MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
15.08.2016 Ne 836
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



NMEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIONIOIN4YHUX NMPEMAPATIB), AKI

Aopatok 1
A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
15.08.2016 Neo 836

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

nakyBaHHS:
®AMAP A.B.E., Mpeuis,
BignoBigabHW 3a
BUNYCK cepii: Benyno,

Ne Hassa ®opma sunycky (nikapcbka 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpauyi Ymosu Peknamy Howmep
n/n JliKapcbKo20 ¢hopma, ynakoska) tiHa BiOnycKky BaHHS peecmpayiltiHo
3acoby npoyeadypa 1)
nocsi0OYeHHs
1. AHACTPO30/1 | Tabnetku, BKpUTi NNiBKOBOIO TOB YkpaiHa leHedapm C.A. peuis peecTtpadis - He UA/15356/01/01
- DAPMEKC 06010HKO0, M0 1 mr, in bulk "®APMEKC Ha 5 pokiB niossizae
Ne14000 (14x1000): no 14 reyn"
Tabnetok y 6nictepi, no 1000
6nicTepiB y KAPTOHHI KOpo6Ui
2, AHACTPO3O0/1 | TabneTtku, BKPUTI MIIBKOBOKO TOB YkpaiHa TOB "®APMEKC rpyn" YkpaiHa peecTpadis 3a He UA/15357/01/01
- DAPMEKC 06010HKO0, Mo 1 mr, no 14 "®APMEKC Ha 5 pokiB | peyenmowm | nidssieae
TabneTok y 6nictepi, no 2 abo 6 reyn"
6nicTepiB y navui 3 KApTOHY
(nakyBaHHs i3 cobopmu "in bulk"
BUpo6HULTBA TEHE®APM C.A.,
peuis)
3. AYPOJAAHC PO34MH ANA iH eKUiiA, 2 mr/mMn, No Aypob6iHao IHAais Aypob6iHao Papma IHais peecTpadis 3a He UA/15369/01/01
2 mn abo no 4 mn B amnynax Ne ®apma Jitg, Niviteq, - FOHIT IV Ha 5 pokiB | peyernmom | nidnszae
5
4. BNOripP-3 TabneTky, WO ANCNepryoThbes B Benyno, nikun XopsarTis BupOGHUK roTOBOrO Mpeuis/ peecTpadis 6e3 nionsizae | UA/15359/01/01
POTOBIV NOPOXHWHI ,N0 5 Mr Ne Ta KOCMEeTUKa, nNikapcbKkoro 3acoby, XopsarTis Ha 5 pokiB peyenma
10 (10x1), Ne 30 (10x3) y a.o. nepBUHHE NakyBaHHS:
6nictepax IxeHetapm CA, Mpeuis
BTOpMHHE NakyBaHHS,
BiANOBIA&/IbHUIA 3a
BUMNYCK cepil:
Benyno, nikn Ta
KoCMeTuKa, A.4.,
XopearTis
5. BNoripP-3 pO34MH opasibHuii, 0,5 mr/mi no Benyno, nikun Xopsaris BMPOGHUK rOTOBOrO peuis/ peecTpadis 6es nionsizae | UA/15359/02/01
60 mn, 120 mn y cpnakoHi Ne 1 Ta KocMmeTuKa, nikapcbKoro 3acoby, Xopsarisa Ha 5 pokis peyenma
a.n. nepBUHHE, BTOPUHHE




Ne Hassa ®dopma sunycky (nikapcbka 3assHUK KpaiHa Bupo6Huk KpaiHa Peecmpayi Ymosu Peknamy Howmep
n/n JliKapCcbKo20 ¢hopma, ynakoska) liHa Bionycky BaHHs peecmpayitiHo
3acoby npoyeadypa 20
nocsioYeHHs1
Nikn Ta KOCMeTuka, A.4,.,
XopearTis
6. BYAECOHIA MOPOLLIOK AN iHransauii, no 200 OpioH PiHNaHgA OpioH KopnopeiiwH PiHNAHAIA peecTpadis 3a He UA/14857/01/01
IBIXEANEP [03 (200 mkr/po3a) B iHranaTopi 3 | KopnopeiwH Ha 5 pokiB |peyenmom nionsieae
3aXVICHVM KOBMaYkoM y
namiHoBaHoMmy nakeTi, no 1
NaMiHOBaHOMy nakeTy B
KapTOHHI Kopobui; no 200 fo3
(200 mkr/po3a) B iHransaTopi 3
3aXVICHM KOBMAYKoM Y
namiHoBaHoMmy nakeTi, no 1
namiHoBaHOMYy nakeTy Ta
3aXVCHOMY KOHTEHepy Ans
iHranaTopa B KapTOHHIl Kopobui
7. BIBAVPA TabneTkn xyBasibHi no 100 Mr Ne Benyno, nikun Xopsaris B1po6HMK roToBOro Ipeuis/ peecTpadis 3a He UA/15370/01/02
1 (1x1) a6o Ne 4 (4x1) y Ta KocMeTuKa, nikapcbKoro 3acoby, Xopsaria Ha 5 pokiB | peyenmom | nidssieae
6nictepax a.n. nepBrHHE NakyBaHHA,
KOHTPO/b SIKOCTI:
IxeHedapm CA, MpeLis
BTOpMHHE NakyBaHHS,
BignoBiganbHWI 3a
BUMYCK cepil:
Benyno, nikn Ta
KoCcMeTuKa, A.4.,
XopsarTis
8. BIBAPA TabneTkn XxyBasibHi No 50 mr Ne 1 Benyno, nikun Xopsaris Bupo6HUK roToBOro Ipeuis/ peecTpadis 3a He UA/15370/01/01
(1x1) abo Ne 4 (4x1) y 6nicTepax | Ta KOCMeETUKa, nikapcbKoro 3acoby, Xopsaris Ha 5 pokiB | peyernmom | nidnsz2ae
a.n. nepBUHHE NaKyBaHHS,
KOHTPO/b AKOCTi:
xeHedhapm CA, Mpeuis
BTOpMHHE nakyBaHHS,
BignoBiganbHWIA 3a
BUMNYCK Cepil:
Benyno, nikn Ta
KoCMeTuKa, A.4.,
XopBarTis
9. FEPBANIOP cupon, 27,78 mr/5 mn no 100 mn dapmaueBTUY Monbwa MEJAHA ®APMA Monbua peecTpadis 6e3 niosnsicae UA/15353/01/01
AMOLW, NMPOTU | y donakoHi Ne 1 HWIA 3aBOf, AkujioHepHe ToBapncTBO Ha 5 pokiB peuyenma
KALLHO “NOJNIb®APM
A’ C. A
10. | MIKNA3NA- TabneTtkm 3 MmoamdikoBaHUM CaHodi- MopTyranis KoHTposib Ta BUMycK PymiHs/ peecTpadis 3a He UA/15358/01/01
MR-3EHTIBA BMBiISIbHEHHAM N0 30 Mr Ne 20 Mpogytyw cepii: IHais Ha 5 pokiB | peyernmom | nidns2ae




Ne Hassa ®dopma sunycky (nikapcbka 3assHUK KpaiHa Bupo6Huk KpaiHa Peecmpayi Ymosu Peknamy Howmep
n/n JliKapCcbKo20 ¢hopma, ynakoska) liHa Bionycky BaHHs peecmpayitiHo
3acoby npoyeadypa 20
nocsioYeHHs1
(10x2) y 6nictepax dapmaceyTiky C.C. «3eHTiBa C.A.»,
w, Niga. PyMyHis;
BMPOGHMLITBO, NEPBUHHE
Ta BTOPVHHE NaKyBaHHS:
LieHTaBp
dapmacbtoTikasc Mpaiisit
NimiTea, 1A
11. | TNIKNA3NA- TabneTtkn 3 MmogmdikoBaHM CaHodi- MopTyranis KoHTposib Ta BUMycK Pymins/ peecTtpadis 3a He UA/15358/01/02
MR-3EHTIBA BUBI/IbHEHHAM 1o 60 mr Ne 30 MpoayTyw cepi: IHaisA Ha 5 pokiB | peyenmowm | nidssieae
(10x3), Ne 90 (10x9) y 6nictepax dapmaceyTiky C.C. «3eHTiBa C.A.»,
w, Npa. PymyHis;
BMPOGHMLITBO, NEPBUHHE
Ta BTOPVHHE NaKyBaHHS:
LieHTaBp
dapmacbtoTikasic Mpaisit
NimiTea, 1A
12. | AUA3ENEKC® | po3uunH N8 iH exuiii, 5 mr/mn no AT "Kanuekc" Natsin BCi cTagii BUpo6HUYOro CnosayunHa | peecTpauis 3a He UA/15321/02/01
2 mn B amnynax Ne 10 (5x2), npovecy, KpiM BUMYCKY / NaTBiA Ha 5 pokiB |peyernmom nionsizae
Ne 330 (5x66) cepii:
XBM dapma c.p.o.,
CnosavuunHa/
BUPOBHWK, SKNIA
BignoBifae 3a BMNYyCK
cepii, BK/IoYaun
KOHTPO/b
cepii/BunpobyBaHHsA:
AT "I'piHaekc”, /latsis
13. KETOMPO®EH | nopoluok (cybcTaHuis) y CaHodi- HimeuuunHa CaHodpi-ABeHTIC HimeyunHa peecTpadis - He UA/15377/01/01
NoABIiHUX NOMIETUIEHOBUX ABEHTIC Loiiunang Mv6X Ha 5 pokiB niossizae
naketax gns oapmaueBTUYHOro Joiunang Bipkwtoddhe Xemi
3acToCyBaHHA 6X
14. KETOPO/IAKY MOPOLLUOK KpUCTaiYHWIA ToBapucTBo 3 YkpaiHa Calimep Na6ce NMiviteq IHais peecTpadis - He UA/15366/01/01
TPOMETAMIH (cy6eTaHuin) ans 06MEeXeHOo Ha 5 pokiB nionsizae
hapmaLleBTMYHOrO 3aCTOCYBaHHA | BiANOBigabHI
y NOABIViHNX NONIETUNEHOBWX CTI0
nakertax "®apmaueBTuy
Ha KoMMaHis
"3p0poB’s"
15. MEAIATOPH PO34YMH ANs iH eKuiid, 15 mr/Ma no MAT YkpaiHa MAT "Tannuchapm” YkpaiHa peecTpadis 3a He UA/15375/01/01
1 mn B amnyni, no 10 amnyn 'y "ranuudapm" Ha 5 pokiB |peyenmom nionsieae

KOHTYPHIli YapyHKOBI ynakoBLi,




Ne Hassa ®dopma sunycky (nikapcbka 3assHUK KpaiHa Bupo6Huk KpaiHa Peecmpayi Ymosu Peknamy Howmep
n/n JliKapCcbKo20 ¢hopma, ynakoska) liHa Bionycky BaHHs peecmpayitiHo
3acoby npoyeadypa 20
nocsioYeHHs1
no 1 KOHTYPHI YapyHKOBIA
ynakoBLi B nayi
16. | MINAPOKAPA- | po3unH gns iH exuiii, 100 mr/mn TOB Ykpaina AT «JlekxiMm-XapkiB» YkpaiHa peecTpadis 3a He UA/15151/01/01
H no 5 mn B amnynax Ne 10 (5x2) "®APMACEN" Ykpaina Ha 5 pokiB | peyernmom | nidns2ae
17. MYKONIK cupon 5 % no MpAT YkpaiHa MpAT "TexHonor" YkpaiHa peecTpadis 6e3 nidns2ae | UA/15376/01/01
125 mny 6aHui Ne 1 "TexHonor" Ha 5 pokiB | peyenma
18. HIKOMEKC PO34YMH ANs iH eKuii, 50 mr/Ma no TOB YkpaiHa AT "Nekxim-Xapkis", YkpaiHa peecTpadis 3a He UA/15072/01/01
2 mn B amnynax Ne 10 (5x2),no 5 | "®APMACEN" YkpaiHa Ha 5 pokiB | peyenmowm | niosnsieae
mn B amnynax Ne 5 (5x1)
19. MAPALETAMO | po3uuH a5 iHdysii, 10 mr/mn no €Bpo Benuka Ec.Ci. Indhomepq dnyiac PymMyHis peecTpadis 3a He UA/15371/01/01
n eBPO 50 mn a6o no 100 mny Nandkep Ntg, BpuTaHis C.P.. Ha 5 pokiB | peyenmom | nidns2ae
KoHTelHepax Nel, Ne 12 B
KapTOHHI KopobLi
20. | NIPOMOLE® NOPOLUOK A1 PO3YMHY AN AT "Nekxim- Ykpaina AT "Nekxim-XapkiB" YkpaiHa peecTpadis 3a He UA/15379/01/01
iH exuii no 1,0 ry donakoHi Ne 1, Xapkis" Ha 5 pokiB | peyernrmom | nignsarae
Ne5 (BMpOGHULTBO i3 hopMm in YKpaina,
bulk chipmu-Bupo6Hmka Keiny
dapmaueyTikan Ko., /Ita., Kutai)
21. nyrPu- Tabnetkm no 50 mr Ne 25 y AcneH ®apma IpnaHgis Ekcenna rv6X HimeuunHa peecTpadis 3a He UA/14862/01/01
HETONM™ chnakoHi Ne 1 TpengiHr Ha 5 pokiB | peyernmom | nidns2ae
Nimiteq
22. CBATONoP® PO34nH opanbHuii no 500 mn 'y TOB "®iTaH" YkpaiHa TOB "Bupo6Huye YkpaiHa peecTpadis 3a He UA/15374/01/01
nasiWKax 06'egHaHHs "TeTepis” Ha 5 pokiB | peyenmom | nidsnsieae
23. CUHYNPET® TabneTkn, BKpUTI 060/10HKOK0, N BioHopuka CE | HimeuuuHa nepBUHHE Ta BTOPUHHE HimeuunHa peecTpadis 3a He UA/15267/01/01
EKCTPAKT 20 (10x2), Ne 40 (10x4) y nakyBaHHS, KOHTPO/b Ta Ha 5 pokiB | peyenmom | nidssieae
6nictepax BUMNYCK cepil:
BioHopuka CE,
HimeyunHa;
BMPOGHULTBO in-bulk:
PotteHgopc Papma
v6X, HimeuunHa,;
BMPO6HULTBO in-bulk:
BiBenbxoBe M6X,
HimeuunHa;
BUPOBHULTBO in-bulk:
[pareHocthbapm AnoTtekep
Mownb MM6X, HimeyunHa
24. | cupPonBIg cvpon no 100 mn, no 250 mny [Op. Taircc HimeuunHa [Op. Taiicc HaTtypsapeH HimeuunHa peecTtpadis 6es nidnsieae | UA/15367/01/01
KALLUMKO AP. donakoHax Ne 1 HatypBapeH 'm6X Ha 5 pokiB peyenma




Ne Hassa ®dopma sunycky (nikapcbka 3assHUK KpaiHa Bupo6Huk KpaiHa Peecmpayi Ymosu Peknamy Howmep
n/n JliKapCcbKo20 ¢hopma, ynakoska) liHa Bionycky BaHHs peecmpayitiHo
3acoby npoyeadypa 20
nocsioYeHHs1
TANCCA 3 TMB6X
EKCTPAKTOM
NNLWA
25. | YPO®YPArIH Tabnetkn, no 50 mr Ne 30 y AT "Apavepn Monbwa Mab6'saHiybknia Monbla peecTpadis 3a He UA/15368/01/01
6nictepax KoHcblomep hapmaLeBTUYHNIA 3aBOS Ha 5 pokiB | peyenmowm | nidssieae
Xenckep" Monbcha A.T.,
26. | KNAMMEIIC® | NlioginizaT pna  pos3unHy Aans CenntpioH Pecny6nik CENNTPIOH, IHk., Pecnybnika | peecTpaduis 3a He UA/13090/01/01
iHchy3iii no 100 mr y donakoHi Ne 1 | Xenskeap Ko., a Kopes Pecny6nika Kopes Kopes; Ha 5 pokiB | peyenmowm | niossieae
nTo (BUPOBHWLTBO rOTOBOrO YropumHa
npenapary, NnepBrHHe
nakyBaHHs, BTOPUHHE
nakyBaHHs1, BUNycK cepii);
3AT dapmaneBTUYHNI
3asog ElIC, YropwwnHa
(BTOpUHHE NaKyBaHHS)
27. | Xecyn CnAr. cynosuTopii pekTasibHi Ne 10 MEKAHA HimeyunHa MEKAHA HimeuunHa peecTtpadis 6es nidnsieae | UA/15360/01/01
MekA (5x2) y cTpunax HATYPXAW/b HATYPXAWNBMITTE b Ha 5 pokie | peuenma
MITTE/b v6X
vm6X
28. | LE®OMNEPA30 | nOpOLIOK A1 pO34nHY A5 TOB YkpaiHa TOB "ABAHT" YkpaiHa peecTtpadis 3a He UA/15362/01/01
H nacC iH ekuin no 500 mr/500 mr y "Ctenekc" Ha 5 pokiB | peyenmowm | niossieae
(hnakoHax Nel (nakyBaHHS i3
chopmu in bulk dipmu-BUpo6HKKaA
HCIC Xeb6ei XyamiH
dapmacbtoTikan Komnai
Niviten, Kutaii)
29. LE®OMNEPA3O | NOpoLOoK ANs pO34YMHY A1 TOB YkpaiHa TOB "ABAHT" YkpaiHa peecTpadis 3a He UA/15362/01/02
H nacC iH eku,in mo 1000 mr/1000 mr y "Crenekc" Ha 5 pokiB | peyenmom | nsdssicae

hnakoHax Nel (nakyBaHHSA i3
dopmu in bulk cipMu-BUPOGHMKA
HCIC Xeb6ei XyamiH
dapmacbtoTikan Komnati
Nlimiten, Kutaii)

3acTynHUK HaYas/IbHUKa YNnpaBniHHA
thapmaueBTUYHOI AiANBHOCTI Ta AKOCTI
thapmaueBTUUHOT NPOAYKLT




0.M. Kepga



Jopartok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
3[00pOB’A YKpaiHu

15.08.2016 Ne 836

NMEPENIK

NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONONYHUX MPENAPATIB), AKI
BHOCATBLCA A0 AEP>XXABHOIO PEECTPY NNIKAPCBbKNX 3ACOBIB YKPAIHA

npo cuctemMy chapmakoHarnsay (BefeHHs
y3arasibHeHUX AaHux Npo cucTemy
thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
0cobu, BigNoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy; KOHTakTHoT ocobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
hapMakoHarnsay B YKpaiHi, KLU0 BOHA
BiAMIHHA BiJl YNOBHOBaXeHOi 0cobu,
BiNOBIAabHOI 3a 3AiiCHeHHs hapmako-
Harnagy (BKkIroYatoum KOHTaKTHI AaHi) Ta/abo
3MiHM Y PO3MIiLLEHHI MacTep-ghaiina cuctemm
thapmakoHarnagy). 3minu | Tuny: AgmiHictpa-
TWBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu Micua NpoBaKeHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro MikapcbKoro
3aco6y, BK/IOYaUK AiNbHALI BUMYCKY cepil
abo Micue NnpoBefileHHA KOHTPOJIHO SAKOCTI.
(aisnbHiCTb, 3a AKy Bignosifae
BMPOGHMK/IMMOpPTEpP, BK/IOYAKUM BUMYCK CEpiif)
— NpUBELEHHS afpecy BUPObHUKa Y
BIANOBIAHICTb 4O BUCHOBKA, LU0 NiATBEPAXYE
BiAMNOBIAHICTb BUPOOHNLTBA JTiKAPCbKOr0o
3acoby Bumoram GMP, BugaHoro
Jepxnikcnyx60t0 YkpaiHu

Ne Hassa dopma BUYCKY 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka sidnycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKoska) nocsioyeHHs1
1. AN-Bionik CycneHsis ans NAT YkpaiHa MAT YkpaiHa nepepeecTpauis Ha 5 pokis 3a He nidnsizae | UA/13091/01/01
iH'ekuin no 0,5 mn | "®APMCTAH "®APMCTAHOA peyenmom
(1 po3a) abono 1 OAPT- PT-BIONIK"
mn (2 posn) B BIOJIK"
amnynax Ne 10
2. BAPO/ 10 Kancynu Mera ABcTpanis IHBeHTIa Xenckea IHais nepepeecTpauist Ha 5 pokiB y 3B A3Ky i3 3a He nidnsizae | UA/4467/01/01
KULUKOBOPO3YMHHI NalichcaiieHci MeT /itg 3aKiHYeHHsIM TepMiHy A peecTpaujiiHoro peyenmom
no 10 mr, Ne 14, Ne | 3 (AscTpanis) nocsigyeHHs; 3MiHn | Tuny: 3miHn Wwoao
30 (10x3) y i JiTa, 6e3neKM/e¢)eKTMB_HOCTi Ta (hapmakoHarnagy.
cTpunax BBefieHHs1 260 3MiHM [0 y3araslbHEHNX faHNX
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IHCTPYKL|i 4151 MeAUYHOr0 3aCTOCYBaHHS
npenapary f10 po3giny "®apmakorepaneBTuyHa

Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKoska) nocsioyeHHs1
3. BAPO/ 20 Kancynm Mera ABcTpanis IHBeHTIa Xenckea IHais nepepeecTpauis Ha 5 pokiB y 3B A3Ky i3 3a He nidnsizae | UA/4467/01/02
KULUKOBOPO3YMHHI NalichcaiteHci Met N4 3aKiHYEHHsAM TepMiHy i peecTpauiiiHoro peyenmom
no 20 mr, Ne 14, Ne | 3 (AscTpanis) nocBifgYeHHs; 3MiHu | Tuny: 3miHu Wwoao
30 (10x3) y i 74, 6e3neku/eeKTUBHOCTI Ta hapMakoHarnsgy.
cTpunax BBeeHHs1 ab0 3MiHM [0 y3arasibHeHUX faHnX
npo cuctemy chapmakoHarnsay (BefeHHs
y3arasibHeHUX JaHvx Npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBigasnibHOI 3a 34iICHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bkouatoum KOHTaKTHiI AaHi)
Ta/abo 3MiHM y po3MilLleHHi macTep-gaiina
cuctemu chapmakoHarnsgy). 3minum | tuny:
AfMiHICTpaTWBHI 3MiHU. 3MiHa HallMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa roToBOro /ikapCbKoro
3aco06y, BKIOYaUM AibHULi BUNYCKY cepil
abo MicLe NPoBeLEHHSA KOHTPOSIKO AKOCTI.
(aisnbHICTb, 3a SKy BiANOBIAAE BUPOOHMK/-
iMnopTep, BkoYauy BUNYCK cepiin)(A.5.
(a),lAHn), — NpYBeAEHHA agpecn BUPObHUKa Y
BIANOBIAHICTb 4O BUCHOBKA, LU0 NiATBEPAXYE
BiANOBIAHICTb BUPOOHULITBA NiKAPCHKOro
3acoby Bumoram GMP, BugaHoro
Jepxnikcnyx60t0 YkpaiHu
4, BIBA/TIOC® rpaHynv gns ne PpaHuis Na6oparopii PpaHuis nepepeecTpawis Ha HeOOMEXeHU TEPMIH; 3a He nidnszae | UA/4943/01/01
opasibHoi cycneHsii | JJABOPATYA Ceps'e IHgacTpi 3rigHo 3 n.2.3 fopatky 15 Hakasy MO3 Ykpaitn | peyenmom
no 21 Ne 7, Ne 14, P CEPB'E Bif 23.07.2015 Ne460 HafjaHO rapaHTiiiHWiA
Ne 28, o 7, a6o no JICT Bif, 3a8BHUKA LLOL0 HaAaHHS [JONOBHEHHS
14, a6o no 28 [0 ornsafy KNiHiYHUX AaHnx yepes 2 poku Bif,
calue 3 rpaHynamn BBeJleHHA B Aito Mopsaaky
B kOpo6u,; Ne56: no
28 caule 3 rpaHy-
namu B kopobuj, no
2 KOpobku B
KOpoO6Li 3 KApTOHY
nakysasibHOro
5. BEHOTOH® HacTolika no 100 MAT Ykpaina MAT Ykpaina nepepeecTpauis Ha 5 pokiB y 3B A3Ky i3 6e3 nignarae UA/11668/01/01
MA Y oniakoHax "Ximthapmsas "Ximthapm3aso, 3aKiHYEHHsM TepMiHy Al peecTpauiiiHoro peyenma
Nel, no 100 mny of "YepsoHa "YepBoHa 3ipka" noceigyeHHs; 3MiHu | Tuny: AgMiHicTpaTuBHI
6aHkax Ne 1 3ipKa” 3MiHW. 3miHa kogy ATX (3MiHU BHECEHO [0
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No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

rpyna" BignosigHO 40 MibXHapOAHOro
Knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/). 3minHu |
TMNy: AOMIHICTpaTMBHI 3MiHW. 3MiHa Ha3Bu AdPI
a60 [10NOMiXXHOI pevyoBUHHM - 3MiHa Ha3Bu AdI

FEAENTNKC®
EBKANC

Kancynv M'ski no
200 mr Ne 20
(10x2), Ne 50
(10x5) y 6nictepax

Kpesersb
Moiizenbbax
rmeX

HimeuunHa

Kpesernb
Molizenbbax
rm6X

HimeuuuH
a

nepepeecTpauisi Ha 5 pokiB y 3B 53Ky i3
3aKiHYEHHAM TepMiHy Ail peecTpaduiiiHoro
nocsigyeHHs; 3MiHu | Tuny: 3miHu Wwoao
6e3nekn/edpekTMBHOCTI Ta thapmakoHariagy.
BBeeHHs1 a60 3MiHM A0 y3arasibHeHUX faHnX
npo cuctemy thapmakoHarnsgy (sefeHHs
y3araslbHeHUX JaHvx npo cuctemy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHS!
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa
BigMiHHa Bif, yOBHOBaXXEHOT 0co6U,
BiANOBiAaNbHOI 3a 3ilicCHEHHA thapmako-
Harnagy (BKIoYatouy KOHTaKTHI AaHi) Ta/abo
3MiHM y PO3MiLLLEHHI MacTep-diaiisia cuctemu
thapmakoHarnagy); 3minum | Tuny: AgmiHict.pa-
TUBHI 3MiHW. 3miHa kogy ATX BignoBsigHo Ao
MiXHapogHoro knacucikatopa BOO3; 3MiHm |
TUny: 3MiHM 3 AKOCTi. FOTOBUIA NikapCbKuii
3aci6. KOHTpO/1b FOTOBOro NiKapcbKoro 3acoby.
CynyTHS 3miHa: 3MiHK 3 AKOCTi. [0TOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa y meTofax
BMNPOOGYBaHHS rOTOBOTO /liKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BUNpobyBaHb —
BBE/lEHHS B crneuudikaliio Ha TepMiH
NPUAATHOCTI NOKa3HUKa «FepMEeTUYHOCTb.
3MiHu | TUNY: 3MiHK 3 skocTi. FoToBWiA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby (iHwi 3MiHn). CynyTHS
3MiHa: 3MiHM 3 SKOCTi. [0TOBWIA NikapcbKuii
3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpPobyBaHHA rOTOBOTO
nikapcbKoro 3aco6y (iHWi 3MiHM y MeToAax
BMNpobyBaHb (BKOYaoum 3amiHy abo
[OMNOBHEHHST) — BBEEHHS B crieuugiikaLilo Ha
TEPMiH NpUAATHOCTI NOKa3HUKa
«BogonornoueHve»)

6e3
peyenma

nionsieae

UA/5231/01/01

FEPMEBIP®

Ma3b 2,5% no5r,
15ry 1y6i, 1 Ty6a
B nauu,

MAT
"KviBmegnpe
napar”

Ykpaina

NAT

"Kuismegnpenap

ar"

Ykpaina

nepepeecTpauis Ha 5 pokiB y 3B A3Ky i3
3aKiHYEHHAM TepMiHy Ail peecTpadiiiHoro
nocsigyeHHs; 3MiHu | Tuny: 3miHn woao
6e3nekn/edeKTBHOCTI Ta hapmakoHariagy.

