MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
19.08.2016 Ne 872
Kuis

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

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

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH A0 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosnoriuHi mperrapaTv) 3rigHO 3
riepestikoMm (go#aTok 1).

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>KaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHud JfiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTtd) 3riHO 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



3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOINYHUX NMPEMNAPATIB), AKI BHOCATbLCA A0

NEPENIK

AEP)XXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Aopatok 1

[0 Haka3y MiHicTepcTBa OXOPOHU
3[4,0pOB’A YKpaiHn
19.08.2016 Neo 872

Ne Hassa dopma BUMNYCKY 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpauyi Ymosu Peknam Homep
n/n JliKapCcbKO20 (nikapcbka cpopma, liHa BiOonycKy yBaHHA | peecmpayiliHo2o
3acoby ynakKoska) npoyeadypa nocsioYeHHs
1. BETATICTUHY | nopoLwok KpucTanivyHuii TOB YkpaiHa Cicpasitop C.p.n. ITanisa peecTpauin - He UA/15386/01/01
AUTIAPOXNOP | (cybeTaHuis) y "®APMEKC Ha 5 pokiB nionsizae
na nonieTnIeHoBmNxX reyn'
naketax gns
thapmavr,eBTUYHOro
3aCTOCYBaHHA
2. AONOKCEH Ma3sb, 61,1 mr/rno 20 r €Bpo Benuka Na6opatopuec baci IHgacTpia MopTyrania | peecTpauis 6e3 nionsizae UA/15394/01/01
PACT abono50ry Ty6i Ne 1 Nalidhkep 114 BpuTaHis dapmacbioTika, C.A. Ha 5 pokiB peyenma
3. EHTUBIO® NOpOLLOK A/1A Takepa [JaHia BMPO6HULTBO /13 Ta NepBUHHE cuwaA/ peecTpadis 3a He UA/15405/01/01
KOHLeHTparty ans ®apma A/IC nakyBaHHS: ITanis/ Ha 5 pokiB peyenmom | nionscae
po3unHy Ans iHgysiii no Xocnipa, IHK., CLUA; AscTpis/
300 mr y dpriakoHi Ne 1 BTOPVHHE NakKyBaHHA Ta [03BiN Benuka
Ha BMNycK cepil: Bputania/
Takepga Itania C.IN.A., ITanis; HimeuunHa
Takepa ABcTpia TM6X, ABCTPIS;
KOHTPOJ1b SIKOCTi Cepii:
KosaHc Jlabopatopi3 Jlivitepg,
Benuka bpuTtaHis;
KOHTPONb AKOCTI cepii:
"CTepunbHiCTL" Ta
"BakTepianbHi eHAO0TOKCUHN™:
Bikxem la6opatopis NlimiTes,
Benvka BpuTaHis;
KOHTPOJ1b SIKOCTi Cepii:
"Bu3HaYeHHs 3B'A3yBaHHA":
Yapnb3 Pisep
BiothapmacsktoTikan Cepsici3
Mm6X, HimeyunHa
4, 3BIPOBOKO NopoLOK (Cy6CTaHLUis) y MNAT YkpaiHa LWaHben O3axe ditokem Ko., /114 Kutaii peecTpauis - He UA/15395/01/01
EKCTPAKT nakeTax noggiiHux "KuiBcbkuii Ha 5 pokiB niosnsi2ae




Ne Ha3zsa dopma BuUnycKy 3asiBHUK KpaiHna Bupo6HUK Kpaina Peecmpayi Ymosu Peknam Howmep
n/n JliKapCbKO20 (nikapcbka gpopma, UHa BionycKky yBaHHs | peecmpayiliHo20
3acoby ynakoska) npoyeodypa noceioYeHHs
0,5% nosnieTuNeHoBMX N BiTaMiHHUIA
hapmMaueBTUYHOIO 3asofa”
3aCTOCYBaHHA
5. NIAOKAIH PO34uH ANns iH ekuii, 10 AT "Nekxim- YKpaiHa AT "Jlekxim-Xapkis" YKpaiHa peecTpauis 3a He UA/15384/01/01
mr/mn no 3,5 mn abo no Xapkig" Ha 5 pokiB peyenmom | nidsscae
5 mn B amnyni, no 10
a60 100 amnyn B navw,,
abo no 5 amnyn B
6nicTepi, no 2 6nictepu
y navuj
6. ME/IOKC po3uunH s iH'ekui, 15 | Megokemi ITA Kinp Megokemi T (AMAybHUIA Kinp peecTpadis 3a He UA/15382/01/01
mr/1,5mn, no 1,5 mn B IH'exUinHMIA 3aBog) Ha 5 pokiB peyenmom | niosscae
amnynax Ne 5 (5x1) a6o
Ne 10 (5x2)
7. APINIAKN® 30 | TabneTkn, BKpUTI BEP/IH-XEMI | HimeuunHa MeHapiHi-®oH XeiigeH MTmoX HimeuunHa peecTpaduin 3a He UA/15385/01/02
Mmr NNiBKOBOK 060OHKOM0, Al Ha 5 pokiB peyenmom | nionsicae
no 30 Mr Ne 3, Ne 6y
6nictepax
8. APINIAKN® 60 | TabneTku, BKpUTI BEPNIH-XEMI | HimeuyunHa MeHapiHi-®oH XeiligeH MeX HimeuunHa peecTpauis 3a He UA/15385/01/01
Mr NAiBKOBOK 060/TI0HKOIO, Al Ha 5 pokiB peyenmom | nionscae
no 60 Mr Ne 3, Ne 6 y
onictepax
9. CUNAEHA®IN TabneTku, BKpUTI AHaHTa Benuka eTepo /1a63 Nimites, IHaisa peecTpaduis 3a He UA/15398/01/01
100 AHAHTA NNiBKOBOK 060/I0HKOIO, Megikeap Ntg,. BpuTaHis Ha 5 pokiB peuyenmom | niodasieae
no 100 mr Ne 4 (4x1) y
6nictepi
10. CUNAEHA®IN TabneTkn, BKpUTI AHaHTa Benuka eTepo J1a63 JlimiTeq, IHais peecTpauis 3a He UA/15398/01/02
50 AHAHTA NAiBKOBOK 060/TI0HKOIO, Megikeap N14. BpuTaHis Ha 5 pokiB peyenmom | nionscae
no 50 mr Ne 4 (4x1) y
6nictepi
11. | XONEKANbLUW | kpuctanu (cybeTaHuis) y MAT Ykpaina depmeHTa biotex Jlimites IHAaiA peecTpadis - He UA/15399/01/01
PEPON BGaHKax asTloMiHIEBUNX "KuniBCbKuiA Ha 5 pokiB nionsizae
ab60 y CKNAHUX amnynax, BiTaMiHHWI
abo y naketax 3aBopg"
nonieTnIeHoBNxX ans
hapmaLeBTUYHOro
3aCTOCYBaHHS
12. LE®PA3O/IH NMOPOLUOK AJ/191 PO3YNHY AT "Nekxim- YkpaiHa AT "NekxiMm-Xapkis" YkpaiHa peecTpadis 3a He UA/15387/01/01
AnsiHekyinno 1,0ry Xapkis" Ha 5 pokiB peyenmom | nidasieae

conakoHax Ne 1, Ne5 ,
Ne50 (nakyBaHHs i3
chopmu in bulk cipmu-




Ne Ha3zsa dopma BuUnycKy 3asiBHUK KpaiHna Bupo6HUK Kpaina Peecmpayi Ymosu Peknam Howmep
n/n JliKapCbKO20 (nikapcbka gpopma, UiHa BionycKky yBaHHs | peecmpayiliHo20
3acoby ynakoska) npoyeodypa noceioYeHHs

BMpo6HuKa Kainy
dapmaueyTikan Ko.,
Nta., Kutaif)

HauyanbHUK YnpaBniHHA
thapmaueBTUUYHOI AiANBHOCTI Ta
AKOCTI (hapMmaueBTUUHOI NPOAYKLiT

T.M. IacKOBCbKUM




Aopatok 2

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

19.08.2016 Neo 872

NEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIO/TONYHUX MPENAPATIB), AKI
BHOCATBLCA A0 AEPXXABHOI'O PEECTPY JIKAPCbKUNX 3ACOBIB YKPAIHA

No Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
1. ANNIOPA® cvpon no 100 mny HOBE/ INAY | TypeyunHa HOBEN INAY TypeuunHa nepepeecTpauis Ha HEOOMEeXeHW TePMIH; 6e3 peyenma nionsizae UA/5140/01/01
cpnakoHi, no 1 CAHAI BE CAHAI BE 3MiHm | Tuny: 3MmiHK Wwoao
hnakoHy B TIOIXKAPET TIOKAPET A.LL. 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
KapTOHHI ynakoBsL,i A.LL. 3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynisipHO OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3
6e3nekn 3acTocyBaHHs /likapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO [0 NMNaHy neiaTpuyHmnx
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXKEHVIM OpraHom),
3MiHW BHECEHO A0 IHCTPYKLi 415 MeANyYHOro
3acTOCyBaHHSA npenapary Ao po3giny "MobiyHi
peaxuii” BignosigHo Ao iHopMauii 3 6e3nekn
[AitoY0i pevoBUHY 3a pekoMeHZauie
[JenaptameHTy lMicnapeecTpauyiiHoro
Harnsagy). 3rigHo 3 n.2.3 gopatky 15 Hakasy
MO3 Ykpainu Big 23.07.2015 Ne460 HagaHO
rapaHTiiHUIA NACT Bif, 3a9BHUKA LOA0 HaJaHHS
[OMOBHEHHSA A0 OrNaAy KMiHIYHWUX faHnX A0
30.10.2017 p.
2. AMITPUNTUNIH TabneTku, BKpUTI ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa nepepeecTpauist Ha 5 pokiB y 3B A3Ky i3 3a He nidsis2ae UA/4872/01/01
060/10HKOI0, MO 06MeXeHO BUPOGHMLTBA, 3aKiHYEHHSIM TepMiHy Ail peecTpaujiiiHoro peuenmom
25 wr, no 25 BiANOBiAabHI KOHTPO/b AKOCTI, nocsigyeHHs; 3MiHn | Tuny: AOMiHiCTpaTUBHI
TabneTok y 6aHkax, CTiO BWMYCK Cepii: 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
no 10 TabneTtok y "[ocnigHuia ToBapucTBo 3 3asBHUKA (BNacHuKa peecTpauiiHoro
6nictepax, no 10 3aBo[ 06MexeHo nocsigyeHHs). 3minu | Tuny: AgMiHicTpaTuBHI
Tabnetok y 6nictepi; "rHuact BiANOBIAANLHICTIO 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu
no 5 6nictepis y "®apMaueBTUYHA MiCLA MPOBaMKEHHS AiANbHOCTI
Kopobui KOMnNaHis BMpO6HUKa/iMnopTepa roToBOro JlikapcbKoro




No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
"3nopos'a” 3aco6y, BK/IIOYAKUN [i/TbHUL BUNYCKY cepil
Ykpaina/ ab0o MicLe NpoBeAeHHS KOHTPOJTK SIKOCTI.
BCi cTagii (aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMLITBA, BMPOGHMK/IMNOpPTEp, BK/IOYAUM BUMYCK cepili
KOHTPO/b AKOCTI, - aipeca Micusi BNpoBaKeHHS AisNbHOCTI
BMNYCK cepil: BupobHuka 13 npuBeAeHo Y BigNoBIgHICTb A0
ToBapucTBo 3 niueHsii Ha BupobHuUTBO /13. BupobHuua
06MeXeHo OinbHUUA Ta BCi BUPOOHUYI onepauii
BiANOBIA&NLHICTIO 3UIMLLNANCS HE3MIHHUMU. 3MiHN | TURY: 3MiHK
"[ocnigHnii 3aBog 3 aKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
"THUIC" roTOBOrO JlikapCbKoro 3acoby. 3miHa
Ykpaina napameTpis cneuyudikaLiii Ta/abo gonycTmummx
MEX roTOBOrO JIiKapCbKOro 3acoby (BHeCEHHs
3MiH [0 AOCbE NiCNA OHOB/IEHHA 3arasibHOT
CTaTTi Ha roToBY NiKapcbky hopmy y
[dY/Esponelicbkin hapmakonei). CynyTHs
3MiHa: 3MiHW 3 AKOCTIi. FTOTOBMIA NikapCbKuii
3aci6. KOHTPO/1b FOTOBOrO /iKapCbKOro 3acoby.
3MmiHa y meTogax BunpobyBaHHA roTOBOrO
niKkapcbKkoro 3acoby (iHwWi 3MiHW y MeTogax
BMNpOGYBaHb (BK/IOYaOUM 3amiHy abo
[OMOBHEHHS), po3/iN «PO3UYMHEHHS»
npuBeAeHo y BIANOBIAHICTb 40 BUMOT
3arasibHOI CTaTTi Ajl040oro BUAAHHSA
oY (BBeeHHA BEMMUUHN «Q»); po3gin
«CynpoBifHi AOMILLKW/» NPUBEAEHO Y
BiANOBIAHICTb A0 OHOBNEHOI MOHOrpadii PY
«AMITPUNTUNIHY TabneTkun BKpUTI
060/10HKOI0» .
3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYOTLCS BUNYCKY
cepii Ta KOHTPOJI0 SIKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHA BUPOOHMKA,
Lo BignoBigae 3a BBe3eHHA Ta/abo BMNYyCcK
cepii) - Bkntovyarouy KOHTPONb/BUNPOGYBaHHS
cepii
3. ACAKON® TabneTkn, BKPUTI Tinotc ®apma | LUseiiyapi Bupo6bHMuTBO HimeuuunHa/ nepepeecTpaList Ha 5 pokiB y 3B A3Kky i3 3a He nignsarae UA/4770/01/01
060/10HKOI0, Al A Hepo3chacoBaHo| LLiseiuapis 3aKiHYEHHAM TepMiHy Aii peecTpauiinHoro peyenmom
KMLLKOBOPO3YMHHI N0 NpPOAyKLUii, nocBigYeHHs
400 wr; no 10

TabneTtok y 6nictepi;
no 10 6nicTepiB y
KopobLi 3 KapTOHY

NnepBUHHa Ta

BTOPWHHA ynakoBKa:

[aynt ®apma
ByndiHr MvéX,
HimeuunHa;
Brpo6HMK,
BiAnoBiganbHUIA 3a
BWMNYCK Cepiii:




(Brtovatoum ginbHuui Ana A®|, npoMixXHOro
npoAyKTy abo roToBOro Nikapcbkoro 3acooby,
AiNbHULI ANA NPOBeAEHHS NakKyBaHHS,
BMPO6GHMKA, BifMoBiga/IbHOMO 3a BUMYCK Cepil,
MicLe NpoBefeHHSA KOHTPOO cepii) abo
rnocTavasibHuMKa BUXigHOro martepiany,
peareHTy abo AONOMIXHOT PEHOBUHM (SKLLO
3a3HaYeHo y [JOCbE) - BUNYHYEHHS BUPOOHUYOT
AinbHuui (ByN. Boiicka Monbckoro, 73, 98-200
Cepagas, MNonbwa). 3miHy | Tuny: 3miHm 3
sKocTi. FoToBwMIA Nikapcbkuii 3aci6. Onuc Ta
cknag. 3miHa y cknagi (40noMiKHMUX
pevyoBMHAX) rOTOBOrO NiKapCbKoro 3acoby (iHLwi

No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
Tinotc ®apma Ar,
LLIBeiiuapis
4. ACAKON® TabneTkn, BKPUTI Tinotc ®apma | LUsenuapi BupobHmuTBO HimeuuunHa/ nepepeecTpawisi Ha 5 pokiB y 3B 53Ky i3 3a He nignsarae UA/4770/01/02
060/10HKOI0, Al A Hepo3dacoBaHoi LLiBefiuapis 3aKiHYEHHSIM TepMiHy Ail peecTpaujiiiHoro peyenmom
KMLLKOBOPO34YUHHI N0 npoayKuir, nocBigYeHHs
800 wmr; no 10 nepBrHHa Ta
Tabnetok y 6nictepi; BTOpPUHHA yrnaKoBKa:
no 5 a6o no 6 Faynt ®apma
6nicTepiB y kopobui ByndpiHr Mm6X,
3 KapPTOHY HimeuuunHa;
Bnpo6HuK,
BiANOBiAa/IbHNIA 3a
BWMYCK Cepiii:
Tinotc ®apma Al
LLiseiiuapis
5. BETAMETA3OHY | nopotuok ToBapucTBO 3 Ykpaina Hbtoxem C.n.A. ITanis nepepeecTpawis Ha HeobMexeHuin TepMiH - He nidns2ae UA/11864/01/01
BANEPAT KpucTaniyHmii 06MEXEHO
MIKPOHI3OBAH (cybeTaHuis) ans BiANOBIAA/TbHI
nin chapmaLeBTU4YHOro cTio
3aCTOCyBaHHA Y "PapmaueBTn
noABIAHNX YHa KOMNaHis
nosieTUNEeHoBUX "3popos'a”
nakeTax
6. BETAMETA3O0OHY | nopotuok ToBapucTBO 3 YkpaiHa HBIOXEM C.n.A. ITanis nepepeecTpaisi Ha HEOBMEeXeHW TepPMiH - He nidnsicae UA/11929/01/01
ANNPONIOHAT KpucTanivyHmi obMexeHo
MIKPOHI3OBAH (cybceTaHuis) gns BiANOBIAa/TbHI
v chapmaL,eBTU4YHOro CTio
3aCTOCyBaHHA y "®apmaueBTn
noABiHMX YHa KoMnNaHis
noslieTUNEHOBMX "3popoB'a”
nakeTtax
7. BOBOTUK Kpanni opasibHi, MEOAHA Monbwa MEOAHA ®APMA Monbwa nepepeecTpavisi Ha 5 pokiB y 3B 53Ky i3 6e3 nionsieae UA/11716/01/01
emynbcis, 66,66 DAPMA AxuioHepHe 3aKiHYEHHSIM TepMiHy Ail peecTpaujiiiHoro peyenma
mr/mn, no 30 mny AKUjoHepHe ToBapucTBO noceigyeHHs; 3MiHu | Tuny: AgMiHiCTpaTUBHi
thnakoHax Ne 1 ToBapucTtso 3MiHW. BunyyeHHs BUPOGHNYOI AinbHAL




No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
[LOMNOMiXHI peyoBuHN) - Byapb-sika He3Ha4Ha
3MiHa Ki/IbKiCHOro cknagy A0NOMKHUX
PEYOBUH Y TOTOBOMY JliKapCbKOMY 3ac06i —
BUJTYYEHHS [OMOMDKHUX PevoBUH (KMcnoTa
6eH3oiHa (E210), kncnota copbiHosa (E200)
3i cknagy M3, 3miHy | Tuny: 3miHn wono
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsagy (BefeHHs
y3ara/ibHeHUX JaHnX npo cucremy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOT
ocob6u, BiAnoBigasibHOI 3a 3AiCHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asaBHUKa AN 34iCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiIMiHHA BiJ YNOBHOB&XeEHOI 0co6H,
BiANOBIAA/ILHOI 32 34iiCHEHHSA
hapmakoHarnsgy (Bkaouaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MiLLleHHI MacTep-haiina
cucTemu chapmakoHarnagy).
3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpoib roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneyudikauiin Ta/abo fonycTMMmnX Mex
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW) —
[OMOBHEHHS Po3finy «Onnc» BU3HAYEHHS
CMaky Ta YTOUYHEHHS 3anaxy; BUyYEeHHs
po3giniB «KinbkicHe BU3Ha4YeHHs. BeH3oiHa
KucnoTta» Ta «KifibkicHe BU3HaYeHHs!.
Cop6iHoBa KMcioTa»
8. BANEPIAHU KopeHeBMLLA 3 MpAT YkpaiHa MpAT "MikTpasu” YkpaiHa nepepeecTpawis Ha HeobMeXeHnin TepMiH 6e3 peyenma nionsizae UA/5668/01/01
KOPEHEBULUA 3 | kopeHsamu no 50 r "NikTpasun"
KOPEHAMU a60 100 r y naykax 3
BHYTPILLHIM
naketom; no 1,5ry
inbTp-NakeTi, No
20 ghinbTp-nakeTiB y
nayui; no1,5ry
inbTp-NakeTi, No
20 ghinbTp-nakeTiB y
naJui 3 BHYTPILLHIM
nakeTom
9. BAMN 20 KOHUeHTpaT ans CEM Kinp BMPOGHUK, HimeuuunHa/ nepepeecTpauist Ha HE0OMEXEHW TePMIH; 3a He nidnszae UA/11718/01/01
NPUroTyBaHHSA dapmacboTika BiAnoBiganbHUIA 3a ABCTpist 3MiHu | TMNY: 3MiHK Woao peuenmom
PO3UunHY A8 nc Nivitepq, BUPOBHMLTBO 6e3nekn/edekTMBHOCTI Ta thapmakoHarisgy.
iHdpy3iiA, 20 MKr/Mn Hepo3dhacoBaHoT 3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
no 1 mn B amnynax, npoayKuir, 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans

no 5 a6o 10 amnyn B

NepBUHHOTO Ta

MeAn4YHOro 3acTtocyBaHHA
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
KapTOHHI/ KopoobLi BTOPUHHOTO reHepnyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
nakyBaHHs: 3aco6iB Nic/1s BHECEHHSA TiET camoi 3MiHN Ha
BEI Xeand Kep pedhepeHTHWi npenapaT (3MiHa He NnoTpebye
mM6X, HimeuunHa,; HalaHHSA XOAHWNX HOBUX AOAATKOBMX JaHUX),
BUPOBHUK, 3MiHM BHECEHO [0 IHCTPYKLUIT 415 MeANYHOro
BignoBiganbHUIA 3a 3acToCyBaHHSA npenapaTty 40 po3ainy
BWMYCK Cepii: "MokasaHHs", a TakoX A0 po3ginis "Cnocid
Opem dapma MvbX, 3acTOCyBaHHSA Ta 403U" (YTOUHEHHS
ABCTpIsA [03yBaHHA), «B3aeMogis 3 iHLWnMK
nikapcbkMu 3acobamMu Ta iHLWi BUau
B3a€eMOpii», «Oco6/IMBOCTi 3aCTOCYBaHHS»,
«3acTocyBaHHs y nepiof BariTHOCTi abo
roAyBaHHs rpyAnt», «34aTHICTb BNIMBaTH Ha
LIBUAKICTb peakLii npu kepyBaHHi
aBTOTPaHCNOPTOM abo poboTi 3 IHWKMMK
MexaHisMamu», «[iTn» (yTOUHEeHHS
POpMy/IOBaHHS - NPOTUMNOKa3aHWii),
«MepenosyBaHHs», «Mo6iYHI peakwii»
BiANOBIAHO A0 pechepeHTHOro NikapCcbKoro
3aco6y. 3rigHo 3 n.1.13 ta n.2.3 gopatky 15
Haka3zy MO3 Ykpainu Big 23.07.2015 Ne460
HaZiaHO rapaHTiliHi IMCTU Bif, 3asiBHUKA LLOA0
HapgaHHA MYP Ta fONOBHEHHA A0 ornsaay
KAiHIYHUX faHux Ao 30.10.2017 p.
10. BE/NKENA® niodpinizat gns TOB Paocilicbka Brpo6HMUTBO, ITanis/ nepepeecTpauist Ha 5 pokiB y 3B A3Ky i3 3a He nidsis2ae UA/4405/01/01
PO34UHY A5 iH'EKLIA "[PKOHCOH & depepauis | nepBvHHA ynakoBka PpaHuia/ 3aKiHYEHHSIM TepMiHy Ail peecTpauiiiHoro peuenmom
no3,5wmry JXOHCOoH" Ta KOHTPO/Ib AKOCTI: Benbrisa nocsigyeHHs; 3MiHn | Tuny: Jlikapcbki 3acobu.

chnakoHax Ne 1

BCN
dPapmacboTrKan3
C.P.N., Itanis;
M'ep d®abp
MeankameHT
MpoAakLuH,
dpaHujs;
BTopuHHa ynakoBska,
KOHTPO/b AKOCTi Ta
BWMYCK Cepii:
fAHcceH
PapmavneBTuKa
H.B., Benbris

3MiHK [0 icHY40i cuctemu dhapmakoHarniagy,
AIK 3a3HaYEHO B ONKCi cucTemmn
hapmakoHarnsgy (3miHa ynoBHOBaXKeHOi
oco6u, BiANOBIAa/IbHOI 3a hapMakoHariag).
CynyTHs 3miHa: Jlikapcbki 3ac0bu. 3MiHN J0
iCHyto4OT cuctemun chapmakoHarnsgy, sk
3a3HayeHo B OMUCi cucteMu dhapmakoHarnsgy
(3MiHa B KOHTaKTHUX AAHVX YNOBHOBaXKEHOI
oco6u, BiANOBIAaUTbHOI 3a hapmakoHariag).
3miHu | TMny: 3MiHK 3 aKocTi. FoToBWMiA
nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbKoro 3acoby. 3miHa y metogax
BMNPOGYBaHHSA roTOBOrO /liKapCbKoro 3acoby
(iHWi 3MiHM Yy MeTOfax BUNPO6YBaHb
(BKNtOYAKOUN 3aMiHy abo [OMOBHEHHS) — 3aMiH
po3giny "OAHOpIgHICTb f03yBaHHsA. 2.9.6" Ha
«OpfHOPIAHICTL [030BaHUX OAMHULB. 2.9.40%.
3miHu 1l Tuny: flikapcbki 3acobu. 3miHa(n) 4o
TepaneBTUYHMX NoKasaHb (J0AAaBaHHS HOBOTO
TepaneBTUYHOTO NokasaHHA abo 3MiHW
3aTBEPPKEHOr0 MOKa3aHHs) - 3MiH/ BHECEHO
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3assHuUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2
0 nocsi0YeHHs1

[0 IHCTPYKUIT 415 MEJNYHOrO 3aCTOCyBaHHS
npenapary [0 po3giny "rNokasaHHsa", a Takox
00 po3ginis "Cnocib 3acTtocyBaHHA Ta f03un"
(YTOYHEeHHSs1 f03yBaHHS) BigMNOBIAHO A0
KOPOTKOI XapakTepucTvkn npenapaTy Ta
BVCHOBKY KOHCY/IbTATUBHO-EKCNEepTHOI rpynu
"OHkonoris. Jlikapcbki 3aco6u"). MNprBegeHHs
HanncaHHA Ha3BW nikapcbkoi hopmu y
BiANOBIAHICTb A0 3arasibHOI CTaTTi «/likapcbki
3ac06u 415 NapeHTepasibHOro 3aCTOCYBaHHSA»

11.

FEKCABIT

Apaxe, no 50 apaxe
Y KOHTelHepi
nnacTmMacoBomy, rno
50 gpaxe y
KOHTeliHepi
nnacTmMacoBomy, rno
1 KOHTelHepy B
naui

MAT
"BITAMIHN"

Ykpaina

MAT "BITAMIHN"

Ykpaina

nepepeecTpavisi Ha HeOOMEXEHU TEPMIH;
3MiHu | TURYy: 3miHK Wwoao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTocyBaHHA Ha NigcTasi
perynsipHo OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo foc/imKeHb 3
6e3nekun 3aCTocyBaHHs NiKapcbkoro 3acoby B
nicnsipeecTpaviiinnii nepiog, abo sk pesynbtat
OLLiHKVM 3BIiTYy 3 AOC/iMKEHb, MPOBEAEHNX
BIAMNOBIAHO [0 NNaHy negiaTpuyHmX
pocnigmkenb (PIP) (3MiHy y3rogxeHo 3
KOMNETEHTHUM YNOBHOBAXEHUM OPraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIT 4715 MEeANYHOT0
3acTocyBaHHsA npenaparty A0 po3ainy
"MokasaHHs" (BUy4YeHO nokasaHHsA " ocobam,
npodpecia Aknx noTpedye NigBULLEHOT TOCTPOTH
30py (BOAji TpaHCNOpTY)" - He NigTBEpAXKEeHa
ehbekTVBHICTb 3rifgHO BUCHOBKY KEI "O6MiH
peyoBUH. Jlikapcbki 3ac0bun™), a TakoX A0
po3sginis "MpoTunokasaHHs", "B3aemogis 3
iHLWIMMKM NikapcbKMMKU 3acobamMu Ta iHLWi BUan
B3aemogiit", "Mo6ivHi peaxuii”, "Ocob6aunBocTi
3actocyBaHHs", "MNepefo3yBaHHs", "30aTHICTb
BNAMBaTW Ha LUBUAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCNOPTOM ab0 IHLWMMK MexaHiamamu',
"3acTocyBaHHs y nepiof BaritTHocTi abo
roflyBaHHs rpyaat” BianosigHo Ao
pekoMeHAaLii enapTameHTy
nicnapeecTpayiiHoro Harnagy). 3rigHo 3
n.1.13 ta n.2.3 gogatky 15 Hakasy MO3
Ykpainu Big 23.07.2015 Ne460 HagaHO
rapaHTiViHi ICTY Bif 3asBHMKA LLOAO HaAaHHSA
MYP Ta JOMOBHEHHS A0 OrNSAAY KiHIYHKX
[aHUX NpoTAroM 2-X POKiB Bif, faTy BBEAEHHS
B fito MNopsaky

6e3 peyenma

nidnsieae

UA/5225/01/01
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B nauui

BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BefeHHs
y3ara/ibHeHUX JaHnX npo cucremy
dhapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
ocob6u, BiAnoBiga/ibHOI 3a 3AiCHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asaBHUKa AN 34iCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiIMiHHA BiJ YNOBHOB&XeHOI 0co6H,
BiANOBIAA/ILHOI 32 34iiCHEHHSA
thapmakoHarnsgy (Bkaouaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MiLLleHHI MacTep-haiina
cuctemu chapmakoHarnsgy). 3miau | tuny:
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpPOTKili
XapakTepucTuLi Nnikapcbkoro 3acoby, TekcTi
MapKyBaHHA Ta IHCTPYKUIT 4719 MeANYHOro
3acToCyBaHHSA
reHepUYHMX/ribpUaHNX/6iIoNOAIGHMX NiKapCbKNUX
3ac06iB NicNst BHECEHHS TiET caMoi 3MiHW Ha
pedhepeHTHW npenapat (3MiHa He noTpebye
HafaHHA XOAHVX HOBMX A0AATKOBUX faHWX) -
3MiHM BHECEHO [0 IHCTPYKUIT 4N MeANYHOro
3acTocyBaHHA npenapary A0 po3giny
"MokasaHHsA", a TakoX A0 po3ainis "Cnocib
3acToCyBaHHSA Ta 403" (YTOUHEHHS
[o3yBaHHs), "iTn" BignosigHo A0
pedbepeHTHOro npenaparty (AudpniokaH,
Kancynm no 50 mr, 100 mr a6o 150 mr). 3minu |
TMNy: 3MiHM 3 AKOCTIi. [OTOBWIA NiKapCbKuii
3aci6. KOHTpos1b roTOBOr0 NiKapcbKoro 3acoby.
3MiHa napamMeTpiB cneyudikauii Ta/abo
[0NYyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(iHWi 3MiHM) — 3MiHEHa YacToTa BUNPOGYyBaHHS
B po3ginax «MikpobionoriyHa uicToTa». 3MiHun
| Tuny: 3miHKW 3 AKoCTi. FOTOBUIA NiKapCbKuii
3aci6. KOHTpos1b roTOBOr0 NiKapcbKoro 3acoby.
3MiHa y MeToAax BMNpo6yBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAaX BUNPOGYBaHHS) —
3MiHEHO po3paxyHKoBi (hopMynu B po3ginax
«KinbKicHe BU3HAUEHHS», "PO34MHEHHS",
OCKiNbKN BUKOPUCTOBYETLCS CTaHAAPTHUIA

3pa3ok 3 nonepeaHbO BPaxoBaHUM BMICTOM

No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
12. | ANDNIKO30N® kancysm no 100 wr, MAT YkpaiHa MAT YkpaiHa nepepeecTpauist Ha 5 pokiB y 3B A3Ky i3 3a He nidsisi2ae UA/5156/01/02
no 7 kancyny "Kuismegnpen "Knismegnpenapar” 3aKiHYEHHSIM TepMiHy Aii peecTpaujiiiHoro peyenmom
6nicTepi, 1 6nictep apat" nocsigyeHHs; 3MiHu | Tuny: 3miHu woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
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Ne
n/n

Hassa
JliKapcbK0O20

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3assHuUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2
0 nocsi0YeHHs1

3acoby

BO/MW; - 3a3HAYEHHA BYMOT [0 NOKa3HMkKa
npuaaTHoCTI XxpomaTtorpagiyHoi cuctemu
«BIJHOCHE CTaHAAPTHE BiAXWEHHS» B pO3Aini
«KinbkicHe BU3HaueHHs». 3MiHu | Tuny: 3MiHn 3
sKoCTi. [oTOBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKapCbKOro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOTO /iKapCbKOro
3aco6y (iHWi 3MiHK y MeToAax BUNpobyBaHb
(BKKOYAOUM 3aMiHy ab60 [ONOBHEHHS) — METOL,
BMNPOGYBaHHSA 3a po3ginomM «CynpoBigHi
[OOMILLKM» NpYBEAEHO Y BiANOBIAHICTb A0
MoHorpadii «Fluconazole capsules» gitoyoro
BMAaHHA BputaHcekoi ®apmakonei. 3miHu 11
TMNy: 3MiHM 3 AKOCTi. [OTOBWIA NliKapCbKuii
3aci6. KOHTPO/1b FOTOBOrO /iKapCbKOro 3acoby.
3miHa napameTpiB cneundikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO NiKapCbKoro 3acoby
(3MiHa 3HaxXoAUTLCA No3a 3aTBEPAKEHUMN
O0NyCTUMVMU MexXamu cneuudikauini) - posgin
«CynpoBifHi AOMILLKW/» NPUBEAEHO Y
BiANOBIAHICTb A0 MOHOrpadii «Fluconazole
capsules» pjtouoro BugaHHs BputaHcbkoi
dapmakonei. 3asHayeHHs cknagy 06010HKM
Kancyu

UA/5156/01/03

13.

OVPMIO30/®

Kancynu no 150 mr,
no 1 kancyniy
6nictepi, 1 abo 2
6nictepy B nav,
abo no 2 kancynu y
6nictepi, 1 6nictep
B nauui

MAT
"Kuismegnpen
apart"

YKpaiHa

MAT
"Knismegnpenapar”

YkpaiHa

nepepeecTpauist Ha 5 pokiB y 3B A3Ky i3
3aKiHYEHHSIM TepMiHy Ail peecTpauiiiHoro
nocsigyeHHs; 3MiHu | Tuny: 3miHn woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsagy (BefeHHs
y3arasibHeHUX JaHnX npo cuctemy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT
0co6w, BignoBiga/IbHOI 3a 34iMCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asaBHUKa AN 34iCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHA BiJ YNOBHOB&XeHOI 0co6H,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnsgy (Bkaovarouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MiLLleHHI MacTep-dhaiina
cucTemu chapmakoHarnsgy). 3miau | tuny:
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHA Ta IHCTPYKUiT 4719 MeANYHOro
3acTocyBaHHSA
reHepUUHNX/ribpUAHNX/6I0NOAIGHMX NiKapPCbKNX

3ac06iB NicNs BHECEHHS TIET camoi 3MiHN Ha

6e3 peyenma
Ne 1; 3a
peyenmom —
Ne 2

Ne 1 —
nionsieae; Ne
2 — He
nidnsieae
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
pedhepeHTHW npenapaT (3MiHa He noTpebye

HafaHHA XOHVX HOBMX A0AATKOBUX faHWX) -
3MiHU BHECEHO [0 IHCTPYKUIT AN MeANYHOro
3acTocyBaHHA npenapary A0 po3giny
"MokasaHHsA", a TakoX A0 po3ainis "Cnocib
3acToCyBaHHSA Ta 403" (YTOUHEHHS
[o3yBaHHs), "iTn" BignoBigHO A0
pedbepeHTHOro npenaparty (AudniokaH,
Kancynm no 50 mr, 100 mr a6o 150 mr). 3minu |
TMNy: 3MiHM 3 AKOCTIi. [OTOBWIA NliKapCbKuii
3aci6. KOHTpos1b roTOBOro NikapcbKoro 3acoby.
3MiHa napamMeTpiB cneyudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(iHWi 3MiHM) — 3MiHEHa YacToTa BUNPOGYyBaHHS
B po3ginax «MikpobionoriyHa yicToTa». 3MiHun
| Tuny: 3miHKM 3 AKoCTi. FOTOBWUIA NiKapCbKuiA
3aci6. KOHTpos1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeToAax BMNpo6yBaHHSA roTOBOro
nikapcbKoro 3acoby (HesHayHa 3MiHa y
3aTBEPMAKEHNX METOAaX BUNPOGYBaHHS) —
3MiHEHO po3paxyHKOBi (hopmynu B po3ginax
«KinbKicHe BU3HAUEHHS», "PO34YMHEHHS",
OCKiNbKN BUKOPUCTOBYETLCS CTaHAAPTHUIA
3pasok 3 nonepeaHbo BPaxoBaHNM BMICTOM
BO/MV; - 3a3HAYEHHA BYMOT [0 NOKasHuKa
npuaaTHoCTI XxpomaTtorpagidyHoi cuctemu
«BIJHOCHE CTaHAAPTHE BiAXWIEHHS» B pO3Aini
«KinbkicHe BU3HaueHHs». 3MiHu | Tuny: 3MiHn 3
sIKoCTi. [oTOBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKapCbKOro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOTO /liKapCbKOro
3aco6y (iHWi 3MiHK y MeToAax BUNpobyBaHb
(BKKOYAOUM 3aMiHy ab60 [ONOBHEHHS) — METOL,
BMNPOGYBaHHSA 3a po3ginomM «CynpoBigHi
[OOMILLKM» NpYBEAEHO Y BiANOBIAHICTb 40
MoOHorpadii «Fluconazole capsules» gitoyoro
BMAaHHA BputaHcekoi ®apmakonei. 3miHu 1
TMNy: 3MiHM 3 AKOCTi. [OTOBWIA NliKapCbKuii
3aci6. KOHTPO/1b FOTOBOrO /iKapCbKOro 3acoby.
3miHa napameTpiB cneundikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO NiKapCbKOoro 3acoby
(3MiHa 3HaxXoAUTLCA No3a 3aTBEPAKEHUMN
O0NyCTUMMMU MexXxamiu cneuudikauini) - po3gin
«CynpoBifHi AOMILLKW/» NPUBEAEHO Y
BiANOBIAHICTb A0 MOHOrpadii «Fluconazole
capsules» pjtoyoro BugaHHs BputaHcbkoi
dapmakonei. 3asHayeHHs cknagy 06010HKM
Kancyu
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B nauui

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BefeHHs
y3ara/ibHeHUX JaHnX npo cucremy
dhapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
ocob6u, BiAnoBiga/ibHOI 3a 3AiCHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asaBHUKa AN 34iCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiIMiHHA BiJ YNOBHOB&XeHOI 0co6H,
BiANOBIAA/ILHOI 32 34iiCHEHHSA
thapmakoHarnsgy (Bkaouaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MiLLleHHI MacTep-haiina
cuctemu chapmakoHarnsgy). 3miau | tuny:
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpPOTKili
XapakTepucTuLi Nnikapcbkoro 3acoby, TekcTi
MapKyBaHHA Ta IHCTPYKUIT 4719 MeANYHOro
3acToCyBaHHSA
reHepUYHMX/ribpUaHNX/6iIoNOAIGHMX NiKapCbKNUX
3ac06iB NicNst BHECEHHS TiET caMoi 3MiHW Ha
pedhepeHTHW npenapat (3MiHa He noTpebye
HafaHHA XOAHVX HOBMX A0AATKOBUX faHWX) -
3MiHM BHECEHO [0 IHCTPYKUIT 4N MeANYHOro
3acTocyBaHHA npenapary A0 po3giny
"MokasaHHsA", a TakoX A0 po3ainis "Cnocib
3acToCyBaHHSA Ta 403" (YTOUHEHHS
[o3yBaHHs), "iTn" BignosigHo A0
pedbepeHTHOro npenaparty (AudpniokaH,
Kancynm no 50 mr, 100 mr a6o 150 mr). 3minu |
TMNy: 3MiHM 3 AKOCTIi. [OTOBWIA NiKapCbKuii
3aci6. KOHTpos1b roTOBOr0 NiKapcbKoro 3acoby.
3MiHa napamMeTpiB cneyudikauii Ta/abo
[0NYyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(iHWi 3MiHM) — 3MiHEHa YacToTa BUNPOGYyBaHHS
B po3ginax «MikpobionoriyHa uicToTa». 3MiHun
| Tuny: 3miHKW 3 AKoCTi. FOTOBUIA NiKapCbKuii
3aci6. KOHTpos1b roTOBOr0 NiKapcbKoro 3acoby.
3MiHa y MeToAax BMNpo6yBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAaX BUNPOGYBaHHS) —
3MiHEHO po3paxyHKoBi (hopMynu B po3ginax
«KinbkicHe BU3Ha4YeHHs», "OAHOpPISHICTb
[030BaHNX 0ANHULE","PO3YMHEHHSA", OCKINbKA

BVIKOPVCTOBYETbCS CTAHAAPTHUIA 3pa3ok 3

No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
14. | ANDNIKO30N® kancysv no 50 wmr, MAT YkpaiHa MAT YkpaiHa nepepeecTpauist Ha 5 pokiB y 3B A3Ky i3 3a He nidsisi2ae UA/5156/01/01
no 7 kancyny "Kuismegnpen "Knismegnpenapar” 3aKiHYEHHSIM TepMiHy Aii peecTpaujiiiHoro peyenmom
6nicTepi, 1 6nictep apat" nocsigyeHHs; 3MiHu | Tuny: 3miHu woao
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3assHuUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2
0 nocsi0YeHHs1

nornepeAHL0 BpPaxoBaHNM BMICTOM BOAW;-
3a3HayeHHs BUMOr A0 NoKasHuKa NpuAaTHOCTI
XpomaTtorpacdiyHoi cucCTemMu «BigHOCHe
CcTaHAapTHE BigXnneHHs» B po3dini «KinbkicHe
BU3HAYEHHS». 3MiHU | TUNy: 3MiHM 3 AKOCTI.
[oToBWIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLiin Ta/abo fonycTMMmnx Mex
rOTOBOrO /iKapCbKOro 3acoby (J0MNOBHEHHSA
cneuudikaLii HOBUM NMOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOOYBaHHA) —
[0NoBHEHHS po3ainy "KinbkicHe BU3HavyeHHS"
KpUTEpieM NPUAHATHOCTI HA MOMEHT BUMYCKY.
3miHu | TMny: 3MiHK 3 siKoCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTPOsb roToBOro
nikapcbKoro 3acoby. 3miHa y meTogax
BMNPO6YBaHHSA roOTOBOrO JliKapCbKOro 3acoby
(iHWi 3MiHM y MeTogax B1nNpobyBaHb
(BK/THOYAOUM 3aMiHy 260 JOMOBHEHHS) — METOZ,
BMNPOBYBaHHA 3a po3zinioM «CynpoBigHi
[OMILLKM» NpUBEAEHO Y BiANOBIAHICTb A0
MoHorpadii «Fluconazole capsules» gitouoro
BUAaHHA BputaHcbkoi dapmakonei. 3miHu 11
TUNy: 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MiHa napamMeTpiB cneuudikauiii Ta/abo
[ONYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby
(3miHa 3HaxoAMTbCA No3a 3aTBEepAKEHNMM
[0NYyCTUMMMU MexXamiy cneuudikai) - posgin
«CynpoBigHi AOMILLKW» NPUBEAEHO Y
BiANOBIAHICTb A0 MoHOrpadii «Fluconazole
capsules» fitoyoro BugaHHs bputaHcbKoT
dapmakonei. 3azHaueHHs ckiagy 060/10HKM
Kancynm

15.

AIATHON®

MOPOLLIOK AN151
OPa/ILHOTO PO3UNHY,
64 r/naket no 73,69
ry naketax Ne 4

MAT "®dapmak”

YKpaiHa

MAT "®apmak”

YKpaiHa

nepepeecTpaLisi Ha HE0OOMEXEHWI TEPMIH;
3MiHu | TMNY: 3MiHN Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro
3aco6y, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHSA
reHepUUHNX/ribpUAHNX/6I0NOAIGHMX NiKapPCbKMUX
3ac06iB NicNsi BHECEHHS TiET caMoi 3MiHW Ha
pedhepeHTHW npenapat (3MiHa He noTpebye
HafaHHSA XOAHUX HOBUX AOAATKOBMX JaHUX),
(3MiHV BHECEHO [0 IHCTPYKLi 4158 MeAUYHOro
3aCTOCyBaHHA npenapary Ao po3ginis
"®apmakonoriyHi BnactusocTi”, "MokasaHHs"
(YTOYHEHHs1 hopmMyntoBaHHs),"Cnocio

3a
peyenmom

He niosis2ae

UA/11708/01/01
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
3acToCyBaHHA Ta [031" (YTOYUHEHHS
[o3yBaHHs), "iTn", "MNpoTunokasaHHs",
"B3aemogis 3 iHWYMU NikapcbkrMmn 3acobamm
Ta iHWi B1AKW B3aemogii”, "OcobMBOCTi
3acTocyBaHHA", "3acTocyBaHHsA Yy nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”, "3aaTHicTb
BNMBaTW Ha LWIBUAKICTb peakLii Npu kepyBaHHi
aBToTpaHCnopToM abo poboTi 3 iHWKUMK
mMexaHismamu'", "Mo6iuHi peakwuji" BigNoBigHO
[10 pedhepeHTHOro npenapary, NopoLIoK A1
NpUroTyBaHHS PO34MHY 4718 NepopasibHOro
3actocyBaHHs). 3rigHo 3 n.1.13 gogatky 15
Haka3zy MO3 Ykpainu Big 23.07.2015 Ne460
HaiaHo rapaHTiliHWiA NNCT Bif, 3asBHMKA LLLOAO
HagaHHsa MYP uepes 2 poky Bif, BBEAEHHSA B
aito Nopaaky (go 30.10.2017 p.)
16. AYOTPAB® Kpanni o4Hi, no AnkKoH Benvka AnkoH-Kyspbop Benbris nepepeecTpaList Ha 5 pokiB y 3B A3Kky i3 3a He nidnsi2ae UA/6292/01/01
2,5 Mn, y chnakoHi- NabopaTtopi3 BpuTaHis 3aKiHYEHHSIM TEPMIiHY Aii peecTpauiintHoro peyenmom
KpanenbHuui Ne 1 (OK) N, nocBigYeHHs
17. EHANANPUNY NOPOLLOK ToBapucTBo 3 YkpaiHa UxeLzsH Xyaxai Kutaii nepepeecTpaisi Ha HEOBMEeXEeHN TePMIH - He nignsarae UA/12186/01/01
MANEAT KpucTaniyHmi obmexeHo dPapmacbioTikan Ko.,
(cybeTaHuis) y BignoBigasIbHI nra.
noABIAHNX cTIO
nosieTUNEeHoBUX "®apmaueBTn
nakeTtax gns YHa KOMNaHis
hapMaLeBTUYHOTO "3popoB'a"
3acToCcyBaHHSA
18. EHOKCANAPVH MOPOLLIOK MAT "dapmak” YkpaiHa XeHnkoy [hxytoaH Kutaii nepepeecTpauis Ha Heo6MexXeHuli TepMiH - He nidnis2ae UA/11805/01/01
HATPIIO (cybeTaHuis) y LOKiH EHgKiHiepiHT
MiLLKax noABiiHNX Ko., N14.
nonieTnIeHoBmx
0151 BUpO6HMUTBA
CTEPUNIbHUX
Nikapcbknx gopm
19. | 3O4AK® AKTUB TabneTku, BKpUTI TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka nepepeecTpauist Ha 5 pokiB y 3B A3Ky i3 6e3 nionsizae UA/11733/01/01
NNiBKOBOIO Pecny6nik Pecny6nika 3aKiHYEHHSIM TepMiHy Aii peecTpaujiiiHoro peuyenma
060/10HKOI0, NO a nocsigyeHHs; 3MiHn | Tuny: 3miHn Wwoao

5 mr Ne 7, Ne 28
(7x4) y bnictepax

6e3nekn/edhekTUBHOCTI Ta hapmakoHarsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iIHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHS
reHepUYHMX/ribpuaHNX/6iIoNoAIGHMX NiKapCbKNX
3ac06iB Nicnsi BHECEHHS TiET caMoi 3MiHW Ha
pedhepeHTHW npenapat (3MiHa He noTpebye
HafaHHA XOAHVX HOBVX AOAATKOBUX JaHWX)
3MiHM BHECEHO [0 IHCTPYKUIT AN MeAnYHOro
3aCTOCyBaHHA nNpenapary Ao po3giny
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
"MokasaHHs", a TakoX A0 po3ginis "Cnoci6
3acTocyBaHHA Ta [031" (YTOUHEHHS
[03yBaHHs), "B3aemogis 3 iHWMMKN
nikapcbkMu 3acobamMu Ta iHWi BUau
B3aeMogijit" BiANOBIAHO A0 pechepeHTHOro
npenaparty (Kcusan, Tabnetku, BKpUTI
NAiBKOBOK 060/10HKO, N0 5 Mr)
20. IBYNPO®EH 500 nenetu 3 My6niyHe YkpaiHa Ocmodhapm C.A. LLiBeiiuapis nepepeecTpawis Ha HeobMexeHuit TepMiH - He nidnsi2ae UA/11880/01/01
Mmr NPOIOHTOBaHUM akuioHepHe
BUBINIbHEHHAM TOBapUCTBO
(cybeTaHuis) y "HaykoBo-
[BOLLIAPOBUX BMPOGHUYNI
nonieTnIeHoBuUxX LieHTp
nakeTtax gns "BopLuariscbk
thapmaueBTUYHOro Wi XiMiKo-
3acTocyBaHHSA dhapmaneBTny
HWii 3aBon”
21. IK3UM nopoLuok ans 50 mn | JlioniH Nimiteq, IHAaia NMioniH NMimiteq IHAis nepepeecTpauis Ha 5 pokis; 3MiHu | Tuny: 3a He rnidnis2ae UA/4880/01/01
OpasIbHOT CyCneHsil, 3MiHu Wwoao 6e3nekn/edhekTMBHOCTI Ta peyenmom

100 mr/5 mn, 1
h/1aKoH 3 MPOLLKOM
pasom 3 MipHUM
CTakaH4MKOM y
KapTOHHI ynakosL,i

thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3aranbHeHVX AaHux Npo cuctemy
dhapmakoHarnsagy (BefileHHs y3arasibHeHNX
[aHux nNpo cuctemy cdhapmakoHarnsgy, 3mMiHa
YNOBHOBAXEHOT 0CO6MU, BifgnoBiganbHoI 3a
3AiiCHeHHA hapMakoHarnaay; KOHTaKkTHOT
ocobu 3 chapmakoHarnsgy 3asBHuka gns
3[jicHeHHs hapMakoHarnsay B YkpaiHi, SKwo
BOHa BifMiHHa Bif, yNOBHOBaXeHOi 0cobw,
BiANOBIAANLHOI 32 34iiCHEHHS
thapmakoHarnsgy (Bkaovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-ghaiina
cuctemu chapmakoHarnsgy). 3miau | tuny:
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUIiT 4719 MeANYHOro
3acTocyBaHHSA Ha nigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mnekn NikapCbKoro
3acoby, abo Joc/igKeHb 3 6e3nekn
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLiHKM 3BIiTYy 3 AOCNiMKEHb, NPOBEAEHNX
BiAMNOBIAHO [0 NnaHy negiatpuyHmX
pocnipxeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOB&XXEHNM OpPraHoMm) -
3MiHV BHECEHO [0 iHCTPYKLiT 415 MegnyHoro
3acTocyBaHHs npenapary 40 po3ainy
"MMokasaHHs", a TakoX A0 po3ainy "Cnocié
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
3acToCyBaHHA Ta [031" (YTOYUHEHHS
[03YBaHHS) BiANOBIAHO A0 NoAibHoro 3a
CKNafoM ikapcbKoro 3acoby 3 Ait4oto
peyoBuHoto "Uedpikenm". 3rigHo 3 n.1.13 Ta
n.2.3 pogatky 15 Hakazy MO3 YkpaiHu Bifg
23.07.2015 Ne460 HagaHo rapaHTiliHi nncTn
Bi[, 3as1BHMKA W0A0 HagaHHA MYP Ta
[OMOBHEHHSA 4,0 OrNaAy KMiHIYHWUX faHnX A0
30.10.2017 p.
22. IHOIPAB niochinizoBaHuii TOB "®apma YkpaiHa TOB "dapma Naiid" YkpaiHa nepepeecTpauist Ha 5 pokiB y 3B A3Ky i3 3a He nidsis2ae UA/15402/01/01
BAKUVHA NopoLUoK AN Navicp" 3aKiHYEHHSIM TepMiHy Ail peecTpaujiiiHoro peuenmom
AHTUPABIYHA PO3UnNHY A5 iH'EKUINA noceigyeHHs; 3MiHu | Tuny: 3miHa
OUYUNLLEHA, He MeHLwe 2,5 TOProBesibHOI Ha3BU JlikapcbKoro 3acoby -
IHAKTUBOBAHA | MO/go3ay dhnakoHi

Ta po3unHHuK (0,5
M) B amnyni Ne 1
a6o Ne 10
(nakyBaHHs i3
chopmum in bulk
hipMn-BMpobHUKa
Bxapart bioTtek
IHTepHeLwHN
NimiTes, 1HAis)

3atBepmxkeHo: INDIRAB / IHAIPAB BakuvHa
aHTMpabiyHa oumLLeHa, iHaKTMBOBaHa,
niodpinizoBaHa, BUrOTOB/IEHA HA KY/bTYPi
KNiTUH Bepo. 3minHu | Tuny: FoToBwMiA
nikapcbkuii 3aci6. KOHTpPOb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLiin Ta/abo fonycTMMNX Mex
rOTOBOrO /iKapCbKOro 3acoby (J0MNOBHEHHSA
cneuudikaLii HOBUM NMOKa3HUKOM 3
Bi4NoBIAHMM METOA0M BUNPOOYBaHHS) -
JlonoBHeHHs crevumdikaLii nokasH1KaMmn SKocTi
3 BiANOBIAHMMY MeToAamn BUNPoOyBaHHA Ans
po3unHHMKa (0,3% po3urH HaTpito xnopuay).
3MiHn | TUNY: FOTOBWIA Nikapcbkmit 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMMX
MEX FOTOBOr0 NiKapCbKoro 3acoby
(monoBHeHHSA cnevmdikaLii HOBUM NOKa3HUKOM
3 BIANOBIAHMM METOA0M BUMPOOYBaHHSA) -
JlonoBHeHHs crevumdikaLii nokasH1KaMmn SKoCTi
3 BiANOBIAHMMY MeToAamn BUNPoOyBaHHA Ans
BaKUuHU (pH, 3aMLWLKOBUWIA BMICT KTITUHHOT
[AHK). 3MiHn | TUny: FoTOBWIA Nikapcbkuin 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHoCTi
ab0 ymoBax 36epiraHHsi rOTOBOrO /likapCbKoro
3acoby: (3mMiHa B yMOBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby abo nicns
PO3UYMHEHHS/BIAHOBNEHHS) - 3MiHA Y TepMiHax
npuaaTHOCTI BiAHOBNEHOI BaKUMHU. 3MiHu |
TMNy: 3MiHW 3 AKOCTIi. [OTOBWIA NliKapCbKuii
3aci6. CtabinbHicTb. 3MiHa y TepMiHax
npugaTtHocTi abo ymoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby (iHwi 3MiHn) - ditoua
pefakuis: TepmiH npuaaTHOCTI BakumHU 3
poku. MNponoHoBaHa peakuis: TepmiH
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
NPVAATHOCTI BAKLMHN Y KOMMN/IEKTi 3
PO3UYMHHUKOM - 3 poku. 3MiHu Il TUny: Jlikapcbki
3aco06u. 3MiHK, WO NOB’'sA3aHi 3i 3HAYHUMU
3MiHaMu y KOpOTKili XapakTepucTuL,i
niKapcbKoro 3acoby, iIHCTPYKUIT 4151 MeAUYHOTO
3aCTOCYBaHHS 3riHO 3 HOBMMM AaHUMU 3
SIKOCTi, AOKMIHIYHMMM, KMIHIYHMMW gaHuMK Ta
AaHumun hapmakoHarnsagy - NpusegeHHs
IHCTPYKUIT 415 MeQUUYHOro 3acToCyBaHHA y
BignosigHicTb o SPC. MIBIN BunpasneHHs
TEeXHIYHUX NOMUOK (3rigHO Hakasly MO3 Big,
04.01.13 Ne3). MpuBefeHHs Nikapcbkoi hopmm
y BigMOBIAHICTb O MaTepiasliB peecTpaviiiHoro
[0Cbe
23. IHO3UH NOPOLLOK MAT YkpaiHa ABC ITanis nepepeecTpaist Ha HEOBMEeXEeHNN TEePMIH - He nidnsi2cae UA/12194/01/01
MPAHOBEKC (cybcTaHuis) y "KniBcbkuii SAPMAYEYTIUI
(METI3OMNPUHO naketax BiTaMiHHWI C.n.a. - YHi6ioc
n) nonieTuIeHoBMX 3aBog" [iBisioH
ans
chapmaL,eBT14HOro
3aCTOCyBaHHs
24, KANIYM Tabnetkn Ne 80 y [Hoiue HimeuunHa | [oiiye XomeonarTi- HimeuuunHa nepepeecTpawis Ha HeobMeXeHuit TepMiH 6e3 peyenma niosisieae UA/11883/01/01
CYNNb®YPUKYM hnakoHax Ne 1 Xomeonari- YHioH AXY-
Ci/lb 4OKTOPA YHioH AXY- ApuHaiimiTTens
LLUKOCCNEPA Ne6 ApuHaiimitren v6X & Ko. KI
b 'M6X & Ko.
Kr
25. KANIYM Tabnetkn Ne 80 y [Hoive HimeuunHa | [oiiye XomeonarTi- HimeuunHa nepepeecTpawis Ha HeobMexeHuii TepMiH 6e3 peyenma niossieae UA/11884/01/01
DPOCPOPUKYM thnakoHax Ne 1 Xomeonari- YHioH OXY-
Cl/lb JOKTOPA YHioH AXY- ApuHaiimiTTenb
LLUKOCCNEPA Neo5 ApuHaiimitren v6X & Ko. KI
b 'M6X & Ko.
Kr
26. KETOTU®DEH Tabnetkn no 1 mrin MAT Ykpaina AT "Codchapma” Bonrapis nepepeecTpawis Ha HeobMexeHuit TepMiH - He nignsarae UA/12632/01/01
CO®PAPMA bulk Ne 4000 "BiTaMiHn"
(10x400), in bulk Ne
4240 (10x424) y
6nictepax
27. KETOTU®EH Tabnetkn no 1 mr Ne MAT YkpaiHa Brpo6HMLUTBO Bonrapis/ nepepeecTpauis Ha He0OOMEeXeHW TePMIH; 3a He nignsrae UA/5512/01/01
COdDAPMA 30 (10x3) y 6nicTepi "BiTamiHn" Hepo3dgracoBaHoT Ykpaina 3MiHu | TMNY: 3MiHK Woao peuenmom
NPOAYKLUT, 6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
nepBrHHA ynakoBka 3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
a60 BUPOBHULTBO 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
38 NOBHUM LMK/TOM: MeJMYHOro 3aCTOCyBaHHA Ha nigcTasi
AT "Codpapma”, perynsipHoO OHOB/THOBAHOTO 3BiTYy 3 6e3nekn
Bonrapis; nikapcbKoro 3acoby, abo gocnimkeHs 3
BTopuHHa ynakoBka, 6e3nekmn 3aCToCyBaHHS NiKapcbKoro 3acoby B
[003BiN Ha BMNYCK nicnsipeecTpauiiinii nepiog, abo sk pesynbtat
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
cepii: OLLiHKM 3BIiTYy 3 AOC/ifKEHb, MPOBEAEHNX
MAT "Bitaminmn", BiAMOBIAHO [0 NNaHy negiaTpuyHmX
Ykpaina pocnigmkeds (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHUM OPraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIT 415 MeANYHOro
3acTocyBaHHs npenapary Ao po3ginis
«[MpoTunokasaHHsa», «3acToCyBaHHA Y Nepiof
BariTHOCTi ab0 rofyBaHHA rpyaa», «Mo6iyHi
peakujii» Lwoao0 6e3nekun fjlyoi pevyoBuHN
"keToTudpeH"). 3rigHo 3 n.2.3 gogatky 15
Haka3y MO3 Ykpainu Big 23.07.2015 Ne460
Ha/jaHo rapaHTiliHWiA NNCT Bif, 3asiBHMKA LLLOAO
HafaHHA [JOMOBHEHHS A0 OrNAAY KMiHIYHUX
AaHnx ao 30.10.2017 p.
28. KPOMy nnogmno 50 ry MpAT YkpaiHa MpAT "NikTpasun" Ykpaina nepepeecTpaist Ha HEOBMEeXEeHNN TEePMIH 6e3 peyenma nidnsieae UA/5975/01/01
NAXYYOro navuj 3 BHYTPILHIM "MikTpasu”
nnoav nakeTom
29. KYKYPYA3U CTOBMYMKM 3 MpAT YkpaiHa MpAT "NikTpasun" Ykpaina nepepeecTpaist Ha HEOBMEXEHNN TePMIH 6e3 peyenma nidnsieae UA/5867/01/01
CTOBMYUKN 3 npuiiMoykamm "NikTpasun*
MPUAMOYKAMW | pisaHo-npecosaHi no
100 r y naykax 3
BHYTPILLHIM NakeToM
30. MIKO®IH® Tabnetkn no 250 wr, HOBEN INAY | TypeuunHa HOBE/ INAY TypeyuunHa nepepeecTpaLis Ha HE0OBMEXEHWI TEPMIH; 3a He nidns2ae UA/5305/02/02
no 4 TabneTkn y CAHAI BE CAHAI BE 3MiHu | TUNy: 3MiHK Woao peyenmom
6nicTepi, no 1 TIIKAPET TIOIKAPET A.LL. 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsay.
6nictepy y ALl 3MiHa y KOpOTKili XapakTepuCTuLL NikapCcbKoro
KapTOHHII ynakoBL; 3aco6y, TeKCTi MapKyBaHHS Ta IHCTPYKUiT 4ns
no 14 TabneTtok y MeAMYHOro 3acToCcyBaHHA Ha NigcTasi
6nicTepi, no 1 abo 2 perynsipHo OHOB/IHOBAHOTO 3BIiTYy 3 6e3neku
6nictepn y nikapcbKoro 3acoby, abo gocnigpkeHb 3
KapTOHHIA ynakoBLi 6e3nekn 3acTocyBaHHA /ikapCbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OL}iHKM 3BITY 3 AOC/TiAKEHb, MPOBEAEHNX
BiAMOBIAHO [0 NNaHy negiaTpuyHmx
pocnigxeHs (PIP), 3MiH/ LWOA0 OHOBNEHOI
iHhopMmalii 3 6e3nekn BHECEHO A0 iIHCTPYKL,i
ANA MeAMYHOro 3acToCyBaHHA npenapary fo
po3gainis «Mo6ivHi peakuii»,
«[lMepepo3yBaHHA», «[iTu». 3rigHo 3 nN.1.13 Ta
n.2.3 pogatky 15 Hakazy MO3 YkpaiHu Bif
23.07.2015 Ne460 HagaHo rapaHTiliHi nncTn
Bi[, 3asIBHMKA W0A0 HagaHHA MYP Ta
[OMOBHEHHSA 4,0 OrNaAy KMiHIYHWUX faHnX A0
30.10.2017 p.
31. MYYHUUI MNCTA | nncTa (cybeTaHuis) MpAT YkpaiHa 36ip CUPOBUHM: Pociiicbka nepepeecTpauis Ha HeobMexeHuli TepMiH - He nidsis2ae UA/11896/01/01
Y MilLKax, Tiokax ons "NikTpasun" IMN MonnesiH M.1. depnepauis
BMPOGHULITBA Pociiicbka
HecTepUIbHNX depepadis;
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
nNiKapcbknx hopm KoHTponb skocTi,
BMNyCK cepil
(naprii):
BAT
"KpacHoropcknekcp
eacrea”,
Pociiicbka
Penepauis
32. HOTAKE/Ib D5 Kpanni ans CAHYM- HimeuyunHa CAHYM-Kenbbek HimeuunHa nepepeecTpavisi Ha HeOOMEXEHU TEPMIH; 6e3 peyenma | He nidssi2ae UA/11521/01/01
nepopasibHOro Ta Kenbbek Mi6X vM6X i Ko. KI' 3MiHu | TURYy: 3miHK Wwoao
MicL,eBoro i Ko. KI 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
3acTocyBaHHs no 10 3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
My chakoHi 3 3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
KpanenbHuLeto; no 1 MeAMYHOro 3acTocyBaHHA Ha NigcTasi
chnakoHy B perynsipHo OHOB/IHOBAHOTO 3BiTYy 3 6e3neku
KapTOHHIM navu,i nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekun 3aCTocyBaHHs NiKapcbkoro 3acoby B
nicnsipeecTpaviiinnii nepiog, abo Ak pesynbtat
OLLiHKVM 3BIiTYy 3 AOC/iMKEHb, MPOBEAEHNX
BIAMNOBIAHO [0 NNaHy negiaTpuyHmX
pocnigmkenb (PIP) (3MiHy y3rogxeHo 3
KOMNETEHTHUM YNOBHOBAXEHUM OPraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIT 415 MEeANYHOro
3acTocyBaHHA npenaparty A0 po3ainy
"MokaszaHHsa" (byno: Ans iMyHOGioNoriYHoro
NiKyBaHHA Ty6epKy1iHOBOT CXUbHOCTI Ta i
BTOPUHHUX O3HAK; CTas10: Y KOMMNJIEKCHIN
Tepanii Ans iMyHO6I0ONI0MNYHOrO NiKyBaHHSA
Ty6epKyniHOBOT CXUbHOCTI Ta i BTOPUHHUX
03HaK), «[poTunokasaHHsa», «3acToCyBaHHS y
nepiog, BaritTHoOCTi abo rofyBaHHs rpyaato»,
«[M06iYHI peakuii», «B3aemogis 3 iHW1MK
nikapcbkvMu 3acobamu Ta iHLWi BUan
B3aeMOgiii», «lepefosyBaHHs», «[iTu»
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[OCbE)
3rigHo 3 n.1.13 Ta n.2.3 gogartky 15 Hakasy
MO3 YkpaiHu Big 23.07.2015 Ne460 HagaHO
rapaHTiViHi ICTY Bif 3asBHMKA LLOAO HaAAHHSA
MYP Ta JONOBHEHHS A0 OrNSAAY KiHIYHKX
AaHux go 30.10.2017 p.
33. ONIPEH®-100 CP | kancy/n TeBa I3painb BMPOBGHMLTBO 3a LLIBeliyapisi/ nepepeecTpavisi Ha 5 pokiB y 3B 53Ky i3 3a He nidssi2ae UA/5124/01/01
AENOKANC NPOIOHroBaHOI Aji PapmaueBTika NOBHUM LMK/IOM: HimeuuunHa 3aKiHYEHHSIM TepMiHy Ail peecTpaujiiiHoro peyenmom
no 100 mr Ne 20 n lHpacTpi3 AuvHo dapma AT, NnocBiAYEHHS; -3MiHM | TUNY - 3MiHa
(10x2) y 6nictepax nra. LLBeiuapis; TOProBesibHOI Ha3BW NlikapcbKoro 3acoby -
pojarkosa (6yno: Oncen™-100 CP [enokanc, ctano:

nab6opartopis, Wo
npuiiMae yyacTb B

OndeH®-100 CP [enokanc); 3miHu | Tuny -
3MiHM 3 IKOCTi. [0TOBWIN NiKapcbkuii 3aci6.
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs

KOHTpONI cepii:
YHTEepP3yXyHrCiHCTUT
yT Xennenep,
HimeuyunHa

KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOr0O
nNikapcbKkoro 3acoby (iHLi 3MiHW y MeTogax
BMNpOGYBaHb (BK/THOYa4M 3amiHy abo
[OONOBHEHHS)) - (404aHO OKpeMy aHaniTUYHy
MeTOAMKY BUNPOBOYBaHHA 3a NOKa3HWKOM
«3aranbHuil BUrNsa» Ha TeEpMiH NPpUAATHOCTI.
3MiHa BBOAUTLCS Yy 3B'A3KY 3 MPUBEAEHHAM A0
marepianis BUPO6HUKa)

-3MiHuM | TUNy - 3MiHK 3 AKoCTi. [oTOBWIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA roTOBOrO /liKapCbKoro 3acoby
(iHWi 3MiHM Yy MeTofax BUNPO6YBaHb
(BKNHOYaKOUM 3aMiHy ab0 [ONOBHEHHS)) -
(BBEAEHHA A0AATKOBOT METOAMUKN
BMNpobyBaHHs BEPX 3a nokasHukamu:
«CopepxaHue guknodeHaka HaTpusi. YuctoTta
(Hen3BecCTHble NpUMeCU)» Ha TEPMIH
npuaaTHOCTI». 3MiHa BBOAWUTLCS Y 3B'A3KY 3
npuBeLEHHSAM 40 MaTepianis BUPOGHMKa);
3MmiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonycTMMmnX Mex
roTOBOro NikapcbKoro 3acoby (iHLi 3MiHK) -
(3miHa chopmyntoBaHHA BUMOT [0
pernamMeHTauii 4OMILLOK 3a MOKa3HNKOM
«CynpoBsigHi AOMILLKN» Ha TEPMIH
npuaaTHoCTi. 3MiHa BBOAUTLCA Y 3B'A3KY 3
npuBeAeHHSIM 0 MaTepiasis BUPOGHNKa;
3MiHu | TUNY - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/MmoHorpadii.
MoaaHHA HoBOro abo OHOB/IEHOrO
cepTugikaTa BigNOBILAHOCTI 260 BUYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONEChKil
thapmakonei: gna A®l; ons BuxigHoro
marepiany/peareHTy/npomMKHOrO NPOAYKTY,
LLIO BUKOPWNCTOBYIOTBLCSA Y BUPOOHULTBI AdI;
0151 ONOMIXHOI pevoBUuHU (cepTudiikat
BiNOBIAHOCTI €Bponeichbkiit thapmakonei) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BMPOGHMKA - (NogaHo
OHOBJIEHI cepTuddikaTyh BignosigHocTi E® ana
L0401 PeYOBMHN ANKNOEHAK HATPIO Bif
3aTBEpMAXEHUX BUPoOHUMKIB Arch Pharmalabs
Ltd, Ingis Ta Unique Chemicals, IHAjs)
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
34. MNEHECTEP® TabneTkn, BKpUTI TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka nepepeecTpaujis Ha 5 pokiB y 3B A3Ky i3 3a He nidsisi2ae UA/6000/01/01
060/10HKOI0, M0 5 Mr Pecny6nik Pecny6nika 3aKiHYEHHSIM TepMiHy Aii peecTpaujiiiHoro peuenmom
Ne 30 (15x2) y a nocBifgYeHHsA
6aicTepax
35. MEHTOKCU®INIH | TabneTkn no 100 mr ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina nepepeecTpaLisi Ha 5 pokiB y 3B A3Kky i3 3a He nignsarae UA/5524/01/01
-340POB'A Ne20 (20x1), Ne30 obmexeHor 06MexeHo 3aKiHYEHHAM TepMiHy Aii peecTpauiinHoro peyenmom
(30x1), Ne30 (10x3) BiAMNOBIAa/TbHI BiANOBIAANLHICTIO nocsigyeHHs; 3MiHn | Tuny: AAMiHICTpaTUBHI
y 6nictepax CTHO "®apMaueBTUYHA 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
"papmaueBTu KOMMNaHis 3asBHMKa (BNacHvKa peecTtpauinHoro
YHa KOMNaHis "3p0poB’s" nocsigyeHHs). 3miHu | Tvny: AgMiHICTpaTUBHI
"3nopoB’s" 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu

MiCLii NPOBaPKEHHS AiSNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro
3aco06y, BK/IKYaUKN AiNbHULL BUNYCKY cepil

ab0 MicLe NPoBeAEHHST KOHTPOIO SIKOCTI.

