /13, 6e3 3MiH1 MicLA BUPOGHMLTBA)
(TepMiH BBEAEHHS 3MiH - NPOTAroM 3-x MicsAuiB nicns
3aTBepaxeHHs) (6yso - UA/1240/01/01)

148.

PEANH-20®

Kancynu in bulk : no
2500 kancyny
noABiliHMx
nonieTuIeHoBmx
naketax

OpraHocuH
Naiidp
CaeHcus IBT.
nra.,

IHais

CiHmeamk
JTabopatopis, IHgis
MaiinaH
Na6opaTtopi3
Nimitea, IHgjs
EBepTompxeH flaiich
CaeHcus flimites,
IHais

IHais

BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: NpUBEeAEHHS Y
BiANOBIAHICTb [0 peecTpauiliHnX MmaTepiasiiB HaNUCaHHA
peecTpauiliHnx HomepiB B Haka3i MO3 YkpaiHu Ne 836 Big,
15.08.2016 B npoueci BHeCEHHS 3MiH - 3MiHu | Tvny -
AAMiHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHA AisS/IbHOCTI BUPOGHMKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKIOYaUM AinibHULI BUNYCKY cepil abo micue
NpoBeAEeHHS KOHTPOJIIO AKOCTI. (4isNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpPTEp, BK/IOYaUM BUMYCK cepiid) (3MiHa
HaliMeHyBaHHs1 BUpPo6HWKa 13, 6e3 3MiHW MicLst BUPOGHULITBA)
(TepMiH BBEAEHHS 3MiH - NPOTAroM 3-x MicsuiB nicns
3aTBepaxeHHs) (6ys1o - UA/1239/01/01)

UA/1240/01/01

149.

DITYNBEHT
DITOBA/Ib3A
M

6ans3am no 500 mn
y nAsiwKax

TOB
"YKpaiHCcbKa
hapmaueBTny
Ha komnaHis"

YkpaiHa

MpusatHe
akujioHepHe
TOBapUCTBO

"Bionik"

YkpaiHa

BHECEHHSA 3MiH 10 peecTpayjiiiHux maTepianis: -3MiHu | Tuny -
AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHUKA (BNacHMKa peeCTpaLiiHoOro NocBig4YeHHs) - 3MiHa agpecu
3aaBHMKa. 3MiHW | TUNy - AOMIHICTPaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy MicLs NPOBaKEHHS Ais/IbHOCTI
BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby, BK/IYaun
AinbHULI BUNYCKY cepii abo MicLe NpoBeAEeHHS KOHTPOSIHO SIKOCTI.
(misnbHiCTb, 3a AKy BigNoBifae BUPOOHMK/IMIOPTEp, BKIHOYAKUM
BUWMYCK Cepiil) - 3MiHa HalilMeHyBaHHs Ta afpecu Micus
NpoBafKEHHS Ais/IbHOCTI BUPO6HUKa M13: 3miHa chopmu BNacHOCTI
BMPOOHMKA Ta 3MiHa IOPUAMYHOT Ha hakTuyHy agpecy 3
neperiMmeHyBaHHAM BynuLi. MicLe BUpOGHMLTBA HE 3MIHWIOCh.
3MiHu | TUNY - AgMiIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecyt MicLA NPOBaXEHHS Ais/IbHOCTI BUPOGHMKA (BK/KOUaoum,
3a HEOOXiAHOCTI, MicLie NPOBEAEHHS KOHTPO/IO SIKOCTI), abo
B/lacHMKa mactep-thaiina Ha A®l, abo noctavasibHUKa
Adl/BuxigHoro matepiasy/peareHTy/MPOMiXXHOIO NPOAYKTY, LLO
3aCTOCOBYHOTLCA Y BUPOGHULITBI AP| (AKLLO 3a3HAYEHO Y A0CbE Ha
nikapcbkuii 3aci6) 3a BiACYTHOCTI cepTudpikaTa BigMnoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAKeHOMy [0Cbe, abo
BMPOGHMKA HOBOI JOMOMIXKHOI PEeYOBUHU (SIKLLO 3a3HAYEHO Y OChE)
- 3MiHa HaliMeHyBaHHS Ta agpecu MicLA NPOBaMKEHHS Ais/IbHOCTI
BMpO6HMKa API: 3miHa hopMu BNacHOCTI BUPOOHUKa Ta 3MiHa
IOPUAMYHOT Ha hakTUYHY afpecy 3 nepeiMeHyBaHHAM BYL.
Micue BUpoBHULTBA HE 3MIHWMIOCh.

3a
peyerimom

UA/10255/01/01

150.

DNATIN®

cynosuTopii
BariHasibHi no 500
mr, Ne 10 (5x2): no 5
Cyno3nTopiiB y

TOB "CaHodi-
ABeHTIC
Ykpaina"

YKpaiHa

HOHiTep Niksig,
MaHydekuypiHr

®paHuis

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHK | TUNY - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI Ta
hapMakoHarnaay - BUIydYeHHs iHpopmauii woao gatm
BMPOGHMLITBA FOTOBOTO J1iKaPCbKOro 3aco6y 3 NepBMHHOT yNakoBKM