3a
peyernmom
nolsey

rno 15 e y my6i
+ He nionsazae

UA/2466/02/01
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Ymosu

Peknamysa

Howmep

No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
thopma,

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Bionycky

myb6i; 6e3

rno 5 ey myb6i

HHSA

peecmpayitiiHo

20
nocsio4YeHHs

yrnakoskKa)

BBefieHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy chapmakoHarnsay (BefeHHs
y3arasibHeHUX AaHunx Npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBifasibHOT 3a 3AiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BiAMIHHA Bif YNOBHOBaXeEHOI 0Co6M,
BignoBiganbHOI 3a 3AjACHEHHS!
hapmMakoHarnaay (BKIHYaoUmM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cuctemu chapmakoHarnagy); 3minum | tuny:
3MiHK 3 siKoCTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTpPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneyndikauii Ta/abo gonycTUMmx
MeX roTOBOro /likapCbKoro 3acoby
(monoBHeHHS cnevudikaLii HOBUM NOKa3HUKOM
3 BiANOBIAHUM METOA0M BUNPOGYBaHHS) —
BBE/IEHHS KpUTEpIiB NPUAHATHOCTI HA MOMEHT
BMNycKy B po3aisi "KisibkicHe BU3Ha4YeHHs";
BBeEeHHs po3ainy "CynpoBifHi OMiLLKn";
3MiHu | TUNY: 3MiHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPO6YBaHHS rOTOBOrO NiKapCbKOoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(BKIHOHaOUM 3aMiHy ab0 AONOBHEHHS); 3MiHu |1
TUNy: 3MiHW 3 AKOCTi. FOTOBWIA NikapCbKuii
3aci6. KOHTpO/1b FOTOBOrO NikapcbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(BUNYYEHHS NOKa3HWKa, KU MOXe MaTn
iCTOTHWIA BNAIMB HA AKICTb FOTOBOTO J1iKapPCbKOro
3aco6y) - BUyYeHHs! nokasHuka "lMyaHiH",
OCKi/TbKW BU3HAYEHHS ryaHiHy NPOBOAUTLCS B
po34ini «CynpoBigHi OMILLKM»)

10 5 2 y my6i

peyenma

6e3

- niosnsiecae

nions2ae

UA/4648/01/01

rPUMNMNOCTAA®
c

Kancynu Teepai Ne
10 (10x1), Ne 20
(10x2) y 6nictepi

CTAOA
ApuHanwviTTe
no Al

HimeuunHa

CTAA
ApuHanmviTTenb
Al

HimeyuunH
a

nepepeectpavis Ha 5 pokiB y 3B A3Ky i3
3aKiHYeHHsIM TepPMiHY Aii peecTpauiinHoro
noceigyeHHst; 3MiHu | Tuny: 3miHa
HaliMeHyBaHHs Ta/abo MicLe3Hax0oMKEHHS
3as1BHMKa (B/1acHMKa peecTpaLiiiHoro
nocBifyeHHs1) - 3MiHa agpecy 3asaBHUKaA. 3MiHU
| Tny: 3miHa HaliMeHyBaHHA Ta/abo
MiCLIe3HaXOpKEHHA BUPOOHMKA roTOBOro
nikapcbKoro 3acoby, BK/IKHaKUM MicLe
NPOBeEHHS KOHTPOJIHO AKOCTI(BMPOOHUYA

peyenma

LOiNbHULS BUNYCKY cepii) - 3miHa agpecu
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Ne Ha3ssa ®opma BUIMYCKY 3asasHUK Kpaina BupobHuk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamvysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKoska) nocsioyeHHs1

Brpo6Huka. 3miHu | Trny: 3MiHK 3 SKOCTI.
[oTOBWI1 Nikapcbkuii 3aci6. KOHTpoib rOTOBOro
nikapcbkoro 3acoby. 3MiHa y meTogax
BUNPOBYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPOGYBaHHS) — 3MiHa NPO60NiArOTOBKY B
mMeToAax BUNpo6yBaHHA Ta BigNOBIAHO
po3paxyHkoBoi hopmynu. 3MiHu | Tuny: 3MiHu 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWIyYeHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkilt hapmakonei: ans A®l; ons
BUXiAHOTO MaTepiany/peareHTy/MpoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; ANna AONOMDKHOT peyoBUHU
(cepTudpikat BigNOBIAHOCTI €BpONENChKil
thapmakonei) - OHOBMEHUIA cepTuddikat Bif yxe
3aTBEPAKEHOTO BUPOOHMKA — KOGPETH -
BMPO6HMK BASF PharmaChemikalien GmbH &
Co.KG, HimeuunHa: HagaHo OHOB/IEHWIA
ceptudikat R1 — CEP 1998 — 022-Rev 03;
xnopdgheHipamiHy Manearty — BUPO6HMK Supriya
Lifescience Ltd, IHAis:HagaHO OHOBNEHWIA
ceptuadpikaT: R1 — CEP 2008 — 154 -Rev 01;.
3minu | Tuny: 3miHn 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiii hapmakonei/MmoHorpadii.
MogaHHsA HOBOro abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHN cepTudikaTa
BiANOBIgHOCTI EBponeiickkili hapmakonei: gns
A®l; onqa BMXigHOTO Matepiany/peareHTy-
/NPOMIXXHOrO NPOAYKTY, L0 BUKOPUCTOBYHOTLCS
y BUPO6GHULTBI ADI; AN LONOMIXHOI pevyoBUHU
(TE-cepTudikat BignoBigHOCTI EBPONECHKIi
hapmakonei gna A®l/BuxigHoro
MaTepiany/peareHTy/NpoOMIKHOro NpoaykTy abo
[0MNOMDKHOT peyoBuHM) - HoBwii cepTudikat
0151 BUXIAHOTO MaTepiany/peareHTy-
/NPOMDXHOrO NPOAYKTY abo AONOMIKHOT
PEYOBUHM Bi HOBOTO abo BXe 3aTBEPLKEHOIO
BMPOGHMKA — HaAaHo Konii HOBUX cepTudiikatis
BiAgnoBigHOCTI EBponeiicbkoi Papmakonei gnsi
[O0NOMDKHOT PEYOBVHU XenaTvH Bif HOBMX
BMPO6HUKiB: Rousselot R1 — CEP — 2000-029-
Rev 05; PB Gelatins R1 — CEP — 2000-045-
Rev 03; Gelita Group: R1 — CEP — 2001-424-




14

No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

Rev 03. 3MmiHu | TMNY: 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBpONenchbkili
thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOB/IEHOrO cepTudikaTa BignoBigHOCTI a60
BUYYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiii hapmakonei: ana A®l; ons
BUXiQHOrO MaTepiany/peareHTy/npoMixKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXKHOI pe4yoBUHM
(TE-cepTudikat BignoBigHOCTI EBpONEiChKiit
thapmakonei ana Ad®l/BmxigHoro
Marepiany/peareHTy/NpoMiXKHOTO NPoayKTy abo
[ONOMDKHOT peYoBUHN) - OHOBEHWA
cepTtudikaT Bif, BXe 3aTBepAKEHOro
BMPOGHMKa — HaAAHO KOoNito HOBOTO
cepTudikaTy BiAnoBigHOCTI €Bponeiichbkili
dapmakonei 415 AONOMDKHOT peYOBUHN
xenatuH Gelita Group: R1 — CEP — 2003-172-
Rev 01. 3miHu | TMNY: 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikar
BiANoBiAHOCTI EBponelickbkiit hapmakonei/-
MoHorpadii. NMogaHHsA HOBOro abo OHOBIEHOrO
cepTudikaTa BignNoBIigHOCTI a60 BUNYYEHHS
cepTudpikaTa BignoBiAHOCTI EBpONEChKii
thapmakonei: ana Adl; ons BUxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUpO6HULTBI AdDl; ans
[0nomikHOT pedoBuHm (ME-cepTudikat
BiANOBIAHOCTI EBponeiicbkili hapmakonei ans
Adl/BuxigHOro Matepiany/peareHTy/npomix--
HOro NpoAykTy abo A0MNOMDKHOI peYOBUHN) -
BunyueHHs cepTudikatis (y BUNnagky HasBHOCTI
My/IbTUNIETHOTO cepTuddikata Ha marepiasn) —
BW/IYYEHHHA cepTuddikaty BignoBigHOCTI
€Bponevicbkin Papmakonei PB Leiner
Argentina: R1 — CEP — 2004 - 022 - Rev 00)

AICTPENTA3SA®

cynosutopii
pekTanbHi 15000
MO+1250 MO Ne 6
y 6nicTepax

"BIOME[-
NIOBSIH"
BUTBYPHS
CYPOBIL |
LLENMOHEK
CIY/KA
AKLNMHA

Monblua

"BIOMES-
JOBNIH"
BUTBYPHSA
CYPOBILL |
LLEEMMOHEK
CIMY/NKA
AKLMHA

MonbLua

nepepeectpavis Ha 5 pokiB y 3B A3Ky i3
3aKiHYeHHsIM TepPMiHY Aii peecTpauiinHoro
nocBifYeHHst; 3MiHU | TUnNy: 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpoib rOTOBOrO
niKkapcbKoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo [oNyCTUMUX MEX
rOTOBOrO NIKAPCHKOro 3acoby — PO3MeXyBaHHS
crneungikauii rotoBoro nikapcbkoro 3acoby Ha
BMNYCK | TEPMiH NPUAATHOCTI Ta NPUBELEHHS
KpUTEpIiB NPUIAHATHOCTI NOKasHuKa «BmicT
npoTeiHy (6isKy)» A0 OpUriHaIbHUX MaTepiasiB

3a
peyenmom

He niosisizae

UA/5275/01/01
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKOBKa) nocsio4yeHHs
BMPOGHMKA; 3MiHU | TUNy: 3MiHN 3 AKOCTI.
[oTOBWI1 Nikapcbkuii 3aci6. KOHTpoib rOTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMUX MEX
roTOBOrO NiKapCbKOro 3acoby (BHECEHHS 3MiH
[0 JOCbE MiC/1s1 OHOBJ/IEHHSA 3arasibHOI CTaTTi Ha
roToBy nikapcbky chopmy y JdY/EBponeiicbkili
hapmakonei) — po3ain «MikpobionoriyHa
yncToTa» NPMBEAEHO Y BIANOBIAHICTL 40 BUMOT
Li040ro BuaaHHsa €9.)
10. EHTOBAH cupon no 90 mn, XepbioH MNakuctaH XepbioH MaknctaH nepepeectpavis Ha 5 pokiB y 3B A3Ky i3 6e3 nionsieae UA/10300/01/01
120 mn, 150 Ma 'y MakncTaH MakncTaH 3aKiHYeHHsIM TepMiHy fji peecTpauiiiHoro peyenma
cpnakoHax Ne 1 MpaiiseT MpaiiseT Nimiten, nocBif4YeHHst; 3MiHu | Tuny: FoToBuit
Nimiten Nikapcbkuii 3aci6. KOHTPOb roToBoro

NiKapcbKoro 3acoby. 3miHa y meTogax
BMNPOBGYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax sunpobysaHb
(BK/KOUAOUM 3aMiHy abo JONOBHEHHS)
(npmBeaeHHs p. «MikpobionoriyHa umcToTa» ao
BUMOT fjl040ro BUAaHHS €BPONenchKoi
chapmakonei). 3miHn | Tuny: 3miHa kogy ATX -
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeAUYHOrO
3acTOCyBaHHA npenapary Ao posainy
"PapmakoTepaneBTnyHa rpyna. Kog ATX"
(BigNOBIAHO 10 MDXXHAPOAHOIO KnacugikaTopa
BOO3 (http://www.whocc.no/atc_ddd_index/).
3MiHn | TMny: FoOTOBUMIA NiKapCbKMii 3aci6.
Bupo6HuuTBO. 3MiHa po3mipy cepii
(BKtOYatOUM fianasoH po3mipy cepii) roToBoro
niKapcbKoro 3acoby (36inbweHHst o 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM cepii).
3MiHn | TUNY: AAMIHICTPaTUBHI 3MiHU. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKa
(BnacHvika peecTpauiiiHoro NocBigYeHHs).
3MiHn | TUNY: AAMIHICTPaTUBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micusa npoeag-
XXEHHS AiaNbHOCTI BUpOGHMKa/imnopTepa
rOTOBOrO JiKapCbKOro 3acoby, BK/IYaum
OiNbHUUI BUNYCKy cepii abo MicLe NpoBeAeHHst
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a Ky
BiANOBiAaE BUPOGHUK/IMNOPTEp, BKOYAOUN
BMNYCK Cepiil) NpMBeAEHHSA MiCLEe3HaXOMKEHHS
BMPOGHMKA Y BigNOBIAHICTL A0 BUCHOBKA, L0
niATBEPLKYE BiANOBIAHICTL BUPOOHULITBA
nikapcbkoro 3acoby sumoram GMP, BnaaHoro
Lepxnikcnyx6oto YkpaiHu. MpnBeaeHHs Ha3B
AitoUMX PevyoBUHN [0 BUMOT 3arasibHOi CTaTTi
«EKCTpaKTW» Ta NpuBefeHHA Ha3B Ailounx
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKoska) nocsioyeHHs1
PEYOBUH 10 BUMOT MOHOrpadiii Aito4oro
BMAAHHA €Bponeiicbkoi thapmakonei)
11. E®EAPUHY NMOpPOLLIOK ToBapucTBO 3 YkpaiHa Em6io MimiTepq, IHais nepepeecTpaisi Ha HEOOMEeXeHUI TepMiH - He UA/5106/01/01
riaPOXNOPUA, (cybcTaHuisa) y [04aTKOBOK nionisicae
naketax nog,.- BiAnoBifaNbHi
BIiHWX i3 NNiBKM CTIO
nonieTnIeHoBol "IHTEPXIM"
ans dhapmaues-
TUYHOrO
3aCTOCYBaHHs
12. IMAOA3A Tabnetkm Ne 20 y TOB YkpaiHa TOB "HB® Pociicbka nepepeecTpawis Ha HeoOBMeXeHut TepMiH; 6e3 He nidnsizae | UA/5543/01/01
6nicTepax "Martepia "MATEPIA depnepaj 3rigHo 3 n.1.13 1a n.2.3 goAatky 15 Hakasy peyenma
Meayka- MEOVKA 9 MO3 Ykpainu Big 23.07.2015 Ne460 HagaHO
YkpaiHa" XONAUHI™ rapaHTiiiHi IMCTW Bif 3asBHKKA 400 HafaHHsA
MYP Ta AO0NOBHEHHA A0 Ornaay KAiHiYHMX
[aHux Yyepes 2 POoKU Bif, BBEAEHHS B fit0
Mopsagky o 30.10.2017
13. IHTENNAH cupon no 90 mn, XepbioH MNaknctaH XepbioH MakucTaH nepepeecTpauis Ha 5 pokiB y 3B A3Ky i3 6e3 nionsieae UA/10243/01/01
120 mn, 150 Mn 'y MakncTaH MakncTan 3aKiHYEHHsIM TepMiHy Al peecTpauiiiHoro peyenma
thnakoHax Ne 1 Mpaviset MpaviseT NimiTes, nocsiguerHst; 3miHn | Tuny: FroToswit
Nimiten NikapcbKkuit 3aci6. KOHTPOsb roToBOro

nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO /liKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BunpobyBaHb
(BKOYatOUM 3aMiHy ab0 [ONOBHEHHS)
(npvBeaeHHs p. «MikpobionoriyHa ymctoTa» ao
BUMOT fjt040ro BUAaHHS €BPONencbKOi
hapmakonei). 3miHu | Trny: 3miHa kogy ATX -
3MiHV BHECEHO A0 iHCTPYKLIT 4151 MEANYHOTO
3aCTOCyBaHHA npenapary Ao po3giny
"®apmakoTepanesTnyHa rpyna. Kog ATX"
(BignNoBigHO [0 MiXXHAPOAHOrO KiacudikaTopa
BOO3 (http://www.whocc.no/atc_ddd_index/).
3MiHu | TUNY: FOTOBWIA NikapCbKuii 3aci6.
Bupo6HuuTBO. 3MiHa po3mipy cepii
(BKIHOMAOUM fiana3oH po3Mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbLweHHs ao 10 pasis
NOPIBHSHO i3 3aTBEPAKEHUM PO3MIPOM cepii).
3MiHu | TUNY: AAMIHICTPaTWBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy 3asBHMKa
(BnacHvKa peecTpauiinHOro NocBigYeHHs).
3MiHu | TUNY: AAMIHICTPaTWBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaYKEHHS Ai/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3acoby, BKIoYaouu AinbHNLI BUNYyCKy cepil
ab0 MicLe NpoBeAEeHHA KOHTPO/IHO SAKOCTI.
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaxkoska) nocsio4yeHHs
([isnbHICTB, 3a SAKy Bignosigae
BMPOGHMK/IMNOPTEP, BK/IOUAKOUM BUMYCK Cepil;
npuBeLEHHS MiCLLe3HaXOMKEHHS BUPOOHMKA Y
BiAMNOBIAHICTb 40O BUCHOBKA, LLO NiATBEPOXYE
BiANOBIAHICTb BUPOGHULITBA J1iKAPCLKOro
3acoby Bumoram GMP, BugaHoro
[Lepxnikcnyx60ot0 YkpaiHu. MprBeaeHHs Ha3B
Ai0YNX PEYOBMHMW 10 BUMOT 3arasibHoOi CTaTTi
«EKCTpakTV» Ta NPMBEAEHHS HA3B fil0unx
PEYOBUH 10 BUMOT MOHOrpadiii Aito4oro
BMAAHHA €Bponeiicbkoi thapmakonei)
14. KOAEIHY NMOpPOLLIOK ToBapucTBO 3 YkpaiHa MakdpapnaH Cmit | CnonyueH nepepeecTpaisi Ha HEOOMEeXeHNI TepMiH - He nidnszae | UA/5109/01/01
DPOCDHAT (cybeTaHuis) y [04aTKoBO Nimitepg, e
naketax nog,.- BiANoBifaNbHi CnonyyeHe KoponiscT
BiiHMX i3 NNiBKK CTHO KoponiBcTBo BO
nonieTmneHoBol "IHTEPXIM"
ans dhapmaues-
TUYHOTO
3aCTOCYBaHHsA
15. KOMBITPUN NMOpPOLLIOK ANs OpraHocuH IHAiA onTimyc IHAjs nepepeecTpaLisi y 38 A3Ky i3 3aKiHUeHHsIM 6e3 niosisizae UA/11503/01/01
XOT CIN® OpasILHOro Naiidp [JxeHepikc TepMiHy Al peecTpauiiiHoro noCBifYEHHS; peyenma
PO3UMHY 3 CaeHcus MBeT. Nimiten, 3MiHu | TMNY: 3MiHK Woao 6e3neku/-
NIVIMOHHVIM CMaKOM nTp. ehbekTBHOCTI Ta hapmakoHarnagy. 3MiHa y

no 5ry cauwe, no
10 cawey
KapTOHHI KOpo6L

KOPOTKil XapakTepucTuLi Nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAMYHOro 3aCTOCyBaHHSA Ha niacTasi

perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acTocyBaHHs NikapCcbKOro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pesynbTtar
OL|iHKM 3BITY 3 AOCNIAKEHb, NPOBELEHNX
BIANOBIAHO A0 NAaHy negiatpuyHnx
pocnimkeHs (PIP) (3MiHy y3rofpkeHo 3 komne-
TEHTHUM YNOBHOBaXXEHUM OpraHom)(3miHu
BHECEHO 10 IHCTPYKL,ii 415 MeAUYHOro
3acToCyBaHHA npenapary A0 po3Ainis
«MpoTrnokasaHHs», «MoBivHI peakLii»,
«Mepefo3yBaHHA», «3AaTHICTb BNIMBATU Ha
LWBMAKICTb peakuii Npu kepyBaHHi aBTOTpaH-
crnopTom abo po6oTi 3 IHLIMMU MeXaHi3Mamu»,

«OcobnMBOCTI 3acTOCyBaHHA», «B3aemogis 3

IHLIMMKM NikapCbKMK 3aco6amMu Ta iHLWi B1am
B3a€EMO/ili», «3acTOCyBaHHS y nepiof
BariTHOCTi abo rofyBaHHs rpyAato» LWoAo
6e3neku Ailoumx pevyoBuH "napaveramon”,
"ueTnpusunH”, "deHinedpuH”) 3rigHo 3 n.1.13
Ta n.2.3 goaatky 15 Hakazy MO3 YkpaiHu Big,
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No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

23.07.2015 Ne460 HagaHO rapaHTiliHi IMCTU Big,
3asBHMKA WOA0 HagaHHA MYP; 3mibu | Tuny -
3MiHM 3 iKOCTi. F0TOBWMIA NiKapCbKuii 3aci6.
CuncTeMa KoHTelHep/3aKynoproBasibHUiA 3aci6.
3MiHa po3Mipy ynakoBKv roTOBOro NikapCbKoro
3aco6y (BUlyYEHHS YNaKoBKU NEBHOrO PO3Mipy)
(BWUTYYEHHS YNaKOBOK)

16.

KOMBIrP/1N
XOT CIn®

NMOPOLLIOK A/1A
opasibHOro
pO34nHy 3
MaJIMHOBUM
cMakoMm no 5ry
cawe, no 10 cawe
Y KapTOHHIWA
Kopoo6Lyi

OpraHocuH
Naiidp
CaeHcma lMBT.
nra.

IHAiA

ontimyc
[bxeHepikc
NimiTepq,

IHAjs

nepepeecTpaLisi y 38 A3Ky i3 3aKiHUeHHAM
TEPMiHy Aji peecTpayiiHoro NocBigYeHHs;
3MiHY | TUNY: 3MiHK Wwoao
6e3neku/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKiil XxapakTepucTuLi Nikapcbkoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3aCTOCyBaHHA Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnigKeHb 3
6e3nekn 3acTocyBaHHs NiKapCcbKOro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/IAKEHb, NPOBELEHNX
BIAANOBIAHO [0 NAaHy negiatpuyHnx
npocnigpkeHb (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHNM OPraHoMm)
(3MmiHM BHeceHO [0 IHCTPYKLiT AN MefnuYHoro
3aCToCyBaHHA npenapary A0 po3Ainis
«MpoTrnokasaHHs», «Mo6ivHI peakLii»,
«Mepeno3yBaHHA», «34aTHICTb BNMBATK Ha
LIBMAKICTb peakuii mpyu KkepyBaHHi
aBTOTPaHCNOpPTOM abo poboTi 3 IHWKMK
MexaHisMamm», «Oco6MBOCTi 3aCTOCYBaHHS»,
«B3aemogis 3 iHWKMM NikapCbKUMK 3acobamm
Ta iHLWi BUAY B3aEMOLI», «3acTOCyBaHHSA y
nepiog, BaritTHOCTi abo rofyBaHHs rpyaat0»
040 6e3nekn 4itoUnx pevyoBuH
"napaueTtamon”, "ueTnpusmn”, "eHinedpun")
3rigHo 3 n.1.13 ta n.2.3 popatky 15 Haka3y
MO3 Ykpainu Big 23.07.2015 Ne460 HagaHO
rapaHTiiiHi INCTU Bif, 3asiBHMKA LLIOAO HaAAHHS
MYP; 3miHu | Tuny - 3MiHK 3 SKOCTi. FOTOBWIA
nikapcbkuii 3acib. Cuctema
KOHTeliHep/3aKkynoptoBasbHuii 3aci6. 3MiHa
PO3Mipy YNakoBKy roToBOro fikapcbKoro 3acoby
(BUNyYEHHS yNakoBKM MEBHOTO PO3Mipy)
(BWTYYEHHS YNAKOBOK)

6e3
peuyenma

nions2ae

UA/11504/01/01

17.

KYKYPYA3U
CTOBMYVKM 3
NPUAMOYKAM
"

CTOBNUUKY 3
npuimMoykamn no
40rabo50ry
naykax 3

MpAT
"MikTpasmn"

YkpaiHa

MpAT "Niktpasn"

YkpaiHa

nepepeecTpaisi Ha He0B6MeXeHnit TepMiH

6e3
peyenma

UA/5866/01/01
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKoska) nocsioyeHHs1
BHYTPILUHIM
nakeTom
18. NEKCUNH® 125 NMOpPOLLIOK ANs Xikma I7Iop,aniﬂ BUPOGHULTBO Caygiscbk nepepeecTpauisi Ha 5 pokiB y 3B 53Ky i3 3a He UA/1484/01/03
opasibHOT dapmachlTH NiKapcbKoro a Apasisi/ 3aKiHYeHHsIM TepMiHy Al peecTpauiiiHoro peyenmom nionszae
cycnexsii, 125 mr/5 | kans Ko. NTa. 3acoby Ta Moppanis | NOCBiAYEHHs; 3MiHM | TNy: 3MiHa Ha3BM Ta/abo
M 60 My nepBuHHE afipecu 3asBHUKa (B/1aCHVKa peecTpauiiHoro
chnakoHi Ne 1 naKyBaHHs: noceigyeHHs); 3miHu | Trny: 3amiHa abo
[xazipa BBE/IeHHs A0AATKOBOT AiIbHULI BUPOBGHULTBA
dapmachioTIKan AN YacTUHN aﬁO'BCbOI'O BmpoﬁHMqorp _
IHaacTpia npowecy rotoBoro Nikapcbkoro 3acoby (iHLi
) ' BMPOGHUUYI CTagii, 3a BUHATKOM BUNYCKY cepii)
Cay'q'B.CbKa Ta, K HACMIfOK, 3a3HaYeHHA BUPOOHNYNX
ApaBis chyHKUiV ANA 3aTBEPLKEHOr0 BUPOOHUKA -
BTOpUHHE Xikma dapmacbioTukans Ko. Nta., Mopaanis,
nakyBaHHA: agpeca: IHgacTpian Epia — basgep Bagi Enb-
Xikma Cip, a/c 182400, AmmaH 11118, Moppaanis
®apmacboTvkas (Bunyck cepii); 3miHun | TMNY: FoTOBWIA
3 Ko. NlT4., nikapcbkuii 3aci6. KOHTpob roToBOrO /likapchb-
Voppanis Koro 3acoby. 3MiHa y MeTofax BUNpPobyBaHHSA
BUNYCK Cepil: rOTOBOrO /iKapcbKoro 3acoby (iHLi 3MiHK Y
Xikma MeTofax BMNpobyBaHb (BK/IOUAKYM 3aMiHy
dapmachioTIKan abo [ONOBHEHHS)- 3MiHa MeToay BUnNpobysa-
3 Ko. 174, HHA 3 TLUX Ha BEPX 3a po3ginom "laeHTndikA-
MoppaHis Liist Ta KifIbKiCHe BU3HAYeHHs LiedanekCuHy

MOHoriapaTy»; po3ain «KinbkicHe BU3HAYEHHS
LedanekcuHy MoHorigpaTy» [OMNOBHEHO
KPUTEPISAIMU NMPUAHATHOCTI HA MOMEHT BUMYCKY
3 BIAXWIEHHAM KiNIbKICHOTro BMICTY [iit04oi
peyoBMHN +5%; 3miHa MeToy BUNPOGYBaHb 3a
po3zinom «KifibKiCHUIA BMICT KOHCEpPBaHTY
HaTpito 6eH30aT(%)»;3MiHa KpUTEpIiB NPUAHAT-
HOCTi Ha MOMEHT BMMYCKyY; cneyndikaLio
[LOMOBHEHO PO34isioM «CynpoBiAHI AOMILLKN»;
3amiHa MeToAuKM BUNPoOYyBaHHSA 3a PO34i/1oM
«BMicT BoAW», KpMTEpIi NPUAHATHOCTI He
3MiHMANCB; PO34in «MikpobGionoriyHa uncToTa»
npuBeaeHo Y BifNOBIAHICTL 4,0 BUMOT fil040ro
BnaaHHa ®.CLUA; Ha3su JONOMDKHUX PEYOBUH
npvBeAEHO Y BigMnoBigHICTb A0 BUMOT
opvriHanbHKX MaTtepianis BUpo6HUKa; Hassy
nikapcbKoi hopmu nikapcbKoro 3acoby
npvBeAeHo Y BigMnoBigHICTL 40 MaTepianis
BMPOGHUKa; 3MiHU | TUNY: AAMIHICTpPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu
MicLst NPOBaMKEHHS AisiNIbHOCTI BUPOOHWMKa/-
iMnopTepa rotoBoro Nikapcbkoro 3acoby,
BK/IOYAOUN AiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHA KOHTPOJIK0 AKOCTI. (AisNIbHICTb, 3a
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKoska) nocsioyeHHs1
SIKy BiAnoBigae BMpo6HuK/imnopTep,
BK/IH0YAK0UM BUMYCK Cepiif)
19. NEKCUH® 250 MOPOLLIOK A/15 Xikma VioppaHis BMPOGHULTBO Caypiscbk nepepeecTpawisa Ha 5 pokis y 3B°A3ky i3 3a He UA/1484/01/02
opasibHOT dapmachlTH NiKapcbKoro a Apasis/ 3aKiHYeHHsIM TepMiHy Al peecTpauiiiHoro peyenmom nionszae
cycneHsii, 250 mr/5 | kans Ko. NTa. 3acoby Ta Moppanis | NOCBiAYEHHs; 3MiHM | TNy: 3MiHa Ha3BM Ta/abo
M 60 My nepBuHHe afipecu 3asBHUKa (B/1aCHVKa peecTpauiiHoro
chnakoHi Ne 1 naKyBaHHs: noceigyeHHs); 3miHu | Trny: 3amiHa abo
[xazipa BBE/leHHS A0AATKOBOT AiIbHULI BUPOBGHULTBA
dapmachioTIKaN AN YaCTUHN aﬁO'BCbOI'O BmpoﬁHMqorp _
IHAACTpI3 npowecy rotoBoro Nikapcbkoro 3acoby (iHLwi
) ' BMPOGHUUYI CTagji, 3a BUHATKOM BUNYCKY cepii)
Cay'q'B.CbKa Ta, K HACNifOK, 3a3HaYEeHHA BUPOOHNYMX
ApaBisi chyHKUiV ANA 3aTBEPLKEHOr0 BUPOOHUKA -
BTOpUHHE Xikma dapmacbioTukans Ko. Nta., Mopaanis,
nakyBaHHA: agpeca: IHpacTpian Epia — basgep Bagi Enb-
Xikma Cip, a/c 182400, AmmaH 11118, Moppaanis
®apmacboTvkas (Bunyck cepii); 3miHun | TUNY: FoTOBWIA
3 Ko. NlT4., nikapcbknii 3aci6. KOHTpoNb roToBOro
VioppaHis nikapcbkoro 3acoby. 3miHa y meToAax
BUMNYCK cepii: BMNPOBYBaHHA rOTOBOrO /liKapCbKOro 3acoby
Xikma (iHWi 3miHM y MeTogax BMNpobyBaHb
dapmacblTIKa (BK/HOYAKOUM 3aMiHY ab0 [JOMOBHEHHS)- 3MiHA
3 Ko. NiTa,, meToay Bano6yBaHH;_| 3 TUJX Ha BE_PX 3a
IZopp,aHiﬂ po3ainom “laeHTudikalis Ta KinbkicHe