(misnbHIiCTb, 3a AKy Bignosigae

BMPOGHUK/IMMOPTEp, BK/IHOYAOUN BUMYCK
cepiin). 3MiHK | TMNY: 3MiHK 3 SIKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€Bponechbkili
thapmakonei/moHorpadii. NogaHHa HOBOTO
abo oHoBNEeHOro cepTuddikaTa BiANOBIAHOCTI
ab0o BUNy4YeHHs cepTudpikarta BignoBiAHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ona
BUXiAHOrO Marepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; ANt AONOMIKHOT PEeYOBUHU
(cepTudpikat BignosigHOCTI EBpoONECHKiIi
thapmakonei) - HoBuii cepTudikar Bif Bxe
3aTBEPAKEHOro BMPOGHYKa - Bigbynocs
HagaHHa HoBoro CepTudpikaTy BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei Bif BUpo6Huka AdI
R1-CEP 1998-139-Rev 04 Sun Pharmaceutical
Industries Ltd., IHAis Ta, K HAacnigok,
npvBeAeHHs HaliMeHyBaHHS Ta
MicLe3HaxoKeHHs BUPOoOHUka Adl y
BignosigHicTb fo CEP (Bigbynacs 3amiHa
IOPUANYHOI agpecu Ha agpecy BUPOGHMYOT
AinbHULI). 3MiHW | TMny: 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTpOb roToBOro
nikapcbKkoro 3acoby. 3miHa napameTpis
cneundikayiii Ta/abo 4ONYyCTUMUX MEX
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW) -
3MiHa MeToAy BUNPOGYBaHHSA 3a po34ifioM
«lgeHTudpikauis. MeHToKCNINiH» - 3MiHa
mMeToAy BUNPOOYBaHHS 3a PO34ifiom
«CynpoBigHi AOMILLKM»; 3MiHa KpUTepiiB
NPUAHATHOCTI. CynyTHS 3MiHa: 3MiHU 3 SIKOCTI.
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
[oTOBWIA Nikapcbknii 3aci6. KOHTPONb roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax

BMNPOGYBaHHA roTOBOrO /IiKaPCbKOro 3acoby
(iHWi 3mMiHM y MeTogax BMNpobyBaHb
(BKKOYAOUM 3aMiHy a60 [ONOBHEHHS). 3MiHK |
TUNy: 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MiHa napamMeTpiB cneuudikauiii Ta/abo
[ONYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby
(3BY)XEHHSI AONYCTUMUX MEX) - PO34i/
«PO34MHEHHSI» NPUBEAEHO Y BIAMOBIAHICTL A0
BMMOT Ajl040ro BugaHHsA AdY (BBegeHO
BENNUMHY Q).
3miHu | TMny: 3MiHK 3 siKoCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTPOsb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLiin Ta/abo fonycTMMmNX Mex
roTOBOrO NiKaPCbKOro 3acoby (BHECEHHS 3MiH
[0 [OCbE NiCNA OHOB/IEHHA 3arasibHOT CTaTTi
Ha roToBy Nnikapcbky hopmy y
L®Y/EBponeiickkiin thapmakonei) — po3ain
«MikpobionoriyHa ynctoTa» NpUBEAEHO Y
BiANOBIAHICTb 4O BUMOT Ajil04Or0 BUAAHHSA
L®Y. CynyTHsi 3miHa: 3MiHN 3 siKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. KOHTpoib roTOBOrO
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOrO /IiKapCbKOro 3acoby
(oHOBNEHHA Npoueaypy BUNPOBYBaHHA 4115
npvBefeHHs y BiANOBIAHICTb 3i 3MiHEHO
3aranbHoto ctatTelo AdY abo €BponeiicbKoi
thapmakonei). 3miHun | Tuny: AgmiHiCTpaTuBHI
3MiHW. BUnyyeHHst BUPOGHMYOI AinbHAL
(Brtovatoun ginbHnui ana A®I, npoMiXXHOro
npoaykTy abo roToBOro fNikapcbKoro 3acooy,
AiNbHUL ANS NPOBeAEHHA NakKyBaHHS,
BUPOGHMKA, BiNOBIAANLHOMO 3a BUMYCK Cepil,
MiCLie NpoBEeAEHHS KOHTPO/IIO cepil) abo
noctavasibH1Ka BUXifHOro matepiany,
peareHTy ab0 A0NOMIKHOT PEYOBUHY (SKLLO
3a3HayeHo Y OCbE) - BUTYUYEHHS BUPOOHMKA
nitoyoi pevoBuHY MNeHTokcuiniH Chemagis
(Germany) GmbH, Germany Ta, SiK Hacnifok,
BU/TYYEHHS KOHTPOJTIO 3aUTULLKOBUX KiTbKOCTEW
opraHiYHnX Po34MHHUKIB 3 crieyndikaLii Ta
MeToZiB BXifHOro KoHTposnto A®I Big faHoro
BMPOGHMKA. CynyTHS 3MiHa: 3MiHM 3 SKOCTI.
A®I. KoHTponb A®L. 3miHa y napameTpax

cneumdikaLii Ta/abo AoNyCTUMUX MEX,
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs

BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BUXiAHWA/NPOMIDKHWIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y NpoLeci BUpobHULTBa
A®| (iHWi 3MmiHM). 3MiHK 3 AkocTi. ADI.
KoHTponb A®L. 3miHa y meTogax
BuNpobysaHHA APl abo BuXigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy,
LL|0 BUKOPUCTOBYETLCSA Y NpoL,eci BUPOOHMLTBA
A®| (He3HaUHi 3MiHW y 3aTBEPKEHNX MeTofax
BMNPOGYBaHHS). 3MiHU | TUMY: 3MiHK 3 AKOCTI.
CepTudpikat signosigHocTi/lE-cepTudpikar
BiANOBigHOCTI €Bponelickkilt
thapmakonei/MmoHorpadii. 3mMiHu, NoB'A3aHi 3
HeobXiAHICTIO NpMBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii PY abo €Bponeiicbkoi
chapmakonei, abo iHLWOoi HaLioHa/IbHOI
thapmakonei gepxasu €C (3miHa y
cneyudikaisix, nos'asaHa 3i 3miHamu B Y,
abo €sponelicbkin hapmakonei, abo iHLii
HaLjioHasnbHili hapmakonei gepxasu €C) -
3MiHM cneumdikauii Ta MeToais BXigHOro
KOHTPOJTH0 JOMNOMDKHUX PEYOBUH: - KaUslbLiito
cTeaparT - nokasHuk «MikpobiosioriyHa
yyucToTa» NpPUBEAEHO Y BIAMOBIAHICTL 40 BUMOT
Ailo4oro BMaaHHa €Bponeicbkoi hapmakoner;
- N1aKTo3a, MOHOriAPaT — NOKa3HWKK:
«PO3UMHHICTb», «lgeHTudikauis (3a meTogom
A Ta B), «[Mpo3opicTb», «CTyMiHb
3a6apBneHHs», «ONTUYHA ryCTUHa»
NpUBELEHO Y BiANOBIAHICTb A0 MOHOrpadii
Ailo4oro BuaaHHa €sponeicbkoi hapmakoneri.
CynyTHs 3miHa: 3MiHU 3 siKoCTi. FoTOBMIA
nikapcbkunii 3aci6. KOHTPOb LONOMIKHUX
peyoBMH. 3MiHa y MeTofax BUNPOOyBaHHS
[OMOMDKHOT PEYOBUHU (HE3HAUHI 3MiHW Y
3aTBEPKEHNX MeToAax BUNpobyBaHb). 3MiHN
| TunNy: AgMiHICTpaTuBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHA AISNbHOCTI BUPOOHUKA
(BrtovaKoun, 3a HeobXiAHOCTI, Micue
nNpoBefileHHA KOHTPOJSII0 AKOCTI), a60 BNacHuKa
macTep-haiina Ha A®l, abo noctayanbHUKa
AdI|/BMXigHOrO
mMatepiany/peareHTy/NPOMKHOIO NPOAYKTY,
LLIO 3aCTOCOBYOTLCS Y BUPOOHMLTBI API (SKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BifiCYTHOCTI cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAKeHOMY
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs

[0cbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEeYOBMHM (AKLLO 3a3HAYEHO Y OCLE) - 3MiHA
agpecy (3amiHa lpUANYHOT agpecu Ha
hakTUyHy agpecy BUPOGHMYOT AiNbHULI) Ta
HalimeHyBaHHs1 BUpo6Huka A®l BAKUL
PHARMA PVT. LTD., IHgja. 3MiHn | Tuny:
3miHu 3 akocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTUMmX
MeX, BU3HaueHux y cneyudikauisx Ha Adl,
ab0 BMXigHWUA/NPOMIKXHWIA NpoayKT/peareHT, LWo
BUKOPWCTOBYIOTHCS Y NpoLeci BUPO6HMLTBA
A®| (iHWi 3MiHW) - 3MiHK Yy cieumdikavii Ta
MeToAax BXifgHOro kKoHTposno APl ana
BupobHuka BAKUL PHARMA PVT. LTD., IHgis
3a MNOKa3HUKOM «3asILLIKOBA KiflbKiCTb
OpraHiYHUX PO3UMHHUKIB» - OAAHO
HOPMyBaHHS /151 OPraHiyHOro PO34MHHUKA
N,N-gumeTtundhopmamia (2-i knac
PO34YMHHWKIB) - He Ginblue 880 ppm .
Po3unHHKK N,N-gumeTnncopmamiz 3asxam
BVIKOPVCTOBYBaBCS B BUPOOGHMYOMY NpOLLECi
CUHTe3y cybCcTaHLji, ane He KOHTPO/TIOBAaBCS
BMpo6HUKOM A®I, BignoBigHO, He BU3HAYaBCA
B cneyudikauii BXigHOro KOHTpono Adl.
Bnpo6Huya finbHULA Ta cXxema CrHTesy
3aMWNANCE HE3MIHHUMU. CynyTHA 3MiHa:
3MiHn 3 aKkocTi. A®Il. KoHTponb A®l. 3miHa y
MeTodax BunpobysaHHs A®l abo BUXigHOro
mMatepiany/npomiKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NpoLeci BUpOOHNULTBA
A®I (iHWi 3MiHM Yy MeTogax BUNPOGYBaHHS
(BKNKOUAKOUM 3aMiHy abo f0MoBHEHHS) APl abo
BWXi4HOr0/MPOMIXHOIO NPoAyKTY). 3MiHu |
TMNy: 3MiHM 3 AKOCTIi. [OTOBWIA NiKapCbKuii
3aci6. Cuctema KoHTeliHep/3aKkynoproBasbHui
3aci6. 3MiHa nocTavyanbHVKa nakyBabHUX
marepianis abo KOMMIEKTYHUUX (SKLLO
3a3HayeHo B 0Cbe) (3amiHa abo fAofaBaHHSA
nocTavasibHvKa — BBE[lEeHHS f,04aTKOBOrO
BMPOGHVKa NakyBalbHOro Martepiany (donbra
antomiHiesa) - AT "TexHonoris", YkpaiHa.
3MiHu | TMNY: 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMmx
MeX NepBVHHOI YNakoBK/ rOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHW)-
cneumdikaLiio Ta METOAW BXiJHOrO KOHTPO/IO
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3assHuUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2
0 nocsi0YeHHs1

NepBUHHOT yNakoBku - niBku MNBX Ta cdonbrun
aslloMiHieBOIT 3a NOKa3HMKOM «MikpobiosnioriyHa
yncToTa NpUBELEHO Y BiAMNOBIAHICTb [0 BUMOT
Aitoyoro BuaaHHa A®Y. CynyTHS 3MiHa: 3MiHN
3 AKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3miHa y
MeTogax BUnpobyBaHHA NEPBUHHOI YNakoBKM
rOTOBOrO JliKapCcbKoro 3acoby (He3HauHi 3MiHK
y 3aTBepPKEHUX MeToAax BUNpobyBaHb)

36.

NMEPPAKE/Ib D5

Kpanni ans
nepopasibHOro Ta
MicL,eBOro
3acTocysaHHsA no 10
M1y hnakoHi 3
KpanesibHuueto, no 1
chnakoHy B
KapTOHHI navui

CAHYM-
Kenbbek M6X
i Ko. KI'

HimeuunHa

CAHYM-Kenbbek
'm6X i Ko. KI

HimeuunHa

nepepeecTpauis Ha He0OMEeXeHW TePMIH;
3MiHu | TUNY: 3MiHK Woao
6e3nekn/ehekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynisipHO OHOB/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHs 3
6e3nekn 3acTocyBaHHS /likapCbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 MNaHy negiaTpuyHnx
pocnimkeHsb (PIP) (3MiHy y3rofxeHo 3
KOMNETeHTHUM YNOBHOBAXEHWM OpPraHoMm) -
3MiHU LWOA0 OHOB/EHOI iHdopMaLii 3 6e3nekn
BHECEHO [0 IHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHA nNpenapary Ao po3Ainis
«[MpoTrnokasaHHsa», «MoBGiYHI peakuii»,
«B3aemogisa 3 iHWMMKU NikapcbkMu 3acobamm
Ta iHLWi BUAY B3aeMogiii», «epefo3yBaHHSs»,
«3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpyato» BiANoBiAHO 4O KOPOTKOT
XapakTepuUCTUKUN NiKapCbKoro 3acoby)
3rigHo 3 n.1.13 ta n.2.3 gopatky 15 Hakasy
MO3 Ykpainu Big 23.07.2015 Ne460 HagaHO
rapaHTiiHi IMCTY Bif 3asiBHMKA LLOAO HaAAHHS
MYP Ta AONOBHEHHS A0 OrNSAAY KiHIYHMX
[aHunx o 30.10.2017 p.

6e3 peyenma

nidnsieae

UA/11526/01/01

37.

NMPEHECA®

Tabnetkn no 4 mr Ne
30 (10x3), Ne 60
(10x6), Ne 90 (10x9)
y 6nictepax

KPKA, a.4.,
HoBso mecTo

CnoBeHis

KPKA, a.4a., Hoso
MEeCTO

CnoBeHis

nepepeecTpaLisi Ha 5 pokiB y 3B A3Kky i3
3aKiHYEHHAM TepMiHy Aii peecTpauiinHoro
noceig4yeHHs; 3MiHu | Tuny: 3MiHK 3 AKOCTI.
[oTOBWiA Nnikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonycTMMmNX Mex
rOTOBOrO NiKapCbKOro 3acoby (3BYXXEHHS
[OMNYCTUMUX MEX) — 3BY)XXEHHS KpUTEPIiB
NPUAHATHOCTI po3ainy «CynyTHi OMILLK» Ha
TEpMiH NpuAaaTHOCTI

3a
peyenmom

He nionsicae

UA/5145/01/02

38.

NMPEHECA®

Tabnetkn no 2 mr Ne

KPKA, 4.4.,

CnoseHis

KPKA, a.4., Hoso

CnoBeHis

nepepeecTpavisi Ha 5 pokiB y 3B 53Ky i3

3a

He nidnsicae

UA/5145/01/01
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
30 (10x3), Ne 60 Hoso mecTo MecTo 3aKiHYEHHSIM TepMiHy Ail peecTpauiiiHoro peyenmom
(10x6), Ne 90 (10x9) noceig4yeHHs; 3MiHu | Trny: 3MiHU 3 AKOCTI.
y bnictepax [oTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonycTMMmnx Mex
rOTOBOrO J1iKapCbKOro 3acoby (3BY)XXEHHS
[OMYyCTUMMX MEX) — 3BY)XXEHHS KpuTepiiB
NPUAHATHOCTI po3ainy «CynyTHi OMILLKU» Ha
TEPMiH NpVAATHOCTI
39. NMPOMEAON-3H PO3YMH AN15 H'EKLIN, TOB YkpaiHa TOB "XapkiBCcbke YkpaiHa nepepeecTpaujis Ha 5 pokiB y 3B A3Ky i3 3a He UA/5157/01/01
20 mr/Mnno 1 mn B "XapkiBcbke thapmaueBTUyHe 3aKiHYEHHSIM TepMiHy Ail peecTpaujiiiHoro peuenmom niosnsieae
amnynax Ne 100 thapmavesTuy nignpMeEMCTBO nocsigyeHHs; 3MiHn | Tuny: 3miHn Wwoao
(5x20) y 6nictepax He "340poB's Hapoay" 6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
nignpreMcTBO BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
"300poB'a npo cuctemy papmakoHarnisgy (BefeHHs
Hapogy" y3ara/ibHeHUX JaHnX npo cucremy

chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT
0co6w, BignoBiga/IbHOI 3a 34iMCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asaBHUKa AN 34iCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiIMiHHA BiJ YNOBHOB&XeHOI 0co6H,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnsgy (Bkaovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-dhaiina
cucTemu chapmakoHarnsgy). 3miau | tuny:
3MiHM 3 iKOCTi. [0TOBMIN Nikapcbkuii 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMMX
MEX roTOBOrO JliKapCbKOro 3acoby (iHLLi 3MiHW)
- po3ain «MexaHiuHi BKIoUYeHHS. Bugumi
4YacTKu» NPUBEAEHO Y BIAMNOBIAHICTbL 4O BUMOT
Aitoyoro BuaaHHa Y. CynyTHA 3MiHa: 3MiHu
3 aKocTi. [oTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO NikapcbKoro 3acoby. 3miHa y
MeToAax BUNPOGYBaHHS FOTOBOIO J1iKapCbKOro
3aco0y (He3HayHa 3MiHa y 3aTBepAKEHNX
MeToAax BUNpobyBaHHs). 3MiHK | Tuny: 3MiHK
3 AKocTi. [oTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapCcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMMX
MEX roTOBOrO JliKapCbKoro 3acoby (iHLLi 3MiHW)
- 3a3Ha4YeHHs KpUTepIiB NPUIHATHOCTI 3a
NnokasHUKoM «OB6'eM, L0 BUTATYETbCSA» (HE
MeHLue 1,0 mn), OCKiNbkU B 3aTBEPMXKEHIN
cneumdikauii HagaBanoch TiNIbKN MOCUMAHHSA
Ha fitoye BuaaHHa AdY. 3MmiHu | Tuny: 3MiHK 3
AKoCTi. [oTOBWMIA Nikapcbkuii 3aci6. KoHTponb
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs

rOTOBOrO JliKapCbkoro 3acoby. 3miHa y
MeToAax BUNpo6yBaHHSA rOTOBOTO MiKapCbKOro
3aco6y (iHWi 3MiHK y MeTodax BMNpo6yBaHb
(BrTr0HatouM 3aMiHy abo JOMOBHEHHS) - 3MiHA
MeTOAVKN BUNPOOYBaHHSA 3a PO3AiNom
«CynpoBifHi AOMILLKW» , IK HACNIAOK, 3MiHa
KpuUTepiiB NpUAHATHOCTI. CynyTHA 3MiHa: 3MiHU
3 AKOCTi. F0TOBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JonyCTUMUX
MeX rOTOBOro NiKapcbKoro 3acoby (iHLi 3MiHK).
3MiHn | TURY: AAMIHICTPaTWBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHMKa
(BNacHuKa peecTpauiiHoro NocBig4YeHHs).
3minu | Tuny: 3MmiHn 3 akocTi. A®I. KoHTponb
A®l. 3miHa y napameTpax cneumdikaviii
Ta/abo AoNyCTUMUX MEX, BUSHAUEHUX Y
cneumdikauisx Ha Adl, abo
BMXigHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
A®I (iHWi 3MiHM) — yHidikavis cneuydikauii
BXiIHOro KOHTposo A®I. CynyTHSA 3miHa: 3MiHK
3 akocTi. APl KoHTponb A®I. 3miHa y meTofax
BuNpobysaHHA APl abo BuXigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy,
LL|0 BUKOPUCTOBYETLCSA Y NpoL,eci BUPOOHMLTBA
A®I (iHWi 3MiHM Yy MeTogax BUNPO6yBaHHSA
(BrNtOYaKOUM 3aMiHy abo foMoBHeHHS) APl abo
BUXIAHOrO/NPOMIXHOT0 NPOAYKTY). 3MiHN |
TMny: 3miHK 3 akocTi. CepTuddikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiint hapmakonei/MoHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
Yy BignoBigHiCTb A0 MoHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo iHwoi
HaujioHasbHOT thapmakonei gepxasun €C
(3miHa y cneumdikavii HedpbapmakoneiiHoro Ad|
ONs NpuBefeHHA Y BiANOBIAHICTb 4O BUMOr
L®Y abo EBponeiicbkoi hapmakonei, abo
iHLIOT HauioHasTbHOI dhapmakonel gepxasu EC)
- Ad| — crneuundpikauito BXigHOro koHTposno Ad|
3a po3ginom «MikpobiosnoriyHa ymctota»
NpUBELEHO Y BiANOBIAHICTb [0 BUMOT [il04Oro
BUAaHHA APY. 3MiHK | Tuny: 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/lE-cepTudikar
BiAMOBIAHOCTI €BpONechbkili
thapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeoOXiAHICTIO NpMBEAEHHS Y BIANOBIAHICTL A0
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3assHuUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2
0 nocsi0YeHHs1

MoHorpadii APY abo EBponeiicbkoi
thapmakonei, abo iHLWOI HalioHa/IbHOI
thapmakonei gepxasu E€C (3miHa 'y
cneuudikauisix, nos'a3aHa 3i 3miHamu B Y,
abo €sponelicbkiin hapmakonei, abo iHLUii
HauioHasbHi thapmakonei aepxasn €C) —
po3ain «MikpobionoriyHa yncrora» y
cneumaikaLii BXigHOro KOHTPO/IO Ha
[LOMOMiXHY PeHOBUHY BoZa A8 iH'EKLi
NpUBELEHO Y BiANOBIAHICTb 4O BUMOT
MOHorpadii gitovoro sugaHHA AdPY. 3MiHn |
TUNy: AOMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEeHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro
3aco6y, BK/IIOYAKUN [i/TbHUL BUNYCKY cepil
abo micue NpoBefeHHs KOHTPOSIKO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpTEpP, BK/IKOYAOUN BUMYCK CeEpilf)

40.

neononicy
HACTOMKA

HacTolika no 25 mny
donakoHi, no 1
chnakoHy B nauui

MAT
"BITAMIHN"

YKpaiHa

MAT "BITAMIHN"

YKpaiHa

nepepeecTpaLisi Ha HE0OMEXEHWI TEPMIH;
3MiHu | TMNY: 3MiHN Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa Y KOpOTKili XxapakTepucTuLj NikapCbKoro
3aco6y, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTocyBaHHA Ha NigcTasi
perynsipHO OHOB/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acTocyBaHHS JlikapCbkoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTar
OLiHKM 3BIiTYy 3 AOC/NiMKEHb, NPOBEAEHNX
BIANOBIAHO [0 MNaHy neiaTpuyHmnx
pocnipxeHs (PIP) (3MiHy y3rompkeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVM OpraHoMm)
(3miHn BHECEHO [0 IHCTPYKLUii AN MEeANYHOTo
3acTocyBaHHSA npenapaTty y po3ain “MoobiyvHi

peakujii™)

6e3 peyenma

nionsieae

UA/5422/01/01

41.

MPOTAMIHY
CYNMb®AT

MOPOLLIOK
(cybeTaHuis) y
nakeTax noABiNHUX
nonieTMNeHoBUx
ONs BUpobHMUTBa
CTEPUSIbHUX
Nikapcbknx popm

MAT "dapmak”

YKpaiHa

HOki ozei Koriio Ko.,

nTh

AnoHia

nepepeecTpalis Ha HEOGMEXEHWI TEPMiIH

He nidsig2ae

UA/11757/01/01

42.

PO3APT

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOH0, M0 5 Mr
Ne 30 (10x3), Ne 90
(10x9) y 6nicTepax

AxTasic rpyn
AT

IcnaHgis

Axtasic /1T

ManbTa

nepepeecTpavis Ha 5 pokiB y 3B 53Ky i3
3aKiHYEHHSIM TEPMIiHY fii peecTpauiitHoro
NocBig4YeHHs; 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/etheKTUBHOCTI Ta thapmakoHarnsgy.
3MiHM Y KOpPOTKIil XapaKTepuCTULLi NikapcbKoro

3a
peyenmom

He nionsieae

UA/11647/01/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3assHuUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2
0 nocsi0YeHHs1

3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA
reHepuyYHUX/ribpuaHMX/6ionogibHNX NiKapCbKUX
3ac06iB Nicna BHECEHHSA TiET camoil 3MiHN Ha
pethepeHTHW npenapat (3MiHa He noTpebye
HaflaHHA XOLHVX HOBWX [04aTKOBUX faHWX) -
3MiHM BHECEHO [0 IHCTPYKUIiT ANS MeANYHOro
3acTocyBaHHs npenapary A0 po3ainy
"MokasaHHs", a TakoX A0 po3zinis "Cnocib
3aCTOCyBaHHA Ta [031" (YTOYUHEHHS
[,03yBaHHS) BiANOBIAHO [0 ped)epeHTHOro
npenaparty (Kpectop, Tabnetku, BKpUTI
N/1iBKOBOI 060/10HKOI0, No 5 mr, 10 mr, 20 mr,
40 mr). 3MiHn | TUNY - AGMIHICTPATUBHI 3MiHWN.
3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaPKEHHS AiSNIbHOCTI BUPOOHUKA
(BkrOMaKOuK, 3a HeobXiAHOCTI, Micue
NpoBeAEeHHA KOHTPOSII0 SKOCTI), abo BNacHuKa
macTep-haiina Ha A®l, abo noctavanbHuka
Adl/BnxigHoro
marepiany/peareHTy/npomMKHOrO NPOAYKTY,
LLIO 3aCTOCOBYIOTbCS Y BUPOOHMLTBI API (KO
3a3HavYeHo y A0ChE Ha NiKkapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikara BifgnoBifHOCTI
€Bponeiicbki hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHUKA HOBOI LOMOMIXHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y [JOCbE) - 3MiHa
Ha3BW BUPOOHMKA Ait040i PEYOBUHM
po3yBacTaTvHy KabLito 6e3 3MiH1 Micus
NpoBaPKEHHA BUPOOHULITBA (3aTBEPAKEHO:
MSN Laboratories Limited, IHaisi;
3anponoHoBaHo: MSN Laboratories Private
Limited, IHgis). 3MiHn | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HalilmeHyBaHHs Ta/abo agpecu
MicLA NMPOBaMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro
3aco6y, BK/IIOYAKUN [i/TbHUL BUNYCKY cepil
abo micue NpoBefeHHs KOHTPO/IKO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepiit)
- NpYBeAEHHS Ha3BM Ta afpecyt BUPOGHUKa Y
BiAANOBIAHICTb O BUCHOBKY LL0A0
niATBEPKEHHS Bi4NOBIAHOCTI BUPO6HMLITBA
nikapcbkoro 3acoby sBumoram GMP, BugaHoro
[epxnikcnyx60t0 YkpaiHu

43.

PO3APT

TabneTku, BKpUTI
NnNiBKOBOK
060/10HKOH Mo 10 mr

AxTasic rpyn
AT

IcnaHpgis

AxTasic 1T/,

ManbTta

nepepeecTpauist Ha 5 pokiB y 3B A3Ky i3
3aKiHYEHHSIM TepMiHy Ail peecTpaujiiiHoro
noceigyeHHs; 3MiHu | Tuny - 3MiHu Wwoao

3a
peyenmom

He nidnsi2ae

UA/11647/01/02
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3assHuUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2
0 nocsi0YeHHs1

Ne 30 (10x3), Ne 90
(10x9) y 6nicTepax

6e3nekn/edheKTUBHOCTI Ta hapmakoHarsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepUYHMX/ribpUaHNX/6iIoNOAIGHMX NiKapCbKNUX
3ac06iB NicNst BHECEHHS TiET caMoi 3MiHW Ha
pedhepeHTHW npenapat (3MiHa He noTpebye
HafaHHA XOAHVX HOBMX A0AATKOBUX faHWX) -
3MiHM BHECEHO [0 IHCTPYKUIT 4N MeAnYHOro
3acTocyBaHHA npenapary A0 po3giny
"MokaszaHHs", a TakoX A0 po3ginis "Cnocid
3acToCyBaHHSA Ta 403" (YTOUHEHHS
[03yBaHHA) BiANOBIAHO A0 pethepeHTHOro
npenaparty (Kpectop, TabneTku, BKpuUTI
nniBKOBOK 060/10HKOM, No 5 mr, 10 mr, 20 wmr,
40 mr). 3miHun | TNy - AOMiHICTPaTVBHI 3MiHU.
3MiHa HalimeHyBaHHsi Ta/abo agpecu micus
NPOBaPKEHHA AISNbHOCTI BUPOOHUKA
(BrtovaKOuM, 3a HeObXiAHOCTI, Micue
nNpoBefileHHA KOHTPOSIK0 AKOCTI), a60 BNacHuKa
macTep-haiina Ha A®l, abo noctayanbHUKa
Ad|/BMXigHOrO
mMatepiany/peareHTy/NPOMKHOIO NPOAYKTY,
LLIO 3aCTOCOBYOTLCA Y BUPOOHMLTBI API (SKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BifiICYTHOCTI cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaAXeHOMy
[0cbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEeYOBMHM (AKLLO 3a3HAYEHO Y OCLE) - 3MiHA
Ha3BW BUPOBHYKA Ajil040i Pe4OBUHM
po3yBacTaTuHy KabLjto 6e3 3MiHu MicLA
npoBaXeHHs BUPOOHMLTBA (3aTBEPAKEHO:
MSN Laboratories Limited, IHAisi;
3anponoHoBaHo: MSN Laboratories Private
Limited, IHais). 3miHun | TUNy - AAMiHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHsA Ta/abo aapecu
MiCLi MPOBaPKEHHS AiSNIbHOCTI
BMpO6HUKa/iMnopTepa roToBoro /likapcbKoro
3aco6y, BKIIOYaun fibHAL BUNYCKY cepil
abo micue NnpoBeAeHHS KOHTPOJTK SKOCTI.
(OisnbHICTb, 3a Ky Bignosigae
BUPOGHMK/iMMOPTEp, BK/IOYAKOUN BUMYCK Cepild)
- NpYBEAEHHS Ha3BM Ta afpecyt BUPOBGHMKa Y
BiANOBIAHICTb 4O BUCHOBKY LLIOA0
niATBEPLKEHHN Bi4NOBIAHOCTI BUPO6GHULITBA
nikapcbkoro 3acoby sumoram GMP, BngaHoro
Jepxnikcnyx60t0 YkpaiHu

44.

PO3APT

TabneTkn, BKPUTI

AxTasic rpyn

IcnaHgis

AxTasic /1T

ManbTa

nepepeecTpauis Ha 5 pokiB y 3B A3Ky i3

3a

He niossieae

UA/11647/01/03
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
NiBKOBOO AT 3aKiHYEHHSIM TepMiHy Ail peecTpauiiiHoro peyenmom

060/10HKO10, M0 20
mr Ne 30 (10x3), Ne
90 (10x9) y
6nictepax

NocBigYeHHs; 3MiHu | Tuny - 3MiHW Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans

Me[MYHOro 3aCTOCyBaHHS
reHepnyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3ac06iB nicnsi BHECEHHSA TiET caMoi 3MiHM Ha
pedhepeHTHW1 npenapaT (3MiHa He NnoTpebye
HafaHHSA XOHVX HOBKX AOAATKOBUX JaHWX) -
3MiHM BHECEHO [0 IHCTPYKLUIT 415 MeANYHOro
3acTocyBaHHA npenaparty A0 po3ainy
"MokaszaHHs", a TakoX A0 po3ginis "Cnoci6
3acTocyBaHHA Ta [031" (YTOUHEHHS

[03yBaHHA) BIANOBIAHO A0 pethepeHTHOro

npenaparty (Kpectop, Tabnetku, BKpUTI
nniBKkoBot 060/10HKOI0, 1Mo 5 mr, 10 wmr, 20 wr,
40 mr). 3miHun | TMny - AOMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHS Ta/abo agpecu micus
NPOBaXEHHS AiSNbHOCTI BUPOOHMKA
(BKKOUAKOUM, 3a HEOBXiAHOCTI, Micue
NpoBefEeHHS KOHTPOJIK0 SKOCTI), ab0 BNacHvKa
MacTep-haiina Ha A®l, abo nocTavanbHuKa
Adl/BuxigHoro
matepiany/peareHTy/npoMiKHOrO NMPOAYKTY,
LLI0 3aCTOCOBYIOTbLCS Y BUPOOHMLTBI ADI (SKLL0
3a3HayYeHo Y [0ChE Ha NiKkapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy

[ocbe, abo BUPOOHMKA HOBOI f,OMOMIXHOT

PEeYOBUHM (SIKLLO 3a3HAYEHO Y [OCbE) - 3MiHa
Ha3BW BUPOOHUKA Ajit040i PEHOBUHM
po3yBacTaTVHy KauibLito 6e3 3MiHK Micus
npoBaKeHHs BUPOOHMLTBA (3aTBEPAKEHO:
MSN Laboratories Limited, IHAis;
3anponoHosaHo: MSN Laboratories Private
Limited, IHgis). 3MiHn | TUNY - AgMiIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
MiCLiSi NPOBaPKEHHA AISNbHOCTI
BMPO6GHMKa/iMnopTepa roToBoro /ikapcbkoro
3aco0y, BK/IHOYAKUM [iNbHUL BUNYCKY cepil
abo MicLe NpoBeAEeHHSI KOHTPOIO SIKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpPTEP, BK/IHOYAKOUM BUMYCK Cepiit)
- NPYBEAEHHS HA3BM Ta afpecyt BUPOGHMKA Y
BiAMOBIAHICTb O BUCHOBKY LL0A0
nigTBEPKEHHS BiANOBIAHOCTI BUPOBHULITBA
nikapcbKoro 3acoby sumoram GMP, BunaaHoro
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
[epXnikcnyx60t YkpaiHu
45, PO3APT TabneTkn, BKPUTI AkTasic rpyn IcnaHgis AxTaBic NT, ManbTa nepepeecTpaList Ha 5 pokiB y 3B A3Kky i3 3a He nidnsi2ae UA/11647/01/04
NNiBKOBOIO AT 3aKiHYEHHSIM TEPMIiHY Aii peecTpauiintHoro peyenmom

o6onoHkoto, no 40
Mmr Ne 30 (10x3), Ne
90 (10x9) y
6nictepax

noceigyeHHs; 3MiHu | Tuny - 3MiHK LWoAo
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
3MiHN Y KOPOTKili XapakTepucTuLj NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHSA
reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3ac06iB nicna BHECEHHSA TiEl camol 3MiHN Ha
pethepeHTHW npenapat (3MiHa He NnoTpebye
HaJlaHHS XOLHMX HOBMX [04ATKOBUX faHWX) -
3MiHM BHECEHO [0 IHCTPYKUiT NS MeANYHOro
3acTocyBaHHs npenapary A0 po3ainy
"MokasaHHs", a TakoX A0 po3ginis "Cnocib
3acToCyBaHHA Ta [031" (YTOUHEHHS
[,03yBaHHS) BiANOBIAHO [0 pediepeHTHOro
npenaparty (Kpectop, TabneTtku, BKpUTi
N/1iBKOBOI 060/10HKOI0, No 5 mr, 10 mr, 20 mr,
40 mr). 3MiHn | TUNY - AGMIHICTPaTUBHI 3MiHWN.
3MiHa HalimeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHS AiSNIbHOCTI BUPOOHUKA
(BKOYatoum, 3a HeobXiAHOCTI, Micue
NpoBeAEeHHS KOHTPOSIK0 SKOCTI), abo BNacHuka
macTep-haiina Ha A®l, abo noctavanbHuKa
Adl/BnxigHoro
marepiany/peareHTy/npomMiKHOrO NMPOAYKTY,
LLIO 3aCTOCOBYIOTbCS Y BUPOOHMLTBI API (KO
3a3HavYeHo y [0ChE Ha NiKapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikara BifnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHUKA HOBOI LOMOMIXHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y [OCbE) - 3MiHa
Ha3BW BUPOGHMKA Ai040i PEYOBUHM
po3yBacTaTVHy KauibLito 6e3 3MiH1 Micus
NpPoBaKEHHA BUPOOHULITBA (3aTBEPAKEHO:
MSN Laboratories Limited, IHaisi;
3anponoHoBaHo: MSN Laboratories Private
Limited, Ingis). 3MiHn | TUNY - AgMiIHICTPaTVBHI
3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu
MiCLA MPOBaMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro
3aco6y, BK/II0YAKUM [i/TbHUL BUNYCKY cepil
abo Mmicue NpoBefeHHs1 KOHTPOJIO SKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepiit)
- NpYBEAEHHS Ha3BM Ta afpecyt BUPOGHMKA Y
BiANOBIAHICTb 10 BUCHOBKY LL040
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3assHuUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2
0 nocsi0YeHHs1

niATBEPKEHHS BiANOBIAHOCTI BUPO6HMLITBA
nikapcbkoro 3acoby sBumoram GMP, BrgaHoro
Jepxnikcnyx60t0 YkpaiHu

46.

CEHWV NNCTA

nvcta no 50 r abo
100 r y naykax 3
BHYTPILLHIM
nakeTom; no 2ry
pinbTp-naketax Ne
20

MpAT
dapmaueBTny
Ha thabpuka
"Biona"

YkpaiHa

MpAT
dapmMaLeBThyHa
thabpuka "Biona"

YkpaiHa

nepepeecTpauist Ha 5 pokiB y 3B A3Ky i3
3aKiHYEHHSIM TepMiHy Ail peecTpauiiiHoro
nocsigyeHHs; 3MiHn | Tuny: 3miHn Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa(n) y KOpOTKili XxapakTepucTuLi
nikapcbKoro 3acoby, TEKCTI MapkKyBaHHs abo
IHCTPYKU|T 419 MeAMYHOro 3acToCyBaHHA A/1s
nikapcbKoro 3acoby, niyeHsoaHoro y €C 3a
npoLeaypol B3aEMHOIO BU3HaHHSA (Nikapcbkuii
3aci6 He BxoaWTb A0 cdhepm Ail npouenypu
B32EMHOrO BMU3HaHHS, asie 3MiHa BHOCUTbCA AK
pe3ynbTar npoLeaypv i Bif BacHuka Toprosoi
NiyeHsil He BUMaraeTbCsl HaflaHH:A XO4HNX
HOBUX A0AATKOBUX AaHnX), 3MiHW BHECEHO [0
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHSA
npenapary Ao po3giny "MokasaHHs", a Takox
[0 po3ainy "Cnocib 3actocyBaHHs Ta fo3n”
(YTOYHEHHs1 f03yBaHHS) BiANOBILHO A0
aHanoriyHoro npenapaTty. 3MiHu | TUny: 3MiHK
3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTpob
rOTOBOrO /liKapCbKOro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSA rOTOBOTO /liKapCbKOro
3aco6y (iHLWi 3MiHK y MeToAax BUNpobyBaHb
(Brtovatoun 3amiHy abo fonosHeHHs))(B.11.r.2.
(r),IB). CynyTHs 3MiHa: 3MiHW 3 AKOCTIi. [0TOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonycTMMmNX Mex
roTOBOrO NikapcbKoro 3acoby (iHLi 3MiHK) -
3MiHM 3@ NoKasHWKoM "Onuc" — NnpuBeaeHHs
Nno3HaYeHHs HoMepa cuTa Yy BignoBigHICTb [0
BMMOT Aitoyoro BugaHHsa AdY, "Uncnosi
NOKa3HUKN" — [OMOBHEHHA METOANKN
BUMPOOYBaHHA AeTa/IbHUM ONUCOM CTYMeHs
noApiGHEHHS NiKapCbKOro 3acoby; BUTYYEHHS
3 po3giny «Yucnosi NOKasHUKM» Nigpo3ainy
«BMICT rigpokciaHTpaLeHOBKX NiKO3WAIB, Y
nepepaxyHky Ha ceHosng B (C42H38020) i
CYXYy CUPOBUHY» OCKi/IbKM JaHa iHchopmaLlis
HasiBHa B po3Aini «KisbKicHe BU3HAYEHHs».)

6e3 peyenma

He nidnsi2ae

UA/11745/01/01

47.

CONIAAro
KOMMO3UNTYM C

PO34UH AJ1s1 iH'EKLLIA
no 2,2 MnsB
amnynax Ne 5, Ne 10
(5x2), Ne 100 (5x20)

Bionoriwe
XaiinbmitTens
Xeenb Mm6X

Himeyunna

Bionoriwe
XalinbmitTenb
Xeenb MTM6X

HimeuunHa

nepepeecTpaLisi Ha 5 pokiB y 3B A3Ky i3
3aKiHYEHHAM TepMiHy Aii peecTpauiinHoro
noceig4yeHHs; 3MiHu | Tuny: 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis

3a
peyenmom

He nionsicae

UA/4374/01/01
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
cneuudikauin Ta/abo fonycTMMmnX Mex
roTOBOrO NiKapCbKOro 3acoby (A0NOBHEHHS
cneuudikaLyii HOBUM NMOKa3HNKOM 3
BiAMOBIAHMM METOA0M BUNPOBOYBaHHS),
(BBEAEHHA pO3ainy «MexaHiuHi BKNHOYEHHS.
Bugumi yacTtkn»). 3MiHn | TURy: 3MiHW 3 AKOCTI.
["oTOBWIA Nikapcbkunii 3aci6. CTabiNbHICTb.
3MiHa y TepMiHax npuaaTHocTi abo ymoBax
36epiraHHs roTOBOrO /iKapCbKOro 3acoby
(3miHa B yMoBax 36epiraHHs roToBoro
nikapcbKoro 3acoby abo nicns
PO34YMHEHHS/BIHOBIEHHS)
48. | CYNO3WUTOPII 3 cynosuTopii MAT YkpaiHa MAT "MoHdapm" YkpaiHa nepepeecTpauis Ha He0OMEeXeHW TePMIH; 6e3 peyenma nionsizae UA/5990/01/01
OnIE HACIHHSA | pekTtanbHi no 0,5, "MoHdpapm" 3rigHo 3 n.1.13 gopatky 15 Hakazy MO3
FAPBY3A no 5 cynosuTopiis y Ykpainu Big 23.07.2015 Ne460 HagaHo
CTpwni, No 2 cTpunmn rapaHTiiH1IA NACT Bif, 3a9BHUKA LOA0 HaJaHHS
B MauLi 3 KapTOHY MYP Ta AONOBHEHHA [0 OrNSAAY KAIHIYHWX
[aHvx yepes 2 poku Bif, BBEAEHHS B [0
Mopsgky
49, TEPA®/O NopoLUOK AN Hosapric LLIseiiuapi Hosapric CLWA nepepeecTpaLisi Ha 5 pokiB y 3B A3Kky i3 6e3 peyenma nionsieae UA/5436/01/01
OPa/ILHOIO PO3UUHY KoHcbtomep A KoHcblomep Xenc 3aKiHYEHHAM TepMiHy Aii peecTpauiinHoro
3i CMaKom NicoBux Xenc CA

arig y naketax Ne 1,
Ne 10

noceig4yeHHs; 3miHn | Tuny: BunyyeHHs
BMPOOHUYOI AiNbHUL (BKIOHAKOUM AiNTbHUL
ans A®l abo fjroyoi pevyoBUHU, NPOMKHOMO
NPOAYyKTY abo roToBoro nikapcbKoro 3acooy,
AiNbHUL AN NPOBeAEHHs NakKyBaHHS,
BMPOGHMKA, BiAMOBIAa/IbHOMO 3a BUMYCK Cepil,
MicLie NpoBeEHHS KOHTPOJIO cepil) abo
noctavasibH1Ka BUXifHOro mMatepiany,
peareHTy abo A0NOMIKHOT PEYOBUHM (SKLLLO
3a3HavyeHo y peecTpayiiiHoMy A0Cbe). 3MiHu |
TUNy: AMIHICTPaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micusa
NpoBaPKeHHSA AiS/IbHOCTI
BMpOoBHUKa/iMnopTepa roToBoro Jlikapcbkoro
3aco6y, BKOYaouM AiNbHULI BUMYCKY cepil
abo micue NpoBefeHHs KOHTPOSIIO AKOCTI.
(gisnbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMMOpPTEP, BK/IKOYAOUN BUMYCK
cepiid). 3miHu | TMNY: 3MiHK 3 AKkocTi. [oTOBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbKoro 3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMXEHNX METOAAX
BMNpoGYBaHHSA) — po3ain «MikpobionoriyHa
yucToTa» NpuBeLEeHO Y BIAMNOBIAHICTb A0
rapMOHi30BaHNX BUMOT. 3MiHV 3aTBEPKEHO B
KpaiHi BUpO6HMKa.
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3assHuUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2
0 nocsi0YeHHs1

3miHu | TMny: 3MiHn 3 akocTi. [oToBWMiA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA roTOBOrO /liKapCbKoro 3acoby
(iHWi 3MiHM Yy MeTOfax BMNPO6YBaHb
(BKIIOYAOYM 3aMiHY 260 JONOBHEHHS) —
3aMiHa albTepPHATUBHOTO MeToAYy
BMNPOBYBaHHA 3a po3zinioM «CynpoBigHi
[OOMILLKM MeTOog, KaninsipHoro enektpodopesy
Ha asibTepHaTBHUIA MeTod (BEPX 3 YO-
[eTekTyBaHHSM). KpuTepii NpuitHATHOCTI He
3MIHUAUCE. 3MiHN 3aTBEPKEHO B KpaiHi
BMPO6HMKA. 3MiHU | TUMY: 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. Onuc Ta cknag — B
po3aini «Onnc» YyTOYHEHO pefakLito onucy
MOPOLLKY, BHACMi0K A00ONpaLbOBaHOro
nepeknagy. 3MiH 40 OnNMcy NOPOLLKY He
Bia6ynocs. MNpuBeaeHHs Ha3B AOMNOMKHUX
peyoBuH B po3aini «Cknag.» y BiANOBIAHICTb
[0 MaTepianis BUPOGHMKa

50.

TEPA®/IO
EKCTPA 3I
CMAKOM
NMMOHA

NOpoLUOK ANA
OpaUIbHOTO PO3UUHY
y naketax Ne 1, Ne
10

HosaprTic
KoHcblomep
Xenc CA

LLseiiuapi
a

Pamap OpreaH

®paHuis

nepepeecTpawisi Ha 5 pokiB y 3B 53Ky i3
3aKiHYEHHSIM TepMiHy Ail peecTpaujiiiHoro
noceigyeHHs; 3MiHu | Tuny: AgMiHiCTpaTUBHi
3MiHW. BunyyeHHs BUPOGHMYOI AinbHAL
(Brtovatoum ginbHuui Ans A®|, npoMixXHOro
npoAyKTy abo roToBOro Nikapcbkoro 3acooby,
AiNbHULI ANA NPOBeAEeHHS NakyBaHHS,
BMPOGHMKA, BiAMoBigaIbHOMO 3a BUMYCK Cepii,
MicLle NpoBefeHHS KOHTPOO cepii) abo
nocTavasibHuMKa BUXigHOro martepiany,
peareHTy abo AOMNOMiXHOT PEHOBUHM (SIKLLO
3a3HaYeHo y [JOCbE) - BUMYHYEHHS BUPOOHUYOT
AinbHULL
3MmiHu | Tvny: AQMiIHICTPATVBHI 3MiHW.
BunyyeHHs1 BUpOGHWYOT AiNbHULL (BKIHOYA0UN
AinbHUUi ana A®l, npomikHOro npoaykTy abo
roTOBOrO JliKapCbKOro 3acoby, AiNbHULI Ans
npoBefeHHA NakyBaHHs1, BUPOOHUKA,
BiANOBIAA/ILHOIO 3a BUMYCK cepili, Micue
NpoBeLEeHHS KOHTPO/TIO cepil) abo
noctavasibH1Ka BUXifHOro mMatepiany,
peareHTy ab0 A0NOMIDKHOT PEYOBUHM (SKLLO
3a3HayeHo Y JOCbE) - BUTYUYEHHS BUPOOHMKA
Aito40i pevoBUHM heHipamiHy maneaty. 3MiHW
| Tuny: 3miHn 3 sikocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiit hapmakonei/MoHorpadii.
MofgaHHsA HoBOro abo OHOBIEHOIO

6e3
peyenma

nidnsieae

UA/5797/01/01
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
cepTudikaTa BiANOBIAHOCTI a60 BUYYEHHS
cepTudikaTa BiANOBIAHOCTI EBpONEChKili
thapmakonei: gna A®l; gns BuxigHoro
matepiany/peareHTy/npoMiKHOrO NMPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI AdI;
AN5 AONOMDKHOT peyoBuHY (cepTuddikat
BiANOBIAHOCTI EBponelichbkin hapmakonel) -
nofaHHsa oHoBrieHUx CepTudikartis
BifNOBigHOCTI €Bponelickkili Papmakonei ans
napaueTtamony Ta dpeHinedpuHy
rigpoxnopugy. 3miHu | Tuny: AgmiHicTpaTuBHI
3MiHW. 3MiHa HallMeHyBaHHsA Ta/abo aapecu
MiCLi MPOBaPKEHHS AiSNIbHOCTI
BMpOBHUKa/iMnopTepa roToBoro JlikapcbKoro
3aco6y, BK/IIOYaun fibHAL BUNYCKY cepil
abo micue NnpoBeAeHHS KOHTPOJTH SKOCTI.
(OisnbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMIOpPTEP, BK/IKOYAOUN BUMYCK
cepiit).
51. TIAMIHIIPO®OC | nopoLiok TOB YkpaiHa MpAT Ykpaina nepepeecTpawis Ha HeobMexeHuit TepMiH - He nignsarae UA/11908/01/01
DATXNOPUAAMI | (cybeTaHuis) y "ACTPA®APM "®apmMaueBTnYHa
HOALIETATO- nAsiwkax 3 " thipma "dapKoC"
MATHIKO (II) nonieTuneHTepedTa
KANIEBA Cl/1lb narty pnsa
TPUTAPAT hapmaLeBTUYHOro
3acTocyBaHHs
52. | ®EHTAHIN PO34NH A5 iH'EKLIN, TOB YkpaiHa TOB "XapkiBcbke YkpaiHa nepepeecTpauist Ha 5 pokiB y 3B A3Ky i3 3a He UA/5185/01/01
0,05 mr/mn, no 2 mn "XapkiBcbke hapmaueBTUyHe 3aKiHYEHHSIM TepMiHy Ail peecTpaujiiiHoro peyenmom niosnsieae
B amnynax Ne 100 thapmaueBTny nigNpPUEMCTBO nocBigyeHHs; 3MiHu | Tuny: 3MiHK Woao
(5x20) y 6nicTepax He "3p0p0B's Hapoay" 6e3nekn/edekTUBHOCTI Ta thapmakoHarisgy.
nignNpUeEMCTBO BBegeHHs abo 3MiHM [0 y3arasibHeHNX JaHunx
"300poB'a npo cuctemy papmakoHarnagy (BefeHHs
Hapogay" y3araslbHeHNX AaHux npo cucrtemy

dhapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
ocob6u, BignoBigabHOI 3a 3A4iCHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3
dhapmakoHarnsgy 3asaBHUKa g 3MilCHEHHS
hapmakoHarnsay B YkpaiHi, K0 BOHa
BiAMiHHa Bif, YNOBHOB&XeHOI 0co6y,
BiANOBIAA/IbHOT 32 3AiCHEHHSA
hapmakoHarnagy (BKI4aoUun KOHTaKTHI gaHi)
Ta/abo 3MiHM Y po3MiLLeHHI MacTep-thaiina
cuctemu chapmakoHarnsgy). 3miav | tuny:
AIMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKA (BNacHUKa
peecTpaLiiHOro NocBigYEHHS) — NPMBEAEHHS
afpecu 3asaBHUKA Y BIAMNOBIAHICTb A0 NiLeH3ii
Ha BUPOGHWLTBO NiKAPCbKOro 3acoby, OCKibkM
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs

3aABHUK Ta BUPOOHWK € OAHIED IOPUANYHOKD
0co60to0 Ta MatoTb 0AHY agpecy. 3MiHu | Tuny:
AAMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLs NPOBaKEHHS AiSNIbHOCTI
BMpOBHUKa/iMnopTepa roToBoro JlikapcbKoro
3aco6y, BKIIOYAUN fibHAL BUNYCKY cepil
abo micue NnpoBeAeHHS KOHTPOJTH SKOCTI.
(OisnbHICTb, 3a Ky Bignosigae
BMPOGHMK/iMMOPTEp, BK/IOYAKOUN BUMYCK Cepild)
— NPUBELEHHSA aApecu MICLA BNPOBaKEHHS
[isNbHOCTI BUpOGHUKa npuBeaeHa y
BIANOBIAHICTb A0 Ait0YOI NiLeHsii Ha
BMPOGHMLTBO. 3MiHM | TUny: 3MiHU 3 AKOCTI.
[OTOBWMIA Nikapcbkuii 3aci6. KoHTposnb
[OMNOMDKHMX peYOBMH. 3MiHa napaMeTpis
cneumdikauin Ta/abo AoNycTUMMX MEX 415
[0MOMDKHOT peHOBUHM (IHLWI 3MiHW) — NOKa3HWK
«MikpobionoriyHa unctota» cneuudikauii Ha
[OMNOMDKHY PEYOBUHY KMCNOTa JIMMOHHA
MOHOTigpaT NpuMBeAeHO Y BIAMOBIAHICTb A0
BVMOT fil04H0r0 BUAAHHA ED.
3MiHn | TURYy: 3miHK 3 sikocTi. CepTudikat
BignosiaHoCTI/IE-cepTucpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/mMoHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO MPVBEAEHHS
Yy BignoBigHicTb A0 MoHorpadii AdY a6o
€Bponeiicbkoi hapmakonei, abo iHLWOoT
HaujioHanbHOT dhapmakonei gepxasu €C
(3miHa y cneuudpikauisix, nos'sa3aHa 3i 3MiHamMu
B IdY, abo EBponelicbkili thapmakonei, a6o
iHLWIN HauioHanbHIN thapmakonei aepxasu €C)
— NpUBELEHHS aapecy MiCLS BNPOBaKeHHS
AiSNbHOCTI BUpOo6HUKa NpuBeaeHa y
BiANOBIAHICTb A0 Ait0Y0T NiLeH3ii Ha
BUPOBHULUTBO. 3MiHM | TUNY: 3MiHW 3 AKOCTI.
A®|. BUpo6bHULTBO. 3MiHW B NPOLIECI
BMPOGHMLUTBA ADI (iHLWI 3MiHM) — 3MiHa
PO34YMHHIKIB B MpoLeci BUPOGHULTBA i SIK
Hacnigok 3MiHNM y cneundikadii Ta metogax
BUMNPOOYBaHHA Ail040i PEYOBUHM 3a
NOKa3HNKOM «3a/ILLKOBI KiSIbKOCTi OpraHiyHnx
PO3UYMHHUKIB». Cxema CUHTE3Y Ta NMPOMIKHI
NPOAYKTW 3a/IMLINANCA HE3MIHHUMWU. CynyTHS
3MiHa: 3MiHK 3 fkocTi. A®I. KoHTponb AdI.
3MiHa y napameTpax crneumdikaiin Ta/abo
[OMYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisix Ha Adl, abo
BUXigHWIA/NPOMIDXKHWIA NpOAYKT/pearexT, Wwo
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3assHuUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2
0 nocsi0YeHHs1

BUKOPVCTOBYIOTHCS y NpoLeci BUPOOHMLTBA
A®| (iHWi 3MiHK). 3MiHK 3 AKOCTi. ADI.
KoHTponb A®L. 3miHa y meTogax
BMNpo6yBaHHA A®Il abo BuxigHOro
mMatepiany/npomiKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y NpoLeci BUpoOHNULTBA
A®I (iHWi 3MiHN Yy MeTogax BUNPOGyBaHHSA
(BKNKOUAKOUM 3aMiHy abo foMoBHEHHS) APl abo
BWXi4HOr0/MPOMIXXHOIO NPoAyKTY). 3MiHu |
TMny: 3miHK 3 sikocTi. CepTudikat
BignosiaHoCTI/IE-cepTucpikat BignosigHoCTi
€sponeiicbkiii hapmakonei/mMoHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
Yy BignoBigHICTb 0 MoHorpadii AdY a6o
€Bponeiicbkoi hapmakonei, abo iHLWOoT
HaujioHanbHOT hapmakonei gepxasu €C
(3miHa y cneuudpikauisix, nos'sasaHa 3i 3MiHamMu
B IdY, abo Esponelicbkili hapmakonei, abo
iHLWIN HauioHanbHIR thapmakonei aepxasu €C)
— 3MiHa KpUTepiiB NPUIAHATHOCTI 3a
nokasHnkaMmmn «PO34MHHICTb» Ta «CynpoBigHi
AOMiLKn» crneumdikalii Ha gitody peyoBUHY
dheHTaHiN y BigNOBIAHICTL 40 BUMOr
MOHorpadii «Fentanyl» aitoyoro BugaHHs €0.
Po3unHHiCTb. CynpoBigHi AOMILLKA. 3MiHW |
TMny: 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/MmoHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
Yy BifnoBigHicTb A0 MoHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo iHwoi
HauioHasIbHOT hapmakonel gepxasu €C
(3miHa y cneyucpikauisix, nos'sa3aHa 3i 3MiHamMu
B 1®Y, abo EBponelicbkiin hapmakonei, abo
iHLWIM HauioHanbHIN thapmakonei aepxasu €C)
— npuBefeHHs po3giny «MikpobionoriyHa
yncToTa» y cneyudikauii Ha JOMOMKHY
peyvoBUHY BoAa AN iH'EKLil y BigNOBigHICTb [0
BMMOT MoHorpadii «Boga gnst iH'ekuii»
LjKY0ro BrgaHHsa oY)

53.