3a
peyenmom

UA/8410/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
cTpuni; no 2 cTpunu (cTpuna). BBegeHHsA 3MiH NpoTArom 6-tm MicAuiB nicnsa
B KAPTOHHIli Kopobu,i 3aTBePAXKEHHA
151. | ®NYKOHA3O/T | TabneTku, BKPUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/0276/01/01
060/10HKOI0, MO 50 "TexHonor" 3MiHM | TUNY - NOAAHHA HOBOro cepTudikaty BignosigHocTi € ana peyenmom
mr Ne 10 (10x1), Ne A®I Big HOBOrO BUPOGHMKA
1000 (10x100) y
6nictepax
152. | ®NIYKOHA3O0/1 | TabneTku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/0276/01/02
060/10HKot0, No 100 "TexHonor" 3MiHuM | TUNY - NOAAaHHA HOBOrO cepTuqlikaTy BignosigHOCTI € ans peuenmom
mr Ne 10 (10x1), Ne A®I Big HOBOro BUPOOHMKa
1000 (10x100) y
6nictepax
153. | ®NIYKOHA3O0/1 | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: Ne 1 — 6e3 UA/0276/01/03
o060510HKot0, No 150 "TexHonor" 3MiHM | TUNY - NOAAHHA HOBOrO cepTudikaty BignosigHocTi € ans peyenma;
mr Ne 1 (1x1), Ne 2 A®I Big HOBOrO BUPOGHMKA Ne 2 - 3a
(1x2), Ne 2 (2x1) y peyenmom
bnictepax
154. | ®/TYKOHA3O0/1 | TabneTtku, BKPUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/13380/01/01
060/10HKO0, Mo 150 "TexHonor" 3MiHM | TUNY - NogaHHA HOBOro cepTudikaTy BignoBigHOCTI E® ans
Mmr in bulk Ne 3000 y A®I Big HOBOro BUPOGHMKa
KOHTeliHepax
155. | ®/TYKOHA3O/1- | kancynm TBepAi no ToBapuncTBO 3 YkpaiHa ToBapucTBO 3 YKpaina BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: NPUBEAEHHS Y 3a UA/3938/01/01
3400POB'A 50 mr Ne 7 (7x1), Ne 06MexeHo 06MexeHo BigNOBiAHICTb A0 peecTpauiliHUX MaTepianiB HANMCAHHA Ha3BU | peyernmom
10 (10x1) y Bignosiganb BignoBifganbHicT 3aABHUKa/BUPOGHMKaA B Hakasi MO3 YkpaiHu Ne 537 Big
6nictepax HiCcTIO 10 20.08.2015 B npoueci nepepeectpauii (6ys10 - Tosapucmso 3
"bapmaueBTu "hapmMaueBTUYHa 0b6MexeHoro sidanosidasibHicmio "®apmayesmuyHa KoMnaHisi
YyHa KoMnaHis KoMnaHis "3dopos's")
"3gopos's"” "3popos's”
156. | ®NTIYKOHA3O0/1- | kancynu tBepai 100 ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx MmaTepiasis: NPpUBeAEHHS Y 3a UA/3938/01/02
3400POB'A mr Ne 7 (7x1), Ne 10 obmexeHoro 06MeXeHo BiANOBIAHICTb A0 peecTpaLiiiHux MaTepianiB HaNUCaHHA Ha3BU | peyernmom
(10x1) y 6nictepax BignoBsiganb BignoBiganbHicT 3aABHUKa/BUpPOGHMKa B Hakasi MO3 YkpaiHu Ne 537 Big
HicTIO 10 20.08.2015 B npoueci nepepeecTtpadii (6ys10 - ToBapucmso 3
"®bapmaueBTu "®apmMaueBTNYHa 06MeXeHoK sidarnosidasibHicmio "PapmMayesmuyHa KoMnaHis
YyHa KOMMaHis KoMnaHis "3dopos's")
"3pa0pos's"” "3p0opos'a”
157. | ®NTIYKOHA3O/1- | kancynu TBepAi no ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiasliB: NPUBEAEHHA Y 6e3 UA/3938/01/03
340POB'A 150 mr Ne 1 (1x1), o6MexeHo 0bMexeHot Bif4NOBiAHICTb A0 peecTpaliliHUX MaTepianiB HANMCaHHA Ha3BU | peyenma -
Ne 2 (1x2), Ne 3 Bignosiganb BignoBifaanbHicT 3aABHUKa/BUPOGHMKaA B Hakasi MO3 YkpaiHu Ne 537 Big Ne 1; 3a
(1x3), Ne 3 (3x1), Ne HiCcTIO 10 20.08.2015 B npoueci nepepeectpauii (6ys10 - Tosapucmso 3 peuyenmom
7 (7x1) y 6nictepax "®apmaueBTu "®dapmaveBTUyHa 0bMexxeHoro sidanosidasibHicmio "®apmayesmuyHa KoMnaHis - Ne 2, Ne
YHa KOMMaHis KOMnaHis "300pos's") 3, Ne7
"3p0pos'a” "3g0pos's"”
158. | ®OPKCITA TabneTku, BKPUTI AcTpa3eHeka Benukobp | BupobHuk “in bulk™: CLa/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiasis: 3MiHu | Trny - 3MiHu 3a UA/13302/01/01
NNiBKOBOIO IOK Nimiteq, nTaHis Bpicton-Maiiepc ITania/ 3 IKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa peuenmom
060/10HKOH), M0 5 Mr, CkBib6 Benvka iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY Cepii Ta KOHTPO/IHO
no 10 TabneTtok y MaHydakTypiHr BputaHis/ SIKOCTi rOTOBOrO NliKapcbKoro 3acoby (3amiHa abo goaaBaHHs
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
6nictepi, no 3 Komnasi, CLUA; Lsewis BMPO6HMKa, LLLO BiAMNOBIAaE 3a BBE3eHHS Ta/abo Bunyck cepii) - He
6nictepu B Brpo6HWK, BK/10UAI0UM KOHTPO/b/BUNPOGYBaHHS cepii (BBEAEHHS [0AaTKOBOI