BM3HAYEHHA LedasieKCuHy MoHorigpary»;
po3gain «KinbkicHe BU3HaUYeHHs LetanekcuHy
MOHoOripaTy» [AOMNOBHEHO KpUTEPIaMU
NPUAHATHOCTI HA MOMEHT BUMYCKY 3
BIAXWNEHHAM KiNbKICHOro BMICTY fito4ol
peyoBnHN +5%; 3miHa MeToy BUNPOGyBaHb 3a
po3ainom «KifbKicHWIA BMICT KOHCEPBaHTY
HaTpito 6eH30aT(%)»;3MiHa KpuUTepiiB
NPUIAHATHOCTI HA MOMEHT BUMYCKY;
creuudikaLio 4ONOBHEHO PO3Ai10M
«CynpoBigHi AOMILLKM»; 3aMiHA METOANKN
BUMNPOOYBaHHS 3a Po34iNoM «BmicT Bogu»,
KpuTepii NPUAHATHOCTI HE 3MIHWNCK; PO34in
«MikpobionoriyHa YncToTa» NpUBEAEHO Y
Bi4MOBIAHICTb 40 BUMOT AjiH04Or0 BUAAHHS
®.CLUA; Ha3u JOMOMDKHUX pEYOBUH
npuBeAeHo Yy BiANOBIAHICTL A0 BUMOT
opuriHaNbHUX MaTtepiasniB BUpobHuKa; Hassy
nikapcbKoi hopMu flikapcbKoro 3acoby
npuBeLEeHo Yy BiANOBIAHICTb A0 MaTepianis
BMPOGHUKA; 3MiHK | TUny: AAMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu
MiCLiA NPOBAKEHHSA AiSNIbHOCTI
BMPO6HMKa/iMnopTepa roToBOro J1ikapcbkoro
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKOBKa) nocsio4yeHHs
3aco06y, BK/IOYAKUM AiNbHNLi BUNYCKY cepil
ab0 MicLe NpoBefileHHA KOHTPO/IHO SAKOCTI.
(AisnbHICTb, 3a AKy BigNoBigae BUPOOHMK/-
iMnopTep, BKIKYaloun BUMYCK Cepii)
20. NENEXN KopeHeBuLLa MpAT YkpaiHa MpAT "Niktpasu" YkpaiHa nepepeecTpauis Ha 5 pokis y 383Ky i3 - He nidnsizae | UA/5580/01/01
KOPEHEBULLUA (cybeTaHuis) y "NikTpasn" 3aKiHYeHHAM TepMiHy Ail peecTpauiiiHoro

MiLLKax, Tiokax ons
hapmayeBTUYHOTO
3acTOCyBaHHS

noceig4eHHs; 3miHu | Tuny: AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu
3as1BHMKa (B/1acHMKa peecTpawiiiHoro
nocBigYeHHs1). 3MiHu | TUNYy: AgMiIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu
MiCLst MPOBAKEHHS AisiNIbHOCTI BUPOGHMKA
(BKIrOYarouM, 3a HeobXiaHOCTI, MicLe
nNpoBeAeHHS KOHTPO/I0 AKOCTI), ab0 BNacHUka
MacTep-thainna Ha A®l, abo nocTadasibHMKa
Adl/BnxigHoro matepiasny/peareHty/-
MPOMiXHOro NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOGHULTBI ADI (SKLW,0 3a3HaYeHO Y JOCbE Ha
nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiZJNOBIAHOCTI €BpONeENChKii thapmakonei y
3aTBEPAKEHOMY [OCbE, ab0 BUPOOHMKA HOBOT
[OMNOMDKHOI PEHOBMHM (SKLLO 3a3HaYeHO Y
[ocbe). 3MiHu | Tuny: 3miHn 3 skocTi. AdDI.
KoHTponb A®I. 3miHa y MeToaax
BMNpo6yBaHHsA A®I abo BuxigHoro matepiasny/-
NPOMDKHOrO NPOAYKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpo6bHULTBa ADI
(iHWi 3MiHM y MeTOAax BUNPOOYBaHHS
(BKtOYatoum 3amiHy abo [onoBHeHHs) APl abo
BMXiZAHOrO/NPOMIXXHOr0 NPOAYKTY) - NPUBEAEHHS
MK4 y BignosigHicte go Bumor APY: nonaHo
nokasHuka «lgeHtudikadis C» (TLUX)
BiAMOBIAHO 4,0 BUMOr 3arasibHOI MOHorpadii
«Jlikapcbka poC/IMHa CUPOBUHAY; AOMOBHEHO
nokasHuk lgeHTudikavis Bx» inoctpavisamu;
npvBeAEeHO Y BigNoBiAHICTb A0 BUMOT DY
nokasHuka "MikpobionoriyHa uucrora”; y
po3aini «KifbkicHe BU3HAUYEHHA» 3aIULLEHO
OfIH MEeTOA NPOBeAEHHS BUMPOOYBaHHSA, AK
HacnifgoK, BHECEHHSA 3MiH [0 cneuundikauii.
3MiHn | TUny: 3MiHK 3 akocTi. AdI.
CT1abinbHiCTb. 3MiHa nepiogy NOBTOPHMX
BMNpo6yBaHb/nepioay 36epiraHHs abo yMoB
36epiraHHa A®I (3a BigcyTHOCTI y
3aTBEpPKEHOMY [OCLE cepTudikaTa Bigno.ig-
HOCTI €Bponeiicbkili hapmakonei, Lo BKIoYae
nepiog, NOBTOPHOrO BUNPOo6yBaHHS) (nepiog,
NOBTOPHOro BMNpobyBaHHsA/Mepiod 36epiraHHs)
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No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

- 3miHa ymoB 36epiraHHst A®| - gofaBaHHSA
TemrnepaTtypHOro pexumy (NpuBeaeHHs y
BiANOBIAHICTb A0 BUMOr HacTaHoBM 42-
3.3:2004). 3minHu Il TUNy: 3miHK 3 AKocTi. AdDI.
KoHTposnb A®I. 3miHa y napameTpax
crneungikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisix Ha Adl, abo
BUXIiAHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCA Y NPOLECi BUPOOHMLTBA
AD| (iHWi 3MiHW) fONOBHEHHA cneuudikauil
hpakuieto NnoapibHEHOI CUPOBUHUN «MOPOLLIOK
KPYMHUIA», 3MiHA2 HOPMYBaHHS 38 NOKa3HUKOM
«NoApiGHEHICTb» ANsi NoAPIGHEHOT CUPOBUHU,
LLI0 3yMOBJ/IEHO OCOG/IMBOCTSIMU TEXHOSO-
riyHOro npotiecy; 3i 3MiHOK Ha3Bu
BMNPOGYBaHHSA «MOAPIGHEHICTb» Ha «CUTOBWIA
aHasi3» Ta 3MiHOK Ha3BU «BUNPOOYBaHHA Ha
YNCTOTY» Ha «BUNPOBYBaHHSA». FK HACMIOOK,
BHECEHHSA 3MiH [JO METO/iB KOHTPOJIO SIKOCTI.
MpuBeaeHHA 3acTocyBaHHA cybCcTaHLUil 40
BuMor 1oy

UA/11615/01/02

21.

nismHonpPun
KPKA

Tabnetkn no 10 mr
Ne 14 (14x1), Ne 20
(10x2), Ne 28
(14x2), Ne 30
(10x3), Ne 56
(14x4), Ne 60
(10x6) y bnictepax

KPKA-
PAPMA
4.0.0.

XopsarTis

BiANOBigaNbHUIA
3a BUNYCK cepii:
KPKA, a.4., Hoso
mMecTo, CnoBeHis
BiANOBIAANbHWIA
3a BUPOGHMLUTBO
"in bulk",
NnepBUHHY Ta
BTOPUHHY
YNaKoBKy,
KOHTPO/b Ta
BUNYCK Cepil:
KPKA-®dAPMA
0.0.0., XopB.arTis

CnoseHisi/
XopsarTis

nepepeecTpauisi Ha 5 pokiB y 3B A3Ky i3
3aKiHYEHHAM TepMiHy Ajii peecTpavjiiiHoro
nocBigyeHHst; 3MiHm | Tuny: 3miHa
HaliMeHyBaHHs1 Ta/abo MicLe3Hax0MKeHHS
3asBHMKa (BNacHvKa peecTpauiiHoro
NOCBI4YEHHS) - 3MiHA HaliMeHyBaHHS Ta
MiCLIe3HaxXOKeHHS 3asiBHMKA.
3MiHu | TUny: 3MiHa HalimeHyBaHHs Ta/abo
MiCLIe3HaXOpKEHHA BUPOOHMKA roTOBOro
nikapcbKoro 3acoby, BK/IKUaKUM MicLe
NPOBeEeHHS KOHTPOJIO AKOCTI(BMPOOHUYA
LiNbHUUS BUNYCKY cepii) - 3MiHa
MicLie3HaX04KEeHHA Ta HaliMeHyBaHHS
BMPOOHUKA. 3MiHN | TUNY: 3MiHK WoA0
6e3nekn/edpekTMBHOCTI Ta thapmakoHariagy.
3MiHW Y KOPOTKiil XapakTepucTuLi NikapcbKoro
3ac06y, TEKCTIi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAVYHOro 3aCTOCYBaHHS
reHepUYHUX/ribpUAHNX/GioNoAIBHNX NiKapCbKMX
3aco6iB nicns BHECEHHS TiEl camMol 3MiHM Ha
pedoepeHTHUIA NpenapaT (3MiHa He NoTpebye
Ha/laHHS XXOAHWUX HOBUX AOAATKOBMX JaHWX)
(3MiHM BHECEHO A0 IHCTPYKLIT 418 MeguyHoro
3aCTOCyBaHHA npenapary Ao po3giny
"Moka3aHHs" (YTOYHEHHSI (hOPMY/THOBaHHS
nokasaHb), a Takox Ao po3sginis "Cnocio
3acTocyBaHHs Ta gosun”, "ditn" (6yno:

3a
peyenmom

He nidsisizae
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No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

NiznHonpun KPKA He 3aCcTOCOBYHOTb Y
negjiaTpuyHiii NpakTuLi; BiANOBIAHO A0
iHdhopmauii pecbepeHTHOro npenaparty Zestril 5
mg, 10 mg, and 20 mg tablets (B YkpaiHi He
3apeecTpoBaHuii), KOPOTKOI XapaKTePUCTUKN
nikapcbKoro 3acoby Ta BUCHOBKa
KOHCYNbTaTUBHO-EKCNepTHOT rpynm
"MepjiaTpuyHi nikapcbki 3acobu). 3miHm | Tuny:
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
thapmakonei/MoHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWIyYeHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkilt hapmakonei: ans A®l; ons
BUXiAHOTO MaTepiany/peareHTy/MpoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; ANna AONOMDKHOT peyoBUHU
(cepTudpikat BigNOBIAHOCTI €BpONENChKil
thapmakonei) - OHOBMEHUIA cepTuddikat Bif yxe
3aTBepKeHoro BUpo6Huka((OHoBEHWIA
cepTnaikaT Bif Y)Xe 3aTBepAXeHOro BUPOGHNKa
(IA) — nogaHHsa oHoBrieHoro Ceptudikaty
BignosigHocTi Lupin Limited, India (R1-CEP
2001-311-Rev 02). 3miHu | TUNYy:
AOMIHICTpaTUBHI 3MiHW. BunyyeHHs
BUPOBHNYOT AiNbHULI (BKNOYAKOUN AiNbHULI
ana A®l, npomixkHoro npoAykTy abo roToBoro
nikapcbKoro 3acoby, AibHNL AN NPOBEAEHHS
nakyBaHHs, BAPOOHUKa, BiANOBiLa/IbHOTO 3a
BWMYCK CepiiA, MicLie NpoBeAEHHS KOHTPO/IHO
cepil) abo nocTavanbHKKa BUXigHOTO
maTtepiany, peareHTy abo fOMNOMDKHOI
PEYOBUHM (KO 3a3HAYEHO Y [LOCLE) -
BUJTyYEHHSA BUPOBHUKA Ait040i PEeHOBUHM
Farmhispania S.A., Spain

22.

nisMHonPun
KPKA

Tabnetkm no 5 mr
Ne 14 (14x1), Ne 20
(10x2), Ne 28
(14x2), Ne 30
(10x3), Ne 56
(14x4), Ne 60
(10x6) y bnictepax

KPKA-
PAPMA
[1.0.0.

Xopsaris

BiANOBIgAIbHNIA
3a BUNYyCK cepii:
KPKA, a.4a., Hoso
mecTo, CrioBeHis
BiANOBigaNbHUIA
3a BMPOGHMLUTBO
"in bulk",
NepBUHHY Ta
BTOPUHHY
yNakoBKy,
KOHTPO/b Ta
BUNYCK Cepil:

CnoseHis/
Xopsaris

nepepeecTpauisi Ha 5 pokiB y 3B 53Ky i3
3aKiHYEHHAM TepMiHy Ail peecTpadiiiHoro
nocsigyeHHs; 3MiHu | Tuny: 3miHa
HaliMeHyBaHHS Ta/abo MiCLe3HaXOMKEeHHs
3asBHUKa (B1acHVKa peecTpauiniHoro
MOCBIAYEHHS) - 3MiHa HaliMeHyBaHHS Ta
MiCLIe3HaXOMKEeHHS 3asBHMKA. 3MiHK | Tuny:
3MiHa HalimeHyBaHHs Ta/abo
MiCLIe3HaXOKEeHHSA BUPOGHMKA rOTOBOrO
NiKapcbKoro 3acoby, BKIoHaum Micle
NPOBEeAEHHA KOHTPOSIO SKOCTI(BUPOBHMYa
AiNbHULA BUMYCKY cepii) - 3MiHa
MicLe3Hax0pKEHHSA Ta HaliMeHyBaHHS

3a
peyenmom

He nidsisi2ae

UA/11615/01/01
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKoska) nocsioyeHHs1
KPKA-®APMA BMPO6HUKaA. 3MiHU | TUNY: 3MiHK Woao

0.0.0., XopB.arTis

6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy.
3MiHN Y KOPOTKiil XapakTepucTuLi NikapCbkoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
Me[MYHOro 3aCTOCYBAHHSA reHepUYHUX/-
riopnaHux/6ionoAibHMX Nikapcbknx 3acobis
nicns BHECEHHs TiET camMoi 3MiHM Ha
pedhepeHTHUI npenapar (3mMiHa He NnoTpebye
HafaHHS XXOAHWNX HOBMX AOAATKOBUX AaHVX)
(3MiHM BHECEHO [0 IHCTPYKLUi ANA MeguyHoro
3acTOCyBaHHA npenapary Ao posainy
"MokasaHHA" (yTOUHEHHS (hOPMY/THOBaHHSA
nokasaHb), a Takox A0 po3ginis "Cnoci6
3acTocyBaHHA Ta gosun”, "Aitn" (byno:
NiznHonpun KPKA He 3acTOCOBYIOTb Y
neAjaTpuyHii NpaxkTuLi; BiANOBIAHO 4O
iHhopmawii pechepeHTHOro npenaparty Zestril 5
mg, 10 mg, and 20 mg tablets (B YkpaiHi He
3apeecTpoBaHuii), KOPOTKOI XapaKTePUCTUKN
niKkapcbKoro 3acoby Ta BUCHOBKa
KOHCY/IbTAaTUBHO-EKCMEePTHOI rpynu
"MegaiaTpuyHi nikapcbki 3acobu™). 3MiHn | TUNY:
3MiHu 3 aKocTi. CepTudikaT BignosigHocTI/lE-
cepTugikaT BiANOBIAHOCTI €BpONenchKil
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI ab6o
BWYYEHHS cepTudikarta BifgnoBigHOCTI
€Bponelicbkiii hapmakonei: ana A®l; ons
BUXiQHOrO MaTepiany/peareHTy/npoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXKHOI pe4yoBUHM
(cepTuchikaT BignoBigHOCTI EBponelickkiii
hapmakonei) - OHoBneHWiA cepTudikar Bif yxe
3aTBepxeHoro BupobHuka((OHoBeHWiA
cepTnaikaT Bif Ye 3aTBepAXeHOro BUpoGHMKka
(IA) — nogaHHst oHoBneHoro CepTtudikaty
BignosigHocTi Lupin Limited, India (R1-CEP
2001-311-Rev 02). 3miHn | Tny:
AAMiHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOT AiNbHNL (BK/THOYAKOUMN AiNbHULL
ans A®l, npomixHOro NnpoAykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHNL AN NpoBeAeHHS
nakyBaHHs!, BUPOOHWKa, BifNOBiga/IbHOTO 3a
BUMYCK Cepili, MicLle NPOBEEHHSA KOHTPOSIO
cepii) abo nocTayasibHMKa BUXIAHOIO
martepiasy, peareHty abo AonoMiKHOT
PeYoBUHM (SIKLLO 3a3HAYEHO Y [0CLE) -
BWYYEHHS BUPOOHUKA [il040i peyoBUHM
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKOBKa) nocsioYeHHsA
Farmhispania S.A., Spain
23. NISUHOMNPUN Tabnetkn no 20 mr KPKA- Xopsaris BiANOBigaNbHNIA CnoBeHis/ nepepeectpavis Ha 5 pokiB y 3B A3Ky i3 3a He nidngeae | UA/11615/01/03
KPKA Ne 14 (14x1), Ne 20 DAPMA 3a BUMYCK cepil: Xopsaris 3aKiHYeHHsIM TepMiHy fji peecTpauiiiHoro peyenmom
(10x2), Ne 28 [.0.0. KPKA, a.4., Hoso noceigyeHHst; 3MiHu | Tuny: 3miHa

(14x2), Ne 30
(10x3), Ne 56
(14x4), Ne 60
(10x6) y bnicTepax

MecTo, CnoBeHist
BiANOBIgAIbHNI
3a BUPOBHULTBO
"in bulk",
NepBUHHY Ta
BTOPUHHY
yNaKkoBKy,
KOHTPO/Ib Ta
BUMYCK cepii:
KPKA-®APMA
0.0.0., XopB.arTis

HaliMeHyBaHHs Ta/abo MicLe3Hax0oMKEHHS
3as1BHMKa (B/1acHMKa peecTpaLiiiHoro
nocBiAYeHHS) - 3MiHa HaliMEHyBaHHS Ta
MiCLie3HaXOMKEHHS 3asiBHMKA.
3MiHn | TMNy: 3MiHa HallMeHyBaHHs Ta/abo
MiCLIe3HaXOMKeHHA BUPOOHMKA rOTOBOrO
NiKapcbKoro 3acoby, BKIoUaum Micle
NpPOBeAEeHHS KOHTPO/IHO SKOCTI(BUPOBHMYA
LinbHUUSA BUNYCKY cepii) - 3MiHa
MiCLLe3HaX0MKEHHA Ta HaliMeHyBaHHS
BMPOGHUKA. 3MiHM | TURy: 3MiHK WoA0
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHW y KOpPOTKili XapakTepucTuLi Nikapcbkoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeM4HOro 3acTOCyBaHHSA
reHepuUYHNX/ribpuaHNxX/6ionodibHNX NiKapCbknx
3ac06iB NicNs BHECEHHS TiEl camMoi 3MiHM Ha
pedhepeHTHUI npenapar (3mMiHa He noTpebye
Ha/JaHHS XOAHWUX HOBUX AOAATKOBMX [AHWX)
(3MiHM BHECEHO A0 IHCTPYKLi AN MeguyHoro
3aCToCyBaHHA npenapary Ao po3giny
"MokasaHHA" (YTOUHEHHSA (hOPMY/THOBaHHSA
nokasaHb),

a Takox [0 po3ainis "Cnocib 3acTocyBaHHs Ta
fosu", "Aitn" (6yno: NisnHonpun KPKA He
3aCTOCOBYIOTb Y NeAiaTpUYHii NpakTuL;
BigNoBiAHO A0 iHdhopMaLii pedepeHTHOro
npenaparty Zestril 5 mg, 10 mg, and 20 mg
tablets (B YkpaiHi He 3apeecTpoBaHuii),
KOPOTKOI XapaKkTepucTVKM NiKapCbKoro 3acoby
Ta BYCHOBKA KOHCY/IbTaTUBHO-EKCNEPTHOT
rpynu “MNegiatpuyHi nikapceki 3aco6u”). 3minn |
TMny: 3MiHK 3 sKocTi. CepTudikar
signosigHocTi/IE-cepTudikar BignosigHoOCTI
€Bponelicbkili hapmakonei/-moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BUyUYEHHSA cepTudikata
BiANOBIAHOCTI €BpoNeiichbkili hapmakonei: ans
A®I; pnsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYIOTbCS y BUPOOHULTBI ADI; ans
[0NOMDKHOT pevyoBrHK (cepTudpikat
BiNOBIgHOCTI €Bponelickkili hapmakonel) -
OHoBneHW cepTudiikar Big yxe
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PeecmpayjiliHa npoyedypa

Ymosu

Peknamysa

Howmep
peecmpayitiiHo

No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy

(nikapcbka
popma,

yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

3aTBEPAKEHOTO BUPOGHMKA (OHOBNEHUi

Bionycky

HHSA

20
nocsio4YeHHs

cepTnaikaT Bif Ye 3aTBepAXeHOro BUPoGHMKa
(IA) — nogaHHs oHoBneHoro CepTtudikaty
BignosigHocTi Lupin Limited, India (R1-CEP
2001-311-Rev 02). 3miHn | Tny:
AAMiHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOT AiNbHNL (BK/THOYAKUMN AiNbHULL
ans A®l, npomixHOro NnpoAykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHNL AN NpoBeAeHHS
nakyBaHHs!, BUPOOHWKa, BifNOBiga/IbHOTO 3a
BUMYCK Cepili, MiCLie NPOBELEHHSA KOHTPOJIO
cepii) abo nocTavyasibHMKa BUXIAHOTO
martepiasy, peareHty abo AonoMiKHOT
PeYoBUHM (SIKLLO 3a3HAYEHO Y [0CLE) -
BWYYEHHS BUPOOHUKA Ait040oi peyoBUHU
Farmhispania S.A., Spain
nepepeectpavis Ha 5 pokiB y 3B A3Ky i3

6e3

nionsg2ae

UA/9889/01/01

24.

NIHKAC
NACTUNKN

NacTUNKN 3i
CMakKoM M'aTn Ne
16 (8x2) y
6nictepax

XepbioH

MakucTaH
MpainseT
Nimiten

MakncTtaH

XepbioH
MakucTaH
MpaieeT fimiTeq

MNakucTtaH

3aKiHYeHHsIM TepPMiHY Aii peecTpauiinHoro
nocsigyeHHs; 3MiHn | Tuny: FoToBwiA
nikapcbkuii 3aci6. KOHTponb rotoBoro
NiKapcbKoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHA rOTOBOTrO NiKapCcbKoro 3acoby
(iHwWi 3miHM y MeTogax sunpobysaHb
(BK/KOUAOUM 3aMiHy abo JONOBHEHHS)
(npuBeaeHHs po3ainy «MikpobionoriyHa
4ynucToTa» A0 BUMOT Ai04Oro BUAaHHA EP).
3MiHn | TMNy: 3MiHa HallMeHyBaHHs Ta/abo
MiCLIe3HaXOKEeHHA BUPOOHMKA rOTOBOrO
NiKapcbKoro 3acoby, BKIoUaum Micle
NpoBeAEeHHS KOHTPO/IHO SKOCTI(BUPOBHMYA
OinbHUUSA BUNYCKY cepii) (3MiHa agpecu
MiCLLe3HaxXoAKeHHs1 BUPO6HMKA rOTOBOrO
nikapcbKoro 3acoby). 3mium Il Tuny: FoToBwi
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKkoro 3aco6by. 3MiHa napaMmeTpis
cneumndikauiii Ta/abo 4ONYCTUMUX MEX
roTOBOrO /likapCbKOro 3acoby (iHLUi 3MiHK)
(3amiHa po3giny «laeHTudikayis. AckopbiHoBa
KMCMIOTa» Ha po3gin «lgeHTtudikauis
Ba3ULMHY», OCKI/IbKW ifeHTudikawis
3anponoHOBaHOro Mapkepy BasuLuHy 6inbLu
cneumdivHa Hix iaeHTudikalis ackop6iHOBOT
KMCNOTK 3 OrNA4Y Ha BNacTUBOCTI Ajroyoil
PeYoBUHM aaxaToay CyAMHHOI INCTS TYCTWiA
ekcTpakT). MpuseaeHHs po3giny «Cknag» Ao
BMMOT 3arasibHOl CTaTTi «EKCTpaKkTu» Ta Ha3By
Ha NaTuHi 4ilounX pe4yoBUH Y BiANOBIAHICTL A0

peyenma

MOHOrpadquiin 4jro4oro BUgaHHsA €BpPonenchbKoi
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKoska) nocsioyeHHs1
thapmakonei)
25. NOPATAAVH NMOPOLLIOK BE3 Xopsaris Bacyga ®apma IHAis nepepeectpavis Ha 5 pokiB y 3B A3Ky i3 - He UA/4129/01/01
(cy6eTaHuis) y dapmaxem Xem Jlimiteq 3aKiHYeHHSM TepMiHy il peecTpaljiiHoro nidnseae
NoABIHNX [.0.0. nocBiAYeHHsT; 3MiHU | TUNy: 3MiHW 3 AKOCTI.
nonieTUIeHoBUX A®I. CTabifnbHicTb. 3MiHa nepiolly NOBTOPHMX
naketax 4ss BMNPOGYBaHb/nepiogy 36epiraHHA abo ymoB
(hapMaLEeBTYHOrO 36epiraHHa A®I (3a BigCcyTHOCTI Yy
3aCTOCYBaHHS 3aTBEpPAXEHOMY [0CLE cepTudiikata
BiANOBIAHOCTI €BpoNelichbkili hapmakonei, Wwo
BK/TIOHAE Nepiog, MOBTOPHOrO BANPOGYBaHHS)
(nepiog, NOBTOPHOro BUNPOBYBaHHA/Nepios
36epiraHHs) - BinbLU XXOPCTKI yMOBU
36epiraHHs. 3MiHu |l TUNy: 3miHK 3 skocTi. ADI.
KoHTposnb A®l. 3miHa y napameTpax
crneungikauiii Ta/abo 4oNyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisix Ha Adl, abo
BUXIiAHWIA/NPOMIDXHWIA NpOAYKT/peareHT, Wwo
BUKOPWCTOBYIOTLCSA Y NpoLLeci BUPOOHNLTBA
AD| (iHWi 3MiHW) - NpuBeAeHHS cnevumdikayii 3a
nokasHukamm «CynyTHi AOMILLKV» Ta
«TemMnepartypa nnaBfieHHsI» y BiAMOBIAHICTb 40
MoHorpadii gitovoro BugaHHa USP, «Lorata-
dine»). MNpuBeAeHHNA 3acTOCyBaHHA cybCTaHLi
Y BiANOBIAHICTb A0 Ajto4oro BugaHHa USP
26. NOPATAAQVH Tabnetkm no 0,01 r NAT YkpaiHa MAT "®apmak” YkpaiHa nepepeecTpauisi Ha 5 pokiB y 3B A3Ky i3 6e3 nionsicae UA/5404/01/01
Ne 10 (10x1), Ne 20 "dapmak” 3aKiHYEHHAM TepMiHy Al peecTpavjiiiHoro peyenma