DdPOMINIA®

rpaHynu ans
opasibHOT cycneHsil
125 mr/5 mn no 60
My cpnakoHax Ne 1

KPKA, a.4.,
HoBso mecTo

CnoBeHis

BiAnoBiganbHUIA 3a
KOHTPO/b cepii Ta
BUMYyCK cepil
KPKA, a.4a., Hoso
mecTo, C/loBeHis;
BiANOBiAA/IbHWIA 3a
BMPOOHULITBO «in
bulk», nepBrHHe Ta

CnoBseHis

nepepeecTpaLisi Ha 5 pokiB y 3B A3Kky i3
3aKiHYEHHAM TepMiHy Aii peecTpauiinHoro
NoCBigYEHHSs

3a
peyenmom

He niosis2ae

UA/5026/01/01
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
BTOPUHHE
nakyBaHHs
KPKA, a.4., Hoso
mecT0, C/1oBeHist
54, LEETPOTIA® 0,25 | nopoLlok Ta Apec TpeligiHr | Lseiiuapi BUPOBHUK HimeuuunHa/ nepepeecTpaLisi Ha 5 pokiB y 3B A3Kky i3 3a He nidnsi2ae UA/4898/01/01
Mr PO3UYUHHUK 418 C.A. ] Hepo3dghacoBaHo! DdpaHuia/ 3aKiHYEHHSIM TEPMIiHY Aii peecTpauiintHoro peyenmom
PO34UHY A5 iH'EKLNA npoaykuii Ta Higepnang, nocsigyeHHs; 3MiHn | Tuny: 3MiHK 3 AKOCTI.
no 0,25 mry nepBuHHe n/ [OTOBWIA NNikapcbkuWii 3aci6. 3MiHK Yy
thnakoHax Ne 7; o nakyBaHs: Himeuunna BMPOGHMLTBI. 3amiHa abo BBeEHHS
KOXHOTO chn1akoHy Bakctep OHKonomxi [0[aTKOBOT AiNbHULI BUPOGHMLTBA ANS
nopaetbes 1 M6X, HimeuyuunHa,; YacTUHM abo BCbOro BUPOOHUYOTO npoLecy
nonepegHsL0 M'ep dabp rOTOBOTO JIiKAPCbKOro 3acoby (AinbHUUS oNs
3arnoBHEeHWI LWNpULL MegukameHT BTOPVHHOTO NakKyBaHHA) — BBEAEHHS
3 1 M/1 PO3YUHHUKA, MpoaakwH, AKiTeH BUPOGHMKA BifiNOBIAa/IbHOTO 38 BTOPUHHE
1 ronka gns dapm nakyeaHHa A660TT Bionogkukanc b.B. ,
pO34YMHEHHS, 1 IHTEepHacblioHasTb HigepnaHay Ta 3a3HauyeHHs qoyHKL,i
ronka ans iH'ekuii (NOMIM/ADI), 3aTBEPKEHVX BUPOOHMKIB. 3MiHM | Tuny:
Ta 2 TamnoHu, PpaHuis; 3MiHu 3 aKocTi. FoTOBMIA Nikapcbkuii 3aci6.
NPOCOYEHi CMMPTOM BTOPUHHE KOHTpO/b roTOBOroO NikapcbKoro 3acoby. 3miHa
nakyBaHHs: y MeTofax BunpobyBaHHA roTOBOr0O
AGGOTT nNikapcbKkoro 3acoby (iHwWi 3MiHW y MeTogax
Bionoaxikans b.B., BMNpOGYBaHb (BK/IOYalo4M 3amiHy abo
HigepnaHau; [LOMOBHEHHS) — 3MiHN [0 aHaNiTUYHUX METOAMK
BiANOBiAa/IbHNI 3a BMNPOGYBaHHS 3a NnokasHnkamm «MexaHiuHi
BUMYCK cepii: BK/TIOYEHHS. HeBUAMMI 4acTkn» (YTOUHEHHS
Mepk KraA, KiNbKOCTi (oNakoHIB, SKi BUKOPUCTOBYIOTb ANs
HimeuunHa,; npoBeAeHHA aHanizy), «CTepusbHICTb»
AETepHa 3eHTapic (pefaxuiiiHi NpaBKky Ta YTOYHEHHS), «BmicT
'M6X, HimeyunHa aueTaTy» (f0MNoBHeHO po3ainiom «MpugaTHICTb
xpomatorpacdiyHoi cuctemmn») Ta
«laeHTudikalis» (aHaniTMYHy MeToauky Ta
crneuudikaLito Npu BUNYcKy JONOBHEHO
KpUTEpPIAMY OLIHKM Y ®-cnekTpy, Lo
BMMIPIOETLCSA Yy paMKax 3aTBepKxeHol
MeToaukn BEPX). CynyTHA 3MiHa: 3MiHK 3
AKOCTi. [oTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapCcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMMX
MEX roTOBOrO JliKapCbKoro 3acoby (iHLLi 3MiHW)
55. LE®A3ONIHY MOPOLLIOK My6niuHe YkpaiHa EiCiEc Jo6dap ITanisa nepepeecTpawis Ha HeobMeXeHuin TepMiH - He nidsisi2ae UA/11937/01/01
HATPIEBA Cl/1b (cybeTaHuis) ans akuioHepHe C.n.A.
CTEPUNBbHA hapmaueBTUYHOro TOBapucTBO
3aCTOCyBaHHsA Y "HaykoBo-
NOTpPIliHMX BMPOGHUYNIA
nonieTnIeHoBmX LeHTp
naketax "BopLuariscbk
niA Ximiko-

dhapmaueBTUy
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No Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbK0O20 (nikapcbka chopma, Bionycky HHS peecmpayjitiHo2
3acoby yrnakoska) 0 NoCcBi0YEeHHs
HWiA 3aBog"

56. FOHIBIT TabneTkn, BKPUTI MAT YkpaiHa MAT "KuiBcbKuii Ykpaina nepepeecTpaLisi Ha HE0OOMEXEHWI TEPMIH; 6e3 peyenma nignsrae UA/5450/01/01
NNiBKOBOIO "KuiBcbkuii BiTaMiHHWIA 3aBog" 3MiHu | TMNY: 3MiHN Woao
o6onoHkoto, Ne 30 BiTaAMiHHWI 6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
(10x3) y 6nicTepax 3aBog" 3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro

3aco6y, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHSA
reHepUUHMX/ribpUAHNX/6I0NOAIGHMX NiKapPCbKMUX
3ac06iB nicNsi BHECEHHS TiET caMoi 3MiHW Ha
pedhepeHTHW npenapaT (3MiHa He noTpebye
HafaHHA XOAHVX HOBMX AOAATKOBUX JaHWX)
(3MiHV BHECEHO A0 IHCTPYKLi 4158 MeAUYHOro
3aCTOCyBaHHA npenapary Ao po3ginis
"apmakonoriyHi BnactusocTi", "lMokasaHHs", a
TakoX [0 po3gainis "Cnocib 3acTocyBaHHA Ta
[03n" (YyTOUHeHHs iHchopmadii),
"MpoTunokasaHHa", "MobiuHi peakuir”,
"Oco6nmBOCTI 3acTocyBaHHA", "B3aemogis 3
iHLWIMMKM NikapcbKMMKU 3acobamMu Ta iHLWi BUan
B3aemogiit", "Mepeno3yBaHHA" BiANOBIAHO A0
pedepeHTHoro npenaparty MNIKOBIT® A,
TabNeTKn, BKPUTi 06010HKOHD)

HavyanbHUK YnpaBniHHA
thapmaneBTUYHOT AiIANBHOCTI Ta

AKOCTI (hapmMmaLeBTUYHOI NPOAYKLiT

T.M. IACKOBCbKUA




NEPENIK

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
19.08.2016 Neo 872

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOTNYHUX NPENAPATIB), LLIOAO AKUX BYNN BHECEHI 3MIHU 1O
PEECTPALIVHNX MATEPIANIB, Kl BHOCATLCA A0 AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBEIB YKPAIHU

Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayiliHo
3acoby ¢hopma, 20
yrnakoskKa) nocsioYyeHHs1
1. A3UTPOMILVH MOPOLLIOK CninbHe YkpaiHa Epkpoc, C.A. Icnanis BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: - UA/5732/01/01
(cy6eTaHuis) y YKpaiHCbKO- 3MiHu | TUny - 3miHK 3 AkocTi. CepTudpikat BignosigHocTI/ITE-
noaBinHMX icnaHcbke cepTudikaT BianNoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii —
noslieTuIEeHoBMX nignpuemcTs nogaHHs oHoBsieHoro CEP ana A®l asuTpoMiumH Bif 3aTBEPAKEHOTO
MilKkax ans 0 "Cnepko BMPOGHMKA 3 NPUBEAEHHSM NOKa3HUKa "3asIMLLKOBI KifIbKOCTI
BMPOOHULITBA YkpaiHa" OopraHiYHMX po34nMHHKKIB" y BiANOBIAHICTL A0 CEP
HeCTepUIbHNX
NiKapcbknx popm
2. ANEHAOH-10 Tabnetku no 10 mr Mikpo labc IHais Mikpo labc IHais BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a peyenmom UA/14847/01/01
no 10 TabneTtok y Nimiteq Nimiteq 3MiHKM | TUMY — 3MiHa TEKCTY MapKyBaHHS NePBUHHOT Ta BTOPVHHOT
6nicTepi; no 1 abo yMnakoBOK
no 3 6nictepu y
KOpo6L,i 3 KAPTOHY
3. ANEHAOH-70 Tabnetkv no 70 mr Mikpo Jlabc IHais Mikpo labc IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom | UA/14847/01/02
no 10 TabneTok y Niviten Nimiten 3MiHU | TUMY — 3MiHa TEKCTY MapKyBaHHSA NepBUHHOI Ta BTOPUHHOT
6nicTepi; no 1 abo yNakoBOK
no 3 6nictepu y
KOpo6Li 3 KapTOHY
4, ANNEPFOMAKC Kpanni HasanbHi, ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 6e3 peyenma | UA/11696/02/01
po34uH, no 15 mny 3 06MeXeHo 3MiHKM | TUNY - 3MiHa NocTavasibHMKa NakyBasibHUX MaTepianis abo
hnakoHi 3 06MexeHo BiANOBIgaIbHICT KOMMNEKTYOUMX (SKLWO 3a3HaYeHO B A0CbE) (3aMiHa abo JofaBaHHA
KpULLIKOHO- BiANOBiga/IbH 10 nocTtavasibHvKa); CynyTHs 3MiHa: 3MiHa hopmu abo po3mipy
KpanenbHuLeto 3i icTio "®apmaLeBTUYH KOHTelHepa un 3aKyrnoproBasibHOro 3acoby (NepBMHHOT yNakoBKu);
CK/ISIHOO NINETKOH; "PapmaueBT a KoMnaHis 3MiHa y MEPBUHHII yNakoBLji FOTOBOTO J1iKapCbKOro 3acoby (siKicHWiA Ta
no 1 donakony y nyHa "3nopos'a” KinbkKicHWIA cknag) - M'siki Ta HecTepubHi pigki nikapcbki doopmu -
KopoOLi 3 KapTOHY KOMnaHis BBEJEHHSA 404AaTKOBOro BMAy nakyBaHHSA (p/iakoH 72722 3i ckna no

"370poB's”

20 m/1) HOBOTO BMPOGHMKA
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KOBMauKoM y
KopoobUi

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
5. ANEPIOMAKC cnpeii HazanbHUiA, ToBapucTBo Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 peyenma UA/11696/01/01
po3yuH no 15 mny 3 06MexeHo 3MiHM | TNy - 3MiHa NocTavasibHUKa NakyBaslbHUX MaTepianis abo
chnakoHi 3 06MEXeHOo BigNoBiAa/IbHICT KOMMMEKTYOUMX (SKLWO 3a3Ha4YeHo B A0CbE) (3aMiHa abo JoAaBaHHS
HacajKoto- BiAnoBiAa/IbH 10 nocravasibHuKa); CynyTHs 3MiHa: 3MiHa popmu abo po3mipy
po3nusoBavemM i icTio "®apmaueBTUYH KOHTelHepa 4n 3aKyrnoproBasibHOro 3acoby (NepBUHHOT YNakoBKU)
3aXMCHUM "®apmauesT a Komnais (HecTepunbHI Nikapcbki 3aC06M); 3MiHa Y MEPBWHHIN yNakoBLyi
KOBMaykoM y nN4Ha "3p0poB'a” roTOBOrO JlikapcbKoro 3acoby (sKicHUiA Ta KinbKicHWIA cknag) - M'siki Ta
Kopo6ui; no 15 mn KOMnaHis HecTepusbHi piaki Nikapcbki hopmMm - BBEAEHHSA AOAATKOBOrO BUAY
y 6asnoHi 3 "3nopos'a” nakyBaHHs (chnakoH 72722 3i ckiia no 20 M) HOBOrO BUPOOHUKA
Hacafkoto-
po3nuaBavem i
3axXUCHUM
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Neo 28 (7x4), Ne 56
(7x8) y bnictepax

BMPO6HMLTBI. 3MiHa po3mipy cepii (BK/IHoYatoumn gianasoH po3mipy
cepii) rotoBoro nikapcbkoro 3acoby (36inbweHHs fo 10 pasis
NOPIBHAHO i3 3aTBEPAXEHUM PO3MIPOM); 3MiHW | TURY - 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. Onvc Ta ckiag. 3miHa abo
[ofaBaHHSA LTamnis, NOTOBLLEHb @60 iHLWMX MapKyBaHb, YKIOHaum
3amiHy abo gogasaHHsA hapb AN MapKyBaHHA MiKapcbKoro 3acoby -
3MiHa WTamnis Ha kancynax. BeegeHHs 3miH npoTArom 6-tm
micauiB nicnAa 3aTrBepAKeHHS; 3MiHN | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA nikapcbkuid 3aci6. 3MiHU Yy BUPOGHMLTBI. 3MiHW BUNPOGYBaHb
abo gonycTMMMUX MeX, BCTAHOBJIEHVX Y cneumdikayisx, nig vac
BUPOGHMLTBA FOTOBOIO /iIKAPCLKOro 3aC00Y (3BYXXEHHS A0MYCTUMUX
MeX); 3MiHW | TUNy - 3MiHW 3 AKOCTi. TOTOBUIA NikapCbKuMii 3aci6. 3MiHW
Y BUPOGHMLTBI. 3MiHM BUNPOGYBaHb abo AONYyCTUMUX MEX,
BCTaHOBMEHMX Y cneumdikayisx, nig yac BUpobHULTBA rOTOBOro
nikapcbKoro 3acoby; 3MiHu | Tuny - 3MiHK 3 AKkocTi. FoToBWIA
nikapcbkuii 3aci6. KOHTPO/b rOTOBOrO Jlikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YyBaHHSA rOTOBOTO /iKapCbKOro 3acoby (OHOBMEHHS
npoteaypu BUNPo6yBaHHA A5 NPUBELEHHS Y BifNOBIAHICTb 3i
3MiHEHOI0 3aranbHoto cTatTeto Y abo €Bponeiicbkoi hapmakonei);
3MiHK | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWIA 3aci6. 3miHa po3Mipy ynakoBKu
roTOBOrO Jlikapcbkoro 3acoby; 3miHu | Tuny - 3MiHu 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
MeTofax BUNPOGYyBaHHS rOTOBOIO J1iKapCbKOro 3acoby (HesHauyHa
3MiHa y 3aTBEpMKEHUX MeTofax BUNpobyBaHHs). BBegeHHA 3MiH
NPOTArom 6-T1 MicsALiB NicNA 3aTBEPMKEHHS; 3MiHN | TUNYy - 3MiHK
3 AKOCTi. FO0TOBUIA NiKapcbkuii 3aci6. KOHTPO/Ib TOTOBOTO JliKapcbKoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOTO JTiKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepKeHNX MeTofax BUNpPoOyBaHHS) -
3MiHV [0 MeToAy KOHTPOAo p. "Aomiwkn . BBeAeHHA 3MiH
NpPOTArom 6-Tv mMicAWiB nicna 3aTBepAKeHHs; 3MiHN | TURY - 3MiHK
3 akocTi. CepTudpikat BignosigHocTi/lE-cepTudpikat signosigHocTi
€Bponelicbkiit hapmakonei/MoHorpadii. 3MiHW, NoB's3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0 MOHorpadii 4dY abo
€Bponeiicbkoi hapmakonel, abo iHWOoT HauioHa/IbHOI hapMakonei
fepxasun €C (3miHa y cneundikaulisix, nos'asaHa 3i 3miHamu B 1dY,
abo €sponelicbkiin hapmakonei, abo iHLUIA HaLioHaNbHIl
thapmakonei gepxasu €C); 3MiHU | TUNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikart BiAnoBigHOCTI
€Bponeiicbkili hapmakonei/MmoHorpadii - nogaHHs HOBOTO
cepTuduikaty BignoBiAHOCTI EP Ha LONOMiIXHY peyoBUHY XXenaTnH
Bifl 3aTBEPKEHOr0 BUPOBHYKA; 3MiHU | TUMY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudpikar BiANOBIAHOCTI
€Bponelicbkili hapmakonei/MoHorpadii - nogaHHsi OHOBIEHOTO
cepTtudiikata BignosigHocTi EP Ha fonomixHy pevoBuHy XKenatuH Big,
3aTBepIKEHVX BUPOOHUKIB

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
6. ANbrEPIKA Kancynu Teepai no TOB "TeBa Ykpaina MNIBA XpBatcka | XopsaTis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom | UA/13629/01/01
75 mr Ne 14 (7x2), YkpaiHa" 4.0.0. 3MiHU | TNy - 3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3aci6. 3MiHU Y
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Neo 28 (7x4), Ne 56
(7x8) y bnictepax

BMPO6HMLTBI. 3MiHa po3mipy cepii (BK/IHoYatoumn gianasoH po3mipy
cepii) rotoBoro nikapcbkoro 3acoby (36inbweHHs fo 10 pasis
NOPIBHAHO i3 3aTBEPAXEHUM PO3MIPOM); 3MiHW | TURY - 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. Onvc Ta ckiag. 3miHa abo
[ofaBaHHSA LTamnis, NOTOBLLEHb @60 iHLWMX MapKyBaHb, YKIOHaum
3amiHy abo gogasaHHsA hapb AN MapKyBaHHA MiKapcbKoro 3acoby -
3MiHa WTamnis Ha kancynax. BeegeHHs 3miH npoTArom 6-tm
micauiB nicnAa 3aTrBepAKeHHS; 3MiHN | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA nikapcbkuid 3aci6. 3MiHU Yy BUPOGHMLTBI. 3MiHW BUNPOGYBaHb
abo gonycTMMMUX MeX, BCTAHOBJIEHVX Y cneumdikayisx, nig vac
BUPOGHMLTBA FOTOBOIO /iIKAPCLKOro 3aC00Y (3BYXXEHHS A0MYCTUMUX
MeX); 3MiHW | TUNy - 3MiHW 3 AKOCTi. TOTOBUIA NikapCbKuMii 3aci6. 3MiHW
Y BUPOGHMLTBI. 3MiHM BUNPOGYBaHb abo AONYyCTUMUX MEX,
BCTaHOBMEHMX Y cneumdikayisx, nig yac BUpobHULTBA rOTOBOro
nikapcbKoro 3acoby; 3MiHu | Tuny - 3MiHK 3 AKkocTi. FoToBWIA
nikapcbkuii 3aci6. KOHTPO/b rOTOBOrO Jlikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YyBaHHSA rOTOBOTO /iKapCbKOro 3acoby (OHOBMEHHS
npoteaypu BUNPo6yBaHHA A5 NPUBELEHHS Y BifNOBIAHICTb 3i
3MiHEHOI0 3aranbHoto cTatTeto Y abo €Bponeiicbkoi hapmakonei);
3MiHK | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWIA 3aci6. 3miHa po3Mipy ynakoBKu
roTOBOrO Jlikapcbkoro 3acoby; 3miHu | Tuny - 3MiHu 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
MeTofax BUNPOGYyBaHHS rOTOBOIO J1iKapCbKOro 3acoby (HesHauyHa
3MiHa y 3aTBEpMKEHUX MeTofax BUNpobyBaHHs). BBegeHHA 3MiH
NPOTArom 6-T1 MicsALiB NicNA 3aTBEPMKEHHS; 3MiHN | TUNYy - 3MiHK
3 AKOCTi. FO0TOBUIA NiKapcbkuii 3aci6. KOHTPO/Ib TOTOBOTO JliKapcbKoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOTO JTiKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepKeHNX MeTofax BUNpPoOyBaHHS) -
3MiHV [0 MeToAy KOHTPOAo p. "Aomiwkn . BBeAeHHA 3MiH
NpPOTArom 6-Tv mMicAWiB nicna 3aTBepAKeHHs; 3MiHN | TURY - 3MiHK
3 akocTi. CepTudpikat BignosigHocTi/lE-cepTudpikat signosigHocTi
€Bponelicbkiit hapmakonei/MoHorpadii. 3MiHW, NoB's3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0 MOHorpadii 4dY abo
€Bponeiicbkoi hapmakonel, abo iHWOoT HauioHa/IbHOI hapMakonei
fepxasun €C (3miHa y cneundikaulisix, nos'asaHa 3i 3miHamu B 1dY,
abo €sponelicbkiin hapmakonei, abo iHLUIA HaLioHaNbHIl
thapmakonei gepxasu €C); 3MiHU | TUNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikart BiAnoBigHOCTI
€Bponeiicbkili hapmakonei/MmoHorpadii - nogaHHs HOBOTO
cepTuduikaty BignoBiAHOCTI EP Ha LONOMiIXHY peyoBUHY XXenaTnH
Bifl 3aTBEPKEHOr0 BUPOBHYKA; 3MiHU | TUMY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudpikar BiANOBIAHOCTI
€Bponelicbkili hapmakonei/MoHorpadii - nogaHHsi OHOBIEHOTO
cepTtudiikata BignosigHocTi EP Ha fonomixHy pevoBuHy XKenatuH Big,
3aTBepIKEHVX BUPOOHUKIB

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
7. ANbrEPIKA Kancynu Teepai no TOB "TeBa Ykpaina MNIBA XpBatcka | XopsaTis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom | UA/13629/01/02
150 mr Ne 14 (7x2), YkpaiHa" 4.0.0. 3MiHU | TNy - 3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3aci6. 3MiHU Y
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CTakaH4MKoM B
KapTOHHIW nayu,i

3a BUNyck cepii)

cneumaikauii A®l ambpokcony rigpoxnopuay 3a nokasHUKOM
"Mikpob6ionoriyHa uictoTa" y BignoBigHICTb A0 BUMOr EP; 3MiHu |

TMny - 3MiHa napameTpiB crneuudikayiin Ta/abo 4onyCTUMUX MexX ANs
[0NOMDKHOT peyoBUHU (LONOBHEHHS crieundikaLlii HOBUM MOKa3HUKOM

3 Bi4NOBIAHNM METOAOM BUMPOBYBAHHS); 3MiHW | TUNy - 3MiHa
napameTpiB cneuyudikauiii Ta/abo JONYyCTUMUX MEX A5 AONOMDKHOT
peyoBUHM (BUAYYEHHS 3i cneumdikayii He3HaYHOro NOKa3HUKa; 3MiHW
| TUNY — NpuBEAEHHS NokasHuka cnevudikalii JONOMKHOI peYOBUHM
piakoi eceHuii "ManvHa 054428 A7" 3a nokasHukom "MikpobionoriyHa

yucToTa" y BigNoBIgHICTL A0 BUMor EP

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
8. AlNb®A NopOoLLOK MAT Ykpaina LWaHxaii LLnHaek KuTaii BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHu | TUny - 3MiHN 3 - UA/10431/01/01
NINOEBA (cy6eTaHuis) y "KniBcbkui dapmachbloTikan akocTi. CepTtudikaT BignosigHocTi/lE-cepTudiikar BianoBigHOCTI
KUCNOTA nakeTax noABiNHUX BITAMiHHWI Ko., N4 €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA HoBOro abo
nosnieTuIeHoBMxX 3asog" OHOBJ/IEHOTO cepTudikaTa BiANOBIAHOCTI abo BUNyYeHHsA cepTudpikara
Ansa BUpoBHMLTBA BifnoBigHOCTI €Bponelickkili hapmakonei: ana A®l; ons BUXigHOro
HecTepuIbHNX marepiany/peareHTy/npoMiKHOrO NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
nikapcbknx 3acobis BUPOGHUUTBI A®I; Ana 4ONOMDKHOT peyoBUHU (cepTudikaT
BiNOBIAHOCTI €BpoNeNchkiin thapmakonei) - OHoBNeHWIA cepTudikar
Bif] y)Xe 3aTBepKeHOro BUpo6Huka (nogaHHs oHosrieHoro CEP Ne
R1-CEP 2008-119-Rev 00 ans A®l anbtha-ninoesai KNCNOTU Bif BXe
3aTBepaxeHoro BmpobHnka SHANGHAI SHYNDEC
PHARMACEUTICAL CO., LTD., Kutaii. ¥ pamkax npoueaypu
Bifgbynacs 3MiHa Ha3BM BUPOOHYKA, a TaKkoX 6y10 36iNbLUEHO TEPMIH
npugatHocTi Adl)
9. AMBPONITUH cupon, 15 mr/5 mn AT Bonrapis AT "Codpapma”, Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 6e3 peyenma | UA/12426/01/01
no 100 mny "Codpapma” Bonrapis 3MiHuM | TUNY — nogaHHsA oHoBrieHoro CEP Ne R1-CEP 2004-240-Rev
CKNsiHOMY ab0o (ainbHUUSA 00 onsa A®| ambpokcony rigpoxnopuay Bif 3aTBEPAKEHOrO
nonietTuneHtepedt BMPOGHMLTBA); BMpo6HUKa Ven PetroChem & Pharma (India) Pvt Ltd, India; 3MiHn |
anaTtHomy (pr1akoHi; AT "Codcpapma”, TNy — nogaHHa Hosoro CEP Ne R1-CEP 2004-201-Rev 02 gns A®I
no 1 donakony 3 Bonrapis ambpokcony rigpoxnopuay Bif HOBOro Bupo6Huka SHILPA
MipHUM (BignoBsigansHwii MEDICARE LIMITED, India; 3MiHu | TNy — npuBeAeHHS NokasHuka
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
10. AMIHOKAMPOHO | nopowlok ons ToBapucTBo Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 peyenma UA/6566/01/01
BA KNC/TIOTA opasibHOro 3 06MmeXeHo AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecy Micus
3acTocyBaHHs Mo 1 06MexeHot BiANOBIga/bHICT NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
rNelO:molry BiAnoBiAa/IbH 10 niKkapcbKoro 3acoby, BKIOYaUM Ai/ibHULI BUNYCKY cepii abo micue
naketi; no 10 icTio "®apmaueBTUYH NpoBefieHHSA KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
nakeTiB y kopobui 3 | "®apmauesT a Komnais BMPOGHMK/iMNOpTEp, BK/IOYaoUM BUMYCK cepiid) (MpYBeAeHHsS
KapToHy; Ne 10 nN4Ha "3p0poB'a” MicLLe3HaxomKeHHs1 BUpo6HuKa 13 y BiANOBIAHICTL 40 OpUriHATbHUX
(2x5):nolry KOMnaHis OOKYMeHTIB (konii NileHsii Ha BUpO6HULITBO), 6€3 3MiHM Micua
cnapeHoMy nakeri; "3nopos'a” BMPOGHMLTBA); 3MiHM | TUNY - AAMIHICTPATVBHI 3MiHW. 3MiHa
no 5 cnapeHux HaliMeHyBaHHS Ta/abo agpecy 3asBHVKa (BNacHMKa peecTpaLiiiHoro
nakeTisB y kopobu,j 3 nocBifYeHHS) (3MiHa MiCLLe3HaXOMKEHHS 3asaBHMKA); 3MiHK | Tuny -
KapToHy 3MiHu Wwopao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
(3amiHa rpadhiuHOro 306paXeHHs yNakoBKM Ha TEKCT MapKyBaHHS A/s
BTOPUHHOI YNaKOBKM y 3B’A3KY 3 NPUBEAEHHSAM Y BifNOBIAHICTb A0
Hakasy MO3 Ykpainn Ne 426 Big 26.08.05 (y pegakuii Hakasy MO3
Ykpainu Ne460 Big 23.07.2015 p.) Ta BuAaneHHs iHgopmauii woao
po3pobHuKa «Po3pobka AN «AHLJ13», M. XapkiB Ha yKpaiHCbkiil Ta
POCiliCbKiil MOBI, 3a3Ha4YeHHs TekcToM «Cepist» «Cepusi») (TepMmiH
BBEJEHHS 3MiH - NPOTAroM 3-X MicsLiB NicNs 3aTBEPKEHHS)
11. AMoauMnNIH Tabnetk no 5 mr MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/1427/01/01
Ne 30 (10x3), Ne "TexHonor" "TexHonor" 3MiHM | TUMy - 3MiHa y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby,
1000 (10x100) y TeKCTi MapKyBaHHS Ta IHCTPYKLUIT ANs MeAWYHOro 3aCTOCYBaHHS Ha
6nictepax nigcTasi perynsipHO OHOB/IHOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3acoby, abo gocnifxeHb 3 6e3Mnekn 3acTOCyBaHHS JlikapcbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo sk pe3ynbTar OLiHKM 3BIiTY
3 AOCNigpKeHb, MPOBEAEHNX BiAMOBIAHO A0 NAaHy negiatpuyHux
pocnipxeHb (PIP) (3MiHy y3rofkeHo 3 KOMNeTEHTHUM
YNOBHOB&XXEHUM OpPraHoMm) - 3MiHW [0 IHCTPYKLiT. BBegeHHsA 3MiH
npoTarom 3-x MicsiliB NicnA 3aTBepAKEHHSA
12. AMnoaumniH Tabnetkv no 10 mr MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a peyernmom UA/1427/01/02
Ne 30 (10x3), Ne "TexHonor" "TexHonor" 3MiHM | TUNy - 3MiHa y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby,
900 (10x90) y TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeAMYHOro 3acTocyBaHHs Ha
6nictepax nifcTaBi peryiisipHO OHOB/IHOBAHOTO 3BITY 3 6e3Mekn NikapcbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHS NiKkapcbkoro
3acoby B nicnspeecTpauiiiHvii nepiod, abo Sk pesynbTarT OLiHKM 3BITY
3 focnigKeHb, NPoBeAeHNX BiANoBigHO A0 NiaHy negiatpudHmnx
pocnipkeHs (PIP) (3MiHY y3rof)XeHo 3 KOMNEeTEHTHUM
YMOBHOB&XEHVNM OpraHoM) - 3MiHV A0 iHCTPYKLii. BBeAeHHA 3MiH
npoTArom 3-x MicsAuiB nNicna 3aTBepaKeHHs
13. AMnoauniH- Tabnetk no 5 mr TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a peyenmom UA/3673/01/01
ACTPA®APM Ne 20 (10x2), Ne 30 | "ACTPA®GAP "ACTPAGAPM" 3MiHW | TRy - 3MiHK [0 IHCTPYKLiT 47151 MeAMYHOr0 3aCTOCYBaHHS Y
(10x3) y 6nictepax [\ po3ainu: ®apmakooriyHi B/lacTMBOCTI. B3aemogis 3 iHWnMu

nikapcbKMK 3aco6amu Ta iHLWi BuAW B3aemogiii. OcobmMBOCTi

3acTocyBaHHs. Cnocib 3acTocyBaHHs Ta f[03u. MNepeno3yBaHHs.
Mo6iuHi peakwii, 3rigHO 3 iHhopMaLlieto LLoA0 MeANYHOTO

3acTocyBaHHs pecepeHTHoro (HOPBACK) nikapcbkoro 3acoby
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
14. AMnoauniH- Tabnetkv no 10 mr TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/3673/01/02
ACTPAD®APM Ne 20 (10x2), Ne 30 | "ACTPA®AP "ACTPAGAPM" 3MiHW | TUNY - 3MiHX [0 IHCTPYKUIT AN18 MEANYHOIO 3aCTOCYBaHHSA y
(10x3) y 6nictepax m" po3ainu: ®apmakonoriyHi BnactuocTi. B3aemogis 3 iHWyMu
nikapcbknMn 3acobamu Ta iHWi BuamW B3aeMogii. OcobnmnBocCTi
3acTocyBaHHs. Cnocib 3acTocyBaHHsA Ta A03u. Mepefo3yBaHHs.
Mob6iuHi peakw,i, 3rigHO 3 iHhopMaui€eto LLoA0 MEANYHOrO
3acTocyBaHHsa pedepeHTHoro (HOPBACK) nikapcbKoro 3acoby
15. APAHECH pO34uH ans AMIKEH HigepnaH MapkyBaHHs, Higepnax BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu | Tuny - 3MiHu 3 3a peyenmom | UA/11437/01/01
iH'eKUii, 25 MKr/mn €spona b.B. an BTOpPUHHE an/ AKocTi. [oToBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
no 0,4 mny nakyBaHHs Ta CLA BBE[EHHSA A04AaTKOBOI AifIbHULi BUPOOHMLTBA 4151 YacTuHU abo
nonepeAHL0 BUMYCK Cepii: BCbOr0 BMPOGHWYOro MPOLECY rOTOBOrO /iKaPCbKOro 3acoby (iHLwi
HarnoBHEHNX AmMppxeH €spona 3MiHM) (3a3HaYEHHS BUPOBHNYMX PYHKL 3aTBEPAXXEHUX BUPOBHNIKIB
wnpuuax 3 B.B., y MKA MN3)
aBTOMATUYHUM Higepnangu;
3ano6iKHNKOM Brpo6HMUTBO,
ronku Ne 1; no nepBuHHe
0,4mMmny nakyBaHHs:
nonepegHL0 AMmIDKEH
HanoBHEHUX MaHyekuypiHr
wnpuyax Ne 1; no Nimitea, CLWA
0,4mMny
nonepegHLo
HanoBHEHWX
wnpuuax Ne 1y
6nictepi
16. APAHECH pO34uH Ans AMIKeH HigepnaH MapkyBaHHs, Higepnax BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3miHun | Tuny - 3miin 3 | 3a peyenmom | UA/11437/01/03
iH'ekujnn, 100 €spona b.B. an BTOpWHHE an/ AKocTi. FoToBwWIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
MKr/mn no 0,3 mny nakyBaHHs Ta CLA BBEJEHHS A04AaTKOBOI AifIbHULi BUPOOGHMLTBA 4151 YacTuHW abo
nonepeAHbL0 BUMYCK Cepii: BCbOr0 BMPOGHMYOro MPOLEeCy roToBOro ikapcbKoro 3acoby (iHLwi
HanoBHEHUX AmMIKeH €spona 3MiHM) (3a3HaYEHHS BUPOOHNYMX PYHKLA 3aTBEPAXXEHUX BUPOBHNIKIB
wnpuuax 3 B.B., y MKA MN3)
aBTOMATUYHUM HigepnaHngu;
3ano6iXHNKOM Brpo6HMUTBO,
ronku Ne 1; no nepBuHHe
0,3mMny nakyBaHHs:
nonepegHL0 AMIDKEH
HanoBHEHUX MaHyekuypiHr
wnpuyax Ne 1; no Nimitea, CLWWA

0,3mMny
nonepeAHL0
HarnoBHEHWX
wnpuuax Ne 1y
6nictepi
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
17. APAHECH po34uH Ans AMIKEH HigepnaH MapkyBaHHs, HigepnaH BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3miHn 3 | 3a peyenmom | UA/11437/01/05
iH'ekuil, 500 €spona b.B. an BTOPVHHE aw/ AKocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3aMiHa abo
mkr/mn no 1,0 mny nakyBaHHs Ta CLA BBEJIeHHA [AO0AATKOBOI AiNIbHUL BUPOBHULITBA A1 YaCTUHU abo
nonepegHsL0 BMNYCK cepil: BCbOro BUPOOHNYOro NPOoLEeCY rOTOBOrO /iKapCbKOro 3acoby (iHLi
HanoBHEHUX AmIXeH €spona 3MiHW) (3a3HaYEHHS BUPOOHNYMX OYHKLI 3aTBEPAKEHNX BUPOBHWKIB
wnpuuax 3 B.B., y MKA MN3)
aBTOMaTUYHUM Higepnanaw;
3ano6iKHUKOM Brpo6HMUTBO,
ronku Ne 1; no nepBuUHHe
10mny nakyBaHHs:
nonepeaHLo AMIKEH
HarnoBHEHNX MaHydhekuypiHr
wnpuyax Ne 1; no NimiTen, CWA
10mny
nonepegHL0
HanoBHEHWX
wnpuuax Ne 1y
6nictepi
18. ACAKOnN cynosuTopii Tinotc LLiBeiiuapi BUPOBHUK, Lseiiuapi BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a peyenmom UA/4770/02/01
pekTanbHi no 500 Papma Al a BiANOBIgaIbHUI al BMMPaB/IEHHSA TEXHIYHOI MOMW/IKMA Ha TUTY/IbHIN CTOPIHL METOAiB
mr no 10 3a Bunyck cepiit: | HimeuunH KOHTPOJI0 SIKOCTi NMikapcbKoro 3acoby - BkasaHa 3aiiBa nitepa B
CynosuTopiiB y Tinotc ®apma a YKpaiHCbKill BepCii Ha3BM BUPOGHMKA Ta MOMW/IKA B Ha3Bi BUPOOHUKA
6nicTepi, no 2 Ar, LLiseiuapis; Ailo4oi peyoBrHY B po3gini «Cknag»
6nicTepy B KOPOO6Li BUPOGHUK,
BiANoBigaIbHUIA
3a [1030BaHy
opmy Ta
nakyBaHHS:
Faynt ®apma
ByndpiHr Tm6X,
HimeuunHa
19. BICOMPONON- Tabnetku no 2,5 BAT "TegeoH | YropwuHa Hiu [xeHepuk3 Ipnangis/ BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3MiHn | Tuny - 3MiHn 3a peyernmom UA/12427/01/01
PIXTEP Mr, no 14 Tabnetok PixTep" Nimites, Pociiicbka | wopo 6e3nekun/edekTMBHOCTI Ta hapMakoHarisgy. 3MiHM y KOpOTKiii
y 6nicTepi, no 1 Ipnangis; depnepali | xapakrepucTuLi NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
abo 2, abo 4 3AT «TEQEOH Al ANA MeAMYHOro 3acToCyBaHHS reHepUYHUX/TiIGpPUMAHNX/6I0N0AIGHNX
6nictepu B PIXTEP-PYC», YropwmHa nikapcbKMx 3aco6iB Nicns BHECEHHS TiEl camoi 3MiHU Ha

KapTOHHIA ynakoBL,i

Pociiicbka
depepauis;
fAofartkose micue
BMNYCKY cepil:
BAT "TeneoH
PixTep",
YropLmHa

pethepeHTHW1 npenapaT (3MiHa He NOTpebye HafaHHS XOAHUX HOBUX
[0AaTKOBUX AaHuX) (3MiHW A0 IHCTPYKLi y po3gainu: MNoka3aHHs,
MpoTtunokasaHHs, Crocib 3acTocyBaHHsA Ta A03u, MobiuHi peakw;,
Mepeno3yBaHHs, 3acTOCyBaHHS B Nepiof BariTHOCTI abo rogyBaHHs
rpyaato, Ocob6nmnBOCTi 3aCTOCYBaHHSA. 34aTHICTb BI/IMBATU HA
LIBMAKICTb peakwii npy KepyBaHHi aBToTpaHcnopToM abo po6oTi 3
IHLIMMKW MexaHi3amamu, B3aemogis 3 iHWnMK NikapcbkMMun 3acob6amm
Ta iHLWi BUAW B3aEMOZIi, PapMakooriyHi BNacTUBOCTI, 3riAHO 3
iHhopmauieto WwoA0 MeguyHOro 3acTocyBaHHA pepepeHTHOro
(KOHKOP) nikapcbkoro 3aco6y) (TepmiH BBeAEHHS 3MiH - NPOTSArom
3-x micsLiB nicns 3aTBEpAKEHHS)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
20. BICOMPONON- Tabnetkv no 5 mr, BAT "l'efeoH | YropwuHa Hiu [xeHepuk3 Ipnangis/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - 3miHn 3a peyenmom | UA/12427/01/02
PIXTEP no 14 tabnetok y Pixtep" Nivites, Pocilicbka | wWwono 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy. 3MiH1 y KOpoTKiii
6nicTepi, no 1 abo Ipnangis; degepaui | xapakTepucTuLi ikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta IHCTPYKLIT
2, abo 4 6nictepy B 3AT «TEQEOH A/ [ANS MeAMUHOro 3acTOCyBaHHS reHepUYHUX/TiIGpPUAHMX/6ioNoaiGHMX
KapTOHHIiA ynakoBL,i PIXTEP-PYC», YropLmHa NiKapcbKu1x 3aco6iB Nicns BHECEHHA TiEl camol 3MiHN Ha
Pociiicbka pedhepeHTHW NpenapaT (3MiHa He NoTpebye HagaHHS XOAHNX HOBUX
bepepauis; [0[aTKOBUX faHuX) (3MiHW 40 iHCTPYKUIT Yy po3ainu: MNokasaHHs,
Aofartkose micue MpoTunokasaHHa, Crnoci6 3acTocyBaHHsA Ta [03u, MobiuHi peakw;,
BUMYCKy Cepii: Mepeno3yBaHHs, 3acTOCyBaHHSA B Mepiof BariTHOCTi abo rofyBaHHs
BAT "TefeoH rpyanto, OcobnmnBOCTi 3aCTOCYBaHHA. 34aTHICTb BN/IMBATU Ha
PixTep", LIBUAKICTb peakuii npy KepyBaHHi aBToTpaHcnopToM abo poboTi 3
YropumHa IHLWIMMK MexaHi3mamu, B3aemogis 3 iHWMMK nikapcbkumuy 3acobamu
Ta iHLWi BUAY B3aeMOgiii, PapMakosoriyHi BNacTUBOCTI, 3rigHO 3
iHthopMmavieto LWoA0 MeANYHOro 3aCTOCYBaHHSA pedhepeHTHOro
(KOHKOP) nikapcbkoro 3acoby) (TepMiH BBEAEHHS 3MiH - MPOTArOM
3-x MicsiLiB nicnsi 3aTBEpPKEHHS)
21. BICOMPONON- Tabnetkn no 10 mr, | BAT "legeoH | YropwuHa Hiu [xeHepuk3 Ipnangis/ BHECEHHS 3MiH 40 peecTpauiinux martepianis: 3MiHn | Tuny - 3MiHn 3a peyenmom UA/12427/01/03
PIXTEP no 14 tabnetok y Pixtep" Nimites, Paciiicbka | wopo 6e3nekun/edekTMBHOCTI Ta hapMakoHarisgy. 3MiHM y KOpOTKii
6nictepi, no 1 abo Ipnangis; depnepaui | xapakTepucTuLi NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
2, abo 4 6nictepu B 3AT «TEQEOH al ONA MeANYHOro 3acTOCyBaHHS reHepUYHUX/TIGPUMAHNX/6I0N0AIGHNX
KapTOHHIA ynakoBsL,i PIXTEP-PYC», YropumHa nNiKapCbKNX 3aco6iB Nicns BHECEHHS TiEl camoi 3MiHU Ha

Pociiicbka
depepauis;
fopjaTkose Micue
BUNYCKY cepil:
BAT "TepeoH
PixTep",
YropumHa

pethepeHTHM1 NpenapaT (3MiHa He NOTpebye HafaHHS XOAHUX HOBUX
[0[aTKOBUX AaHuX) (3MiHM [0 IHCTPYKLi y po3gainu: MNokasaHHs,
MpoTtunokasaHHs, Crocib 3acTocyBaHHsA Ta A03u, MobiuHi peakw;,
Mepeno3yBaHHs, 3acTOCyBaHHSA B Nepiof BariTHOCTI abo rogyBaHHs
rpyaato, OcobnmnBoCTi 3aCTOCYBaHHA. 34aTHICTb BI/IMBATY HA
LIBMUAKICTb peakwii mpy KepyBaHHi aBToTpaHcnopToM abo po6oTi 3
IHLIMMKW MexaHi3amamu, B3aemogisi 3 iHW1MK NikapcbkMMun 3acob6amm
Ta iHWi BUAW B3aEMOZI, PapMakoioriyHi BNacTUBOCTI, 3rigHO 3
iHchopMmalLieto W00 MeANYHOT0 3aCTOCYBaHHSA pedhepeHTHOro
(KOHKOP) nikapcbkoro 3aco6y) (TepmiH BBe4EHHS 3MiH - NPOTSArom
3-X micsLiB nicnsi 3aTBEPAKEHHS)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
22. BPAULAH® po34uH Ans Wepinr-Mnay | Lseliyapi BUPOGHMLTBO Ipnangis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom | UA/10458/01/01
iH'ekuil, 100 mr/mn CenTtpan Ict A Hepo3schacosaHoi | HigepnaH 3MiHW Il TNy - 3MiHW 40 IHCTPYKUIT A1 MEAMYHOTO 3aCTOCYBaHHA Y
no2mny Al NpoAyKLUii, an po3ainu: ®apmakonoriyHi BnactuocTi. B3aemogis 3 iHWyMu
donakoHax Ne 10; nepBuHHE nikapcbknMn 3acobamu Ta iHWi BuamW B3aeMogii. OcobnmnBocCTi
nosmny nakyBaHHs, 3aCTOCyBaHHSA. 3acToCyBaHHS y nepiof BaritTHOCTi abo rofyBaHHs
chnakoHax Ne 10 KOHTpO/b cepii B rpyaato. Cnocib 3actocyBaHHA Ta f03u. [No6GiyHI peakuii.
nepBrHHOMY HecymicHicTb. BBeieHHA 3MiH NPOTArom 3-X mMicauiB nicns
nakyBaHHi Ta nig 3aTBepAKEeHHs
yac
BMNPO6YBaHb
CTabiNIbHOCTI:
OpraHoH
(IpnaHgis) Nra.,
Ipnangis;
BMPOGHMLITBO 3a
MOBHUM LMK/IOM,
BK/IHOYAOYN
[03BiN Ha
BMNYCK cepil:
H.B. OpraHoH,
Higepnanan
23. BPHONIYM Tabnetku, Lo BEPHO®APME Benbris Bupo6bHuuTBO: Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux aTepianis: 3MiHu | Trny - 3MiHKn 6e3 peyenma UA/9467/01/01
NIHFBATABC AvcnepryoTbea B KCMOPT NNABOPATOPIA LoAo 6e3snekn/edeKkTBHOCTI Ta thapmakoHarnagy. 3MiH1 y KOPOTKiii
POTOBI NOPOXHWHI, c.n.p.n. BO/Ib®C H.B., XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
no 10 mr Ne20 Benbris; 0151 MeNYHOro 3acTOCyBaHHSA reHepuYHMX/ribpuaHux/6ionofaibHnx
(10x2), Ne100 BignosiganbHuia NiKapCbKu1xX 3ac06iB NiCNs BHECEHHA TiEi camol 3MiHN Ha
(10x10) y 3a BUNyCK cepil: pedhepeHTHW NpenapaT (3MiHa He NoTpebye HafaHHS XOAHNX HOBUX
6nictepax BEPHO®APMEKC [0[aTKOBUX AaHuX) (BHeCTU 3MiHM [0 IHCTPYKLUIT Y po3ainu:
MOPT c.n.p.n., MokasaHHs, ®apmakosorivyHi BacTMBOCTI, [poTunokasaHHs,
Benbris B3aemogjs 3 iHWMMK flikapCbkMMM 3acob6amu Ta iHLWi BUAW B3aEMOZiA,
Oco6MBOCTI 3aCTOCYBaHHSA, 3acToCyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyAato, 34aTHICTb BIMBATY Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCMOpPTOM abo iHWMMKY MexaHizmamu, Cnocib
3acToCcyBaHHSA Ta A03u, MobiuHi peakwii, 3rigHO 3 iHhopMaLieto Woa0
MeAMYHOro 3acTocyBaHHsA pedhepeHTHoro (MOTUIYM®
NIHMBAJIbHWI) nikapcbkoro 3aco6y
24. BEPAMNAMINY Tabnetku no 40 mr ToBapucTBO Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | Tuny - FoToBUA | 3a peyenmom UA/5540/01/01
riaPoOXnorPuj Ne 10x2 y 3 BMPOGHMLITBA, nikapcbkuii 3aci6. BupobHuyteo. 3amiHa abo BBEAEHHSA [0AaTKOBOI
6nictepax y nauui obMexeHoto KOHTPO/b SIKOCTI, AiNbHWLI BUPO6HMLTBA A9 YaCTUHK abo BCbOro BUPOBHNYOTO
BiANoBiAa/IbH BMNYCK cepil: npoLecy rotToBOro NikapcbKoro 3acoby (AiNbHMULSA, Ha SKil
icTio ToBapucTBO 3 NpoBOAATLCA Oy Ab-Ki BUPOOGHMYI cTagil, 3a BUHATKOM BUMYCKY Cepil,
"focnigHni o0bMexeHoto KOHTPO/O AKOCTi, NEPBMHHOTO Ta BTOPUHHOIO NakyBaHHSA, A1
3aBof, BigNoBiAabHICT HeCcTepu/bHUX NiKkapCbknX 3ac06iB) (BBEAEHHS [0A4ATKOBOI AifbHULL
"rHuIC 10 "AocnigHnii BMPO6HMLTBA TOBApPNCTBO 3 0OMEXEHOIO BiAMNOBIfASIbHICTIO

3aBog, "rHUJ/1C", "apmaueBThYHa KOMNaHia “"3p0pos'a” YkpaiHa); CynyTHA 3MiHa -
Ykpaina [oTOBWMIA Nikapcbkunii 3aci6. Bupo6bHMLTBO. 3aMiHa abo BBEAEHHSI
BCi cTagii [04AaTKOBOI fibHUL BUPOGHMLTBA A5 YACTUHM abo BCbOro
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
BUPOGHULTBA, BMPOBHMYOro NpoLecy roToBOro JikapcbKoro 3acoby (4inbHuus ans
KOHTPO/b AKOCTI, BTOPWHHOTO MakyBaHHs); - FOTOBWIA NikapCbKunii 3aci6. BUpobHMLTBO.
BUMYCK Cepii: 3amiHa abo BBeAeHHS f0AaTKOBOI AiNbHMLj BUPO6HULITBA A1A
ToBapucTao 3 YacTuHK abo BCbOro BUPOGHUYOro NpoLEecy roToBOro NiKapcbKoro
06MexeHo 3acoby (AiNbHWUA 415 NEPBUHHOIO NakyBaHHs) (BBEAEHHS
BigNoBiAa/IbHICT [04aTKOBOT AiNbHULI BUPOGHMLTBA TOBApUCTBO 3 06MEXEHO0
10 BignoBigasbHICTIO "®apmaleBTUYHa KoMNaHisa "340poB'a” YkpaiHa)
"®apmMaueBTUYH (TepmiH BBEflEHHS 3MiH — NPOTAroM 3-X MicALiB nicns
a KomnaHis 3aTBepAXEHHS); 3MiHM | Tuny - Jlikapcbki 3acobu. 3MiHa y KOpPOTKiii
"3popos'sa", XapaKkTepucTUL Nikapcbkoro 3acoby, iHCTPYKUii 415 MegnyHoro
Ykpaina 3acTocyBaHHs abo MapKyBaHHi yNakoBOK (iHLUI 3MiHU) (OHOBEHHS
BCi cTagii TEKCTYy MapKyBaHHS (geTanizauis qiyHKLi BUPOOHWKIB, 3a3HAYEHHS
BUPOGHULTBA, iHchopMmawii, sika BiANOBIAAE KOPOTKili XapakTepucTuL,i NikapcbKoro
KOHTPO/b AKOCTI, 3aco6y Ta € KOPVUCHOI A/19 nauieHTa, Aof4aBaHHA YMOB BiAMycKy Ta
BWMYCK Cepii: crnocoby BBeAEHHS likapcbKoro 3acoby, 3a3HauyeHHs AOMOMIKHUX
ToBapucTBO 3 PEYOBUH Y BifNoBigHICTb A0 Hakazy MO3 Ykpainn Ne426 Big 26.08.05
06MexeHo p.) (TepMiH BBEAEHHS 3MiH — MPOTAroM 3-X MicsiB nicns
BigNoBiAa/IbHICT 3aTBEPKEHHS);
10 "®PAPMEKC

FPYI", YkpaiHa

3miHu | TUNY - FoTOBWMIA Nikapcbkuii 3aci6. BUpoOHULTBO. 3MiHW, L0
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 SKOCTi FOTOBOr0 NiKapCbKoro
3acoby (3amiHa abo JofaBaHHS BUPOGHKMKA, BigNoBigaNIbHOTO 3a
BUNYCK cepil) - BKIOYAKYM KOHTPO/b/BUNPOBYBaHHA cepii (BHECEHHS
doyHKUiT — BUMYCK cepii - A0 BUKOHYBaHMX dOYHKLl (BCi cTagii
BMPOGHULITBA, KOHTPO/Ib AKOCTI) AN15 BUPO6HMKa TOBapuCTBO 3
o6MmexeHoto BignosiganbHicTio "®apmekc pyn”, YkpaiHa Ta
BHECEHHS (PyHKLi — KOHTPOJIb AIKOCTI, BUMYCK Cepii — AN BUPOGHUKA
ToBapnCTBO 3 0GMEXEHOI0 BiANOBIAA/TLHICTIO "dapmaleBTnyHa
KoMnaHis "3gopos's”, YkpaiHa) (TepMiH BBEAEHHS 3MiH — NPOTArom 3-
X MiCsILiB Micnsi 3aTBEpAKEHHS); 3MiHu | Tuny - FOTOBWIA NiKapCbKMii
3aci6. Bupo6H1LTBO. 3MiHa po3mipy cepii (BkIovaroun gianasoH
po3Mipy cepil) roToBOro nikapcbKoro 3acoby (iHWwi 3MiHK) (BBeAEHHSA
[04aTKOBOrO po3Mipy cepii npenaparty A1 BUpobHMLTBa Ha
[0[aTKoBIV BUPOOHUYIN AinbHuui TOB "®apmaleBTiyHa KOMMNaHis
"3p0poB'a") (TepMiH BBEAEHHS 3MiH — NPOTArom 3-X MicALiB nicns
3aTBEPKEHHS); 3MiHM | TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa
HallMeHyBaHHA Ta/abo afpecy MicLs NPOBaXEHHS Ais/IbHOCTI
BMpOGHUKa/iMnopTepa roToBoro JlikapcbKoro 3acoby, BKIHYaoum
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs KOHTPOSIH0 AKOCTI.
(@isnbHICTb, 3a AKy BigNOBifae BUPOOHUK/iIMIOPTEp, BKIKYAKOUM
BUWMYCK Cepiii) (YTOUHEHHS Yy BUKNAAEHHI MiCLLEe3HAaXOMKEHHS Ta
HaliMeHyBaHHS1 BUpPOGHWKIB rOTOBOrO Nlikapcbkoro 3acoby) (TepmiH
BBE/EHHS 3MiH — MPOTAroM 6-TW MiCALIB MiC/1A 3aTBEPKEHHS); 3MiHN
| TNy - AAMiHiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHsi Ta/abo agpecu
3asBHUKa (BNacHWKa peecTpauiliHoro NoceiguyeHHs) (YTOUHEHHS Y
BUKNAAEHHI MiCLIe3HaXOMKEHHSA Ta HallMeHyBaHHSA 3asBHUKa
(BnacHvKa peecTpauiiiHoro NocBigYeHHs1) rOTOBOTO J1iKapCbKOro
3aco6y) (TepMiH BBEAEHHS 3MiH - MPOTArOM 6-TW MicAUiB nicas
3aTBepIKEHHS)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
25. BEPOPAB / NMopoLUoK AN CaHodpi PpaHLin 3AT "CaHoi- YropLumHa BHECEHHS 3MiH [0 peecTpavyiiiHnux matepianis: 3miHu Il TUny - 3a UA/13038/01/01
VERORAB cycnensii gns Mactep C.A. ABeHTiC", / ®paHuisa Nikapcbki 3ac06U. 3MiHW, WO NOB’A3aHi 3i 3HAYHNMKN 3MiHAMU Y peyenmom
BAKLUVHA iH'ekujii no 1 gosi'y YropumHa KOPOTKIil XapakTepucTuLji Nikapcbkoro 3acoby, iIHCTPYKUIiT ans
AHTUPABIYHA hnakoHax Ne 1y CaHodpi MNactep Me[UYHOro 3aCToCyBaHHS 3riIHO 3 HOBUMW JaHUMK 3 SIKOCTI,
IHAKTUBOBAHA KOMMNEKTi 3 C.A., ®paHujn OOKMIHIYHUMM, KNIHIYHUMW faHUMK Ta AaHnMun ddapmakoHarnsgy
CYXA PO34YMHHMKOM NO (3miHun fo IHCTpYKLUii AN MEeAUYHOrO 3aCTOCYBaHHSA Y PO34inu:
0,5mMny «®apmMakoorivyHi B/1lacTMBOCTI/IMyHONOTIYHI i GiosoriyHi
nonepeaHL0 BNACTMBOCTI», «[oKa3aHHs», «[poTunokasaHHs», «MobiuHi peakLii»,
3aMoBHEHMX «B3aemogjs 3 iHWMMK flikapcbkuMK 3acobamu Ta iHLWi BUAN
wnpuyax Ne 1; no 1 B3aEMOgi», «Cnocib 3acTocyBaHHA Ta 403u», «Oco6amMBoCTi
[003i y dhnakoHax 3aCcToCyBaHHA», «3acTOCyBaHHSA y nepiog BariTHOCTI abo rofyBaHHs
Ne 5y komnnekTi 3 TPYAA0», «TepMiH MPUAATHOCTI»); 3MiHa B po3fi/i «lokasaHHs» -
PO3YMHHMKOM MO [ofaHo iHdhopMaLiio WwoAo0 pekomeHaauil 4o npodinakTUYHOT
0,5 mn B amnynax iMyHi3aLii (Npe-ekcno3unuiiiHoT iMyHi3auii) ans kaTeropili oci6, ki
Ne 5 4yacTo MigfalTbCA PU3NKY KOHTaKTY 3 BipyCOM ckasy: AN npauiBHMKIB
NPUPOAHUX Napkis, B TOMY YnCAi AN AOCNIAHVKIB KaXKaHiB.
[opaHo po3ginu: «Ocobmsi 3axoan 6e3nekn», «Oitn»,
«HecyMmicHiCTb»
26. BITANPOCT cynosuTopii no 100 AT Pocilicbka AT "Huxdapm" Pociicbka BHECEHHS 3MiH [10 peecTpaLiiiHix maTtepianis: 3miHu | Tuny - 3miHa 6e3 peyenma UA/6358/01/02
POPTE mr Ne 10 (5x2) y "Humxdhapm" depnepaui depnepaui HaliMeHyBaHHSA Ta/abo MicLie3HaxX0MKEHHS 3asiBHMKA (BNacHMKa
6nicTepax A a peecTpauiiiHoro nNocBig4eHHs) (3MiHa HaliMeHyBaHHS Ta
MiCLIe3HaXOPKEHHS 3asiBHUKA); 3MiHM | Tuny - 3MiHa HaliMeHyBaHHS
Ta/abo micLe3HaxomKeHHs1 BUPOOHMKA rOTOBOrO JliKapCbKOro 3acoby,
BK/IOYAOUM MiCLle MPOBEAEHHSI KOHTPOSIO SKOCTi(BUPOBHNYA
AinbHUUSA BUNYCKY cepii) (3MiHa HaliMeHyBaHHS Ta NPUBEAEHHSI
MiCLie3HaXOKEHHS BUPOOHMKA Y BiAMNOBIAHICTb A0 BUCHOBKY LLOAO
niaTBEpMXEHHS BiANOBIAHOCTI BUpO6HMLUTBA /13 BUMoram GMP
(depxnikcnyx6ba Ykpainn); (TepmiH BBeLEHHS 3MiH - NPOTArom 6-Tu
MiCALIB MiCN15A 3aTBEPKEHHS)
27. BITPYM® TabneTku, BKpUTI IOHidhapm, CLWA HOHihapm, IHK. CLWA BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/0786/01/01
®OPAI3 060/10HKO10, Mo 30 IHK. AAMIHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUPOOHNYOT AiNbHALLI

a60 60 TabneTok y
donakoHi, no 1
onakoHy y Kopoobui

(Bkntovaroum AinbHUL ans APl NPOMiKHOrO NPoAyKTy abo rotToBoro
nikapcbKoro 3acoby, AiNbHULI 415 NPOBEAEHHS NaKyBaHHS,
BMPOGHUWKA, BiAMnoBifaIbHOTO 3a BUMYCK Cepili, MicLie MPOBEAEHHS
KOHTPO/IO cepii) abo nocTadasibHMKa BUXIAHOTO MaTepiany, peareHTy
ab0 [ONOMIXHOT pevoBMHU (SIKLLO 3a3HaYeHO Y JOCLE) (BUTYyUYEHHS
BMPOGHUYOI ainbHuLi 13 3a agpecoto: 200 Xike cTpiT, Bectbepi,
Hbto-Vopk, 11590, CLLA) (TepMiH BBEAEHHS 3MiH - NPOTATOM 6-T1
MicALiB Nicna 3aTBepKeHHs); 3MiHW | Tuny - 3MiHu Wwoao
6e3nekn/edrekTBHOCTI Ta thapmakoHarnsgy (iHwi 3miHn) (BunyyeHHs
B TEKCTi MapKyBaHHS OAHIEl 3 BUPOOHUUMX AiNbHULb ANS
BMpO6HMLTBA /13 32 BNOBHVM LMK/10M) (TepMiH BBEAEHHS 3MiH
NPOTSArom 6-Tv MiCAILB MiCNs 3aTBEPAKEHHS)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
28. FAPOACUN | cycneHsia ans Mepk Wapn i | LWseliuapi Mepk Wapn i CLUA/ BHECEHHS 3MiH [0 peecTpaliiiH1ux maTtepianis: 3a peyenmom | UA/13451/01/01
GARDASIL® iH'ekuii no 0,5 mn [oywm lgea A [oym Kopn., HigepnaH 3MiHuM | TMny - 3MiHKM B NpoLieci BUpo6HuuTBa A®| - OTnuMisawii
BAKLUVHA (1 po3a) y IHK CLUA; Mepk an eTaniB Mpouecy o4ncTkv Bipycy naninomu noguHn (HPV) Ha
NPOTU BIPYCY onakoHax Ne 1, Ne LWapn i Joym BUPOGHMUMX AinbHUUAX West Point, PA, building 60A Ta Sonewall
nAMNIIOMUN 10; y nonepeaHb0 " Elkton, VA, building 89: Bunyck Bipyconogi6Hux yactok (VLP),
NOANHN (TUMIB | HanoBHeHWX Higepnangu ocamxeHHs Ta ouncTka VLP MikpodinbTpauieto Ta KaTioHo-06MiHHO
6, 11, 16, 18) wnpuuax Ne 1, Ne 6 Xpomatorpadi€eto, OUMLLEHHS Xpomatorpadieto Ha rigpokcuanaTuTi,
KBAOPUBANEHT | y komnnekTi 31 BiAHOB/EHHS Ta XimiyHe 3wmnTTa VLP, 3amiHa 6ydepy, cTtepunisytoua
HA rO/IKOH0 hinbTpavuis
PEKOMBIHAHTH
A
29. FAPOACUN | cycneHsis ans Mepk Wapni | LWeeiyapi Mepk Wapn i CLUA/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: - UA/13053/01/01
GARDASIL® iH'ekuii no 0,5 mn [oywm lgea a Loym Kopn., HigepnaH 3MiHu | TUny - 3MiHK B Npoueci BUpobHULTBa APl - OTNUMmIsauii
BAKUUHA (1 po3a) y IHK. CLWA; Mepk an eTanis NMpPoLecy 04nCTKv Bipycy naninomu nioguHm (HPV) Ha
NPOTU BIPYCY chnakoHax Ne 480 LWapn i Joym BMPOGHMUMX AinbHuusx West Point, PA, building 60A ta Sonewall
nAnIoMn ab6o y nonepeaHL0 B.B., Elkton, VA, building 89: Bunyck Bipyconogi6Hux yactok (VLP),
NOANHN (TUMIB | HanoBHeHMX Higepnangn ocamxeHHs Ta ouncTka VLP mMikpodinbTpauieto Ta KaTioHo-0O6MiHHO
6, 11, 16, 18) wnpuuax Ne 100 XpomaTtorpadieto, OUMLLEHHS XpomaTorpadieto Ha rigpokcuanaTuTi,
KBAOPUBANEHT BiHOB/IEHHSA Ta XiMmiyHe 3WwmnTTa VLP, 3amiHa 6ydepy, cTtepuniszytoya
HA dinbTpauis
PEKOMBIHAHTH
A, IN BULK
30. rNILEPUH cynosuTopii no AT Pocilicbka AT "Hunxdpapm" Pociiicbka BHECEHHS 3MiH [0 peecTpavjiiiHix maTtepianis: 3miHu | Tuny - 3miHa 6e3 peyenma UA/12810/01/02
2,111 Ne 10 (5x2) y | "Hwxdpapm"” Pepnepadi depnepaui HalilMeHyBaHHs Ta/abo MicLle3Hax04KeHHS BUPOGHMKa rOTOBOr0
6nictepax a A niKapcbKoro 3acoby, BKIOUauM MicLie NpoBefeHHS KOHTPOSIO
AKOCTI(BMPOBHUYA [ibHULA BUNYCKY cepil) (3MiHa HalilMeHyBaHHsA Ta
NpUBELEHHS MiCLLe3HaXOMKEHHS BUPOOHMKA Y BiAMOBIAHICTb A0
BrcHOBKyY LLOA0 NiATBEPAKEHHS BiANOBIAHOCTI BUpobHULTBa /13
Bumoram GMP (Jepxnikcnyxba Ykpainu) (TepmiH BBEAEHHS 3MiH -
NPOTArom 6-Tv MiCALIB Micns 3aTBepKeHHs); 3MiHu | Tuny - 3MiHa
HalilMeHyBaHHs Ta/abo MicLle3Hax0MKEeHHS 3asiBHIKA (BNacHuKa
peecTpavuiiiHoro NoceigYeHHs) (3MiHa HallMeHyBaHHs Ta
MiCUE3HaxX0MKEHHA 3asBHMKA)
31. A3 KPAMENBbKA Kpanni opasibHi, MNIBA XopBaris TOB TeBa MonbLa BHECEHHS 3MiH [j0 peecTpaviiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom UA/14871/01/01
po3uurH 4000 XpBatcka OnepenwH3 AAMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BM NiKapCbKOro 3acoby
MO/mn no 10 mny 4.0.0. MonaHpg (3arBepmxeHo: MNnisiT) BBeAeHHA 3MiH NPOTAroMm 6-Tu MicALiB nics
hnakoHi- 3aTBepMKEHHS. 3MiHM | Tuny - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
KpanenbHuui, no 1 thapmakoHarnsgy (iHwi 3MiHK) - 3MiHa MapKyBaHHS! YNakoBOK Y
donakoHy- 3B'AA3Ky 3 BUIyYEHHSM iHhopMalLlil 3a3Ha4eHoi Ha POCIACbKiil MOBI
KpanesnbHuLi B (3anponoHoBaHO TEKCT MapKyBaHHSA YKPalHCbKOI0 MOBOI). BBeeHHS
Kopobu,i 3MiH NPOTAroM 6-TM MicALB NiC/1A 3aTBEPAKEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
32. OEKACAH® po34uH, 0,2 mr/mn, TOB "tOpis- Ykpaina TOB "tOpis- Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 peyenma UA/5364/01/01
no 50 mn a6o no dapm” Papm"” AAMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
100 mn, abo no NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
200 mn a6o no 400 niKkapcbKoro 3acoby, BKIOYaUM Ai/ibHULI BUNYCKY cepii abo micue
M B NJIALLKAX NpoBefieHHSA KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
CKNAHMX; No 50 mn BMPOGHMK/IMNOPTEp, BK/OYAUM BUMYCK Cepiid) - 3MiHa agpecun
a6o no 100 mn,a6o BMPOOHUKa, 6e3 3MiHW MicLs BUPOBHULITBA, 3MiHA HOpPUANYHOT aapecu
no 250 mn, a6o no Ha (hakTnyHe agpecy (NpuBedeHHs Y BiANOBIAHICTb A0 AOKYMEHTIB
500 mn, abo no BMPO6HWKa). BBEAEHHS 3MiH MpOTArom 6-Tv MicsALiB nicns
1000 mn, abo no 3aTBEPKEHHS.
2000 mn, a6o no
3000 mn, abo no
5000 mn B
KOHTEliHepax
noniMepHux; no 2
mn abo no 5 mn B
KOHTeliHepi
0fIHOA,030BOMY, MO
10 KoHTEliHepIB B
nauui 3 KapToHy
33. ANKNO®EHAK MOPOLLIOK NAT YkpaiHa AaprTi [iparc IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: - UA/5229/01/01
LIETUNAMIHY (cybeTaHuis) B "Ximdhapmsa Nimiten 3MiHK | TNy - 3MiHK 3 AkocTi. APL. KoHTposnb AP, 3miHa y
noABiNHNX BOZ, napameTpax cneuudikauii Ta/abo JOMYCTUMUX MEX, BUSHAYEHUX Y
nonieTuIeHoBMX "UepBoHa cneuudikayisx Ha A®l, abo BYXigHWI/MPOMIKHWIA NpoAyKT/peareHxT,
nakeTax gnsa 3ipKa" LLIO BUKOPUCTOBYIOTLCSA Y Npoueci BupobHuuTea A®P| (BUyYeHHsS
BMPOGHULITBA HEe3Ha4YHOro MoKasHuKa AKOCTI (HanpyKnag BUIYyYEeHHS 3acTapiiioro
HeCTepWIbHUX noKasHuKa); cynyTHS 3MiHa: 3MiHu 3 skocTi. A®l. KoHTponb A®I.
nikapcbknx oopm 3MiHa y MeTofax BunpobysaHHa APl abo BUXigHoOro
mMartepiany/npomikHOro NPOAYyKTy/peareHTy, W0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®I (iHWwi 3MiHM B MeToAax BUNPOGYBaHHSA
(BK/THOYAlOUM 3aMiHy ab0 [JONOBHEHHS) 1A peareHTy, Lo He
CNPUYUNHSE ICTOTHOTO BMNBY Ha AKiCTb ADI) - 3MiHK 3 aKkocTi. AdI.
Bupo6HMLTBO. 3MiHK B npoueci BUpobHMUTBa API (iHLWi 3MiHK)
34. AIAHE-35 TabneTku, BKPUTI Baviep HimewunH Baiiep ®apma HimeuyunH BHECEHHS 3MiH 10 peecTpaliiiHux maTepianis: 3a peyenmom UA/7893/01/01
060/10HKO0, MO 21 Papma Al a A, HimeyunHa; a 3MiHM | TUNY - 3MiHa nepiody NOBTOPHUX BUNpobyBaHb/nepioay

Tabnetui y 6nictepi
3 Ka/leHAapHo
LwKasnoto; no 1
6nictepy B
KapTOHHIl KopooLi

Baiiep Balimap
'm6X i Ko. KT,
HimeuunHa

36epiraHHA abo ymoB 36epiraHHs A®| - 3MiHa yMOB 36epiraHHs ans
Aitoyoi peyoBuHK LinnpoTepoHy aueTaTt (BBOASATLCA TeMMNepaTypHi
06MexeHHs An1s 36epiraHHsA Ta TPaHCNOPTYBaHHSA Ai040T PEYOBUHN);
3MiHM | TUNy - 3MiHa Nepiody NOBTOPHUX BUNpo6yBaHb/nepioay
36epiraHHsa abo ymoB 36epiraHHsa AP| - focnigkeHHs cTabinbHOCTI
(NoBTOpPHE TeCTyBaHHSA) CKOPOYYETbCS A0 9 MicAuiB
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35.

JNOKCULMKIH-
TEBA

Kancynu m'ski no
100 mr Ne 10
(10x1) y 6nictepax

patiochapm
M6X

HimeyunH
a

[o3sBsin Ha
BUMYCK Cepii:
Mepkne MM6X,
HimeyuunHa;
Brpo6HMLUTBO
Hepo3acoBaHoi
npoayKuir,
KOHTPO/b AKOCTI:
KataneHT
HimeuunHa
E6epbax Mmo6X,
HimeuunHa;
MepBuHHaA Ta
BTOPWHHA
ynakoBka,
KOHTPO/b AKOCTI:
Mepkne MM6X,
HimeyumHa

HimeyunH
a

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny -
AAMiHICTpaT1BHI 3MiHW. 3MiHa Ha3BW NiKapcbkoro 3acoby (BHecTn
3MiHM LLOA0 TOProBesbHOI Ha3Bu /13, Ak HacnifokK BiANOBIAHI 3MiHN B
TeKCTi MapkyBaHHs (6yno - JOKCUBEHE) (TepMiH BBEAEHHS 3MiH -
NpoTArom 6-Tn MiCALB NiCNs 3aTBEPAKEHHS)

3a peyenmom

UA/3033/01/02

36.