KapTOHHI KopooLi

BignoBiganbHWIA 3a
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BUWMYCK Cepii:
BpicTon-Maiiepc
CkBi66 C.p.n.,
ITanis;
Brpo6HWK,
BiANoOBigabHUIA 3a
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs, BUMyCK
cepii:
AcTtpa3eHeka tOK
Nimiten, Benvka
BpwuTaHis;
B1po6GHWK,
BiANoOBigabHUIA 3a
KOHTPO/Ib SIKOCTI:
AcTpa3eHeka Ab,
Lseuis;
Bupo6HuK "in bulk™:
AcTpa3eHeka
PapmMacboTHKanc
nn, CWA

OinbHULUI BUpo6bHMLTBa - AcTpa3eHeka tOK JlimiTeq, Benvka
BpuTaHisi (BUPOGHMK, BiAgNOBiAaNbHMI 3a BUNYyck cepii) (TepmiH
BBEAEHHS 3MiH NMPOTAroM 3-X MicsLiB Nicns 3aTBepAKeHHs); 3MiHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHa iMNOpTEpa/3MiHK, L0 CTOCYHOTHLCS BUMYCKY
cepii Ta KOHTPO/IO0 SIKOCTi FTOTOBOTO /iKapCbKOro 3acoby (3amiHa abo
[0[aBaHHS AiNTbHUL, Ha SKilA 34IRCHIOETLCSA
KOHTPONb/BUNPOGYBaHHSA cepii) (BBeAEHHSA A0AATKOBOI AiNbHULL
BMpOGHMLTBA - AcTpa3eHeka AB, LLiBeLis (BUPOOHMK,
BiANOBIAaNbHNI 38 KOHTPO/Ib SKOCTI). MiCLLe3HaX0AKEHHS:
dopckaprataH 18, Cogeptan’e, 15185, LUBeLis; lepTyHeBereH,
Copeptan’e, 15185, LLBewis); 3miHun | Tvny - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHWM y BUPOOHNLTBI. 3aMiHa abo
BBEJEHHS 404ATKOBOI Ai/IbHULi BUPOOHULTBA AN YacTuHU abo
BCbOr0 BMPOBHNYOrO NPOLLECY FOTOBOIO JiKapCbKOro 3acoby
(minbHUUSA, Ha AKil NpoBOASATLCSA OyAb-AKi BUPOOHUUYI CcTagii, 3a
BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTi, NEPBUHHOIO Ta
BTOPUHHOIO NakyBaHHS, 4719 HECTEPUTBbHUX NIKAPCbKMX 3ac006iB)
(BBEAEHHA [0OAATKOBOI AiNbHMLi BUpO6HULTBA - AcTpa3eHeka
dapmacbioTukanc /1M, CLUA(BMpo6HYuK "in bulk") (TepMmiH BBEAEHHS
3MiH NpOTArom 3-X MiCALIB Nicnsa 3aTBEPMAXEHHS); 3MiHu | Tuny -
3MiHK 3 SKocTi. FoToBMIA NiKapcbkuid 3aci6. 3MiHW Y BUPOGHULTBI.
3amiHa abo BBefeHHA [0AAaTKOBOI Ai/bHULL BUPOBHULTBA A5
YyacTnHM abo BCbOro BMPOOGHNYOr0 NPoLLeCy roTOBOrO NiKapCbKoro
3aco6y ([inbHWULA AN BTOPUHHOTO NakyBaHHS) (BBEAEHHS
[0[aTKOBOT AinbHULI BUPo6HMLTBA - AcTpa3eHeka HOK JlimiTes,
Benwvka BputaHis (BUPO6HWK, BiANOBIA&/IbHWI 38 BTOPUHHE
nakyBaHHs) (TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MiCALiB nicns
3aTBEPMAXKEHHST); 3MiHM | TUNY - 3MiHK 3 AIKOCTI. FOTOBWMIA Nikapcbkuii
3aci6. 3miHM y BUpobHULTBI. 3amiHa abo BBeAEHHS A0A4aTKOBOT
AiNbHML BUPOGHULTBA AN18 YaCTUHKM abo BCbOro BUPOBHNYOTO
npoLecy roToBOro /ikapcbkoro 3acoby (A4iNbHULS 4158 NEPBUHHOTO
nakyBaHHs) (BBeAEHHS [04aTKOBOI AifIbHULI BUPOOHULTBA -
AcTpa3eHeka FOK JlimiTes, Benvika BputaHisa(BUPOGHWK,
BiANOBIAa/IbHUIA 32 NePBUHHE NakyBaHHS) (TEPMiH BBEAEHHS 3MiH
nNpoTArom 3-x MiCALIB MiC/A 3aTBEPKEHHS); 3MiHW | TUNY - 3MiHK
Lwoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi amiHu) (B.
(x) 1A)
3amiHa rpadiuHOro 0hOPMIEHHST YNAKOBKM Ha TEKCT MapKyBaHHS
ynakoBku) (TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicALiB nicns
3aTBEepMKEHHS); 3MiHu Il Tuny - 3miHK Woao 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsagy. 3MiHu y KOpoTKili XapakTepucTuL,i NikapCbKoro
3aco0y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeAnyHoro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMU AaHUMW 3 SKOCTI, AOKIIHIYHUMM,