(10x2) y bnictepax

noceigyeHHs; 3MiHn | Tuny: 3miHn Wwoao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHW y KOpPOTKili XapakTepucTuLi Nikapcbkoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acToCyBaHHSA
reHepuYHNX/riopuaHNx/6ionodibHNX NiKapCbknx
3ac06iB Nic/1A BHECEHHSA TiET caMoi 3MiHW Ha
pedhepeHTHUI npenapar (3mMiHa He NnoTpebye
Ha/JaHH$! XXOAHWNX HOBUX AOAATKOBMX [AaHWX)
(3MiHV BHECEHO A0 IHCTPYKLIi 415 MeanyHOro
3acTocyBaHHs npenapary Ao po3giny "MobiuHi
peakuii" BiANOBIAHO A0 pethepeHTHOro
npenapaty KNTAPUTUH®, TabneTtkn no 10 mr);
3MiHu | TUNY - FoTOBWIA Nikapcbkuii 3aci6.
CucTema ynakoskalykynopka. 3miHa y
NEePBUHHIN yNakoBL,i rOTOBOrO /TiKapCbKOro
3aco6y (SKicHWI Ta KinbKiCHWIA cknapg) - TBepai
nikapcbki hopmu (BBefeHHs fofaTkoBoro
BMPO6HMKaA (DO alOMIHIEBOT APYKAPCHKOI
ons 6nictepis 3AT «TexHonorist» YkpaiHa);
3MiHu | TUNY - FOTOBWMIA Nnikapcbkuii 3aci6.
CT1abifibHICTb. 3MiHa Y TepMiHax NpUAATHOCTI
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Ne Ha3ssa ®opma BUIMYCKY 3asasHUK Kpaina BupobHuk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamvysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKoska) nocsioyeHHs1

abo ymoBax 36epiraHHsa roToBOro /likapCbKoro
3acoby: (3mMiHa B ymMoBax 36epiraHHs r0TOBOro
nikapcbKoro 3acoby abo nicns
PO34YMHEHHSA/BIAHOBNEHHS) (3MiHA B yMOBax
36epiraHHsa M13); 3miHu | TNy - FoToBUIA
nikapcbkuii 3aci6. CtabinbHiCTb. 3miHa Yy
TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
roTOBOrO NikapcbKoro 3acoby: (36iNbLUeHHs
TEepMiHy NpUAATHOCTI FOTOBOrO NiKapCbKoro
3acoby:) - nicns po3yYMHEHHS abo BiAHOB/EHHS
(nigTBEPAKYETLCA AAHUMU CTaBINTbHOCTI
peasibHOro yacy) (36inbLeHHs TepMiHy
npugatHocTi MN3 3 3-X 00 4-x pokiB); 3MiHu |
TMny - FOTOBWIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax
BUNPOBYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(BnnyyeHHs MeToAy BUNPOBOYBaHHSA, SKLLO BXe
3aTBEPIXEHO anbTepHaTUBHUI MeTOoS)
(BunyyeHHs igeHTudikauii giro4oi pevyoBuHU
MeTogom TLUX 3a HasABHOCTI iAeHTudiKav,i
meTogom BEPX); 3miHn | Tuny - FoToBwit
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYyBaHHSA rOTOBOrO /iKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(BKNtOUatoumM 3aMiHy abo fonoBHeHHs) ( 3a p.
"OfHOpIgHICTb [030BaHNX OAUHULIL"
3a3HayeHHs KibKOCTi f030BaHNX OAUHULb, HA
AKNX NPOBOAMTHLCA BUNPOOYBaHHSA, 6e3 3MiHu
METOAMNKM , P. "PO3UYNHEHHS" — [LONOBHEHO
nepenik ctaHgapTHUX 3paskis, p. "CynposigHi
[OMiLLKN"— LOMOBHEHO Nepenik CTaHAapTHUX
3paskiB, BUNYYEHHS KPUTEPIIO NPUAHATHOCTI
XpomartorpagiyHoi cuctemu Wwon0
po3paxoBaHOl KifIbKOCTi TEOPETUYHNX Tapinok,
p. "MBY" — 3a3HaYeHO NOCKaHHSA Ha gitoye
BuAaHHa EP 3 BignoBiAHMM YTOYHEHHSM B
cneundikavii, "KinbkicHe BU3Ha4eHHs" -
[OMOBHEHO Nepesik cTaHAapTHUX 3paskis,
pO3paxyHOoK KiJIbKICHOTO BMICTY nepeBefieHo 3
rpamis Ha minirpamu 3 BiAMNOBIAHUM
YTOUHEHHSAM B cneuudikadir); 3miHm | Tuny -
CepTudpikat BignoBigHOCTI EBponeiichKii
thapmakonei/CepTudikaT BiaNoBiAHOCTI
€Bponeiicbkiin hapmakonei woao ryéyaroi
eHuedasnonarii. 3MiHuW, NOB’A3aHi 3
HEOO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii JepxaBHoi dhapmakonei YkpaiHu
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Ne Ha3ssa ®opma BUIMYCKY 3asasHUK Kpaina BupobHuk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamvysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKoska) nocsioyeHHs1
abo €sponelicbkoi hapmakonei (3miHa y

crneuudikaisx, nos’s3aHa 3i 3MiHaMmun B
[NlepxasHii thapmakonei YkpaiHu abo
€Bponelicbkiin hapmakoner) (3MiHn y

cneundikavii — akTyanizoBaHe NOCUNaHHA Ha
Aitode BugaHHA EP gna gonoMikHUX peyoBuH
KPOXMaU1to KapTOM/ISHOTO, /TaKTO3U
MOHOrigparty, NoBifoHY, KasbLito cTeapaty);
3minu | TUNY - A®l abo gjtoya pevosuHa.
KoHTponb A®I abo gjtoyoi pevoBnHU. 3MiHa Y
napameTpax cneuugikadii Ta/abo gonycTummx
MeX, BU3HaueHux y crneumdikanisx Ha A®l abo
Aitody pevyoBuHy, abo BUXIAHUIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTea APl abo giroyoi
PEYOBMHMN (BUTYYEHHSA HE3HAYHOIO NOKa3HUKa
AKOCTI (Hanpukiag, BUIyYeHHs 3acTapifioro
nokasHuka) (BunyyeHHs p. "Temnepartypa
nnaB/eHHA" 3a HAssBHOCTI iHWKX MeToaiB
iAeHTugiKaLii | BU3HAYEHHST YNCTOTKN
cybcTaHuii. Takox gaHuid po3ain BifcyTHin B
MoHorpagisix EP i USP); 3miHu | Tuny -
Nikapcbki 3aco6u. 3miHa y KOpOTKiii
XapakTepucTumLi Nikapcbkoro 3acoby, IHCTPYKLT
ANA MeAUYHOro 3acTOCyBaHHS ab0 MapKyBaHHi
yNakoBOK (iHLUi 3MiHW) (3MiHA TeKCcTy

MapKyBaHHS. [poeKT MapkyBaHHS yNakoBKu

Bignosigae sumoram po3sginy XVIII Mopsagky
NpoBefEeHHA ekcnepTu3y maTepianis Ha

nikapcbki 3acobwm, Lo NoAalnTbCs Ha AepXaBHy
peecTpaduito (nepepeecTtpadisi), a Takox
eKcnepTu3n martepiasiis Npo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasiB NpoTArom gl
peecTpauiiHoro NocBifg4YeHHs, 3aTBePKEHOr0
Hakaszam MO3 YkpaiHu Big 26.08.2005 Ne 426
(y pepakuii Hakazy MO3 YkpaiHu Big,
04.01.2013 Ne 3); 3miHu | TUnNY - 3miHa

HaliMeHyBaHHs Ta/abo MiCLe3HaX0AKEHHS
BMPOGHMKA rOTOBOTO JiKapCbKOro 3acoby,
BK/TIOYAI0YM MiCLIe MPOBELEHHSA KOHTPOSIO
AKOCTI(BMPOGHMYA AiNbHULA BUNYCKY cepil)

(3MiHa MicL,e3HaxoMKeHHs BUPOGHUKa
(oofaHHA [0 PUANYHOT agpecu, agpecu micus
NpoBaPKEHHSA AiSNIbHOCTI: YKpaiHa, 04080, M.

Kuig, Byn. ®pyHse, 74; 3miHu | Tuny -
AZMiHICTpaTWBHI 3MiHU. 3MiHA HaliMeHyBaHHS
Ta/abo agpecun micLa NPOBaKEHHS AisNIbHOCTI

BMpPOGHUMKA (BK/IKOYAKYM, 32 HEOOXIAHOCTI,
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No
n/n

Hassa

JNliKapcbKo20

3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

MicLie NpoBeAEHHS KOHTPOJIHO SIKOCTI), abo
B/lacHWKa macTep-thaiina Ha A®l, abo
noctavasnibHuka A®Il/BuxigHoro
marepiany/peareHTy/nPoMiKHOIo NPOAYKTY, Lo
3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (SKLLO
3a3HayYeHo Y JOCbE Ha Mikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BifgnosigHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaxeHOMy
[ocbe, abo BMPOOHUKA HOBOI AOMOMIKHOT
PEYOBUHM (AKLWLO 3a3HaYeHo y aocbke) (A5
3aTBepAKeHoro BupobHunka APl Vasudha
Pharma Chem Limited, IHgis 3miHa Ha3BK
wTaty B agpeci BUPO6HMKa BHaCifoK
peopraHiszauii wraTis); 3miHu Il Trny - APl a6o
Aitoya peyosuHa. KoHtponb A®l abo ajtouoi
pevoBuHM. 3MiHa y napameTpax cneuudikawlii
Ta/abo [oMyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha APl abo fitouy peqyoBuHy,
a60 BUXigHWIA/NPOMDKHUIA NpoAYKT/peareHT, LWo
BMKOPWCTOBYIOTLCSA Y Npoueci BUpo6HULTBA
A®| abo gjto4oi pevoBuHM (iHLWi 3MiHK) (3MIHU Y
cneundikauii y po3aini "CynpoBifHi fOMiLLKN"—
npuBefeHHs cneumdikauii y BignoBigHicTb A0
MoHorpadii USP i meToaukun BUpo6HuKa,
[OMOBHEHO NepesiK cTaHfapTHUX 3paskis,
BU/TYYEHHS KPUTEPIO NPUAHATHOCTI
XpomartorpagiyHoi cuctemu woa0
po3paxoBaHol KifIbKOCTi TEOPETUYHUX Tapisok,
p. "MBY" — 3a3Ha4eHO NocuIaHHA Ha gitoye
BuAaHHa EP, "KinbkicHe BU3HaueHHs" -
[OMOBHEHO NepesiK cTaHfapTHUX 3paskis,
pO3paxyHOK Ki/IbKiCHOrO BMICTy nepeBefeHo 3
rpamis Ha minirpamu); CynyTHs 3miHa - A®| abo
nitoya peyoBuHa. KoHTpons A®I abo ajtoyoi
peyoBuHW. 3MiHa Y MeToax BUNpobyBaHHS
A®| abo gjtouoi pevyoBuHU abo
BUXiZAHOIO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6HuLTBa AdDI
abo fjroyoi peyoBuHU (iHLWi 3MiHK) (3MiHa
MeToAMK BUNpobyBaHHs 3a pp. "CynpoBsigHi
nomiwwkn", "MBY", "KinbkicHe BU3HaUYEeHHA")

27.

MEOAKCA

MOpPOLLIOK
niogoinizoBaHwuii
LNt NPUroTyBaHHS

po3unHy Ans
iHdpy3ili (5 mr/mn)

Mepak
IesenbwadT
dorop KNiHiwe
LLnevjansnpe
napate M6X

HimeuunHa

BMPOGHMK, WO

BignoBigae 3a

BMNYyCK cepil,
BTOPWHHE
nakyBaHHS,

HimeuuuH
a

nepepeecTpauist Ha 5 pokiB y 3B A3Ky i3
3aKiHYEHHAM TepMiHy Ajii peecTpavjiiiHoro
nocBig4eHHs; 3MiHn | Trny: 3MiHK Woa0
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHuX
npo cuctemy chapmakoHarnsay (BefieHHs

3a
peyenmom

He nid/isizae

UA/4884/01/01
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKoska) nocsioyeHHs1
no 50 mry MapKyBaHHS, y3arasibHeHUX AaHunx npo cuctemy
cpnakoHax Ne 1 KOHTPO/b/BUNPO6 thapmakoHarIfay, 3miHa ynoBHOBaXeHo!
yBaHHs cepiii: ocobu, BignoBigasibHOT 3a 34iACHEHHS
Megak thapMaKoHar/Isifly; KOHTaKTHOI 0Co61 3
Fesenbliadt chapmakoHarnazy 3asiBHUKa 415 34iACHEHHS

dotop KNiHiwe
Lneujanbnpenap
are mM6X,
HimeuunHa;
BUPOGHNK, LLO
BignoBigae 3a
BMNycK chopmu in
bulk, nepBnHHe
naxkyBaHHs,
KOHTPO/1b/BMNPO6
yBaHHS cepili:
OHkoTek Papma
MpopakiwH M6X,
HimeuunHa

thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
thapmakoHarnsgy (Bkouatoum KOHTaKTHiI AaHi)
Ta/abo 3MiHM y po3MilLleHHI macTep-ghaiina
cuctemu hapmMakoHarnsgy) 3MiHa KOHTakTHUX
[AaHVX YNOBHOB&XEHOI 0Co6U 3
hapmakoHarnsagy 3asBHuka. 3MiHu | Tuny:
3MiHu 3 aKocTi. CepTudikaT BignosigHocTi/lE-
cepTugikaT BiANOBIAHOCTI €BpPONEnchbKil
thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOB/IEHOrO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikarta BifnoBigHOCTI
€Bponelicbkiii hapmakonei: ana A®l; ons
BUXiAHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXKHOI pe4yoBUHM
(cepTuchikaT BignoBigHOCTI EBponelickkiii
hapmakonei) - OHoBneHWiA cepTudikar Bif yxe
3aTBEPAKEHOTO BUPOOHMKA — NOAAHO
OHOBJ/IEHWIA cepTUdiKaT BignoBigHOCTI E® ans
L0401 PEYOBVHW OKCaNinNaTuHy Bif
3aTBEPAKEHOro BUpobHuka Heraeus
Deutschland GMBH & CO. KG, HimeuuunHa 3i
3MiHOK Ha3BW 3aTBEPAKEHOTO BUPOOHMKA;
3MiHu | TUNY - FoTOBWMIA Nikapcbkuii 3aci6.
B1po6HMLTBO. 3MiHK, LLIO CTOCYIOTLCSA BUMYCKY
cepii Ta KOHTPOJIHO SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo fgofaBaHHA Ai/bHUL, Ha
AKilA 3iACHIOETLCSA KOHTPO/b/BUNPOBYBaHHS
cepii) (pofaHHs dyHKLi
KOHTPO/b/BUNPOGYBaHHSA cepil 4518 BUPOOHWKIB
Megak MesenbadT gotop KiHie
Lneujanbnpenapate M6X /HimeuunHa Ta
OHkoTek ®apma MNpogakwH M6Xx); 3miHu |
Tuny - Jlikapcbki 3ac06U. 3MiHW 0 iCHYHOUOT
cucTeMu dpapmakoHarnsgy, Sk 3asHavyeHo B
onuci cuctemn dhapmakoHarnagy (3miHa B
KOHTaKTHUX [laHWNX YNOBHOBaXeHOT 0cobm,
BiANOBIAaUIbHOI 3a hapmakoHarnag); 3minu |
TUny - 3MiHa HalimeHyBaHHs Ta/abo
MiCLIe3HaXOKeHHs 3asBHMKa (BNacHUKa
peecTpaLiiiHoro noceig4yeHHs) (3MiHa
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKOBKa) nocsio4yeHHs
HaliMeHyBaHHs Ta MiCLe3HaxXOMKEHHS
3asBHMKa, 6€3 3MiHW PUANYHOT agpecn);
3Mminu | TUNY - 3MiHa HalimeHyBaHHS Ta/abo

MiCLIe3HaXOMKeHHA BUPOOHMKA roTOBOrO
nNiKapcbkoro 3acoby, BkIoYaum Micle
NPOBeAEHHS KOHTPO/II0 AKOCTI(BMPOOHUYA
AinbHUUA BUMYCKy cepii) (3MiHa HaliMeHyBaHHs
Ta MicLe3HaxX0MKEeHHS BUPOOHMKa); 3MiHu |
Tuny - CeptudikaT BignoBigHOCTI
€Bponelicbkii hapmakonei/CepTudikar
BiAnoBiaHOCTI €Bponelickbkiin hapmakonel
oo rybuartoi eHuecbanonarii. MogaHHs
HoBOro abo OHOB/IEHOrO cepTudikaTa
BiANoBiAHOCTI EBponeiickbkili hapmakonei gnsi
A®I| abo fitouoi peyoBMHW/4Ns BUXIAHOMO
marepiany/peareHTy/nPoMiKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTLCH Y BUPO6HMLTBI APl abo
Aito40T pevoBNHN/ANSA [OMNOMIKHOI PEUOBUHM
(cepTudpikaT BignoBigHOCTI EBpoNeNiChKii
thapmakonei) - oHoBNeHWl cepTudikart
BiANOBIAHOCTI Bif, Ail04YOro BUPOOHUKA
(oHOBREHWIA cepTudikaT BiAMNOBIAHOCTI Bif,
Lito4oro BMpobHUKa, 415 Aio40T peqyoBrHN
Oxaliplatin); 3miHu | TURY - FOTOBWIA NiKapCbkuii
3aci6. KOHTpOnb roTOBOro MikapCbKoro 3acoby.
3MmiHa y meTogax BUnpobyBaHHsA rOTOBOrO
NiKapcbKoro 3acoby (HesHayHa 3MiHa y
3aTBepKEHNX MeToAax BUNPOOYBaHHS)
(He3HauHa 3MiHa y p. 3.2.p.5.2. «CynyTHi
Aomiwwkm» "Impurity B (Diaguocyclo-hexane-
1,2- diamine-platinum)" ( metog BEPX) B
NpUroTyBaHHi CTaHAAPTHUX PO3UMHIB, B
dhopmyni po3paxyHky; 3MiHa B cneuudikaii);
3MiHu | TUnYy - CepTudiikaT BiANOBIAHOCTI
€Bponelicbkilt hapmakonei/CepTudpikar
BiANOBiAHOCTI EBponelicbkin hapmakonei
LoAo ryéyaroi eHuedanonarii. NMogaHHA
HOBOro abo OHOBNEHOro cepTudpikata
BiANOBIAHOCTI EBponeiickkil hapmakonei ans
A®I| abo fitoyoi pevoBMHW/ANA BUXIAHOMO
marepiany/peareHTy/NpoOMKHOIo NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD| abo
Liro40i pevyoBUHW/AA AONOMDKHOT PEYOBUHU
(cepTuchikaT BignoBigHOCTI EBponelickkiii
hapmakonei wogo ryéuartoi eHuedanonarii
ons A®l abo fjto4oi pevyoBuHU /BUXiZHOTO
MaTepiany/peareHTy/NpoMiXKHOro nNpoaykTy abo
[L0MOMDDKHOI peYOBMHM) - OHOB/IEHUIA
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No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

cepTuaikaT BiANOBIAHOCTI Bif Ai04Oro
BMPOGHMKA (BHECEHO OHOBJIEHWI cepTudikaT
BignosigHocTti R1- CEP 2003-278-Rev 04 Big,
aitoyoro BMpo6Huka, HERAEUS Precious
Metals & Co.KG Germany 63450 Hanau gns
Aitoyoi peyosrHy Oxaliplatin Ta BignoBigHi
3MiHM go T. "Related substance"); 3minu | Tuny
- Nlikapcbki 3ac06u. 3MiHM [0 ICHYYOI cucTeMu
thapmakoHarnagy, sik 3a3Ha4eHo B OnuCi
cucTemu dhapmMakoHarnagy (3miHa ginbHui, Lo
NPOBOAUTL AiSNIbHICTb 3 (hapMakoHarnsgy);
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuin 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYyBaHHA rOTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MmiHa y 3aTBEPMXEHNX MeTofax
BUNPO6YBaHHS) (BHECEHO HE3HaYHI 3MiHU A0
MeTofiB KOHTposto 13 T. «bakTepianbHi
E€H/I0TOKCUHW»)

28.

MEJAKCA

MOPOLUOK
niocpinizoBaHuit
ONA NpUroTyBaHHSA
PO34unHy Ans
iHcpy3ii (5 mr/mn)
no 100 mry
onakoHax Ne 1

Megak
lesenbluadT
dorop KNiHiwe
Lneujansnpe
napate M6X

HimeuunHa

BUPOOBHWK, LU0
BignoBigae 3a
BMNYCK cepil,
BTOPWHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/1b/BUNPO6
YBaHHS cepi:
Mepak
lesenbwadt
dotop KNiHiwe
Lneujansnpenap
are M6X,
HimeuyuunHa;
BUPOGHMK, WO
BignoBigae 3a
BUNycK chopmu in
bulk, nepsuHHe
nakyBaHHS,
KOHTPO/1b/BMNPO6
YBaHHS cepii:
OHkoTek dPapma
MpopakiwH MmoX,
HimeuunHa

HimeyuunH
a

nepepeectpavis Ha 5 pokiB y 3B A3Ky i3
3aKiHYeHHsIM TepPMiHY Aii peecTpauiinHoro
noceig4yeHHs; 3MiHn | Trny: 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeefieHHs1 a60 3MiHV [0 y3arasibHeHUX JaHnX
npo cuctemy chapmakoHarnsgy (BefeHHs
y3araslbHeHVX faHux npo cuctemy dpapma-
KoHarnsgy, 3mMiHa ynoBHOBaXXeHoi ocobu,
BiANOBiAaNbHOI 3a 3ilicCHEHHA thapmako-
Harnagy; KOHTaKTHOI 0cobu 3 hapmakoHarnsgy
3asiBHMKa 4N 34iCHEeHHA hapmakoHarisgy B
YKpaiHi, AKLLO BOHA BiAMIHHA Bif, YNOBHOBaX-
XXEHOT 0co6M, BiANOBIAANLHOI 3a 3AiACHEHHS
hapmakoHarniagy (BKIroYatoUmM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI macTep-gaiina
cuctemu chapmakoHarnagy) 3miHa KOHTaKTHUX
[aHux ynoBHOBaXeHOT 0coby 3 hapmakoHar-
nsaay 3asBHYKA. 3MiHM | TUNY: 3MiHW 3 SIKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI €BpoNelichbkili hapmakonei/-
MoHorpadii. MogaHHA HOBOro abo OHOB/EHOTO
cepTudikaTa BigNOBIAHOCTI 260 BUNYYEHHSA
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
thapmakonei: ana Adl; ons BUXigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS y BUPOOHULTBI ADI; ans
[0NOMDKHOT pevyoBrHK (cepTudpikat
BiNOBIgHOCTI €Bponelickkili hapmakonel) -
OHoBneHW cepTudiikar Big yxe

3a
peyenmom

He niosisizae

UA/4884/01/02
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Ne Ha3ssa ®opma BUIMYCKY 3asasHUK Kpaina BupobHuk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamvysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKoska) nocsioyeHHs1

3aTBEPAKEHOTO BUPOOHMKA — NOAAHO
OHOBJIEHWIA cepTUdiKaT BignoBigHOCTI E® ans
L0401 PEYOBVHM OKCaNinNaTuHy Bif
3aTBEpAKEHOro BUpobHuka Heraeus
Deutschland GMBH & CO. KG, HimeuuunHa 3i
3MiHOK Ha3BW 3aTBEPAKEHOTO BUPOOHMKA;
3MiHu | TUNY - FoTOBWMIA Nikapcbkuii 3aci6.
B1po6HMLTBO. 3MiHK, LLLO CTOCYIOTLCSA BUMYCKY
cepii Ta KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo fgofaBaHHA Ai/bHUL, Ha
AKilA 3AiACHIOETLCSA KOHTPO/1b/BUNPOBYBaHHS
cepii) (AoaaHHA PyHKLiT KOHTPOL/BUNPO-
6yBaHHS cepii g5 BMpobHUKiB Mepak
lesenbwadT dhrop kniniwe LWnevuiansnpena-
pate m6X /HimeuumHa Ta OHKOTek Papma
MpogakwH M6x); 3miHu | Tuny - Jlikapcbki
3aco6u. 3MiHM [0 ICHYYOI cucTeMu
thapmakoHarnagy, sik 3a3Ha4eHo B OnuCi
cuctemy chapmakoHarnsgy (3miHa B
KOHTaKTHUX [laHWNX YMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a hapmakoHarnag); 3minu |
Tuny - 3MiHa HalimeHyBaHHs Ta/abo
MiCLIe3HaxXOKeHHs 3asBHMKa (BNacHUKa
peecTpauiiHoro nNocBig4eHHs) (3MiHa
HaliMeHyBaHHS Ta MiCLLe3HaxXOMKEHHS
3asBHMKa, 6€3 3MiHW PUANYHOT agpecn);
3Mminu | TUNY - 3MiHa HalimeHyBaHHs Ta/abo
MiCLIe3HaXOMKeHHA BUPOOHMKA roTOBOrO
NiKapcbkoro 3acoby, BKIoYaum Micle
NPOBeAEHHS KOHTPO/IH0 AKOCTiI(BMPOOHUYA
AinbHUUA BUMYCKy cepii) (3MiHa HaliMeHyBaHHs
Ta MicLe3HaxXoMKEeHHS BUPOOHMKa); 3MiHu |
Tuny - CeptudikaT BignoBigHOCTI
€Bponelicbkiii hapmakonei/CepTudpikar
BiAnoBiaHOCTI EBponelickbkiit hapmakonel
oo rybuartoi eHuecbanonarii. MogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANoBiAHOCTI EBponeiickbkili hapmakonei ansi
A®I| abo gitouoi peyoBMHW/4Ns BUXIAHOMO
marepiany/peareHTy/NPoOMiKHOIO NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPO6HMLTBI APl abo
Aito40T pevoBMHU/ANSA [OMNOMIKHOI PEUYOBUHM
(cepTudpikaT BignoBigHOCTI EBpoNeNichKii
thapmakonei) - oHoBNeHWl cepTudikat
BiANOBIAHOCTI Bif, Ail04YOro BUPOOHUKA
(oHOBREHWIA cepTudikaTt BiAMNOBIAHOCTI Bif,
Lito4oro BMpobHUKa, 415 4401 peqyoBrHN
Oxaliplatin); 3miHu | TNy - FOTOBWIA NTiKapCbkuii




35

No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

3aci6. KOHTpOnb roTOBOro MikapCbKoro 3acoby.
3MmiHa y meTogax BUnpobyBaHHsA roTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBepKEHNX MeToAax BUNPOOYBaHHS)
(He3HauHa 3MiHa y p. 3.2.p.5.2. «CynyTHi
Aomiwwkm» "Impurity B (Diaguocyclo-hexane-
1,2- diamine-platinum)" ( metog BEPX) B
NpUroTyBaHHi CTaHAAPTHUX PO3UMHIB, B
dhopmyni po3paxyHky; 3MiHa B cneuudikaii);
3MiHu | TUnYy - CepTudiikaT BiANOBIAHOCTI
€Bponelicbkilt hapmakonei/CepTucpikat
BiANOBiAHOCTI EBponelickbkin hapmakonei
LoAo rybyaroi eHuedanonarii. NMogaHHA
HOBOro abo OHOBNEHOro cepTudpikata
BiANOBIAHOCTI EBponeiickbkil thapmakonei ans
A®I| abo fitoyoi pevoBMHW/ANA BUXIAHOMO
marepiany/peareHTy/NPoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUpOOHULTBI A®l abo
Liro40i pevyoBUHW/AA AONOMDKHOT PEYOBUHU
(cepTuchikaT BignoBigHOCTI EBponelickkiii
hapmakonei wogo ryéuartoi eHuedanonarii
ons A®l abo fjto4oi pevyoBuHM /BUXiZHOTO
MaTepiany/peareHTy/NpoOMiKHOro NpoaykTy abo
[LOMOMDKHOT PEYOBMHM) - OHOB/IEHWIA
cepTuaikaT BiANOBIAHOCTI Bif Ai04Oro
BMPOGHMKA (BHECEHO OHOBJIEHWI cepTuddikaT
BignosigHocTti R1- CEP 2003-278-Rev 04 Big,
aitoyoro BMpo6Huka, HERAEUS Precious
Metals & Co.KG Germany 63450 Hanau agns
Aitoyoi peyosrHy Oxaliplatin Ta BignoBigHi
3MiHM go T. "Related substance"); 3minu | Tuny
- Nlikapcbki 3ac06u. 3MiHM [0 ICHYUOI cucTeMu
thapmakoHarnagy, sik 3a3Ha4eHo B OMnuCi
cucTemu dhapmMakoHarnagy (3miHa ginbHui, Lo
NPOBOAUTL AiSNIbHICTb 3 (hapMakoHarnsgy);
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BUNPO6YBaHHS) (BHECEHO HE3HaYHI 3MiHU A0
MeTofiB KOHTposto 13 T. «bakTepianbHi
©HA0TOKCUHUN»)

UA/4884/01/03

29.