L OKCOPYBILVH

NOPOLLIOK AnS
pO34unHy Ans
iHpy3iiA Ta iH'eKujin
no 10 mry
onakoHax Ne 1

AkTasic rpyn
AT

IcnaHgis

CiHgaH ®apma
CP/1, PymyHis
AxTasic ITanis
C.n.A, Itania

PymyHis/
ITanisa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Trny: FoTOBWMIA
nikapcbkuii 3aci6. BupobHuyteo. 3amiHa abo BBEAEHHA [0AaTKOBOI
AiNbHULI BUPOBHMLTBA 419 YacTMHM abo BCbOro BUPOBHNYOro
npoLecy roToBoro Nikapcbkoro 3acoby (AiNbHULA 415 BTOPUHHOTO
nakyBaHHs1)(BBeAeHHs BUpobHuKa AkTaBic ITanis C.n.A., ITanis);
3MiHu | TURNY: FOTOBWMIA Nikapcbkuii 3aci6. Cuctema
ynakoBka/ykyrnopka. 3miHa hopMu abo po3mipy KoHTelHepa un
3aKynoproBasIbHOrO 3acoby (NepBUHHOI yNakoBkK) (CTEPUSIbHI
nikapcbki 3acobu) (BBeAeHHs fon. dunakoHiB no 10 M 3amicTb
3aTBEepMKEHNX (DNAKOHIB 8 M ANs A0AATKOBOIro BUPO6HMKA); 3MiHN |
Tuny: FoToBuiA Nnikapcbkuii 3acié. KOHTPOb roTOBOrO MiKapCbKOro
3acoby. 3miHa napameTpiB cneyudikaLiini Ta/abo fonyCTUMNX MeX
roTOBOrO JliKapCbKOro 3acoby (4ONOBHEHHS creuumaikalii HOBUM
NOKa3HMKOM 3 BiAMoBiAHM METOAOM BUMPOOYBaHHS)(BK/THOUEHHS
HOBOrO NokasHuka o cneuudikayii Ana CynpoBigHUX OMILLOK
«[lokcopy6ilumH aumep»); 3MiHu | TUny: FOTOBWIA Nikapcbkuii 3aci6.
Bupo6HMLTBO. 3MiHM BMNpoGyBaHb abo AOMYyCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisix, nig yac BUpo6GHMULTBA rOTOBOrO
NiKapcbkoro 3acoby (BUy4YeHHS HECYTTEBOrO BUNPOBYBaHHS)
(BnyveHHs nokasHuka "lgeHTudikalis meTunnaparigpokcnbeHsoaty”
B NpoLieci BUPOGHMLTBA A1 HOBOrO BUPOOHMKA); 3MiHu | Tvny:
[oTOBWIA Nikapcbkmii 3aci6. Bupo6bHMULTBO. 3MiHM BUNpo6yBaHb abo
L0NyCTUMMX MEX, BCTAHOB/IEHNX Y cneundikayisx, nig vac
BMPOGHMLITBA FOTOBOrO /1iKaPCbKOro 3acoby (BUyYeHHSI HECYTTEBOTO
BMNPOBYBaHHSA) (BUNYyYEHHA NokasHuka "laeHTudikadis
AoKcopy6iLuunHy" B npoueci BUpOGHMLTBA /19 HOBOTO BUPOGHWKA);
3MiHn | TURY: FOTOBWIA Nikapcbkuii 3aci6. BUpo6GHMLTBO. 3MiHM
BMNPO6YBaHb a60 A0NYCTUMUX MEX, BCTAHOB/IEHMX Y cneLmdikayisx,
nig Yac BUPOGHMLITBA FOTOBOTO MiKAPCLKOro 3acoby (BUIyYEeHHst

3a
peyenmom

UA/10273/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs

HecyTTeBOro BUNPOOYBaHHSA) (BUTYYEHHSA TECTY NPSIMOro NOTOKY
nepeg, nepLuvm i Apyrum pinbTpyBaHHSAM i 3aMiHATW Lieii TecT Ha
«TecT 6ynbballkm» nicns Apyroro inbTPyBaHHA TiSlbKv /15 HOBOTO
BMPOGHMKa); 3MiHu | Tuny: FoTOBMIA Nikapcbkuii 3aci6. BupobHULTBO.
3MiHu BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUPObHULITBA FOTOBOTO /iKapCbKOro 3acoby
(BUYYEHHA HECYTTEBOrO BUNPOBYBAHHS) (BU/TYYEHHS NMOKa3HMKa
"KinbkicHe BU3HaYeHHs AOKCOPYOILMHY" B npoueci BUpooHULTBA ANA
HOBOro BMPO6HUKa); 3MiHu | Tmny: FoToBMIA Nikapcbkuii 3aci6.
Brpo6HMLTBO. 3MiHM BUNPo6yBaHb abo A0MYyCTUMUX MEX,
BCTaHOBMEHNX Y cneuudikauisx, nig yac BUpo6HULTBA rOTOBOrO
NiKapcbKOro 3acoby (BMyYEHHSI HECYTTEBOTO BUMPOGYBaHHS)
(Buny4yeHHs nokasHuka "KinbkicHe BU3HaYEHHSA
mMeTuanaparigpokcnbeHsoaty” B npoLeci BUpobHMLTBA 4/15 HOBOrO
BMPO6HMKa); 3miHu | Tny: FoTOBMIA Nikapcbkuii 3aci6. BupobHuuTso.
3MiHM BUNPO6yBaHb abo AOMYCTUMMX MEX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUPOOGHULITBA FOTOBOTO NiKapCbKOro 3acoby
([,ONOBHEHHSI HOBOTO METOAY BUNPOOYBaHHS Ta JOMYyCTUMUX MEX)
(oofaBaHHA HoBOro metoay «Metoay 6ynbballku (3 NPOAYKTOM)»
015 BUNPOGYBaHHSA Ha LiniCHICTb hinbTpy nicna nepLuoro i gpyroro
hiNbTpyBaHHSA K anbTepHaTvBa A41a MmeTogy «MeTog 6ynbbalukm (3
BOZ0K0)» B NPOLECi BUPOOGHMLTBA A/19 HOBOTO BUPOGHMKA); 3MiHK |
TMNy: FOTOBMIA Nikapcbkunii 3aci6. BUpoGHMLTBO. 3MiHM y Npoueci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby (iHLWi 3MiHW) (Y 3B’A3KY 3
[0AaHHAM HOBOTO BUPOGHWMKA i NepeHeceHHsIM BUPOGHUYOro
npotecy, 6y/10 NPUAHATO PiLLEHHS] BHECTU HE3HAYHI 3MiHU Y
BMPOBHMUMIA NpoLEC 3 METOK BBEAEHHS HOBOrO 0611aHaHHS i
Bignosigatn Hopmam Ta npasuiaM BCTAHOB/IEHUM Ha BUPOGHULTBI Ta
y 3B’A3Ky 3 BBEZlEHHSIM HOBOro po3Mipy cepii); 3miHu | Tuny: 3miHun 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepil Ta KOHTPOIO AKOCTI
roToBOro MikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
AiNbHULI, Ha 5Kl 3AiCHIETLCA KOHTPO/IL/BUNPOBYBaHHSA cepil)
(JopaBaHHsA finbHULi AkTasic ITanis C.n. A., ITanis, Ha sikili
3AiiCHIOETLCA KOHTPO/L/BMNPOBYBaHHA cepii. 3MiHN BHECEHO LWOoA0
BMPOGHMKA Ha BTOPVIHHIN yrnakoBLi. MpoekT MapKyBaHHS ynakoBKu
Bignosigae sumoram po3sginy XVIII Mopsiaky npoBefeHHs ekcnepTusn
marepianis Ha nikapcbki 3acobu, Lo NoAalnTbCs Ha AepXasHy
peecTpauiio (MepepeecTpauis), a Takox ekcnepTn3n Marepianis npo
BHECEHHS 3MiH [0 peecTpaLiiiHuX MaTepiasliB NpoTarom aji
peecTpauiiiHoro NocBigYeHHs1, 3aTBEpPAKEHOr0 Hakazam MO3
Ykpainu Big 26.08.2005 Ne 426 (y pegakuii Hakazy MO3 Ykpainu Bif
04.01.2013 Ne 3); 3miHu Il Tuny: FoTOBUIA NiKapcbkuii 3aci6.
Bupo6HMLTBO. 3MiHM BUNpo6yBaHb abo AOMYyCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisix, nig yac BUpo6GHMLTBA rOTOBOrO
NikapcbKoro 3acoby (PO3LUMPEHHS 3aTBEPAKEHUX JONYCTUMUX MEX
[N151 NOKA3HWKIB, SIKi MOXYTb MaTW iCTOTHWIA BN/IMB Ha 3arajibHy siKicTb
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roTOBOro Nikapcbkoro 3acoby) (po3LWMpeHHs Mexi nokasHuka "Maca
HanoBHeHHs hnakoHa" B npoueci BUpoOHULTBA Ha eTani
HanoBHEHHS, Yepes3 Pi3HULI0 B EMKOCTI MaLUWH A1 HANOBHEHHS i
HamnoBHIOKYOI JTiHIT HOBOro BUPOGHWMKA); 3MiHK Il Tuny: FoToBMIA
nikapcbkuii 3aci6. BUpo6HULTBO. 3MiHa po3mipy cepii (BKktovatoun
Aiana3oH po3Mmipy cepii) roToBOro sikapcbkoro 3acoby (3MiHa
CTOCYETbCA BCIX iHLWINX NiKapCbKnX dOPM CYKYMNHOTro (KOMM/IEKCHOrO)
BMPOGHMYOTO npouecy) (a1 fofatkosoi AinsaHku 10 mr/dhnakoH
38,10 kr; 50 mr/cbnakoH 91,20 kr) (TepMiH BBEAEHHS 3MiH - NPOTArOM
6-Tn MicAUIB NicNsA 3aTBEPKEHHS);
3MiHu | Tvny: FOTOBWIA nikapcbkuii 3aci6. BUpobHWLUTBO. 3MiHK, WO
CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOIO AKOCTi FOTOBOrO /1iKapCbKOro
3acoby (3amiHa abo gofaBaHHS BUPOOHUKa, BiAMNOBIAaIbHOMO 3a
BUMNYCK Cepil) - BK/IOYA0UM KOHTPOIb/BUNPOOYBaHHS cepii(BBEAEHHS
BMpOG6HUMKa AkTasic ITanis C.n.A., Itania); 3minm Il Tvny: FoToBwMiA
nikapcbkunii 3aci6. BupobHuLTBOo. 3amiHa abo BBEAEHHS [0AaTKOBOI
AiNbHULI BUPOBHMLTBA 418 YacTUHM abo BCbOro BUPOBHNYOro
npoLiecy rotToBOro NikapCcbkoro 3acoby (AinbHMLSA, Ha ki
NpoBOAATLCA OYb-5Ki BUPOOHMYI CTafil, 38 BUHATKOM BUMYCKY Cepil,
NPOBeLEHHS KOHTPO/IHO AKOCTI Ta BTOPUHHOIO NakyBaHHS, A5
NikapcbKyx 3aco6iB 6i0/10riYHOro/iMyHOONYHOTO NOXOMAKEHHS)
( BBeAeHHs1 BUpobHMka AkTasic ITanis C.n.A., ITanis);

37.

AOKCOPYBILUVH

NOPOLLIOK A71SA
pO34nHy Ans
iHpy3iiA Ta iH'ekwuil
no 50 mry
chnakoHax Ne 1

AkTasic rpyn
AT

Icnangis

CiHgaH ®apma
CP/1, PymyHis
AkTasic ITania
C.n.A,, ITanis

PymyHis/
ITania

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tvny: FoToBWMiA
nikapcbkunii 3aci6. BupobHuytBo. 3amiHa abo BBeAEHHS f0AaTKOBOI
OiNbHULI BUPOGHMLTBA A1 YaCTUHM ab0 BCbOro BUPOBHUYOrO
npoLecy roToBOro Nikapcbkoro 3acoby (AiNbHMUA 415 BTOPUHHOTO
nakyBaHHs)(BBeAeHHS BUpo6HvKa AkTasic ITanisa C.n.A., ITanis);
3MiHu | TUNY: FOTOBWIA Nikapcbkuii 3aci6. Cuctema
ynakoBka/ykyrnopka. 3miHa popmu abo po3mipy KoHTelHepa un
3aKynoprBasIbLHOrO 3acoby (MepBUHHOT yNakoBkK) (CTEPUSbHI
nikapcbki 3acobu) (BBeAeHHs aon. hnakoHis no 10 M 3amicTb
3aTBepMKEeHNX hNakoHiB 8 M1 415 AOAATKOBOrO BUPOOHUKA); 3MiHU |
Tuny: FoToBWIA NiKapcbkuii 3aci6. KOHTPO/b rOTOBOrO JliKapCbKoro
3acoby. 3miHa napameTpiB cneyudikaliii Ta/abo fonyCTUMUX MEX
rOTOBOrO JliKapCbKOro 3acoby (4ONOBHEHHS cneumdikavii HOBUM
NOKa3HUKOM 3 BiAMoBiAHM METOAOM BUMPOOYBaHHS)(BK/THOUEHHS
HOBOro nokasHuka Ao cneuudikauii 4ns CynposigHUX AOMILLOK
«[lokcopyO6iumH gumep»); 3MiHu | Tuny: FOTOBWIA Nikapcbkunii 3aci6.
Bupo6HMLTBO. 3MiHM BUNpo6yBaHb abo AOMYCTUMUX MEX,
BCTaHOB/EHMX Y cneumdikayisx, nig yac BUpobHULTBA rOTOBOro
NiKapcbKoro 3acoby (BUy4YEeHHS HECYTTEBOTO BUNPOOYBaHHS)
(By4eHHs1 nokasHuka "lgeHTudikalis meTunnaparigpokcnbeHsoaty”
B MpoLeci BUpO6HMLTBA A/151 HOBOrO BUPOGHWMKA); 3MiHu | Tuny:
[oTOoBWIA Nikapcbkmit 3aci6. BupobHMLTBO. 3MiHM BUNpoGyBaHb abo
[ONYCTUMMX MEX, BCTAHOB/IEHUX y cneuudikalisx, nig yac
BMPOGHMLITBA FOTOBOrO /1iKapCbKOro 3acoby (BUyYeHHst HECYTTEBOTO
BMNPO6YBaHHSA) (BMYyYEHHS MokasHuKa "laeHTundikauis

3a
peyernmom

UA/10273/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs

[oKcopy6iLmnHY" B npoueci BUPOGHNLTBA [/19 HOBOTO BUPOGHWKA);
3MinHu | TUNY: FoToBMIA Nikapcbkuii 3aci6. BUPOGHMLTBO. 3MiHU
BMNpoGyBaHb abo AOMYCTVMUX MeX, BCTAHOB/IEHNX Y cneumdikauisx,
nifg, yac BUPOBGHULITBA rOTOBOTO NiKapCbKOro 3acoby (BUTyYEHHs
HecyTTEBOro BUNPoOyBaHHSA) (BUYYEHHS TECTY NPAMOro NOTOKY
nepeg nepLum i Apyrum inbTPyBaHHSAM i 3aMiHUTU Lieid TeCT Ha
«TecT 6ynbbalLkm» nicns Apyroro inbTPyBaHHA TiNlbKW /151 HOBOTO
BUPOGHMKA); 3MiHW | TUNY: FoTOoBUIA Nikapcbkuii 3aci6. BUpoGHULTBO.
3MiHM BUNpo6yBaHb abo AOMYCTUMMX MEX, BCTAHOB/IEHUX Y
crneundikauisx, nig yac BUPOOGHULTBA FOTOBOTO JTiKAPCLKOro 3acoby
(BWTyYEHHSI HECYTTEBOIO BUNPOOYBAHHS) (BUNYYEHHS NOKa3HMKa
"KinbkicHe BU3HaYeHHs AOKCOPYOILMHY" B npoueci BUpobHULTBaA ANA
HOBOro BMPOGHUKa); 3MiHu | Tuny: FoToBwMIA Nikapcbkuii 3aci6.
Bupo6HMLTBO. 3MiHW BUNpo6yBaHb abo A0MYyCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisix, nig yac BUpo6GHMLTBA rOTOBOrO
NiKapcbKoro 3acoby (BUyYEHHSI HECYTTEBOrO BUNPOGYBaHHS)
(BnyveHHs nokasHuka "KinbkicHe BU3HaYeHHs
mMeTuanaparigpokcnbeH3oarty" B npoueci BUpOGHNLTBA /15 HOBOTO
BMPOGHMKa); 3MiHu | Tuny: FoTOBMIA Nikapcbkuii 3aci6. BUpobHULTBO.
3MiHu BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUpobHULITBA FOTOBOTO /iKapCbKOro 3acoby
(A,ONOBHEHHSI HOBOTO METOAY BMNPOB6YBaHHS Ta AONYyCTUMUX MEX)
(mopasaHHA HoBOro MeTody «MeTogy 6ynbbatlku (3 NPOAYKTOM)»
ANA BUNPO6yBaHHSA Ha UiNICHICTb ibTPy NiCNsA NepLioro i 4pyroro
inbTpyBaHHA Ak anbTepHaTuBa ana metogy «Metog 6ynbbalukm (3
BOZ010)» B MPOLLECi BUPOGHMLITBA A1 HOBOTO BUPOOHMKA); 3MiHN |
Tvny: FOTOBMIA Nikapcbkuii 3aci6. BUpo6bHMLUTBO. 3MiHM y npoueci
BMPOGHMLITBA rOTOBOTO J1ikapCbKOro 3acoby (iHLWi 3MiHW) (Y 3B’A3Ky 3
[0AAHHAM HOBOroO BUPOBHWMKA | NepeHeceHHsIM BUPOBHUYOro
npotecy, 6y/10 NPUAHATO PILLEHHSI BHECTU HE3HAYHI 3MiHN Y
BUPOGHMUNIA NPOLLEC 3 METOH BBEAEHHSA HOBOro 06/1ajHaHHS i
BiANOBIAaTN HOpMaM Ta npaswiam BCTaHOB/IEHUM Ha BUPOOHULTBI Ta
y 3B’S13Ky 3 BBEZ,EHHSIM HOBOr0 po3Mipy cepii); 3miHu | Tuny: 3miHu 3
sKocCTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYITbLCS BUMYCKY Cepii Ta KOHTPO/IHO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo foAaBaHHS
[iNbHULI, Ha 5Kl 3AiCHIETLCA KOHTPO/L/BUNPOBYBaHHSA cepil)
(JopaBaHHsA finbHULi AkTasic ITanis C.n. A., ITanis, Ha sikili
3[iICHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii. 3MiHM BHECEHO 040
BMPOGHMKA Ha BTOPWHHIiA ynakoBL,i. MpoeKT MapKyBaHHA ynakoBKu
Bignosigae sumoram po3giny XVIII Mopagky npoBefeHHs ekcnepTusm
marepianis Ha nikapcbki 3acobu, Lo NoAalTbCA Ha AepXaBHYy
peecTpauito (nepepeecTpadis), a Takox ekcnepTvuan matepiasiis Nnpo
BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis NpoTarom fAji
peecTpaLiiHoro noceiA4YeHHs, 3aTBEPMKEHOro Hakazam MO3
Ykpainu Big 26.08.2005 Ne 426 (y pefakuii Hakazy MO3 YkpaiHu Bif

04.01.2013 Ne 3); 3minu |l Tuny: FoToBMIA Nikapcbkuii 3aci6.
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka
¢gopma,
YynakoBsKa)

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo
20
nocsi0YeHHs1

Bupo6HMLTBO. 3MiHM BUNPo6yBaHb abo A0MYCTUMUX MEX,
BCTaHOBMEHNX Y cneuudikauisx, nig yac BUpo6HULTBA rOTOBOIO
NikapcbKoro 3acoby (PO3LUMPEHHS 3aTBEPMKEHUX JONYCTUMUX MEX
N5 NOKA3HUKIB, sIKi MOXYTb MaTu iCTOTHWIA BN/IMB Ha 3arasibHy siKiCTb
roToOBOro MikapcbKoro 3acoby) (pPO3LWMpPEHHS MeXi NokasHuka "Maca
HanoBHEeHHS hnakoHa" B Mpoueci BUpobHULTBaA Ha eTani
HanoBHEHHS, Yepes3 Pi3HUL0 B EMKOCTI MalUWH A1 HANOBHEHHS i
HaMoBHIOKYOT MiHIT HOBOrO BUPOGHMKA); 3MiHK Il Tuny: TOTOBWIA
nikapcbknii 3aci6. BupobHuuTBo. 3MiHa po3mipy cepil (Bk/Iuatoum
nianasoH po3Mipy cepii) roToBoro slikapcbkoro 3acoby (3MiHa
CTOCYETLCA BCIiX iHLWMX NiKAPCbKNX hOPM CYKYNHOro (KOMMIEKCHOr0)
BMPOGHMYOrO npouecy) (4158 foaaTkoBoi AinsaHkn 10 mr/dhnakoH
38,10 kr; 50 mr/chnakoH 91,20 kr) (TepMiH BBEAEHHS 3MiH - NPOTAroM
6-TV MicALiB NiCNA 3aTBEPLYKEHHS);
3miHu | TUny: FOTOBWI Nikapcbkunii 3aci6. BUpobHULTBO. 3MiHW, WO
CTOCYITbCA BUMYCKY cepii Ta KOHTPONIO AKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo fgofasaHHA BUPOOHYMKA, BifNOBIAaIbHOTO 3a
BWMYCK Cepil) - BK/IOYAUM KOHTPOIb/BUNPOOYBaHHS cepii(BBEAEHHS
BMpOGHUKa AkTagic ITanis C.n.A., Itania); 3minu Il Tvny: FoToBWMiA
Nikapcbknii 3aci6. BupobHnuTBO. 3aMiHa abo BBeAEeHHS A0AaTKOBOT
AiNbHULI BUPOBHMLTBA 418 YacTMHM abo BCbOro BUPOBHNYOro
npoLiecy rotToBOro Nikapcbkoro 3acoby (AinbHMULA, Ha SKil
NpoBOAATLCS BYb-AKi BUPOGHUYI CTagii, 38 BUHATKOM BUMYCKY Cepii,
NPOBEfEeHHS KOHTPOJII0 AKOCTI Ta BTOPUHHOIO NakyBaHHSA, A1
nikapcbknx 3acobiB 6i0N10r4HOro/iMyHOIONYHOT0 NOXOKEHHS)

( BBeAeHHs BUpobHuKa AkTasic ITania C.n.A., Itanis);

38.

JOHOPMIN

TabneTkv wunyui
no 15 mr Ne 10, Ne
20 (10x2) y Ty6i y
Kopobui

YMNCA CAC

®paHLis

YMNCA CAC

PpaHLis

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3miHa
HalilMeHyBaHHs Ta/abo MiCLe3HaX04KEHHS BUPOGHMKA rOTOBOr0
NiKapcbKoro 3acoby, BK/IoUYauM MicLie NpoBeLEHHS KOHTPOSTHO

AKOCTI(BMPOGHMYA AiNbHULA BUMYCKY cepii) (3MiHa HaliMeHyBaHHs

BUpPO6HMKa /13 Ta NpuBefEeHHS MiCLLe3HAX0MKEHHS Y Bi4NOBIAHICTb

[0 BucHoBkiB, LW0AO0 NigTBEPAKEHHS BiANOBIAHOCTI BUpobHuyTBa /13
BrMoram GMP (Jepxnikcyxb6a Ykpainn), 3 nepenikom /13, 6e3 3miHu
Micusi BUPOOHULTBA. 3MIHW [0 IHCTPYKLUIT 418 MeANYHOro
3aCTOCyBaHHA y p. «BNpo6HMK» Ta AOMNOBHEHHS B IHCTPYKLT
iHchopmauieto LWoA0 NpeAcTaBHUKA 3asBHUKA B YkpaiHi (TepMmiH
BBEJEHHS 3MiH - NPOTATOM 6-TW MICALIB NiC/A 3aTBEPAKEHHS); 3MiHN
Il Tvny - 3miHa 3asBHKKa (Nepefava npas iHLOMY 3asBHUKY)

6e3 peyenma

UA/7213/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
39. AOHOPMIN TabneTku, BKpUTI YIMNCA CAC PpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3miHa 6e3 peyenma UA/7213/02/01
060/10HKO10, M0 15 HallMeHyBaHHs Ta/abo MicLe3HaX04KEHHS BUPOGHMKA rOTOBOMO
mr Ne 10, Ne 30 y NikapCcbKoro 3acoby, BK/IKOYa0UN MiCLe NPOBEAEHHA KOHTPOSI0
Ty6i AKOCTI(BMPOGHMYA AiNbHULA BUNYCKY cepii) (3MiHa HaliMeHyBaHHs
BMPOGHMKa 13 Ta NpMBEeAEHHA MiCLLe3HAXOMKEHHS Y BiAMNOBIAHICTb
[0 BucHoBKiB, W00 MiATBEPAKEHHS BiANOBIAHOCTI BUpobHuuTea /13
BuMoram GMP (Jepxikcnyx6a Ykpainu), 3 nepenikom /13, 6e3 3MiHu
MicLA BUPOBHMLTBA. 3MiHM A0 IHCTPYKLUIT 418 MegnyHoro
3aCTOCYBaHHA Y p. «BUPOGHMK» Ta [ONOBHEHHS B iIHCTPYKLT
iHhopmawieto WoAo npefcTaBHUKa 3asBHYKA B YKpaiHi) (TepMiH
BBE/EHHS 3MiH - NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS); 3MiHU
Il TNy - 3miHa 3asBHMKA (Nepegaya Npas iHLOMY 3asBHUKY)
40. AYCNATANIH® Kancynm AGGOTT HigepnaH MaiinaH PpaHuis BHECEHHS 3MiH [J0 peecTpaLiiiHi x matepianis: 3MiHu | Tuny - 3a peyenmom UA/8813/02/01
MPOJIOHroBaHoI A, Xenckea on Na6opaTopi3 AfMiHICTpaTMBHI 3MiHKN. 3MiHa HallMeHyBaHHA Ta/abo agpecu Micus
TBepai no 200 wr, MpopakTc CAC NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
no 10 kancyny B.B. niKapcbKoro 3acoby, BKIOYaUM Ai/ibHULI BUNYCKY cepii abo micue
6nicTepi; no 3 NpoBefEeHHSA KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy Bignosigae
6nictepy B BMPOGHMK/iIMNOpTEp, BK/OYaoUM BUMYCK cepiid) (3MiHa
KapTOHHI Kopo6Lyj; HaliMeHyBaHHs1 BUpo6HUKa /13, 6e3 3MiHN MicLA BUPOGHNLTBA)
no 15 kancyny (TepmiH BBELEHHS 3MiH - NPOTAroM 6-T1 MicALiB nicns
6nicTepi; no 1, 2, 3aTBEPIKEHHS)
abo 4 6nictepu B
KapTOHHI/ Kopobui
41. E30/IOHI®-20 TabneTku, BKpUTI OpraHocvH IHais EBepTomxeH IHais BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a peyenmom | UA/11328/01/01
nNiBKOBOIO Naiidp Naiigp CaeHcus 3MiHKM | TUNY - BBEAEHHA ab0 3MiHV [0 y3araslbHEHNX AaHUX Mpo
060n10HkKot0, No 20 CaeHcus Niviten cuctemy chapmakoHarnsgy (BKIHOHaUM KOHTaKTHI faHi) Ta/abo 3miHu
Mmr Ne 7 (7x1), Ne Met. N14,. y pO3MiLLleHHI MacTep-haiina cuctemy hapmMmakoHarnsay
14 (7x2) y
6nictepax y
Kopo6ui
42, E30J/IOHI®-20 TabneTku, BKPUTI OpraHocuH IHAis EBepTomkeH IHAis BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: - UA/11329/01/01
NAiBKOBOIO Naiidp Naiidp CaeHcms 3MiHM | TUNY - BBEAEHHSA ab0 3MiHM [0 y3araslbHEHNX AaHUX MPo
o060n0oHkoto, no 20 CaeHcuns Nimiten cucTemMy chapmakoHarnsgy (BK1H0HaKUM KOHTaKTHI faHi) Ta/abo 3MiHK
mr in bulk Ne 2500 M. /114, Y pO3MiLLleHHI MacTep-halina cuctemu hapmakoHarnsgy
y naketaxy
KapPTOHHIi KOpoOLii
43. E30JIOHI®-20 TabneTku, BKpUTI OpraHocuH IHAi EBepTopxeH IHAi BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | Tuny - - UA/11329/01/01
MN/1iBKOBOIO Naiidp Naid CaeHcns AZMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu Micus
060/10HKO10, M0 20 CaeHcuns NimiTen NpoBapKeHHS Ais/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
mr, in bulk: no 2500 MeT. N14. NiKapcbKoro 3acoby, BKIOYaumM AifibHULI BUNYCKY cepii abo micue

y NOABIHNX
nakerax

NpoBefeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOpTEp, BK/OYaoUM BUMYCK Cepiid) - 3MiHa
HaliMeHyBaHHS BUPO6HWKa 13, 6e3 3MiHW MicLsi BUPOGHULITBA)
(TepM iH BBEAEHHSI 3MiH - MPOTArOM 3-X MicsILiB MiCNs1 3aTBEPAKEHHS)




64

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
44, E30/IOHI®-20 TabneTku, BKpUTI OpraHocvH IHAis EBepTomxeH IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom | UA/11328/01/01
N1iBKOBOIO Nalidp Naiidp CaeHems AAMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
o6onoHkoto, no 20 CaeHcus Nimiten NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
Mr, No 7 TabneTok MeT. N14,. niKkapcbKoro 3acoby, BKIOYaUM Ai/ibHULI BUNYCKY cepii abo micue
y 6nicTepi; no 1 NpoBefieHHSA KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
abo 2 6nictepu y BMPOGHMK/IMNOpPTEp, BK/OYa0UM BUMYCK CEpiid) - 3MiHa
KapTOHHIlA KopooLi HaliMeHyBaHHs1 BUpo6HUuKka /13, 6e3 3MiHN MicLA BUPOGHMLTBA)
(Tepm iH BBEAEHHA 3MiH - MPOTAroM 3-X MicsiliB Nicns 3aTBEPAKEHHS)
45, E30/IOHI®-40 TabneTku, BKpUTI OpraHocvH IHAjis EBepTOomKeH IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a peyenmom | UA/11328/01/02
NNiBKOBOO Naiidp Naiigp CaeHcus 3MiHuM | TUNY - BBELEHHA abo 3MiHW [0 y3araslbHEHNX AaHUX Mpo
060n0HkKot0, No 40 CaeHcus Nimiten cuctemy thapmakoHarnsgy (BKIHOHarUM KOHTaKTHI faHi) Ta/abo 3miHu
mr Ne 7 (7x1), Ne Met. NTa. y pO3MilLieHHI MacTep-haiina cuctemy hapmakoHarnsgy
14 (7x2) y
6nictepax y
Kopobui
46. E30/IOHI®-40 TabneTku, BKPUTI OpraHocvH IHais EBepTomkeH IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/11329/01/02
N1iBKOBOIO Naind Naid CaeHens 3MiHW | TUNY - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX npo
o6onoHkoto, no 40 CaeHcuns Nimiten cucTemy chapmakoHarnsgy (BK1H0HaKUM KOHTaKTHI faHi) Ta/abo 3MiHu
mr in bulk Ne 2500 MeT. N14,. Y pO3MilLleHHi MacTep-haiina cuctemu papmakoHarnsgy
y nakeTtax y
KaPTOHHIi KOpoOLii
47. E30J/IOHI®-40 TabneTku, BKPUTI OpraHocuH IHAis EBepTomkeH IHAis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | TUny - 3a peyenmom | UA/11328/01/02
NAiBKOBOIO Naiidp Naiidy CaeHcms AAMiHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs Ta/abo agpecy Micus
o6onoHkoto, no 40 CaeHcuns Nimiten NPOBaPKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
Mr, No 7 TabneTok MeT. N14,. NiKapcbKoro 3acoby, BKOUaUuM AiibHULI BUNYCKY cepii abo micle
y 6nicTepi; no 1 NpoBeAeHHS KOHTPOJIIO AKOCTI. (LisiNIbHICTb, 3a AKY Bignosigae
abo 2 6nictepu y BMPOGHMK/IMNOpTep, BK/OYaUM BUMYCK Cepiid) - 3MiHa
KapTOHHIlA KOpooLi HaliMeHyBaHHs1 BUPO6HUKa /13, 6e3 3MiHN MicLA BUPOGHNLTBA)
(TepM iH BBEAEHHSI 3MiH - MPOTArOM 3-X MicsILiB MiCNs1 3aTBEPAKEHHS)
48. E30/IOHI®-40 TabneTku, BKPUTI OpraHocvH IHais EBepTomxeH IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - - UA/11329/01/02
N1iBKOBOIO Nalidp Naiicp CaeHems AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus
obonoHkoto, no 40 CaeHcus Nimiten NPOBaPKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBoro
mr, in bulk: no 2500 MeT. N14,. niKkapcbKoro 3acoby, BKIOYaUM Ai/ibHULI BUNYCKY cepii abo micue
y NoABiliHNX NpoBefieHHSA KOHTPOJII0 AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
naketax BMPOGHMK/IMNOpPTEp, BK/OYaoUM BUMYCK CEpiid) - 3MiHa
HalilMeHyBaHHsi BUpo6HUuKa /13, 6e3 3MiHN MicLA BUPOGHMLTBA)
(Tepm iH BBEAEHHA 3MiH - MPOTAroM 3-X MicsiliB Nicns 3aTBEPAKEHHS)
49. EKC®DOPX TabneTku, BKpUTI HoBaprTic LBefiuapi | Hoaptic ®apma | LUBeiiuapi BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a peyenmom UA/8102/01/01
NNiBKOBOO dapma Al a LTelH AT, A/ lcnaxis 3MiHuM |l TUNY - 3MiHW 40 IHCTPYKUIT 415 MEAWYHOrO 3aCTOCYBaHHSA Y
060/10HKOI0, 5 LLseiuapis; po3ginu: "MpotunokasaHHs", "Cnocib 3acTocyBaHHA Ta go3un”,
mr/80 mr Ne 14 HoBaprTic "Mo6iuHi peakuyji”. BBegeHHA 3MiH NpoTAromM 3-x micsAuiB nicns
(14x1), Ne 28 dapmacbloTuka 3aTBepPOKEeHHSA
(14x2) y 6nictepax C.A,, IcnaHis
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs

50. EKC®POPX TabneTku, BKpUTI Hosapric LBeliuapi | Hoaptic ®apma | Lseiiuapi BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/8102/01/02

N1iBKOBOIO Papma Al A LTeliH AT, Al lcnaHis 3MiHW Il TNy - 3MiHW 40 IHCTPYKUIT A1 MEAMYHOTO 3aCTOCYBaHHA Y

ob6onoHkoto, 5 LLiBeiuapis; po3ginu: "MpotunokasaHHs", "Cnocibé 3acTocyBaHHA Ta Ao3un”,

Mr/160 mr Ne 14 Hosapric "Mo6iuHI peakuii”. BBegeHHs 3MiH npoTArom 3-x micauiB nicns

(14x1), Ne 28 PapmacbioTuka 3aTBepAKEeHHs

(14x2) y 6nictepax C.A., IcnaHisi
51. EKC®POPX TabneTku, BKPUTI Hosapric LBeiiuapi | Hoaptic ®apma | Lseiiuapi BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/8102/01/03

N1iBKOBOIO Papma Al A LTeiH AT, A/ lcnaHis 3MiHW Il TMny - 3MiHKW 40 IHCTPYKUiT A1 MEAMYHOTO 3aCTOCYBaHHSA y

obonoHkoto, 10 LliBeiiuapis; po3ginu: "MpoTunokasaHHs", "Cnocibé 3acTocyBaHHSA Ta fo3mn”,

Mr/160 mr Ne 14 Hosapric "Mo6iuHI peakuii”. BBegeHHs 3MiH npoTArom 3-x micauiB nicns

(14x1), Ne 28 PapmacbloTuka 3aTBepAKEeHHs

(14x2) y bnictepax C.A., IcnaHis
52. EKC®POPX H TabneTku, BKPUTI Hosapric LLiBeiiuapi BUPOBHULTBO, Lseiiyapi BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu Il TUny - 3MiHK 3a peyenmom | UA/12679/01/01

N1iBKOBOIO Papma Al a KOHTPONb AKOCTi, | A/ IcnaHis [0 IHCTPYKUiT ANA MeANYHOro 3acToCyBaHHS Y po3ginu:

060/10HKO0, N0 5 nakyBaHHs, "®apmakonoriyHi BnactusocTi”, "MpoTunokasaHHa", "B3aemopis 3

Mr/160 mr/25 mr Ne BMNYCK cepil: iHWMMKW NikapcbkMKU 3acobamMu Ta iHLWi BUAW B3aeMogii",

14 (14x1), Ne 28 HosapTic ®apma "Oco6mBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta

(14x2) y 6nictepax LTeiH AT, [o3n","Tob6ivHi peakuii”. BBeAgeHHs 3MiH NpoTArom 3-x micsauis

Lseiiyapis; nicnsa saTBepmKeHHsA
HosaprTic
dapmacboTrKa
C.A., IcnaHis;

KOHTPO/b AKOCTI:
PapmaHaniTika
CA, Weeiiyapis;
nakyBaHHs:
Onnaxk pyn AT,
Lseiiyapis;
Konadhapma AT,
LlBeiiuapis;
IBepc-Ni Al',
LLIseiiuapis
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
53. EKC®POPX H TabneTku, BKpUTI Hosapric LLiBeiiuapi BUPOBHULTBO, Lseiiuapi BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu Il TUny - 3MiHK 3a peyenmom | UA/12679/01/02
N1iBKOBOIO Papma Al A KOHTPONb AKOCTi, | £/ IcnaHis [0 IHCTPYKUIT 418 MeANYHOro 3acTOCyBaHHS Y po3ginu:
o6onoHkoto, no 10 nakyBaHHs1, "®apmakonoriyHi BnactusocTi", "lMpoTunokasaHHs", "B3aemogis 3
Mr/160 mr/25 mr Ne BMNYCK cepil: iHLWMMKM NikapcbkMKU 3acobamMu Ta iHLWi BUAW B3aeMogii",
14 (14x1), Ne 28 HosapTic ®apma "Oco6mBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
(14x2) y 6nictepax LTeiH AT, no3n","Tob6ivHi peakuii”. BBeAgeHHs 3MiH NpoTArom 3-x micsauis
LlBeiiuapis; nicns saTBepmKeHHs
HosaprTic
PapmacboTuka
C.A., IcnaHis;
KOHTPOb AKOCTI:
dapmaHaniTuka
CA, Weeiiyapis;
nakyBaHHs:
Onnak 'pyn AT,
LLBeiiuapis;
Konachapma AT,
LLiBeiuapis;
IBepc-Ni Al',
LLiBeliuapis
54. EKC®OPX H TabneTku, BKpUTI HoBaprTic LLiBefiuapi BMPOGHMLITBO, LBeiiuapi BHECEHHS 3MiH 40 peecTpaviiiHux MaTepiasis: 3MiHu |l TRy - 3MiHKn 3a peyenmom | UA/12679/01/03
NNiBKOBOO dapma Al a KOHTpONb fKkocTi, | A/ IcnaHis 00 IHCTPYKLT AN18 MeAMYHOro 3aCTOCYBaHHSA Yy po34inn:
060/10HKO0, N0 5 nakyBaHHs, "®apmakonoriyHi BnactusocTi", "lMpoTunokasaHHs", "B3aemogis 3
Mr/160 mr/12,5 mr BUMYCK Cepii: iHLWMMKN NiKapCbKMKU 3acobamu Ta iHLWi BUAn B3aeMogii",
Ne 14 (14x1), Ne 28 HosapTic ®apma "Oco6mBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
(14x2) y 6nictepax LTeiH AT, fo3n","To6iuHi peakuii”. BBeAgeHHA 3MiH NpoTArom 3-x micauis
LliBeiiuapis; nicnsA 3aTBepAKeHHA
Hosapric
PapmacboTuka
C.A., Icnanis;

KOHTPO/b SIKOCTI:
PapmaHaniTnka
CA, Weeiiyapis;
nakyBaHHs:
Onnak 'pyn AT,
LliBeiiuapis;
KoHadpapma AT,
LLseiuapis;
IBepc-/i AT,
LLIBeiiuapisi
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Ne

Hassa

®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
55. EKC®POPX H TabneTku, BKpUTI Hosapric LLiBeiiuapi BUPOBHULTBO, Lseiiuapi BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu Il TUny - 3MiHK 3a peyenmom | UA/12679/01/04
N1iBKOBOIO Papma Al A KOHTPONb AKOCTi, | £/ IcnaHis [0 IHCTPYKUIT 418 MeANYHOro 3acTOCyBaHHS Y po3ginu:
o6onoHkoto, no 10 nakyBaHHs1, "®apmakonoriyHi BnactusocTi", "lMpoTunokasaHHs", "B3aemogis 3
Mmr/160 mr/12,5 mr BMNYCK cepil: iHLWMMKM NikapcbkMKU 3acobamMu Ta iHLWi BUAW B3aeMogii",
Ne 14 (14x1), Ne 28 HosapTic ®apma "Oco6mBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
(14x2) y 6nictepax LTeiH AT, no3n","Tob6ivHi peakuii”. BBeAgeHHs 3MiH NpoTArom 3-x micsauis
LlBeiiuapis; nicns saTBepmKeHHs
HosaprTic
PapmacboTuka
C.A., IcnaHis;
KOHTPOb AKOCTI:
dapmaHaniTuka
CA, Weeiiyapis;
nakyBaHHs:
Onnak 'pyn AT,
LLBeiiuapis;
Konachapma AT,
LLiBeiuapis;
IBepc-Ni Al',
LLiBeliuapis
56. ENTOKOM® nocoiioH 0,1 % no Wepinr-Mnay | LBseliyapi Baiiep IHk Kanaga BHECEHHS 3MiH 40 peecTpauiiiHux matepiasis: 3MiHu | Tuny - 3a peyenmom UA/6293/03/01
30 My donakoHi- CeHTpan Ict a AnMiHiCTpaTMBHI 3MiHWU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu Micus
KpanenbHuui; no 1 Al NpoBaKEHHS AiS/IbHOCTI BUPOBOHMKa/imnopTepa roToBoro
chnakoHy y nNiKapcbKoro 3acoby, BKOYaKUM AiNbHNLi BUNYCKyY cepii abo micue
KapTOHHIlA KOpooLi NpoBeAeHHA KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOpPTEp, BK/IOYa0UM BUMYCK CEPIiA) - 3MiHa
HaliMeHyBaHHA Ta NPUBELEHHA MiCLie3HaxoMKeHHs BUpobHuKa M3
0,0 BUCHOBKY LI0AO0 NiATBEPKEHHS BiANOBIAHOCTI BUPOGHULTBA
nNikapcbKyx 3aco6iB BUMOraMm HanexHoi BUpobHnYoi npaktukn (GMP),
BMAaHOro [lepxxaBHo C/yX6010 YKpaiHu 3 nikapcbkux 3acobis, 3
nepenikom J13. BBeeHHS 3MiH NpoTAroM 3-x MicsiliB nicns
3aTBEPMKEHHS. 3MiHM | TUNy - AOMIHICTPaTUBHI 3MiHWU. BunyueHHs
BMPOGHMYOT AinbHNL (BKIHOYAKUM AinbHNL Ans ADI, TpOMiXHOro
NpoAyKTY abo roToBOro NiKapcbkoro 3acoby, AinbHUL AN
NpoBefeHHS NaKyBaHHA, BUPOOHYKa, BifNOBIAaIbHOIO 3a BUMYCK
cepiid, MmicLe NpoBefeHHsI KOHTPOSIO cepii) abo nocTavanbHuKa
BMXIZHOrO MaTepiany, peareHTy abo fOMNOMDKHOI PEYOBUHM (AKLLO
3a3HaYeHo y A0CLE) - BUTYUYEHHS albTEPHATUBHOIO BUPOGHMKA
roTOBOrO Jlikapcbkoro 3acoby - LepiHr-Mnay C.A., IcnaHisi. BBegeHHs
3MiH NpoTAroM 3-x MicsilLiB Nicnsi 3aTBepKEHHS
57. EMETOH po3unH Ans iH'ekuii | TOB "HIKO" Ykpaina TOB "HIKO", Ykpaina/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepianis: 3miHun | Tuny - 3miin 3 | 3a peyenmom | UA/13447/01/01
2 mr/mn, no 2 mn YKkpaiHa; Ipeuis aKocTi. FoToBwWIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
a6o no 4 mn B HeposdacosaHu BBEJEHHS A04AaTKOBOI AifIbHULi BUPOOHMLTBA 4151 YacTuHM abo
amnyni, no 5, 20 1 NpoayKT, BCbOr0 BMPOBHMYOrO NPOLECY FOTOBOTO J1iKAPCbKOro 3acoby
abo 50 amnyny nepBuHHA (minbHMUSA, Ha AKil NpoBOAATLCA GyAb-AKi BAPOOHUYI cTagii, 3a
nauui 3 KapToHy ynakoBka, BUHATKOM BUMYCKY Cepii, KOHTPO/IIO AKOCTi Ta BTOPUHHOIO NakyBaHHS
BTOpPWHHA AN CTepuIbHUX NiKapCbKu1X 3aco6iB (BKOYaOUM BUPOGAEHi
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
ynakoBKa, acenTUYHUM METOAOM), KPiM /liKapCbKUX 3ac06iB
KOHTPO/b: 6i010r4YHOro/iMyHOONYHOTO NOXOMKEHHS) (BBEAEHHS [0AaTKOBOI
LOEMO CA OinbHWLI BUpo6HMUTBa /13, Ha AKili 34ICHIOETLCSA BUPOOGHMLTBO
®APMACBHOTIK Hepo3(hacoBaHOro NPOAYKTY, NEPBUHHA Ta BTOPUHHA YyNaKoBKa:
AN IHOACTPI, OEMO CA ®APMACBIOTIKAN IHOACTPI, Mpeuist). CynyTHS 3MiHa -
Ipeuis 3MiHM 3 sKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHWLTBI.

3amiHa abo BBefleHHA [0AaTKOBOI Ai/IbHULI BUPOBHULTBA A1
YyacTuHM ab0 BCbOro BUPOBHUYOrO NPOLLECY FOTOBOIO NiKapCbKoro
3aco6y (AiNbHWLA AN BTOPUHHOTO NakyBaHHSA); 3MiHu | Tuny - 3MiHu
3 AKOCTi. F0TOBUIA NiKapcbkuid 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYITbCS BUMYCKY Cepii Ta KOHTPO/IHO AKOCTI
rOTOBOrO Jlikapcbkoro 3acoby (3amiHa abo foAaBaHHS AiNbHULI, Ha
AKil 34IACHIOETLCSA KOHTPO/Ib/BUNPOOYBaHHSA cepii) (BBEAEHHS
[04aTKOBOT AiNbHULI 4718 NPOBEAEHHS KOHTPO/0/BUNPOBYBaHHSA
cepii FN3: AEMO CA ®APMACBIOTIKAN IHOACTPI, IMpewis); 3miHu
| TNy - 3MiHW 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTposib
roTOBOrO JliKapcbKoro 3acoby. 3mMiHa napameTpiB cneuudikaLliii
Ta/abo foMyCTMMUX MEX roTOBOrO JliKapCbKOro 3acoby (BUTyUYeHHs
He3Ha4yHOro nokasHuka (Hanpukiag, 3acTapinoro NokasHUka, Takoro
AK 3anax Ta cMak, abo igeHTudikauis 6apBHUKIB U CMaKoBUX
[06aBok) (BunyueHHs 3 MKA 13 TecTy «[liporeHus, 3a HasiBHOCTI
nokasHuka skocTi «bakTepiasibHi eHA0TOKCMHU» APY 2.6.14. CynyTHA
3MiHa - 3MiHK 3 SIKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax BUNpobyBaHHsA
roToOBOro Nikapcbkoro 3acoby (He3HayHa 3MiHa y 3aTBepKeHnX
mMeToAax BUNpoGyBaHHSA); 3MiHW | TUNY - 3MiHK 3 AKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KOHTPO/b rOTOBOrO Jlikapcbkoro 3acoby. 3miHa y
MeToAax BUNPOo6YyBaHHS roTOBOrO J1ikapCbKoro 3acoby (HesHayHa
3MiHa y 3aTBEpKEHNX MeTofax BUNpobyBaHHs) (
3MiHM y MeTogi BunpobyBaHHsA /13 3a nokasHukoMm «Jomilika Bx» (y
NPUroTyBaHHi PO34MHY NOPIBHAHHSA (&) BUAaneHo nocunaHHs Ha PC3
Ta [ONOBHEHO nocunaHHA Ha EP CRS); 3a nokasHukom "CynpoBigHi
OOMiLKM" yTOYHEeHO Ha3By cTaHaapTy BP CRS; fonoBHeHo
nocunaHHsa Ha EP CRS, yToYHeHO Ha3BYy KOMOHKM Ta pyxoMol thasu,
BiIHOCHE CTaHAapTHe BiAXWIEHHS BUKNAAEHO 3rigHo 3 Nn. 2.2.46 dY
"MpuaatHictb cuctemun”); 3miHn | Tuny - 3miHK 3 AKkocTi. [oTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa po3mipy cepii
(BKIHOYAKOUM Aiana3oH po3mipy cepil) roTOBOrO JlikapCbKOro 3acoby
(36inblueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAXEHUM PO3MiPOM)
(36inbLLEHHA po3Mipy cepii /13, NOPIBHAHO i3 3aTBEpMKEHNM, AN1A
HOBOT AiNbHuLi BUpo6bHuyTBa JEMO CA PAPMACBIOTIKAN
IHOACTPI, peuis - 300 n (3aTBepmxeHo ana TOB «HIKO» 150 n);
3MiHn | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BKItoYatoumn gianasoH posmipy
cepii) roToBOro Nikapcbkoro 3acoby (3mMeHweHHsA Ao 10 pasis)
(3MeHLLEeHHSA po3Mipy cepii /13, NOPIBHAHO i3 3aTBEpAXXEHUM, A5
HOBOT AiNbHuLi BUpobHuuTBa JEMO CA PAPMACBIOTIKAN
IHAACTPI, 'peuis - 300 1 (3aTBepmKeHo ans TOB «HIKO» 350 n
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Ne

Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
58. EHANANPUN Tabnetku, no 10 mr MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux aTepianis: 3miHu | Tuny - FoToBUIA 3a UA/8867/01/01
Ne 20 (10x2) y "Kvismegnpe "KviBmegnpenap nikapcbkuii 3aci6. KOHTPOb roToBOro Nikapcbkoro 3acoby. 3mMiHa peyenmom
6nicTepax B navuj napat" at"

napameTpiB cneuudikauii Ta/abo JoNyCTUMMX MEX rOTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHW). BBeAeHHSA 3MiH NpOTArom 6-1u
micsiLiB nicns 3aTBepakeHHs. CynyTHSA 3MiHa. - FOTOBMIA Nnikapcbkuii
3aci6. KoHTposb roToBoro nikapcbkoro 3acoby. 3MiHa y meTogax
BMNPO6YBaHHA roTOBOro NiKapcbKoro 3acoby (iHLi 3MiHM y MeTofax
BMNpobyBaHb (BKOYaoUM 3aMiHy abo AONOBHEHHS). 3MiHa
napameTpiB cneuudikauii Ta meToaiB BUNpobyBaHHs /13 y 3B A3Ky 3i
3MIHOI0 Y CKMaji AOMOMDKHUX PevyoBuMH 3a p. "Onuc", p.
"laeHTudpikauia" 3amiHa dhopmyntoBaHHs, p. "CepegHsa maca”, p.
"OfHOpIgHICTb A030BaHMX oauHuub"(4PY,2.2.29 ), MeTog npsMoro
BU3HauYeHHsi, BEPX)- 3miHa B npo6onigroToBsL, 3MiHa YMOB
XpomatorpacdyBaHHs; NpuaaTHOCTI XpomartorpadiiHoi cuctemu; B
po3paxyHKoBii chopmyri; p. "CynpoBigHi Aomilwkun”, (MeToq
BEPX,0®Y,2.2.29) 3miHa B npo6oniAroToBLi, 3MiHa YMOB
XpomatorpacdyBaHHs, BBEEHHS pO3paxyHKoOBOI hopmynu; p.
"Po3unHeHHs" 3amiHa meTogy (MeTog BEPX (A4dY,2.9.29), 3miHa B
npo6oniaroTosLi, 3MiHa yMOB XpoMaTorpadyBaHHs, 3MiHa B
po3paxyHKoBili hopmyni; MprBeaeHHs p. "MikpobionoriyHa unctoTa”
[0 BUMOT gito4oro BugaHHa APY p. "KinbkicHe BU3HAYEHH:A" 3MiHa B
MeToauui metogom BEPX (Y 2.2.29) 3miHa B npo6oniaroTosLyj,
3MiHa YMOB xpomaTorpacdpyBaHHs; 3MiHa B po3paxyHKoBili chopmyni.
3minu | TUNY - FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
ynakoBka/ykynopka. 3miHa y NepBrHHIli ynakoBLji roTOBOro
NiKapCcbKOro 3acoby (SIKICHWIA Ta KiNbKiCHWI cknag) - TBepai Nikapcbki
dopmu
3MiHa nniBkM 6nicTepa. 3MiHa MaTepiany NepBUHHOIO NakyBaHHS
(3miHa nniBku 6nicTepa) y 3B8'A3KY 3 NPUBEAEHHAM Y BiAMNOBIAHICTL [0
pedchepeHTHOro /13 PeHiTek, TabneTku no 10 mr a6o 20 mr,
BMPOGHMLUTBA Mepk LWapn i [Joym Ta Ha OCHOBI AaHKX
thapMaLeBTUYHOI PO3PO6KM LLO0 6ap EPHUX BNACTMBOCTEN
NepBMHHOIO NakyBaHHs. BBeAeHHS 3MiH NpOTArom 6-Tu MicsuiB nicns
3aTBEPAKEHHS
3MiHu | TUNYy - FOTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb. 3MiHa Yy
TepMiHax NpuaaTHocTi abo ymoBax 36epiraHHs roToBOro /ikapcbKoro
3aco06y: (3MEHLLEeHHS TepMiHy NpuAAaTHOCTI FOTOBOrO NiKapCbKoro
3acoby:) - 4N TOProBeibHOI YNakoBKu (3aTBEPAKEHO: 3 POKM,
3anponoHoBaHo: 1 pik). Takoxk 3MiHM B iIHCTPYKLiT 4719 MeANYHOro
3acTocyBaHHA Y p.«TepMiH NpuAAaTHOCTI». BBeAEHHS 3MiH NPOTSArom
6-TW micAUiB nicnsa 3aTBepmAXeHHs. 3MiHn Il Tuny - FoToBwWiA
nikapcbkuii 3aci6. Onuc Ta ckiag. 3miHa y cknagi (oNoMiKHMX
peyoBUHaX) roTOBOro NiKapcbKoro 3acoby (iHLWi 4ONOMDKHI pevyoBUHN)
- 3MiHa, fKa NiATBEPKYETbCA JOCIHKEHHAMY 3 €KBIBASIEHTHOCTI -
3MiHa AOMOMDKHMX PEYOBMHAX. 3MiHa JOMOMIKHUX PEeYOBUHAX Y
3B 513Ky 3 NPUBEAEHHSAM Y BiANOBIAHICTL A0 pedepeHTHoro /13
PeHiTek, Tabnetkn no 10 mr a6o 20 mr, BupobHuLUTBa Mepk Lapn i
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka
¢gopma,
YynakoBsKa)

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo
20
nocsi0YeHHs1

59.

EHANANPUN

Joym , 3 MeTO NosmMnLIeHHs SKoCTi J13.9K HacNiA0K YTOUHEHHS
nikapcbkopi opmu.

TakoX 3MiHW B IHCTPYKLIT 4715 MEANYHOrO 3aCTOCYyBaHHSA Y p.
«Cknag». BBefieHHS 3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPAXKEHHS.
3MiHn |l Tuny - FOTOBWMIA Nikapcbkuii 3aci6. BUpo6HULTBO. 3MiHW Y
npoLieci BUPOGHMLITBA FOTOBOrO /iKapCbKOro 3acoby (3miHa y npoueci
BMPOGHMLITBA, fKa MOXe MaTu iCTOTHUIA BNIMB Ha AKICTb, 6e3neky Ta
ehekTVBHICTb NikapCcbKoro 3acoby) - 3MiHW y BUpOOHMLTBI. 3MiHa B
TEXHOM0rNYHOMY NpOoLeCi BUPOBGHMLITBA — 3aMiHa MeToay NPSMOro
npecyBaHHA Ha MEeTOZ, BOIOTOI rpaHynsaLii y 38 A3Ky 3i 3MiHOO cknagy
nikapcbkoro 3acoby. BBefeHHs 3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPAKEHHS

Tabnetku, no 20 mr
Ne 20 (10x2) y
6nictepax B nauuj

MNAT
"Kuismegnpe
napar”

Ykpaina

MNAT
"Kuismegnpenap
ar"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiinHux atepianis: 3miHu | Tuny - FoToBUi
nikapcbkuii 3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX FOTOBOr0
nikapcbkoro 3acoby (iHLWwi 3MiHN). BBeAEHHSA 3MiH NPOTArOM 6-TK
MicsaUiB Mmicnsa 3aTBepXeHHs. CynyTHS 3MiHa. - [OTOBWIA flikapCbKuii
3aci6. KoHTposib roToBOro nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHS FOTOBOTO JIIKAPCHLKOro 3acoby (iHLWi 3MiHK y MeToAax
BMNpoOYyBaHb (BK/OYaoUM 3aMiHy ab0o AOMOBHEHHS). 3MiHa
napameTpiB cneuudikalii Ta MeToiB BUNpo6yBaHHs 13 y 3B 53Ky 3i
3MIHOI0 Y ck1adi AONOMDKHMX PEeYoBUH 3a p. "Onuc”, p.
"laeHTudpikauia" 3amiHa doopmyntoBaHHs, p. "CepegHs maca”, p.
"OfHOPIHICTb f030BaHMX oAvHUUBL"(APY,2.2.29 ), MeToA NPSIMOro
BM3HayeHHs, BEPX)- 3miHa B npo6oniaroTosLj, 3MiHa yMOB
XpomaTtorpadyBaHHs; NpuaaTHOCTI XpoMaTtorpadivyHoi cuctemu; B
po3paxyHKOoBii chopmyri; p. "CynpoBigHi fAomilukun”, (MeTon
BEPX,0®Y,2.2.29) 3miHa B npob0oniAroTosL,, 3MiHa yMOB
XpomaTorpadlyBaHHsi, BBE,EHHS PO3paxyHKOBOI hopmynu; p.
"Po3unHeHHs" 3amiHa meToay (MeToa BEPX (4$Y,2.9.29), 3miHa B
npo6oniaroTosL, 3MiHa yMOB XpoMaTtorpadyBaHHs, 3MiHa B
po3paxyHKoBiii chopmyni; MprneeaeHHs p. "MikpobionoriyHa uictoTta”
[0 BUMOT fjtoyoro BugaHHA AdY p. "KinbkicHe BU3HaYeHHs" 3MiHa B
meToauui metogom BEPX (A®Y 2.2.29) 3miHa B npo6oniaroTosLyj,
3MiHa YMOB xpomaTorpadyyBaHHs; 3MiHa B pO3paxyHKoBili hopmyi.
3miHu | TUNY - FoToBWMIA Nikapcbkuii 3aci6. CucteMa
ynakoBka/ykynopka. 3miHa y NepB1HHIli ynakoBLji roTOBOr0
nikapcbKoro 3acoby (SKiCHWI Ta KinbKicHUIA cknan) - TBepai Nikapcbki
copmun
3MiHa nniBku 6rictepa. 3miHa maTepiasly NepBUHHOIO NakyBaHHS
(3miHa nniBku 6nicTepa) y 3B'A3Ky 3 MPVYBEAEHHAM Y BiAMOBIAHICTb A0
pecepeHTHOro /13 PeHiTek, Tabnetkn no 10 mr a6o 20 wmr,
BMpO6HMLUTBa Mepk LWapn i [lJoym Ta Ha OCHOBI AaHnXx
hapmaLeBTMYHOI po3po0bKK LLIOAO 6ap EpHUX B1acTUBOCTEN
NepBUHHOIO NakyBaHHA. BBeeHHS 3MiH NPOTAroM 6-Tu MicAuiB nics
3aTBEPLKEHHS

3a
peyerimom

UA/8867/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
3miHu | TUny - FoToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y
TepmiHax npuaaTHOCTI abo ymoBax 36epiraHHs rOTOBOro NiKapcbKoro
3aco6y: (3MeHLLUeHHS TeEPMiHY NPUAATHOCTI FOTOBOrO NiKapCbKOoro
3acoby:) - AN TOProBesIbHOI YNakoBKW (3aTBep)KEHO: 3 poku,
3anponoHoBaHo: 1 pik). Takox 3miHW B iIHCTPYKLIT 4718 MeAnYHOro
3acTocyBaHHA Y p.«TepMiH NpuaaTHOCTI». BBEAEHHS 3MiH NPOTArom
6-T MicALIB Mic/1A 3aTBepAXEHHS. 3MiHu || Tuny - FoToBMIA
nikapcbkuii 3aci6. Onuc Ta cknag,. 3miHa y cknagi (4OoNoMiKHUX
peyoBMHax) roTOBOrO JliKapcbkoro 3acoby (iHLWi AOMOMiXKHI pevoBUHN)
- 3MiHa, fKa NiATBEpMKYETLCA AOCIMKEHHAMN 3 €KBIBA/IEHTHOCTI -
3MiHa AONOMDKHMX PeqyoBUHAX. 3MiHa AOMNOMDKHUX PevyoBUHaxX y
3B A3KY 3 NMPUBEAEHHAM Y Bi4NOBIgHICTb A0 pechepeHTHOro /13
PeHitek, Tabnetkn no 10 mr a6o 20 mr, BUpo6HMLUTBa Mepk LLapn i
[loym , 3 METOI0 NOAMMNLWEHHSA AKOCTI J13.9K HACNifOK YTOYHEHHS
nikapcbkopi dopmu.
TakoX 3MiHW B IHCTPYKLT 415 MEAMYHOro 3aCTOCyBaHHS Y p.
«Cknagy». BBefieHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
3MiHu Il Tuny - FOTOBWMIA Nikapcbkuii 3aci6. BUpo6HULTBO. 3MiHK Y
npoueci BUpoGHULITBA rOTOBOTO flikapCbKoro 3acoby (3miHa y npoueci
BMPOGHMLITBA, AKa MOXe MaTtu iCTOTHUIA BAIMB Ha AKICTb, 6e3neky Ta
eeKTUBHICTb NikapcbKoro 3acoby) - 3MiHM y BUPOGHULITBI. 3MiHa B
TEXHONOrYHOMY NpoLieci BUPO6HMLITBA — 3aMiHa MeToAy NPsMOro
npecyBaHHs Ha MEeTOZ, BOSIOTOi rpaHyisLii y 3B A3Ky 3i 3MiHO cknagy
niKkapcbkoro 3acoby. BeegeHHs 3MiH NpoTAroM 6-tu micAuis nicns
3aTBEPKEHHS
60. EHBPEN NIO | MOPOLLIOK ANs Mdpaiizep CLWA BepuHrep HimeuyunH BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a peyenmom | UA/13012/01/01
ENBREL® LYO pPO34unHy Ana Eiiy.Ci.Mi. IHrenbxaim a/ BUNPABNEHHS TEXHIYHOT NOMU/KM B TEKCTI MapKyBaHHS BTOPUHHOI
iH'ekwin no 25 Mry KopnopeiwH dapma N'v6X & Ipnangis yMakoBKM Ta CTUKepPY B po3dini «HaimeHyBaHHA Ta
chnakoHi Ne 4y Ko. KT, MiCLie3HaxXoKeHHS1 BUPO6HMKa Ta/abo 3asBHMKa», a came
KOMMNeKTi 3 HimeyunHa; Baet [ofaBaHHs iHopmauii Woao agpecy MicLLe3HaXoMKEHHSI BUPOOHMKa
PO34nHHMKOM (1 PapmaceyTvKas
MJT) Y nonepeaHbo ¢, Benuka
HarnoBHeHOMY BpuTaHis; Betep
wnpuui Ne 4 Ta Papma-
CTEPUNBLHUM depTuryHr rmoXx
KOMMEKTOM A/18 & Ko KT,
iH'eKUin y HimeuumnHa;
n1acTMKoBOMY Mdpaiizep IpneHg,
KOHTeliHepi dapmaceyTukan

¢, lpnaHgis
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
61. EHTEPOCTE/Ib Kancynu no 0,32 r MpAT "EO® Ykpaina BMNYCK cepil, Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 peyenma UA/4415/03/01
EKCTPAKANC Ne 14 (7x2), Ne 28 "KPEOMA- KOHTPO/b AKOCTI: 3MiHM Il Tvny - 3amiHa mkepena ofepxaHHs AONOMiIXKXHOT PevyOBUHN
(7x4) y bnictepax PAPM" MpAT "EO® abo peakTuBy, L0 CTAHOBUTbL pU3UK Nepeadi 36yaHukie [E (3amiHa
"KPEOMA- ab0 [ofaBaHHA PeyoBUHMU, LLO CTAHOBUTb PU3NK Nepeaadi 36y HUKIB
PAPM", I'E, abo 3amiHa peyoBUHY, LLIO CTAHOBUTL PU3MK Nepeaadi 306yaHuKIB
YkpaiHa; I'E, Ha iHLY peyoBUHY, WO CTAHOBWTL pM3NK Nnepegadvi 36yaHukis I'E,
BUPOBHULTBO, Ans skoi Hemae ME-cepTudikaTa BignoBigHOCTI EBpoNeChKii
yrnakoBkKa, dhapmakonei) - fogaBaHHA HOBOro asibTEPHATUBHOIO BUPOOHMKA
MapKyBaHHA: TBEPAOT XenaTtnHoBOI Kancyn
TOB
"AcTpachapm”,
YkpaiHa
62. EYTUPOKC TabneTtky no 25 Mkr Mepk KlraA HimeyunH Mepk KlraA HimeyunH BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/8388/01/01
Ne 50 (25x2), Ne a a 3MiHW Il TMny - 3MiHKW 40 IHCTPYKUiT A1 MEAMYHOTO 3aCTOCYBaHHA y
100 (25x4) y po3ginu: "dapmakoTepaneBTnyHa rpyna” (yTOYHEHHS Ha3BU
6nictepax B BignoBigHO A0 knacudikatopa chapmrpyn i kogis ATX BOO3),
KapTOHHI Kopoobui "®apmakonoriyHi BnactmeocTi”, "B3aeMogis 3 iHLLINMUN NiKapCbKMm
3acobamu Ta iHLWi BUAy B3aemogiin”, "OcobmMBOCTi 3acTocyBaHHS",
"34aTHICTb BNAMBATU Ha LWUBUAKICTL peakuii Npy KkepyBaHHi
aBTOTPaHCNOPTOM abo iHWMMY MexaHismamun”, "Cnocio
3acTocyBaHHs Ta fo3n", "lMepeno3yBaHHs". BBeA€HHS 3MiH
npoTArom 3-X MicAiLiB nicnsa 3aTBepKeHHsA
63. EYTUPOKC Tabnetkn no 50 mkr Mepk KlraA HimeuunH Mepk KlaA HimeyunH BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyernmom UA/8388/01/02
Ne 50 (25x2), Ne a a 3MiHUW Il TUNY - 3MiHW 4,0 IHCTPYKUIT 415 MEAUYHOIO 3aCTOCYBaHHSA Y
100 (25x4) y po3ginu: "®apmakoTepaneBTUYHa rpyna” (YTOYHEHHS Ha3Bu
6nictepax B BiANOBIAHO A0 knacudikaTtopa capmrpyn i kogis ATX BOO3),
KapTOHHIA Kopoo6Li "apmMakosiorivyHi BNactmuBocTi", "B3aeMogis 3 iHWMMUW NiKapCbKUMMn
3aco6amMu Ta iHLWi BUAY B3aemogiit”, "OcobmMBOCTi 3acToCyBaHHS",
"3AaTHICTb BNAMBATY Ha LWBWAKICTb peakLii Npu KepyBaHHi
aBTOTpaHCNOPTOM abo iHWMMK MexaHismamun”, "Cnocio
3acTocyBaHHA Ta go3un”, "Mepefo3yBaHHA". BBegeHHsA 3MiH
npotsarom 3-x MicsiliB NicnsA 3aTBepAKEHHSA
64. EYTUPOKC TabneTkv No 75 Mkr Mepk KlraA HimeyunH Mepk KlraA HimeyuunH BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyernmom UA/8388/01/03
Ne 50 (25x2), Ne a a 3MiHW Il TMNY - 3MiHKX [0 IHCTPYKUIT A1 MEAMYHOro 3aCTOCYBaHHA y