KMIHIYHUMUW AaHVMU Ta fJaHumy 3 ddapmakoHarnsagy (4o iHcTpykuii y
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
po3ginu: "®apmakonoriyHi BiactmeocTi”, "Oco6/MBOCTi
3acTocyBaHHs", "B3aemMogis 3 iHLWIMMK AikapCbkrMK 3acobamu Ta
iHWI BMAW B3aemogiin”, "Mo6ivHi peakuii") (TepmiH BBEAEHHS 3MiH
nNpoTarom 3-x MicsiLiB Nicns 3aTBepKEHHS)
159. | POPKCITA TabneTkn, BKpUTI AcTpa3eHeka Bennko6bp | BupobHuk "in bulk": CcLa/ BHECEHHS 3MiH A0 peecTpayiiHnx martepiasi: 3MiHu | Tuny - 3miHn 3a UA/13302/01/02
NNiBKOBOIO IOK Nimite, nTaHis BpicTon-Maiiepc ITania/ 3 AKOCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOBGHMLTBI. 3MiHa peuyenmom
060/10HKO10, Mo 10 CkBi66 Benuka iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY Cepii Ta KOHTPO/O
mr, no 10 TabneTok MaHyhakTypiHr BpuTtanis/ SIKOCTi rFOTOBOrO flikKapcbKoro 3acoby (3amiHa abo fogaBaHHS
y 6nicTepi, no 3 Komnasi, CLUA, Lsewis BMPOGHMKA, L0 BiANOBIAAE 3a BBE3EHHS Ta/abo BMNYycK cepii) - He
6nictepu B B1po6HuK, BK/10YAK0UM KOHTPO/b/BUNPOGYBaHHS cepii (BBeAeHHS [0AaTKOBOI

KapTOHHI KOpoOLj

BigNoBigasibHWI 3a
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI,
BUMYCK Cepii:
BpicTton-Maiiepc
Ckgi66 C.p.n.,
ITanis;
Bunpo6HuK,
BiANoBiganbHUii 3a
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs, BUMyCK
cepii:
AcTpa3eHeka HOK
Nimiten, Benvka
BputaHis;
Bunpo6HuK,
BiANoBiganbHUii 3a
KOHTPO/Ib AIKOCTI:
AcTpa3eHeka Ab,
Lseuis;
Bupo6HuK "in bulk™:
AcTpa3eHeka
dapmMacboTHKanc
nn, CWA