MEJAKCA

MOPOLLOK
niocpinizoBaHuit
NS NPUroTyBaHHs
po34nHy Ans

Megak
lesenbluadT
dorop KNiHiwe
Lneujansnpe

HimeuunHa

BUPOOBHNK, LLO

BignoBigae 3a

BMNYCK cepil,
BTOPVHHE

HimeyuunH
a

nepepeectpavis Ha 5 pokiB y 3B A3Ky i3
3aKiHYeHHsIM TepPMiHY Aii peecTpauiinHoro
noceig4yeHHs; 3MiHn | Trny: 3MiHK Woa0
6e3neku/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeefieHHs1 260 3MiHV A0 y3arasibHeHUX faHnx

3a
peyenmom

He niosisizae
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKO20 (nikapcbka sionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKoska) nocsioyeHHs1
iHcpya3iit (5 mr/mn) napate mM6X nakyBaHHS, npo cuctemy chapmakoHarnsgy (BefeHHs
no 150 mry MapKyBaHHS, y3ara/ibHeHNX AaHux Npo cuctemy
onakoHax Ne 1 KOHTPO/b/BUNPO6 cbapmaxoqarnﬂ,q,y, 3MiHa ynosHPBa)KeHo'l'
yBaHHA cepili: ocobu, BiANOBiAaIbHOT 3a 34iiCHEHHS
Megak chapmakoHarnszy; KoHTakTHoT o<_:96w 3
esenbluadt thapmakoHarnsgy 3asiBHUKa Ans 34iCHEHHS

dotop KNiHiwe
LWneujansnpenap
are m6X,
HimeuuunHa;
BUPOOBHNK, L0
BignoBigae 3a
BMNycK chopmu in
bulk, nepsuHHe
nakyBaHHs,
KOHTPO/1b/BUNPO6
yBaHHS cepili:
OHKoTek Papma
MpopakiwH M6X,
HimeyunHa

hapmakoHarnagy B YKpaiHi, KLU0 BOHA
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy (BK1rovaoUm KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
cuctemu chapmakoHarnsgy) 3miHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6U 3
dhapmakoHarnsgy 3asBHuka. 3miHu | Tuny:
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWIyYeHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BUXiAHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHMLUTBI A®I; Ana AONOMDKHOT peyoBUHU
(cepTudpikat BigNOBIAHOCTI €BpONENChKil
thapmakonei) - OHOBNEHUIA cepTudikat Bif yxe
3aTBEPAKEHOTO BUPOOHMKA — NOAAHO
OHOBJIEHUIA cepTudiikaTt BignosigHocTi E® ans
L0401 pevoBUHY OKCanNinnaTuHy Bif
3aTBEPAKEHOr0 BUpOGHMKa Heraeus
Deutschland GMBH & CO. KG, HimeuunHa 3i
3MiHOI Ha3BW 3aTBEPL)KEHOr0 BUPOOHUKA,;
3MiHu | TUNY - FoTOBWIA Nikapcbkuii 3aci6.
B1pOo6HMLTBO. 3MiHW, L0 CTOCYOTLCS BUMYCKY
cepii Ta KOHTPOJI0 AKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo foAaBaHHS AiNTbHUL, Ha
AKili 34IICHI0ETLCS KOHTPO/b/BUNPOBYBaHHSA
cepii) (BoaaHHA OYHKLiT KOHTPONL/BUMPO-
6yBaHHs cepii ANns BUpobHukiB Megak
IesenbadT dhrop KniHiwe Lneuianb-
npenapare M6X /HimeuurHa Ta OHKOTEK
dapma MpogakiH M6X); 3MiHun | TUny -
Nikapcbki 3ac06M. 3MiHM A0 iCHYIOYOT cucTeMm
dhapmakoHarnsgy, sik 3asHayeHo B OMUCI
cuctemu hapmakoHarnsgy (3miHa B
KOHTaKTHUX AaHnX YNOBHOB&XEHOI 0CobM,
BiAnoBigasIbHOI 3a dhapmakoHarnsg); 3miHu |
TUny - 3MiHa HalimeHyBaHHs Ta/abo
MiCLie3HaxX0MKEHHS 3asBHMKA (B/1acHMKa
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKOBKa) nocsio4yeHHs
peecTpauiiHoro nNocBig4eHHs1) (3MiHa
HaliMeHyBaHHs Ta MiCLLe3HaxXOAKEHHS
3asBHVKa, 6e3 3MiHV IpPUANYHOT agpecm);

3MmiHu | TUNy - 3MiHa HalimeHyBaHHs Ta/abo
MiCLIe3HaXOKeHHSA BUPOGHMKA rOTOBOrO
Nikapcbkoro 3acoby, BkoUakum Micue
NPOBEeEHHA KOHTPOSII0 SKOCTI(BUPOBHNYa
AinbHUUSA BUNYCKY cepii) (3MiHa HaliMeHyBaHHs
Ta MicLe3HaxoMmKeHHs BUPOOHYKa); 3MiHu |
Tuny - CeptudikaT BiANOBIAHOCTI
€Bponelicbkilt hapmakonei/CepTucpikat
BiANOBiAHOCTI EBponelickbkin hapmakonei
LoAo rybyaroi eHuedanonarii. NMogaHHA
HOBOro abo OHOBNEHOro cepTudpikata
BiANOBIAHOCTI EBponeiickbkil thapmakonei ans
A®I| abo fitoyoi pevoBMHW/ANA BUXIAHOMO
marepiany/peareHTy/NPoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUpOOHULTBI A®l abo
Liro40i pevyoBUHW/AA AONOMDKHOT PEYOBUHU
(cepTuchikaT BignoBigHOCTI EBponelickkiii
thapmakonei) - oHoBNeHui cepTudikar
BiANOBIAHOCTI Big, Ail04Oro BUPOGHUKaA
(oHOBNEHWIA cepTUdikaT BiAMNOBIAHOCTI Bif,
Lit040ro BUpOBHUKa, A4/151 A4i0Y40T pevyoBrHA
Oxaliplatin); 3miHu | TURy - FOTOBWIA NlikapcbKuii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3miHa y MeToAax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpAXEHNX MeToAax BUNPOOYBaHHS)
(He3HayHa 3miHa y p. 3.2.p.5.2. «CynyTHI
nomiwkm» “Impurity B (Diaguocyclo-hexane-
1,2- diamine-platinum)" ( metog BEPX) B
NPUroTyBaHHi CTaHAAPTHUX PO3YMHIB, B
hopMy i po3paxyHKy; 3MiHa B cnevmdikadii);
3MiHu | TUny - CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakonei/CepTudikar
BiANoOBiAHOCTI EBponelichbkin hapmakonei
uofo ryéuartoi eHuedbanonarii. MogaHHa
HOBOro abo OHOB/IEHOro cepTudpikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei ans
A®I abo fitoyoi peyoBnHU/ AN BUXIAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUp0o6HULTBI A®l abo
LYol pevyoBUHW/AIA AONOMDKHOT PeYOBUHU
(cepTudpikat BigNOBIAHOCTI €BpONENCHKil
thapmakonei oo ryéyaroi eHuedanonarii
onsa A®l abo fjtoyoi pevyoBuHY /BUXIAHOTO
mMarepiany/peareHTy/npomMiKHOTO NpoayKTy abo




No
n/n

Hassa

dopma BuUMyCKy

3asBHUK

Kpaina

38

JNliKapcbKo20
3acoby

(nikapcbka
popma,
yrnakoskKa)

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu

Peknamysa
Bionycky

HHSA

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

30.

METOTAB

Tabnetkn 2,5 mr Ne

Mepak

HimeuunHa

[L,0MOMIXHOT PEYOBWHMN) - OHOB/IEHWIA
cepTudikaT BiANOBIAHOCTI Bif Ai04Oro
BMPO6HMKA (BHECEHO OHOBMEHW cepTudikaT
BignosigHocTi R1- CEP 2003-278-Rev 04 Big
nitovoro BupobHuka, HERAEUS Precious
Metals & Co.KG Germany 63450 Hanau gns
niroyoi pevoBuHM Oxaliplatin Ta BignoBigHi
3MiHM go T. "Related substance"); 3mitum | Tuny
- Nikapcbki 3ac06u. 3MiHW A0 iCHYtO4O0i cucTemu
dhapmakoHarnsgy, sik 3asHayeHo B ONUCI
cucTemu hapmMakoHarnagy (3miHa ginbHui, Lo
NPOBOAUTL AiS/IbHICTb 3 (dapMakoHarnsay);
3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPOOYBaHHSA) (BHECEHO HEe3HAuHi 3MiHV A0
MeTofiB KOHTposto 13 T. «bakTepiasibHi
©HA0TOKCUHM»)

30, Ne 100 y
onakoHax

lesenbwadT
dotop KiHiLe
LLneujansbnpe
napate mM6X

Bnpo6HuK, Lo
BiAnosigae 3a
MapKyBaHHS
nepBuHHOT

ynakoBKM,
BTOPWHHE
nakyBaHHs,
KOHTPO/1b/BUNPO6
yBaHHs cepii Ta
3a BUNycK cepii:
Mepak
lesenbwadt
dotop KNiHiwe
Lneujansnpenap
are M6X,
HimeuyuunHa;
Bupo6HuK, Lo
BignoBigae 3a

HimeuuuH
a

nepepeecTpauisi Ha 5 pokiB y 3B 53Ky i3
3aKiHYEHHAM TepMiHy Ail peecTpaduiiiHoro
nocsigyeHHs; 3MiHn | TUny: 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. KOHTPOIb FOTOBOrO
nikapcbkoro 3aco6by. 3mMiHa napaMmeTpis
cneumdgikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO NKAPCbKOro 3acoby — NpMBEAeHHS
nepeknagy po3gisy «Onuc» 4o opuriHaIbHNX
mMarepianis BUPOGHMKA (3aTBEPAXKEHO: XeNTble,
crerka ¢ MpaMOpHOCTbIO, Kpyr/ble
[BOSIKOBbINYK/Ible TabneTkv; 3anponoOHOBaHO:
XenTble, Kpyr/ible ABOAKOBbINYK/ble TAbNETKM,
[0nycKatoTCcs BKpanseHns); BHECEHHS 3MiH A0
peecTpauiiHnx matepianis: 3miHu | Tuny -
3MiHa HalimeHyBaHHA Ta/abo
MiCLIe3HaxXOpKeHHs 3asBHMKa (BNacHUKa
peecTpauiiiHoro noceig4eHHs1) (3MiHa Ha3Bu Ta
MiCLLe3HaxXOMKEHHS 3asBHUKa, 6e3 3MiHK
opUAnMYHOT 0co6M); 3MiHK | TUNy - 3MiHa

BUPOGHNLITBO HaliMeHyBaHHs Ta/abo MicLle3HaXOIKEHHS

[OTOBOI BMPOBHMKA rOTOBOTO J1iKapCbKOro 3acoby,

[1030BaHOI BK/II04I0UM MiCLLE MPOBE/IEHHSA KOHTPO/IO

chopmn, AKOCTI(BUPOGHIUYA AiNbHULIA BUNYCKY Cepii)

nepBMHHeE Ta (3miHa Ha3BM Ta MICLIe3HaXOMKEHHSA BUPOGHIKa

N3 6€e3 3MiHM MicLsA BUPOOHMLTBA

BTOpUHHE (NpvBeAeHHA y BiANOBIAHICTL A0 BUCHOBKY
nakyBaHHs, LOA0 NiATBEPKEHHS BiANOBIAHOCTI

MapKyBaHHA BUPOBHMLTBA JTIKAPCKMX 3aC06IB BUMOram

3a
peyenmom

He nidsisi2ae

UA/11318/01/01
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKoska) nocsioyeHHs1
nepBUHHOT Has1IeXHOoT BUpO6HUYOT npakTukn (GMP),
yNakoBKW, BUAaHoro JepxaBHOI Cnyx60t0 YkpaiHu 3
KOHTPO/b/BUNPO6 NikapcbKux 3acobis 3 n_eupeniKOM N3) 1a
yBaHHs cepil: 3a3HaYeHHs B peecTpaLliiiHnx MaTepianax
Excenna MM6X, dhyHKLiOHa/TbHMX 060B’A3KIB HA BUPOGHNUIi
HimMeuunHa; LinbHUUI); 3MiHK | TUNY - FTOTOBWIA NiKapCbKuiA

BUpo6HWK, Lo
BignoBigae 3a
MapKyBaHHs
nepBrHHOI
ynakoBKM,
BTOPUHHE
nakyBaHHS,
KOHTPO/Ib/BMNPO6
yBaHHSA cepil:
Xaynt ®apma
BondpatwayceH
M6X,
HimeuunHa

3aci6. BupobHuyTBO. 3amiHa abo BBEAEHHS
[04aTKOBOT AifbHULL BUPOBHULITBA A5
YacTvHy abo BCbOro BUPO6GHMYOro npoLecy
roTOBOrO /likapCbKOro 3acoby (iHLLi 3MiHK)
(BuHeceHHs doyHKUioHaNbHNX 060B'A3KIB Ta
3a3HavyeHHs Ha3B Ta afpec BUPOOHWKIB
BiANOBIAA/IbHUX 3@ BUPOGHMLTBO NiKAPCLKOro
3aco6y); 3MiHu | Tuny - 3MiHa HaliMeHyBaHHs
Ta/abo MicLe3HaxoMKeHHS BUPOGHMKa
roTOBOrO /liKapCbKoro 3acoby, BKIoYaun
MicLie NpOBeAEeHHS KOHTPOIO AKOCTI (YCi iHLWi
AinbHWL) (3MiHa Ha3BW BMPOGHMKa Heumann
PCS GmbH, Germany Ha Excella GmbH,
Germany, BifnoBigHO A0 aKTyasibHOT NiLeHsil
Ha BMPO6HULITBO. BMpobHuya ainbHuuA Ta BC
BMPOGHMYI onepaLiii 3anmLwaTbes
He3MiHHMMK); 3MiHKW | Tuny - FoTOBMIA
nikapcbkuii 3aci6. BUpobHNLTBO. 3MiHW, WO
CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[0AaBaHHA AiNbHULI, Ha KA 34iNCHI0ETLCA
KOHTPO/b/BUNPO6YBaHHSA cepii) (BBeAEHHS
[08aTKOBUX AiNbHULb
KOHTPO/0/BUNPOBYBaHHA cepii 415 BUPOOHWKIB
Megak 'esenbliadT rop KniHiwe
Lneuianbnpenapare m6X, HimeuunHa,
Ekcenna 'm6X, HimeuunHa, Xaynt dapma
BondpatwayceH M'm6X, HimeuunHa -
npvBefeHHs 3aTBepaKeHOI HOpMaTUBHOT
[OKyMeHTaUii y BignoBiAHICTb A0 OHOBEHOI
[OOKyMeHTaUii BUpo6HMKa); 3MiHu | Tuny -
[oTOBWI1 Nikapcbkuii 3aci6. KOHTposib roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMUX MEX
rOTOBOrO NiKapCbKOro 3acoby (iHLUi 3MiHK)
(BHeceHHs A0 3aTBepAXeHOl cneumdikauii
NiMITIB «Ha TepMiH NpuaaTHOCTI» AN
nokasHukis MKA N13: «2.04HopIAHICTb Macu»,
«6.04HOpPIAHICTb BMICTY», «8. Po3nagaHHs» -
NnpuBeAEeHHA y BiANOBIAHICTb A0 AOKYMeHTau;l
BMpOOHUKaA. B fOCbE HA MOMEHT peecTpali
nikapcbKoro 3acoby mictunacs cneyudikadis
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Ne Ha3ssa ®opma BUIMYCKY 3asasHUK Kpaina BupobHuk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamvysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKoska) nocsioyeHHs1

«Ha TepMiH NpuAaTHOCTI», ane BoHa He byna
BigobpaxeHa B MeToAax KOHTPO AKocTi J13.
MpuBeaeHHs MeToankn «MikpobionoriyHa
yucToTa» y BiANOBIAHICTL A0 po3ainis 2.6.12,
2.6.13 i 5.1.4, pitoyoi pefakuii rapMoHi3oBaHoT
€poneiicbkoi Papmakonei. MNprBegeHH:
nokasHWkiB cneuudikauii «3. laeHTudikayis»,
«6. OAHOPIAHICTL BMICTY», «9.BMIiCT BOAN» Y
BiANOBIAHICTb A0 peecTpaLiiiHoOro Aockbe
BMPOOHKKa, Lo ByN0 NoJaHO Ha peecTpaviio.
3MiH 00 AaHUX NOKA3HUKIB B JOCLE HE
BifAbyBaeTbCA); 3MiHN | TUNY - FOTOBWMIA
nikapcbkuin 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYyBaHHA rOTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPOGYBaHHS) (ONUC aHaNITUYHOT METOAMNKM
6yn0 afanToBaHo [0 BHYTPILWHIX CTaHAAPTIB
KOMMaHii. BigHOCHWIA Yac yTpuMaHHs,
LIBUAKICTb NOTOKY i 06CAr BNPUCKYBaHHS
BiAKOPUroBaHoO BiAMNOBIAHO A0 3BITY 3 Banigaw,i,
BK/TIOYEHOr0 [10 PEECTPaLifiHOro A0ChE.
O6u4nCNeHHA OHOBMEHO BiANOBIAHO A0
BHYTPILLHIX cTaHgapTiB. He Big6ynocs xoaHnx
3MiH y MeTofax abo BUKOPUCTOBYBaHUX
mMatepianax); 3miHu | Tuny - Ceptucpikat
BiANOBIAHOCTI EBpONenchbkili
thapmakonei/CepTudiikaT BiANoBiAHOCTI
€Bponeiicbkii hapmakonei woao ryéyaroi
eHuedanonarii. MogaHHA HoBoro abo
OHOB/IEHOTO cepTudliKaTa BifnoBigHOCTI
€Bponelicbkilt hapmakonei gnst A®l abo
Aito40T peyoBMHWU/ANSA BUXIGHOTO
marepiany/peareHTy/nPoMiKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPO6HMLTBI APl abo
Aito40T pevoBHN/ANSA [OMNOMIKHOI PEUOBUHM
(cepTudpikaT BignoBigHOCTI EBpoNeNiChKii
thapmakonei) - oHoBNeHW cepTudikat
BiANOBIAHOCTI Bif, Ail04YOro BUPOOHUKA
(nogaHHs oHoBneHoro CEP (NeR1-CEP 2000-
024-Rev 05) ans A®l Methotrexate Big
3aTBepmxeHoro BupobHuka (Excella GmbH,
Germany); 3MiHu | TUny - Jlikapcbki 3acobu.
3MiHM [0 iCHYIO4OI cucTeMy hapMakoHarnsaay,
SIK 3a3Ha4YeHO B OMUCi CUCTEMM
hapmakoHarnsgy (3miHa B KOHTaKTHUX JaHUX
yNOBHOBaXEHOI 0c06M, BignoBiganbHOI 3a
hapmakoHarang); Jlikapcbki 3acobu. 3miHn ao
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Ne Ha3ssa ®opma BUIMYCKY 3asasHUK Kpaina BupobHuk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamvysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKoska) nocsioyeHHs1

iCHYto4OT cucTemun dhapmakoHarniagy, aK
3a3HayeHo B ONuci cucteMun chapmakoHarnsay
(iHWi 3MmiHW oo cuctemun hapmakoHarnsay, ski
He BMAVBat0Tb Ha (PYHKLOHYBaHHSA cCUCTEMM
thapmakoHarnagy (Hanpuknag, 3MiHn
po3TallyBaHHS OCHOBHOMO apxiBy,
aAMiHICTPATUBHI 3MiHW/, OHOBJ/IEHHS CKOPOYEHb,
3MiHM LWoA0 Ha3BW hyHKLii/npoueayp); 3minu |
Tuny - Jlikapcbki 3acobun. 3miHa y KOpoTKili
XapaKTepucTu1Li Nikapcbkoro 3acoby, IHCTPYKLT
AN MeAMYHOro 3acToCyBaHHSA, MapKyBaHHi
yMakoBOK reHepUYHNX/KOMBIHOBaHMX/-
6ionoAibHNX Nikapcbkmx 3aco6iB MiC/IA OLiHKN
TIET X 3MiHK WOA0
pedyepeHTHOro/opuriHasIbHOro Mikapcbkoro
3ac00y (BNpoBamXeHHs 3MiH(1), Wwoao skmx(or)
3a8BHUK HE HA@€ XOLHMX HOBKX A0AATKOBUX
AaHnx) (BHecTun 3MiHM A0 iHCTPYKLii y po3ginu:
Moka3aHHs, Aitn. MNpoTunokasaHHs. B3aemogis
3 HWMMK NikapCbKMMK 3acob6amu Ta iHLWi BUAn
B3aemogiin. OcobMBOCTi 3aCTOCYBaHHS.
3acTocyBaHHS Y nepiog, BariTHoCTi abo
rogyBaHHs rpyaato. Cnocib 3actocyBaHHs Ta
no3w. MepeposysaHHs. Mob6iyHI peakuii, 3rigHO
IHCTPYKLUT A9 MeAMYHOro 3acTOCyBaHHSA
pedpepeHTHOro METOTPEKCAT «EBEBE»);
3MiHn | TURY - Jlikapcbki 3acobu. BHeceHHs
3MiH(1) Ha BuMory MO3 3rigHo 3
pekoMeHAaLsIMU HaLioHaIbHUX KOMMNETEHTHUX
opraHiB, MbXKHapogHMX OopraHisavii,
perynsaTopHUX areHLuiid iHWKnX KpaiH nicns
OLLiHKM HerainHoro obMeXeHHs LWoao 6e3neku,
MapKyBaHHSA, XapakTepHOoro Ansa nesHol
hapmakosoriyHoi Ta/abo
chapmakoTepaneBTUYHOI rpynu, perynsapHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neku, nnaHy
ynpaBiHHA PU3VKamm, KOHTPOSTbHUX
3axogis/cneLiasibHUX 3060B’A3aHb, 3MiH A/15
BiJO6paXKeHHS KOPOTKOI XapaKTepuCcTUKM
nikapcbKoro 3acoby Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHSA (BNPOBaKEHHS
Y3rOKEHUX 3MiH Y hOPMY/THOBaHHI, LLLOA0 SKUX
3aABHUK HE Haa€ XOLHMX HOBMX A0AATKOBUX
naHnx) (BHecTu 3MiHW A0 iHCTPYKLT y po3ainu:
Oco6MBOCTI 3acTOCyBaHHsA. Cnocio
3acTocyBaHHA Ta [03u. [Mepefo3yBaHHs, 3rigHO
3 iHchopmadtieto 3 6e3nekn 3acTocyBaHHs
[it040i peyoBMHM MeToTpekcaTy); 3minu | Tuny
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKoska) nocsioyeHHs1
- 3miHa HaliMeHyBaHHSA Ta/abo
MicLLe3HaXOMKEHHS 3asiBHIKA (BIACHWKA
peecTpavuiiHoro nNocBeig4eHHs) (3MiHa Ha3Bu Ta
MiCLLe3HaXOKEHHS 3asiBHIKa, 6€3 3MiHN
ropuaAnYHOI 0cobm)
31. METOTAB Tabnetkm no 7,5 mr Mepaxk HimeyunHa Bnpo6HuK, Lo HimeyunH nepepeecTpauisi Ha 5 pokiB y 3B 53Ky i3 3a He nidnsizae | UA/11318/01/02
Ne 10, Ne 30y resenbwadpT Bignosigae 3a a 3aKiHYEHHSIM TepMiHy i peecTpauiiiHoro peyenmom
onakoHax dorop KNiHiwe MapKyBaHHs MOCBIAYEHHS; 3MiHK | TUNY: 3MiHN 3 SKOCTI.
LLnewjansnpe NepBUHHOT roToBuii nikapcbkuii 3aci6. KOHTPOsL roTosoro
napare M6X yYNaKoBKM, NiKapCcLKOro _3Lac06y. 3miHa napaveTpis
BTOpPUHHE CI'IeLI,MCbI‘KaLUM Ta/abo [onycTUMUX MeX
nakyBaHHs, rOTOBOIO NiKAPCLKOrO 3aC06Y — NPUBEAEHHSA
KOHTPONL/BMNPOG nepeknagy posainy «Onuc» [0 opuriHaibHUX

yBaHHs cepii Ta
3a BUNYycK cepii:
Mepak
lesenbwadt
dotop KNiHiwe
Lneujansnpenap
are M6X,
HimeuyumnHa;
Bu1po6HuK, Lo
BignoBigae 3a
BUPOGHMLTBO
roToBOIl
L,030BaHOIl
thopmu,
nepBUHHe Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHS
nepBrHHOI
ynakoBKM,
KOHTPO/1b/BMNPO6
yBaHHSA cepil:
Ekcenna 'méX,
HimeuuunHa;
B1po6HUK, Lo
BignoBigae 3a

mMarepianis BUPOGHMKA (3aTBEPKEHO: XENTbIe,
cnerka ¢ MpaMOpHOCTbIO, Kpyr/ble
[BOSIKOBbINYK/Ible TabaeTkv; 3anponoHOBaHO:
XenTble, Kpyr/ible ABOAKOBbINYK/ble TAbNETKM,
[0nycKatoTCcs BKpanseHns); BHECEHHS 3MiH A0
peecTpauiiHnx matepianis: 3miHu | Tuny -
3MiHa HalimeHyBaHHsA Ta/abo
MiCLIe3HaxXOpKeHHs 3asBHMKa (BNacHUKa
peecTpauiiiHoro noceig4eHHs) (3MiHa Ha3Bu Ta
MiCLLe3HaxXOMKEHHS 3asBHUKa, 6e3 3MiHK
opUANYHOT 0co6M); 3MiHK | TURy - 3MiHa
HaliMeHyBaHHs1 Ta/abo MicLe3Hax0MKeHHS
BMPOBHMKA rOTOBOrO JliKapCbKOro 3acoby,
BK/IIOYAI0UM MICLIe MPOBELEHHS KOHTPOSIO
SKOCTi(BMPOGHMYA AiNIbHULA BUMYCKY cepii)
(3MiHa Ha3BW Ta MiCLe3HaXOAKEHHS BUPOGHMKA
N3 6€e3 3MiHM MicLsA BUPOOHMLTBA
(NpvBeaeHHs y BiANOBIAHICTb A0 BUCHOBKY
LLIOAO NiATBEPKEHHSA BiANOBIAHOCTI
BMPOBHMUTBA MiKapCbknx 3acobiB BUMOram
HanexHoi BUpo6bHUYOoi npakTukm (GMP),
BMAaHoro [lepxxasHoto Cnyx60t0 Ykpainu 3
nNiKapcbKnx 3acobis 3 nepenikom /13) Ta
3a3HayeHHs B peecTpauiliHnx martepianax
chyHKLiOHaNIbHNX 06OB’A3KIB HA BUPOBHWYIl
LinbHUUI); 3MiHK | TUNY - FTOTOBWIA NiKapCbKWiA
3aci6. BupobHuyTBO. 3amiHa abo BBEAEHHS
[04aTKOBOI [ibHUL BUPOGHMLTBA 415

MapKyBaHHsi 4acTUHM 860 BCLOTO BUPOGHUYOrO NpoLecy
NepBUHHOT rOTOBOrO NiKaPCLKOTO 3acO6y (iHLUi 3MiHM)
yNaKoBKy, (BuHeceHHs (hyHKLiOHa/IbHUX 0GOB'A3KIB Ta
BTOPUHHE ~ 3a3HaueHHs Ha3B Ta aapec BUPOGHIKIB

nakyBaHHsl BIANOBIAANLHUX 32 BVIp06H.VILI,TBOVﬂIKapCbK0rO
’ 3aco6y); 3miHu | Tuny - 3miHa HaliMeHyBaHHS
KOHTPO/L/BUNPOG Ta/abo MicLe3HaxoMKeHHS BUPOOHMKa
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKoska) nocsioyeHHs1
yBaHHs cepil: roTOBOrO fliKapCbKoro 3acoby, BKIoYaun
Xaynt ®apma MicLie NpOBeAEeHHS KOHTPOIO AKOCTI (YCi iHLWi
BondpariuayceH LinbHUL) (3mMiHa Ha3BM BMPO6GHUKa Heumann
TM6X, PCS GmbH, Germany Ha Excella GmbH,
HiMeuyunHa Germany, BifnoBiHO A0 aKTyaslbHOT MiLeHsii