100 (25x4) y
6nicTepax B
KapTOHHi KOpO6L

po3ginu: "®apmakorepaneBTUYHa rpyna” (yTOYHEHHS1 Ha3BU
BignoBigHO A0 knacudikaropa capmrpyn i kogis ATX BOO3),
"®apmakonoriyHi BnactmeocTi”, "B3aeMofis 3 iHLLXMUN NiKapCbK1MM
3acob6amm Ta iHWi Buan B3aemogiin”, "OcobaMBOCTi 3aCTOCyBaHHS",
"34aTHICTb BNAMBATU Ha LWBUAKICTb peakuil Npy KepyBaHHi
aBTOTpaHCNoOpPTOM abo iHWMMK MexaHismamun”, "Cnocio
3acTocyBaHHA Ta gosun”, "Mepeno3yBaHHA". BBegeHHs1 3MiH
npoTArom 3-x MicAuiB nNicna 3aTBepakKeHHs
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
65. EYTUPOKC Tabnetku no 100 Mepk KlraA HimeyunH Mepk KlraA HimeyuunH BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/8388/01/04
MKr Ne 50 (25x2), a a 3MiHW Il TNy - 3MiHW 40 IHCTPYKUIT A1 MEAMYHOTO 3aCTOCYBaHHA Y
Ne 100 (25x4) y po3ginu: "dapmakoTepaneBTnyHa rpyna” (yTOYHEHHS Ha3BU
6nictepax B BignoBigHO A0 knacudikartopa capmrpyn i kogis ATX BOO3),
KapTOHHIA KOpO6L "®apmakonoriyHi BnactmeocTi”, "B3aeMogis 3 iHLNMUN NiKapCbKMm
3acobamMu Ta iHWi BUAY B3aemogiin”, "OcobamMBOCTi 3acToCyBaHHS",
"3[aTHICTb BNAMBATU Ha LWBUAKICTb peakuil Npy KepyBaHHi
aBTOTpaHCNOpPTOM abo iHWMMY MexaHismamun", "Cnocio
3acTocyBaHHs Ta go3n", "lMepeno3yBaHHs". BBeAeHHS 3MiH
npoTArom 3-X MicsiLiB nicnsa saTBepKeHHsA
66. EYTUPOKC Tabnetkn no 125 Mepk KraA HimeyunH Mepk KlraA HimeyunH BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/8388/01/05
MKr Ne 50 (25x2), a a 3MiHW Il TMRy - 3MiHKM 40 IHCTPYKUIT A1 MEAMYHOrO 3aCTOCYBaHHSA y
Ne 100 (25x4) y po3ginu: "®apmakoTepaneBTUYHa rpyna” (YTOYHEHHS Ha3Bu
6nictepax B BiANOBIAHO A0 knacudikaTtopa capmrpyn i kogis ATX BOO3),
KapTOHHIA Kopoo6Li "apmakonoriyHi BnactmBocTi”, "B3aeMogis 3 iHLLIMMUW NiKapCbKMM
3aco6amMu Ta iHLWi BUAY B3aemogiit”, "OcobmMBOCTi 3acToCyBaHHS",
"3[aTHICTb BNAMBATY Ha LWBWAKICTb PeakLii Npu KepyBaHHi
aBTOTPaHCNOPTOM abo iHWMMK MexaHismamun”, "Cnocio
3acTocyBaHHA Ta go3un”, "Mepeno3yBaHHA". BBegeHHsA 3MiH
npoTarom 3-x MicsiliB NicnA 3aTBepAKEHHSA
67. EYTUPOKC Tabnetku no 150 Mepk KlraA HimeyunH Mepk KlraA HimeyunH BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a peyernmom UA/8388/01/06
MKr Ne 50 (25x2), a a 3MiHuM |l TUNY - 3MiHW 40 IHCTPYKUIT ANS MEAWYHOrO 3aCTOCYBaHHS Y
Ne 100 (25x4) y po3ginu: "dapmakoTepaneBTUYHa rpyna” (YTOYHEHHS Ha3BuU
6nictepax B BifnoBigHO A0 knacudikaropa apmrpyn i kogis ATX BOO3),
KapTOHHIlA KopooLi "apmakonorivyHi BnactuBocTi", "B3aeMogis 3 iHLIMMUW NiKapCbKUMun
3acob6amm Ta iHWi Buan B3aemogiin”, "OcobaMBOCTi 3acTOCyBaHHS",
"34aTHICTb BNAMBATU Ha LWBUAKICTb peakuil Npy KepyBaHHi
aBTOTPaHCMOPTOM abo iHWMMKN MexaHidmamu', "Cnocié
3acTocyBaHHs Ta fo3un", "MNepenosyBaHHs". BBegeHHNA 3MiH
npoTArom 3-x MicsAuiB nNicna 3aTBepaKeHHs
68. E®EPANTAH TabneTky Wwmnydi YTCA CAC PpaHuis YTICA CAC PdpaHuis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3miHa 6e3 peyenma UA/5237/01/01

no 500 mr Ne 16
(4x4) y cTtpunax

HaliMeHyBaHHS Ta/abo MicLe3HaxXoAKeHHs1 BUPOOHMKA rOTOBOrO
NikapcbKoro 3acoby, BK/IKOYa0UM MicLe NPOBeAeHHA KOHTPOSI0
AKOCTI(BMPOBHMYA AiNbHULA BUNYCKY cepil) (3MiHa HaliMeHyBaHHS
BUPO6HMKa /13 Ta NpUBEAEHHS MiCLLe3HAX0MKEHHS Y BigNOBIAHICTb
[0 B1cHOBKIB, L1100 MiATBEPAKEHHS BiANOBIAHOCTI BUpo6bHuLTBa /13
sumoram GMP (Jepxnikcnyx6a YKkpainn), 3 nepenikom /13, 6e3 3miHu
Micusi BUPOOHULTBA. 3MiHM [0 IHCTPYKLiT 415 MeanYHOoro
3aCTOCYBaHHSA Y p. «BUPOGHMK» Ta [ONOBHEHHS B iIHCTPYKLT
iHchopmaviieto LWoAo NpefcTaBHUKa 3asBHUKA B YKpaiHi (TepmiH
BBEAEHHS 3MiH - MPOTATOM 6-TW MICAL,B NiC/1A 3aTBEPMAKEHHS); 3MiHN
| TNy - 3miHK Woao 6e3neku/ehekTMBHOCTI Ta dhapmakoHarnsagy
(iHwWi 3miHK) (3amiHa rpadiyHOro 306paxeHHs ynakoBKN Ha TEKCT
MapKyBaHHs /19 NEPBUHHOI Ta BTOPUHHOT ynakoBku) (TepmiH
BBEEHHS 3MiH - NPOTATOM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS); 3MiHN
Il Tvny - 3miHa 3asBHKKa (Nepefada npas iHLLOMY 3asBHUKY)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
69. E®EPA/TTAH pO34MH opasibHuii 3 YIMNCA CAC PpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3miHa 6e3 peyenma UA/5237/02/01
% no 90 mny HallMeHyBaHHs Ta/abo MicLe3HaX04KEHHS BUPOGHMKA rOTOBOMO
dhnakoHax Ne 1y NikapCcbKoro 3acoby, BK/IKOYa0UN MiCLe NPOBEAEHHA KOHTPOSI0
KOMNEKTi 3 AKOCTI(BMPOGHMYA AiNbHULA BUNYCKY cepii) (3MiHa HaliMeHyBaHHs
MipHOIO JTOXKOIO Y BMPOGHMKa 13 Ta NpMBEeAEHHA MiCLLe3HAXOMKEHHS Y BiAMNOBIAHICTb
KapTOHHI KopoobLi [0 BucHoBKiB, W00 MiATBEPAKEHHS BiANOBIAHOCTI BUpobHuuTea /13
BuMoram GMP (Jepxikcnyx6a Ykpainu), 3 nepenikom /13, 6e3 3MiHu
MicLA BUPOBHMLTBA. 3MiHM A0 IHCTPYKLUIT 418 MegnyHoro
3aCTOCYBaHHA Y p. «BUPOGHMK» Ta [ONOBHEHHS B iIHCTPYKLT
iHhopmawieto WoAo npefcTaBHUKa 3asBHYKA B YKpaiHi) (TepMiH
BBE/EHHS 3MiH - NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS); 3MiHU
| TNy - 3miHK Woao 6e3neku/ehekTMBHOCTI Ta dhapmakoHariagy
(iHWi 3miHM) (3amiHa rpadiyHoro 306paXkeHHs yNnakoBkM Ha TEKCT
MapKyBaHHS A1 NEPBUHHOI Ta BTOPUHHOT ynakoBku) (TepMiH
BBEEHHS 3MiH - MPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPMKEHHS); 3MiHN
Il TNy - 3miHa 3asBHMKa (Nepejaya npas iHWOMY 3aABHUKY)
70. EBPO®DACT Kancynm €8Bpo Benvka MapkcaHc IHais BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 peyenma UA/14043/01/01
XenaTvHOBI M'sKi Naiidokep BpuTtaHis dapma N1ITa BMMpPaB/IEHHS TEXHIYHUX MOMUOK Y po3gini Cneundpikauis
no 200 mr Ne 10 nra, «3a/IMLLKOBI KiSIbKOCTi OpraHiYH1X po34MHHUKIB. 130MponinoBuii
(10x1), Ne 20 cnupT» B METoAax KOHTPOJIO SKOCTI
(10x2) y bnicTepax
71. EBPO®DACT Kancynm €8Bpo Benuka MapkcaHc IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/14044/01/01
XenaTvHoBI M'sKi Naiidokep BpuTtaHis Papma /114 BUMpPaBEHHS TEXHIYHUX NOMUNOK Y po3gini Cneuwndikauis
no 200 wmr in bulk nrp, «3a/IMLLKOBI KifIbKOCTi OpraHiYH1X po34MHHYKIB. 130MponinoBuii
Ne 1000 y 6aHkax CMPT» B METOAaX KOHTPOJIHO AKOCTI
72. EBPO®DACT Kancynm €8Bpo Benvka MapkcaHc IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 peyenma UA/14043/01/02
XenaTtuHoBI M'SKi Naiidokep BputaHis dapwma /14, BUNPAaB/IEHHS TEXHIYHUX NOMWUIOK Y po3aini Cneumdikauis
no 400 mr Ne 10 nrtp, IHais «3aNLLKOBI KiNIbKOCTi OpraHiyHMX po34nHHUKIB. I30nponinosuii
(10x1), Ne 20 CMMpPT» B MeTogax KOHTPOSIIO SIKOCTi
(10x2) y 6nicTepax
73. EBPO®DACT Kancynm €8Bpo Benuka MapkcaHc IHais BUNPAB/IEHHS TEXHIYHMX NOMWUAOK Y po3aini Cneumdikayis - UA/14044/01/02
XenaTvHOBI M'AKi Naiidokep BpuTtaHis dapma N1 «3a/IMLLKOBI KifIbKOCTi OpraHiyH1X po34MHHWKIB. 130Mponinosuii
no 400 wmr in bulk nrp, CMpT» B MeToZax KOHTPOJIHO AKOCTI
Ne 1000 y 6aHkax
74. 3ENTON Tabnetkn no 200 CaH IHgis CaH IHais BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a peyenmom UA/4870/01/01
mr no 10 TabneTok dapmacbloTi dapmMacbloTuKas 3MiHK | TUNY - BBEAEHHA ab0 3MiHU A0 y3arasibHeHWX AaHUX Npo
y cTpuni; no 10 Kaun IHpacTpi3 174, cuctemy thapmakoHarnsgy (BKIHOHaUM KOHTaKTHI faHi) Ta/abo 3miHu
cTpuniB y IHpacTpi3 y PO3MilLieHHI MacTep-haiina cuctemy papmakoHarnsgy
KapTOHHIA ynakoBsL,i n1a.
75. 30BIPAKC™ Tabnetkn no 200 nakcoCmitK Benvka [nakco Bennkom Icnanis/ BHECEHHS 3MiH O peecTpauiiHux maTepianis: 3a peyenmom UA/8281/03/01
mr Ne 25 (5x5) y NARH BputaHis C.A., IcnaHis; Monbwa 3MiHW Il TUNY - 3MiHW 4,0 IHCTPYKUIT 415 MEAUYHOIO 3aCTOCYBaHHSA Y
6nictepax B Ekcnopt nakyBaHHs Ta po3ainu: "OcobnmBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
KapTOHHI KopoobLi Nimiten BUMYCK Cepii: [o3n", "3actocyBaHHs y nepio BariTHOCTi abo rogyBaHHS rpyaaH”,
nakcoCwmiTKnsi "Mo6iuHi peakuyii”, "B3aemogis 3 iHLUIMMM flikapCbkumn 3acobamm Ta
H iHWi BMAW B3aemogiii". BBefAeHHA 3MiH NpoTarom 3-x micsAuis
PapmacboTnKas nicnA 3saTBepAKeHHA

3 C.A., Nonbuwa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
76. 30TEK®-200 TabneTku, BKpUTI OpraHocvH IHAis OonTimyc IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/11502/01/01
N1iBKOBOIO Nalidp [xeHepikc 3MiHW | TUNY - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX npo
o60onoHkot, no 200 CaeHcus Nimiten cucTemy chapmakoHarnisgy (BK1H0HaKUM KOHTaKTHI faHi) Ta/abo 3miHu
mr in bulk: no 2500 MeT. N14,. Y pO3MilLleHHI MacTep-haiina cuctemu hapmakoHarnsay
Tabnetok y
NoABIiNHMX NakeTax
3 hosibrn
nonieTnneHoBol y
KapPTOHHI KOpooLii
77. 30TEK®-200 TabneTku, BKPUTI OpraHocvH IHais OonTimyc IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom | UA/11501/01/01
N1iBKOBOIO Naind [bxeHepikc 3MiHW | TUNY - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX npo
o060n10HkKot, no 200 CaeHcus Nimiten cucTemy chapmakoHarnisgy (BK1H0HaKUM KOHTaKTHI faHi) Ta/abo 3MiHu
Mr rno 10 TabneTok MeT. N14,. Y pO3MilLleHHI MacTep-halina cuctemu hapmakoHarnsay
y 6nicTepi; no 1
abo 10 6nicTepiB y
KapTOHHI/ KOopooLi
78. 30TEK®-200 TabneTku, BKpUTI OpraHocvH IHAis EBepTopxeH IHAis BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | Tuny - - UA/11502/01/01
NNiBKOBOIO Naiidp Naiig CaeHcus AZMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHsA Ta/abo agpecy Micus
060/10HKO10, N0 200 CaeHcuns Nimiten NpoBaPKEHHS AisIbHOCTI BUPOBOHUKa/iMnopTepa roToBoro
mr in bulk: no 2500 Met. N14. NiKapcbKoro 3acoby, BKOUAUM Ai/bHULI BUNYCKY cepii abo micue
Tabnetok y NpoBeAeHHA KOHTPOJIIO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
noABiiHMX nakeTax BMPOGHMK/IMNOPTEpP, BK/OYaOUM BUMYCK Cepiid) - 3MiHa
3 chonbru HaliMeHyBaHHs BUPO6HUuka /13, 6e3 3MiHN MicLA BUPOGHMLTBA)
nosnieTneHoBol y (TepM iH BBEAEHHS 3MiH - MPOTArOM 3-X MiCALIB MiCNSA 3aTBEPA)KEHHS)
KapTOHHI/ KopooLi
79. 30TEK®-200 TabneTkn, BKPUTI OpraHocvH IHgis EBepTogxeH IHgis BHECEHHS 3MiH 40 peecTpauiliHnx maTtepiasiis: 3miHn | Tuny - 3a peyenmom | UA/11501/01/01
NNiBKOBOO Naiidp Naiigp CaeHcus AAMiHiCTpaTMBHI 3MiHKN. 3MiHa HaliMeHyBaHHs Ta/abo agpecy Micus
060/10HKO10, N0 200 CaeHcu3 Nimiten NpoBaKeHHS AiSIbHOCTI BUPOBOHUKa/iMnopTepa roToBoro
Mr no 10 TabneTok Mer. N14,. NiKapcbKoro 3acoby, BK/OUauM Ai/lbHULi BUNYCKY cepii abo micue
y 6nicTepi; no 1 NpoBeAEeHHA KOHTPOJIK0 AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
abo 10 6nicTepiB y BMPOGHMK/IMNOPTEp, BKIOYAOUM BUMYCK CEPIid) - 3MiHa
KapTOHHI KOpoOLyi HaliMeHyBaHHS BUPOGHWMKa /13, 6e3 3MiHM MicLst BUPOOHMLTBA)
(Tepm iH BBEAIEHHS 3MiH - NPOTAroM 3-X MIiCsLB MiCNsA 3aTBEPMKEHHS)
80. 30TEK®-300 TabneTku, BKpUTI OpraHocuH IHAi ontimyc IHAi BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: - UA/11502/01/02
MN/1iBKOBOIO Naidp [xeHepikc 3MiHM | TUMY - BBEAEHHS 260 3MiHW A0 y3arasibHEHUX AaHuX Mpo
060/10HKO10, No 300 CaeHcuns Nimiten cuctemy hapmakoHarnsagy (BKoUyaum KOHTakTHI faHi) Ta/abo 3MiHu
Mr in bulk: no 2500 Met. NTA,. y po3MiLLeHHi MacTep-ghaiina cuctemu hapmakoHarnagy

Tabnetok y
noABiliHMX nakeTax
3 chonbru
nonieTuneHoBoi y
KapTOHHI Kopoo6Li
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
81. 30TEK®-300 TabneTku, BKpUTI OpraHocvH IHAis OonTimyc IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom | UA/11501/01/02
N1iBKOBOIO Nalidp [xeHepikc 3MiHW | TUNY - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX npo
o6onoHkoto, no 300 CaeHcus Nimiten cucTemy chapmakoHarnisgy (BK1H0HaKUM KOHTaKTHI faHi) Ta/abo 3miHu
Mr rno 10 TabneTok MeT. N14,. Y pO3MilLleHHI MacTep-haiina cuctemu hapmakoHarnsay
y 6nicTepi; no 1
abo 10 6nicTepiB y
KapTOHHIlA KopooLi
82. 30TEK®-300 TabneTku, BKpUTI OpraHocuH IHAiA EBepTopxeH IHAis BHECEHHS 3MiH 0 peecTpaviiHux matepiasnis: 3MiHu | Tuny - - UA/11502/01/02
N/1iBKOBOIO Naiidp Naidg CaeHcus AAMiHIiCTpaTMBHI 3MiHKN. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu Micus
060/10HKO10, N0 300 CaeHcuns Nimiten NpoBaPKEHHS AiS/IbHOCTI BUPOBOHUKa/iMnopTepa roToBoro
mr in bulk: no 2500 MeT. N14. NiKapcbKoro 3acoby, BKOYAUM Ai/bHULI BUNYCKY cepii abo micue
Tabnetok y npoBefeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a AKy Bignosigae
noABiHMX nakeTax BMPOGHMK/IMNOpPTEp, BK/OYaOUM BUMYCK CEpiid) - 3MiHa
3 honbru HalilMeHyBaHHs BUPO6HUKa /13, 6e3 3MiHN MicLA BUPOGHMLTBA)
nonieTuneHoBoi y (Tepm iH BBEAEHHSA 3MiH - MPOTAroM 3-X MiCALiB NiCNs 3aTBEPAXKEHHS)
KapTOHHI/ KOopooLi
83. 30TEK®-300 TabneTku, BKpUTI OpraHocvH IHAis EBepTopxeH IHAis BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | Tuny - 3a peyenmom | UA/11501/01/02
NNiBKOBOIO Naiidp Naiig CaeHcus AZMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHsA Ta/abo agpecy Micus
060/10HKO10, Mo 300 CaeHcuns Nimiten NpoBaPKEHHS AiSIbHOCTI BUPOBOHUKa/iMnopTepa roToBoro
Mr no 10 TabneTok Met. N14. NiKapcbKoro 3acoby, BKOUAUM Ai/bHULI BUNYCKY cepii abo micue
y 6nicTepi; no 1 NpoBeAeHHA KOHTPOJIIO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
a6o 10 6nicTepiB y BMPOGHMK/IMNOPTEpP, BK/OYaOUM BUMYCK Cepiid) - 3MiHa
KapTOHHI KOpooLyi HaliMeHyBaHHS BUPOGHMKa /13, 6e3 3MiHM MicLs BUPOGHMLITBA)
(Tepm iH BBEAIEHHS 3MiH - NPOTAroM 3-X MIiCALIB MiCNsA 3aTBEPMKEHHS)
84. 30TEK®-400 TabneTku, BKpUTI OpraHocuH IHAis ontimyc IHAis BHECEHHS 3MiH 10 peecTpaljiiiHux maTepianis: - UA/11502/01/03
NAiBKOBOIO Naiidp [bxeHepikc 3MiHM | TUNY - BBEAEHHSA ab0 3MiHM [0 y3araslbHEHNX AaHUX MPO
060n0HkKot, no 400 CaeHcuns Nimiten cucTemy chapmakoHarnsgy (BK1HHYaKUM KOHTaKTHI faHi) Ta/abo 3MiHK
Mr in bulk: no 2500 Mer. N14. y po3miLLeHHi MacTep-ghaiina cuctemu hapmakoHarnagy
TabneTtok y
noABiiHMX nakeTax
3 chonbru
noslieTueHoBol y
KapPTOHHIi KOpoOLii
85. 30TEK®-400 TabneTku, BKPUTI OpraHocuH IHais OnTimyc IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/11501/01/03
MN/1iBKOBOIO Naidp [xeHepikc 3MiHM | TUMY - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX Mpo
060/10HKO10, N0 400 CaeHcuns Nimiten cuctemy hapmakoHarnsagy (BKoUyaum KOHTakTHI faHi) Ta/abo 3MiHu
Mr no 10 TabneTok MeT. N14. Y po3MiLLleHHI MacTep-haiina cuctemu papmMakoHarnsgy

y 6nicTepi; no 1
a6o 10 6nicTepiB y
KapTOHHI KOpo6Li
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
86. 30TEK®-400 TabneTku, BKpUTI OpraHocvH IHAis EBepTomxeH IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom | UA/11501/01/03
N1iBKOBOIO Nalidp Naiidp CaeHems AAMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
o6onoHkoto, no 400 CaeHcus Nimiten NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
Mr rno 10 TabneTok MeT. N14,. niKkapcbKoro 3acoby, BKIOYaUM Ai/ibHULI BUNYCKY cepii abo micue
y 6nicTepi; no 1 NpoBefieHHSA KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
abo 10 6nicTepiB y BMPOGHMK/IMNOpPTEp, BK/OYa0UM BUMYCK CEpiid) - 3MiHa
KapTOHHIlA KopooLi HaliMeHyBaHHs1 BUpo6HUuKka /13, 6e3 3MiHN MicLA BUPOGHMLTBA)
(Tepm iH BBEAEHHA 3MiH - MPOTAroM 3-X MicsiliB Nicns 3aTBEPAKEHHS)
87. 30TEK®-400 TabneTku, BKpUTI OpraHocvH IHAjis EBepTOomKeH IHAis BHECEHHS 3MiH 40 peecTpayiiiHux maTepiasis: 3MiHu | Tuny - - UA/11502/01/03
NNiBKOBOO Naiidp Naiigp CaeHcus AnMiHiCTpaTMBHI 3MiHKU. 3MiHa HaliMeHyBaHHs Ta/abo agpecu Micus
060/10HKO10, Mo 400 CaeHcuns Nimiteq NpoBaKEHHS AiS/IbHOCTI BUPOBHMKa/imMnopTepa roToBoro
mr in bulk: no 2500 Met. NTa. nNiKapcbKoro 3acoby, BKIOYaKUM AiNbHNLi BUNYCKY cepii abo micue
Tabnetok y nNpoBeAeHH KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKY Bignosigae
NoABINHMX NakeTax BUPOGHMK/IMNOPTEP, BKIOYAKYMN BUMYCK CEPIiA) - 3MiHa
3 chonbrn HalimeHyBaHHs BUpPo6Huka /13, 6e3 3MiHN MicLA BUPOGHMLTBA)
nonieTnneHoBol y (TepM iH BBEEHHS 3MiH - MPOTArOM 3-X MiCALIB MiCNS 3aTBEP)KEHHS)
KapTOHHI/ Kopobui
88. INAPIC NMopoLUoK AN Hosapric LLiBefiuapi BMPOGHMLTBO, LBeiiuapi BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a peyenmom | UA/14525/01/01
pO34unHy Ans dapma Al a KOHTPO/b SKOCTI, a/ 3MiHuW Il TUNY - 3MiHW 40 IHCTPYKUIT ANS MEAWYHOIO 3aCTOCYBaHHSA Y
iH exuii no 150 mr nepBuHHe Ta PpaHLin posainu: "®apmakosnoriyHi BnactmeocTi”, "B3aeMogis 3 iHLIMMK
y thnakoHax Ne 1 BTOPVHHE nikapcbkMu 3acobamu Ta iHWi B1uam Baemogiii”, "OcobnnBocTi
a6o Ne 4 nakyBaHHs, 3acTocyBaHHs", "Cnoci6 3acTocyBaHHA Ta go3un", "MepenosyBaHHA",
BUMYCK Cepii: "Mo6iyHi peakui”, "AiTn". BBegeHHA 3MiH NpoTarom 3-x Micauis
HosaprTic d®apma nicna saTBepKeHHsA
LTeliH AT,
LLBeiuapis;
KOHTPO/b SIKOCTI:
Oendapm
XtoHiHr CAC,
PpaHuis;
6ioaHanis:
HosapTic ®apma
AT, Wseliyapis
89. IHAOMETALVH TabneTku, BKpUTI NAT YkpaiHa BVMPOGHULTBO Bonrapis/ BHECEHHS 3MiH 10 peecTpaljiiiHux maTepianis: 3a peyenmom UA/2304/03/01
CODPAPMA 0060/10HKOH, "BiTamiHn" Hepo3dg)acoBaHoi Ykpaina 3MiHK | TNy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta
KULLKOBOPO3YMHHI NPOAYKLT, thapmakoHarnsgy. BeefeHHs abo 3MiHM [0 y3araslbHEHNX AaHWX Npo
no 25 mry nepsBuHHa cucTemy thapmakoHarnsgy; 3MiHa ynoBHOBaXkeHOT ocobu,

6nictepax Ne 30
(30x1) y KapTOHHilA
nauuj

ynakoBka abo
BMPOGHULITBO 3a
NMOBHUM LK/IOM:
AT "Codpapma”,
Bonrapis;
BTOPWHHA
ynakoBka, A03BiN
Ha BUMycCK cepii:
MAT "Bitaminmn",
YKpaiHa

Bi4NOBiAA/IbHOI 32 3AiICHEHHST hapmakoHarnsay
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
90. ICEHTPECC TabneTku, BKpUTI Mepk Wapni | LWeeiiyapi BUPOGHMK CiHranyp/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/14320/01/01
nNiBKOBOO [oywm lgea A Hepo3dghacoBaHo! | HigepnaH | TexHiuHa NnoMuKa B MeTofax KOHTPOO SIKOCTi NikapCbKoro 3acoby B
o6onoHkoto, no 400 IHK npoaykuii: MCL, an po3gini "TekCT MapKyBaHHS CTVKepY, L0 HaK/TEETbCS Ha
Mmr in bulk: no 120 IHTepHeLwwHN TPaHCMOPTHY KapTOHHY yrnakoBKy" A5 nakyBaHHs in bulk, a came:
hnakoHiB B vm6X (chinis [04aHHA BUPOOHMKA BiAMNOBIAA/ILHOMO 3a NEPBUHHE Ta BTOPUHHE
rpynoBiii ynakoBLj CiHranyp), nakyBaHHs, [O3BiN1 HAa BUMYCK cepii BiANOBIAHO A0 peecTpavyiiiHOro
CiHranyp; NoCBiAYEHHS Ta 3aTBEPMKEHNX METOAAX KOHTPOJIO SKOCTI
nepBrHHE Ta nikapcbKoro 3acoby
BTOPUHHE
nakyBaHHs,
[03BiN Ha
BWMYCK Cepii:
Mepk Wapn i
Joym B.B.,
Higepnanan
91. ICEHTPECC TabneTku, BKPUTI Mepk Wapni | LWeeiiyapi BUPOBHUK Cinranyp/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a peyenmom UA/9325/01/01
NNiBKOBOO [oywm lgea A Hepo3dgracoBaHoi | HigepnaH | TexHiYHa NnoMuKa B MeToAax KOHTPOSHO SIKOCTi NlikapCbkoro 3acoby B
o60n0HkKot, no 400 IHK npoaykuii: MCL, an po3gini “"TekCT MapKyBaHHS CTVKepY, L0 HaK/TEETLCS Ha
mr no 60 TabneTtok IHTepHeLuHN TPaHCMOPTHY KapPTOHHY YNakoBKy" A1 nakysaHHs in bulk, a came:
y thnakoHi; no 1 v6X (chinis [0AaHHA BUPOOHMKA BiAMNOBIAA/IbHOMO 38 NEPBUHHE Ta BTOPUHHE
chnakoHy B Cinranyp), nakyBaHHs, [03BiN1 Ha BUMYCK cepii BiANOBIAHO A0 peecTpaviiiHoro
KapTOHHIlA KOpooLi CiHranyp; NOCBIJYEHHS Ta 3aTBEPKEHNX MEeToAaX KOHTPOSO AKOCTI
nepBrHHE Ta niKapcbKoro 3acoby
BTOPUHHE
nakyBaHHs,
[03BiN Ha
BUMYCK Cepii:
Mepk Wapn i
Joym B.B.,

Higepnanan
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
92. KAPOAUMNPUAN 10 Kancynu no no 10 AHaHTa Cnony4yeH $namiHro IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom UA/5200/01/04
mr Ne30 (10x3) y Megikeap e PapmacboTuKasl AAMIHICTPaTUBHI 3MiHW. BUnyyeHHs BUPOOGHUYOT AiNbHUL
6nicTepax nrp. KoponiscT c T, (Bkntovaroun AinbHuLi ans APl NPoMiKHOTO NPoAyKTy abo roToBOro
BO NiKapcbKoro 3acoby, AiNbHULI 415 NPOBEAEeHHS NakyBaHHS,
BMPOGHMKA, BiNOBIAAIbLHOMO 3@ BUMYCK Cepili, MicLie NPoBeeHHS
KOHTPO/IO cepii) abo nocTavanbHVKa BUXIAHOTO MaTtepiasy, peareHTty
ab0 AONOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y A0CbE); 3MiHM | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaPKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBoro
niKkapcbKoro 3acoby, BKIOYaUM Ai/ibHULI BUNYCKY cepii abo micue
NpoBefeHHA KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpPTEpP, BK/OYAUM BUMYCK Cepiii) (3MiHa
MicLie3HaxX04KeHHS BUPOOHUKA: NPMBEAEHHS aapecn BUPOOHMKa, ska
3a3HayeHa y peecTpaLiiHix matepianax y BiAnoBigHICTb f0 agpecu
3a3HaveHoi y BUCHOBKY LLOAO NiATBEPAKEHHS BiANOBIAHOCTI
BMpo6HUUTBa /13 BUUMoram GMP BugaHoro [lepxasHot0 Cyx60t0
YKpaiHu 3 nikapcbkux 3aco6iB. BuganeHHs opnanyHoi agpecu
BUPO6HMKA)
93. KAPOUNPUN 2,5 Kancynu no 2,5 mr AHaHTa CnonyyeH $namiHro IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom UA/5200/01/02
Ne10 (10x1), Ne30 Megikeap e PapmacboTnKas AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHNYOI AiNbHUL
(10x3) y 6nictepax nrp. KoponiscT c T, (Bkntovaroun AinbHuL ans APl NPoMiXKHOTO NpoAyKTy abo roToBoro
BO NiKapcbKoro 3acoby, Ai/bHULI 415 NPOBEAEeHHS NaKyBaHHS,

BMPOGHWKA, BifMOBifaIbHOTO 3a BUMYCK Cepili, MiCLie MPOBEAEHHS
KOHTPO/IO cepii) abo nocTavanbHyKa BUXIAHOTO MaTepiasy, peareHTty
ab0 AONOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y A0CLE); 3MiHM | Tuny -

AfMiHICTpaTMBHI 3MiHN. 3MiHa HallMeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIOYaUM Ai/ibHULI BUNYCKY cepii abo micue
NpoBefEeHHSA KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEp, BK/OYaUM BUMYCK cepiid) (3MiHa
MicLie3HaX0MKeHHA BUPOOHUKA: NPMBELEHHS afpecu BUPOOHMKa, ska
3a3HayeHa y peectpauiiiHix maTepianax y BignoBigHICTb 40 agpecu
3a3HaveHoi y BUCHOBKY LLOAO NiATBEPAKEHHS BiANOBIAHOCTI

BMpo6HUUTBa /13 BUMoram GMP BuaaHoro [lepxasHot Cnyx60t0

YKpaiHu 3 nikapcbkux 3aco6iB. BuganeHHs opnanyHoi agpecu
BUPOGHMKA)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
94. KAPAUMNPWUN 5 Kancynu no no 5 mr AHaHTa Cnony4yeH $namiHro IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom UA/5200/01/03
Ne30 (10x3) y Megikeap e PapmacboTuKasl AAMIHICTPaTUBHI 3MiHW. BUnyyeHHs BUPOOGHUYOT AiNbHUL
6nicTepax nrp. KoponiscT c T, (Bkntovaroun AinbHuLi ans APl NPoMiKHOTO NPoAyKTy abo roToBOro
BO nikapcbKoro 3acoby, AiNbHULI 415 NPOBEAEHHS NakKyBaHHS,
BMPOGHMKA, BiNOBIAAIbLHOMO 3@ BUMYCK Cepili, MicLie NPoBeeHHS
KOHTPO/IO cepii) abo nocTavanbHVKa BUXIAHOTO MaTtepiasy, peareHTty
ab0 [OMOMiXHOT Pe4yOBUHU (SKLLO 3a3HAYeHO Y A0CkE); 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaPKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBoro
niKkapcbKoro 3acoby, BKIOYaUM Ai/ibHULI BUNYCKY cepii abo micue
NpoBefeHHA KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpPTEpP, BK/OYAUM BUMYCK Cepiii) (3MiHa
MicLie3HaxX04KeHHS BUPOOHUKA: NPMBEAEHHS aapecn BUPOOHMKa, ska
3a3HayeHa y peecTpaLiiHix matepianax y BiAnoBigHICTb f0 agpecu
3a3HaveHoi y BUCHOBKY LLOAO NiATBEPAKEHHS BiANOBIAHOCTI
BMpo6HUUTBa /13 BUUMoram GMP BugaHoro [lepxasHot0 Cyx60t0
YKpaiHu 3 nikapcbkux 3aco6iB. BuganeHHs opnanyHoi agpecu
BUPO6HMKA)
95. KBETUKCON TabneTku, BKPUTI 3AT JinToBCcbKka AxTasic /1T4. ManbTa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a peyenmom | UA/13882/01/01
N1iBKOBOIO «®apmnira» Pecny6nik 3MiHu |l Tvny - oHoneHHs DMF B1po6HWKa YHioH Kimiko; 3miHu Il Tuny
060n0Hkot0 no 25 a - oHoBnieHHss DMF Bnpo6HuKa gjtouoi pevoBuHm MeTepo Jlabe
Mr no 10 TabneTok
y 6nicTepi, no 3
6nictepu y
KapTOHHI nayui
96. KBETUKCON TabneTkn, BKPUTI 3AT JInToBCcbKa AkTasic /ITa. ManbTa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom | UA/13882/01/02
NNiBKOBOO «Papmira» Pecny6nik 3MiHu Il Tuny - oHoneHHsi DMF BUpo6HMKa YHioH Kimiko; 3MiHu 1l Tuny
060/10HKO10, N0 100 a - oHoB/1eHHA DMF BUpo6HYKa Aitoyoi pevoBuHu 'etepo Jlabe
mr no 10 TabneTtok
y 6nicTepi, no 3
6nictepn y
KapTOHHIW nayui
97. KBETUKCON TabneTku, BKpUTI 3AT JNnToBCcbKa AxTasic /114, ManbTa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom | UA/13882/01/03
N1iBKOBOIO «®apmnira» Pecny6nik 3MiHwu Il TUny - oHoneHHss DMF BUpo6HYWKa YHioH Kimiko; 3MiHu Il Tuny
060/10HKO10, N0 200 a - oHoB/1eHHA DMF BMpOGHWMKa Aitouoi pevoBuHM 'etepo JSlabe

mr no 10 TabneTok
y 6nicTepi, no 3
6nictepn y
KapPTOHHI nauLyj
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs

98. KNATIHON® TabneTku, BKpUTI OpraHocvH IHAis MaiinaH IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/5974/01/01
060/10HKOI0, No 250 Nalidp Na6opaTopi3 3MiHW | TUNY - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX npo
mr, 500 mr + CaeHcus Nimviten, HAajs; cucTemy chapmakoHarnisgy (BK1H0HaKUM KOHTaKTHI faHi) Ta/abo 3miHu
kancynu no 30 mr, MeT. N14,. CiHmeuK Y pO3MilLleHHI MacTep-haiina cuctemu hapmakoHarnsay

KOMGiHOBaHW
Habip ans
nepopanbHOro
3acTocyBaHHs Ne
42: 2 TabneTkmn
)XOBTOrO KO/bOPY
Kpyrnoi oopmu
(knapuTpPOMILUHY)
+ 2 Tabnetkn
)XOBTOrO KO/IbOPY
[oBracToi hopmu
(TuHigaszony) + 2
Kancynm
(naHconpasony) - y
cTpwvni; no 7
cTpunis y
KapTOHHIW navu,;
KOMGiHOBaHW
Habip ans
nepopasibHOro
3acTocyBaHHA Ne
42: 2 Tabnetkn
XXOBTOrO KObOpY
Kpyrnoi oopmu
(knapuTpoOMIiLUHY)
+ 2 Tabnetkun
)XOBTOrO KO/bOPY
[oBractoi ghopmu
(TuHigasony) + 2
kancynm
(naHconpasony) -y
6nicTepi; no 7
6nictepiB y
KapTOHHIiA nayui

Nabopatopis,
IHgis; OnTiMyc
[xeHepikc
Nimiteq, IHAaja
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
99. KNALMNA® rpaHynun ans AG6OTT HimeyunH A66Bi C.p.n. ITania BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/2920/04/01
opasnbHoi Na6opaTopi3 a 3MiHM | TUNy — nogaHHa Hosoro CEP Ne R1-CEP 2009-134-Rev 00
cycneHsii, 125 mr/5 M6X ans A®| knapuTpomiuvHy Big HoBoro Bupo6Hnka HEC Pharm Co.,
M, 1 donakoH 3 Ltd. KnuTaii o BXe 3aTBepaXeHnx BUpo6HUKiB Abbott Healthcare
rpaHynamu gns (Puerto Rico) Ltd., MyepTo-Puko ta AbbVie Inc., CLUA
npUrotyeaHHsa 60
mn a6o 100 mn
cycneHxsii 3 MipHOto
NIOXKO0 abo
MiPH/M LUNPULLOM B
KapTOHHI KOpo6Li
100. | KNALUMA® rpaHynv ans AGGOTT HimeuunH A66Bi C.p.n. ITanis BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a peyenmom UA/2920/04/02
opasibHoT NabopaTopi3 a 3MiHu | TNy — nogaHHA HoBoro CEP Ne R1-CEP 2009-134-Rev 00
cycneHsii, 250 mr/5 M6X ana A®| knapuTpomiuuHy Big HoBoro BupobHnka HEC Pharm Co.,
M, 1 onakoH 3 Ltd. KuTain o Bxe 3aTBepaXeHnx BUpobHukiB Abbott Healthcare
rpaHynamu s (Puerto Rico) Ltd., MyepTo-Puko Tta AbbVie Inc., CLLA
npUrotyeaHHsa 60
mn a6o 100 mn
cycneHsii 3 MipHo
JIOXKO0 abo
MiPHVM LUNPULLOM B
KapTOHHI KOopoo6Li
101. | K/IOBEUT® masb, 0,5 mr/r no TOB Ykpaina dapmzasog, Monbwa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/3512/02/01
251y Ty6ax Ne 1 "BANIEAHT €nba A.T. 3MiHW | TUNY - 3MiHW B TEKCTI MapKyBaHHs, a caMe, KoperyBaHHs
PAPMACHIO BUKNaAeHHs iHhopmaLi LWofo HoMepa cepii Ta TepMiHy NpUAaTHOCTI
TIKANZ" Ha BTOPUHHIN Ta NEepPBUHHIN ynakoBkax
102. | KNOTPUMA3ON Tabnetkun OpraHocvH IHais OonTimyc IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 peyenma UA/8794/02/01
BariHasibHi no 100 Naiidp [xeHepikc 3MiHKM | TUNY - BBEAEHHA ab0 3MiHV A0 y3araslbHEHUX AaHUX Npo
Mr o 6 TabneToK y CaeHcuns Nimiteq cuctemy chapmakoHarnsagy (BKtouatoum KOHTakTHI gaHi) Ta/abo 3MiHu
cTpuni; no 1 ctpuni MeT. N14,. y pO3MilLleHHI MacTep-haiina cuctemu hapmakoHarnsay
3 annikatopom y
KapTOHHIN mauuy;
no 6 TabneTok y
6nictepi; no 1
6nictepy 3
annikaTopom y
KapTOHHIiA nayui
103. | KIOTPUMA30N mMa3b 1% no20ry OpraHocvH IHAjs EHK'106 ETikan3 IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 6e3 peyenma UA/8794/01/01
Ty6i; no 1 Ty6i B Naiidp MpaiiBiT MimiTes 3MiHUM | TUNY - BBEEHHA abo 3MiHW [0 y3araslbHEHUX AaHUX npo
nauuj 3 KapToHy CaeHcus cuctemy thapmakoHarnsgy (BKIHOHaUM KOHTaKTHI faHi) Ta/abo 3miHu
MeT. 114, Y pO3MilLleHHi macTep-daiina cuctemu hapmakoHarasgy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
104. | KOOAPEKC cupon no 60 mny POTEK NTA | Benukobp Bisimeg Jlabc IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom | UA/10749/01/01
h1akoHi 3 MipHUM nTaHis nrtp, AAMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
KOBMa4koMm ; no 1 NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
donakoHy y niKkapcbKoro 3acoby, BKIOYaUM Ai/ibHULI BUNYCKY cepii abo micue
KapTOHHIlA KopooLi nNpoBeAeHHA KOHTPOJIIO AKOCTI. (LisNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEp, BK/OYAUM BUMYCK Cepiid) - 3MiHa agpecun
BMPOGHUWKa /13, 6e3 3MiHM MicLsa BUPOOHMLTBA (peopraHisadlis
wTary)
105. | KOMBIrPUN Tabnetku in bulk: OpraHocvH IHAjis OonTimyc IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: - UA/2069/01/01
OEKCA® no 5000 Ta6neTok Naiidp [hxeHepikc 3MiHuM | TUNY - BBELEHHA abo 3MiHW [0 y3araslbHEHNX AaHUX Mpo
y naketax CaeHcus Nimiten cuctemy thapmakoHarnsgy (BKIHOHarUM KOHTaKTHI faHi) Ta/abo 3miHu
MeT. 114, Y PO3MilLleHHi MacTep-dalina cuctemu hapmakoHarasgy
106. | KOMBIrPUM Tabnetku no 4 OpraHocvH IHais OonTimyc IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 peyenma UA/2068/01/01
AEKCA® Tabnetkn y Naind [xeHepikc 3MiHW | TUNY - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX npo
6nicTepi; no 1 CaeHcuns Nimiten cucTemy chapmakoHarnsgy (BK1H0HaKUM KOHTaKTHI faHi) Ta/abo 3MiHu
6nictepy B naui; MeT. T4 Y PO3MilLleHHI MacTep-haiina cuctemu hapmakoHarnsgy
no 8 TabneTok y
6nicTepi; no 1
6nictepy B naui;
no 10 na4ok y
rpynoBiii nayui
107. | KOMBIrPUMN Tabnetkv no 4 OpraHocuH IHAis EBepTomkeH IHAis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | TUny - 6e3 peyenma UA/2068/01/01
AEKCA® Tabnetkn y Naiidp Naiidy CaeHcms AAMiHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs Ta/abo agpecy Micus
6nicTepi; no 1 CaeHcuns Nimiten NPOBaPKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
6nicTepy B naui; Mer. N14. NiKapcbKoro 3acoby, BKNOYaUy AiNbHNL BUNYCKY cepii abo micue
no 8 TabneTok y NpoBeAeHHS KOHTPOJIIO AKOCTI. (LisiNIbHICTb, 3a AKY Bignosigae
6nicTepi; no 1 BMPOGHMK/iIMNOpTEpP, BK/OYaoUM BUMYCK cepiid) (3MiHa
6nicTepy B naui; HaliMeHyBaHHSA BUPO6HWKa 13, 6e3 3MiHW MicLst BUPOGHULITBA)
no 10 na4ok y (TepMmiH BBEAEHHS 3MiH - MPOTATOM 3-X MIiCSILiB MiCNs1 3aTBEPAYKEHHS)
rpynoBii nayui
108. | KOMBIrPUMN Tabnetku in bulk : OpraHocuH IHAi EBepTopxeH IHAi BHECEHHS 3MiH 10 peecTpauiiiHnx maTepianisa: 3MiHu | Tuny - - UA/2069/01/01
ANEKCA® no 5000 TabneTok Naidp Naid CaeHcns AZMiHICTpaTMBHI 3MiHKN. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus
y naketax CaeHcuns Nimiten NpoBapKeHHS Ais/IbHOCTI BUPOBOHUKa/iMnopTepa roToBoro
MeT. N14. NiKapcbKoro 3acoby, BKIOYaumM AiflbHULI BUNYCKY cepii abo micue

NpoBefeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a Ky Bignosigae
BMPOGHMK/iIMNOpPTEpP, BK/OYaUM BUMYCK cepiid) (3MiHa
HaliMeHyBaHHS BUPO6HWKa 13, 6e3 3MiHW MicLsi BUPOGHULITBA)
(TepMmiH BBEAEHHS 3MiH - MPOTArOM 3-X MiCSILLiB MiCNs1 3aTBEPAKEHHS)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
109. | KOMBIrPUN® Tabnetkv no 8 OpraHocvH IHAis EBepTomxeH IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 peyenma UA/2913/01/01
Tabnetok y Nalidp Naiidp CaeHems AAMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
6nicTepi; no 1 CaeHcus Nimiten NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
6nictepy y nayui 3 MeT. N14,. niKkapcbKoro 3acoby, BKIOYaUM Ai/ibHULI BUNYCKY cepii abo micue
KapToHy; no 8 NpoBefieHHSA KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
Tabnetok y BMPOGHMK/IMNOpPTEpP, BK/OYAUM BUMYCK Ccepiii) (3MiHa
6nictepi; no 1 HaliMeHyBaHHs1 BUpo6HUuKka /13, 6e3 3MiHN MicLA BUPOGHMLTBA)
6nicTepy y nauuyj 3 (TepmiH BBEAEHHS 3MiH - NPOTAroM 3-X MicSLiB NICNSA 3aTBEPAYKEHHS)
KapToHy; no 10
nayvoK y rpynosii
nauui 3 KapToHy
110. | KOMBIrPUN® Tabnetku in bulk : OpraHocvH IHAjis EBepTOomKeH IHAis BHECEHHS 3MiH 40 peecTpayiiiHux maTepiasis: 3MiHu | Tuny - - UA/2914/01/01
no 5000 Ta6neTok Naiidp Naiigp CaeHcus AAMiHiCTpaTMBHI 3MiHWU. 3MiHa HaliMeHyBaHHs Ta/abo agpecy Micus
y naketax CaeHcu3 Nimiteq NpOBaKEHHS AiS/IbHOCTI BUPOBHMKa/imnopTepa roToBoro
Met. NTa. nNiKapcbKoro 3acoby, BKOYaKUM AiNbHNLi BUMYCKY cepii abo micue
NpoBeAeHHA KOHTPOJIKO AKOCTI. (AiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepili) (3MiHa
HalimeHyBaHHs BUpPo6Huka /13, 6e3 3MiHN MicLA BUPOGHMLTBA)
(TepMiH BBEEHHS 3MiH - MPOTArOM 3-X MiCsILB MiCNsi 3aTBEPKEHHS)
111. | KOMBICNA3M® Tabnetku no 10 OpraHocvH IHgis OnTimyc IHais BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 peyenma UA/3088/01/01
TabneTok y Navidp [IoxeHepikc 3MiHK | TUNY - BBEAEHHA abo 3MiHU A0 y3araslbHeHWUX AaHUX Npo - Ne 10; 3a
6nictepi; no 1 abo CaeHcuns Nimiten cuctemy hapmakoHarnsgy (BKoUyalum KOHTakTHI AaHi) Ta/abo 3MiHu peyenmom -
10 6nicTepiB y M. /114, Y PO3MilLleHHI MacTep-dhalina cuctemun hapmakoHariagy Ne 10x10
nauti 3 KapToHy; No
10 TabneTok B
antoMiHieBOMY
6nicTepi; no 1
6nictepy y
KapTOHHIN nauuy;
no 10 KapTOHHUX
navokK y rypTosiii
nayi 3 KapTOHY
112. | KOMBICNA3M® Tabnetku in bulk: OpraHocvH IHais OonTimyc IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/3089/01/01
no 1200 TabneTok Nalidp [xeHepikc 3MiHW | TNy - BBEAEHHS ab0o 3MiHW A0 y3arasibHEHUX AaHuX npo
y MakeTax y naykax CaeHcuns Nimiteq cuctemy chapmakoHarnsgy (BKtoyatum KOHTakTHI gaHi) Ta/abo 3MiHu
3 KAPTOHY Met. /l14. Y PO3MillleHHi macTep-daiina cuctemu oapmakoHariagy
113. | KOHTPUBEH pO34uH Ans TOB "$3 Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a peyenmom | UA/10355/01/01
iH'eku;jin, 10 000 "BIO®PAPMA "BIO®APMA", 3MiHuM Il TMny - 3MiHW 3 AkocTi. APl BupobHuUTBO. 3MiHa BUPOGHMKa
KIO/mn no 1 mn " Ykpaiva, TOB BVXiZAHOrO/NPOMIXHOro NPoAYyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
abono5wmn B "®3 BMpo6HMYOMY npoueci AdDl, abo 3miHa BUpo6HMKa (BKOUatoum, ae
amnynax Ne 5, Ne "BIO®APMA", HeobXiHO, MicLie NpoBeAEHHS KOHTPOsI0 AkocTi) AdI (3a BigCyTHOCTI
10 y nauui 3 Ykpaina cepTudpikaTa BignosigHOCTi EBponeiickkili hapmakonei y

KapToHy; no 1 mn B
amnynax Ne 10
(5x2), no5mn B
amnynax Ne 5 (5x1)
y 6nicTepax y nayui

3aTBEPAKEHOMY [OCbE)(BBEAEHHS HOBOro BUPOOHMKa ADI 3
HafaHHAM MacTep-haiina Ha Adl) - BHECEHO a/lbTEPHATUBHOIO
BUpo6OHUKa ADI (anpoTUHIHY)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
114. | KCAJKOPI Kancynu no 250 mr Mcpaiizep CLWA Mcpaiizep HimeyuunH BHECEHHS 3MiH 10 peecTpaujiiHuxmarepianis: 3miHu | Tuny - 3MiHK 3a peyenmom | UA/14081/01/02
no 60 kancyny Eiiu.Ci.Mi. MeHtohekuypuHr a Loao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnagy (iHwi 3amiHn) -
chnakoHax; no 10 Kopnope#iwH [Jonuneng MoX BuganeHHa TEKCTY MapKyBaHHA CTUKEPY 418 NePBUHHOT YNakoBKN
Kancyn y énictepi; (6nicTepa).
no 1 a6o no 6 BBefeHHs 3MiH NpoTArom 3-x MicALIB MiCNA 3aTBEPLYKEHHS.
6nicTepiB y
KapTOHHI Kopoo6Li
115. | KCAJIKOPI kancynu no 200 mr Mdparizep CLWA Mdparizep HimeyunH BHECEHHS 3MiH A0 peecTpauiiHnxmarepianis: 3MiHu | Tuny - 3miHn 3a peyenmom UA/14081/01/01
no 60 kancyny Eiy.Ci.Mi. MeHtohekuypuHr a woao 6e3nekn/edeKTMBHOCTI Ta papmakoHarnsagy (iHwi 3miHu) -
hnakoHax; no 10 KopnopeiiLH Loiunena MmeX BuganeHHa TeKCTY MapKyBaHHA CTUKEPY 419 NMEePBUHHOT YNakoBKN
Kancyn y énictepi; (6nicTepa).
no 1 a6ono 6 BBefeHHS 3MiH NpoTArom 3-x MIiCALIB MiC/1A 3aTBEPKEHHS.
6nictepiB y
KapTOHHI/ Kopobui
116. | JTIA3O/IBAH® 3 cupon, 30 Mr/5 mn BepiHrep HimeyunH [enbchapm IcnaHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 6e3 peyenma UA/13771/01/01
NONMYHUYHO- no 100 mn, 200 mn IHrenbxainm a Peiimc, ®paHuis; PdpaHuis 3MiHuW Il TUNY - 3MiHW 40 IHCTPYKUIT ANS MEAUYHOIO 3aCTOCYBaHHS Y
BEPLLKOB/M y thnakoHi Ne 1 IHTepHeLuHN BepiHrep po3ginu: "®apmakonoriyHi BNacTueocTi", "3acTocyBaHHS y nepiof
CMAKOM m6X IHrenbxainm BariTHOCTi abo rogyBaHHs rpyaat”, "Mob6iuHi peakuii”. BBegeHHSA
EcnaHa, CA, 3MiH NpoTArom 3-x MicALiB Nicnsa 3aTBepaKeHHsA
Icnanis
117. | NA3O/IBAH® 3l cupon, 15 mr/5 mn BepiHrep HimeyunH BepiHrep IcnaHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 peyenma UA/9887/01/01
CMAKOM no 100 mn a6o no IHrenbxaim a IHrenbxaim PpaHLin 3MiHW Il TMNY - 3MiHKX [0 IHCTPYKUIT A1 MEAMYHOro 3aCTOCYBaHHA y
NicoBuX Arig, 200 My chnakoHi IHTepHeLwHN EcnaHa, CA, po3ginu: "dapmakonoriyHi BNacTMBOCT", "3acTocyBaHHA y nepios
Ne 1y koMnekTi 3 M6X IcnaHis; BariTHOCTi abo rogyBaHHs rpyaat”, "Mob6iyHi peakuii”. BBegeHHSA
MipHUM KOBMaYKoOM [Jenbdapm 3MiH NpoTArom 3-x MicALliB nicnsa 3arBepaKeHHsA
Ne 1y KapTOHHil Pelimc, ®paHuis
Kopo6ui
118. | NA3OJIEKC pPO34unH anA TOB "HIKO" YKpaiHa TOB "HIKO", Ykpaina/ BHECEHHS 3MiH [0 peecTpauiitHux maTepianis: 3MiHu | Tuny - 3MiHKn 3 3a peyenmom UA/12750/01/01
iH'ekuin, 7,5 mr/mn, YkpaiHa; Ipeuis AKocTi. [oToBwWIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
no 2 Mn B amnyni; Hepo3sdacosaHu BBEJEHHA A0AATKOBOI AiNbHUL BUPOBHULITBA A4/15 YacTMHU abo
no 5, 20 a6o 50 i npopykT, BCbOr0 BUPOBHMYOr0O NPOLECY FOTOBOTO J1iKapCbKOro 3acoby
amnyn y nauui 3 nepBuHHA (minbHMUSA, Ha AKiI NPOBOAATLCA GyAb-sKi BAPOOHUUYI cTagii, 3a
KapTOHY ynakoBkKa, BUHATKOM BUMYCKY Cepii, KOHTPO/II0 AKOCTi Ta BTOPUHHOIO NakyBaHHS
BTOPWHHA AN CTepUIbHUX NiKapCbKUX 3ac06iB (BKNtOUaOUM BUPOGIEHI
ynakoBka, acenTM4HUM METOAOM), KpiM MikapCbkrx 3acobiB
KOHTPONb: 6i0N10riYHOro/iMyHO/OrYHOrO NOXOKEHHS) (BBEAEHHS A0AaTKOBOI
OEMO CA AinbHUL BUPOGHULTBA /13, Ha SAKil 34iNCHIOETLCS BUPOOHULTBO
PAPMACBIOTIK Hepo3dacoBaHOro NPoAyKTy, NepBMHHA Ta BTOPVHHA yMakoBKa:
AN IHOACTPI, OEMO CA ®APMACBIOTIKAN IHOACTPI, Mpeuist); CynyTHA 3MiHa -
Ipevis 3MiHK 3 siKOCTi. TOTOBWIA Nnikapcbkuii 3aci6. 3MiHKM Y BUPOGHULTBI.

3amiHa abo BBeAeHHS f0AaTKOBOI AiNbHMLi BUPO6HULITBA A1A
YyacTHK abo BCbOro BUPOGHUYOro NPoLEeCy roToBOro NiKapcbKoro
3aco6y (AiNbHWUUA AN BTOPUHHOTO NakyBaHHSA); 3MiHu | Tuny - 3MiHK
3 AKOCTi. F0TOBWIA Nikapcbkuid 3aci6. KOHTPO/Ib rOTOBOTO JlikapcbKoro
3acoby. 3miHa napameTpiB cneuudikaLiini Ta/abo fonyCTUMUX MEX
roTOBOr0 NiKapCbKOro 3acoby (BUTyYEHHSI HE3HAYHOMO MOKa3HMKa
(Hanpvikaf 3acTapisioro NokasHuka, Takoro Sk 3anax Ta cmak, abo
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs

ineHTuchikauis 6apBHMKIB UM CMaKOBUX [106aBOK)) (BUMYYEHHS 3i
cneundikavii N3 TecTy «lliporeHn» 3a HasiBHOCTI MOKa3HWKa AKOCTI
«BakTepianbHi eHA0TOKCMHY» APY 2.6.14.; BunyyeHHs TecTy
«AHOMaIbHa TOKCUYHICTb»); CynyTHA 3MiHa - 3MiHW 3 AKOCTI.
[OTOBWIA NiKapcbkuii 3aci6. KOHTPO/Ib TOTOBOrO J1ikapCbKoro 3acoby.
3MiHa y MmeTofax BUNpPOGyBaHHS roTOBOrO J1iKkapCbKoro 3acoby
(He3HauyHa 3MiHa y 3aTBepAKeHNX meTogax BunpobysaHHs) (3miHu |
TNy - 3MiHW 3 SIKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTbCS BUMYCKY cepii
Ta KOHTPOJIt0 AKOCTi rOTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHUL, Ha K 34iINCHIOETLCS KOHTPOL/BUNPOGYBAHHS
cepii) (BBeAEHHA AOAATKOBOI AiNIbHULL 47181 NPOBEAEHHS
KOHTponto/BunpobysaHHA cepii [N13: AEMO CA ®APMACBLIOTIKAN
IHOACTPI, peuist) Ta AK HACNIAOK 3MiHW B IHCTPYKUIT AN MeAUYHOro
3aCTOCyBaHHA Y p. «BUpoBHMKM», «MicLe3HaxomKkeHHA BUPOOHMKa Ta
afipeca MicLs NPOBaKEHHS il AIANbHOCTI», AOAAHHS B IHCTPYKLIO p.
«3anBHUK», «MicLe3HaxXoKEHHS 3aABHUKa» 3rigHO 3 NigNyHKTOM
7.20 JopaTky 20 Mopsaky NpoBeAEeHHS ekcnepTy3n Martepianis Ha
nikapcbki 3ac06u, Lo NoAalnTbCA Ha AepXaBHY peecTpaLito
(nepepeecTpauis), a TakoXx ekcnepTu3u Matepianis NPo BHECEHHS
3MiH [0 peecTpaviliHix maTtepianiB NpoTArom fii peectpauiiHoro
nocBig4eHHs, 3aTBepakeHoro Hakazam MO3 YkpaiHu Big 26.08.2005
Ne 426 (y pepaxuii Hakazy MO3 Ykpainu Big 23.07.2015 Ne 460)
IHCTPYKLis 415 MEAMYHOIO 3aCTOCYBaHHS MOBWMHHA MICTUTK
HaliMeHyBaHHs Ta MicLle3Hax0MKeHHS BUPOOHYKa BiANOBiAaIbHOIO
3a BMNYCK cepii nikapcbkoro 3acoby, a 3a 6axaHHsM 3asiBHMKA —
HalilMeHyBaHHS i MiCLLle3HaXO[PKEHHS 3asBHUKa Ta/abo npeacTaBHUKaA
3aABHUKa».
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3miHa hopMu abo po3mipy
KOHTelHepa un 3aKynoploBasibHOro 3acoby (NepBUHHOT yNakoBKN)
(cTepunbHi nikapcbki 3aco6u) (Mo 2 M amnynn nosieTnneHosi Ne5
iHLLOI reomeTpuyHOi chopmu ans Bupo6Hmka JEMO CA
PAPMACBIOTIKAN IHOACTPI, 'peuis); 3MiHn | Tuny - 3MiHK 3
AKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6. 3MiHK y BUPOGHULTBI. 3MiHa
po3mipy cepii (BK/to4aruM fianasoH po3mipy cepii) roToBOro
nikapcbkoro 3acoby (36inbLueHHst Ao 10 pasiB NopiBHSHO i3
3aTBEPMHKEHUM Po3MipoM) ( 36inbLLEHHS POo3Mipy cepii /13, NOpPIBHAHO
i3 3aTBEPAKEHUM, 471 HOBOI AiNbHULI BUpobHuyTBa JEMO CA
PAPMACBIOTIKAN IHOACTPI, I'peuis — 1400 n); 3MmiHu | Tuny -
3MiHK 3 siKOCTi. FTOTOBWIA Nnikapcbkuii 3aci6. KOHTPoIb roToBoro
nikapcbKoro 3acoby. 3MiHa y MeToax BUNPO6yBaHHS rOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpKEeHUX MeTofax
BMNPOGYBaHHS) ( 3MiHM Y MeTofax BUNPO6yBaHHS 3a NOKa3HUKOM
«lgeHTudikalis» - 3MiHIETbCS cnekTpasibHa o6nacTb 3 220 o 350
HM (3aTBepmkeHo 200 o 350 HM); y onuci MeToAnKM BUNPOGYBaHHSA
3a NOKa3HMKOM «KinbKicHe BU3HaYeHHs» YTOYHIOETLCS CNOCi6
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka
¢gopma,
YynakoBsKa)

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo
20
nocsi0YeHHs1

PO34MHEHHS HaBaxkkm C3 am6poKcony rigpoxsopuay); 3miHu | Tuny -
3MiHK 3 siKOCTi. TOTOBMIA Nnikapcbkuii 3aci6. KOHTPob roToBoro
nikapcbKoro 3acoby. 3MiHa y MeToax BUNPO6yBaHHS rOTOBOrO

nikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax BunpobysaHb
(BkNtOYaKOUM 3aMiHy abo [OMOBHEHHS)) (3MiHM y MeTOopj
BMNpo6yBaHHSA /13 3a nokasHnkoM «CynpoBigHi JOMILLKM» -
YTOYHEHO KiNbKiCTb HaBaxky C3 ambpokcony rigpoxnopuay ans
NPUrOTYBaHHSA PO3YMHY NOPIBHAHHA «6%»; A04aHO PO3YMH NOPIBHAHHSA
«r» ANs igeHTudikauii niky IMMOHHOT KUCNOTY;BIAHOCHE CTaHAApTHE
BiAXUNEHHS BUKNAAEHO 3rigHO 3 N.2.2.46 AdPY «[puaaTHicTb
cucteMmu»); 3MiHu | Tmny - 3miHn 3 SiKoCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MliKapcbKoro 3acoby. 3miHa y metogax

BMNPOOYBaHHA roTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHM y MeTofax

BMNPOGYBaHb (BK/IKOYAOUM 3aMiHy ab0 AONOBHEHHS)) (3MiHU Yy MeToAi

BMNpo6yBaHHSA /13 3a noka3HNKoM «CTepu/IbHICTb» BiAMOBIAHO A0

Bumor AdY 2.6.1 (MeTogoM MemMbpaHHOI (inbTpauii): BUuy4yeHo
3aTBEPKEHY HEKOPEKTHY dpasy i MOBHICTIO BUKIAAEHO METOLMNKY
BMNPO6YBaHHS npenapary)

119.