LinbHULI BUpoGHMUTBa - AcTpa3eHeka HOK JlimiTea, Benuka
BpuTaHis (BUpOGHMK, BigNoBiAanbHMI 3a BUnyck cepii) (TepmiH
BBEAEHHSA 3MiH NPOTAroM 3-X MicsLiB nicns 3aTBepkeHHs); 3MiHu |
TMny - 3MiHK 3 AKOCTI. FOTOBWIA NikapCbKuiA 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPOIO AKOCTi rOTOBOrO NikapcbKoro 3acoby (3amiHa abo
[0f4aBaHHS AiNTbHUL, Ha SKil 34INCHIOETLCSA
KOHTPONb/BMNpOGYBaHHSA cepil) (BBEAEHHA AOAATKOBOI AiNbHULL
BMPOGHMLTBA - AcTpa3eHeka AB, LLiBeLis (BUPOGHMK,
BiANOBIAA/IbHWI 32 KOHTPO/Ib SKOCTI). Micue3HaxomKeHHs:
dopckaprataH 18, Cogeptasn’e, 15185, LUBeLisi; [epTyHeBereH,
Copeptan’e, 15185, LLsewis); 3miHun | TNy - 3MiHM 3 AKOCTI.
o0TOBWIA NiKapCbKMii 3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa abo
BBEJEHHA [04aTKOBOI AifIbHUL BUPOGHULITBA A5 YacTMHU abo
BCbOr0 BMPOGHMYOro MPOLLECY FOTOBOTO JliKapCbKoro 3acoby
(AinbHUUS, Ha SKii NPOBOAATLCS OyAb-SKi BAPOOHUYI cTagjl, 3a
BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTi, NEPBMHHOIO Ta
BTOPUHHOIO NakyBaHHSA, /19 HECTEPUIBHUX NIKAPCbKMX 3aC006iB)
(BBEAEHHA A0AATKOBOI Ai/IbHULL BUPOGHMLTBA - ACTpa3eHeka
dapmacbroTrkanc /M, CLUA(B1po6Huk "in bulk”) (TepmiH BBEAEHHS
3MiH NPOTArom 3-X MiCALIB NicNsa 3aTBEPMKEHHS); 3MiHK | Tuny -
3MiHM 3 IKOCTi. [0TOBWIA NiKapCbkuiA 3aci6. 3MiHM Y BUPOOHMLTBI.
3amiHa abo BBeieHHs1 AOAATKOBOI AiNbHULI BUPOOHMLTBA 4151
4acTMHM abo BCbOro BUPOBGHNYOro NPoLEecy roToBOro NikapCbKoro
3aco6by (gibHMUA 4719 BTOPUHHOTO NakyBaHHs) (BBEAEHHS
[04aTKOBOI AiNbHULI BUpo6HMLTBa - AcTpa3eHeka tOK JfliviTten,
Benuka BputaHisi (BUpo6GHWK, BignoBianbHUIE 3a BTOPUHHE
nakyBaHHs1) (TepMiH BBEAEHHS 3MiH MPOTArOM 3-X MiCSILiB Micsi
3aTBEpMKEHHS); 3MiHM | TUNY - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii
3aci6. 3miHM y BUpobHULTBI. 3aMiHa abo BBeAEHHA A0AaTKOBOT
LiNbHUL| BUPOGHULTBA A4/18 YAaCTMHN ab0 BCbOTO BUPOOHMYOTO
npoLiecy roToBOro Nikapcbkoro 3acoby (AiNbHWLA ANnS NepBUHHOMO
nakyBaHHs) (BBefeHHS [,04aTKOBOI AifIbHULI BUPOOHULTBA -
AcTtpa3eHeka tOK NimiTeq, Benuka BpuTaHisa(BUpo6HMK,
BiANOBIAa/IbHUIA 32 NepBUHHE NakyBaHHS) (TepMiH BBEAEHHS 3MiH
npoTArom 3-x MicALIB MiCNA 3aTBEPLKEHHS); 3MiHM | TUNY - 3MiHK
wopao 6esnekn/edpekTMBHOCTI Ta chapmakoHarnsay (iHWi 3miHn) -
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
3aMiHa rpadiyHOro 0hOpMIEHHS YNaKOBKM Ha TEKCT MapKyBaHHS
ynakoBku) (TepMiH BBEAEHHS 3MiH MPOTAroM 3-X MicALiB nicns
3aTBepMKeHHs1); 3MiHN Il Tuny - 3miHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTuL,i NikapCbKoro
3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKL,i 415 MeauyHoro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMU AaHUMW 3 KOCTI, AOKIIHIYHUMM,
KMIHIYHYMW faHuMK Ta gaHumu 3 chapmakoHarnsgy (40 iHCTPYKUT y
posginu: "®apmakonoriyHi BiactmeocTi”, "Oco6/MBOCTi
3acTocyBaHHs", "B3aemogis 3 iHWMMWK flikapcbkumuy 3acobamu Ta
iHWI BMAW B3aemogijit”, "Mo6iyHi peakuii") (TepmiH BBEAEHHS 3MiH
npoTArom 3-x MicsLiB Nicns 3aTBepAKEHHS)
160. | ®TANTA30/ Tabnetku no 500 wmr; NAT YkpaiHa MAT "ly6Hucbapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/5442/01/01
no 10 TabneTok y "y6Huchapm"” AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus peyenma
6nictepax NPOBaYKEHHS AiS/IbHOCTI BUPOBHMKa/imnopTepa roToBoro
nikapcbKoro 3acoby, BKIOUaKUM AinbHNLi BUNYCKy cepii abo micue
NpoBeLEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHMK/IMNOpPTEpP, BK/IOYAKOUN BUMYCK Cepiii) (3MiHa agpecu
BMPOGHMKa, 6e3 3MiHM Micus BUpO6HULTBA. (MepeiiMeHyBaHHs BY.
MeTposcbkoro Ha ByN. bapsiHkoBa) (TepMiH BBEAEHHS 3MiH
NPOTAroM 6-TW MICALB NiCIA 3aTBepAKEHHS); 3MiHun | TNy -
AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHyKa peecTpaLiiHoro nocBigyeHHst) (3MiHa agpecu
3asBHMKA) (TepMmiH BBeAEHHS 3MiH NpOTArom 6 -Tu MicauiB nicas
3aTBEPAKEHHS)
161. | ®YKOPLUUH po3unH ansa [JepxasHe YkpaiHa [JepxasHe YkpaiHa BHECEHHS 3MiH 10 peeCcTpaLiiiHnx maTepianis: NPUBEAEHHS Y 6e3 UA/2088/01/01
30BHILUHLOTO niaNpMEMCTBO nignpyeMCcTBO BifgNOBiAHICTb A0 peecTpauliiiHiX MaTepianiB HanMCaHHS Ha3BU peyenma
3aCcToCyBaHHA Mo 25 | "EKCNepuMeHT "EKCNepuMeHTa/bH 3asBHUKA Ta BUPOGHUKA B Hakasi MO3 YkpaiHu Ne 730 Big
MY hnakoHax a/bHWiA 3aBO, uii 3aBop, 19.07.2016 B npoveci nepepeecTpaLii Ta BHECEHHS 3MiH (6y/10 -
MeINYHNX MeNYHNX JepxasHe nionpuemcmso "ExkcriepumeHmasibHUl 3a800 MEOUYHUX
npenaparis npenapartis IBOHX npenapamis IBOHX HAH YkpaiHu")
IBOHX HAH HAH Ykpainn"
YkpaiHn"
162. | PYPOCEMI], Tabnetkun no 40 mr ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/5153/02/01
Ne 10x5 y 6nictepax 06MEXEHO0 06MeXeHo 3MiHK | TUNY - BBEAEHHA ab0 3MiHM [0 y3ara/ibHeHNX AaHnX Npo peuyenmom
BiANOBiAabHI BiANOBIAA/TLHICTIO cucTemy hapmakoHarnsgy; 3MiHa ynoBHOBaXXeHO! ocobu,
CTHO "[ocnigHnii 3aBof BiANOBIAA/ILHOI 3a 34ilicCHEHHS (hapMakoHarnaay (Bk4vaum
"focnigHnin "THUNC", YkpaiHa KOHTaKTHI AaHi) Ta/abo 3MiH1 y po3MmilLleHHi macTep-chaiina cuctemm
3aBof, (Bci cTagiji thapmakoHarnsgy
"rHUNC" BMPOBHULTBA,