Ha BMPO6HULITBO. BMpobHuya ainbHuuA Ta BC
BMPOGHMYI onepaLiii 3anmwaTbes
He3MiHHMMK); 3MiHuW | Tuny - FoTOBMIA
nikapcbkuii 3aci6. BUpobHNLTBO. 3MiHW, L0
CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[oAaBaHHA AiNbHULI, Ha KA 34iNCHI0ETbCA
KOHTPO/b/BUNPO6YBaHHS cepii) (BBeAEHHS
[04aTKOBUX Ai/TbHULb KOHTPONO/-
BMNpOGYBaHHSA cepii AN BUPOOHMKIB Megak
[esenbliadt drop KiHiwe
Lneuiansnpenapare m6X, HimeuunHa,
Ekcenna 'm6X, HimeuunHa, Xaynt dapma
BondpatwayceH M'm6X, HimeuunHa -
npvBefeHHs 3aTBepaKeHOi HOpMaTUBHOT
[OKyMeHTaUii y BignoBiAHICTb A0 OHOBEHOI
[OOKyMeHTaUii BUpo6HMKa); 3MiHu | Tuny -
[oTOBWI1 Nikapcbkmii 3aci6. KOHTpoib rOTOBOro
nikapcbkoro 3acoby. 3miHa napaMmeTpis
cneumdikauin Ta/abo AONYCTUMUX MEX
rOTOBOrO NiKapCbKOro 3acoby (iHLUi 3MiHK)
(BHeceHHs A0 3aTBepAXeHOl cneumdikauii
NiMITIB «Ha TepMiH NpuaaTHOCTI» AN
nokasHukis MKA N13: «2.04HopIgHICTb Macu»,
«6.04HOpPIAHICTb BMICTY», «8. Po3nagaHHs» -
NnpuBeAEeHHN y BiANOBIAHICTb A0 AOKYMeHTau;l
BMpO6HUKa. B fOCbE HA MOMEHT peecTpali
nikapcbKoro 3acoby mictunacs cneuudikadis
«Ha TepMiH NpuAaTHOCTI», afe BoHa He byna
BigobpaxeHa B MeToAax KOHTPO AkocTi /13.
MpuBeaeHHs MeToankn «MikpobionoriyHa
yucToTa» y BiANOBIAHICTL A0 po3ainis 2.6.12,
2.6.13 i 5.1.4, pitoyoi pefakuii rapMoHi3oBaHoT
€poneiicbkoi Papmakonei. MNprBegeHH:
nokasHWKiB cneuudikauii «3. laeHTudikayis»,
«6. OAHOPIAHICTL BMICTY», «9.BMIiCT BOAN» Y
BiANOBIAHICTb A0 peecTpaLiiHoro Aockbe
BMPOOHKKa, Lo 6yN10 NoJaHO Ha peecTpaviio.
3MiH 00 AaHUX NOKA3HUKIB B JOCLE HE
BifAbyBaeTbCA); 3MiHN | TUNY - FOTOBWMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPo6yBaHHSA rOTOBOrO MiKapCbKOro 3acoby
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Ne Ha3ssa ®opma BUIMYCKY 3asasHUK Kpaina BupobHuk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamvysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKoska) nocsioyeHHs1
(He3HayHa 3MiHa y 3aTBEpAKEHNX MeTodax

BUNPOGYBaHHS) (ONUC aHaNITUYHOT METOAMNKM
6yn0 afanToBaHo [0 BHYTPILWHIX CTaHAAPTIB
KOMMaHii. BigHOCHWIA Yac yTpuMaHHs,
LIBUAKICTb NOTOKY i 06CAr BNPUCKYBaHHS
BiAKOPUroBaHoO BiAMNOBIAHO A0 3BITY 3 Banigaw,i,
BK/TIOYEHOr0 [10 PEECTPaLifiHOro A0ChE.
O64MCNeHHA OHOBMEHO BiANOBIAHO A0
BHYTPILLHIX cTaHgapTiB. He Big6ynocs xoaHnx
3MiH y MeTofax abo BUKOPUCTOBYBaHUX
mMatepianax); 3miHu | Tuny - Ceptucpikat
BiANOBIAHOCTI EBpONenchbkili
thapmakonei/CepTudiikaT BiANoBiAHOCTI
€Bponeiicbkiit hapmakonei Wwoao ryéyaroi
eHuedanonarii. MogaHHA HoBoro abo
OHOB/IEHOTO cepTudliKaTa BifnoBigHOCTI
€Bponelicbkilt hapmakonei gnst A®l abo
Aito40T peyoBVHWU/ANSA BUXIGHOTO
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPO6HMLTBI APl abo
Aito40T pevoBHN/ANSA [OMNOMIKHOI PEUYOBUHM
(cepTudpikaT BignoBigHOCTI EBpoNeichKiii
thapmakonei) - oHoBNeHWl cepTudikat
BiANOBIAHOCTI Bif, Ail04Oro BUPOOHUKA
(nogaHHs oHoBneHoro CEP (NeR1-CEP 2000-
024-Rev 05) ans A®l Methotrexate Big
3aTBepmxeHoro BupobHuka (Excella GmbH,
Germany); 3MiHu | TUny - Jlikapcbki 3acobu.
3MiHM [0 iCHYIO4OI cucTeMy dhapMakoHarnsaay,
SIK 3a3Ha4YeHO B OMUCi CUCTEMM
hapmakoHarnsgy (3miHa B KOHTaKTHUX JaHUX
YNOBHOBaXEHOI 0c06M, BignoBiganbHoI 3a
thapmakoHarnng); Jlikapcbki 3acobu. 3miHn 4o
iCHYto4OT cucTemMun dhapmakoHarnagy, Sk
3a3HayeHo B ONuci cucteMun chapmakoHarnsgy
(iHWi 3MmiHW oo cuctemu hapmakoHarnsay, ski
He BMAVBat0Tb Ha (DYHKLOHYBaHHSA cCUCTEMM
thapmakoHarnagy (Hanpuknag, 3MiHn
po3TallyBaHHS OCHOBHOMO apxiBy,
aAMiHICTPATUBHI 3MiH/, OHOBJ/IEHHS CKOPOYEHb,
3MiHM LWOoA0 Ha3BM hyHKLi/npoueayp); 3minu |
Tuny - Jlikapcbki 3acobun. 3miHa y KOpoTKili
XapaKTepucTu1Li NikapcbKoro 3acoby, IHCTPYKLT
AN MeAMYHOro 3acTOCyBaHHS, MapKyBaHHi
yMakoBOK reHepUYHNX/KOMBIHOBaHMUX/-
6ionoAibHNX Nikapcbknx 3aco6iB MiC/Is OLiHKN
TIET X 3MiHK WOoA0

pedoepeHTHOro/opuriHasIbHOro Nikapcbkoro
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No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

3ac00y (BNpoBamXeHHs 3MiH(1), Wwoao skmx(or)
3a8BHUK HE HAAA€ XOAHMX HOBKX A0AATKOBUX
AaHnx) (BHecTu 3MiHM A0 iHCTPYKLii y po3ginu:
Moka3aHHs, Aitn. MNpoTunokasaHHs. B3aemogis
3 HWMMK NiKapCbKMK 3acobamu Ta iHLWi BUAn
B3aemogiin. OcobMBOCTi 3aCTOCYBaHHS.
3acTocyBaHHS Y nepiog, BariTHOCTi abo
rogyBaHHs rpyaat. Cnocib 3actocyBaHHs Ta
no3w. MepeposysaHHs. Mo6iyHI peakuii, 3rigHO
IHCTPYKUT A9 MeAMYHOro 3acTOCyBaHHSA
pedpepeHTHOro METOTPEKCAT «EBEBE»);
3MiHn | TURY - Jlikapcbki 3acobu. BHeceHHs
3MiH(1) Ha BuMory MO3 3rigHo 3
pekoMeHAaLsIMW HaLioHaIbHUX KOMMNETEHTHUX
opraHiB, MbXKHapoOAHMX OpraHisavii,
perynsaTopHUX areHLuiid iHWKnX KpaiH nicns
OLLiHKM HerainHoro obMexXeHHs LWoao 6e3neku,
MapKyBaHHSA, XapakTepHoro Ansa nesHol
hapmakosoriyHoi Ta/abo
chapmakoTepaneBTUYHOI rpynu, perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, nnaHy
ynpaBiHHA PU3VKamm, KOHTPOSTbHUX
3axogis/cneLiasibHUX 3060B’A3aHb, 3MiH 415
BiJO6paXKEeHHS KOPOTKOI XapaKTepucTUKM
nikapcbKoro 3acoby Ta iHCTPYKLIiT Ans
MeAMYHOro 3aCTOCYBaHHSA (BNPOBaKEHHS
Y3rOKEHUX 3MiH Y hOPMY/THOBaHHI, LLOA0 SKUX
3a8BHUK HE Haa€ XOLHMX HOBKX A0AATKOBUX
naHnx) (BHecTu 3MiHM A0 iHCTPYKLT y po3ainu:
Oco6MBOCTI 3acTOCyBaHHsA. Cnocio
3acTocyBaHHA Ta f03u. [Mepefo3yBaHHs, 3rigHO
3 iHhopmaLtieto 3 6e3nekn 3acTocyBaHHs
[it040i peyoBMHM MeToTpekcaTy); 3MmiHu | Tuny
- 3miHa HaliMeHyBaHHSA Ta/abo
MiCLIe3HaXOKeHHs 3asaBHMKa (BNacHUKa
peecTpavuiiHoro nNocBeig4eHHs) (3MiHa Ha3Bu Ta
MiCLIe3HaxXO[pKeHHs 3asBHVKa, 6€3 3MiHU
HopuAnYHOI 0cobm)

32.

METOTAB

Tabnetkn 10 mr Ne
10, Ne 30 y
onakoHax

Mepak
lesenbwadT
dotop KiHiLe
LLneujansbnpe
napate mM6X

HimeuunHa

Bnpo6HuK, Lo
BiAnoBigae 3a
MapKyBaHHsA
nepBuHHOT
ynaKkoBKMu,
BTOPUHHE
nakyBaHHs,
KOHTPO/1b/BUNPO6
yBaHHs cepii Ta

HimeuuuH
a

nepepeecTpauisi Ha 5 pokiB y 3B 53Ky i3
3aKiHYEHHAM TepMiHy Ail peecTpadiiiHoro
nocsigyeHHs; 3MiHn | TUny: 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. KOHTPOIb FOTOBOrO
nikapcbkoro 3aco6by. 3miHa napameTpis
cneumdgikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO NKAPCbKOro 3acoby — NpMBEAeHHS
nepeknagy po3giny «Onuc» 4o opuriHabHNX
mMarepianis BUPOGHMKA (3aTBEPAXKEHO: XeNTble,
c/ierka ¢ MpaMOpHOCTbIO, KpYr/ble

3a
peyenmom

He nidsisi2ae

UA/11318/01/03




BiANOBIAHO 40 aKTyasibHOI NiLleHsil Ha
BMPOGHMLTBO. BupobHuua ainbHuus Ta BCi
BMPOGHMYI onepaLiii 3anmLwaTbes
He3MiHHMMK); 3MiHuW | Tuny - FoTOBMIA
nikapcbkuii 3aci6. BUpobHNLTBO. 3MiHW, WO
CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[oAaBaHHA AifbHULI, Ha KA 34iACHI0ETbCA
KOHTPO/b/BUNPO6YBaHHS cepii) (BBeAEHHS
[04aTKOBUX Ai/TbHULb KOHTPONO/-

BUNpPOGYBaHHSA cepii AN BUPOOHMKIB Meaak
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKoska) nocsioyeHHs1
3a BUNycK cepii: [BOSIKOBbINYK/Ible TabaeTkv; 3anponoHOBaHO:
Mepak XenTble, Kpyr/ble ABOSKOBbLINYK/ble TabneTku,
resenswadT Aonyckatotes BKpanneHv_m);_ BHECEHHS! 3MiH A0
chiop KniHiLLe peecTpauiiiux MaTepianis: 3minm | Tuny -
LWnevjanbnpenap 3MiHa HalimeHyBaHHA Ta/abo MiclesHaxopb-
aTe MGX, KEHHS 3as1BHUKA (B/1ACHUKA PEECTPaLLiHOro
HimMeyunHa: NOCBiAYeHHs!) (3ViHa Ha3BM Ta MicLiesHaxog-
BUPOGHIK, 1110 KEHHS 3aABHMKa, 6(_33 3MiHM t0pUANIHOT ocobn);
. il 3Mminu | TUNY - 3MiHa HalimeHyBaHHs Ta/abo
BIANOBIAGE 38 MiCLIe3HaXOMKEeHHA BUPOOHMKA roTOBOro
BUPOGHMLTBO NiKapcLKOro 3acoby, BKOUAKUM MiCLie
roToeor NPOBEeAEHHS KOHTPOSIIO AKOCTI(BMPOBHNYA
£A030BaHoOI OiNbHMLS BUNYCKY cepil) (3MiHa Ha3BuW Ta
thopmu, MicLie3HaxopKeHHS BUPOOHUKa 13 6e3 3MiHK
nepsuHHe Ta MicLs BUPO6HULTBA (NpUBEAEHHS Y BiANOBIA-
BTOPUHHE HiCTb 40 BMCHOBKY LLIOAO NiATBEPAKEHHSA
nakyBaHHA, BiANOBIAHOCTI BUPOBHULTBA NiKapPChKMX
MapKyBaHHs 3ac06iB BUMOram HaieXXHOI BUPOOHMYOT
NepBUHHOI npaxktukm (GMP), BugaHoro [lepxasHoto
YMaKoBKy, CNyx6010 YKpaiHu 3 nikapcbkux 3acobis 3
KOHTPO/L/BUNPOG __Nepenikom JI3) Ta 3a3HaYEHHs B peecTpa-
yBaHHs! cepii: UiliHMX MaTepianax (hYHKLiOHabHUX 0060B’A3KIB
Excenna FMGX, Ha BMpf)6_HV|q|M ,qlnvamu,_l); 3MiHu | TUny -
HimeuunHa: rOT_OBI/IVI nikapcbkuii 3aci6. BMpO?‘Hl_AuTBO. )
BUDOGHMK ’0 3amiHa abo BBefieHHs A0AATKOBOT AibHULL
MPOOHIK, L} BMPOBHMLTBA 151 YACTUHM abo BCbOro
BIANOBIAAE 3a BMPOBHMYOTO MPOLIECY FOTOBOTO NiKAPCHKOro
MapKyBaHHA 3ac06y (iHLLi 3MiHK) (BUHECEHHS
NepB1HHOI (pyHKLiOHaNTbHMX 060B'A3KIB Ta 3a3HAYEHHS
ynakoBkm, Ha3B Ta afpec BUPOGHMKIB BiANOBIAA/IbHIX 32
BTOPWHHE BMPOGHMLITBO /liKapCbKoro 3acoby); 3minm |
naxkyBaHHs, TMny - 3MiHa HalimeHyBaHHs Ta/abo MicLe-
KOHTPO/1b/BMNPO6 3HAXOAKEHHSI BUPOGHMKA FOTOBOrO NiKapCbKoro
yBaHHSA cepil: 3acoby, BK/IH0YauM MicLie NpoBeAeHHs
Xaynt ®apma KOHTPOIO SKOCTI (YCi iHWI AiNnbHML) (3MiHa
BondopariiayceH Ha3BK BMPo6HMKa Heumann PCS GmbH,
rv6X, Germany Ha Excella GmbH, Germany,
HimeuuunHa
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Ne Ha3ssa ®opma BUIMYCKY 3asasHUK Kpaina BupobHuk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamvysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKoska) nocsioyeHHs1

[esenbliadT dhrop KniHiwe Lneuianib-
npenapate M6X, HimeuunHa, Ekcenna Mrméx,
HimeuunHa, Xaynt ®apma BondpartwayceH

'M6X, HimeuurHa - npuBeeHHs 3aTBepKEHOI
HOpPMAaTMBHOT AOKYMEHTALT y BiAMNOBIAHICTb A0
OHOB/IEHOT [OKYMeHTaL,ii BUPOOHMKa); 3MiHu |
Tuny - FOTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneyndikauii Ta/abo JonycTUMnx
MEX rOTOBOrO JlikapCbKoro 3acoby (iHLLi 3MiHW)
(BHECEHHSA [0 3aTBEpAXEHOI cnevmdikayii
NiMITIB «Ha TEPMIH NpuAaTHOCTI» ANs
nokasHunkis MKA N13: «2.04HopiAHICTb Macu»,
«6.04HOPIAHICTb BMICTY», «8. Po3nagaHHa» -
npuBeLEeHHs Y BiANOBIAHICTb A0 AOKyMeHTaLil
BMPOGHUKa. B AOCbE HA MOMEHT peecTpaluii
nikapcbKoro 3acoby mictunacsa cneuudikauis
«Ha TepMiH NpuaaTHOCTI», ane BoHa He byna
Bijo6pakeHa B MeToAax KOHTPOSIO AKocTi J13.
MpuBeaeHHsA meToankn «MikpobionoriyHa
yncToTa» y BiAMNOBIAHICTb A0 po3Ainis 2.6.12,
2.6.13 i 5.1.4, pitoyoi pefakuii rapMoHi3oBaHoT
€Bponeiicbkoi ®apmakonei. MprBeaeHHS
nokasHukiB cneuudpikauii «3. laeHTudikayis»,
«6. OfHOPIAHICTb BMICTY», «9.BMicT BOgU» y
BiZANOBIAHICTb A0 peecTpaviiiHoOro Aockbe
BMPOGHMKA, L0 BYyN0 NOAAHO Ha peecTpaLito.
3MiH WoA0 AaHWX MNOKa3HUKIB B AOCLE He
BifibyBaeThCs); 3MiHU | TUNY - FOTOBWMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS rOTOBOrO NiKapCbKOoro 3acoby
(He3HauHa 3MiHa y 3aTBEepAKEHUX MeTohax
BMNPOOYBaHHSA) (ON1C aHaNiTMYHOI METOANKM
6y/10 afanToBaHO [0 BHYTPILLHIX CTaHAApTIB

KOMMaHii. BigHOCHWI Yac yTpumaHHs,

LUBMAKICTb NOTOKY | 06CAr BNPUCKYBaHHSA
BiKOpWUroBaHo BiAMNOBIAHO A0 3BITY 3 Banigauii,
BK/IIOYEHOTO [0 pPeecTpauiiHoro 4OChE.
O6unCcNeHHs OHOB/IEHO BiANOBIAHO A0
BHYTPILLHIX cTaHfapTiB. He Bigbynocs »oaHux
3MiH y MeToAax abo BUKOPUCTOBYBaHNX
martepianax); 3minu | Tuny - Ceptudpikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/CepTudikar BignoBigHOCTI
€Bponeiicbkili hapmakonei woao ryéuaroi
eHuedanonarii. MogaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa BifgnoBifHOCTI
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Ne

Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKoska) nocsioyeHHs1

€Bponelicbkili hapmakonei gns A®l abo
LYol pevoBUHW/ANIA BUXILHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUp0o6HULTBI A®l abo
LYol pevyoBUHW/AIA AONOMDKHOT PeYOBUHU
(cepTudpikat BigNOBIAHOCTI €BpONENChKil
thapmakorei) - oHoBNeHWl cepTudikar
BiANOBIAHOCTI Bif, Ait04Oro BUPOBGHUKA
(nogaHHsi oHoBneHoro CEP (NeR1-CEP 2000-
024-Rev 05) ans A®Il Methotrexate Big
3aTBepaxeHoro Bupo6Huka (Excella GmbH,
Germany); 3MiHu | TUny - Jlikapcbki 3aco6u.
3MiHM [0 iCHYtO4OI cucTeMU dhapMakoHarnsaay,
AIK 3a3HAYEHO B OMUCi cUCTEMU
hapmakoHarnsgy (3miHa B KOHTaKTHUX AaHUX
YMNOBHOBaXEHOI 0co6y, BiANOBiAaIbHOT 3a
thapmakoHarnag); Jlikapcbki 3acobu. 3miHn 4o
iCHyto4OT cucTeMun dhapmakoHarnsagy, aK
3a3HavyeHo B onuci cucteMun hapmakoHarnsagy
(iHWi 3miHM fo cuctemun hapmakoHarnsgy, ski
He BNMBaOTb Ha (PYHKLIOHYBaHHA cMCTEMMN
thapmakoHarnagy (Hanpuknag, 3MiHn
po3TallyBaHHsi OCHOBHOIO apxisy,
aAMIHICTPATUBHI 3MiHWN, OHOB/IEHHSI CKOPOYEHb,
3MiHM LWoA0 Ha3BW hyHKLi/npoueayp); 3miHu |
Tuny - Jlikapcbki 3acobu. 3MiHa y KOpOTKili
XapakTepucTumLi NikapCcbkoro 3acoby, IHCTPYKLT
015 MeNYHOTO 3aCTOCYBaHHS, MapKyBaHHi
yNakoBOK
reHepnyYHUX/KOMBiIHOBaHVX/6ionoAibHNX
NiKapCbKMNX 3ac06iB MiC/A OLHKN TIET X 3MiHW
040 pedhepeHTHOro/opuriHasIbHOro
NikapcbKoro 3acoby (BNpoBaXeHHS 3MiH(1),
oo AKux(of) 3adBHUK He HaAE KOOHUX
HOBWX A0AATKOBMX AaHuX) (BHecTu 3MiHu Ao
IHCTPYKUii y po3ainun: MNokasaHHs, [itn.
MpoTtunokasaHHa. B3aemogis 3 iHWMMU
nikapcbkumu 3acobamu Ta iHLWi BUAK
B3aemogiin. OcobMBOCTi 3aCTOCYBaHHS.
3acTocyBaHHS Y nepiog, BariTHOCTi abo
rogysaHHs rpyaaro. Cnocié 3acTocyBaHHA Ta
no3w. MepeposysaHHs. Mob6iyHI peakuii, 3rigHO
IHCTPYKL|i 415 MeAUYHOTO 3aCTOCYBaHHS
pedpepeHTHOro METOTPEKCAT «EBEBE»);
3MiHn | TURY - Jlikapcbki 3acobu. BHeceHHs
3MiH(1) Ha BuMory MO3 3rigHo 3
pekomMeHAaLi MU HaLiOHaUTbHUX KOMMNETEHTHUX
opraHiB, MXKHapoAH/X opraHisauii,
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No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

perynsaTopHUX areHLuiid iHWKnX KpaiH nicns
OLLiHKM HerainHoro obMeXeHHs LWoao 6e3neku,
MapKyBaHHSA, XapakTepHoro Ansa nesHol
dhapmakosoriyHoi Ta/abo
chapmakoTepaneBTUYHOI rpynu, perynsapHo
OHOB/IKOBAHOIO 3BIiTY 3 6e3neku, nnaHy
ynpaBiHHA PU3VKamm, KOHTPOSTbHUX
3axogis/cneLiasibHUX 3060B’A3aHb, 3MiH A/15
BiJO6paXKeHHS KOPOTKOI XapaKTepuCTUKM
nikapcbKoro 3acoby Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHSA (BNPOBaAKEHHS
Y3rOKEHUX 3MiH Y hOPMY/THOBaHHI, LLLOA0 SKUX
3a8BHUK HE Haa€ XOLHMX HOBKX A0AATKOBUX
naHnx) (BHecTu 3MiHM A0 iHCTPYKLT y po3ainu:
Oco6MBOCTI 3acTOCyBaHHsA. Cnocib
3acTocyBaHHA Ta f03u. [Mepefo3yBaHHs, 3rigHO
3 iHchopmadieto 3 6e3nekn 3acTocyBaHHs
[it040i peyuoBMHM MeToTpekcaTy); 3MmiHu | Tuny
- 3miHa HaliMeHyBaHHSA Ta/abo
MiCLIe3HaxXOKeHHs 3asBHMKa (BNacHUKa
peecTpavuiiHoro nNocBeig4eHHs) (3MiHa Ha3Bu Ta
MiCLIe3HaxXO[pKeHHs 3asBHVKa, 6e3 3MiHU
HopuAnYHOI 0cobm)

33.

MYKOCO/

PO34nH Ans
iHcpy3iin, 7,5 mr/mn
no 2 mn B amnyni,
no 10 amnyn B
nadui, abo no 5
amnyn B 6nictepi,
no 2 6nictepu B
nayuj

AT "Nekxim-
Xapkis"

Ykpaina

AT "Nekxim-
Xapkis"

Ykpaina

nepepeecTpauisi Ha 5 pokiB y 3B 53Ky i3
3aKiHYEHHAM TepMiHy Ail peecTpaduiiiHoro
nocsigyeHHs; 3MiHn | TUny: 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPO1b FOTOBOrO
nikapcbkoro 3acoby. 3miHa y meToAax
BMNPOBYBaHHA rOTOBOrO fliKapCbKOro 3acoby
(ans npuBegeHHs y BignoBigHicTb 3 AdY abo
€BponeiicbKoto hapmakoneeto Ta BUTyUYeHHS
NOCWNAaHHS Ha 3acTapifinid BHYTPILLHIA meToq,
BMNPOOGYBaHHS i 10r0 HOMep) — MeTo4
BMNpo6yBaHHSA 3a po3aisnomM "CynpoBiHi
OOMILLKM", & caMe MIMIT KifIbKiCHOro
BU3HAYEHHSA JOMILLIOK, NPYBEAEHO Y
BiANOBIAHICTb A0 MOHOrpadii «Ambroxol
hydrochloride» gitouoro BuaaHHa €BponeincbKoi
Papmakonel

3a
peyenmom

He nidsisi2ae

UA/6958/02/01

34.

HABIPEN

KOHL,eHTparT Ans
NpUroTyBaHHs
pO34nHy Ans
iHcpy3ii, 10 mr/mn
no 1 mn (10 mr)
a6o 5 mn (50 mr) y
donakoHi, no 1
onakoHy B

Mepak
lesenbwadT
dorop KNiHiwe
Lneujansnpe
napate M6X

HimeuunHa

Bupo6HMUTBO "in
bulk", koHTpONb
cepi:
OHKOMe[,
MeHbIoeKYepiHr
a.c., Yecbka
Pecny6nika
MNakyBaHHS,

Yecbka
Pecny6nik
a/Himeyumn

Ha

nepepeecTpawis Ha HeobMeXeHuit TepMiH;
3Minu | TURY: 3MiHK Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay.
BBeieHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy chapmakoHarnsay (BefeHHs
y3arasibHeHUX JaHvX Npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
0cobu, BiANOBifabHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3

3a
peyenmom

He nignarae

UA/4711/01/01
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKoska) nocsioyeHHs1
KapTOHHIli KOpOoO6L MapKyBaHHSA Ta hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
BUMYCK cepii: hapmakoHarnsay B YkpaiHi, K0 BOHA
Mepgak BiAMIHHa Bif} YNTOBHOB&XKEHOI 0CO6M,
Fesenbliadt BiANOBIfaILHOT 38 3Ai/iCHEHHSA
hrop KiHiLe (papmaKOHa_rnﬂ,qy (BKn_roqarogw KOHTaKTHI AaHi)
LWnewianbnpenap Ta/abo 3MiHW Y PO3MiLLEHHI MaCT_ep-cbaVlna
aTe M6X cuctemu hapmakoHarnsagy). 3minm | TMny:
Himeqlle‘a 3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3acTOCyBaHHS Ha MmiacTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn NikapCbkoro
3acoby, abo gocnigxeHb 3 6e3neku
3acTOoCyBaHHS MikapcbKoro 3acoby B
nicnsapeecTpauiiiHnii nepios, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NAaHy negiatpuyHnx
pocnigxeHb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM OpraHom) -
3MiHM LW0A0 OHOBMEHOT iHhopMmaLii 3 6e3nekun
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3acTocyBaHHA npenapaty A0 po3ainy «MNobivHi
peakLii» BiANOBIAHO A0 pekomeHAaLi
[enaptameHTy nicnspeecTpauiiHoro Harnsgy).
3rigHo 3 n.1.13 ta n.2.3 popatky 15 Haka3y
MO3 Ykpainu Big 23.07.2015 Ne460 HagaHO
rapaHTiiiHi INCTU Bif, 3asiBHMKA LLIOAO HafAHHSA
MYP Ta fONOBHEHHS A0 OrAa4y KAiHIYHUX
AaHux o 30.10.2017 p.
35. HA3UBIH® Kpanni HasasbHi Mepk HimeuunHa | po3Bin Ha Bunyck | HimeyuumH nepepeecTpauisi Ha 5 pokiB y 3B A3Ky i3 6e3 He nidnsizae | UA/11620/01/01
CEHCUTUB 0,01%no5mny 3en6cTMeamnk cepii: al 3aKiHUEeHHsIM TepMiHy Al peecTpaujiiHoro peyenma
thnakoHax Ne 1 aTioH Mv6X Mepk KraA i Ko. | ®panuis/ nocBifYeHHst; 3MiHu | Tuny: 3miHa
Bepk LLIniTTans, ABCTPis HaVimeHyBaHHs Ta/abo Micu,e3Hax_op,>KeHHﬂ
ABCTpis 3asBHIKa (BJ.'IaCHI/IKa peecTpaujiiHoro _
BUPOBHNLTEO NOCBIAUYEHHS - 3MiHA afpech 3asBHKa. 3M.IHVI |
HepoathacoBaHol T™ny: vayq(_eHHﬂ Bv_lpo6HV|L|o'|' AinbHuyi
npoayKuji (BKtOYaKOUN AUTbHULI Ans A®I abo gitoyoi
’ PeyoBMHM, NPOMIKHOrO NPOAYKTY abo roToBOro
nepBunHHe Ta nikapcbKoro 3acoby, AiNbHUL AN NPOBEAEHHS
BTOPUHHE nakyBaHHs1, BUPOOHYKa, BifNoBifaIbHOMo 3a
nakyBaHHA: BUMYCK Cepil, MicLie NPOBEAEHHS KOHTPOSIIO
cha_qa_apM cepii) abo noctayanibHUKa BUXiAHOTO
ApLHeiMITTENb mMarepiany, peareHTty abo fONnoMiXHOT
rm6X, PEYOBUHM (AKLLO 3a3HAYEHO Y peecTpauiintHomy
HimeyunHa [0cCbe). 3MiHM | TUny: 3MiHY Woao
Pamap Xesc 6e3neku/ethekTUBHOCTI Ta thapmakoHarnsgy.