NEBOCTAL®

TabneTku, BKPUTI
NNiBKOBOO
o060510HKoI0, No 250
Mmr, no 5 TabneTok
y 6nicTepi; no 1
6nictepy B
KapTOHHIlA KOpooLi

CTAOA
ApuHarimitTTe
nb Al

HimeyunH
a

Bunyck cepiii:
CTAIA
ApuHaiimiTTens
A, HimeyunHa;
NabopaTopi3
MegikameHTOC
IHTEepHaTioHec,
C.A., Icnanis;
Brpo6HMUTBO
Hepo3gacoBaHO
ro NPoAykKTy,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b Ccepiii:
Nab6opaTopi3
MegikameHTOC
IHTepHaTioHec,
C.A., IcnaHis

HimeyunH
a/
IcnaHis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny -
AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
3asBHUKa (BNacHvKa peecTpauiiHoro nocBigyeHHs) (3MiHa agpecu
3asBHMKa); 3MiHW | TUNY - ALMIHICTPaTMBHI 3MiHX. 3MiHa
HalilMeHyBaHHS Ta/abo agpecy MicLA NPOBaMXEHHS Ais/IbHOCTI
BMPO6HMKa/iMnopTepa roToBoro fikapcbkoro 3acoby, Bk/vayu
AinbHULI BUNYCKy cepii abo micue NpoBefeHHs KOHTPOO SKOCTI.
(aisnbHIiCTb, 3a AKy BigNoBifae BUPOOHUK/iIMNOPTEP, BKIKOYAKOUN
BUNYCK cepiii) (NpuBefeHHs agpecy BupobHuka CTALA
ApuHaiimiTTens Al, HimewyunHa y BiANOBIAHICTb A0 OpUriHAIbHUX
[OKYMeHTIB, 6e3 3MiHN MicLA BUPOGHMLTBA)

3a peyenmom

UA/11890/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
120. | IEBOCTAA® TabneTku, BKpUTI CTALA HimeyunH Bunyck cepiii: HimeyuunH BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom | UA/11890/01/02
N1iBKOBOIO ApLHaiimiTTe a CTALOA a/ AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
o6onoHkot, no 500 nb Al ApuHaiimiTTens Icnanis 3asBHUKa (BNacHvKa peecTpauiiHoro nocBigyeHHs) (3MiHa agpecu
Mr, no 5 TabneTok Al', HimeyunHa; 3asBHMKa); 3MiHW | TUNY - AAMIHICTPaTUBHI 3MiHX. 3MiHa
y 6nicTepi; no 1 Na6opaTopi3 HaliMeHyBaHHs Ta/abo agpecy MicLsA NPOBaMKEHHS AisNIbHOCTI
6nictepy B MegikameHTOC BMPO6HMKa/iMnopTepa roToBoro fikapcbkoro 3acoby, BkIvawym
KapTOHHIlA KopooLi IHTepHarTioHec, AinbHULI BUNYCKy cepii abo MicLie NpoBeAEeHHS KOHTPOJIH SKOCTI.
C.A., IcnaHis; (aisnbHIiCTb, 3a AKy BigNoBifae BUPOOHUK/IMNOPTEP, BKIKOYAKOUN
Brpo6HMUTBO BMNYCK Cepiil) (MpuBeaeHHs agpecy BupobHuka CTALA
Hepo3gacoBaHo ApuHaiimiTTens Al, HimeuyunHa y BiANOBIAHICTb A0 OpUriHANIBHUX
ro NPOAYKTY, [OKYMEHTIB, 6e3 3MiHN MicLA BUPOBHMLTBA)
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b Cepili:
Nab6opaTopi3
MegikameHTOC
IHTepHarTioHec,
C.A., IcnaHis
121. | NIMEHAOA cynosuTopii POTA®APM TypeyunH 3eHTiBa Carnuk TypeyunH BHECEHHS 3MiH 4,0 peecTpauiiHux atepianis: 3MiHu | Tuny - 3a peyenmom UA/14636/01/01
BariHasibHi Ne 7 INAYNAPI a YpyHnepi CaH. a AAMiHIiCTpaTMBHI 3MiHKN. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu Micus
(7x1), Ne 14 (7x2) y NTA. WTI. Be Timk. A.LL., NpoBapPKEHHS Ais/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
6nicTepax NikapcbKoro 3acoby, BKNOHaUM AinbHNLi BUNYCKy cepii abo micue
npoBefeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK CEpild) -
nNpuBEAEHHS MiCLE3HaX0MKEHHS BUPO6HMKa /13 y BiANOBIAHICTL J0
BrCHOBKY L0410 MiATBEPAKEHHS BiANOBIAHOCTI BUPO6HMLITBA
nikapcbknx 3acobiB BUMOraMm HasiexHoi BUpo6HMYOoT npakTuku (GMP),
BUAaHOro [lepxaBHOI Cy6010 YKpaiHu 3 nikapcbknx 3acobis, 6e3
3MiHM MicLt BUPO6HMLTBA. TakoX 3MiHW B IHCTPYKLUIi AN MeANYHOro
3acToCyBaHHA Yy p. «Micue3HaxoxeHHs BUpobOHYKa Ta oro agpeca
MiCLiA NPOBAKEHHS AiS/IbHOCTI», SK BiANOBIAHI 3MIHW B TEKCTI
MapKyBaHHS YNakOBOK.
122. | NIHKOMIUUHY Kancynu no 250 mr My6niuHe Ykpaina My6niuHe Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/1562/01/01
riaPoOXnorPunj no 10 kancyny akujioHepHe akuioHepHe BVNPaB/IEHHSA TEXHIYHOT MOMUIIKN B TEKCTI MapKyBaHHS BTOPUHHOT
6nicTepi, no 2 TOBapuCTBO TOBapuCTBO yNakoBkM B po3gini «[itodi peyoBuHU»
6nictepn y nauyui "HaykoBo- "HaykoBo-
BVMPOGHWYNIA BVPOGHWYNIA
LeHTp LieHTp
"BopLariscb "BopLiariscbKuii
KWin XiMiKo- Ximiko-
thapmauesTu hapmaueBTUYHN
YHWiA 3aBon" i 3aBoa"
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
123. | NIHKOMIUUHY Kancynu no 250 mr My6niuHe Ykpaina My6nivuHe Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/11133/01/01
riaPoXnorPuj in bulk: no 1000 akujioHepHe akujioHepHe BUNPaBIEHHA TEXHIYHOT MOMUSIKN B TEKCTI MapKyBaHHS BTOPUHHOT
kancyny TOBapUCTBO TOBapUCTBO ynakoBKkn B po3aini «/itoui peqoBuHu»
KOHTEeliHepi "HaykoBo- "HaykoBo-
BUPOGHNUNIA BUPOBHNUNIA
LieHTp LieHTp
"Bopuariscb "BopLyariBcbkuii
KW Ximiko- XiMmiKo-
thapmaveBTu hapmaueBTUYHN
YHUiA 3aBog" i 3aBoa"
124. | NIOKOIA KPENO emy/ibCist AcTennac HigepnaH Temmnep Itania ITanis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/4471/03/01
HawwukipHa, 1 mr/r no dapma an C.p.n. 3MiHN | TURY - BUNYYEHHS BUPOOHUYOI AiNbHULI (BKIOYAOUM AiNbHUL
30 r y hnakoHi; no tOpon B.B. ons A®l, npomixHoro NnpoAykTy abo rotoBoro nikapcbkoro 3acoby,
1 donakoHy B AiNbHUL ANA NPOBeAEHHS NakyBaHHS, BUPOOHMKA, BiANOBIAA/IbHOIO
KapTOHHI navu,i 3a BUMYCK Cepiii, MicLle NpoBeeHHS KOHTPOJIO cepii) abo
noctavasnibHUKa BMXiAHOrO MaTepiany, peareHTy abo AONOMDKHOT
PEYOBUHM - BUyYEHHS BUPo6HMKa APl PFIZER-USA
125. | NIOKOIp, Kpem, L mr/rno 30 r AcTtennac HigepnaH Temmnep Itania ITanis BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a peyernmom UA/4471/02/01
NINOKPEM y Ty6i a/IlOMIHIEBIN, dPapma on C.p.n. 3MiHW | TUNY - BUNYy4YeHHs BUPOGHMYOI AinbHuui ans APl PFIZER
no 1 Ty6i B tOpon B.B. (Pharmacia & Upjohn), USA
KaPTOHHIi KOpoOLii
126. | /IOKOIA® Kpem, 1 mr/rno 30 r AcTennac HigepnaH Temmnep Itania ITanis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a peyenmom UA/4471/04/01
B Ty6i; no 1 Ty6i B dapma on C.p.n. 3MiHM | TUNY - BUNYYEHHS BUPOOHNYOT AifIbHWLi (BKOUAKOUM AiNTbHUL
KapTOHHI navwi tOpon B.B. ana A®l, npomixxHOro NpoAykTy abo roToBOro likapcbkoro 3acoby,
AiNbHUL ANA NpoBeAeHHSA NakyBaHHs, BUPOOHMKA, BiANOBIAa/IbHOIO
3a BUMYCK Cepiid, MicLie NpOBeAEeHHS KOHTPOTKO cepii) abo
noctayasnibHuka BUXiAHOTo MaTepiany, peareHTy abo AOMOMiXHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y [0CLE) - BUTYYEHHS BUPOGHMKa ADI
PFIZER-USA
127. | NONEPAMIA- Tabnetku no 2 mr ToBapucTBo Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3miHu | Tuny - 3miHn 6e3 peyenma UA/1674/01/01
3400POB'A Ne 10 (10x1), Ne 20 3 06MexeHo oo 6e3nekun/edeKTMBHOCTI Ta hapmakoHarnagy. 3miHa y KopoTkiii
(10x2) y 6nictepax 06MexeHot BiANOBIgabHICT XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
BiANOBIAa1bH (] ANA MeAMYHOro 3acToCyBaHHA Ha NiACTasi perysspHoO OHOB/IIOBAHOTO
icTio "®apmaueBTUYH 3BiTY 3 6e3nekun nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
"®apmauesT a KomnaHis 3aCTOCyBaHHS NikapCbKoro 3acoby B MicnsipeecTpaviiiHvi nepiog,
nyHa "3popos'a” a60 AK pe3ynbTar OLiHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHUX
KOMnaHis BIANOBIAHO A0 NAaHy negiatpuyHux gocnimxers (PIP) (3mMiHy
"3p0poB'a” Y3rOKEHO 3 KOMMETEHTHUM YMOBHOBaXXEHVM OpraHom) (3MiHu Ao

IHCTPYKLUT A8 MeANYHOro 3acToCyBaHHA y po3ainu: MokasaHHs,
dapmakoTepaneBTuyHa rpyna, NpoTunokasaHHs, B3aemogis 3
HLWIMMKU NikapcbKMKM 3acob6amMu Ta iHLWi BUAY B3aEMOIN,
Oco6nM1BOCTI 3aCTOCYBaHHSA, 34aTHICTb BNNBATY Ha LUBUAKICTb
peaxLii Npy kepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMN MeXaHi3Mamum,
Cnioci6b 3acTocyBaHHs Ta fo3u, [itn, NepenosysaHHs, Mo6iuHi
peaxuii, 3rigHo 3 iHhopMaLielo LWoA0 MEANYHOIO 3aCTOCYBaHHSA
pedepeHTHoro (IMOAIYM) nikapcbkoro 3aco6y (TepMiH BBEAEHHS
3MiH - NPOTSArom 3-X MicALB Nic/ia 3aTBEPAKEHHS)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
128. | IONEPAMIOY Kancynu no 2 mr Ne ToBapucTBo Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 peyenma UA/6599/01/01
riagPoxnorPunj 10 (10x1), Ne 20 3 06MmeXeHo 3MiHuM | TUNYy - Jlikapcbki 3ac06U. BHECEHHS 3MiH(M) Ha BUMory MO3
(10x2) y 6nictepax 06MexeHot BiANOBIga/bHICT 3riAHO 3 peKoOMeHAaLisIMM HaLiOHa/TbHUX KOMNETEHTHNX OpraHis,
y kopo6uj, Ne 10 y BiAnoBiAa/IbH 10 "XapkiBcbke MiXXHapOAHMX OpraHisaLiii, perynaTopHUX areHuiid iHWnx KpaiH nicns
6nicTepax icTio thapmaueBTUyHe OLLiHKM HeraiHoro o6MeXeHHst Woa0 6e3nekn, MapKyBaHHS,
"XapkiBCbke nignpYeEMCTBO XapakTepHOro A1 NeBHOI dhapMakos1oriyHoi Ta/abo
thapmaueBTu "340poB'a thapMakoTepaneBTUUHOT rpynu, perysiipHoO OHOB/TKOBAHOTO 3BITY 3
YHe Hapoay" 6e3neku, nnaxy ynpasniHHA pu3nKamu, KOHTPONbHUX
nignprvemcTs 3axogis/cnevyjianbHX 3060B’A3aHb, 3MiH 4715 Bi406PaKeHHS KOPOTKOT
0 "3p0poB'a XapaKTepuUCTUKKN NiKapCbKoro 3acoby Ta iHCTPYKLi ANA MeguyHoro
Hapogay" 3aCTOCYBaHHSA (BNPOBAMKEHHS Y3rO[KEHNX 3MiH y hopMy ItoBaHHI,
LLOJ0 AKNX 3a5IBHVK HE HaJAa€ XOAHUX HOBUX JOAATKOBUX AaHUX) -
3MiHW [0 IHCTPYKLUT 418 Me4UYHOro 3aCTOCYBaHHA y po3ainu:
"MpoTnnokasaHHa", "OcobanBOCTI 3acTepexeHHs", "Cnocio
3actocyBaHHs Ta go3n", "[itn", "MobiuHi echekTn". BBEAEHHS 3MiH
npoTArom 3-X MicsiLiB nicnsa saTBepKeHHsA
129. | NIOPATAOVH Tabnetkn no 10 mr MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 peyenma UA/7014/01/01
no 10 Tabnetok y "KniBmegnpe "KviBmeanpenap 3MiHM | Tuny - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
6nictepi; no 1 napat"” at" thapmakoHarnagy. 3MiHU y KOPOTKili XapakTepucTuLi NikapcbKoro
6nicTepy B nauui 3ac00y, TEKCTI MapKyBaHHS Ta iIHCTPYKLii 418 MegnyHOro
3aCTOCYBaHHS reHepUYHNX/TiIBpPUAHMX/6IoNoAIGHNX NiKapCbKNX
3ac006iB nicnsi BHECEHHS TiEl caMoi 3MiHM Ha peddepeHTHUIA Npenapar
(3MiHa He NoTpebye HafaHHA XOAHNX HOBUX AO0AATKOBUX AaHWX) -
BHECEHHS 3MiHM A0 iHCTPYKLi y po3ain:"Mo6ivHi peakuii”. BBegeHHA
3MiH NPOTArom 3-x MicsiliB nicns 3aTBepAKeHHsA
130. | MEBCIH kancynu no 200 mr OpraHocuH IHgis CiHmeguk IHais BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyernmom UA/8968/01/01
PETAPA® no 10 kancyny Naiidp Na6opaTopis, 3MiHM | TUNY - 3MiHa YyNOBHOBaXKeHOT 0cobu, BignoBigansHoi 3a
6nictepi; no 3 CaeHcuns IHAia; MaiinaH 3[iiCHEeHHs1 hapMakoHarsay (BK/IUYaUM KOHTaKTHI AaHi) Ta/abo
6nictepn y nauui 3 M. /114, NabopaTtopis 3MiHM Yy PO3MiLLLEHHI MacTep-haiina cuctemun hapmakoHarisgy
KapToHy Nimitep, HAis;
OonTimyc
[xeHepikc
JlimiTen, IHAia
131. | MEBCIH Kancynu no 200 mr OpraHocvH IHAis CiHmeamnk IHAis BHECEHHS 3MiH 10 peecTpaljiiiHux maTepianis: - UA/8969/01/01
PETAPO® in bulk: no 1000 y Naiidp Jlabopatopis, 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOI 0cO6M, BiAMNOBIAa/IbHOI 3a
naketax y nakerax CaeHcuns IHAjA; MaiinaH 3[iiCHeHHs1 hapMakoHarsay (BK/IUakun KOHTaKTHI AaHi) Ta/abo
M. /114, Nab6opaTopi3 3MiHM Y pO3MilLEHHI MacTep-haiina cuctemn chapmakoHarnagy
NimiTeq, IHAis;
OonTimyc
[xeHepikc
NlimiTeq, IHAis
132. | METPOAEHT® renb 3y6HUiA, OpraHocvH IHAis EHK'106 ETikan3 IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 peyenma UA/7951/01/01
opuriHabHWUIA, NO Nalidp MpaisiT NMimiTeq, 3MiHW | TUNY - BBEAEHHS abo 3MiHW A0 y3arasibHEHUX AaHuX npo
20 r B a/1IOMIHI€BIN CaeHcus cuctemy chapmakoHarnisgy (BK1H0HaKUM KOHTaKTHI faHi) Ta/abo 3miHu
Ty6i; no 1 Ty6i y MeT. N14,. y pO3MilLleHHI MacTep-haiina cuctemu hapmakoHarnsay

KapTOHHI KOpo6Li
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
133. | METPOAEHT® renb 3y6HUiA, OpraHocvH IHAis EHK'106 ETikan3 IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 peyenma UA/7952/01/01
JIMMOHHWIA apomart Nalidp MpaiisiT MimiTeq, 3MiHW | TUNY - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX npo
no20rs. CaeHcus cucTemy chapmakoHarnisgy (BK1H0HaKUM KOHTaKTHI faHi) Ta/abo 3miHu
anoMiHieBili Ty6i; MeT. N14,. Y pO3MilLleHHI MacTep-haiina cuctemu hapmakoHarnsay
no 1 1y6iy
KapPTOHHI KOpooLii
134. | METPOAEHT® resnb 3y6HUiA, OpraHocvH IHais EHK'106 ETikan3 IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 peyenma UA/7953/01/01
aHaHacoBwui Naind Mpaisit MimiTeq 3MiHW | TUNY - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX npo
apomart, no 201 B CaeHcus cucTemy chapmakoHarnisgy (BK1H0HaKUM KOHTaKTHI faHi) Ta/abo 3miHu
a/tloMiHieBili Ty6i; MeT. N14,. Y PO3MilLleHHI MacTep-halina cuctemu hapmakoHarnsay
no 1 1y6iy
KapPTOHHIi KOpooLii
135. | METPOAEHT® refb 3y6HWNA, OpraHocuH IHAi EHK'106 ETikan3 IHAis BHECEHHS 3MiH 10 peecTpaljiiiHux maTepianis: 6e3 peyenma UA/7954/01/01
MONYHUYHWIA Naind MpaisiT NimiTeq, 3MiHW | TUNY - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX npo
apomart, no 201 B CaeHcuns cucTemy chapmakoHarnsgy (BK1H0HaKUM KOHTaKTHI faHi) Ta/abo 3MiHu
a/tloMiHieBIl Ty6i; MeT. N14. Y PO3MilLleHHI MacTep-haiina cuctemu hapmakoHarnsgy
no 1 1y6iy
KapPTOHHIi KOpoOLii
136. | METPOHIAA30/- | Tabnetku no 250 ToBapucTBO Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a peyenmom UA/6100/01/01
3400POB'A mr Ne 10, Ne 20 3 06MeXeHOo 3MiHK | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
(10x2), Ne 20 06MexeHot BigNoBiAa/IbHICT thapmakoHarnagy. 3MiHa y KOpOoTKili XxapakTepucTuL,ji NnikapcbKoro
(20x1) y 6nictepax | BignosigasbH 10 3ac06y, TEKCTI MapKyBaHHS Ta iIHCTPYKLii Ana MeAnyHOro
icTio "dapmaLeBTNYH 3aCTOCyBaHHS Ha NigcTasi perynspHO OHOBJ/IIOBAHOIO 3BITYy 3 6e3neku
"®apmaueBT a koMnaHis nikapcbKoro 3acoby, abo gocnifpkeHb 3 6e3nekn 3acTocyBaHHS
nyHa "3popos'sa", nikapcbKoro 3acoby B nicnspeecTpaviiHnii nepiog, abo sk pesynstart
KOMMNaHis YkpaiHa; TOB OL}iHKM 3BITY 3 AOC/NIAKEHb, MPOBEAEHNX BiAMNOBIAHO 40 MaHy
"3p0poB'a” "®APMEKC negiatpuyHux gocnimxkeHb (PIP) (3MiHY y3rof)keHo 3 KOMNeTEHTHUM
FPYI", Ykpaina YMNOBHOB&XEHUM OpraHoM) - 3MiHW A0 IHCTPYKLT 415 MeguyHOro
3aCTOCYyBaHHSA
137. | MET®OPMIH- Tabnetku no 850 TeBa 13painb TOB TeBa Monbwa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a peyernmom UA/7795/01/02
TEBA Mr no 10 TabneTok PapmaueBTik OnepeiiH3 AfMiHiCTpaTMBHI 3MiHX. 3MiHA Ha3BU NikapcbKoro 3acoby (BHectu
y 6nicTepi; no 3 an IlHpacTpis MonaHg 3MiHM LLOA0 TOProBesbHOI Ha3Bm /13, Ak HacnifokK BiANOBIAHI 3MiHN B
6nictepu y Kopoobui nra. TeKCTi MapKyBaHHs ynakoBok) (6yso - AJIAHOPMET® 850) (TepMiH

BBE/IEHHS 3MiH - NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPKEHHS)
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139.

ME®EHAMIHOBA
KACNOTA

6nicTepax

kancynu no 500 mr

dapmacboTn
kasic JiTg.

dnamiHro

IHgis

PapmacboTuKasl
c iTg.

dnamiHro

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
niKkapcbKoro 3acoby, BKIOYaUM Ai/ibHULI BUNYCKY cepii abo micue
NpoBefieHHSA KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpPTEpP, BK/OYAUM BUMYCK Ccepiii) (3MiHa
MicLie3HaxX04KeHHS BUPOOHUKA: NPMBELEHHS aapecu BUPOOHMKa, ska
3a3HayeHa y peecTpaLliiHix matepianax y BiAnoBigHICTb f0 agpecu
3a3HaveHoi y BUCHOBKY LLIOAO NiATBEPAKEHHS BiANOBIAHOCTI
BMpo6HUUTBa /13 BUMoram GMP BugaHoro [lepxasHot0 Cnyx60to
YKpaiHu 3 nikapcbkux 3aco6iB. BuganeHHs opnanyHoi agpecu
BMPO6HUKA. TakoX 3MiHM B iIHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHS
y p. «Ha3Ba i MicLie3Haxo4KeHHs1 BUPOOHUKa», SIK HAC/i0K
BiANOBIAHI 3MiHW B TEKCTi MapKyBaHHS YNakoBOK)

6e3 peyenma

nocsioYyeHHs
UA/4974/01/01

140.

MOTOPUKYM

Ne 20 (10x2) y
6nictepax

Tabnetky no 10 mr
Ne 20 (10x2) y

dPapmacboTn
Kauic Jlta,.

Megokemi
nTa

Kinp

dapmacboTUKan
c NiTp.

Mepokemi 1T

IHais

Kinp

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasis: 3MiHu | Tuny -
AnMiHiCTpaTMBHI 3MiHKU. 3MiHa HaliMeHyBaHHs Ta/abo agpecu Micus
NpOoBafKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
nNiKapcbKoro 3acoby, BKOYaUy AiNbHNLi BUNYCKyY cepii abo micue
nNpoBeAeHHs KOHTPOJIKO AKOCTI. (AiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepili) (3MiHa
MicLie3HaxX0MKeHHS BUPOOHUKA: NPMBELEHHS afpecu BUPOOHNMKa, ska
3a3HayeHa y peecTpaviiiHix maTepianax y BignoBigHICTb 40 agpecu
3a3HaveHoi y BUCHOBKY LLIOAO NiATBEPKEHHS BiANOBIAHOCTI
BMpo6HuLTBa /13 BUMoram GMP BugaHoro [lepxaBHO Cyx60t0
YKpaiHu 3 nikapcbkux 3aco6iB. BuganeHHs opuanyHoi agpecu
BMPOOHUMKA. TakoX 3MiHW B IHCTPYKLT 415 MeANYHOro 3acTOCyBaHHSA
y p. «Ha3Ba i MicLie3HaxoMKeHHs BUPOOHUKa», K HAC/ifOoK

BiANOBIAHI 3MiHW B TEKCTi MapKyBaHHS YNakoBOK)

6e3 peyenma

UA/4974/01/02

6nictepax

BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | Tuny -
Nikapcbki 3ac06U. 3MiHa Y KOPOTKIil XapaKTepuCTuLi NikapCbKoro
3aco06y, IHCTPYKUIT ANS MeAMYHOro 3acTOCyBaHHS ab0 MapKyBaHHi
ynakoBoK (NoTpebye BHECEHHS BifnoBigHO A0 iHchopmavi
pedhepeHTHOro/opuriHasIbHOrO NiKapCbKOro 3acoby 6e3 HaJaHHS
XOAHUX HOBUX A0AATKOBUX AAHUX 3aSBHUKOM) (3MiHU A0 IHCTPYKLT Y
po3ginu: MNMokasaHHs, ®apmakoTepaneBTUYHa rpyna,
MpoTunokasaHHsa, HanexHi 3axoan 6e3nekun Npy 3acTocyBaHHi,
3acTocyBaHHA y nepiog BariTHOCTI abo rofyBaHHS rpyaato, 34aTHICTb
BMAMBATY Ha LUBWAKICTb peakLii Npu KepyBaHHi aBTOTPaHCNOPTOM
ab60 po6oTi 3 iHWKMMK MexaHisMamu, [itn, Crnocib 3acTocyBaHHsA Ta
no3u, NepepnosyBaHHs, Mo6iyvHI edhekTn, B3aemopgia 3 iHWKMMK
nNiKkapcbknmy 3acobamu Ta iHLWi BUAM B3aEMOIi, 3rigHo 3
iHhopmauieto WwoA0 MegnyYHOro 3acTocyBaHHA pepepeHTHOro
(MOTWUNIYM) nikapcbkoro 3acoby(TepmiH BBEAEHHS 3MiH - TPOTATOM

3-x micsLiB nicns 3aTBEpAKEHHS)

6e3 peyenma

UA/8733/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
141. | MYIbTUMAKC® TabneTku, BKpUTI IOHidhapm, CUA, HOHichapm, IHK. CLWA BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 peyenma UA/4668/01/01
060n0Hkoto, no 30 IHK. 3MiHK | TUNY - 3MiHa NapameTpiB crnewudikayiii Ta/abo fonycTuMmnx
Tabnetok y MeX roTOBOrO /iKapCbKoro 3acoby (f0MOBHEeHHS abo 3amiHa
6nictepi, no 1, 2 nokasHuka crneuudikauii 3a pesynbtatamu AocnimKeHb 3 6e3neku
abo 3 6nictepu B a60 AKOCTI (3a BUHATKOM fliKapCbknx 3acob6iB
Kopobui 6i010riYHOro/iMyHOONYHOTO MOXOPKEHHS) - 3MiHA A0 p.
"Mikpob6iosioriyHa uncToTa"y 3B A3Ky 3 NpUBEAEHHSM A0 BuMor EP; B
cneundikaito go p. "KinbkicHe BU3HaYeHHS" BHECEHO BUMOTMU
[0[AaTKOBO Ha TEPMIH NPMAATHOCTI Ta 3i 3MIHOI BEPXHbOT MeXi Ans
Moni6aeHy, CeneHy, Xpomy, Hukento, BaHagito, Onosa 3 200 % Ha
160% BignosigHo Bumor USP; 3MiHu |l Tuny - 3miHa napameTpis
cneumdikauin Ta/abo AONyCTUMKX MEX rOTOBOrO JliKapCbKOro 3acoby
- OONOBHEHHS cneumdikauii n. "laeHTndikayis®, "KinbkicHe
BU3HAYEHHS NIOTEIHY"
142. | HABE/IbBIH KOHLeHTpaT Ans M'ep dabp ®paHLis M'ep dabp PpaHLis BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a peyenmom UA/6149/01/01
pO34nHy Ans MegaukameHT MegaunkameHT 3MiHW | TURY - 3MiHW [0 IHCTPYKUiT 419 MEAUYHOTO 3aCTOCYBaHHS y
iHcpys3iiA, 10 mr/mn MpoAakLuH po3ginu: "dapmakosnoriyHi BnactusocTi’, "MpoTunokasaHHs",
no 1 mn (10 wmr), 5 "B3aemogis 3 iHWKMKU NikapcbkMKU 3acob6amMu Ta iHLWi BUan
mn (50 wmr) y B3aemogiit”, "OcobMBOCTi 3acTOoCyBaHHA", "3acTocyBaHHS y nepiof,
tonakoHax Ne 10 BariTHOCTI abo rogyBaHHA rpyaat”, "34atHiCTb BNaMBaTu Ha
LUBMAKICTb peakLjii Npy KepyBaHHi aBTOTPaHCNOPTOM abo iHLWMMHK
MexaHismamu", "Cnocib 3actocyBaHHsa Ta go3un", "Aitn", "MoobiyHi
peaxuii” 3rigHO 3 OHOBJ/IEHOH) iH(hopMaLiieto 3 6e3nekn 3acToCyBaHHS
BiHOpe/bOiHy TapTpaty
143. | HABO®AH crnpei HasanbHUiA, TeBa 13painb TeBa Yex Yecbka BHECEHHS 3MiH 10 peecTpaliiiHux maTepianis: 3a peyenmom UA/6758/01/01
cycneHnsis, 50 dapmaueBTik IHaacTpis c.p.o. Pecny6nik | 3miHu | TUNy - 3MiHa y MeTogax BUNPObyBaHHA AOMNOMIKHOT pEYOBUHN
MKr/go3y no 120 an lHaacTpi3 a (3amiHa mMeToAy ifeHTUdiKaLi XUPHUX K-T Ansa nonicopbaty 80);
[o3 a6o no 150 o3 nra. 3MiHK | TUNY - 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBELEHHS Y

y thnakoHi, no 1
donakoHy B
KapTOHHIl KopooLi

BiANOBIAHICTb A0 MoHorpadii APY abo €sponeiicbkoi Papmakonei;
3MiHM | TUMY - 3MiHa y napameTpax cneuudikauin Ta/abo gonyctummx
MeX, BU3HaUYeHuX y crneumndikayisx Ha A®Il, abo BUXiAHUIA/NPOMIXHNMIA

npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLeci BUPO6HMLTBA
A®I; 3miHM | TUNY - 3MiHa NapamMeTpiB cneundikauii Ta/abo
[OMYCTUMMX MEX A/15 A0NOMIKHOT pEYOBUHU (fONOBHEHHS
cneuudikaLii HOBUM NMOKA3HNKOM 3 BifMOBiIgH/M METOAOM

BMNpobyBaHHsA) (goaaHHs MBY ansa nonicopbaty 80); 3miHu | Tuny -

3MiHa napameTpiB cneuudikauili Ta/abo 4onyCTUMUX MeX AN
[OMOMDKHOT peYOBUHYM (A0NOBHEHHS cneuudikaLii HOBUM NOKa3HUKOM
3 BiANOBIAHNM METOAOM BUMPOGYBaHHS) (AoaaHHa MBY ao
MiKPOKpUCTaIYHOI LLeNt01031 | KapMesio3n HaTpito); 3MiHu | Tuny -
3MiHa napameTpiB cneuyudikauiii Ta/abo JONyCTUMUX MeX ANs
O0NOMDKHOT peyOoBMHU (LOMNOBHEHHSA crieunddikaLlii HOBUM MOKa3HUKOM
3 BiANOBIAHUM METOA0M BUNPOBYBaHHSA) (AofaHHA MBY ans rnwokosn
6€e3B0AHOT); 3MiHM | TUMY - 3MiHa NapameTpiB cneumndikauiii Ta/abo
[OMYyCTUMMX MEX 415 ONOMIKHOT peYOBUHW ([ONOBHEHHS
cneuudikaLii HOBUM NOKA3HMKOM 3 BiANOBIAHUM METOA0M
BMNpo6yBaHHs) (AogaHHs MBY ansi 6eH301aKTOHIl0 Xnopuay)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
144. | HEOTPU30N® Tabnetkn OpraHocvH IHAis OonTimyc IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom | UA/10674/01/01
BariHasibHi no 4 Nalidp [xeHepikc 3MiHW | TUNY - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX npo
TabneTkv y cTpuni; CaeHcus Nimvite cucTemy chapmakoHarnisgy (BK1H0HaKUM KOHTaKTHI faHi) Ta/abo 3miHu
no 2 cTpunu pasom MNeT. /ITA. y pO3MiLLleHHi MacTep-ghaiina cuctemy hapmakoHarnagy
3 annikatopom y
KapTOHHI Kopo6Lyj;
no 8 TabneTok y
6nictepi; no 1
6nicTepy pasom 3
annikatopom y
KapTOHHI KOpo6Li
145. | HEOTPUN30N® Tabnetkn OpraHocvH IHAjis EBepTOomKeH IHAis BHECEHHS 3MiH 40 peecTpayiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom | UA/10674/01/01
BariHasibHi Mo 4 Naiidp Naiigp CaeHcus AAMiHiCTpaTMBHI 3MiHWU. 3MiHa HaliMeHyBaHHs Ta/abo agpecy Micus
TabneTkv y cTpuni; CaeHcus Nimiten NpOBaKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
no 2 CTpUNM pasom Met. NTa. nNiKapcbKoro 3acoby, BKOYaKUM AiNbHNLi BUMYCKY cepii abo micue
3 annikaTtopomM y NpoBeAeHHA KOHTPOJIKO AKOCTI. (AiANbHICTb, 3a AKY Bignosigae
KapTOHHI Kopo6Lyj; BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepili) (3MiHa
no 8 TabneTtok y HalimeHyBaHHs BUpPo6Huka /13, 6e3 3MiHN MicLA BUPOGHMLTBA)
6nictepi; no 1 (TepMiH BBEAEHHS 3MiH - MPOTArOM 3-X MIiCAILIB MiCNs 3aTBEPYKEHHS)
6nictepy pasom 3
ansikaTopom y
KapTOHHI KOopoo6Li
146. | HEOTPU3ON® Tabnetkun OpraHocvH IHAis EBepTopxeH IHAis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepianis: 3miHun | Tuny - 3miin 3 | 3a peyenmom | UA/10674/01/01
BariHasbHi no 4 Naiidp Naiig CaeHcus AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKoro
TabneTtkn y cTpuni; CaeHcuns Nimiten 3acoby. 3miHa napameTpiB cneyudikaliii Ta/abo fonycTUMNX Mex
no 2 CTpUNM pasom Met. NTA,. rOTOBOrO flikapcbkoro 3acoby (iHwi 3miHwn) - 3miHa go p. "Cknag 13",
3 ansikaTtopom y p. "KilbkicHe BU3HaYeHHA" ANns 4ilY0i pevyoBUHU HEOMILMHY
KapTOHHIi KopobLyj; cynbat, 3amiHa OAUHULL BUMIPOBAHHSA BMICTY HEOMILUHY
no 8 TabneTtok y cynbaTy 3 «Mr Ha 1 TabneTky» Ha «OANHWLi aKTUBHOCTI
6nicTepi; no 1 (MixHapogHi OaunHuui MO)», OCKiNIbKM HEOMILMHY CynbdaTt NposiBNsAE
6nictepy pasom 3 aHTUMIKPOOHY aKTUBHICTb, Sika BU3HAYaETbCA METOAOM
ansnikaTopom y BMNpobyBaHHA BigNoBiAHO A0 BMMOr MoHorpadii BP (Appendix XIY A
KapPTOHHIi KOpoOLi MiKpO6ioNoriYyHni MeToa)
147. | HEYNACTUM | PO34MH ANA iH'eKUil AMIDKeH Higepnan | AmgxeH €Bpona | HigepnaH | BHeceHHS 3MiH [0 peecTpavliiiHux maTepianis: 3MiHu | Tuny - FoToBwMiA 3a 669/12-
NEULASTIM® no 6 mr/0,6 mny €spona b.B. on B.B., anl CLUA nikapcbkuii 3aci6. Bupo6bHMUTBO. 3amiHa abo BBeAEHHS A04aTKOBOT peuyenmom 300200000
nonepegHL0 HigepnaHngn AiNbHWLI BUPOBHMLTBA A4/19 YacTUHK abo BCbOro BUPOBHNYOTO
HarnoBHeHOMY (BTOPUHHE npoLecy rotToBoro fikapcbkoro 3acoby (AiNbHWULA 415 BTOPUHHOTO
wnpuryi Ne 1 nakyBaHHs1, nakyBaHHs); 3miHu | Tuny - A®l abo gitoua peyoBuHa. BupobHMUTBO.
BUNPOBYBaHHA 3MiHV BUNpo6yBaHb abo AOMYCTUMUX MEX, L0 BCTAHOB/IEH Y
KOHTPO/IO cneumdikauisix, y npoueci BupobHuuTea A®| abo Aito4oi peyoBuHU
SIKOCTi, BUNYCK (AofaBaHHS HOBOro BMNPOBOYBaHHA Ta AOMYCTMMUX MeX) ([oaaBaHHs
cepii); MOKa3HWKIB KOHTPO/II0 KPUTUYHKUX TOYOK B NPOLLECi BUPOOHMLTBA
AMIKEH Ai04OT PEYOBUHW, SAKi paHille KOHTPONOBA/IUCA B cneumdikauii Ha
MaHyhek4ypiHr Lito4y peyoBuHY Npuv BUNYCKyY iy cneumdikauii Ha NPOMiIXXHUIA NPOAYKT
NimiTen, CWA dinrpactum: «Yuctota metogom RP-HPLC», «3aranbHuii 6inok»,
(BMpO6HMLTBO «pH»); 3MiHn | TUNy - A®| abo gitoya pevosuHa. BUpo6HMLTBO. 3MiHK

Hepo3diacoBaHoi

BUNPO6YBaHb a60 AOMYCTUMUX MEX, L0 BCTAHOB/IEHI Y
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
npoayKuir, cneuunagikauisx, y npoueci BupobHuLTBa A®I a60 Aitoyoi peyoBUHU
nepBuHHe (BUTYYEHHS HECYTTEBOIO BUNPObYBaHHA) (BunyyeHHs napameTpis
nakyBaHHs) [N KOHTPOIO Y npoLieci BUpobHuyTea: «4uctota metogom SE-

HPLC», "Buxig npoaykty"); 3miHu | Tuny - A®l abo fitoya peyoBuHa.
KoHTponb A®l abo gjtoyoi pevoBnHU. 3MiHa Y napameTpax
cneuudikauin Ta/abo [oNyCTUMMNX MEX, BU3HAYEHMX Y crieumdikalisix
Ha A®| abo aitovy pevoBuHy, abo BUXIAHUIA/NPOMiIXKHNI
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLEeCi BUPO6HMLITBA
A®I| abo fjtoH0i peuoBUHM (3BYXXEHHS AOMYCTUMUX MEX, BUSHAYEHNX
y crneundikavii) (3By)XEHHS A0NYCTUMUX MEX [N1A napameTpy
«BakTepiasibHi eHAO0TOKCUMHM» Y cneuudikaLlii 4715 NPoMiXKHOro
npoaykty ®inrpactum); 3minu | Tvny - A®I abo gjtoya pevoBuHa.
KoHTposnb A®l abo gitoyoi peqyoBuHU. 3MiHa y MeTogax
BMNpobyBaHHA A®I| abo Aitoyoi pevoBrHY abo BUXIAHOrO/MPOMIXXHOIO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLLECi BUPOOHMLTBA
A®I| abo fjtoU0i pevyoBUHM (BUAAIEHHS METOAY BUNPOOYBaHHA 415
A®| abo fjtoyoi peyoBuHW /peareHTy/NPoMKHOr0 NPOAYKTY, AKLLO
anbTepHaTUBHUI METOZ, BXe 3aTBepmxeHunid) (BuganeHHs i3
cneumaikaLii Ha Ailody peqyoBuHY NpyY BUMYCKY METOAY
enekTpodpopesy B noniakpinamigom reni (SDS-PAGE), wo
BMKOPWUCTOBYBABCS /151 BU3HAYEHHA napameTpy «4Yucrotax»); 3minm |
Tmny - A®l a6o gitoya peyosuHa. KoHTposnb APl abo gjtouoi
peuyoBMHK. 3MiHa y NapameTpax cneuudikaLii Ta/abo AonycTummx
MeX, BU3Ha4YeHNX y cneuundikauisx Ha APl abo gjtouy peyoBrHy, abo
BUXiZHUIA/NPOMDKHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuLtea APl abo gjroyoi pevosuHU (iHLWi 3MiHK) (3MiHa
[0nycTUMMX napameTpiB cneumdikalii 415 TPOMiIXXHOIO NpoAyKTy
®dinrpactum 3a nokasHrkamm «4ucTota», a came 3amiHa metogy RP-
HPLC Ta meToay enektpodopesy y nosiakpunamigHomy reni (SDS-
PAGE) Ha meTog SE-HPLC 3 HOpMyBaHHS, 47151 NoKa3HuKa
«AKTUBHICTb» TEKCTOBI YTOYHEHHSA 6€3 3MiHN HOPMYBaHHS); 3MiHN |
Tuny - A®l abo gitoua pevosrHa. KoHtponb A®I abo gjtoyoi
peyoBuHW. 3MiHa y napameTpax cneuudikauin Ta/abo gonycTummx
MeX, BU3HaYeHux y cneumdikayisax Ha APl abo fitody pevyoBuHy, abo
BUXiQHUIA/NPOMIXHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYTLCA Y
npoueci BupobHuutea APl abo AjtoUoi peyoBUHM (BUTYyHYEHHS
He3HaYHOro MoKasHuKa SIKOCTi (Hanpukiag, BUIyYEHHS 3acTapisioro
nokasHuka)) (BunyyeHnHs 3i cneuudikauii gns APl npy sunycky
MOKa3HWKIB: «|AEHTUYHICTb» MEeTOLOM enekTpochopesy B
noniakpinamigHomy reni (SDS-PAGE), «3aranbHuii 6inok», « pH», «
30BHILLHIN BUrNsg», «Bu3HaueHHs UiaHigy MeTogom BEPX»); 3MinHu |
Tuny - FOTOBWIA Nikapcbknii 3aci6. KOHTPOb rOTOBOTO NiKapCbKoro
3acoby. 3miHa y MeTogax BUNpo6yBaHHSA roTOBOrO J1iKapCbKOro
3acoby (iHLWi 3MiHK y MeToAax BunNpobyBaHb (BK/IOYaoun 3amiHy abo
[LOMNOBHEHHS)) (3aMiHa MEeTOAVKY BUPOOHUKA 47151 BU3HAYEHHS! BMICTY
6inka Ha chapmakoneiiHi metoan: «AbcopbLiiHa cnekTpohoToMETpIsA
B yNbTpaddioNneToBili i BUAUMI 061acTi» i «3arasibHuii 6inok» y
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BiANOBIAHOCTI 0 po3AiniB €Bponeiicbkol thapmakonei 2.2.25 Ta
2.5.33.); 3minu | Tvny - APl abo gitova peyosmHa. KoHTponb APl abo
Aitoyoi pevoBmHN. 3MiHa y napameTpax crneuymdikauiii Ta/abo
[OMNyCTUMUX MEX, BU3HA4YeHMX y creumdikalisx Ha A®I abo aitouy
peyoBMHY, 260 BUXILHWA/NPOMIKHUIA NPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTbCS y NpoLeci BUpobHuuTBa A®| abo aitoyoi
peyoBUHM (JONOBHEHHA cneuudikallii HOBUM NOKa3HUKOM SIKOCTi Ta
BIANOBIAHUM MeTOA0M BUNPoByBaHHSA) (JonoBHEHHS cneundikauii
A®I npu Bunycky napametpamu: «N-TepMiHasIbHe CEKBEHYBaHHSA,
«BbioHaBaHTaxeHHS (3arasibHa KiflbKICTb XUTTE3AaTHUX aepOo6HMX
MiKpoopraHi3miB)»); 3MiHuW | TUNy - FTOTOBWIA Nnikapcbkuii 3acio.
B1po6HMLTBO. 3MiHM BUNPOGyBaHb abo AONYyCTUMKX MEX,
BCTaHOBMEHMX Y cneumdikayisx, nig yac BUpobHULTBA rOTOBOro
nikapcbKoro 3acoby (4ONOBHEHHS HOBOTO MeTOAY BUNPOOYBaHHS Ta
gonyctumux mMex) (JogasaHHs napameTpiB KOHTPO/THO KPUTUYHUX
TOYOK Y NpoLeci BUPOOHMLTBA rOTOBOrO MPOAYKTY:
«OCMONANbHICTb», «BMicT nonicopbaty 20», «pH», «KoHUeHTpauis
6inka»); 3MiHn | TMNy - FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB cneuudikavii
Ta/abo [onyCTUMUX MEX roTOBOrO IiKapCbKOro 3acoby (BUyYeHHs
He3HauHOro NokKasHvKa (Hanpuknag, BUNyYeHHs 3acTapinoro
nokasHuka)) (BunyyeHHs i3 cnevumdikayii roToBoro siikapcbkoro
3acoby napameTpiB «ABTEHTUUHICTb», «pH», «OCMONANBHICTb»,
«KoHTelHep»); 3miHun | Tuny - FoToBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB cneuudikavii
Ta/abo [onNyCTUMUX MEX roTOBOrO /IIKapCbKOro 3acoby (iHLi 3MiHWM)
(YTOuHeHHs HOpMyBaHHS NapamMeTpiB cneuudikalii roToBoro
nikapcbKoro 3acoby npu Bunycky: «O6’eM, LLO BUTATAETbCA»,
«CTepunbHicTb». MapameTpn «Onnc» | «Buanmi yacTkm» 06'eiHaHO i
npeacTaB/eHo B iHLLUIN pefakyii: «30BHILLHIV BUTIAA»); 3MiHW | Tuny -
[oTOBWIA Nikapcbkuii 3aci6. KOHTPob roToBOro MikapcbKoro 3acoby.
3MmiHa napameTpiB cneuudikaiii Ta/abo [onycTUMUX MEX rOTOBOrO
nNikapcbKoro 3acoby (4ONOBHEHHS crneumdikalii HOBUM MOKa3HMKOM 3
BiANOBIAHMM MeTOA0M BUNpobyBaHHSA) (BBeAeHHs cneuudikauii Ha
TepMiH npuaatHocTi ana M3); 3miku | Trny - APl abo girova
peuyoBuHa. KoHTponb A®l abo fitouoi peyoBmHU. 3MiHa y napameTpax
cneuudikaLiin Ta/abo [oNyCTUMNX MEX, BU3HAYEHMX Y crieumdikalisx
Ha A®I abo gjtody peqoBuHY, ab0o BUXILHWIA/NPOMIKHUIA
NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y NpoLeci BUPOGHMLTBA
A®| abo fitoyoi peyoBMHU (LONOBHEHHA cneuudikauii HoBUM
NOoKa3HUKOM SIKOCTi Ta BiANOBIAHUM METOA0M BUNPOOYBaHHS)
(OonoBHeHHs cneuudikauieto ans A®| Ha TepMiH NPUAATHOCTI);
3MiHu | TUNY - A®I abo gitoya pevoBuHa. KoHTpons A®l abo ajtouoi
peuoBMHK. 3MiHa y NapameTpax cneuudikauii Ta/abo AonycTummx
MeX, BU3Ha4YeHNX y cneuundikauisx Ha APl abo gjtouy peyoBrHy, abo
BUXiHUIA/NPOMDKHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci Bupo6HuLTBa APl ab0 Ait040i pevyoBUHMN (BUYYEHHS
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He3HaYHOro MoKasHuKa SIKOCTi (Hanpukiag, BUIyYEHHS 3acTapisioro
nokasHuka)) (BunyyeHHsa napameTpis cneumdikadii Genotypic
vertification Ta Plasmid retention gns npomixHoro npoaykTty (cell
paste), L0 BUKOPUCTOBYETLCSA Y NpoLeci BUPOOHULTBA AitoYOi
peyosuHm); 3miHn | TNy - APl abo gitova peyosmHa. KoHTponb Ad|
abo pjtoyoi peyoBuHu. 3MiHa y MeTodax BunpobyBaHHs A®| abo
[ito4oi pevoBUHM abo BUXIAHOIrO/NPOMIXHOIO NPOAYKTY/peareHTy, Lo
BVIKOPWCTOBYETLCA Y NpoLeci BUpo6bHMLTBa A®| abo aitouoi
peyvoBUHMN (BUAAIEHHS MeToAy BUNpobyBaHHA ans A®l abo gitoyoi
peyoBVHM /peareHTy/MPOMIDKHOTO NPOAYKTY, SKLLO anbTepHaTUBHWIA
MeTop, BXe 3aTBepmxeHunin) (BuganeHHs metoay enekrpocpopesy B
noniakpinamigHomy reni (SDS-PAGE), w0 B1KOpUCTOBYBaBCS A/151
BM3Ha4YeHHA napameTpy «laeHTuuHicTb» Ta meTogy RP-HPLC gns
BM3HAYeHHA napameTpa «Yuctota»); 3miHn | Tuny - A®Il abo girova
peuyoBuHa. KoHTponb A®| abo fitouoi peyoBmHW. 3MiHa y MeToAax
BMNpo6yBaHHA APl abo aitoyoi peyoBnHM abo BMXIAHOrO/NPOMIXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI BUPOGHULTBA
A®I| abo fjtoH0i pevyoBUHM (iHLWI 3MiHW B MeTOAax BUNPoBYyBaHHS
(iHWi 3miHM y MeToaax BUNPoOyBaHHA (BK/TOYaoun 3amiHy abo
[0NoBHEHHS) A®| abo Aitoyoi peyoBrHY abo BUXIAHOrO/MPOMIXXHOTO
npoaykTy) (3miHa y MeToaax KOHTPO/IH0 MOMIKHOIO NPoAyKTY
dinrpactum metoay enekrpodpopesy B noniakpinamigHomy reni
(SDS-PAGE) Ha meTopg, EkckntosuiiHoi BEPX (SE-HPLC) gns
BM3HAYEHHS MOKa3HuKa «Yuctota»); 3miHu | Trny - A®l abo girova
peyosuHa. KoHTponb APl abo gjtouoi pevyoBuHU. 3MiHa Y NapameTpax
cneumdikauii Ta/abo fLONYCTUMUX MEX, BU3HAYEHUX Y cneuudikaLisx
Ha A®| abo aitovy peqyoBuHy, abo BUXIAHUIA/MPOMiIKHNI
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLeci BUPOGHMLTBA
A®| abo fjto4oi peyoBuHU (JONOBHEHHS cneuudikauii HOBUM
NoKa3HUKOM SIKOCTi Ta BiAMNOBIAHUM METOA40M BUNPOOYBaHHS)
(JonoBHeHHA cneumdikauii A®I npu BUNYCKy napameTpoMm:
«3arasibHa KiNbKiCTb XXUTTE3AATHNX aePOBHUX MIKPOOPraHi3mMiB»);
3MmiHn | TUNY - A®l abo gitoya pevoBuHa. KoHTponbs APl abo gitoyoi
peyoBuHM. 3MiHa y napameTpax cneuudikadin Ta/abo gonycTummx
MeX, BU3HaUYeHNX Y cneumdikauisx Ha APl abo gjrouy peyosrHy, abo
BVIXiZHWIA/NPOMDKHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci Bupo6HuLTBa APl ab0 AitoH0i peHoBUHU (BUTYHEHHS
HEe3Ha4YHOro NokasHMKa SKOCTi (Hanpuknag, BUTYYEHHS 3acTapifioro
nokasHuka)) (BunyyeHHs i3 cneumdikavii (poOMiXXHOro NpoaykTy
dinrpacTum NnokasHUKIB «3aranbHuil 6inok», «pH», «4uctota
meTofom RP-HPLC», OCKifIbkn BOHWN KOHTPO/TIOOTLCSA Y NPOLLECi
BMPOGHMLTBA Ajito40i pevoBunHN); 3miHu | Tuny - Jlikapcbki 3acobu.
BHeceHHs 3MiH(1) Ha BuMory MO3 3rigHo 3 pekoMeHaaLismu
HaLioHa/IbHNX KOMNETEHTHUX OpraHiB, MXHApPOAHUX OpraHisavji,
perynsaTopHUX areHLuiii iHLWMX KpaiH nicas OLiHKU HeraiHoro
06MeXeHHS LLoAo 6e3neku, MapKyBaHHS, XapakTepHOro 4718 NeBHol
dhapMakonorivyHoi Ta/abo thapmakoTepaneBTUUHOI rpynn, perynspHo
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OHOB/IIOBAHOrO 3BiTY 3 6e3nekun, NiaHy ynpasaiHHA pu3vKamm,
KOHTPO/IbHWX 3axogis/cneLjiasibHux 3060B’a3aHb, 3MiH 415
BiJOGPaXKEeHHS KOPOTKOI XapaKTepUCTMKM NiKapCbKoro 3acoby Ta
IHCTPYKLUIT ANA MeANYHOro 3acTOCYBaHHSA (BNPOBaAXXEHHS
Y3rOPKEHUX 3MiH Y hOpMyNtoBaHHI, LLOAO AKNX 3asBHUK He Hajae
XXOAHUX HOBUX J0AAaTKOBUX AaHuX) (3MiHM BHECEHI A0 IHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA y po3ainu: "OcobamMBOCTi 3aCTOCYBaHHA",
"Mo6iuHi peakuyii™); 3miHu I TMNYy - FoTOBWIA Nikapcbkuii 3aci6.
Brpo6HMLTBO. 3amiHa abo BBeEHHS [0AAaTKOBOT AifIbHUL
BMPOGHMLTBA 4151 HACTVMHM abo BCbOro BUPOBGHMYOro npoLecy
roTOBOrO JiKapCbKOro 3acoby (AinbHULSA, Ha AKiil NpoBOAATLCA GyAb-
AKi BUPOGHMYI CTagii, 3a BUHATKOM BUMYCKY cepili, MPOBeAEHHS
KOHTPO/0 AKOCTi Ta BTOPUHHOTO NaKyBaHHS, ANs NikapCbknx 3acobiB
6i0/10r4YHOr0/iIMyHONOrYHOrO MOXOAKEHHS) (BBEAEHHS HOBOI
BMPOGHWYOI AiNbHNL Y 3B’A3KY 3 NEPEHOCOM BUPOOHULITBA FOTOBOTO
nikapcbKoro 3acoby Ha iHLYy BUPOGHUYY AinbHULE0); CynyTHA 3MiHa
- 3MiHK 3 sikocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKyrnopoBanbHWii 3aci6. 3MiHa Yy NepBUHHIl ynakoBLi
roTOBOrO JliKapcbKoro 3acoby (Tun koHTeliHepa abo AofaBaHHs
HOBOro KOHTeliHepa) - CTepubHi Mikapcbki 3aco6u Ta flikapcbki
3ac0o6u 6ioNoriyHOro/iMyHO/IONYHOT0 MOXOKEHHSA (3amiHa wnprua 3
OKPEMOH0 T0JIKOK Ha LUMPUL, i3 NPUKPINIEHO0 FO/IKOK); 3MiHU 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBa/ibHWiA 3aci6. 3MiHa po3mipy ynakoBKu
roTOBOrO JliKapcbKoro 3acoby (iHwi 3miHM) (3MiHa y nakyBaHHi: LnpuL,
Y KapTOHHIi1 NayLi 3 KAPTOHHUM chikcaTopoM abo 3ans1oMb6oBaHUiA y
6nicTep WNpuL, y KapToHHIA nayui); 3miHu |l Tuny - FoToBwMiA
nikapcbkuii 3aci6. BUpo6bHULTBO. 3MiHW, LLO CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOIO SAKOCTi FOTOBOrO NikKapcbKoro 3acoby (3amiHa abo
[04aBaHHsA BUPOOHNMKA, BiANOBIA&IBLHOIO 3a BUMYCK Cepil) -
BK/THOYAKOUN KOHTPO/L/BUNPOBYBaHHA cepil An1a NikapcbKoro 3acoby
6i010r4YHOro/iMyHOOMNYHOTO NMOXOKEHHS Ta O4UH 3 METOZIB
aHanisy, L0 3aCTOCOBYETLCS Ha AiNIbHUL, €
6i0N0riYHUM/IMYyHONOTYHUM/IMYHOXIMIYHUM MeToA0M (BBeAeHHs
HOBOT BUPOBGHWNYOT AiNIbHULL Y 3B’A3KY 3 NEPEHOCOM BUPOGHMLTBA
rOTOBOrO J1iKapCbKOro 3ac06y Ha iHLWY BUPOBHMNYY AilbHULIO); 3MiHW I
TMny - Jlikapcbki 3aco06U. 3MiHW, WO NOB'A3aHi 3i 3HAYHUMU 3MiHaMU Y
KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, iHCTPYKUil ans
MeAMYHOro 3aCTOCYBaHHS 3rifHO 3 HOBUMMW AaHUMK 3 SKOCTI,
OOKNIHIYHUMUA, KNIHIYHUMW faHUMK Ta JaHMuK hapmakoHarnsgy
(3MiHM BHeCeHi A0 IHCTPYKLiT A1 MeANYHOr0 3aCTOCYBaHHS Y
po3ginu: MNMokasaHHs, IMyHOGIONOriYHi | 6io/oriYHi BNacTMBOCTI,
Oco6MBOCTI 3aCTOCYBaHHSA, 3acToCyBaHHSA y nepiof BariTHOCTi abo
roflyBaHHs rpyaaro, 34aTHIiCTb BN/IMBATU Ha LIBUAKICTb peakwii npu
KepyBaHHi aBTOTPaHCMOpTOM abo poboTi 3 iHWMMK MeXxaHi3mamu,
Cnoci6 3acTtocyBaHHs | 03, MNepeno3yBaHHs, MobivHi peakuii );
3MiHu |l Tuny - FoToBUIA Nikapcbkuii 3aci6. BUpo6HMLTBO. 3MiHa
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po3Mipy cepil (Bk/ItoYatoun dianaszoH po3mipy cepii) roToBoro
nikapcbkoro 3acoby (iHLi 3MiHN) (36inbLUEHHA po3Mipy cepii); 3miHu I
TMny - FOTOBWIA NikapcbkWii 3aci6. KOHTPOIb rOTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTofax BUNpo6yBaHHSA roTOBOTO J1iKapCbKOro
3aco6y (3miHa y 6ionoriyHoMy/iMyHONOrYHOMY/iMYHOXIMIYHOMY
MeToZi BUNnpobyBaHHs abo MeTozj, y SKOMY BUKOPUCTOBYETHCA
6ionorivyHnin peareHT) (3MiHM y MeTofax ekckno3uiiHoi BEPX (SE-
HPL) i 06epHeHOo-tha30B0i BEPX, L0 BUKOPUCTOBYETLCA ANS
KOHTPO/1I0 NOKa3Huka «Ynctota/gomillkms.) (TepmiH BBEAEHHS 3MiH -
NPOTArom 6-Tv MiCAILiB MicNs 3aTBEPKEHHS)
148. | HOBOKAIH- PO34uH Ans ToBapucTeo YKkpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/4539/01/02
340POB'A iH'ekuin, 20 mr/mn 3 06MeXeHOo BMMpaB/IEHHS TEXHIYHOI NOMUIIKM B cneuudikallii 3a NoKasHUKOM
no 2 mn B amnynax 06MeXeHo BiANOBIfa/LHICT «O6’eM, LLLO BUTArAETLCA» (B paMkax OJHOr0 JOKYMEHTY), B MeTogax
Ne 10 B kopobuj, Ne | BignosigasnbH 10 KOHTPO/O SIKOCTi 3@ NOKa3HUKOM «CynpoBigHi AOMILLIKN»
5 (5x1), Ne 10 icTio "®dapmaueBTUYH
(5%2), Ne 10 (10x1) "papmaueBT a KoMmnaHis
y 6nictepax B N4Ha "3p0pos'sa”
Kopobui KOMMaHis
"3p0opos'a”
149. | HOBOKC®-500 TabneTku, BKpUTI OpraHocvH IHAis onTimyc IHAis 3MiHW | TUNY - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX npo 3a peyenmom | UA/12673/01/01
NNiBKOBOO Naiidp [bxeHepikc cucTemy chapmakoHarnsgy (BK1H0HaKUM KOHTaKTHI faHi) Ta/abo 3MiHu
060/10HKOI0 1Mo 500 CaeHcuns Nimiten Y PO3MiLLleHHI MacTep-halina cuctemu hapmakoHarnsgy
Mmr, no 5 TabneTok M. /114,
y 6nicTepi; no 1
6nictepy B
KapTOHHI ynakosL,i
150. | HOBOKC®-500 TabneTku, BKpUTI OpraHocvH IHais OonTimyc IHais 3MiHM | TUNY - BBEAEHHSI @60 3MiHM A0 y3arasibHEHUX AaHuX Mpo - UA/12674/01/01
NiBKOBOIO Nalidp [xeHepikc cucTemy thapmakoHarnsgy (BKIHOHaUM KOHTaKTHI faHi) Ta/abo 3miHu
060/10HKO0 1Mo 500 CaeHcuns Nimiteq Y PO3MilLleHHI MacTep-haiina cuctemu hapmakoHarisagy
mr in bulk: no 1000 MeT. N14,.
Tabnetok y
noABilHOMY NakeTi;
no 1 nakety B
KapTOHHIiA ynakoBLi
151. | HOBOKC®-500 TabneTku, BKpUTI OpraHocvH IHAjs EBepTomKeH IHAis BHECEHHS 3MiH 0 peecTpaviiiHux matepiasis: 3MiHu | Tuny - - UA/12674/01/01
NNiBKOBOO Naiidp Naiigp CaeHcus AAMiHiCTpaTMBHI 3MiHWU. 3MiHa HaliMeHyBaHHsA Ta/abo agpecy Micus
060/10HKO0 10 500 CaeHcuns Nimiteq NpoBaKEHHS AiSIbHOCTI BUPOBHUKa/imMnopTepa roToBoro
mr in bulk: no 1000 Met. NTa. NiKapcbKoro 3acoby, BKIOHAaKUM AiNbHNLi BUMYCKY cepii abo micue

TabneTok y
noABiliHOMY nakerTi;
no 1 nakety B
KapTOHHIA ynakoBsL,i

nNpoBeAeHHA KOHTPOJIIO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BMPOGHWK/iMNOPTEp, BKIOYAOUM BUMYCK CEPIiA) - 3MiHA
HalimeHyBaHHs BUpPo6Huka /13, 6e3 3MiHN MicLA BUPOGHMLTBA)
(TepM iH BBEIEHHS 3MiH - MPOTAroM 3-X MicsiLiB MiCNs 3aTBEPYKEHHS)
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152. | HOBOKC®-500 TabneTku, BKpUTI OpraHocvH IHAis EBepTomxeH IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom | UA/12673/01/01
N1iBKOBOIO Nalidp Naiidp CaeHems AAMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
o6010Hkoto no 500 CaeHcus Nimiten NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
Mr, no 5 TabneTok MeT. N14,. niKkapcbKoro 3acoby, BKIOYaUM Ai/ibHULI BUNYCKY cepii abo micue
y 6nicTepi; no 1 NpoBefieHHSA KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
6nictepy B BMPOGHMK/IMNOpPTEp, BK/OYa0UM BUMYCK CEpiid) - 3MiHa
KapTOHHIA ynakoBLi HaliMeHyBaHHs1 BUpo6HUuKka /13, 6e3 3MiHN MicLA BUPOGHMLTBA)
(Tepm iH BBEAEHHA 3MiH - MPOTAroM 3-X MicsiliB Nicns 3aTBEPAKEHHS)
153. | HOBOKC®-750 TabneTku, BKpUTI OpraHocvH IHAjis OonTimyc IHAis 3MiHM | TUMY - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX Mpo 3a peyenmom | UA/12673/01/02
NNiBKOBOO Naiidp [hxeHepikc cuctemy hapmakoHarnsgy (BKoyalum KOHTakTHI AaHi) Ta/abo 3MiHu
060n10HKOI0, No 750 CaeHcus Nimiten y pO3MiLLieHHI MacTep-haiina cuctemu hapmakoHarnsgy
Mr, no 5 TabneTok Mner. Ni14,.
y 6nicTepi; no 1
6nictepy B
KapPTOHHI ynakoBLUi
154. | HOBOKC®-750 TabneTku, BKPUTI OpraHocvH IHais OnTimyc IHais 3MiHKM | TUNY - BBEAEHHA ab0 3MiHV A0 y3araslbHEHNX AaHUX Mpo - UA/12674/01/02
N1iBKOBOIO Naind [xeHepikc cuctemy chapmakoHarnsgy (BKIHOHaUM KOHTaKTHI faHi) Ta/abo 3miHu
060n0Hkoto no 750 CaeHcuns Nimiten y pO3MiLLleHHI MacTep-haiina cuctemy hapmMmakoHarnsay
mr in bulk: no 1000 MeT. N14,.
Tabnetok y
noABiiHOMyY MakeTi;
no 1 nakety B
KapTOHHI ynakosL,i
155. | HOBOKC®-750 TabneTku, BKpUTI OpraHocvH IHais EBepTomxeH IHais BHECEHHS 3MiH [0 peecTpayiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom | UA/12673/01/02
N1iBKOBOIO Nalidp Nalicp CaeHems AAMiHICTpaTBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
060/10HKO0 MO 750 CaeHcuns Nimiteq NpPOBaKEHHS AiS/IbHOCTI BUPOBHMKa/imMnopTepa roToBoro
Mr, no 5 TabneTok MeT. N14,. nNikapcbKoro 3acoby, BKIKOYaKUM AiNbHNLi BUNYCKyY cepii abo micue
y 6nicTepi; no 1 NpoBefieHHsA KOHTPOJII0 AKOCTI. (AIANbHICTB, 3a AKy Bignosigae
6nictepy B BUPOGHMK/IMMOPTEpP, BKIOYAKYM BUMYCK CEPIiA) - 3MiHA
KapTOHHIA ynakoBsL,i HaliMeHyBaHHs1 BUPo6HUuka /13, 6e3 3MiHN MicLA BUPOGHMLTBA)
(Tep™m iH BBEAEHHSA 3MiH - MPOTAroM 3-X MicsiliB nicns 3aTBepAKEHHS)
156. | HOBOKC®-750 TabneTkn, BKpUTI OpraHocvH IHAjs EBepTomKeH IHAis BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - - UA/12674/01/02
NNiBKOBOO Naiidp Naiigp CaeHcus AAMiHiCTpaTMBHI 3MiHKU. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu Micus
060/10HKOI0 1Mo 750 CaeHcuns Nimiteq NpoBaKEHHS AiSIbHOCTI BUPOBHUKa/imMnopTepa roToBoro
mr in bulk: no 1000 Met. NiTa. NiKapCcbKOro 3acoby, BKIOHAKUM AiNbHNLi BUMYCKY cepii abo micue
TabneTok y nNpoBeAeHHA KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
noAgBiiHOMY MakeTi; BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK CEpiid) - 3MiHa
no 1 nakety B HalimeHyBaHHs BUpPo6Huka /13, 6e3 3MiHN MicLA BUPOGHMLTBA)
KapTOHHIA ynakoBsL,i (TepM iH BBEIEHHS 3MiH - MPOTAroM 3-X MicsiLiB MiCNs 3aTBEPYKEHHS)
157. | OKTPAULA PO34uH Ans CaH IHgis CaH IHais BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/6395/01/01
iH'ekuji, 50 MKr/mn dapmacbloTn dapmacbloTVKas 3MiHM | TUMY - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX Mpo
no 1 mn B amnyni; Kan IHpacTpi3 NITg, cuctemy hapmakoHarnsgy (BKoUyatoum KOHTakTHI AaHi) Ta/abo 3MiHu
no 1 amnyni B IHpacTpi3 y po3MiLLieHHI macTep-haiina cuctemu hapmakoHarnsgy
KOHTYPHIi nTp,
NNacTVKOBIi
ynakoBLii B