KOHTPO/Ib SIKOCTI,
BMNyCK cepii);
ToBapucTBO 3

06MexeHo

BigNoBiga/IbHICTIO

"®apmaueBTnyHa

KOMNaHis
"3g0opos's",
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
YkpaiHa (Bci cTagii
BMPOGHMLITBA,
KOHTPO/1b AKOCTI,
BUNYyCK cepii);
ToBapucTBO 3
06MeXeHoIo
BiANoBiAa/IbHICTIO
"®APMEKC IPYyI",
YkpaiHa (Bci cTagil
BMPOBHULTBA,
KOHTPO/1b AKOCTI,
BUMYCK cepil)
163. | XOHAPA- Masb 5%, no 30 r NAT YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauiinHMx MaTepianis: 3miHu | Tuny - 6e3 UA/6033/01/01
CUNA® y Ty6i; no 1 Ty6i B "Papmak” 3MiHu 3 akocTi. CepTudiikat BignosigHoCTI/IE-cepTudikat peuyenma
nadi 3 KapToHy BiZNOBIAHOCTI EBpoONeiickkiin hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTudikata
BiANoBIAHOCTI abo BMUNYyYeHHA cepTuddikara BignoBigHOCTI
€Bponelicbkilii hapmakonei: ana Adl; ons BUXigHOro
marepiany/peareHTy/npOMKHOr0 NPOAYKTY, LU0
BUKOPWUCTOBYHOTLCSA Y BUPOOHULUTBI ADI; 4515 ONOMDKHOT
peyoBuHM (cepTudpikaT BignoBigHOCTI E€Bponelichbkili
thapmakonei) - OHOBNEHUIA cepTUIKaT Bif, yXxe
3aTBEPAKEHOr0 BUPObHUKa (OHOBMEHWI cepTuddikaT R1-
CEP 2007-030-Rev 01 Big BXe 3aTBEPAXEHOIO BUPOOHMKA
Inter Farma S. A., Argentina, Skuii 3MiH/B Ha3BY Ha
INTERNACIONAL FARMACEUTICA ARGENTINA S.A,,
Argentina); 3miHu | TMny - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLs MPOBaAKEHHS
LisANbHOCTI BUPOBHUKa/iMnopTepa rotoBoro slikapcbKoro
3aco0y, BK/IloYaoun AinbHuLi BUNYycky cepii abo micue
NPOBeAEHHS KOHTPOJIO AKOCTI. (LIANbHICTb, 3a AKY
BignoBigae BMPO6GHMK/iMNopTep, BKIKYAKUM BUMYCK CEpili)
(3MiHK y agpeci MicLa BNpOBaKEHHS AifNbHOCTI —
npuBegeHHs iHdopMalLlii, Lo MICTATb peecTpauiiHi
marepianu Lo 3a3HavyeHoi y niueHsii Ha BMpobHmuTBOo /13,
[le BKa3aHOo: MiCL,e3HaxX0MKEHHS IOPUANYHOT 0cobK:
YkpaiHa, 04080, M. KniB, Byn. ®pyH3e, 63 micue
BNPOBaXEHHA AifNbHOCTI: YKpaiHa, 04080, M. Kuis, Byn.
®pyH3e, 74) (TepMiH BBEEHHSA 3MiH NPOTArom 3-X MicALiB
nicnsa 3aTBepaXeHHs)
164. | XYMIPA® PO34UH ANS iH'EKLN, E66BI LLiBefuapi BetTtep ®apma- HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a UA/13612/01/01
40 mr/0,8 MmNy Biochapmacsto a PepTiryHr TM6X i 3MiHuM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS rOTOBOr0 peuenmom
nonepegHL0 Tikan3 TmM6X Ko. KI', HimeyunHa nikapcbkoro 3acoby - B MeTogax KoHTposto 13 i akTuBHOT
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
HanoBHEHMX (nikapcbka ghopma, cy6cTaHLUIil 3a NoKa3HUKOM «BMicT MoHOMepiB». BBegeHHs 3MiH
0HOZ1030BMNX nepBuHHE nNpoTArom 6- T MicsaLiB NicNA 3aTBepPAKEHHA
wnpuuax Ne 1 abo nakyBaHHs);
Ne 2 y KomnnekTi 3 Bettep ®apma-
cepseTkamu, abo y ®epTiryHr MM6X i
thnakoHax, 1 Habip Ko. KI' , HimeyunHa
MicTUTb: 1 donakoH, (nikapcbka ghopma,
1 wnpuy, 1 nepBuUHHE
cTepwbHa ronka, 1 nakyBaHHS);
CTEPUIBHWIA BetTep ®apma-
ajanrtep ans ®epTiryHr MM6X i
donakoHy, 2 Ko. KI', HimeyunHa
cepBeTku, no 2 (BTOpPUHHE
Habopy B 30BHILLHIl nakyBaHHs); E66BI
KapTOHHI KopooLi BioTekHonoaxi
(koxeH Habip 'm6X, HimeuyunHa
3anakoBaHuin y (Buinyck cepil);
BHITPILLHIO KAPTOHHY E66Bi [oiiuneHs
KOpPOOKY) m6X i Ko. KT,
HimeuunHa
(TecTtyBaHHs)
165. | XYMYNIH M3 cycneHsisa ans Ninni ®paHc ®paHuisa Ninni dpaxc PpaHLis BHECEHHS 3MiH 10 peecTpavliiiH1ux maTepianis: 3a UA/8567/01/01
iH'ekuin, 100 MO/mn 3MiHK | TNy - 3MiHa YNOBHOBaXEHOT 0CO6M, BiAMNOBIAa/IbHOI 3a peuyenmom
no3wmny 3fjiicCHeHHs thapmakoHarnagy
KapTpumpkax Ne 5y
KapTOHHI nayyi abo
no3mny
KapTpumKax,
BK/1aEeHUX Y WnpuL-
pyuky KeiklMeH Ne 5
Y KapTOHHIi nayuj
166. | LE®OTPUH MOPOLLOK A5 AHaHTa Benvka "BeHyc Pemegijc IHgis BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/12006/01/01
po3uunHy ans iH'ekuii | Megikeap N14. BpuTaHia NimiTen" 3MiHum Il TNy - 3MiHa napameTpiB cneuudikayin Ta/abo gonyctummnx | peyenmom
no 1 ry dnakoHax MeX roTOBOrO /iKapCbKOro 3acoby - NpusefeHHs cneuudikaii
Ne 1 roTOBOrO JlikapCbkoro 3acoby 3a nokasHunkoMm "CepegHsi maca" y
BiANOBIAHICTb A0 OpuUriHaNIbHUX MaTepianiB peecTpauiiHoro f1ocke
167. | UMHKY MA3b Masb 10 % no 25r MAT YkpaiHa MAT "ly6Hucbapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3minu | Tuny - 6e3 UA/5724/01/01
abono40ry "Ny6Hnchapm"” AAMiHIiCTpaTMBHI 3MiHK. 3MiHa HaliMeHyBaHHsA Ta/abo agpecy Micus peyenma