Keap Cepsici3

3MiHn Yy TepaneBTUYHNX NOKa3aHHAX
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKoska) nocsioyeHHs1
Magpwug, C.AY., (BUNyYeHHs TepaneBTUYHOIO MoKasaHHs)-
Icnanis 3MiHV BHECEHO A0 IHCTPYKLIT 4151 MEAVYHOIO

3aCTOCyBaHHA npenapary Ao po3giny
"MMokasaHHA".
3MiHu | TUNY: 3MiHK 3 sAkocTi. FoTOoBWMIA
nikapcbkuii 3aci6. CtabinbHiCTb. 3miHa Yy
TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
roTOBOro Nikapcbkoro 3acoby (3miHa B ymoBax
36epiraHHs rOTOBOr0 /ikapCcbKoro 3acoby abo
nicna po34YNHEHHA/BILHOB/IEHHS).
3MiHu | TMny: 3miHn 3 skocTi. CepTuddikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MogaHHsA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyUYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; pns BuXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUpO6HULTBI AdDl; ans
[0NOMDKHOT peqyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBuii cepTudikat Bif, HOBOro BUPOGHUKaA
(3amiHa abo [ONOBHEHHS). 3MiHM | TUNY: 3MiHK
3 AKocCTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AifbHULL BUPOBHULITBA A5
YacTvHy abo BCbOro BUPO6GHMYOro npoLecy
rOTOBOrO JliKapCcbKoro 3acoby (AiNnbHUUSA, Ha
SKili NpoBOAATLCA BYAb-5iKi BUPOGHMYI cTagil,
3a BYHATKOM BUMNYCKY Cepili, KOHTPOSIKO SKOCTI,
NepPBMHHOTO Ta BTOPVMHHOIO NakyBaHHS, A1
HeCTepW/IbHUX NiKapCbK1X 3ac06iB) — BBEEHHS
[04aTKOBUX BUPOBHNUMX AinbHULE. CynyTHA
3MiHa: 3MiHM 3 AKOCTi. [0TOBWIA NikapCbKuii
3aci6. 3MiHM y BUPO6HMLTBI. 3aMiHa abo
BBE/leHHS A0AATKOBO| AiNbHULI BUPOGHMLTBA
AN 4acTUHK abo BCbOrO BUPOBGHNYOTO
npoLecy rotToBoro Nikapcbkoro 3acoby
(AiNbHULUA 015 BTOPUHHOTO NakyBaHHS). 3MiHK
3 AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHU y
BUPOGHMUTBI. 3amiHa abo BBeLEHHS
[04aTKOBOI fiTbHNL BUPOGHMLTBA ANs
4yacTuHK abo BCbOro BUPOBHNYOTrO NpoLecy
roTOBOrO Nikapcbkoro 3acoby (finbHUUS Ans
NepBUHHOIO NakyBaHHs). 3MiHu |l Tuny: 3MiHn 3
AKocTi. [oToBwMiA Nikapcbkuii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpis cneundikauii Ta/abo AonycTUMmX
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKoska) nocsioyeHHs1
MeX roToBOro /ikapcbkoro 3acoby —
06’eAHaHHA po3ainiB «ONnc», «KoNbOpPOBICTb»
Ta «[lMpo3opicTb» B po3gin «Onuc pos3unHy».
PepakuiiiHi npaBku po3ginis «laeHTudikayis»,
«O6'eM, L0 BUTArAETLCS». PO3MeEXyBaHHS
po3giny «OAHOPIAHICTb Macu» Ha ABa OKpeMux
po3ginu «CepefHs Maca» Ta «OHOPIAHICTb
0,031, L0 BUTSATAETLCSA» 6e3 3MiHU KpUTepiiB
NPUAHATHOCTI Ta METOAIB KOHTPOJTO SKOCTI.
MpuBeaeHHsa po3ainy «MikpobionoriyHa
yncToTa» [0 BUMOT fiit0U0ro BUAaHHSA €.
BBefeHHs po3giny «BusHaueHHs BTpatu B
Maci»)
36. HA3UBIH® cnpei HazanbHui Mepk HimeuunHa BMPOGHULTBO HimeuuunH nepepeecTpauis Ha 5 pokiB y 3B°A3Ky i3 6e3 He nidnseae | UA/11682/01/01
CEHCUTUB 0,025 % no 15 mn 3en6cTMeanK Hepo3dacoBaHoi al 3aKiHYeHHsIM TepMiHy fji peecTpauiiiHoro peyenma
a6o no 10 mny ation MM6X npoayKu;i, dpanujs/ _ NocBiAueHHs; 3Mim | Tuny: 3mina
thnakoHax Ne 1 nepBUHHE Ta Icnanisi/ HalimeHyBaHHs Ta/abo MICLIE3HaXODKEHHS
BTOPUHHE ABCTpis 3aABHMKa (Bl?IaCHVIKa peecTpaLiitHoro
naKyBaHHs: NocBif4YeHHs)- 3MiHa agpecu 3asBHMKa. 3MiHM |
Ypcachapm TUny: BUNy4eHHs BUPOGHNIOT AibHMLY )
ApLUHeEiMITTENb (BK/THOYALOUM AinbHUU Ans AdI a6o fitoyoi
CMGX PEUOBIHY, MPOMDKHOTO MPOAYKTY a6o roToBoro
| MOA, nikapcbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
Hivedunta nakyBaHHsi, BAPOOHMKA, BiANOBiga/IbHOTO 3a
BUNYCK Cepiii, MicL,e NPOBeAEHHS KOHTPOSTHO
tDapmaCT_ep, cepii) abo nocTavasnbHKKa BUXiLHOMO
®paHujis marepiany, peareHTy abo fONOMiXHOT
PEYOBMHM (SIKLLO 3a3HAYEHO Y peecTpaLiiiHomy
damap Xesc [0CbE) - BUNYyYeHHA BupobHuka. 3miHu | tuny:
Keap Cepsici3 3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
Magpug, C.A.Y., thapmakoHarnagy. 3MiHu y TepaneBTUUHUX
IcnaHis nokasaHHsIX (BUlyYeHHs TepaneBTUYHOro

[03Bi/1 Ha BUMNYCK
cepii:
Mepk KlraA i Ko.
Bepk WniTTansb,
ABCTpis

nokasaHHs) - 3MiHM BHECEHO A0 iHCTPYKUiT Ans
MeJIMYHOro 3aCTOCYBaHHs npenapaTty 40
po3sginy "MokasaHHs".
3MiHu | TMNy: 3MiHK 3 KoCTi. FoToBUI
nikapcbknii 3aci6. 3MiHW Y BUPOGHMLTBI.
3amiHa abo BBeAEeHHA [0AAaTKOBOI AiNTbHUL
BMPOGHMLTBA A1 YacTUHM abo BCbOro
BMPOGHMYOro NpoLLecy roToBOro JliKkapcbKoro
3aco0y (AinbHULA, Ha AKi NpoBOAATLCA By Ab-
SIKi BUPOOHMYI CTagil, 3a BUHATKOM BUMYCKY
cepiid, KOHTPOJO SKOCTi, NEPBUHHOTO Ta
BTOPWHHOTO NMakKyBaHHS, /1 HECTEPUTbHUX
NiKapCbKnx 3aco6iB) — BBEAEHHS J0AATKOBUX
BMPOGHMYMX AiNbHULL. CynyTHSA 3MiHa: 3MiHU 3
AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPOOHMUTBI. 3amiHa abo BBeAEHHs
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Ymosu

Peknamysa

Howmep

No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
thopma,

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Bionycky

HHSA

peecmpayitiiHo

20
nocsio4YeHHs

yrnakoskKa)

[04aTKOBOI AifIbHNL BUPOGHMLTBA A4N1A
YyacTuHK abo BCbOro BUPOBHNYOTo npoLecy
rOTOBOrO /liKapCcbkoro 3acoby (ginbHuusa ans

BTOPVHHOTIO MakyBaHHS). 3MiHW 3 AKOCTI.

roTOBWIA Nnikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3amiHa abo BBeAEHHS

[04aTKOBOI AifIbHNL BUPOGHMLTBA A4N1A
YyacTuHK abo BCbOro BUPOBHMYOro npoLecy
rOTOBOrO /liKapCcbkoro 3acoby (ginbHuusa ans
NEepPBUHHOIO NakyBaHHS). 3MiHW | TUny: 3MiHu 3

sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI
abo ymoBax 36epiraHHsa roToBOro /likapCbKoro
3acoby (3miHa B ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby abo nicns
PO3UYMHEHHSA/BIAHOBNEHHSA). 3MiHW | TUMY: 3MiHU
3 AkocTi. CepTudikaT BignosigHocTi/IE-
cepTugikaT BiANOBIAHOCTI €BpPONEnchbKil
thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOB/IEHOrO cepTudikaTa BignoBigHOCTI a6o
BUYYEHHS cepTudikarta BifgnoBigHOCTI
€Bponelicbkiii hapmakonei: ana A®l; ons
BUXiAHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTBLCS Y
BVMPOGHMLTBI A®I; AN 4ONOMIXKHOI pe4yoBUHM
(cepTuchikaT BignoBigHOCTI EBponelickkiii
hapmakonei) - Houii cepTudpikat Bif HOBOrO
BMPOGHUKa (3aMiHa abo JONOBHEHHS) —
nofaHHsa oHossieHoro CepTudikaty
BiANOBIAHOCTI Ha Ailovy peyoBUHY
BMPOGHMLTBA. 3MiHW || TMny: 3MiHK 3 SIKOCTI.
[oTOBWI1 Nikapcbkmii 3aci6. KOHTposib roTOBOro
nikapcbkoro 3acoby. 3miHa napaMmeTpis
cneumdikauin Ta/abo AONYCTUMUX MEX
roTOBOrO NikapCbKoro 3acoby — 06’egHaHHSA
po3gainie «Onnc», «KosbopoBicTb» Ta
«[Mpo3opicTb» B po34in «ONuUC Po3HNHY».
Pepakuiiini npaskn po3ainis «lgeHTudikadis,

«O6’em, LLIO BUTAraeTbCa». Po3mexyBaHHs
po3giny «OAHOPIAHICTL Macu» Ha fBa OKpeMux

po3ginu «CepefHsi Maca» Ta «OHOpPIAHICTb

0,031, L0 BUTAraeTbCa» 6e3 3MiHN KpuTepiis

NPUAHATHOCTI Ta METOAIB KOHTPOJTH SKOCTI.

MpuBeneHHs po3ainy «MikpobionoriyHa
yncToTa» [0 BUMOT Ai04oro BugaHHA €.
BBegeHHs po3giny «BusHaueHHs BTpaTh B

Maci»)

UA/11682/01/02

6e3

nionsieae

cnpeit HazanbHWI

Mepk

HimeyunHa

BUPOOHMLTBO

HimeuunHa

nepepeecTpauisi Ha 5 pokiB y 3B 53Ky i3

37.

HA3SMBIH®
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKOBKa) nocsio4yeHHs
CEHCUTUB 0,05 % no 15 mn 3enbcTmeamk Hepo3acoBaHoT /PpaHuis/ 3aKiHYeHHAM TepMiHy Ail peecTpauiiiHoro peuyenma
abono 10 mny aTioH 'mM6X npoayKuir, Icnanis/ noceigyeHHs; 3MiHu | Tuny: 3miHa
thnakoHax Ne 1 nepBrHHe Ta ABcTpis HalilMeHyBaHHs Ta/abo MiCLie3HaXOMKEHHS
BTOPVHHE 3asBHUKa (B/1aCHVKa peecTpauiiHoro
nakyBaHHs: NocBigY€eHHSs)- 3MiHa aapecu 3asiBHVKa. 3MiHu |
Ypcachapm TMny: BunyyeHHs BUPOBHNYOT AiNbHUL

ApuHeimiTTeNb
v6X, HimeyunHa
dapmacTep,
®paHuin
®amap Xenc Keap
Cepsiciz Magpwva,
C.AY., Icnania
[,03BiN Ha BUMYCK
cepii:

Mepk KlaA i Ko.
Bepk WniTTanb,
ABCTpIs

(Bktovaroun ginbHuui ans A®l abo givouoi
PeyoBMHM, NPOMIXKHOrO NPOAYKTY abo roToBOro
nikapcbKoro 3acoby, AinbHNL AN NpoBeAeHHS

nakyBaHHs!, BUPOOHWKa, BifNOBiga/IbHOTO 3a
BUMYCK Cepili, MiCLie NPOBELEHHSA KOHTPOJIO
cepii) abo nocTavyasibHMKa BUXIAHOTO
martepiasy, peareHty abo AonoMiKHOT
PeYOoBMHM (SIKLLLO 3a3HAYEHO Y peecTpaLliiiHoMy
LOCbLE) - BUNYyYeHHs1 BupobHuka. 3miHm | Tuny:
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy. 3MiHM y TepaneBTUUHUX
nokasaHHsX (BUTy4YeHHS TepaneBTUYHOro
nokasaHHs) - 3MiHY BHECeHO [0 iHCTPYKUiT AN
MeAMYHOro 3acTocyBaHHA npenapaTty [0
po3giny "MokasaHHs".
3MiHu | TURNY: 3MiHK 3 AkocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHW Yy BUPOGHULTBI.
3amiHa abo BBeAEeHHS [0AAaTKOBOI AibHUL
BMPOOHMLTBA 151 YACTUHW ab0 BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3ac06y (AinbHYLA, Ha K NpoBOAATLCA Oy ab-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY
cepiil, KOHTPOIHO AKOCTi, NEePBUHHOTO Ta
BTOPWHHOIO NakyBaHHS, AN HECTEPU/TbHUX
niKapcbKux 3aco6iB) — BBEAEHHS JOAATKOBUX
BUPOOHNYUMX AiNbHULE. CYNyTHS 3MiHa: 3MiHU 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AifbHULL BUPOBHULITBA A5
YacTvHy abo BCbOro BUPO6GHMYOro npoLecy
rOTOBOrO Jlikapcbkoro 3acoby (4inbHuUA Ans
BTOPVHHOIO NakyBaHHS). 3MiHW 3 AKOCTI.
[oTOoBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AifbHULL BUPOBHULITBA A5
YacTvHy abo BCbOro BUPOGHMYOro npoLecy
rOTOBOrO Jlikapcbkoro 3acoby (4inbHuUsA ans
NepBUHHOIO NakyBaHHS). 3MiHM | TUny: 3MiHK 3
AKOCTI. [O0TOBWMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI
a60 ymoBax 36epiraHHs roTOBOr0 JliKapCbKOro
3aco6y (3miHa B ymoBax 36epiraHHs roToBOro




Ne

Hassa

55

n/n

JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep

peecmpayitiiHo
20

nocsio4yeHHs

38.

HEKCIYM

nikapcbkoro 3acoby abo nicns
PO3UYMHEHHS/BIAHOBNEHHS). 3MiHN | TUNY: 3MiHK
3 akocTi. CepTudpikat BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWIyYeHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BUXiAHOTO MaTepiany/peareHTy/MpoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; ANna AONOMDKHOT peyoB/HU
(cepTudpikat BigNOBIAHOCTI €BpONENiChKil
thapmakonei) - HoBuiA cepTudpikat Bif HOBOrO
BMpOBHUKA (3amiHa abo AONOBHEHHS) —
nofaHHsa oHoBsieHoro CepTucpikarty
BifNOBIAHOCTI Ha Ailovy pevyoBuUHY
BUPOGHMLTBA.
3minu |l TURy: 3MiHK 3 skocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa napameTpis
cneumndikauiii Ta/abo 4ONYCTUMUX MEX
roTOBOrO /iKapCbKOro 3acoby — 06’egHaHHSA
po3gainis «Onuc», «KosibopoBicTb» Ta
«[lMpo3opicTb» B po3ain «Onmc po3unHy».
PepakuiiiHi npaBku po3ginis «laeHTudikayis»,
«O6'eEM, L0 BUTAraeTbCsA». Po3MexyBaHHS
po3giny «OAHOPIAHICTE Macu» Ha ABa OKpeMux
po3ginu «CepefHs Maca» Ta «O4HOPIAHICTb
003U, L0 BUTSATAETbCA» 6e3 3MiHU KpUTepiiB
NPUAHATHOCTI Ta METOAiB KOHTPO/TO SKOCTI.
MpuBeaeHHs po3ainy «MikpobionoriyHa
4yncToTa» [0 BUMOT [jit0HOro BUAAHHSA €.
BBeaeHHs po3giny «BusHaueHHs BTpaTy B
Maci»)

TabneTkn, BKPUTI
NNiBKOBOHO
06010HKO0, No 20
mr Ne 7 (7x1) a6o
Ne 14 (7x2)

AcTpa3eHeka
AB

LLiseuis

Actpa3eHeka Ab

Lseuis

nepepeectpavis Ha 5 pokiB y 3B A3Ky i3
3aKiHYeHHsIM TepPMiHY Aii peecTpauiinHoro
noceiguyeHHs; 3miHu | Tuny: AAMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu
MiCLst MPOBaKEHHST AisiNIbHOCTI BUPOOHMKA
(BKIrOYarouM, 3a HeobXiaHOCTI, MicLe
nNpoBeAEeHHS KOHTPO/I0 AKOCTI), ab0 BNacHUka
MacTep-haiina Ha A®l, abo nocTadasibHMKa
Adl/BnxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (SKLWO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BifICYTHOCTI cepTudikara BifnoBigHOCTI

3a
peyenmom

€Bponelicbkili dhapmakonei y 3aTBepapKeHomy

He niosisizae

UA/2534/02/01




No
n/n

Hassa

JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka

3asBHUK

Kpaina

Bupo6Huk

56

KpaiHa

thopma,
yrnakoskKa)

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa

HHSA

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

39. HEKCIYM

TabneTkn, BKPUTI
NNiBKOBOHO
06010HKO0, No 40

AcTpa3eHeka
AB

LLiseuis

Actpa3eHeka Ab

Lseuis

[ocbe, abo BUPOBHMKA HOBOT AOMOMKHOT

[oTOBWIA Nnikapcbkwii 3aci6. KOHTposib roToBOr
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHA rOTOBOTrO NiKapCbKOro 3acoby
(iHWi 3miHM y MeTofax BMNpobyBaHb
(BKNtOY@KOUN 3aMiHy ab0 [OMOBHEHHS) -
«BMmicT, esomenpasony» - 3 METOANKN
BUMPOOYBaHHA BUTYYEHO a/lbTEPHATUBHY
KonoHky (Zorbax Eclipse XDB C8), Ta
YTOYHEHO NPO6OMiAroTOBKY AOCAIAKYBAHOIO
po3unHy; «laeHTudikalis, esomenpasony» -
3MiHa B Npo6onigroToBL,i 4OC/iAKYBaHOTO
PO34MHY, a TaKoX BBEAEHHS A0AATKOBOT
MEeTOAUKM ifeHTUdikaLii esomenpasony 3a
[0rnomorot o6epHeHoi dhasu 3 XipaslbHUM
[eTekTyBaHHAM npu 302 HM. nicna ekcTpakuii 3
Tabnetok; «OfHOPIAHICTE MacK» - NPUBEAEHHS
Yy BigMOBIgHICTb [0 OpPUTiHA/IbHNX MaTepianis
BMPOGHUKaA. 3MiHu |l TUNY: 3MiHK Woao
6e3nekn/edpekTMBHOCTI Ta thapmakoHarniagy.
3MiHN Yy TepaneBTUYHNX NOKa3aHHAX
(oofaBaHHA HOBOrO TepaneBTUYHOrO
nokasaHHsi abo 3miHa y 3aTBEpPAKEHOMY
nokasaHHi) - 3MiHY BHECEHO A0 iHCTPYKLii AN
MeAMYHOro 3acTocyBaHHA npenapaty fo
po3ainy "MokasaHHA", a TakoX A0 po3ainy
"Cnoci6 3acTocyBaHHs Ta f03m1" BiAMNOBIAHO A0
KOPOTKOI XapakTepucTVkn npenapaTy Ta
BWCHOBKa KOHCY/IbTaTUBHO-EKCNEepPTHOI rpynu
"MegaiaTpuuHi nikapcbki 3acobun”. MNMprBeaeHHs
Ha3BW MikapcbKol hopmu Yy BigNoBiAHICTb A0
opuvriHasIbHUX MaTepiasiiB BUPOGHMKa
(3aTBEpAXEHO: TABNETKM, BKPUTI 0O600HKOIO;
3anponoHoBaHo: TabneTkn BKPUTI NNiBKOBOKO
060/10HKO10). MpuBeaeHHA po3ainy «JonoMixHi
PEeYOBUHM» Y BIANOBIAHICTb A0 OPUTIHANIBHNX
MaTepianiB BUPOGHMKa

PEYOBUHM (SKLLO 3a3HAYEHO Y 0CbE), 3MiHa
HalilMeHyBaHHS BUPOGHUKa Aito4oi peyoBUHU
e3omMenpasony; 3MiHu | Tuny: 3MiHW 3 AKOCTI.

(0]

mr Ne 14 (7x2) y
6nictepax

nepepeectpavis Ha 5 pokiB y 3B A3Ky i3
3aKiHYeHHsIM TepPMiHY Aii peecTpauiinHoro
noceigyeHHs; 3miHu | Tuny: AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu
MiCLst MPOBaKEHHST AisiNIbHOCTI BUPOOHMKA
(BKIrOYarouM, 3a HeObXiAHOCTI, MicLe
nNpoBeAEeHHS KOHTPO/I0 AKOCTI), ab0 BNacHUka

peyenmom

MacTep-tpainna Ha A®l, abo nocTayasibHMKa

3a He nidsisi2ae

UA/2534/02/02
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No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

Adl/BuxigHoro
marepiany/peareHTy/NPoOMbKHOIo NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHoOMy
[ocbe, abo BUPOBHMKA HOBOT AOMNOMKHOT
pPEYOBUHM (SKLLO 3a3HAYEHO Y A0CbE), 3MiHa
HalilMeHyBaHHS BUPOGHUKa Aito4oi peyoBUHU
e3omMenpasony; 3MiHu | Tuny: 3MiHW 3 AKOCTI.
[oTOBWI1 Nikapcbkuii 3aci6. KOHTposib roTOBOro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBGYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(iHWi 3miHM y MeTofax BMNpobyBaHb
(BKtOY@KOUN 3aMiHy @60 [OMOBHEHHS) -
«BMmicT, esomenpasony» - 3 METOANKN
BUMPOOYBaHHA BUTYYEHO a/lbTEPHATVBHY
KOnoHky (Zorbax Eclipse XDB C8), Ta
YTOYHEHO NMPO6OMIAroTOBKY A0CAIAKYBAHOIO
po3unHy; «laeHTudikalis, esomenpasony» -
3MiHa B Npo6onigroToBL,i 4OC/iAKYBaHOTO
PO34MHy, a TaKoX BBEAEHHS A0AATKOBOT
MEeTOAUKM ifeHTUdikaLii esomenpasony 3a
[ornomoroto o6epHeHoi dhasu 3 XipaslbHUM
[eTtekTyBaHHAM npu 302 HM. nicna ekcTpakuii 3
Tabnetok; «OfHOPIAHICTE MacK» - NPUBEAEHHS
Yy BigMOBIgHICTb [0 OpPUTiHA/IbHNX MaTepianis
BMPOGHUKa. 3MiHu |l TUNY: 3MiHK Woao
6e3nekn/edpekTMBHOCTI Ta thapmakoHarniagy.
3MiHN Yy TepaneBTUYHNX NOKa3aHHAX
(oofaBaHHSA HOBOrO TepaneBTUYHOrO
nokasaHHsi abo 3miHa y 3aTBEpPAKEHOMY
nokasaHHi) - 3MiHY BHECEHO A0 iHCTPYKLii AN
MeAMYHOro 3acTocyBaHHA npenapaty [0
po3ainy "MokasaHHS", a TakoX A0 po3ainy
"Cnoci6 3acTocyBaHHs Ta f03mn" BiANOBIAHO A0
KOPOTKOI XapakTepucTvkn npenapaTy Ta
BWCHOBKa KOHCY/IbTaTUBHO-EKCNEepPTHOI rpynm
"MegiaTpuuHi nikapcbki 3acobun”. MNMprBeaeHHs
Ha3BW ikapcbKol hopmu Yy BignoBiaHICTb A0
opuvriHasIbHUX MaTepiasiiB BUPOGHMKa
(3aTBEpAXEHO: TABNETKM, BKPUTI 0O60OHKOIO;
3anponoHoBaHo: TabneTkn BKPUTI NiBKOBOKO
060/10HKO10). MpuBeaeHHA po3ainy «JonoMixHi
PEeYOBUHM» Y BIANOBIAHICTb A0 OPUTIHANIBHNX
MaTepianiB BUPOGHMKa

40.

HOBOKAIH

pO34uH ANs
iH'eKLiin, 5 Mr/mn no

MAT
"Tannycapm”

YkpaiHa

MAT
"Tanmudapm”

YkpaiHa

nepepeectpavis Ha 5 pokiB y 3B A3Ky i3
3aKiHYeHHsIM TepPMiHY Aii peecTpauiinHoro

3a
peyenmom

He
nionsiecae

UA/5126/01/01
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No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

5 mn B amnyni, no
5awmnyny
KOHTYpHIlA
YapyHKOBIV
ynakosLj, no 2
KOHTYPHI YapyHKOBI
yrnakoBK/ B naui

nocsigyeHHs; 3MiHn | Tuny: FoToBwiA
nikapcbkuii 3aci6. CucteMa ynakoska/ykynopka.
3MiHa po3Mipy ynakoBKU rOTOBOrO MikapCbKoro
3aco6y (BWMyYEHHS yNakoBKM MEBHOTO PO3MIpY)
- BUly4yeHHs ynakosku no 5 ma B amnyni; no 10
amnyn B kKopobui. 3MiHu | TUny: 3MiHK WoAo
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 a60 3MiHW [0 y3arasibHEHUX AaHuX
npo cuctemy hapmakoHarnsgy (BefeHHs
y3araJsibHeHUX AaHunx npo cuctemy
hapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOI
ocobu, BignoBigasnbHOI 3a 34iICHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
chapmakoHarnsgy 3asBHuKa Ans 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAa/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy (Bkouatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHi macTep-gaiina
cuctemu chapmakoHarnsgy). 3minu | tuny:
AAMiHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOGHMYOT AiNbHNL (BK/THOYAKOUMN AiNbHULL
ans A®l, npomixHOro NnpoaykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHNL AN NpoBeAeHHS
nakyBaHHs!, BUPOOHWMKa, BifNOBiga/IbHOTO 3a
BUMYCK Cepili, MicLle NPOBEEHHSA KOHTPOSIO
cepii) abo nocTayasibHMKa BUXIAHOIO
martepiasy, peareHty abo AonoMiKHOT
PEeYOBUHM (SIKLLLO 3a3HAYEHO Y [0CLE)
BunyyeHHs BUpo6HukiB APl HoBOKaiH
(npokainy rigpoxnopug) (Nanjing
Pharmaceutical factory Co., Ltd, Kutai;
Sanmen Huali Medicinal & Chemical Co., Ltd,
Kutaid). 3miHu Il Tuny: 3miHu 3 skocTi. AdI.
Bunpo6bHMLTBO. 3MiHa BUPO6HMKA
BUXIAHOTO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY MPOLLECi
A, abo 3miHa BUpo6GHMKa (BKIOYaKouK, ae
Heob6XiAHO, MicLe NPOBEAEHHS KOHTPO/IO
AKocTi) AP (3a BiACYTHOCTI cepTudikata
BiANoBiAHOCTI EBponeiickkili hapmakonei y
3aTBEpMAKEHOMY [0CbE)(BBEAEHHS HOBOrO
BMpOGHUKa A®| 3 HagaHHAM MacTep-thaiina Ha
A®I) - BBeaeHHs BupobHuka A®| HoBOKaiH
(npokaiHy rigpoxnopug) Norbrook s.r.o.,
Yecbka Pecny6nika

41.

oKcon

pO34uH ANs
iH'EKLA, 2 Mr/mn no

M-IHBecT
NimiTeq,

Kinp

BeHnyc Pewmegic
NimiTeq,

IHAjs

nepepeectpavis Ha 5 pokiB y 3B A3Ky i3
3aKiHYeHHsIM TepPMiHY Aii peecTpauiinHoro

3a
peyenmom

He niosisizae

UA/4065/01/01




59

No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

25 mn, 50 mny
onakoHax Ne 1

nocBigYeHHst; 3MiHu | Tuny: 3MiHW 3 AKOCTI.
[oTOBWI1 Nikapcbkuii 3aci6. KOHTpoib rOTOBOro
nikapcbkoro 3acoby. 3MiHa y meTogax
BUNPOBYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(iHWi 3miHM y MeTofax BMNpobyBaHb
(BKTrOYatOUM 3aMiHy abo AONOBHEHHS) — 3MiHa
aHasTITUYHNX METOAVMK 3a NoKa3H1Kamu
«CynpoBigHi Aomilkm» (NpobonigroToska,
yMOBM XpomaTorpadpyBaHHs) Ta «KisbkicHe
BU3HaYeHHSA» (MPo6onigroToBka, yMoBM
XpomarorpadysaHHs). 3MiHu | Tuny: 3minm 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa
napameTpiB cneyudikaii Ta/abo AonycTUMmx
MEX roTOBOrO /liKapCbKoro 3acoby (iHLUi 3MiHK)
— 3MiHa KpUTepIiB NPUAHATHOCTI 3@ NOKa3HUKOM
«O6’eM L0 BUTATAETLCA». 3MiHN | T1Ny: 3MiHK
3 AKocTi. FoToBUIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasbHuii 3aci6. 3MiHa
PO3Mipy ynakoBKv roTOBOro MikapCbKoro 3acoby
(BUTYYEHHS! YNakKoBKN NEBHOTO PO3MIpy) —
BWIyYeHHS ynakosky in bulk. 3miHn | Tuny:
AZMiHICTpaTMBHI 3MiHU. 3MiHA HaliMEeHYBaHHSs!
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro MikapcbKoro
3acoby, BKIYauu AinbHNLI BUNYyCKy cepil
ab0 MicLe NpoBeAEHHS KOHTPOSIHO SIKOCTI.
([isnbHICTB, 3a SAKy Bignosigae
BMPOGHUWK/IMNOPTEp, BK/IOYAOUM BUMYCK Cepiif)
— NpuBELEHHS agpecn BUPOOHUKa Y
BiNOBIAHICTb 4O BUCHOBKY LLIOA0
nigTBEepAKEHHS BIANOBIAHOCTI BUPOOHULTBA
nikapcbkoro 3acoby sumoram GMP, BugaHoro
[Lepxnikcnyx6oto Ykpainu. 3miHn |l Tuny:
3MiHu 3 aKocTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOGHMKA BUXiAHOro/NpoOMKHOIO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BUpo6HUYOMY npoLeci AdDl, abo 3miHa
BUPO6HMKa (BK/IOYAKOUM, e HEOOXiAHO, Micue
npoBeAeHHA KOHTPO0 AKocTi) AdI (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHoOMy
[ocbe)(BBeAEHHS HOBOTO BUpo6HUKa Ad| 3
HagaHHAM MacTep-chaiina Ha A®I)— BBeEHHs
HOBOTrO BMPO6GHUKa cy6CcTaHLil

42.