KapPTOHHI ynakoBUi




101

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
158. | OKTPAI[, po34uH Ans CaH IHAis CaH IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/6395/01/02
iH'ekuii, 100 dapmacboTn PapmacboTuKasl 3MiHW | TUNY - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX npo
MKkr/mn no 1 mn B Kan IHpacTpis /lTg cucTemy chapmakoHarnisgy (BK1H0HaKUM KOHTaKTHI faHi) Ta/abo 3miHu
amnyni; no 1 IHoacTpi3 Y pO3MilLleHHI MacTep-haiina cuctemu hapmakoHarnsay
amnysi B KOHTYpHilA nrp,
NNacTVKOBIM
ynakosL|i B
KapTOHHIiA ynakoBLi
159. | ONNIPEH®-100 CP Kancynu TeBa I13painb AuuHo dapma LBeiiuapi BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a peyenmom UA/5124/01/01
OENOKANC NPOIOHIOBaHoT Aji $apmaueBTik Ar, LBeiiuapis; a/ 3MiHuM | TUNY - BBELEHHA abo 3MiHW [0 y3araslbHEHNX AaHUX Mpo
no 100 mr Ne 20 an lHgacTpis fofartkosa HimeuunH | cuctemy chapmakoHarnsagy (BKovaroum KOHTaKTHI gaHi) Ta/abo 3MiHn
(10x2) y 6nictepax nrp. naboparopis, a y pO3MilLieHHI MacTep-haiina cuctemy hapmakoHarnsgy
y KOpoo6uj L0 Npuiimae
yyacTb B
KOHTPONi AKOCTI:
YHTep3yXyHrciHc
TUTYT Xennenep,
HimeyumHa
160. | OPHI30N® pO34uH Ans MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a peyenmom | UA/12227/01/01
iHdpysilA, 5 mr/mn no | "Tanuudapm "Tanuudpapm”, 3MiHK | TRy - 3MiHK WoAo 6e3nekn/edhekTMBHOCTI Ta
100 M y nnswkax " YkpaiHa; TOB hapmakoHarnsgy. BeegeHHs abo 3MiHV A0 y3arasibHEHUX JaHuX Mpo
y nauuj ipma cuctemy hapmakoHarnsay; 3miHa ynoBHOBaXeHoi 0cobu,
"Hosodhapm- BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
BiocnHTes"
161. | OCINMAMOKC AT Tabnetku, Lo CaHpos CnoseHisa CaHpo3 'm6X - ABCTpiIs BHECEHHS 3MiH [j0 peecTpaviiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom UA/3975/04/01
avcneprylotbcs, no | dapmacbioTik TexOnc AAMIHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs Ta/abo agpecy Micus
500 mr Ne 12 an3 a.4. NPOBaPKEHHA AisS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro

(12x1) y 6nictepax

NiKapcbKoro 3acoby, BKIOUaUM AifibHULI BUNYCKY cepii abo micue
NpoBeAeHHS KOHTPOJIIO AKOCTI. (LisiNIbHICTb, 3a AKY Bignosigae
BMPOGHMK/iIMNOpTEp, BK/OYaUM BUMYCK cepiid) (3MiHa
HaliMeHyBaHHS BUPOOHMKA Ta NPUBEAEHHA MiCLE3HAXOMKEHHS Y
BiANOBIAHICTb 40 BUCHOBKY LLOAO MiATBEPAXKEHHS BifNOBIgHOCTI
BMPOGHULITBA NiKApPCbKUX 3aC06iB BUMOram HasieXHoi BUPOGHMYOT
npakTukm (GMP), BugaHoro lepxasHoto cnyx60t0 Ykpainu 3
nNiKkapcbknx 3acobis, 3 nepesiikom /13, 6e3 3MiHM MicLA BUPOOHMLTBA)
(TepmiH BBEEHHS 3MiH - NPOTATOM 6-TW MiCALiB nicns
3aTBEPKEHHS)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
162. | OCNNAMOKC AT TabneTku, Wo CaHpo3 CnoseHisa CaHpo3 'm6X - ABCTpiIs BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom UA/3975/04/03
avcnepryotbes, no | ®apmacbloTik TexOnc AAMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
1000 mr Ne 12 ans a.4. NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
(6x2) y bnictepax niKkapcbKoro 3acoby, BKIOYaUM Ai/ibHULI BUNYCKY cepii abo micue
NpoBefieHHSA KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpPTEpP, BK/OYAUM BUMYCK Ccepiii) (3MiHa
HaliMeHyBaHHS BUPOOHMKaA Ta NPUBEAEHHA MiCLEe3HaXO0MKEHHS Y
BIANOBIAHICTb A0 BUCHOBKY 040 NiATBEPAKEHHA BiANOBILHOCTI
BMPOGHMLTBA NiKApCbKUX 3aC06iB BUMOram HasieXHoi BUPOGHMYOT
npaktukm (GMP), BugaHoro [lepaBHOoK CNy6010 YkpaiHu 3
nikapcbkux 3acobis, 3 nepesikom /13, 63 3MiHM MicL BUPOGHULTBA)
(TepMmiH BBEZEHHS 3MiH - NPOTAroM 6-TU MicALIB nicns
3aTBEPAKEHHS)
163. | OTPUBIH cnpeii HasanbHWiA, HoBapric LLiseliyapi HoBapTic Lseliyapi BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 peyenma UA/13560/01/01
EKCTPA [030BaHuii no 10 KoHcblomep A KoHcblomep A 3MiHM | TNy - NoAaHHA OHOBNIEHOTro cepTudikaTty BignosigHocTi EP
My hrakoHi 3 Xenc CA Xenc CA R1-CEP 1998-083-Rev 05 Bif 3aTBEpXEHOIO BUPOGHMKA
[03ylounm SIFAVITOR S.R.L. Italy, gns gitouoi peyoBuHu Ipratropium bromide
npuctpoem Ne 1
164. | OPJ/IOKCUH® 200 | TabneTtku, BKPUTI TOB Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [J0 pEECTpaLiiiHMX MaTepiasiB: NPUBEAEHHS Y 3a peyenmom UA/8147/02/01
060n10HKot0, No 400 "3eHTiBa" Pecny6nik Pecny6nik BIANOBIAHICTb EANHOI IHCTPYKL,iT y 3B’A3KY i3 3MIHOI0 Y cKnagi
mr Ne 10 (10x1) y a a (ZONOMIKHUX pEYOBMHAX) FOTOBOrO MiKapCbKOro 3acoby
6nictepax y O®J/IOKCVH® 400 3 BignosigHUMK 3MiHamu y p. «Cknag» eanHol
KapTOHHI KopoobLi IHCTPYKLiT, 3aTBEpmAxeHol HakazoM MO3 Ykpainu Big 16.03.2016 Ne
195
165. | OPOP® TabneTku, BKpUTI OpraHocvH IHais EBepTomxeH IHais BHECEHHS 3MiH 0 peecTpayiiiHux maTepiasis: 3MiHu | TUny - 3a peyernmom UA/7732/01/01
NiBKOBOIO Nalidp Nalidp CaeHems AAMiHICTpaTBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
060/10HKOH0, M0 10 CaeHcuns Nimiteq NPOBaKEHHS AiS/IbHOCTI BUPOBGHMKa/imMnopTepa roToBoro
Tabnetok y MeT. N14,. nNikapcbKoro 3acoby, BKIKOYaKUM AiNbHNLi BUNYCKY cepii abo micue
6nicTepi; no 1 NpoBefieHHSA KOHTPOJIIO AKOCTI. (AIANbHICTB, 3a AKy Bignosigae
6nictepy B BUPOGHMK/IMIOPTEP, BKIOYAKOUMN BUMYCK Cepiii) (3MiHa
KapTOHHI navwi HaliMeHyBaHHs1 BUpo6Huka /13, 6e3 3MiHN MicLA BUPOGHMLTBA)
(TepMiH BBEAEHHSA 3MiH - MPOTAroM 3-X MicsiLiB NiCNs 3aTBEPAYKEHHS)
166. | OD®OP® TabneTku, BKpUTI OpraHocvH IHAjs EBepTomKeH IHAis BHECEHHS 3MiH 0 peecTpaviiiHux matepiasis: 3MiHu | Tuny - - UA/7733/01/01
NNiBKOBOO Naiidp Naiigp CaeHcus AAMiHiCTpaTMBHI 3MiHWU. 3MiHa HaliMeHyBaHHsA Ta/abo agpecy Micus
060/10HKOIO, in CaeHcus Nimiten NpoBafKEHHA Ais/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
bulk: no 2500 Met. NTa. NiKapcbKoro 3acoby, BKIOHAaKUM AiNbHNLi BUMYCKY cepii abo micue

TabneTokK y nakeri;
no 1 nakety y
Kopobui i3
rogopokapToHy

nNpoBeAeHHA KOHTPOJIIO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/iMNOPTEp, BKOYAKOUM BUMYCK cepill) (3MiHa
HalimeHyBaHHs BUpPo6Huka /13, 6e3 3MiHN MicLA BUPOGHMLTBA)
(TepMiH BBEEHHS 3MiH - MPOTAroM 3-X MiCsILiB MiCNs 3aTBEPYKEHHS)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
167. | MAHIACTPO NnopoLIoK ans CaHpo3 CnoseHisa Nex CnoseHisa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom | UA/14142/01/01
pO34YuHy Ans dapmacbloTiK dPapmaLeBTUYHa 3MiHM | TNy - 3MiHa NocTavasibHUKa NakyBaslbHUX MaTepianis abo
iH'ekuii o 40 mry an3 a.4a. KoMnaHis g.4. KOMM/IEKTYOUMX — 3i cnevyudikalii 4na diakoHiB BUAATEHHS
onakoHax Ne 1, Ne BMpOo6HUKIB - Nuova Ompi Ta Forma Vitrum; 3i cneyudikauii Ha
5, Ne 10 npobkv BUAaNeHHs BUpobHuka - Helvoet Pharma; 3i cneumdikavi
015 KOBMaukiB BuganeHHs BupobHnka West Pharmaceutical Services;
3MiHM | TUNY - 3MiHa NapameTpiB cneuudikauiii Ta/abo onycTUMUX
MeX NepPBUNHHOT YNakoBKN FOTOBOTO MiKapCbKOro 3acoby - [AONOBHEHHS
cneumdikaLii HOBUMM MoKasHVKamMu «Arsenic», «Glass grains test» 3
BiANOBIAHUMU MeToAaMK BUNPOBYBaHHA A8 dNakoHIB (NpYBeAeHHs
y BinoBigHicTb f0 BUMOr EP); 3MiHM | Tuny - 3mMiHa y meTofax
BMMPOOYBaHHA NEPBUHHOI YNakoBK/ rOTOBOTO /iKapCbKoro 3acoby —y
MeToAax BUNPOoGYyBaHHS NEPBUHHOT YNakoBKM (h/1aKoHIB) rOTOBOrO
nikapcbkoro 3acoby n. «Hydrolytic Resistance of Inner Surface»
[O[AETbCA aHaNITUYHUIA MEeTOoZ, A1 BUSHAYEHHS TigposiTUYHOT
CTIKOCTi BHYTPILLHIX MOBEPXOHb BiANoBigHO A0 USP (3aTBepaxeHO
0o EP). MeTtoauku 3rigHo EP Ta USP ekBiBafIEHTHI
168. | MAHKPEATUH TabneTku, BKpUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpayiiiHux matepiasis: 3MiHu | Tuny - 6e3 peyenma UA/7539/01/01
8000 060/10HKOI0, "TepHochapm "TepHodhapm” AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BK NikapcbKoro 3acoby (6yo -
KMLLKOBOPO3UMHHI " MAHKPEATWH)
no 0,24 r Ne 10, Ne
50 (10x5) y

bnictepax
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
169. | MAPAKO/ IC® Tabnetkn Ne 10 ToBapucTBo Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom | UA/12054/01/01

(10x1) y 6nictepax 3 [04aTKOBOO 3MiHM | Tuny: 3miHn 3 AkocTi. A®l. KoHTponb A®I. 3miHa y meTodax

y nauui, Ne 10 y [04aTKOBOO BiANOBIga/bHICT BMNpo6yBaHHA A®| abo BUXiAHOro MaTepiasty/npomMikHOro

6nictepax BiAnoBiAa/IbH 10 "IHTEPXIM" npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLLEeCi BUPOGHMLTBA

icTio
"IHTEPXIM"

A®| (He3HauHi 3MiHW y 3aTBEPMAXEHMX MeTohax BUNpobyBaHHSA) - ANs
aitoyoi peyoBrHn KogeiHy dpocdhaty; 3miHm | Tuny: 3miHM 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPO/b LONOMKHUX PEYOBUH. 3MiHA

napameTpiB creuudikauii Ta/abo AoNyCTUMMX MEX A5 LONOMDKHOT

PEYOBUHM - NPUBEAEHHS cneuvdikalili MeToaiB KOHTPOSIO
O0NOMDKHUX PEYOBUH Y BigNoBigHICTb A0 BUMOr EP; 3miHu | Trny:
3MiHu 3 sKocTi. A®Il. KoHTponb AdI. 3miHa y napameTpax
cneuudikauin Ta/abo [oNyCTUMMNX MEX, BU3HAYEHMX Y crieumdikalisix
Ha A®|, abo BUXiZHWNIA/MPOMIXHWIA NpoayKT/pearexT, Lo
BVKOPVCTOBYIOTbCA Y npovueci BupobHuutea A®I (iHWi 3miHW) - Ans
Ait040T PEYOBVHM NapaueTamony; 3MiHu | Tuny: 3MiHu 3 AKOCTi.

[0TOBWIA Nikapcbkunii 3aci6. KOHTPob roToBOro Mikapcbkoro 3acoby.

3MmiHa napameTpiB cneuudikaiii Ta/abo [onyCTUMUX MEX rOTOBOrO
NiKapCcbKoro 3acoby - npyBeAeHHs T. «MikpobionoriyHa yicToTa»

roToBOro Nikapcbkoro 3acidy BignosigHoO A0 BuMor APY; 3miHu | Tuny:
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHA
A®| abo BMXigHOro MaTepiany/npPoOMiXKHOTO NPOAYKTy/peareHTy, Wwo

BMKOPUCTOBYETLCA Y NpoLeci BUPo6bHULTBa AP| (HE3HAUHI 3MiIHN Y
3aTBEPKEHUX MeToAax BUNPoByBaHHS) - 415 Ait0HOT PEHOBUHN

napaueTtamony; 3MiHu | Tuny: 3miHun 3 skocTi. A®l. KoHTponb A®I.

3MiHa y napameTpax crneuudikauiii Ta/abo AONYyCTUMUX MEX,
BU3HauYeHuX y cneuudikauisx Ha A®l, abo BUXigHUIA/NPOMIXHWIA

NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y NpoLeci BUPOBHMLTBA

A®I (iHWi 3miHW) - ona aioyoi peyoBrHn KogeiHy dhocdpaty; 3MiHm |
Tuny: 3MiHM 3 SKoCTi. A®Il. KoHTposb AdI. 3miHa y napameTpax

cneuudikauin Ta/abo [oNyCTUMMNX MEX, BU3HAYEHMX Y crieumdikalisix

Ha A®|, abo BUXiZHWIA/MPOMIXHWIA NpoAyKT/pearexT, Lo
BMKOPUCTOBYIOTbCA Y NpoLeci BUpobHuuTBa A®| (BUTyYEHHS

HEe3HaYHOro NoKa3HukKa SKOCTi (HanpvKiag BUyYeHHs 3acTapifioro

nokKasHuka); 3miHu | Trny: 3miHn 3 akocTi. A®l. KoHTponb A®I. 3miHa

y napameTpax cneyudikaliii Ta/abo gonycTUMUX MeX, BUSHAYEHUX Y

cneuudikayisx Ha A®l, abo BMXigHWIA/MPOMIKHUIA NpoAyKT/pearexT,
LLIO BUKOPUCTOBYIOTLCSA Y Npoueci BUpobHULTBa AP (iHLWi 3MiHK) -

npuBeLeHHs N. "3aNLWKOBI Ki/IbKOCTi OpraHiuHMX PO3YMHHMKIB"
BignoBigHo Ao Bumor EP;

3MiHu | TUNy: 3miHn 3 AkocTi. APl. KoHTponb A®I. 3miHa y meTogax

BMNpobyBaHHA A®| abo BUXigHOro matepiasly/npomikHOro

NPOAYKTy/peareHTy, L0 BYUKOPUCTOBYETLCSA Y NPOLLECi BUPOOHMLTBA

A®I (iHWi 3MiHM Y MeToax BUNPOGYBaHHS (BKIOHYAKUM 3aMiHy abo

[0NOBHEHHA) AD| abo BUXiAHOrO/NPOMIKHOrO NPOAYKTY) - 4NN AitoYoi

pevoBuHM KoaeiHy docdaty
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
170. | MAPOKCWVH TabneTku, BKpUTI TOB "dapma Ykpaina TOB "dapma Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - 3miHn 3a peyenmom UA/3184/01/01
nNiBKOBOO Crapt" Crapt"” Loao 6e3nekn/edpeKTUBHOCTI Ta (hapmakoHarnsgy. 3MiHa y KopoTkiit
o6onoHkoto, no 20 XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
mr no 10 TabneTok AN MeAMYHOro 3acToCcyBaHHA Ha NiACTasi perysipHO OHOB/IIOBAHOTO
y 6nictepi no 3 abo 3BITY 3 6e3Mnekun nikapcbkoro 3acoby, abo focnifkeHb 3 6e3nekn
6 6ricTepiB y nayui 3aCTOCyBaHHS NiKapCbKoro 3acoby B MicnsipeecTpaviiiHvi nepiog,
3 KapTOHY a60 AK pe3ynbTar OLiHKM 3BITY 3 AOCNISKEHb, NPOBEAEHUX
BIANOBIAHO A0 NAaHy negiatpuyHux gocnimxers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM OpraHom) (BHectn
3MiHW [0 IHCTPYKLT Yy po3ainu: MNMoka3aHHs, PapMakonorivHi
B/1acTMBOCTI, MpoTunokasaHHs, Baaemogis 3 iHLWIMMUK NiKapCbKUMK
3acobamu Ta iHWi B1uam Baemodii, Ocob61MBOCTi 3aCTOCYBaHHS,
3p4aTHICTb BNAMBATY Ha LIBUAKICTb peakuil npu kepyBaHHi
aBTOTPAHCMOPTOM abo iHWMMKN MexaHi3mamu, Cnocib 3acTocyBaHHS
Ta fo3u, MobiyHi peakuii, 3rigHoO 3 iHhopMaLjElo WoA0 MeaNYHOro
3acTocyBaHHs pechepeHTHoro (MAKCW/1™) nikapcbkoro 3acoby
(TepmiH BBEA|EHHSA 3MiH - MPOTAroM 3-X MicsLiB NiCNsA 3aTBEPAKEHHS)
171. | NAC rpaHymn POTEK NTA, | Benuko6p Bisimeq /labc IHAis BHECEHHS 3MiH 40 peecTpayiiiHux matepiasis: 3MiHu | Tuny - - UA/10446/01/01
KMLLKOBOPO34UHHI, nTaHis nTp, AnMiHiCTpaTMBHI 3MiHWU. 3MiHa HaliMeHyBaHHs Ta/abo agpecu Micus
80 /100 r in bulk: NpOoBafKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
no 100 ry nNiKapcbKoro 3acoby, BKIOYaKUM AiNbHNLi BUNYCKY cepii abo micue
nakeTuky 3 NpoBeAEeHHS KOHTPO/O AKOCTI (AiANbHICTb, 3a AKy Bignosigae
antoMiHieBoi BMPOGHMK/IMNOPTEp, BK/IOYA0UM BUMYCK Cepiii) (3MiHa agpecu
chonbru, BMPOGHMKa /13, 6e3 3MiHM MicLsa BUPOGHMLTBA (peopraHisauis

BKM1afiEHOMY Y
noslieTUIEHOBUN
nakeTtuk; no 100
NakeTUKIB y MiLLKY;
no100ry
nakeTukax 3
IOMIHIEBOI
chonbru,
BKNafeHOMY Y
nonieTueHoBui
nakeTuk, aKui
pasoM 3 MipHOI0
JIOXKOI Ta
NaKkeTNKoM
cunikaresnio
BKNafeHi y
nnacTUKoBWi
KOHTeliHep; no 100
KOHTeliHepiB y
Kopobui

wraty)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
172. | NAC rpaHynu POTEK NTA | Benukobp Bisimeg Jlabc IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom UA/8971/01/01
KMLLKOBOPO3UMHHI, nTaHis nrtp, AAMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
80 r/100 r no 100 r NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
y nakeTukax 3 niKkapcbKoro 3acoby, BKIOYaUM Ai/ibHULI BUNYCKY cepii abo micue
TIOMIHIEBOI NpOBeAEHHS KOHTPO/O AKOCTI (AiANbHICTb, 3a AKy Bignosigae
chonbru, BMPOGHMK/IMNOpTEp, BK/OYaoUM BUMYCK cepiid) (3MiHa agpecu
BKNafeHoMmy y BMPOGHUWKa /13, 6e3 3MiHM MicLsa BUPOOHMLTBA (peopraHisadlis
nonieTuIeHoBwi wrarty)
nakeTuk, y
KOMMNEKTi 3
MipHOIO NTOXKOIO Ta
nakeTom
cunikareno y
n1acTMKOBOMY
KOHTelHepi
173. | NME®PPAKE/Nb D5 Kpanni ans CAHYM- HimeyunH CAHYM- HimeyuunH BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 6e3 peyenma UA/11526/01/01
nepopasibHoro Ta Kenbbek a Kenbbek Mv6X i a BBEAEHHSA abo 3MiHM [0 y3ara/ibHEHUX JaHWX MPOo cucTemy
MicL,EeBOro v6X i Ko. Ko. KI hapmakoHarnsgy, BKIHUYakun KOHTaKTHI daHi Ta/abo 3MiHu y
3aCTOCYyBaHHA No Kr po3MilLieHHi MacTep-thaiina cuctemun hapmakoHarnagy
10 mn y donakoHax
3 KpanesnbHuLe
Ne 1
174. | NIPALUETAM- PO34uH NN ToBapucTeo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3MiHu | Tuny - 3miHn 3 3a peyernmom UA/7498/01/01
340POB'AA iH'ekuji, 200 mr/mn 3 0bMexeHot sKocTi. FoToBwMIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
no 5 mn B amnynax 06MeXeHo BigNoBiAabHICT npugatHocTi abo ymoBax 36epiraHHsi roTOBOro MikapcbKoro 3acoby
Nel10 y KapTOHHii BiANOBIAa/IbH 10 (36inbLIEHHSA TepMiHY NPUAATHOCTI rTOTOBOrO /iKapCbKOro 3acoby) -
kopo6ui, Ne 5 (5x1), icTio "®apmaueBTUYH [nsa Toprosoi ynaxkoBku (NigTBEPLKYETLCA AaHVMU peasibHOro vacy)
Ne 10 (5x2) y "papmaueBT a KoMmnaHis (36inbLLUeHH:A TepMiHy npuaaTHocTi 13 3 2-x Ao 4-X pokiB) (TepMmiH
6nictepax B nyHa "3p0pos'a” BBE/EHHS 3MiH - MPOTAroM 3-X MiICSLiB NiCNsA 3aTBEPAYKEHHS)
KapTOHHIlA KopoobLi KOMMaHis
"3p0pos'a”
175. | MPEHECA® TabneTku no 8 mr KPKA, a.4., CnoBeHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH 4,0 peecTpaviiHnx matepiasi: 3MiHu | Tuny: 3miHn 3a peyenmom UA/5145/01/03
Ne 30 (10x3), Ne 60 HoBo mecTo HoBo mecTo Loao 6e3nekn/edpeKTBHOCTI Ta thapmakoHarnagy. 3MiHU y KOpOTKiii
(10x6), Ne 90 XapaKkTepucTuLli NikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLT
(10x9) y 6nicTepax OJ151 MeANYHOro 3aCTOCYBaHHSA reHepUYHNX/TibpuaHuX/6ionoAaiGHNX
nNikapcbKuNx 3aco6iB Nicns BHECEHHS TiEl camoi 3MiHU Ha
pedepeHTHUIA Npenapar (3MiHa He NOTpebye HaflaHHSA XOLHWUX HOBUX
[04aTKOBMX faHuX) - 3MiHM 4o po3ainy “MobivHi peakuii npn
nepepeecTpaujii 4o3yBaHb 2 Mr abo no 4 Mr y 3B's3Ky 3 €AVHO0
IHCTpYKLUi€0 AN BCiX A03yBaHb BiAMNOBIAHO A0 pedepeHTHoro
npenapary
176. | MPOTEKOH® TabneTku, BKpUTI OpraHocvH IHAis OonTimyc IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 peyenma UA/3347/01/01
060n0Hkoto, Ne 30 Nalidp [xeHepikc 3MiHW | TUNY - BBEAEHHS abo 3MiHW A0 y3arasibHEHUX AaHuX npo
(10x3), Ne 90 CaeHcus Nimiten cuctemy chapmakoHarnisgy (BK1H0HaKUM KOHTaKTHI faHi) Ta/abo 3miHu
(10x3)x3) y MeT. N14,. y pO3MilLleHHI MacTep-haiina cuctemu hapmakoHarnsay

6nictepax, Ne 60 y
KOHTeliHepax
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
177. | MPOTEKOH® TabneTku, BKpUTI OpraHocvH IHAis OonTimyc IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/3348/01/01
060/10HKOIO, in Nalidp [xeHepikc 3MiHW | TUNY - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX npo
bulk: no 2500 CaeHcus Nimiten cucTemy chapmakoHarnisgy (BK1H0HaKUM KOHTaKTHI faHi) Ta/abo 3miHu
TabneTok y MeT. N14,. Y pO3MilLleHHI MacTep-haiina cuctemu hapmakoHarnsay
nakeTax y Kopobui
3 roYPOKaPTOHY
178. | PEMAHTO Tabnetku, Lo AnBoreH Mokcemby NOBHUIA LMK Ipeuis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom | UA/13991/01/01
OMcnepryroTses B IMKo C.ap.n. pr BMpPO6GHMLTBA: 3MiHM | TUNY - 3MiHa po3mipy cepii (BkoYatoun gianasoxn) Ad®l abo
POTOBI NOPOXHWHI lenecbapm CA, Ait040T pevoBMHN abo MPOMIXKHOTO NPOAYKTY - 36iNbLUEHHS PO3MipY
no 5 mr Ne 42 Mpeuis; cepii npomixxHUx npoaykTis 1,3-DMA (1,3-gumeTnn agamaHTuH) (etan
(14x3) y 6nictepax aflbTepHaTUBHWI 1'i 11); 3miHm | TMNY - 3amiHa nocTavasibHUKa BUXigHOro matepiany 1,3-
BVPOGHMK avmeTun agamaHTuHy (1,3-DMA), skuii BAKOPUCTOBYETLCS B NPOLLEC
BTOPVHHOTO BMPOGHMLITBA aKTUBHOI PEYOBVHW MEMaHTVHY TigpoXn1opuay Ha ABOX
nakyBaHHs, HOBMX NOCTaYa/IbHUKIB
BignoBigae 3a
BUMYCK Cepiii
'N3: PoHTic
Xennic Megikan
eHf
dapmacbtoTikan
Mpogaktc CA,
peuis
179. | PEMAHTO TabneTku, o AnBoreH Jokcemby NOBHWI LMK Ipeuis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom | UA/13991/01/02
aucnepryroTbes B INKo C.ap.n. pr BMPOGHMLTBA: 3MiHM | TURY - 3MiHa po3Mipy cepii (Bkovatoum gianasoHn) APl abo
POTOBI NOPOXHWHI eHechapm CA, Lito40i pevyoBMHN abo NPOMDKHOIO NPOAYKTY - 36iMbLUEHHS PO3Mipy
no 10 mr Ne 30 pewijs; cepii npomixHux npoAaykTis 1,3-DMA (1,3-gumeTnn agamaHTuH) (etan
(15x2), Ne 56 anbTepHaTUBHWIA i 11); 3miHm | TMNY - 3aMiHa NocTavasibHUKa BUXIAHOTO MaTepiany 1,3-
(14x4) y 6nictepax BUPOBHMUK AnmeTun agamaHTuHy (1,3-DMA), skuii BAKOPUCTOBYETHLCSA B NPOLIEC
BTOPUHHOTO BMPOGHMLITBA aKTUBHOI PEYOBUHN MEMAHTUHY Tigpoxiopuay Ha ABOX
nakyBaHHs, HOBMX NocTavasbHUKIB

BignoBigae 3a
BUMYCK Cepiii
'N3: PoHTic

Xennic Megikan
eHg,
dapmacbioTikas

Mpopaktc CA,

peuis
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
180. | PEMAHTO TabneTku, Wo AnBoreH Mokcemby NOBHUIA LKA Ipeuis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom | UA/13991/01/03
ancnepryoTscs B IMKo C.ap.n. pr BMpO6GHMLTBA: 3MiHKM | TUNY - 3MiHa po3mipy cepii (Bkovatoun gianasoxu) APl abo
POTOBI NOPOXHWHI lenecbapm CA, L0401 pevoBMHN abo MPOMIXKHOIO NPOAYKTY - 36iNbLUEHHS PO3MipY
no 20 mr Ne 30 peuis; cepii npomixxHUx npoaykTis 1,3-DMA (1,3-gumeTnn agamaHTuH) (etan
(15x2) y 6nictepax anbTepHaTUBHUIA 11 11); 3miHm | TMNY - 3amiHa nocTavasibHUKa BUXigHOro matepiany 1,3-
BVIPOGHMK avmeTnn agamaHTuHy (1,3-DMA), skuii BAKOPUCTOBYETLCS B NPOLLEC
BTOPVHHOTO BMPOGHMLITBA aKTUBHOI PEYOBVHW MEMaHTVHY TigpoX1opuay Ha ABOX
nakyBaHHs1, HOBMX NOCTaYasIbHUKIB
BignoBigae 3a
BUMYCK cepiii
'N3: PoHTic
Xennic Megikan
eHf
dapmachbloTikan
Mpogaktc CA,
peuis
181. | POTALE® NOpPOLUOK 418 POTA®APM TypeyunH 3eHTiBa Carnuk TypeyunH BHECEHHS 3MiH 4,0 peecTpauiinux atepianis: 3MiHu | Tuny - 3a peyenmom UA/14808/01/01
po3unHy Ans INAYNAPI a YpyHnepi CaH. a AAMiHIiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHsA Ta/abo agpecy Micus
iH'ekyinno1lry NTA. WTI. Be Timk. A.LL. NpoBaPKEHHS Ais/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro

CKNAAHMX chnakoHax
Ne 10; y cknsHoMy
hnakoHi Ne 1 B
KommnnekTi 3 1
amnysior
po34nHHMKa (BoAa
Ans iH ekuin) no 10
MJ1 B KAPTOHHIi
Kopobui abo y
CKNSAHOMY (DN1aKOHi
Ne 1 B KOMNeKTi 3
1 amnynoto
PO34MHHMKA
(po34uH nigokainy
rigpoxnopug 1 %)
no 3,5wvns
KapPTOHHIi KOpooLii

NiKapcbKoro 3acoby, BKOYAUM Ai/bHULI BUNYCKY cepii abo micue
npoBefeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM BUMYCK Cepili) - NpUBEAEHHS

MicLe3HaxoMKeHHs BupobHuka 13 y BigNoBiAHICTb A0 BUCHOBKY
040 NiATBEPKEHHS BiANOBIAHOCTI BUPOGHMLTBA NiKAPChKUX
3aco06iB BUMOram HanexHoi BUpo6HMYOoi npaktukm (GMP), BugaHoro
[lep>xaBHOIO Cy60t0 YKpaiHu 3 fikapcbkux 3aco6is, 6€3 3MiHn
MicL BUPOGHMLTBA. TakoX 3MiHU B IHCTPYKUIiT A1 MEeAUYHOro
3acTocyBaHHSA Y p. «BMPO6HMK», «MicLie3HaxomKeHHst BUPOGHMKA Ta
oro agpeca Micus NPoBaKEHHS AiS/IbHOCTI», SIK HACNIA0K
BiANOBIAHI 3MiHM B MapKyBaHHi yNnakoBoK
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
182. | POTALE® NnopoLIoK ans POTA®APM | TypeuuuH 3eHTiBa Carnnk | TypeyuuH BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom | UA/14808/01/02
pO34YuHy Ans INAYNAPI a YpyHnepi CaH. a AAMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
iH'ekuin no 0,5y NTA. WTI. Be Tigx. A.LL. NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
CKNSAHUX (priakoHax niKkapcbKoro 3acoby, BKIOYaUM Ai/ibHULI BUNYCKY cepii abo micue
Ne 10; y cknsiHomy NpoBefieHHSA KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
chnakoHi Ne 1 B BMPOGHUK/IMNOpPTEp, BK/TKOYAKOYM BUMYCK CEpili) - NpUBEAEHHS
KomnaekTi 3 1 MicLie3HaxomKeHHs BUpobHuka 13 y BignoBigHicTb [0 BUCHOBKY
amnysoko LLIOAO0 NiATBEPKEHHSA BiANOBIAHOCTI BUPOBGHMLTBA NiKAPCHKNX
pO34MHHMKA (BOAa 3ac06iB BUMOram HasiexHoi BUpo6HMYoi npakTukv (GMP), BugaHoro
[ANs iH ekuiin) no 5 [epxaBHot cnyx60t0 YkpaiHu 3 nikapcbkux 3acobis, 63 3MiHn
M/ B KAPTOHHIl MicLA BUPOGHMLTBA. TaKoX 3MiHWN B IHCTPYKUIT AN MeAUYHOro
KopobLi abo y 3acToCyBaHHA y p. «Bnpo6HMK», «Micue3HaxomKeHHs1 BUPOOHMKa Ta
CKNSAHOMY (pr1aKoHi ioro agpeca MicLs NPOBaKEHHS OisS/IbHOCTI», SIK HACNIA0K
Ne 1 B kKOMMNEKTi 3 BiANOBIAHI 3MiHM B MapKyBaHHi ynakoBoK
1 amnynoto
PO34MHHMKA
(po3uunH nigokainy
rigpoxnopug, 1 %)
no 2 mns
KapTOHHI KOpo6Li
183. | CEHU NNCTA nmcTsa (cybeTaHuis) MpAT YkpaiHa KomnaHis IHAis BHECEHHS 3MiH A0 peecTpauiiiHu X Matepianis: 3MiHu | Tuny - 3miHu 3 - UA/11600/01/01
y MilLKax, ToKax, "NikTpasun" "Opung AKocTi. A®l. KoHTponb A®I. 3miHa y meTogax BunpobysaHHa A®| abo
Kinax gns IHTepHEenLwHN BMXIAHOrO MaTepiany/NpoMiKHOro NPoAayKTy/peareHTy, LWo
BMPO6HULITBA BMKOPVCTOBYETbLCA Y NpoLieci BUPO6HMLTBA AD| (iHLWi 3MiHK Y
HeCcTepusIbHUX MeToAax BUNpobyBaHHA (BK/IOYaoUum 3amiHy abo A0MoBHEHHS) AD|
nNikapcbknx hopm a60 BMXigHOro/MPOMIXHOro NPoAyKTYy) (NpuBEAEHHSA METOAIB
BMNPOGYBaHHSA 3a n. «MBY» y BignoBigHiCTb A0 BUMOTr EP K
HacnigoK, BHECEHHS 3MiH 3a n. «MBU» fo CneuundikaL,ii; yTOYHEHHS
MeToanKM M. «KiflbKiCHe BU3HAYEHHS»); 3MiHu | Tuny -
AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHyKa peecTpaLiiHoro noceigyeHHst) (3mMiHa Ha3Bu Ta
afipec 3asBHVKa)
184. | CEPMIOH® TabneTku, BKpUTI Mdpaiizep CLWA Mdpaiizep ITanis ITanis BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a peyernmom UA/5183/01/01
nNiBKOBOIO IHK. C.p.n. 3MiHuM |l TUNY - 3MiHW 40 IHCTPYKUIT ANS MEAUYHOIO 3aCTOCYBaHHS Y

060/10HKOI0, Mo 30
mr Ne 30 (15x2) y
6nictepax

po3ainn: ®apmakooriyHi BlacTMBOCTI. B3aemogisi 3 iHWnMun
nikapcbknMun 3acobamu Ta iHWi BuamW B3aemogii. OcobnmBocCTi
3acToCyBaHHSA. 3aCcTOoCyBaHHA y nepio BaritTHOCTi abo rofyBaHHs
rpyAAt0. 34aTHICTb BIAMBATY Ha LWBWAKICTb peakLii Npu KepyBaHHi
aBTOTpaHCNOPTOM abo iHWMMK MexaHisMamu. Cnocib 3acTocyBaHHS
Ta fo3u. MNo6ivHi peakuii. BBegeHHA 3MiH npoTArom 3-x micsiuis
nicnsA 3aTBepAKeHHsA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
185. | CEPMIOH® TabneTku, BKpUTI Mcpaiizep CLWA Mdpaiizep ITanis ITania BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/5183/01/02
LlyKpOBOIO IHK. C.p.n. 3MiHW Il TNy - 3MiHW 40 IHCTPYKUIT A1 MEAMYHOTO 3aCTOCYBaHHA Y
060/10HKO0, N0 5 po3ainu: ®apmakonoriyHi BnactuocTi. B3aemogis 3 iHWyMu
mr Ne 30 (15x2) y nikapcbknMn 3acobamu Ta iHWi BuamW B3aeMogii. OcobnmnBocCTi
6nicTepax 3aCTOCyBaHHSA. 3acToCyBaHHS y nepiof BaritTHOCTi abo rofyBaHHs
rPyAAt0. 34aTHICTb BIMBATY Ha LWBWAKICTb peakLii Npy KepyBaHHi
aBTOTPaAHCNOPTOM abo iHWMMK MexaHisMamu. Cnocib 3acTocyBaHHS
Ta fo3u. MNo6iyHi peakuii. BBegeHHA 3MiH npoTArom 3-x micsuis
nicna 3aTBepAKEeHHsA
186. | CEPMIOH® TabneTku, BKPUTI Mcpaiizep CLWA Mdpaiizep ITanis ITania BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/5183/01/03
LlyKpOBOIO IHK. C.p.n. 3MiHW Il TMny - 3MiHKW 40 IHCTPYKUiT A1 MEAMYHOTO 3aCTOCYBaHHSA y
obonoHkoto, no 10 po3ainv: ®apmakonoriyHi BnactuBocTi. B3aemogis 3 iHWyMu
Mmr Ne 50 (25x2) y nikapcbknMK 3acobamu Ta iHWi BUuamW B3aemogii. OcobnmnBocCTi
6nicTepax 3aCTOCyBaHHSA. 3acToCyBaHHS y nepiof BaritTHOCTi abo rogyBaHHs
rpyAAto. 34aTHICTb BIMBATY Ha LWBWAKICTL peakLii Npy KepyBaHHi
aBTOTPAHCMOPTOM abo iHWMMKN MexaHi3mamu. Cnocib 3acTocyBaHHS
Ta fo3u. MNo6iyHi peakuii. BBegeHHA 3MiH npoTArom 3-x micsuis
nicnsa 3aTBepgKeHHsA
187. | CIHMETOH TabneTku, BKPUTI OpraHocvH IHais EBepTomkeH IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux matepiasis: 3MiHu | TUny - 3a peyenmom | UA/10667/01/01
o060n0oHkoto, no 500 Naind Naind CaeHcus AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHA Ta/abo agpecu Micus
Mr, no 10 Tabnetok CaeHcuns Nimiten NPOBaPKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
y 6nicTepi; no 1 MeT. N14,. nNiKapcbKoro 3acoby, BKIOUaUM Ai/ibHULI BUNYCKY cepii abo micue
abo 10 6nicTepiB y npoBefeHHSA KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy Bignosigae
naJi 3 KapToHy BMPOGHMK/IMNOpTEep, BK/OYaUM BUMYCK Cepiid) - 3MiHa
HaliMeHyBaHHsi BUPo6HUKa /13, 6e3 3MiHN MicLA BUPOGHNLTBA)
(Tep™m iH BBEAEHHSA 3MiH - MPOTAroM 3-X MicsiliB nicns 3aTBepAKEHHS)
188. | CIHMETOH TabneTku, BKpUTI OpraHocvH IHais EBepTomxeH IHais BHECEHHS 3MiH 0 peecTpayiiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom | UA/10667/01/02
060/10HKOI0, No 750 Nalidp Nalidp CaeHems AAMiHICTpaTBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
mr, no 10 TabneTok CaeHcuns Nimiteq NPOBaKEHHS AiS/IbHOCTI BUPOBGHMKa/imMnopTepa roToBoro
y 6nicTepi; no 1 MeT. N14,. nNikapcbKoro 3acoby, BKIKOYaKUM AiNbHNLi BUNYCKY cepii abo micue
abo 10 6nicTepiB y NpoBefieHHSA KOHTPOJIIO AKOCTI. (AIANbHICTB, 3a AKy Bignosigae
nadui 3 KapToHy BMPOGHMK/IMMOPTEpP, BK/IOYAKYM BUMYCK CEPIiA) - 3MiHA
HaliMeHyBaHHs1 BUpo6Huka /13, 6e3 3MiHN MicLA BUPOGHMLTBA)
(Tep™m iH BBEAEHHA 3MiH - MPOTAroM 3-X MicsiliB nicns 3aTBepAKEHHS)
189. | CIHMETOH TabneTku, BKpUTI OpraHocvH IHAjs EBepTomKeH IHAis BHECEHHS 3MiH 0 peecTpaviiiHux matepiasis: 3MiHu | Tuny - - UA/10668/01/02
060/10HKO10, N0 750 Naiidp Naiigp CaeHcus AAMiHiCTpaTMBHI 3MiHWU. 3MiHa HaliMeHyBaHHsA Ta/abo agpecy Micus
mr, in bulk: no 1000 CaeHcu3 Nimiteq NpoBaKEHHS AiSIbHOCTI BUPOBHUKa/imMnopTepa roToBoro
Tabnetok y Met. NTa. NiKapcbKoro 3acoby, BKIOHAaKUM AiNbHNLi BUMYCKY cepii abo micue
naketax i3 cponbru nNpoBeAeHHA KOHTPOJIIO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
antoMiHieBoi BMPOGHWK/iMNOPTEp, BKIOYAOUM BUMYCK CEPIiA) - 3MiHA

HalimeHyBaHHs BUpPo6Huka /13, 6e3 3MiHN MicLA BUPOGHMLTBA)
(TepM iH BBEIEHHS 3MiH - MPOTAroM 3-X MicsiLiB MiCNs 3aTBEPYKEHHS)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
190. | CIHMETOH TabneTku, BKpUTI OpraHocvH IHAis EBepTomxeH IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - - UA/10668/01/01
060n10HKO0, No 500 Nalidp Naiidp CaeHems AAMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
wmr, in bulk: no 1000 CaeHcus Nimiten NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
TabneTok y MeT. N14,. niKkapcbKoro 3acoby, BKIOYaUM Ai/ibHULI BUNYCKY cepii abo micue
naketax i3 chonbru NpoBefieHHSA KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
anoMiHieBoi BMPOGHMK/IMNOpPTEp, BK/OYa0UM BUMYCK CEpiid) - 3MiHa
HaliMeHyBaHHs1 BUpo6HUuKka /13, 6e3 3MiHN MicLA BUPOGHMLTBA)
(Tepm iH BBEAEHHA 3MiH - MPOTAroM 3-X MicsiliB Nicns 3aTBEPAKEHHS)
191. | CNA3ro Tabnetkn Ne 10 dnamiHro IHAjis dnamiHro IHAis BHECEHHS 3MiH 40 peecTpayiiiHux maTepiasis: 3MiHu | Tuny - Ne 10 - 6e3 UA/4544/01/01
(10x1), Ne 100 dapmacbioTu dapmacboTuKas AnMiHiCTpaTMBHI 3MiHKU. 3MiHa HaliMeHyBaHHs Ta/abo agpecu Micus peuyenma, Ne
(10x10) y Kanc /114, c Nita. NpoBaKEHHS AiS/IbHOCTI BUPOBHMKa/imMnopTepa roToBoro 100 - 3a
6nicTepax nNiKapcbKoro 3acoby, BKIOYaKUM AiNbHNLi BUNYCKY cepii abo micue peyenmom
nNpoBeAeHH KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepili) (3MiHa
MicLie3HaxX0MKeHHS BUPOOHUKA: NPMBELEHHS afpecu BUPOOHNMKa, ska
3a3HayeHa y peecTpauiiiHix maTepianax y BignoBigHICTb A0 agpecu
3a3HavyeHoi y BUCHOBKY LLIOAO NiATBEPKEHHS BiANOBIAHOCTI
BMpo6HULTBa /13 BUMoram GMP BugaHoro [epxaBHO Cyx60t0
YKpaiHu 3 nikapcbkux 3aco6iB. BuganeHHs opuanyHoi agpecu
BMPOOHUKA. TakoX BHECEHHS B IHCTPYKLiIO 418 MegUYHoOro
3acTocyBaHHSA p. «Has3Ba i MicLe3HaxoMKeHHSA BUPOOHVKa» Ta
BUTYYEHHS p. «Ha3Ba i MicLe3HaxomKeHHs 3asaBHUKa», SIK HACNifoK
BiANOBIAHI 3MiHM B TEKCTi MapKyBaHHS ynakoBoK); 3miHun | Tuny -
AAMIHICTPaTUBHI 3MiHW. BunyyeHHst BUPO6HUYOI AinbHUL
(Bovatoun ginbHuui ans A®Il, npoMixHOro NpoaykTy abo rotoBoro
nNikapcbKoro 3acoby, AiNbHULI 418 NPOBEAEHHS NaKyBaHHS,
BMPOGHWKA, BiAMoBifaIbHOrO 3a BUMYCK Cepili, MiCLie MPOBEeAEHHS
KOHTPONIO cepii) abo nocTadasibHMKa BUXIAHOIO MaTepiany, peareHTy
a60 4ONOMIKHOT PeYOBMHN (SIKLLO 3a3HaYeHo y JOCbE) (BUTYUYEHHSA
BMPOGHMYOI ginbHULUi Pabane, Hasi Mym6ai 400701, IHais)
192. | CNIPUBA® pO34uH Ans BepiHrep HimeyunH BepiHrep HimeyunH BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/6495/02/01
PECMNIMAT® iHranauin, 2,5 IHrenbxanm a IHrenbxainm a BMNPAB/IEHHSI TEXHIYHOT MOMUKM B cneumdikauii Ta MeTogax
MKr/iHransujto no 4 IHTepHeLwwHN dapma 'v6X i KOHTPOJIO SIKOCTI Y BifNOBIAHOCTI O OPUTiIHA/IbHUX LOKYMEHTIB,
M B KapTpuoxi (60 6X Ko. KI YTOYHEHHS y Nepeknaji 3a nokasHukoMm «O4HOPOAHOCTb

iHransaujn); no 1
KapTpuaxy B
KoMnnekTi 3 1
iHranATopom
Pecnimat®

BbICBOOOXJaeMOoWi [03bl»
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
193. | CTPYKTYM® Kancynu Teepai no M'ep ®abp PpaHuis M'ep ®abp PpaHuis BHECEHHS 3MiH IO peecTpavjiiiHix maTepianis: 3miHu | Tny - 3mMiHM 3 | 3a peyenmom UA/7504/01/01
500 mr Ne 60 MegukameHT MegukameHT siKocCTi. FOTOBWMIA Nikapcbkuii 3aci6. Cuctema
(12x5), Ne60 (20x3) MpopakLwH KOHTeliHep/3aKynopoBa/ibHWi 3aci6. 3MiHa po3mipy ynakoBku
y 6nictepax roTOBOrO JIiKapCbKOro 3acoby (3miHa KinbKOCTi oauHULG (Hanpukiag,
TabneTok, amnys TOLO) B yNakosLi:) - 3mMiHa y fiana3oHi
3aTBEPKEHNX PO3MIPIB YNaKoBkM (BBELAEHHSA [04ATKOBOI yNakoBKM
Ne60(20x3) y 6nicTepi B KapTOHHI ynakoBLji B JONOBHEHHS [0
3atBepmxeHnx Ne60(12x5) 3 BignoBiAHUMM 3MIHAMM Y P. «YNaKOBKa»)
(TepMmiH BBEZEHHS 3MiH - NPOTAroM 6-TU MicALIB nicns
3aTBepXeHHS); 3MiHU | Tuny - AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLsA NPOBaMXEHHS Ais/IbHOCTI
BMPO6HMKa/iMnopTepa roToBoro fikapcbkoro 3acoby, BkIvawym
AinbHULI BUNYCKy cepii abo MicLie NpoBeAEeHHS KOHTPOJIH SKOCTI.
(aisnbHiCTb, 3a AKy BigNoBifae BUPOOHUK/IMNOPTEP, BKIKOYAKOUN
BWMYCK Cepiii) (NprBeAeHHs agpecy BUPOOHMKa Y BiANOBIAHICTb A0
BUCHOBKY LLOA0 MiATBEPXKEHHS BifNOBIAHOCTI BUPO6GHMLTBA
NikapcbKnx 3aco6iB BUMOraM HanexHoi BUpobH1Yoi npaktukn (GMP),
BUAaHoro [lepxxaBHo0 CrTy6010 YKpaiHu 3 nikapcbkmx 3acobis, 6e3
3MiHM MicLA BUPO6HULTBA) (TepMiH BBEAEHHS 3MiH - NPOTAroM 6-Tu
MiCALIB MiCNA 3aTBEPKEHHS)
194. | CYNb®ALUN Kpanni o4Hi 30 % TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHn x matepianis: 3MiHu | Tuny - 3a peyenmom UA/5006/01/01
HATPIO no 10 mny "BIO®APMA "BIO®APMA" AMIHICTpaTVBHI 3MiHW. BUy4YeHHs1 BUPOOHMYOT AiNbHALL
naacTMKoOBOMY " (Bkntovaroun AinbHUL ans APl NPOMKHOro NpoayKTy abo rotToBoro
chnakoHi 3 nikapcbKoro 3acoby, AiNbHULI AN NPOBEAEHHS NaKyBaHHS,
KPULLIKOLO- BMPOGHUKA, BiAMoBifaIbHOTO 3a BUMYCK Cepili, MicLie MPOBEAEHHS
KpanenbHULEe; Nno KOHTPOIO cepii) abo nocTadasibHMKa BUXIAHOTO MaTepiany, peareHTy
1 donakoHy y nauui ab0 [ONOMIXHOT peYOBMHM (SIKLLO 3a3HAaY€HO Y A0ChE) (BunyyeHHs
3 KapTOHY BMPO6HUYOT AinbHULI MNPAT "Biochapma”, YkpaiHa); CynyTHA 3MiHa
- 3MiHM 3 AKoCTi. FOTOBWI Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBa/ibHWiA 3aci6. 3MiHa po3mipy ynakoBKu
roTOBOrO fiKapcbkoro 3acoby (BUyYEeHHS ynakoBK1 NEBHOIO
po3Mipy) (BUTyYEHHST YNAKOBOK JTiKapCbKOro 3aco6y - MPUNUHEHHS
BMPOBGHMLITBA NiKAPCLKOro 3acoby Ha BUPOOHWYIW AinbHuLi MpAT
"Bbiochapma’, YkpaiHa)
195. | CYCTAMAP® TabneTkn, BKPUTI Ecnapma HimeyunH dapma HimeyunH BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 peyenma UA/12869/01/01
NNiBKOBOO mM6X a BepHirepoge a 3MiHM | TUNY - 3MiHK BUNPOByBaHb ab0 JONYCTUMUX MEX,
060/10HKO10, Mo 480 6X BCT@HOBMEHMX Y cnewumdikayisx, nig yac BMpobHULTBA rOTOBOro

mr Ne 20 (10x2), Ne
50 (10x5), Ne 100
(10x10) y
6nictepax

NiKapcbKoro 3acoby — BUYyYEHHS] BUMIPIOBaHHSI BUCOTY TabeTkn y
npoLeci BUPO6HMLTBA NiKapCbKOro 3acoby; 3miHu | Tumny - 3mMiHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX rOTOBOrO
NiKapcbKoro 3acoby — BUyYeHHs 3i cneungikaL,ii rotoBoro
nikapcbkoro 3acoby napameTtpy «Bucota» Tabnetku
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
196. | TABErlIN po34uH Ans Hosapric LLiBeiiuapi Takena ABCTpis ABCTpiIs BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/1238/01/01
iH'ekuii, 1 mr/Mn no KoHcblomep A M6X 3MiHW Il TNy - 3MiHW 40 IHCTPYKUIT A1 MEAMYHOTO 3aCTOCYBaHHA Y
2 mn B amnynax Ne Xenc C.A. po3ainu: ®apmakonoriyHi BnactuocTi. B3aemogis 3 iHWyMu
5 Ne10y nikapcbknMK 3acobamu Ta iHLWi BUAM B3aeMOSild. 3acToCyBaHHS y
KapTOHHIA KOpO6L nepiog, BaritTHOCTi abo rogyBaHHs rpyaato. 34aTHICTb BAMBATY Ha
LUBMAKICTb peakujii Npy KepyBaHHi aBTOTPaHCNOPTOM abo0 iHLWMMHK
MexaHizMamu. MNobivHi peakLii. BBegeHHsA 3MiH npoTsarom 3-x
MicsilliB nicns 3aTBepAKEeHHSA
197. | TAKHI Kancynv TBepgi no TeBa I13painb Na6opaTtopies Icnarnis BHECEHHS 3MiH 0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3miHn 3a peyenmom | UA/14248/01/01
0,5 mr, no 10 $apmaueBTik LnHdpa C.A,, Loao 6e3nekn/edpeKTBHOCTI Ta (hapmakoHarnagy. 3MiHa y KopoTkiii
Kancyn y 6nictepi, an lHgacTpis Icnanis XapaKkTepucTuLli NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
no 5 6nictepiB y nrp. (BupobHuuTtBo A1 Me4MYHOro 3aCTOCYBaHHS Ha MiAcTaBi perynisipHo OHOBJ/IIOBAHOTO
nakeTi pa3om i3 Hepo3dhacoBaHoT 3BiTY 3 6e3neku nikapcbKoro 3acoby, abo gocnigkeHb 3 6e3neku
BOJIOrOMNOr/iMHaoum NpPOAyKUii, 3aCTOCyBaHHS NikapCbkoro 3acoby B MicnspeecTpaviiiHvin nepiog,
M NaKeTUKoMm y nepBuHHa Ta abo Ak pesynbTar OLiHKM 3BITY 3 AOCAILKEHb, NPOBEAEHUX
Kopobui BTOPVHHA BiANOBIAHO A0 NnaHy negiatpuyuHux gocnimxkers (PIP) (iHWwi 3MiHKW)
YMNaKoBKa,; (3MiHM g0 iHCTPYKLii y po3ainu: MokasaHHA, Cnocib 3acTocyBaHHA Ta
MepBrHHaA Ta £03u, Mob6iyHi peakwii, 3acTocyBaHHS y nepiof BariTHocTi abo
BTOPWHHA rogyBaHHs rpyaato, OcobnmBocTi 3acTocyBaHHs, Baaemogisa 3
ynakoBka, [,03BiN IHLUIMMK NiKapcbKMKU 3acobamMu Ta iHLWi BUAY B3aEMOLN,
Ha BUMycK cepil) dapmakonoriyHi BNacTMBoCTi, 3rigHO 3 iHhopMaLjiero Woa0
MeAMUYHOro 3acTocyBaHHs pedepeHTHoro (MPOMPA®) nikapcbkoro
3aco6by Ta 3rigHo 3 iHdhopMaLieto Woao 6e3nekn 3acTocyBaHHS
[ilo4oi peyoBrHY Takposnimyc) (TepMiH BBeAEHHS 3MiH - MPOTAroM 3-X
MiCSILiB MicNs 3aTBEPAKEHHS)
198. | TAKHI Kancynu Teepai no TeBa 13painb NabopaTtopies Icnanis BHECEHHS 3MiH 0 peecTpauiinux matepianis: 3MiHK | Tuny - 3MiHn 3a peyernmom UA/14248/01/02
1 wr, no 10 kancyn $apmaueBTik Linndpa C.A,, woao 6e3nekn/edpeKTBHOCTI Ta thapmakoHarnagy. 3MiHa y KopoTkiii
y 6nicTepi, no 5 an lHpacTpi3 IcnaHis XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta IHCTPYKLIT
6nicTepiB y nakeTi nTa. (Brpo6bHuuTBO 0151 MeQUYHOro 3aCTOCyBaHHSA Ha MiAcTaBi perynsipHO OHOB/HOBAHOIO
pasom i3 Hepo3dracoBaHoi 3BIiTYy 3 6e3neku nikapcbkoro 3acoby, abo focnigpkeHb 3 6e3nekn
BOJIOrOMNOr/IMHaum npoaykuir, 3acTOCyBaHHs NikapCcbKoro 3acoby B MicnsipeecTpaviiiHnii nepios,
M MaKeTUKoMm y nepBrHHa Ta ab0 K pesynbTar OLiHKU 3BITY 3 AOCAIAKEHb, MPOBEAEHUX
Kopoobui BTOPVHHA BiANOBIAHO A0 NnaHy negiatpuyHux gocnimkeHs (PIP) (iHWwi 3MiHW)
yNaKoBKa; (3MiHK g0 iHCTPYKLUT y po3ainu: MokasaHHA, Cnoci6 3acToCyBaHHSA Ta
MepBuHHaA Ta [o3u, MNobivHi peakuii, 3acTocyBaHHA y nepiog BariTHOCTi abo
BTOPUHHA rogyBaHHs rpyaato, OcobimBocTi 3acTocyBaHHs, Baaemogis 3

ynakoBka, A403BiN
Ha BUMyCK cepil)

iHLMMKM NikapcbkMKU 3acobamMu Ta iHLi BUAW B3aEMOLN,
$apmakonoriyHi BNacTMBoCTi, 3rigHO 3 iHhopmaLjiero Wwoa0
MeAMYHOro 3acTocyBaHHA pedepeHTHoro (MPOIMPA®) nikapcbkoro
3acoby Ta 3rigHo 3 iHhopMaLieto LWoao 6e3nekn 3acTocyBaHHsA
Ailo40oi peyoBrHY Takposnimyc) (TepMiH BBEAEHHS 3MiH - MPOTAroM 3-X
MicALiB MiCna 3aTBEPAKEHHS)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
199. | TAKHI Kancynu Teepai no TeBa 13painb Nab6opaTtopies IcnaHis BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - 3miHn 3a peyenmom | UA/14248/01/03
5 mr, no 10 kancyn PapmaueBTik LinHdpa C.A., oo 6e3neku/edeKTMBHOCTI Ta hapmakoHarnagy. 3miHa y KopoTkiii
y 6nicTepi, no 5 an IlHpacTpis Icnanis XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
6nictepiB y nakeTi nra. (BrpobHuuTBO 015 MeMYHOro 3acToCyBaHHA Ha NiacTasi perynspHO OHOB/IOBAHOIO
pasom i3 Hepo3dghacoBaHol 3BiTY 3 6e3nekun nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
BOJIOTONOrIHAK4M NpoAyKUii, 3aCTOCyBaHHS NiKapCbKoro 3acoby B MicnsipeecTpaviiiHvi nepiog,
M NakeTUKoM y nepBuHHa Ta ab0 Ak pe3ynbTar OLiHKM 3BITY 3 AOCAiILKEHb, NPOBEAEHUX
KopoobLi BTOPVHHA BIANOBIAHO A0 NnaHy negiatpuyHnx gocnigxers (PIP) (Hwwi 3miHwn)
yNakoBKa; (3MiHM g0 iHCTPYKLii y po3ainu: Moka3aHHA, Cnocib 3acTocyBaHHA Ta
MepBuHHA Ta £03u, Mob6iyHi peakuii, 3acTocyBaHHS y nepiof BariTHOCTi abo
BTOPVIHHA rogyBaHHs rpyaato, OcobmMBOCTI 3aCTOCyBaHHS, B3aemogis 3

ynakoBka, A03BiN
Ha BUNycK cepii)

HLWIMMKU NikapcbkMKU 3acob6amMu Ta iHLWi BUAY B3aEMOIN,
$apmakosorivyHi BNacTUBOCTI, 3riiHO 3 iHdhopmaLlieto Wwoa0
MeAMYHOro 3acTocyBaHHs pedpepeHTHoro (MPOMPA®) nikapcbkoro
3aco6y Ta 3rigHo 3 iHthopmavieto Woa0 6e3nekn 3acToCyBaHHS
4ito4oi pevoBUHY Takposimyc) (TepMiH BBEAEHHS 3MiH - NPOTAroM 3-X
MiCALIB MiCNA 3aTBEPLKEHHS)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
200. | TAKCABAN KOHUeHTpaT ans AnBoreH Mokcemby BUPOBHUK, Benvka BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/5812/01/01
pO34YuHy Ans INKO pr BiANOBIAAbHWIA Bputanis/ 3MiHK | TUNY - 3MiHa NapameTpiB crnewudikayiii Ta/abo fonycTuMmnx
iHcpysiiA, 6 mr/mn no C.AP.N. 3a BUNycCK cepiii: | AscTpanis MeX NepBUHHOT YMakoBKM FOTOBOTO MiKApCbKOro 3acoby (BUyYEHHS
5 mn, a6o no 16,7 Xocnipa HOK / 3i cneumaikauii A CKNAHOro do1akoHy TeCTy Ha xnopug 40 BUMOT
mn, abo no 25 mn, Niviten, Benuka | HigepnaH USP 660 Ta EP, 3.2.1.); 3MiHK | Tuny - 3MiHa napameTpis
abono 50 mny BputaHis; an/ cneumdikauii Ta/abo AONYCTUMKX MEX NMEPBUHHOT YNaKOBKN FOTOBOrO
hnakoHax Ne 1 BMPOBHULTBO "in Yecbka nikapcbKoro 3acoby (BBeAeHHs A0 cneuudikauii/meToais
bulk", nepsuHHe | Pecny6nik BMNPOOGYBaHHA 415 CKIAHOMO NakoHy TecTy ANs NOBEPXHi ckia
Ta BTOPVHHE a/ benbris BignoBigHo fo Bumor USP 660 Ta EP, 3.2.1.); 3miHu | Trny - 3MiHa

nakyBaHHs,
KOHTPO/Ib AKOCTI
BUMYLLEHNX
cepiii: Xocnipa
AscTtpania MNTI
NTA, AscTpanis;
BUPOBHUK,
BifiNOBIAAbHWIA
3a BTOPWHHE
nakyBaHHS:
HOrnc CKC
(Higepnanaw)
B.B.,
Higepnangu;
BMPOGHUK,
BiANOBIga/IbHUIA
3a BTOPWHHE
nakyBaHHS:
CBYC ®apma,
a.c., Yecbka
Pecny6nika;
BUPOBHUK,
Bi4NOBIAbHUIA
3a BTOPWHHE
nakyBaHHS:
EnecTia Benbris
HB, Benbris

napameTpiB cneuudikauiii Ta/abo 4oMyCTUMUX MEX NEPBUHHOI
yNakoBKM rOTOBOrO MiKapCbKOro 3acoby (BUyYeHHs 3i cneuudikawii
NS CKNSAHOTO (h/1aKoHY TeCTy AJ/15 NOPOLLKOBOrO CKa BiAMoBiAHO A0
BuMor USP 660 Ta EP, 3.2.1.); 3miHu | Tvny - 3miHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX NEPBUHHOI YNakoBKW rOTOBOIO
nikapcbKoro 3acoby (BBeAeHHs A0 cneuyndikauii/meToais
BUNPOOYBaHHA AN CKNSHOTo h1akoHy TeCTy A5 rpaHyn ckna
BignosigHo Ao sumor USP 660 Ta EP, 3.2.1.)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
201. | TAHTYM PO3A® po34nH AsieHge ITanis AsieHge Kimike ITania BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 peyenma UA/4012/02/01
BariHanbHuii 0,1 % Kimike PiyHiTe AHXeniHi AAMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
no 140 mny PiyHiTe dpaHyecko NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
dhNaKoHi, AHXeNiHi AK.P.AD. niKkapcbKoro 3acoby, BKIOYaUM Ai/ibHULI BUNYCKY cepii abo micue
ocHatleHomy PpaHyecko C.n.A. NpoBefieHHSA KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
KaHloneto 3 AK.P.A®. BMPOGHUK/iMNOpPTEp, BK/IKOYAKYM BUMYCK cepili) (3MiHa Ha3Bu Ta
KpuLLeYKoto Ans C.n.A. npvBefeHHs aApecu BUPOOHMKa (BUAANEHHSA opnANYHOT agpecn) y
3aKpuTTA; No 5 BIANOBIAHICTb A0 BUCHOBKY 040 NiATBEPAKEHHA BiANOBILHOCTI
chnakoHiB y BMPOGHMLTBA NiKApCbKUX 3aC06iB BUMOram HasieXHoi BUPOGHMYOT
KapTOHHilA KopooLi npaktukm (GMP), BugaHoro [lepaBHOoK CNy6010 YkpaiHu 3
nNikapcbKyx 3aco6iB BUPOOHUKA, 6€3 3MiHN MiCcLA BUPOBHULTBA)
(TepMmiH BBEZEHHS 3MiH - NPOTAroM 6-TU MicALIB nicns
3aTBepXeHHS); 3MiHU | Tuny - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asBHVKa (BlacHMKa peecTpauiiHoro
nocBiAYeHHs) (3MiHa Ha3BW 3asBHWKa) (TepMiH BBEAEHHS 3MiH -
NPOTArom 6-Tv MiCAILiB NicNs 3aTBEPKEHHS)
202. | TUDPNOKC TabneTkn, BKPUTI Mini Benvka Menpo IHais BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/8062/01/01
o60noHkoto, Ne 10 Xenckepe BputaHis | ®apmacbloTukan 3MiHM | TUMY - 3MiHa YNOBHOBaXKeHOT 0cobu, BignoBigansHoOT 3a
y 6nictepax Nimiten ¢ Mpisart Nimiteq, 3[iiCHEeHHs1 hapMakoHarsay (BK/IUauM KOHTaKTHI AaHi) Ta/abo