6aHkax 3i ckna; no
25rabono40ry
6aHkax 3i ckna; no 1
6aHLi B navyi 3
KapToHy; no 251y
Ty6ax; no 25ry
Ty6i; no 1 Ty6i B
nauuj 3 KapToHy

NpoBapPKEHHS AiNIbHOCTI BUPOBGHMKa/imnopTepa roToBoro
niKapcbKoro 3acoby, BK/IOUaKUM 4ifibHUL BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPO/TIO SKOCTI. (4iANbHICTb, 3a AKy BignoBifae
BMPOGHMK/iMNOpTEp, BK/IOUaUM BUMYCK cepili) (3MiHa agpecu
BMPOGHMKa, 6e3 3MiHM Micus BUPOOHULTBA.(MepeiMeHyBaHHsA BY.
MeTpoBcbkoro Ha Byn. bapeiHkoBa) (TepMiH BBEAEHHS 3MiH
NPOTAroM 6-TW MICALIB NicNA 3aTBepMKEeHHS); 3MiHM | Tuny -
AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
3as1BHMKA (B/1aCHMKA pPeeECTpaLiiHoro noceigyeHHs) (3MiHa agpecu
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayilH
3acoby 020
noceioYeHHs
3asBHMKA) (TepMmiH BBeAEHHS 3MiH NPOTArom 6 -Tu MicauiB nicns
3aTBEPKEHHS)
168. | ULUTPAMOH Y Tabnetku, no 6 NAT YkpaiHa MAT "ly6Hucbapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - Ne 6, Ne 10 UA/5535/01/01
TabneTok y "Ny6Huchapm"” AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu - 6e3
6nictepax; no 6 3as1BHMKa (B/1acHMKa pPeeECTpaLiiHoOro noceig4yeHHs) (3MiHa agpecu peuenma;
TabneTok y 6nictepi, 3asBHMKA) (TepMiH BBeAEHHS 3MiH NPOTArom 6 -Tu MicAuiB nicas Ne 60
no 10 6nictepis y 3aTBePMKEHHS); 3MiHK | TUNY - AAMIHICTPATVBHI 3MiHW. 3MiHa (6x10), Ne
nadui; no 10 HaliMeHyBaHHS Ta/abo agpecu Micus NPOBaKEeHHS Ais/IbHOCTI 100
TabneTok y BMPOGHMKa/iMnopTepa roToBoro flikapcbKoro 3acoby, BK/04aun (10x10) -
6nictepax; no 10 AinbHULI BUNYyCKy cepii abo Micue NpoBeAeHHS KOHTPO/IHO SAKOCTI. 3a
TabneTtok y 6nicrepi, (BisnbHICTb, 3a 5Ky BignoBigae BUPOOHUK/IMNOPTEp, BK/IHOYAOUN peuyenmom
no 10 6nictepiB y BWMNYCK cepiii) (3MiHa agpecy BUpOGHMKa, 6e3 3MiHW Micus
nauui BMPO6HMLTBA.(NepeiiMeHyBaHHs By/1. MeTPOBCLKOro Ha By/I.
BapgiHkoBa) (TepMiH BBEAEHHSI 3MiH MPOTAroM 6-T1 MicsLiB nicns
3aTBEPAKEHHS)
169. | WMNLWNHN nnogy no 100 r, 150 MAT YkpaiHa MAT "ly6Huchapm” YkpaiHa BHECEHHSA 3MiH 10 peecTpauiiiHux maTtepianis: 3MiHu | Tuny - 6e3 UA/9376/01/01
nnoan Iy naykax 3 "Ny6Hnchapm” AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma

BHYTPILLHIM NaKkeTom

3asBHMKa (BNacHvKa peecTpaLliiHoro noceigyeHHs1) (3miHa agpecu
3aaBHVKa) (TepMiH BBEEHHS 3MiH NPOTArom 6 -Tu MicALiB nicns
3aTBEPMKEHHS); 3MiHM | TURY - AGMIHICTPaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy MicLA NPOBAXEHHS Ais/IbHOCTI
BMPOGHMKa/iMnopTepa roToBOro J1ikapCbKoro 3acoby, BKIYaoun
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAEeHHS KOHTPO/IHO SKOCTI.
(8isnbHICTb, 3a Ky BiANOBIAAaE BUPOOHUK/IMNOPTEP, BK/IHOYAOUN
BUMYyCK cepili) (3MiHa agpecy BUPOBHMKa, 6e3 3MiHW Micus
BMPOOHWLTBA.(NepeiiMeHyBaHHs By/1. NeTPOBCLKOro Ha By/I.
BapgiHkoBa) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-T1 MicsALB nicns
3aTBEPIKEHHS)

HauyanbHuK YnpaBniHHA dhapmMmaleBTUYHOI
OIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. JIacKkOoBCbKUM




MEPENIK

Aopatok 4

Haka3y MiHicTepcTBa oXopoHu
300pOB’A YKpaiHn

21.02.2017 Ne 169

NIKAPCbKUNX 3ACOBIB (MEANYHUX IMYHOBIO/TOINYHUX NPENAPATIB), AKUM BIAMOBJ/IEHO Y AEP>XXABHIN PEECTPALLIT, NEPEPEECTPALLII TA
BHECEHHI 3MIH 4O PEECTPALIMHNX MATEPIANIB
TA AEP)XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa ®dopma 3assHuK Kpaina | Bupo6Hu Kpaina rliocmasa lpoyeodypa
n/n | nikapcbKo2 BUIYCKY K
0 3aco6y
1. AMBPOTAP/, | cupon 1,5 mr/mn, TOB YkpaiHa TOB YkpaiHa 3acifaHHs BigmoBuTn y 3atBepmKeHHi 3MiHW - 3MiHW | TMny - 3MmiHa Ha3Bwu
nntoc no 100 mn a6o no "XapkiBcbke "XapkiBcbke HEP Ne 14 Big | nikapcbkoro 3acoby (A.2. IB), OCKi/Ibku 3anponoHoBaHa Ha3Ba MOXe
200 mny hapmaveBTUYH hapmaveBTu 29.12.2016 BBOAMTY B OMaHy Crnoxmnsava
chnakoHi; no 1 e YyHe
hNakoHy pasom 3 nignNpuemMcTBO nignpuemcTs 3acigaHHa HTP
L,03YH04UM "300poB'a 0 "3p0poB'a Ne 26 Big
NPUCTPOEM Y Hapoay" Hapogy" 22.12.2016
KOpPOG6Li 3 KapTOHY
2. FPUNMNOCTA | kpanni HasaslbHi, CTALA Himeuunna | CTAOA HimewunHa | 3acigaHHs HTP | BigmoBUTK y 3aTBEPMKEHHI 3MiHW - BUNPABIEHHA TEXHIYHOT MOMUIIKM
A® PUWHO | po3unH 0,05 %, no | ApuHaimitten ApuHalimiTTe Ne 27 Bif B MeTofax KOHTPO/O AKOCTi, Y MeToAuui BunpobysBaHHA «TecT Ha
0,05%, 10 mn y chnakoHi; b Al ne Al 29.12.2016 YUCTOTY», Y TECTi Ha NpUAATHICTb XpomartorpadivyHoi cuctemu, ska
HA3A/IbHI no 1 donakoHy B noB'sA3aHa 3 nepeknagom abo nepeHeceHHsaM iHdopmauil, wo 6yna
KPAMNNI KapTOHHI Kopoo6Li gonyuleHa npu nepepeectpadii (Hakas Ne 14 Big 13.01.2016), ockinbkn
3a3HayeHe BUMpPaBNEHHSA He BigNoOBiAae mMaTepiasiam peecTpauiiiHoro
[ocCbe, AKi NnpeAcTaBfeHi B apxiBi
3. NNECTA30/1 | Ttabnetku no 100 MAT YkpaiHa MAT YkpaiHa 3acigaHHa HTP | BigMoBuUTU y 3aTBepfpkeHHi 3MiHW - 3MiHM Il Tuny - 3MiHM WoA0
mr no 10 "KniBCcbKuit "KniBCcbKuii Ne 27 Big 6e3nekn/edpekTUBHOCTI Ta apmakoHarnsagy. IHwi 3MiHM, Sk He
TabneTok y BiTaMiHHWIA BiTaMiHHWIA 29.12.2016 BBILAM Yy Ueid po3gin, Ak BKIOYAKOTb NOJAaHHSA pe3ynbTaTiB
6nictepi; no 3 abo 3asofa” 3asog" JocnifkeHb [0 KoMneTeHTHoro opraHy (B.1.13. |l), ockinbku
no 6 6nictepis y npeactaBneHi  pe3ynbTaTu  NiCAsSpeecTpauiiHoro  AOC/iAKeHHS
nauui 6ioekBiBaNIEHTHOCTi, 3rigHO [0 rapaHTiiHOrO inMcTa, HagaHoro
BignosigHo A0 n. 6.4.2. Hakasy MO3 Ykpaiuu Big 04.01.2013 Ne3 He
[0BOAATL GioekBiBasIeHTHICTL NpenapaTy lMNnectason

HauanbHuK YnpaBniHHA hapmMmaleBTUUYHOI

OIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. IacKOoBCbKUM
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