3MiHM Yy PO3MiLLLEHHI MacTep-dhaiina cuctemun hapmakoHarasgy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
203. | TIAKTAM NnopoLIoK ans AkTasic rpyn IcnaHgis BUPOGHMLTBO peuis/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - FotoBuiA | 3a peyenmom | UA/10159/01/01
pO34unHy ANns AT Hepo3dg)acoBaHol ITanis nikapcbkuii 3aci6. KOHTPOb roTOBOrO NikapCcbKoro 3acoby. 3miHa
iHcpysiiA, 500 NpoAyKLUii, napameTpiB cneuudikauii Ta/abo JoNyCTUMMX MEX rOTOBOrO
Mr/500 mry nepBrHHa Ta nikapcbKoro 3aco6y (iHLwi 3MiHK) (OHOBNEHO NPOQiNb AOMILLOK Y
thnakoHax Ne 1 BTOPVHHA cneuudikaLii 415 roToBOro MikapcbKoro 3acoby - Aiski
ynakoBka: HeigeHTndikoBaHi gomiwku (Impurity RRT 2.3 - He 6inbwe 0,15% Big
AHdapm Xennac BMICTY iMineHemy; Impurity 5 - He 6inbLwe 0,5 % Big BMiCTY
C.A., Ipeuis; uunacraTuHy Hatpito; Impurity 8 - He 6inbLie 0,2% Big BMICTY
nepBuHHA Ta upunactaTviHy HaTpilo) cTanuv BiZOMUMU iAeHTUhiKoBaHMM
BTOPVHHA powmiwkamm (Impurity RRT 1.6 - He 6inbwe 0,15% Big BMiCTY

ynakoBka, [j03BiN
Ha BUMYCK cepii:
dakTa
dapmacboTik
C.n.A., Itanis

iminenemy; Impurity 5 (unnactatuHy gomiwka D EP) - He 6inbwe 0,5
% Big BMICTY UunactaTuHy Hatpito; Impurity 8 (Limnactatuny isomep
E) - He 6inbLe 0,2% Bif BMICTY LuiacTaTuHy HaTpito), OCKiNbKN B
AM® ctanun HasBHi gaHi Ansa igeHTudikalii umx Aomiwok. Hassm i
MeXi AOMILLOK 3a/IMLLINAMCS 6e3 3MiH). TepMiH BBEAEHHS 3MiH -
NpoTArom 6-T1 MicALIB MicNa 3aTBEpMKEHHS. 3MiHW | Tuny - FoToBUIA
nikapcbkuii 3aci6. KOHTPoOsb roToBoro nikapcbkoro 3acoby. 3mMiHa y
MeToAax BMNPOGYyBaHHS rOTOBOIO JlikapCbkoro 3acoby (He3HauyHa
3MiHa y 3aTBEpAKEHUX MeToAax BUNpobyBaHHs) (YTOUHEHHS 3HaYeHb
BiAHOCHUX YaciB yTPYMyBaHHS BiAOMUX [OMILLOK y METOAAX
KOHTPO/I0 SIKOCTI 718 BUpo6HMKa ®akta Papmackiotik C.n.A., ITanis
nicnsa npoueaypy NepeHeceHHs MeToAMKN BUNPOOYBaHHS Ha
CYNpOBIAHiI AoMiLky Bif BUpo6Huka ACS Dobfar (BUpO6HMK
CTepPWIbLHOI CyMiLli cy6CcTaHLUiiA). BigHOCHI Yacu yTprMyBaHHS
BiJOMVX [OMILLOK Y METOAAax KOHTPO/IKO AKOCTI 4151 BUPOOHUKA
3HaueHb BiJHOCHUX YacCiB yTPUMYBaHHS BiOMUX JOMILLOK y METoAax
KOHTPO/I0 SIKOCTI 718 BUpPo6HMKa ®akta Papmackiotik C.n.A., ITanis
Tenep Taki X cami K i y BUpo6Huka ACS Dobfar); 3miHu | Tuny -
[0TOBWI1 NiKapcbkuii 3aci6. KOHTPO/Ib TOTOBOrO JlikapCbKoro 3acoby.
3MiHa y MeTodax BMNpoGyBaHHS roTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHM Y MeToZax BUNPoOyBaHb (BK1HOHYAKUM 3aMiHy ab0 [JOMOBHEHHS)
(oofaBaHHs anbTepHATUBHOTO KIHETUYHOTO METOAY 3 BUKOPUCTaHHAM
XPOMOIEHHOro nenTuay 4151 BU3HAYEHHS BigMOBIAHOCTI KOHLEHTpauil
6akTepias/ibHUX eHAO0TOKCUHIB Y NiKapCbKOoMy 3ac06i A1 BUPOOGHMKA
®dakTa ®apmacbtoTik C.n.A., ITanis); 3miHu | Tuny - FoToBUiA
nikapcbkuii 3aci6. KOHTPO/b rOTOBOrO Jlikapcbkoro 3acoby. 3miHa y
MeToAax BUNPOo6YyBaHHS roTOBOrO J1ikapCbKoro 3acoby (HesHayHa
3MiHa y 3aTBepMKEeHNX MeTofax BUNpobyBaHHs) (3MiHa eH3nMy
HeobXiAHOro 4519 NpoBeAeHHS BUNPOOYBaHHS Ha CTEPI/IbHICTb,
OCKi/TbKM NOCTa4YasbHKK BinbLue He MoXe oro 3abesnevysarn);
3MiHuM | TUNY - 3MiHa HaliMeHyBaHHS Ta/abo MicLe3HaX04KEHHS
BMPO6GHMKA rOTOBOr0 MiKapCbKOro 3acoby, BKIOUaUy MicLe
NpoBeEeHHS KOHTPO/II0 AKOCTI(BUPOOHMYA AiNbHULSA BUMYCKY cepii)
(3miHa NOYTOBOrO iHAEKCY B aapeci BupobHuka Pakta PapmacbioTik
C.n.A., Itanisa. TepmiH BBEAEHHS 3MiH - TPOTAroM 6-Tv MicALIB nicns
3aTBEPMAKEHHS.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
204. | YBICTE3VH PO34UH ON5 iH'EKLLA 3M HimeyunH 3M [JoitunaHg, HimeyuunH BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom | UA/10196/01/01
nol7mMmny [Loliunang, a M6X a TeXHiYHa NoOMUKa y po3Aini 3MiH 40 METOAIB KOHTPOSIO AKOCTI
KapTpuaxi; no 50 M6X «CMEUNDIKALIA (npoTsrom TepmiHy NpuaaTHOCTI)», Lo byna
KapTpuoxis y JonylieHa nig, yac po3gpykyBaHHS 3MiH 40 METOZIB KOHTPOJIHO AKOCTI
meTanesili 6aHui Ha Bi3yBaHHS Y 3a3HaY€HHi BUMOT METOZIB KOHTPOJIO SKOCTi Y M.
«KinbkicHe BU3HaYeHHs1 eniHedprHy»
205. | YNICAPUH YMNCA TabneTky wmnydi YIMNCA CAC dpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHix maTtepianis: 3miHu | Tuny - 3miHa 6e3 peyenma UA/2308/01/01
500 MI no 500 mr Ne 16 HalilMeHyBaHHS Ta/abo MiCLe3HaxX0MKEeHHS BUPOGHMKa rOTOBOrO
(4x4) y cTpunax nNikapcbKoro 3acoby, BKIH0YAKUMN MicLie NPOBeAEHHS KOHTPO/IH0
SIKOCTI(BMPOGHMYA AiNbHULA BUNYCKY cepii) (3MiHa HaliMeHyBaHHs
BMPOGHMKa /13 Ta NpMBEeAEHHA MiCLLe3HAXOMKEHHS Y BiAMNOBIAHICTb
[0 B1CHOBKy, L1040 NiATBEPAKEHHS BiANOBIAHOCTI BUPO6GHMLTBA /13
BuMoram GMP (Jepxnikcnyx6a YkpaiHu), 3 nepenikom /13, 6e3 3MiHu
MicLA BUPOOHMLTBA); 3MiHV A0 IHCTPYKLii 4158 MeauyHOro
3aCTOCYBaHHA Y p. «BUPOGHMK» Ta [ONOBHEHHS B iIHCTPYKLT
iHbopMmaLieto Woao npeAcTaBHUKa 3asBHMKaA B YKpaiHi (TepMmiH
BBEEHHS 3MiH - NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS); 3MiHN
| TNy - 3miHK Woao 6e3neku/ehekTMBHOCTI Ta dhapmakoHarnagy
(iHWi 3miHM) (3MiHa rpadivHOro 306paXKeHHs Ha TeKCT MapKyBaHHs
[ANA NEPBUHHOI Ta BTOPUHHOT ynakoBku) (TepmiH BBEAEHHS 3MiH -
NpoTArom 6-Tn MicALiB Nicnsa 3aTBepmxeHHs); 3MiHu Il Tuny - 3miHa
3asBHVKa (Nepefada nNpas iHWOMY 3asBHUKY)
206. | YNCAPVH YNCA TabneTky wunydi YTCA CAC dpaHuis YTCA CAC dpaHuis BHECEHHS 3MiH 0 peecTpauiiHnx matepiani: 3MiHu | Tuny - 3miHa 6e3 peyenma UA/7598/01/01
3 BITAMIHOM C Ne 10 (10x1), Ne 20 HalilMeHyBaHHs Ta/abo MicLle3Hax04KeHHS BUPOGHMKa rOTOBOr0
(10x2) y Ty6i y niKapcbKoro 3acoby, BKIOUauM MicLie NpoBefeHHS KOHTPOSIO
KapTOHHI KopoobLi AKOCTI(BMPOBHUYa AinbHKLA BUNycky cepii) (1.5. (a) 1A)
3MiHa HaliMeHyBaHHA BUPO6HWMKa 13 Ta npuBefeHHs
MiCLLe3HaxoMKEHHS Y BigNOBIgHICTL A0 BMCHOBKIB, WOA0
niaTBEpMKEHHS BiANOBIAHOCTI BUPO6HMLUTBA /13 BUMoram GMP
(Oepxnikcnyxba Ykpainn), 3 nepenikom /13, 6e3 3miHW micus
BUPOOHMLTBA; 3MiHW [0 IHCTPYKUIT 415 MeAUYHOro 3aCTOCYBaHHS Y p.
«BnpOo6HMK» Ta AONOBHEHHS B iHCTPYKLIT iHhopMaLli€to Lwoao
npegcTaBHVKa 3asiBHMKa B YKpaiHi. BBeeHHA 3MiH NpoTsArom 6-1u
MicaLiB nicns 3aTBepmKeHHs. 3MiHu I Tuny - 3miHa 3asBHUKa
(nepefava npas iHLWOMY 3asiBHUKY)
207. | YPCOJOEKC TabneTku, BKpUTI CaH IHais CaH IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom | UA/11855/01/01
NiBKOBOIO dapmacbioTn dapmacboTVKa 3MiHW | TNy - BBEAEHHS ab0o 3MiHM A0 y3arasibHEHUX AaHuX npo
060/10HKOI0, M0 150 Kan IHgacTpi3 ITg, cuctemy chapmakoHarnsagy (BKtoyatoum KOHTakTHI gaHi) Ta/abo 3MiHu
mr no 10 TabneTok IHoacTpi3 y pO3MilLleHHI MacTep-haiina cuctemu hapmakoHarnsay
y 6nicTepi; no 1 NTp,

ab6o no 5 6nictepis
Y KapTOHHii
ynakosLi
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
208. | YPCOJOEKC TabneTku, BKpUTI CaH IHAis CaH IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom | UA/11855/01/02
N1iBKOBOIO dapmacboTn PapmacboTuKasl 3MiHW | TUNY - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX npo
o6onoHkoto, no 300 Kan IHpacTpis /lTg cucTemy chapmakoHarnisgy (BK1H0HaKUM KOHTaKTHI faHi) Ta/abo 3miHu
Mr rno 10 TabneTok IHoacTpi3 Y pO3MilLleHHI MacTep-haiina cuctemu hapmakoHarnsay
y 6nicTepi; no 1 ntp,
abo no 5 6nictepis
Y KapTOHHii
ynakosLi
209. | YPCoOniB kancynv no 250 mr Mera TainaHg Mera TainaHg, BHECEHHS 3MiH 0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3miHn 3a peyenmom | UA/12805/01/01
Ne 50 (10x5) B NalidhcaiieHc NaiidpcaiieHcis Loao 6e3nekn/edpeKTBHOCTI Ta (hapmakoHarnagy. 3MiHa y KopoTkiii
6nicTepax i3 MNabnik Ma6nik Komnani XapaKkTepucTuLli NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
Komnai Nimiten A1 Me4MYHOro 3aCTOCYBaHHS Ha MiAcTaBi perynisipHo OHOBJ/IIOBAHOTO
Nimiten 3BiTY 3 6e3neku nikapcbKoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCyBaHHS NikapCbkoro 3acoby B MicnspeecTpaviiiHvin nepiog,
abo K pe3ynbTar OLiHKU 3BITY 3 AOCMIAKEHb, MPOBEAEHUX
BiANOBIAHO A0 NnaHy negiatpuuHunx gocnigxkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBaXEHUM opraHom) (BHecTn
3MiHM [0 iHCTPYKLi y po3ainu: MokasaHHs, MpoTunokasaHHs, Cnocio
3acTocyBaHHA Ta 03K, MobivHi peakuii, NepenosyBaHHs,
3acTocyBaHHs y nepiog, BariTHOCTi abo rogysaHHs rpyaato, Aitn,
Oco6MBOCTi 3aCTOCYBaHHs, B3aeMogis 3 iHLLIMMMW NiKapCbKMK
3aco6amMu Ta iHLWi BUAY B3aeMOZIN, 3rigHO 3 iHchopMalLieto Wwoao
MeAMYHOro 3acTocyBaHHs pechepeHTHOro (YPCODAJIBK)
niKapcbKoro 3acoby
210. | PAPMAKCOH pO34uH Ans TOB "HIKO" Ykpaina TOB "HIKO", Ykpaina/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3miHun | Tuny - 3miHn 3 | 3a peyenmom | UA/13932/01/01
iH'ekUin, 250 mr/mn YKpaiHa,; Ipeuis SKOCTi. [OTOBWIA Nikapcbknii 3aci6. KOHTPOIb FOTOBOTO JliKapCbKOro
no2wn,4mnB HeposdacosaHu 3acoby. 3miHa y MeToAax BUNpobyBaHHS roTOBOTO JTiKapCbKoro
amnynax Ne 5 7 npopykT, 3aco6y (iHLWi 3MiHK y MeToAax BUnpobyBaHb (BKIOYakoun 3amiHy abo
nepBuHHA [OMNOBHEHHS)) (3MiHV B 3aTBEPAKEHIN METOANL BUHAYEHHS CYMYTHIX
ynakoBka, [JOMILLIOK, Ta IK HACNIAOK, Ki/IbKICHOTO BU3HAYEHHSA: 3aMiHa KOJTOHKM
BTOPUHHA Kromasil 100-5 C18 Ha anbTepHaTuBHY k0NOHKY Purospher STAR
ynakoBKa, RP-18e; BBEAEHO MOKA3HVK Yac YTPUMYBaHHS MiKy 3aMiCTb
KOHTPO/b: BiIHOCHOrO Yacy yTpumyBaHHs niky (RRT); 3MiHeHO Nnpo6onigroToBkKy
OEMO CA po3unHy «Po3unH UDPC (ypuanHoctaTxosiHy)», npu LbomMy 6e3
®APMACBIOTIK 3MiHW KOHLLeHTpaLii po3unHy); 3miHn | Tuny - 3MiHK 3 AKOCTi. FOTOBUIA
AN IHOACTPI, nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynopioBasibHUIA 3aci6.
Ipeuis 3MiHa chopmun abo po3mipy KOHTelHepa Yn 3aKynoprBasIbHOro

3aco6y (NepBMHHOI yNakoBKM) (CTEPUNLHI Nikapcbki 3acobu) (3MiHa
reoMeTpuYHOI hOpMK NEPBUHHOIO NakyBaHHA (amnys) 4515 HOBOT
AinbHuUui Bupo6Huutea MNN3: AEMO CA ®APMACBIOTIKAN
IHOACTPI, 'peuis); 3miHu | Tvny - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCSI BUMYCKY Cepil Ta KOHTPOJII0 AKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo goAaBaHHS AiNTbHULI, Ha SKilA 34INCHIOETLCS
KOHTPO/b/BMNpOGYBaHHSA cepii) (BBeAEHHA AOAATKOBOI AiMbHULI ANS
npoBefeHHA KOHTpoo/BUNpo6yBaHHs cepil MN3: JEMO CA
PAPMACBIOTIKAN IHOACTPI, Mpeuis (21-i km HauioHasbHOT
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs

[oporu AdiHu-flamis, KpioHepi ATTuka, 14568, NpeLis) Ta sk
HacnigoK 3MiHWM 40 IHCTPYKLUT AN MeAMYHOro 3aCTOCYBaHHSA 3MiH Y p.
«Brpo6HMKM», «MicLe3HaxomKkeHHs1 BUPOOHMKa Ta agpeca Micus
NPOBaPKeHHS i1 AiSNIbHOCTI», AOAAHHSA B IHCTPYKLIIO P. «3asaBHUK»,
«Micue3HaxoMxeHHs 3asBHMKa» 3rigHo 3 3 nignyHkTom 7.20 Jopatky
20 Mopsaaky NPOBeAEHHS eKCrnepTn3n MaTepianis Ha likapcbki
3aco6u, Lo NoJalThCA Ha AepXaBHy peecTpadiio (nepepeectpadis),
a TakoX ekcnepTnsn matepiasiiB NPO BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasiiB NPOTAroM fji peecTpawyiiiHoro
NnocBigYeHHs, 3aTBepakeHoro Hakazam MO3 YkpaiHu Big 26.08.2005
Ne 426 (y pepakuii Hakazy MO3 Ykpainu Bif 23.07.2015 Ne 460):
IHCTPYKLis 4151 MEAMYHOIO 3aCTOCYBaHHS MOBWHHA MICTUTK
HaliMeHyBaHHs Ta MicLle3Hax0oMKeHHS BUPOOHYKa BiANOBiAaIbHOIO
3a BMNYCK cepii nikapcbkoro 3acoby, a 3a 6axaHHsAM 3asiBHMKA —
HalilMeHyBaHHS i MiCLLle3HaXO[PKEHHS 3asBHUKa Ta/abo npeacTaBHUKaA
3asBHMKa»); 3MiHW | TMny - 3MiHW 3 AKOCTIi. FOTOBWMIA NiKapcbKuii 3aci6.
3MiHN Yy BUPO6HMLTBI. 3amiHa abo BBEAEHHS A04aTKOBOI AiNbHULL
BMPOBHMLTBA [/151 YACTVWHM ab0 BCbOro BUPOBGHMYOro npoLecy
roTOBOrO NliKapCcbKOro 3acoby (AiNbHULSA, Ha sKili NpoBOAATLCSA OyAb-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepii, KOHTPOO AKOCTi Ta
BTOPVHHOTO NakKyBaHHS A1 CTEPUIbHUX NiKapCbknx 3acobis
(BKIHOYAOUM BUPOGIEHI aceNTUYHUM METOL0M), KPIM JlikapCbKuX
3ac06iB 6i0/10r4YHOr0/iIMyHOOrNYHOrO NMOXOKEHHS) (BBEAEHHSA
[0[aTKOBOI [i/TbHNL BUPOGHMLTBA /13, Ha SAKil 3AjiCHI0ETLCA
BMPOGHMLITBO HEPO3chacoBaHOro NPOAYKTY, NEPBUHHA Ta BTOPUHHA
ynakoBka: JEMO CA ®APMACBIOTIKA/ IHOACTPI, Mpeuisa (21-/ km
HauioHanbHoi Joporn Advitu-/lamis, KpioHepi ATTrka, 14568,
Ipeuist). CynyTHsa 3MiHa - 3MiHU 3 SIKOCTI. [O0TOBWMIA Nikapcbkuii 3aci6.
3MiHM Yy BUPO6HMLTBI. 3amiHa abo BBEAEHHS A04aTKOBOI AiNbHULL
BMPOBHMLTBA [/151 YACTVWHM ab0 BCbOro BUPOBGHMYOro npoLecy
roTOBOro Nikapcbkoro 3acoby (4i/IbHUUA 4519 BTOPUHHOTO NakyBaHHS);
3MiHK | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMIA 3aci6. 3MiHN Yy
BMPO6HMLTBI. 3MiHa po3mipy cepii (BK/IHoYatoumn gianasoH po3mipy
cepii) rotoBoro nikapcbkoro 3acoby (36inbweHHs fo 10 pasis
MOPIBHAHO i3 3aTBEPAKEHNUM PO3MIPOM) (36iNbLUEHHS PO3Mipy cepii
N3, NOpiBHSAHO i3 3aTBEpKEHNM, (419 06'€EMY HANOBHEHHS MO 4 M),
0151 HOBOI AinbHULi BUpo6HMLTBa JEMO CA ®APMACBLIOTIKA
IHOACTPI, Mpedist - 1200 n (3atBepmxeHo ana TOB «HIKO» 350 n,
530 n, 1000 n1); 3miHK | TURy - 3MiHK 3 AKOCTi. [OTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa po3Mipy cepii (Bkoyatum
fianasoH po3mipy cepii) roTOBOro JliKapCbKOro 3acoby (3MEHLLEHHS
[0 10 pasiB) (3MeHLLEHHSA po3Mipy cepii /13, NOPIBHSHO i3
3aTBEPKEHUM, (419 06'eMY HAMOBHEHHS Mo 2 M), AN15 HOBOI
AinbHuui BupobHuytea JEMO CA ®APMACBIOTIKAN IHOACTPI,
Ipeuis — 300 n (3aTBepmxeHo ans TOB «HIKO» 350 n, 387 n1, 560
n); 3Mminu Il Trny - 3MiHK 3 aKocTi. A®l. BUpo6bHMLTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMDKHOTO NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTbCA Y BUPO6HUYOMY npoueci APl, abo 3miHa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
211. | ®EHTAHIN po34uH Ans TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom UA/5185/01/01
iH'ekuil, 0,05 mr/mn "XapkiBCbke "XapkiBCbke 3MiHK | TUNY - TOTOBMIA Nnikapcbkuii 3aci6. KOHTPOsb roTOBOro
no 2 mn B amnynax | thapmauesTu thapmaueBTUyHe nikapcbKkoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
Ne 100 (5x20) yHe nigNPUEMCTBO O0NyCTUMUX MEX rOTOBOrO J1iKapCbKOro 3acoby — npuBefeHHs
nignpvemcTs "3a0poB's nokasHuka «MexaHiuHi BK/IOUEHHS» [0 BUMOT Aito4Horo BugaHHsa JdY;
0 "3p0poB'sa Hapoay" 3MiHM | TURY - FOTOBWIA Nikapcbkuii 3aci6. KOHTPONb roTOBOrO
Hapoay" nikapcbkoro 3acoby. 3MiHa napameTpiB cneyudikadii Ta/abo
[0MNYyCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby (3BY>KEHHS
[OMYCTUMUX MEX)
212. | ®EPBEKC AN4 NopoLUoK ANns YIMNCA CAC dpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3miHu | Tuny - 3miHa 6e3 UA/7600/01/01
DITEA opasibHOro HaliMeHyBaHHS Ta/abo MicLe3HaxX04KeHHs1 BUPOOHUKA rOTOBOrO peyenma
po3umnHy y calle NikapcbKoro 3acoby, BK/IKOYa0UM MicLe NPOBeAeHHA KOHTPOSI0
Ne 8 SIKOCTI(BUPOGHMYA AiNbHULA BUNYCKY cepii) (3MiHa HaliMeHyBaHHs
BMPOGHMKa /13 Ta NpMBEeAEHHA MiCLLe3HAXOMKEHHS Y BiAMNOBIAHICTb
[0 BucHOBKIB, LL0A0 MiATBEPAKEHHS BiANOBIAHOCTI BUpobHuuTBea /13
BuMoram GMP (Jepxnikcnyx6a YkpaiHu), 3 nepenikom /13, 6e3 3MiHu
Micusi BUPOOHULTBA. 3MiHM [0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHA Y p. «BUPOGHMK» Ta [ONOBHEHHS B iHCTPYKLT
iHhopmalieto WoA0 npefcTaBHYKa 3as1BHYKA B YKpaiHi) (TepMiH
BBEEHHS 3MiH - NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS); 3MiHN
Il TMNY - 3miHa 3asBHMKA (Nepegaya npas iHLOMY 3asiBHUKY)
213. | ®EPBEKC A/14 NMopoLUoK AN YINCA CAC PpaHLis YINCA CAC PpaHLin BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3MiHu | Tuny - 3miHa 6e3 UA/5441/01/01
AOPOC/NX BE3 opasibHOro HaliMeHyBaHHS Ta/abo MicLe3HaxX0AKEeHHsS1 BUPOOHMKA rOTOBOr0O peyernma

LYKPY

po34nHy y calle
Ne 8

NikapCcbKoro 3acoby, BK/IKOYa0UM MiCLe NPOBeAEeHHA KOHTPOSI0
SIKOCTI(BMPOGHMYA AiNbHULA BUNYCKY cepii) (3MiHa HaliMeHyBaHHs
BMPOGHMKa 13 Ta NpMBEeAEHHA MiCLLe3HaXOMKEHHS Y BiAMOBIAHICTb
[0 BucHOBKIB, LL0A0 MiATBEPAKEHHS BiANOBIAHOCTI BUpo6bHuuTBa /13
BuMoram GMP (Jepxnikcnyx6a Ykpainu), 3 nepenikom /13, 6e3 3MiHu
Micusi BUPOOHULTBA. 3MiHM [0 IHCTPYKLiT 418 MeANYHOro
3aCTOCYBaHHSA Y P. «BUPOGHMK» Ta [ONOBHEHHS B iIHCTPYKLT
iHbopMmalieto Woao npeacTaBHYKa 3asiBHYKA B YKpaiHi.) (TepMiH
BBEJEHHS 3MiH - NPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPMAXEHHS); 3MiHN
| TNy - 3miHK Woao 6e3nekn/ehekTMBHOCTI Ta dhapMakoHarnagy
(iHWi 3miHM) (3amiHa rpadiyHOro 306paXKeHHs yNakoBKM Ha TEKCT
MapKyBaHHS A715 NEPBUHHOI Ta BTOPUHHOT yrnakoBku) (TepMiH
BBEEHHS 3MiH - NPOTATOM 6-TW MICALB NIiC/1A 3aTBEPAKEHHS); 3MiHN
Il TNy - 3miHa 3asBHMKa (Nepefaya npas iHLOMY 3a8BHUKY)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
214. | ®EPBEKC AN NnopoLIoK ans YIMNCA CAC PpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3miHa 6e3 UA/3128/01/01
AOPOC/INX 3 opasibHOro HallMeHyBaHHs Ta/abo MicLe3HaX04KEHHS BUPOGHMKA rOTOBOMO peyenma
MATMHOBM pO34nHy y calle NiKapCbKOro 3acoby, BKIH0YAKUN MicLie NPOBEAEHHS KOHTPO/IHO
CMAKOM Ne 8 AKOCTI(BMPOGHMYA AiNbHULA BUNYCKY cepii) (3MiHa HaliMeHyBaHHs
BMPOGHMKa 13 Ta NpMBEeAEHHA MiCLLe3HAXOMKEHHS Y BiAMNOBIAHICTb
[0 BucHoBKiB, W00 MiATBEPAKEHHS BiANOBIAHOCTI BUpobHuuTea /13
BuMoram GMP (Jepxikcnyx6a Ykpainu), 3 nepenikom /13, 6e3 3MiHu
MicLA BUPOBHMLTBA. 3MiHM A0 IHCTPYKLUIT 418 MegnyHoro
3aCTOCYBaHHA Y p. «BUPOGHMK» Ta [ONOBHEHHS B iIHCTPYKLT
iH(bopMmaLieto Woao npeacTaBHYKa 3asBHYKA B YKpaiHi.) (TepMiH
BBE/EHHS 3MiH - NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS); 3MiHU
| TNy - 3miHK Woao 6e3neku/ehekTMBHOCTI Ta dhapmakoHariagy
(iHWi 3miHM) (3amiHa rpadiyHoro 306paXkeHHs yNnakoBkM Ha TEKCT
MapKyBaHHS A1 NEPBUHHOI Ta BTOPUHHOT ynakoBku) (TepMiH
BBEEHHS 3MiH - MPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPMKEHHS); 3MiHN
Il TNy - 3miHa 3asBHMKa (Nepejaya npas iHWOMY 3aABHUKY)
215. | PEPUHXXEKT® PO34nH ANS iH'eKUiin Bichop LLsenuapi BVMPOGHMLTBO HimeuunH BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a peyenmom | UA/13356/01/01
Ta iHdysiit, 50 (IHTepHewwHN A Hepo3acoBaHo| a/ 3MiHM |l TUMY - 3MiHW A0 IHCTPYKLiT 4719 MEAMYHOro 3aCTOCYBaHHS y
Mmr/mn no 2 mn abo ) IHK. npoayKuii, Lseiiuapi po3ainu: "OcobnmBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
no 10 mny nepBuHHa Ta A fo3sun", "Mo6iyHi peakui™
chnakoHax Ne 1, Ne BTOPUHHA
5 ynakoBska:
BINCO rméX,
HimeuunHa;
BUPOGHMLTBO
Hepo3dg)acoBaHo!
NpoAyKuUii,
nepBuHHa Ta
BTOPMHHA
ynakoska: 14T
Bionorika Mm6X,
HimeyuunHa;
[003BiN Ha
BMNYCK cepil:
Bichbop
(IHTepHeLwHn)
IHK., LBeiiLapis
216. | PNAMIAE3TENb | renbno 20T, 30T, OpraHocuH IHgis EHK'106 ETikan3 IHais BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 peyenma UA/12794/01/01
abo40rB Naiidp MpaiBiT NimiTes 3MiHM | TUMY - BBEAEHHSI @60 3MiHW A0 y3arasibHEHUX AaHuX Mpo
namiHoBaHili Ty6i; CaeHcuns cuctemy hapmakoHarnsgy (BKoUyaum KOHTakTHI AaHi) Ta/abo 3MiHu
no 1 Ty6i B Mer. N14,. y po3MiLLieHHI macTep-haiina cuctemu hapmakoHarnsgy

KapPTOHHIi KOpoOLi
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
217. | ®OJNIEBA NopOoLLOK ACM LLiBeiiuapi ACM Lseiiuapi BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/5660/01/01
KACNOTA (cy6eTaHuis) y HyTpiweHan A HyTpiwiHan A 3MiHM | TUNY - NpuBEAEeHHs cneumdikaLii Ta aHaNniTUYHNX METOAVK 3a
THOMIHIEBUX MpopakTtc Al MpoayxT NTa, nokKasHUKoM «laeHTudikayis» y BignoBigHICTb A0 BUMOr MOHoOrpadii
nakeTtax gnsa «Folic acid» EP; npvBefieHHA aHaniTU4HOT METOAMUKM 3@ NOKA3HUKOM
BMPOGHULITBA «CynpoBigHi AOMILLKM» Y BIANOBIAHICTL A0 BUMOT MOHorpadii «Folic
HeCcTepWIbHNX acid» EP
nikapcbknx oopm
218. | ®YPOCEMIA, Tabnetkn no 40 mr ToBapucTeo YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaviliHnx MmaTtepiasis: 3miHu | Tuny - 3a peyenmom UA/5153/02/01
Ne 10x5 y 3 BMPOGHMLITBA, AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
6nictepax 06MeXeHo KOHTPO/b SIKOCTI, 3asBHMKa (BNacHvKa peecTpadiiiHoro noceigyeHHs) (3miHa agpecu
BiANOBIAA/IbH BUMYCK Cepii: 3a8BHMKA). BBEAEHHA 3MiH NPOTArom 6-Tu MicAuiB nicns
icTio ToBapucTBo 3 3aTBEpPAXEHHS.; 3MiHU | TUMY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
"ocnigHnii 06MeXeHo HallMeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHS Ais/IbHOCTI
3aBof BigNoBiAa/IbHICT BMpPOGHUKa/iMnopTepa roToBOro JIiKapCbKOro 3acoby, BKIKYaoun
"rTHUIC 10 “[ocnigHunia AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHS1 KOHTPOSIK SKOCTI.

3asog "MHUJIC",
YKpaiHa,;

BCi cTagii
BMpPOBHULTBA,
KOHTPO/b SIKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
0bMexeHo
BignoBiAa/IbHICT
10 "®PAPMEKC
FPYI", Ykpaina,
BCi cTagii
BMpPOBHULTBA,
KOHTPO/b SIKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
06MexeHo
BignoBiAa/IbHICT
10
"®apmMaueBTUYH
a KomnaHis
"3popos'a”,
Ykpaina

(aisnbHICTb, 3a Ky BiANOBIAAE BUPOOHMK/IMIOPTEP, BK/IOYAOUN
BMMYCK Cepiii) (3MiHa HaliMeHyBaHHS Ta NpuBeAEHHS agpecu
BMPOGHWKIB 1O OpUTiHA/TbHUX JOKYMEHTIB, 6€3 3MiHW Micus
BMPO6GHMLUTBA). BBEAEHHS 3MiH NPOTAroM 6-TW MicALUiB nicns
3aTBEPMKEHHS.; 3MiHU | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbKUiA
3aci6. 3mMiHM y BUpO6HULTBI. 3MiHa iMnopTepa/3aMiHu, L0 CTOCYThCS
BUMYCKY Cepii Ta KOHTPOJIKO SKOCTI FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gofaBaHHA BUPOOHMKA, WO Bi4NOBISA€E 3a BBE3EHHS
Ta/abo BMNycK cepii) - Bktoyarum KOHTPOsb/BUNPoByBaHHA cepil
(BHECEeHHs hyHKLT - BUNYCK cepii 40 BUKOHYBaHWUX (PYHKLii (BCi cTagii
BVMPOGHMLTBA, KOHTPO/Ib SIKOCTI) A1 BUPO6HUKIB TOBApMCTBO 3
obmexeHoto BignosiganbHicTio "GAPMEKC MPYT" Ta ToBapucTBO 3
06MeXeHO BiANoBIAA/LHICTIO "dapmaLeBTUYHa KOMMNaHis
"3p0pos'a"). TepmiH BBEAEHHS 3MiH - NPOTAroM 6-T1 MicAUIB Micns
3aTBEPAKEHHS.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
219. | X/IOPO®ININT Tabnetkv no 25 mr ToBapucTBo Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 peyenma UA/1556/01/01
Ne 20 (20x1), Ne 20 3 BMPOGHULITBA, AAMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
(10x2) y bnictepax; | o06mMexeHo KOHTPO/b SKOCTI, NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
Ne 40y BiAnoBiAa/IbH BMNYCK cepil: niKkapcbKoro 3acoby, BKIOYaUM Ai/ibHULI BUNYCKY cepii abo micue
KOHTeliHepax y icTio ToBapucTBO 3 NpoBefieHHSA KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
nauuj "focnigHuin 0bMexeHot BMPOGHMK/iMNOpTEp, BK/IOYaoUM BUMYCK cepiid) (MpYBeAeHHsS
3aBof, BigNoBiAa/IbHICT MicLle3HaxomKeHHs1 BUpobHUKiB /13 y BigNoBIgHICTL [0 OpUTiHANIBHNX
"rHuC! 10 "[locnigHuii OOKYMeHTIB (konii NileHsii Ha BUpO6HULITBO), 6€3 3MiHM Micua
3aBog "MHLUNC", BMPO6HMLTBA); 3MiHM | TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NMikapcbKumii
YkpaiHa,; 3aci6. 3MiHN y BUPO6HMLTBI. 3MiHa iMnopTepa/3MiHu, Lo CTOCYTbCA
BCi cTagii BUMYCKY Cepii Ta KOHTPOJIKO SKOCTI FOTOBOrO NiKapCbKoro 3acoby
BMPOGHMLITBA, (3amiHa abo foAaBaHHS BUPOGHMKA, LLIO BiANOBIAAE 3@ BBE3EHHS
KOHTPO/b SKOCTI, Ta/abo Bunyck cepii) - Bktoyaoum KOHTPONbL/BUNPOGYBaHHS cepil
BUMYCK Cepii: (BHECEHHSA ChYHKLIT - BUMYCK Cepii A0 BUKOHYBaHWX (OYHKLIi (BCi cTagii
ToBapucTBoO 3 BMPOGHMLITBA, KOHTPO/Ib SIKOCTI) A5 BUpobHuka TOB
06MeXeHOo "apmaueBThYHa KoMNaHia "3p0pos'a”, YkpaiHa); 3miHu | Tuny -
BiANOBIgabHICT AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
10 3asBHVKa (BNacHWKa peecTpauiiiHoro noceig4veHHs) (3mMiHa Ha3Bu Ta
"®apmaueBTUYH MicLle3HaxoMKeHHS 3asiBHUKa (TepMiH BBEAEHHS 3MiH - MPOTAroM 6-
a Komnaxis TN MiCALIB 3 faTu 3aTBEPKEHHS)
"3popos'a”,
YKpaiHa
220. | XNOPO®ININT Tabnetku no 12,5 ToBapucTeo YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaviliHnx MmaTtepiasis: 3miHu | Tuny - 6e3 peyenma UA/1556/01/02
mr Ne 20 (20x1), Ne 3 BMPOGHMLITBA, AAMiHIiCTpaTMBHI 3MiHKN. 3MiHa HaliMeHyBaHHsA Ta/abo agpecy Micus
20 (10x2) y 06MeXeHo KOHTPO/b SIKOCTI, NpoBaPKEHHS Ais/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
6nicTepax y nauuj BiANOBIAA/IbH BUMYCK Cepii: NikapcbKoro 3acoby, BKNOYaUy AinbHNLi BUNYCKyY cepii abo micue
icTio ToBapucTBo 3 npoBefeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a AKy Bignosigae
"NocnigHnii 06MeXeHo BMPOGHMK/IMNOpPTEp, BK/IOYaUM BUNYCK cepiid) (MprBeaeHHsS
3aB0[, BiANOBIgaIbHICT MiCL,e3HaxoMKeHHS BUPO6HMKIB /13 y BIANOBIAHICTL 40 OPUTiHASIBHUX
"rTHUIC 10 “[ocnigHunia OOKYMeHTIB (Komii NiueHsii Ha BUpobHULTBO), 6e3 3MiHM Micus

3asog "MHUJIC",
YKpaiHa,;

BCi cTagii
BMpPOBHULTBA,
KOHTPO/b SKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
06MexeHo
BignoBiAa/IbHICT
10
"®apmaueBTUYH
a KomnaHis
"3popos'a",
Ykpaina

BMPOGHMLTBA); 3MiHM | TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3mMiHM y BUpoOHULTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYTbCA
BWMNYCKY Cepii Ta KOHTPO/IHO SKOCTi FOTOBOTO NiKapCbKOro 3acoby
(3amiHa abo fofaBaHHA BUPOOHMKA, L0 BiANOBIAA€E 3@ BBE3EHHS
Ta/abo BMNyck cepii) - Bknoyaroum KOHTPOsb/BUNPobyBaHHA cepil
(BHECeHHs dhyHKLT - BUNYCK cepii A0 BUKOHYBaHWX (PYHKLi (BCi cTagii
BMPOBHULTBA, KOHTPO/Ib AKOCTI) ANs BUpoOHUka TOB
"®apmaueBTyHa komnania "3gopos'a”, Ykpaina); 3miHu | Tuny -
AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHWKa peecTpauiliHoro noceig4YeHHs) (3MiHa Ha3Bu Ta
MicLe3HaxoKeHHs 3aABHMKa (TepMiH BBEAEHHS 3MiH - NPOTArom 6-
TV MiCcAUIB 3 JaTh 3aTBEPMAKEHHS)
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka
¢gopma,
YynakoBsKa)

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayilina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo
20
nocsi0YeHHs1

221.

XONMYJAEKCAH

kancynu TBepai no
300 mr no 10
kancyn y 6nictepi;
no 2 6nictepu B
KapTOHHIA KOpO6L

«YOPNA
MEANUNH
NIMITEO»

Benvka
BpuTtaHis

«AbJl IBPAXIM
Inau CaHai Be
Timpkapet A.LL.»,
TypeyuunHa;
yYorPna
MEAVNLUWH IN1AY
CAH. BE TIAX.
A.lL., TypeyunHa

TypeyunH
a

BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHu | TUny - 3MiHN 3
AKocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3aMiHa abo
BBE/EHHS A0AATKOBOI AifIbHULI BUPOOHWLTBA A1 YacTuHM abo
BCbOro BMPOBHMYOro NpoLEecy roToBOro Nikapcbkoro 3acoby
(@inbHWUA, Ha siKili NpoBoASATLCS ByAb-AKi BUPOGHUYI cTagjl, 3a
BWHSATKOM BUMYCKY Cepili, KOHTPO/IHO AKOCTi, NEPBUHHOIO Ta
BTOPVHHOTIO MakyBaHHS, A/ HECTEPUbHUX NiKapCbKKX 3acobiB) -
BBE/lEHHS 404aTKOBOI BUPOOHMYOI AinbHuui YOPNA MEANUNH
INAY CAH. BE TIAK. A.L., TypeyunHa. CynyTHS 3MiHa - 3MiHK 3
sKocTi. FoToBwMIA Nikapcbkuii 3aci6. 3MiHU y BUPOGHMLTBI. 3amiHa abo
BBE/IEHHS 40aTKOBOI AiNIbHULI BUPOBHULTBA A1 YacTuHM abo
BCbOr0 BMPOOHMNYOro NpoLEecy roToBOro Nikapcbkoro 3acoby
(AiNbHULA ANA BTOPMHHOIO NakyBaHHS) - 3MiHU 3 SIKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3aMiHa abo BBEEHHS
[0[aTKOBOI [i/TbHUL BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOBHMYOro NpoLecy roToBOro JikapcbKoro 3acoby (4inbHuus ans
NepPBUHHOTO NakyBaHHS) - BBEAEHHA A0AATKOBOI BUPOGHNYOT
dineHuui YOPNA MEAVLNH INAY CAH. BE TIAXK. A.LL.,
TypeyuunHa.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYIOTLCS BUMYCKY cepii
Ta KOHTPOJIt0 AKOCTi rOTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[oflaBaHHA BMPOGHUKA, L0 BiAnoBigae 3a BBE3EHHA Ta/abo BunycK
cepii) - Bktoyatoum KOHTPOsIb/BUNPOBYBaHHSA cepii - BBEAEHHS
[oAaTkoBoi BUpo6HUYOT AinbHuui YOPA MEANLUNH I1AY CAH. BE
TIAK. A.LL., TypeuunHa

3a peyenmom

UA/14162/01/01

222.

XYMANOr® MiKc
25

cycneHsis ans
nigLWwkipHoro
BBe/eHHs, 100
MO/mnno 3 mny
CKISAHOMY
KapTpuaxi; no 5
KapTpuaxis y
KapTOHHilA
ynakosLji; no 3 mny
CKIISAHOMY
KapTpuaxi,
BKNafeHoOMY Y
Lnpuu-py4ky
KBikleH; no 5
LUMPULL-PYYOK
KBikleH y
KapTOHHIA ynakoBsL,i

Eni Ninni
Hepepneng
B. B.

HigepnaH
an

Ninni dpaHc
C.AC.

PpaHLis

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
BUMPaB/IEHHS TEXHIYHOI NOMW/IKA Ha TUTY/IbHI CTOPIHL MeToAiB
KOHTPOJH0 SIKOCTi MiKapCbKOro 3acoby y HanvMcaHHi Buay ta po3mipy
ynakoBk1 06yMOB/IEHO TWM, LLIO Nif Yac npoueaypu peecTpaui
[0aTKOBOI YNakoBKW, @ came y KapTpuaxi no 3 M, BK1ageHoMy y
wnpuu-pyyky KeiklMeH; Ne5, ska HekopekTHO 6yna 3a3HaveHa Ha
TUTYNbHI CTOPIHLi METOZIB KOHTPO/IHO SIKOCTI iKapCbKOro 3acoby

3a peuyernmom

UA/8352/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
223. | XYMANOIr® MIKC | cycneHsia ans Eni Ninni HigepnaH Ninni ®paHc PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/8353/01/01
25 nigLWwKipHoro Hepepneng on C.A.C. BMNPaB/IEHHS TEXHIYHOI MOMW/IKMA Ha TUTY/IbHI CTOPIHLI MeToAiB
BBeAeHHs, 100 B. B. KOHTPO/II0 AIKOCTI JTiKapCbKOro 3acoby y HanvcaHHi Bugy Ta po3mipy
MO/mn in bulk: no ynakoBku 06YMOB/IEHO TUM, LLO Mif Yac npoueaypu peectpauii
30mvmny [04aTKOBOI YNakoBKW, a came y KapTpuaki no 3 ms, BKIageHoMy y
KapTpugxax, no wnpuu-pyuky KeiklMeH; Ne5, sika HeKopekTHO 6yna 3a3HadyeHa Ha
325 a6o 330 TUTYNbHI CTOPIHLi METOZIB KOHTPO/IHO SIKOCTI likapCbKoro 3acoby
KapTpuaxis y
noTKax
224. | XYMANOr® MIKC | cycneHsia ans Eni Ninni HigepnaH Ninni ®paHc PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/8353/01/02
50 nigLWKipHOro Hepepneng on C.A.C. BMNPAB/IEHHS TEXHIYHOT MOMUIKN Ha TUTY/IbHI CTOPIHL METOAiB
BBeeHHs, 100 B. B. KOHTPO/II0 SIKOCTI JTiKapCcbKOro 3acoby y HanvcaHHi Bugy Ta po3mipy
MO/mn in bulk: no ynakoBku 06YMOB/IEHO TUM, LLO Mif Yac npoueaypu peectpauii
3,0mvmny [04aTKOBOI YNakoBKW, a came y KapTpuaki no 3 ms, BKIageHoMy y
kapTpugxi; no 330 wnpuu-pyuky KeiklMeH; Ne5, sika HeKopekTHO 6yna 3a3HadyeHa Ha
KapTpuoxis y TUTY/NbHI CTOPIHL METOZIB KOHTPO/IHO SIKOCTi ikapCbKoro 3acoby
noTkax
225. | XYMANOIr® MIKC | cycneHsia ans Eni Ninni HigepnaH Ninni ®paHc PpaHuis BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a peyernmom UA/8352/01/02
50 nigLWwkipHoro HepepneHng on C.AC. BUMNPaB/IEHHS TEXHIYHOI MOMW/IKMA Ha TUTY/IbHI CTOPIHL MeToAiB
BBefieHHs, 100 b. B. KOHTPO/I0 SIKOCTI JTiKapCbKOro 3acoby y HanvcaHHi Buay Ta po3mipy
MO/mMn no 3 mny yMakoBKM 06YMOB/IEHO TUM, LLO Mif Yac npoueaypu peectpauii
CKNISAHOMY [10[aTKOBOI YNakoBKW, @ came y KapTpuaxi no 3 M, BKIafeHoMy Y
KapTpuaxi; no 5 wnpuu-pyyky KeiklMeH; Ne5, ska HekopekTHO 6yna 3a3HayeHa Ha
KapTpuaxis y TUTYNbHIN CTOPIHLi METOZIB KOHTPO/IHO SIKOCTI iKapCbKoro 3acoby
KapTOHHIlA
ynakoBLji; no 3 mny
CKIIAHOMY
KapTpuoxi,
BKNafeHoMy Yy
npuu-py4ky
KBikleH; no 5
LUNPUL-PYHOK
KBiklMeH y
KapTOHHI ynakoBsL,i
226. | LE®AKCOH NMopoLIOK ANns JToniH IHgis MoniH NlimiTepg, IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a peyenmom UA/9108/01/01
pO34uHy AN Nimiten 3MiHM | TUNY - 3MiHa NapameTpiB cnevumdikaliii Ta/abo 4onycTUMUX
iH'ekuinno 1 ry MEeX roTOBOrO /liKapCbKoro 3acoby
donakoHax Ne 1
227. | UE®AKCOH NnopoLIoK ans NoniH IHais NMoniH Nimitep, IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/0211/01/01
pO34YuHy AN Niviten 3MiHK | TUNY - 3MiHa NapameTpiB cnewudikayiii Ta/abo fonycTUMmnX

iH'ekuin no 1 rin
bulk y chnakoHax
Ne 25

MEXX rotoBoro ﬂiKapCbKOI'O 3ac06y
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
228. | LE®AHTPAN NnopoLIoK ans NoniH IHAis NMoniH Nimitep, IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/0523/01/01
pO34YuHy Ans Niviten 3MiHK | TUNY - 3MiHa NapameTpiB crnewudikayiii Ta/abo fonycTuMmnx
iH'ekyinno 1 rin MEX roTOBOrO JliKapCbKoro 3acoby
bulk y chnakoHax
Ne 25
229. | LEDAHTPAN MOPOLLIOK ANsi JoniH IHgis ToniH Nlimitepq, IHais BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a peyenmom UA/0522/01/03
pO34unHy ans Nimiten 3MiHM | TUNY - 3MiHa NapameTpiB crneumdikauiii Ta/abo gonycTUMUX
iH'ekyimno1ry MEX roTOBOrO /liKapCbKOro 3acoby
donakoHax Ne 1
230. | LE®OMNEKTAM nopoLuoK ans My6niuHe Ykpaina My6niuHe Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom | UA/13412/01/01
PO34unHY A8 akuioHepHe akuioHepHe 3MiHK | TUNy - 3MiHK 3 AKOCTi. FOTOBWMIA NikapcbKuii 3aci6. KOHTponb
iH'eku;ji, 500 Mr/500 | TOBapMCTBO TOBapuCTBO roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTofax BUNpobyBaHHsA
Mr 1o 1 donakoHy 3 "HaykoBo- "HaykoBo- roTOBOro Nikapcbkoro 3acoby (He3HayHa 3MiHa y 3aTBepKeHUX
NnopoLuKom; no 1 BVMPOGHWYNIA BVPOGHWYNIA MeToAax BUNPOGYBaHHS); 3MiHW | Tuny - 3MiHK 3 skocTi. FoToBWMiA
onakony 3 LeHTp LeHTp nikapcbkuii 3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby. 3miHa
NMOPOLLUKOM B nauLii "BopLariscb "BopLiariBcbKuii napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX rOTOBOrO
3 KapTOHy; Mo 5 KWiA Ximiko- Ximiko- nikapcbKoro 3acoby; 3MiHu | Tuny - 3MiHK 3 AKkoCTi. FoTOBWIA
oNakoHiB 3 thapmaueBTu hapmaueBTUYHU nikapcbkuii 3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby. 3miHa
MOPOLLKOM Yy KaceTi; | 4Hwuii 3aBoa" i 3aBoa" napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX rOTOBOrO
no 1 kaceTtiy nikapcbKoro 3acoby (A0NOBHEHHS cneumdikalii HOBUM MOKa3HUKOM 3

neHasi 3 KapToHy

BiANOBIAHUM METOA0M BUNPOGYBaHHSA); 3MiHW | TUMy - 3MiHK 3 AKOCTI.
[OTOBMIA NikapcbKunii 3aci6. 3MiHWM y BUPOOGHULTBI. 3MiHM BUNPOGYBaHb
abo gonycTMMmUX MeX, BCTAHOBMIEHVX Y cneumdikayisx, nig vac
BMPOGHMLITBA FOTOBOTO /1iKapCbKOro 3aco0y (iHLWi 3MiHW); 3MiHK | TUNY
- 3MiHM 3 skocTi. APl. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUXigHOro matepiasy/npomMikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NpoLeci BUPOOHMLTBA
A®| (He3HauHI 3MiHW Y 3aTBEpPIKEHNX METOAAX BUNPOOYBaHHS) -
3MiHM B MeTofax KOHTposto Ad| cynbbakTamy HaTpiesa Ciflb; 3MiHM |
TUny - 3MiHu 3 AkocTi. APL. KoHTposnb A®L. 3miHa y meTogax
BMNPo6yBaHHA APl abo BuxigHOro martepiany/npoMikHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI BUPOGHMLTBA
A®| — 3MiHM B MeTofax KoHTponto AP| LedonepasoHy HaTpieBa Cifb;
3MiHK | TNy - 3MiHK 3 AkocTi. APL. KoHTponb AP, 3miHa y
napameTpax crneundikayii Ta/abo AONYyCTUMUX MEX, BUSHAYEHMNX Y
cneuudikayisx Ha A®l, abo BUXigHWIA/MPOMIXHUIA NpoAYyKT/peareHT,
LLIO BUKOPUCTOBYIOTLCSA Y npoueci BUpobHuuTea APl (iHwWi 3MiHK) —
3MiHM y Cneuudikauii gns koHTponto A®| Ledonepas3oHy HaTpiesa
Ciflb; 3MiHM | TUNY - 3MiHK 3 AkocTi. ADI. KoHTposib A®L. 3miHa y
napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX, BUSHAYEHUX Y
cneuudikaisx Ha A®l, abo BUXigHWI/NPOMDKHWIA NpoAyKT/pearexT,
LLI0 BUKOPUCTOBYIOTLCSA Y NpoLeci BUPobHuLTBa APl — 3MiHN Y
Cneumdpikauii ans koHTpono APl cynbbakTamy HaTpieBa Cislb
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
231. | LULE®OMNEKTAM NnopoLIoK ans My6niuHe Ykpaina My6nivuHe Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a peyenmom | UA/13412/01/02
PO34unHY 1A akuioHepHe akuioHepHe 3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTposb
iH'ekujil, 1r/lrnmol | TOBaApMCTBO TOBapUCTBO roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax BUNpobyBaHHsA
dhnakoHy 3 "HaykoBo- "HaykoBo- roTOBOro Nikapcbkoro 3acoby (He3HayHa 3MiHa y 3aTBepKeHnX
NopoLUKom; no 1 BUPOGHNUNIA BUPOBHNUNIA MeToAax BUNPo6yBaHHS); 3MiHM | TUMYy - 3MiHK 3 AKoCTi. FoTOBWIA
chnakoHy 3 LeHTp LeHTp nikapcbkuii 3aci6. KOHTpOb roTOBOrO /iKapCcbKoro 3acoby. 3miHa
NMOPOLUKOM B nauLi "Bopuariscb "BopLyariBcbkuii napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX FOTOBOr0
3 KapToHy; Mo 5 KuiA Ximiko- XimikO- nikapcbKoro 3acoby; 3mMiHu | Tuny - 3MiHW 3 IKOCTi. TOTOBWIA
chnakoHiB 3 thapmaveBTu hapmaueBTUYHN nikapcbkuii 3aci6. KOHTpOb roTOBOrO /iKapCcbkoro 3acoby. 3miHa
MOPOLLKOM Yy KaceTi; | 4Hwuii 3aBoa" 7 3aBoa" napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX FOTOBOr0
no 1 kacetiy nNikapcbKoro 3acoby (A0NOBHEHHS crneumdikalii HOBUM MNOKA3HUKOM 3
neHani 3 KapToHy BiANOBIAHUM METOA0M BMNPOGYBaHHS); 3MiHW | TUMy - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHWM y BUPOOHULTBI. 3MiHM BUNPOGYyBaHb
abo gonycTMMUX MeX, BCTAHOB/IEHWX Y cneumdikayisx, nig vac
BMPOGHMLITBA FOTOBOTO /iKaPCbKOro 3aco0y (iHLLi 3MiHW); 3MiHK | TUny
- 3MiHM 3 AkocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHA A®| abo BUXigHOro matepiasly/npoMiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLLECi BUPOOHMLTBA
A®| (He3HauHi 3MiHW Y 3aTBEpPIKEHNX METOAAX BUNPOOYBaHHS) -
3MiHM B MeTofax KOHTposto AD| cynbbakTamy HaTpiesa Ciflb; 3MiHM |
Tuny - 3MiHn 3 akocTi. A®l. KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA APl abo BUXigHOro martepiany/npoMikHOro
NpoayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI BUPOGHULTBA
A®| — 3miHn B MeTogax KoHTposiio A®I uedonepas3oHy HaTpieBa Cinb;
3MiHK | TNy - 3MiHK 3 AkocTi. APL. KoHTponb AP, 3miHa y
napameTpax crneuudikauii Ta/abo 4oNyCTUMUX MEX, BUSHAUYEHUX Y
cneuudikayisx Ha A®l, abo BMXigHWIA/MPOMIKHUIA NpoAyKT/pearexT,
LLI0 BUKOPUCTOBYHTLCA Y NpoLieci BUPO6GHMLTBA ADI (iHLLI 3MiHK) —
3MiHM y Cneumdikauii gns koHTponto A®| uedonepas3oHy HaTpiesa
Cinb; 3MiHu | TNy - 3miHK 3 AkocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo 4OMYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®l, abo BMXigHUIA/NPOMIXHWIA NPOAYKT/pearexT,
LLIO BUKOPUCTOBYIOTLCSA Y Npoueci BUPobHuLTBa APl — 3MiHN Y
Cneumdpikauii ans koHTposno APl cynbbakTtamy HaTpiesa Cisib
232. | LE®OTAKCUM NMopoLUOK ANs JoniH IHAiA Tonin NMimiten IHAis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: - UA/10743/01/01
po3unHy Ans Nimiten 3MiHM | TUNY - 3MiHa NapameTpiB crneumdikayiin Ta/abo gonycTUMUX
iH'ekyii no 1 rin MEXX rOTOBOr0 NiKapcbKoro 3acoby
bulk y chnakoHax
Ne 25
233. | LE®OTAKCUM NMopoLUoK AN ToniH IHAi ToniH Nimiten IHAis BHECEHHS 3MiH 10 peecTpaliiiHux maTepianis: 3a peyenmom | UA/10742/01/01
pO3uuHy AN Nimiten 3MiHM | TURY - 3MiHa napameTpiB cneumdikayiin Ta/abo gonycTUMmnX
iH'ekyinno1lry MEX roTOBOrO JliKapCbKoro 3acoby
donakoHax Ne 1
234. | ULE®TPUAKCOH NMopoLIOK ANns JToniH IHgis MoniH NlimiTepg, IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a peyenmom | UA/10744/01/01
pO34uHy AN Nimiten 3MiHM | TUNY - 3MiHa NapameTpiB cnevumdikaliii Ta/abo 4onycTUMUX

iH'ekuinno 1 ry
donakoHax Ne 1

MEX FOTOBOr0 NiKapcbKoro 3acoby
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayilina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo
3acoby ¢hopma, 20
YynakoBsKa) nocsioYyeHHs
235. | LE®@TPUAKCOH NnopoLIoK ans NoniH IHAis NMoniH Nimitep, IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/10745/01/01
pO34YuHy Ans Niviten 3MiHK | TUNY - 3MiHa NapameTpiB crnewudikayiii Ta/abo fonycTuMmnx
iH'ekyinno 1 rin MEX roTOBOrO JliKapCbKoro 3acoby
bulk y chnakoHax
Ne 25
236. | ULUTPAMOH-® Tabnetku no 6 abo NAT YkpaiHa MAT "®iTodhapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 6e3 peyenma UA/2317/01/01
no 10 TabneTtok y "®iTodhapm” 3MiHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
6nictepax hapMakoHarnsgy. 3miHa y KopoTkiii XapakTepucTuMLi Nikapcbkoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii ANs MeguyHOro
3acTocyBaHHS Ha NigcTaBi perynsapHO OHOB/IOBAHOrO 3BITy 3 6e3neku
nikapcbKoro 3acoby, abo AocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnspeecTpaviitHuii nepion, abo sk pesynbtat
OL|iHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHUX BiANOBIAHO A0 NiaHy
negjiatpnyHux gocnigpkeHb (PIP) (3MiHy y3rogkeHo 3 KOMNeTEHTHUM
YMOBHOB&XXEHVIM OpraHoM) - 3MiHV A0 iIHCTPYKLii. BBeAeHHA 3MiH
npoTArom 3-xX MicAiLiB nicnsa 3aTBepKeHHsA
237. | UWUTPAMOH-® Kancynu no 6 MAT Ykpaina MAT "®iTodpapm” Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 peyenma UA/2317/02/01
POPTE Kancyn y 6nictepi; "®iTodhapm” 3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
no 1 a6o 2 thapmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi NikapcbKoro
6nicTepu B naywj 3 3ac06y, TEKCTI MapKyBaHHS Ta iIHCTPYKLii 418 MeAnyHOro
KapToOHy 3acToCyBaHHSA Ha NigcTaBi peryaspHO OHOBJ/IOBAHOIO 3BITy 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neky 3acTocyBaHHs
nikapcbKkoro 3acoby B nicnsipeecTpaviinnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/IMKEeHb, NPOBEeAEHUX BiAMNOBIAHO A0 NiaHy
negiatpnyHux gocnimxkeHb (PIP) (3MiHY y3rofkeHo 3 KOMNeTEHTHUM
YMOBHOB&XEHVNM OpraHoM) - 3MiHV A0 iHCTPYKLii. BBeAeHHA 3MiH
npoTAarom 3-x MicsAuiB nNicna 3aTBepaKeHHs
238. | LNDPIOKC po3yuH ans AnoTekc [HK. KaHapa EWCIiEc fo6cbap | LUseiiuapi BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | TUny - 3a peyenmom | UA/13400/01/01
iHdpysili, 200 IHgpo ECENn A Jikapcbki 3ac06u. 3MiHa Y KOPOTKIil XapaKTepuCcTULLi Nikapcbkoro

mr/100 mn no 100
M B nakeTax Ne 10
y KOpoO6U;j

3aco0y, IHCTPYKLiT 415 MeANYHOro 3acToCyBaHHSA abo MapKyBaHHi
ynakoBoK (NoTpebye BHECEHHSA BifnoBigHO A0 iHchopmavii
pedoepeHTHOro/opuriHa/IbHOro NikapcbKoro 3acoby 6e3 HagaHHs
XOOHVX HOBUX [0AATKOBUX AaHUX 3asABHUKOM) (3MiHM A0 IHCTPYKLi
ANA MeiVYHOro 3acTOCyBaHHA y po3ginn: MNokasaHHs,
MpoTunokasaHHs, Baaemogis 3 iHWMMK fikapcbknMmn 3acobamm Ta
iHWI BMAan B3aemogiin, Ocob6MBOCTI 3aCTOCYBaHHSA. 34aTHICTb
BN/IMBATY Ha LUBWAKICTb peakL,ii Npu KepyBaHHi aBTOTPaHCMOPTOM
ab6o iHWKMK MexaHisMamn. Cnocib 3acTocyBaHHS Ta 403u,
Mepeno3yBaHHs, MNo6GivHI peakLii, 3rigHO 3 iH(hopMaLlieo Woa0
MefM4YHOro 3actocyBaHHsa pedepeHTHoro (Ciproxin solution for
infusion) nikapcbkoro 3acoby, Lo He 3apeecToBaHO Ha TepiTopil
Ykpaiuu (TepMiH BBEAEHHS 3MiH - MPOTAroM 3-x MicsiLiB nicns
3aTBEPKEHHS)
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HavyanbHUK YnpaBniHHA
thapmaneBTUYHOT AiANBHOCTI Ta
AKOCTI hapMmaLeBTUYHOI NpoAayKuii T.M. JIACKOBCbKUWA



NEPENIK

Aopatok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
19.08.2016 Ne 872

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOTNIYHUX NPEMNAPATIB), AKUM BIAMOBJ/IEHO Y AEP)XXABHIN PEECTPALII,
NEPEPEECTPALLII TA BHECEHHI 3MIH A0 PEECTPALIMHNX MATEPIATIB

TA AEP)XXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHUN

No
n/n

Hassa
JlikapcbKO20
3acoby

dopma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

Miocmasa

lpoyedypa

ECNOTUH

cupon 0,5 mr/mn no
60 mn a6o no 150 mn
y thnakoHax Ne 1

YOP/IA
MEANLH
INIAY CAH. BE
TIDK. AL

Typeuun
Ha

3eHTiBa
Carnuk
YpyHnepi
CaH. Be
Tigpk. A.LLL

TypeuunHa

3acigaHHa KK MO3
Ne 39 Big 03.12.2015

3acigaHHa HEP Ne 09
Big 29.10.2015

3acigaHHa HEP Ne 07
Bif 28.07.2016

BigMOBTM 'y  AepXaBHii
peecTpauia Ha 5 pokiB.

peecTtpauii -

Ha nigcrasi BNCHOBKY [JenaptameHTy
(hapmaLeBTUYHOT AiANIbHOCTI, WO MaTepianu,
LLOAO0 XiMiyHOI, dhapMaLleBTUYHOI Ta 6ionoriyHol
JOKymeHTauil He pgoctaTHi, He [03BOAITb
Hagatn BMOTMBOBaHWIA BMCHOBOK LLIOAO SKOCTI
nikapcbkoro  3acoby Ta 3 ypaxyBaHHAM
3acifjaHHA  HaykoBo-ekcnepTHOI  paau  Bif
29.10.2015 (mpoTtokon Ne 09), a Takox 3a
pesynbTatamu pos3riagy Matepianis, Wwo 6ynu
HafjaHi 47 O6r'pyHTYBaHHS  OCKap)XXeHHs
pilweHHs, 3rigHo n. 3.8. Hakaly MO3 YkpaiHu Big,
26.08.2005 Ne 426 y pepakuii Hakazy MO3 Big
04.01.2013 Ne 3 3a nyHKTOoM "marepianu
peecTpauiiHoro [Jocbe, WO AojalTbcs A0
3asBK, He BigMOBigalOTb BMMOram  LbOro
Mopsagky Ta pgopjaTkiB A0  HbOro" Ta 3
ypaxyBaHHAM 3acigaHHa HaykoBo-ekcnepTHol
paamn 28.07.2016 (npotokon Ne 07)

MINKAPAIN

kancynv no 250 mr Ne
40 (10x4) y 6nictepax

BAT
"Huxdapm™

Pociiicbk
a
depepad,
is

TOB "Maki3s-
Papma”

Pocilicbka
depnepadis

3acigaHHa HTP Ne 13
Big 14.07.2016

BigmoBUTK y 3aTBepmXEeHHi 3MiHU - 3MiHW |l
TNy - 3MiHa BUPOGHMKA BUXiAHOrO/MPOMIXHOIO
NpoayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
BMpPOGHUYOMY npoueci A®Pl  abo  gitoyoi
peyoBMHK, abo 3MmiHa BUPOOHMKaA (BBEAEHHS
HOBOro BMpPOGHMKa APl abo Aioyoi pevoBuHN 3
HaJaHHAM MaTepianiB  pPeecTpauiiiHOro A0cbe
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Ne Ha3ssa dopma surnycky 3asiBHUK Kpaina | Bupo6HUK Kpaina riocmasa lpoyedypa
n/n | nikapcbKko20
3acoby
(macTep-thbaiina) Ha gitody pevoBuHy) (2.1.1.1.
(6) II) - popaTkoBUiA BUPOBHWK MENbAOHIKD
aurigpaty: OOO «Hay4HO-Npou3BOACTBEHHASA
dupma «KEM», Pocuiickaa  ®depepaums),
OCKiNIbkM MicNsa HagaHux 3ayBaXeHb HajaHa
JOKyMeHTauis He Bignosigae BuMMoram Hakasy
Ne3 MO3 Ykpainu Big 04.01.2013p., 30kpema He
HagaHa 3anBa YNOBHOBaXEHOT ocobun
BMpOGHUKa M3, wo cybcTaHuis BUpobnseTbCa
BignoBiaHO oo Bumor GMP, He HagaHwil po3gin
3.2.S. 4.2. aHanituyHi mMeToamkn. HapaHi
posginm  3.2.S He BiANOBIJalOTb  3MiHaM,
3aTBEPKEHUM B KpaiHi BMPOGHMKA.
PernameHTauis cynpoBigHUX AOMIWIOK — ANs
HOBOro BWPOOGHMKA He BigNOBiJaEe BMMOram
kepiBHuutea ICH Q3A(R2) IMPURITIES IN
NEW DRUG SUBSTANCES, a TakoXx Bumoram
MoHorpadii F'd XIl P® «MenbfoHili». MeToanku
BMNpPOOyBaHHA He BignosigawTs EP. B posgini
3.2.5.4.5. BifCYTHE 06r'pyHTYBaHHS
3anpornoHOBaHUX BUNPOOYBaHb i X KpUTepIiB
3. HATYPKOKCIHYM | rpaHynn go3oBaHi no 3AT Nutea TOMEOKAH IHK KaHaga 3acigaHHa KK MO3 BigmoBTM 'y pgepxaBHi  peecTpauii -
1 r y neHanax Ne 1, "TIAHTEPA" Ne 7 Big 17.06.2016 peecTpaLisi Ha 5 pokiB.
Ne 6, Ne 9
3acigaHHa KK MO3 BiamoBa Ha eTani cnetjianioBaHoi ekcnepTusu,
Ne 39 Big 03.12.2015 | 3rigHoO BMCHOBKY [enaptameHTy
(hapmaLeBTUYHOI Aii/IbHOCTI
3acigaHHa KK MO3
Ne 19 Big 10.06.2015
3acigaHHa KK MO3
Ne 15 Big 07.05.2015
3acigaHHa HEP Ne 04
Big 28.04.2016
3acigaHHa HEP Ne 05
Ne 05 Big 28.05.2015
4. TEHBIP-EM TabneTkn, BKpUTI Uunna N1a. IHais Unnna N1a. IHaisa 3acigaHHa TEK Ne 25 | BigMoBUTUM y 3aTBEepA)KEHHiI 3MiHWU - TeXHiYHa

n/1iBKOBOKO
060/10HKO10, o 30

Big 19.07.2016

noMunka y MeTofax KOHTPO/0  SIKOCTI:
crneuudpikauis - B po3aini «Onuc», noe’sisaHa 3
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