OJIPEH® -75

PO3YuH Ansi
iH'eKLili, No 2 mn B

TeBa
dapmaneBTik

13painb

Mepkne MmeX
(BUPOGHUK, KN

HimeuuuH
a

nepepeecTpauist Ha 5 pokiB y 3B A3Ky i3
3aKiHYEHHAM TepMiHy Ajii peecTpavjiiiHoro
nocBigyeHHst; 3MiHu | Tuny: 3miHa

3a
peyenmom

He nidsisizae

UA/5122/01/01
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKoska) nocsioyeHHs1
amnynax Ne 5 an IHgacTpi3 BignoBigae 3a TOProBesibHOT Ha3BW NiKapCbKOro 3acoby
nra. BMPOGHMLTBO (3aTBEpMXEHO: OndeH™-75); 3MiHun | Tuny:
npoaykTy in bulk, 3MiHM 3 iKOCTi. F0TOBWMIA NiKapCbKuii 3aci6.
nepsuHHe KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa
nakyBaHHs, napameTpis crieludikadliii Ta/abo 4ONyCTUMMUX
BTOPUHHE MEX roTOBOrO /TiKAPCHKOTO 3aco6y (iHwi 3MIHI/_I)
NaKyBaHHs, — KpuTepii NPUIAHATHOCTI NOKasHWKa «BuauMi
BIMYCK Cepil; yacTku» B crieymdbikaLii Ha BUMycKk NpuBefeHo

BUPOGHWK, SKNIA
Bignosigae 3a
KOHTPOSIb cepii)

y BigMNoBigHICTb A0 BUMOT fito4oro BugaHHs EP
(2.9.20), HagaHO KOpEKTHWIA Nepekag po3ainy
«Onue». 3MiHn | Tuny: 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BigNoBigHOCTI abo
BWIyYeHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BUXiAHOTO MaTepiany/peareHTy/npoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; Ana AONOMDKHOT peyoB/HU
(cepTudpikat BigNOBIAHOCTI €BpONENCHKil
thapmakonei) - OHOBNEHUIA cepTudikat Bif yxe
3aTBEPAKEHOI0 BUPOOHMKA — NOAAHO OHOB/EHI
cepTtuddikaTy BignosigHocTi €E® ans aitoyoi
peyoBunHM anknodeHak HaTpito Bif,
3aTBepAxeHnx BupobHukis Arch Pharmalabs
Limited, IHgia Ta Unigue Chemicals, IHgis.
3MiHu | TMny: 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHoCTi
€sponelicbkin dhapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BU/yYEHHSA cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®l; ana BuxigHoro
marepiany/peareHTy/NpoOMbKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[0MNOMDKHOT peyoBrHK (cepTudpikat
BiANoOBIgHOCTI EBponeiickkili hapmakonei) -
OHoBeHunii cepTudikar Bif yxe
3aTBEPAKEHOTO BUPOOHMKA — NOAAHO
OHOBJIEHWIA cepTUdiKaT BigNoBigHOCTI E® ans
Ait040T peYoBVHM NiJOKaIHY rigpoxiopuay Big,
3aTBepxeHoro BupobHuka Moehs Catalana
SL, IcnaHis. 3miHn | Trny: 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOIb FOTOBOrO
nikapcbKoro 3acoby. 3MiHa y meTogax
BUNPOBYBaHHS rOTOBOrO NiKapCbKoro 3acoby
(iHLWi 3MiHM y MeTogax BUNpobyBaHb
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Ne Ha3ssa ®opma BUIMYCKY 3asasHUK Kpaina BupobHuk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamvysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKoska) nocsioyeHHs1

(BkNOYAOUM 3aMiHY @60 [OMOBHEHHS) — 3MiHK
aHanNiTUYHNX METOANMK 3a NOKa3HUKamu
«lgeHTudikauis Ta KinbkicHe Bu3HayeHHs N-
aueTunuucTeiHy» (HagaHo po3gin
«[MpugatHicTb xpomarorpadiyHoi cucteMmm» Ta
YTOUHEHO po3paxyHKoBi hopmynu), «KinbkicHe
BM3HAYEHHSA MPOMNINIEHI/TIKO/0» ([ONOBHEHO
4yacoMm yTpuUMyBaHHs Miky), «CynposifHi
OOMILLKV» (AONOBHEHO Po3Ainom «OuiHKa
npuaaTHOCTI XpoMaTorpadiyHoi CUCTEMMU»).
3MiHu | TUNY: 3MiHK 3 sAkocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
y npoueci BUpOGHMLITBA FOTOBOTO J1iKapCbKOro
3aco0y, BKIOYaUM NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3aco6y (iHLwi 3MiHNM) — 3MiHa
KiNbKOCTi ONOMKHOT pevyoBUHN
aueTUILUCTEIHY, a came 36i/bLUEHHS
Bii6yBaETLCA Y 3B'A3KY 3 TUM, LU0
aueTMNUMUCTETH BUCTYNae SK iHribiTop
OKMCNEHHSA B Nikapcbkii chopmi | ToMy nig, vac
NPUroTyBaHHA Po34nHy Y dhopmi in bulk BmicT
KiNbKOCTi aueTunumucTeiHy 3MeHLyeTbes. Tomy
BPax0BYOUM BlLLE HaBeAeHY iH(hopmaLiio
BMPOGHMKOM 6Y/10 BHECEHO HaA/INLLIOK
aueTunuucTeiHy. Haanvuwok aueTuauncTeiny
He 06yMOBEHNIT 3MiHOO NapameTpiB
cneumdikauii npy BUMycKy. Sk Hacnigok 6yno
36i/1bLUEHO KiIbKICTb BMICTY JONOMIXHOT
PEYOBUHM FiAPOKCUAY HATPIIO A5 KOPUryBaHHS
pH po3unHy. Po3mip cepii npy LboMy
3aULAETbCA HE3MIHHUM. 3MiHK | TUNY: 3MiHK 3
akocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BigNoBigHOCTI abo
BWIyYeHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkilt hapmakonei: ans A®l; ans
BUXiAHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHMUTBI A®I; ANna AONOMDKHOT peyoB/HU
(cepTudpikat BigNOBIAHOCTI €BpONENChKil
thapmakonei) - OHOBMEHUIA cepTuddikat Bif yxe
3aTBEPKEHOr0 BUPOOHUKA — NOAAHO OHOB/EHI
cepTtudikaTy BignosigHocTi E® ans
[0NOMDKHOT PeYOBVHU aueTWILMCTEIHY Bif,
3aTBEPKEHNX BUPOOHUKIB BUPOBHUK
Pharmazell GMBH, HimeyunHa Ta Moehs
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Hassa
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n/n

JNliKapcbKo20
3acoby

(nikapcbka
popma,
yrnakoskKa)

dopma BuUMyCKy

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep

peecmpayitiiHo
20

nocsio4yeHHs

43.

O/NPEH®-50

Tabnetkn

Iberica S.L., IcnaHis. 3miHu | Tuny: 3MiHun Woa0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy.
3MiHN Y KOPOTKiil XapakTepucTuLi NikapCbkoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
Me[MYHOro 3aCTOCYBaHHS
reHepuYHNX/riopnaHNx/6ionodibHNX Nikapcbkmx

3aco06iB Nic/A BHECEHHSA TiET caMoi 3MiHM Ha
pedhepeHTHUI npenapar (3mMiHa He NnoTpebye
HafaHHS XXOAHWNX HOBMX AOAATKOBUX AaHVX)
(B.1.2. (a),IB), 3mMiHV BHeCeHO [0 iHCTPYKUiT ANns
MeMYHOro 3aCTOCyBaHHA npenapaty Ao
po3gainy "MokasaHHa", a TakoX 40 po3ginis
"Cnoci6 3acTocyBaHHA Ta 4031" (YTOUHEHHS
[03yBaHHS) Bi4NOBIAHO [0 pedepeHTHOoro
npenaparty (BonbTapeH, po3unH Ans iH"ekuin).
3MiHu | TURY: 3MiHK 3 AkocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCT@HOBNEHMX Y cneuudikauisx, nig yac
BUPOGHMLTBA FOTOBOIO NiKapCbKOro 3acoby
(BUNYyYEHHA HECyTTEBOrO BUNPOOYBaHHS B
npoLeci BUpo6HULITBA) — BUSTYHYEHHS TECTIB
«lgeHTundikalis akTMBHOI pe4OBUHM» Ta
«XiMiuHa yncTtoTa» B NPoOLECi BUPOBHMLTBA,
OCKi/IbKW TECTU NPOBOAATLCSA MPU BUMYCKY
cepii. Takox BUy4yaeTbCA NapameTp «Touka
nAaBneHHA» NpU 3anasHi amnysn, Tomy, Wo el
napamMeTp KOHTPOETLCA 061agHaHHAM Y
3aKpUTOMY LMK/ BUPOOHMLTBA.

NAKTAB

KWLLIKOBOPO3YMHHI
no 50 mr Ne 20
(10x2) y 6nictepax

TeBa
PapmaueBTiK
an IHpactpis

nra.

I13painb

BMPOGHMLTBO 3a
NMOBHUM LMK/TOM:
AunHo dapma
AT, LLBeiuapis;
Jojartkosa
nab6oparopis, Wwo
npuiiMae yyactb
B KOHTPONi cepi:
YHTEP3YXyHICiHCT
UTyT Xennenep,
HimeuunHa

Lseiiuapi
al
HimeyuunH
a

nepepeecTpauisi Ha 5 pokiB y 3B 53Ky i3
3aKiHYEHHAM TepMiHy Ail peecTpaduiiiHoro
nocsigyeHHs; 3MiHu | Tuny: 3miHa
TOProBesibHOIT Ha3BM Nikapcbkoro 3acoby (byno:
OndpeH™-50 NakTtab). 3miHn | TMny: 3MiHKn
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnisgy. 3MiH1 y KOpoTkil
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS reHepUYHNX/riopuagHnx/-
6ionoAibHNX nikapcbknx 3acobiB nicns
BHECEHHS Ti€l camoi 3MiHW Ha pediepeHTHWI
npenapar (3miHa He NoTpebye HagaHHS
XOAHUX HOBUX A0AATKOBUX AaHWX), (3MiHK
BHECEHO A0 iHCTPYKLiT 415 MeAnyHoro
3acToCyBaHHs npenapaTty Ao po3ginis "Cnocib
3aCTOCyBaHHA Ta 031" (YTOUHEHHS
[o3yBaHHs), "Oitn". 3miHun | Trny: 3MiHK 3

3a
peyenmom

sKocTi. CepTudoikaT BignosigHocTi/l E-

He nidsisi2ae

UA/5123/01/01
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No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep

peecmpayitiiHo
20

nocsio4yeHHs

cepTudikaT BignoBigHOCTI EBponeichbkiii
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWIyYeHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkilt hapmakonei: ans A®l; ons
BUXiAHOTO MaTepiany/peareHTy/MpoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; ANna AONOMDKHOT peyoB/HU
(cepTudpikat BigNOBIAHOCTI €BpONENChKil
thapmakonei) - OHOBMEHUIA cepTuddikaT Bif yxe
3aTBEPKEHOro BUPO6HYKA, (NOAAHO OHOBEHI
cepTtuddikaTy BignosigHocTi €E® ans aitoyoi
peyoBuHM). 3MiHM | TUNY: 3MiHW 3 AKOCTI.
[oTOBWI1 Nikapcbkmii 3aci6. KOHTposib roTOBOro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(iHWi 3miHM y MeTofax BMNpobyBaHb
(BKItovatoun 3amiHy abo AOMOBHEHHS),
(momaHo aHaniTUYHI MeTOAVKN BUNPOOYBaHHSA
3a nokasHukamu «BHelwHuii BuA», «CpegHss
mMacca TabneTku», «CogepxaHve
AnknodpeHaka HaTpus», «4uctoTtar,
«PacTBOpeHne», «YCTORUNBOCTb K
XenyAo4YHOMY COKy» Ha TEPMiH MPUAATHOCTI
3MiHa BBOAMUTLCSA Y 3B'A3KY 3 MPUBEAEHHAM [0
mMaTtepianis BUPO6HMKa)

He

UA/5479/01/01

44,

OMAHY
KOPEHEBULUA |
KOPEHI

KopeHeBuLa i
KOpeHi
(cybeTaHuis) y
MilLKax, THoKax,
Kinax ans
dhapmMaLeBTMYHOrO
3acTocyBaHHs

MpAT
"Niktpasun"

Ykpaina

MpAT "NikTpasn"

Ykpaina

nepepeecTpauisi Ha 5 pokiB y 3B 53Ky i3
3aKiHYEHHAM TepMiHy Ail peecTpadiiiHoro
noceigyeHHs; 3MiHu | Tuny: AgMiHicTpaTuBHi
3MiHK. 3MiHa HaiMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHvKa peecTpauiiHoro
nocsigyeHHs). 3minu | Tuny: AgmiHiCTpaTuBHI
3MiHK. 3MiHa HaiMeHyBaHHA Ta/abo agpecun
MiCLil NPOBaKEHHS Ais/IbHOCTI BUPOGHMKA
(BKNtOYAOYY, 3a HEOBXIAHOCTI, MicLe
NpoBeAEeHHS KOHTPO/THO AKOCTi), ab0 BNacHUKa
MacTep-chaiina Ha A®l, abo nocTavanbHMKa
Adl/BuxigHoro
martepiany/peareHTy/NPOMKHOIO NPOAYKTY, WO
3aCTOCOBYHTbCA Y BUPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaXeHoOMY
nocbe, abo BUPOOHUKA HOBOI AOMOMIXKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y AOCLE). 3MiHN |
Tuny: 3MiHK 3 KocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHs APl abo
BUXIAHOTO MaTepiany/npoMixXHOro

niosisizae
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No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci Bupo6bHuuTea AP (iHLWi 3MiHK y
MeTo4ax BUNpPobyBaHHA (BK/IOUAKUN 3aMiHy
abo gonoBHeHHs) A®| abo
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY) - 3a
nokasHukoMm «laeHTtudikauis C» 3amiHeHO
MeTof «SKicHa peakLis» Ha GinbLL cyyacHe
BUMNPOBYBaHHS - «TOHKOLLAPOBY
Xpomartorpadito», BignosigHo fo Bumor Y
3arasibHOi MoHorpadii «/likapcbka pocnnHa
CUpOBUHa». «laeHTudikawis B» 4onoBHEHO
hOTO MIKPOCKOMIYHUX 3HIMKIB. [prBEAEHO Y
Bi4nNoBIAHICTb A0 BUMOT AdY nokasHuka
«MikpobionoriyHa unctoTa», K Hacnifok,
BHECEeHHS 3MiH Ao Cneuudikauii. 3miHu | TUny:
3MiHu 3 akocTi. A®l. CTabinbHicTb. 3MiHa
nepiogy NoBTOPHMX BUNPOGYyBaHb/nepioay
36epiraHHa abo ymoB 36epiraHHa Adl (3a
BifICYTHOCTI Y 3aTBEpAKEHOMY [J0CbE
cepTudikaTa BignoBiAHOCTI EBpONeEiChKiii
chapmMakonei, Lo BKIoYae nepios NOBTOPHOro
BMNpo6yBaHHS) (Nepiog, MOBTOPHOIO
BMNPO6YBaHHsa/Nepiog, 36epiraHHs) - 3MiHa
ymoB 36epiraHHs Ad| - 3miHa ymoB 36epiraHHs
cy6CTaHUii — fofaBaHHs TemnepaTypHoro
pexumy (NpuBeAeHHS Y BiANOBIAHICTL 4O BUMOT
HactaHoBu 42-3.3:2004). 3miHu Il Trny: 3miHn
3 AkocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuugikadii Ta/abo gonycTummx
MeX, BU3HaUYeHnX y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCS Y NpoLeci BUPO6HNLTBA
A®I (iHWi 3MiHW) - AONOBHEHHSA crevumdikawi
hpakuiero noagpibHeHOT CMPOBUHM «[OPOLLIOK
KPYMNHUiA», 3MIHEHO Ha3BY BUNPOBYBaHHS
«Moapi6HeHICTb» Ha «CUTOBWIA aHani3», LWo
BiAnoBigae MeToAuLi NPOBEAEHHSA —
NPOCitoBaHHSA Kpi3b CUTa 3 NEBHUM HOMEPOM Ta
3MiHEHO Ha3BY NokasHuKa «BunpobyBaHHSA Ha
4yncToTy» Ha «BunpobyBaHHa». AK Hacnifgok,
BHECEHHS 3MiH 0 METO/IB KOHTPOJIO SIKOCTI).
MprBeAeHHS 3acTocyBaHHS CcybCTaHLi Ao
Bumor oY

45,

OMHOIMNOH-3H

PO34unH AN iH'EKLil
no 1 mn B amnynax
Ne 100 (5x20) y
6nictepax

TOB
"XapkiBcbke
thapmaneBTu
YHe

YkpaiHa

TOB "Xapkiscbke
hapmaueBTUYHe

nignprYeMCTBO
"300poB'A

YkpaiHa

nepepeectpavis Ha 5 pokiB y 3B A3Ky i3
3aKiHYeHHsIM TepPMiHY Aii peecTpauiinHoro
noceig4yeHHs; 3MiHn | Trny: 3MiHK Woa0
6e3neku/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeefieHHs1 260 3MiHV A0 y3arasibHeHUX faHnx

3a
peyenmom

He niosisizae

UA/5179/01/01
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No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

nignprueMcTB
0 "3p0opos'da
Hapogy"

Hapoay"

npo cuctemy hapmakoHarnfgy (sefeHHs
y3arasibHeHUX faHunx npo cuctemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXEHOT
ocobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy; KOHTakTHOT ocoou 3
hapMakoHarnsay 3asBHUKa ANns 34INCHEeHHS
hapmakoHarnagy B YKpaiHi, KLU0 BOHA
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy (BK1rovaoUm KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
cmcTeMu chapmakoHarnsgy). 3minum | tuny:
AZMiHICTpaTWBHI 3MiHU. 3MiHA HaliMeHyBaHHS
Ta/abo agpecu 3anBHMKa (BNacHUka
peecTpauiiiHoro nocsig4yeHHs). 3MiHu | Tuny:
AZMiHICTpaTWBHI 3MiHU. 3MiHA HaliMeHyBaHHS
Ta/abo agpecun micLa NPOBaMKEHHS AisNbHOCTI
BMPOGHMKa/imnopTepa roToBoro ikapcbKoro
3aco0y, BK/IOYAKUM AiNbHNLi BUNYCKY cepil
ab0 MicLe NpoBefileHHA KOHTPO/IHO SAKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iIMNOPTEP, BK/IKOYAKUM BUMYCK CEPIlt).
3MiHu | TUNY: 3MiHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby. 3mMiHa napaMmeTpis
cneumdgikauin Ta/abo AoNyCTUMUX MEX
roTOBOrO /1iKapcbKoro 3acoby (iHLi 3MiHW) -
po3ain "MexaHivHi BKNIOYEHHS" NpuBeLeHo 0
BMMOT Aito4oro BugaHHsa Y. CynyTHS 3MiHa:
3MiHM 3 iKOCTi. F0TOBWMIA NiKapCbKuii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa
y MeTofax BunpobyBaHHS roToBoro
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS).
BunpasneHHa TeXHIYHUX NOMUIIOK, 3rifHO
n.4.2.3 (r) Hakazy MO3 YkpaiHu Big
26.08.2005p. Ne 426 (y pepaxuii Hakazy MO3
YkpaiHu Big 04.01.2013 Ne 3),B po3gini
“Cknag» AONOMiKHI pe4OBUHN

46.

NMAHALON®
EKCTPA

TabneTkn wunydi
Ne 12 (2x6) y
cTpunax

nakcoCmitK
naiiH
KoHcbromep
Xernckep,
Benvka
BpuTaHis

Benuka
BpuTaHis

damap A.B.E.
AHTOCA NNaHT,
Ipeuis
nakcoCwmiTKnai
H JaHrapsaH
Nimiten, Ilpnangjs

Ipeuis/
Ipnangis

nepepeecTpauist Ha 5 pokiB y 3B A3Ky i3
3aKiHYEHHAM TepMiHy Ajii peecTpavjiiiHoro
NnocBigYEeHHsT; 3MiHU | TUNy: 3MiHK 3 AKOCTI.
CepTtudpikat BignosigHocTi/lE-cepTudikar
BiiNOBIAHOCTI E€BpONENChKiit
phapmakonei/moHorpadii. NMogaHHs HoBoOro abo
OHOBJIEHOrO cepTudpikaTa BignoBigHOCTIi abo
BUNYYEHHS cepTudikara BifgnoBigHOCTI
€Bponelicbkii hapmakonei: s A®l; ansa

6e3
peyenma

nionsieae

UA/2691/02/01
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No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

BUXiQHOIo MaTepiany/peareHTy/npomixkHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; 4NA 4ONOMIXHOI PeUOBUHMN —
nofaHHsA oHossieHoro CepTudikary
BiANOBIAHOCTI EP Ha Aitoyy pevyoBuHYy
napaueTtamorn BupobHmyTBa "Novacyl Wuxi
Pharmaceutical Co.,Ltd, Kutaii" (R1-CEP 2002-
214-Rev 01). 3miHn | TMNy: 3MiHU 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikar
BiANoBiAHOCTI EBponelickbkiit hapmakonei/-
MoHorpadii. NMogaHHsa HOBOro abo OHOBEHOrO
cepTudikaTa BignNoBIgHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBiAHOCTI EBpONeChKii
thapmakonei: ana Adl; ons BUxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUp0o6HULTBI AdDI; ans
[0MOMDKHOT PEYOBWHM - NOJAaHHS OHOB/IEHOTO
CepTucpikaTy BignosigHocTi €P Ha gitouy
peyoBUHY KodheiH BUpo6HuLTBa "Siegfried
Pharmachemicalien Minden GmbH,
HimeuunHa" (R1-CEP 1988-022- Rev 03).
3MiHu | TMny: 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHoCTi
€sponelicbkiin dhapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOBJ/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BU/yYEHHSA cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ona BuxigHoro marepiany/peareHty/-
NMPOMIXHOIO NPOAYKTY, L0 BUKOPUCTOBYHOTLCS
y BUPOGHMLTBI ADI; ANna AONOMDKHOI peYoBUHM
- NoAaHHs oHoBNeHoro CepTudiikaty
BiANOBIAHOCTI EP Ha Aitoyy pevyoBuHy
napaueTtamon BnpobHuuTBa "Granules India
Lemited, IHgis" (R1-CEP 1998-047-Rev 04)

47.

MAPALETAMON

kancynv no 325 mr
Ne 10 (10x1), Ne 20
(10x2) y bnictepax

ToBapucTeo 3
06MeXeHo
BignoBiganbHi
CTIO
"®apmaLeBTu
YHa KoMnaHis
"3p0poB'a”

YkpaiHa

ToBapucTBo 3
06MEeXeHOI0
BifnoBiganbHicT
10
"PapmaueBTnyHa
KoMnaHis
"3p0pos'a”

YkpaiHa

nepepeectpavis Ha 5 pokiB y 3B A3Ky i3
3aKiHYeHHsIM TepPMiHY Aii peecTpauiinHoro
NnocBiAYeHHsT; 3MiHU | TUnNy: 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHUIA 3aci6. 3MiHa
napameTpiB cneyudikauii Ta/abo AonycTUMmX
MeX NepBUHHOT yNakoBKM rOTOBOTO NiKapCbKOro
3acoby - cneyudikauito Ta METOAN BXiZHOMO
KOHTPOJIH0 MEePBUHHOI yrakoBku - naisku MBX
(3a nokasHukom «MikpobionioriyHa uncToTa)
Ta hosibrn asIloMiHIEBOT (3@ MOKA3HNKOM
«MikpobionoriyHa YicToTa», «30BHILLHIi
BUrNAA ONbIv») NPUBEAEHO Y BiANOBIAHICTD
0,0 BUMOT fjto4oro BugaHHsa Y. CynyTHs

6e3
peuyenma

nions2ae

UA/11685/01/02
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKOBKa) nocsio4yeHHs
3MiHa: 3MiHW 3 AKOCTi. [0TOBWIA NTikapCbKuii
3aci6. CucteMa KoHTeliHep/3aKynoptoBasibHU

MOKa3HUKOM SIKOCTi Ta BiAMNOBIgHUM METOA40M
BMNpo6yBaHHsA). 3MiHu | Tuny: AQMiHICTpaTVBHI

3aci6. 3miHa y meTogax B1npobyBaHHsA
NepBUHHOT YNakoBK1 rOTOBOTO /liKapCbKOro
3aco6y (He3HauHi 3MiHN y 3aTBEepPAKEHNX
mMeTofax BUnpobysaHb). 3MiHW | TURY: 3MiHK 3
sKocTi. FoToBwMiA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHUii 3aci6. 3MiHa
nocTavasnibHvKa nakysanbHVUX martepianis abo
KOMMNIEKTYOUMX (SKLWO 3a3Ha4YeHO B [JOCLE)
(3amiHa abo fofaBaHHS NocTavyasibHUKa) —
BBEEHHS f04aTKOBOrO BUPOGHMKa
nakyBasibHOro martepiasy. 3miHu | Trny: 3miHn
3 IKoCTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
O0MNOMDKHMX PeqyoBUH. 3MiHa y MeTogax
BUMPOBYBaHHSA AOMOMIXHOI PEYOBUHN
(He3HauHi 3MiHW y 3aTBEpPKEHNX METOoAax
BMMNPOGYBaHb) - METOAN BXiJHOIO KOHTPO/IIO
[0MOMDKHOT PeYOBUHM MOBIAOH 3a PO3/iNIoM
«MikpobionoriyHa ynctota» NpUBEEHO y
BIANOBIAHICTb A0 BMMOr Ail040r0 BUAAHHS
€Bponeiicbkoi hapmakonei. 3MiHu | Tuny:
3MiHu 3 aKocTi. CepTudikaT BignosigHocTI/lE-
cepTugikaT BiANOBIAHOCTI €BpONenchKil
thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikarta BifgnoBigHOCTI
€Bponelicbkiii hapmakonei: ana A®l; ons
BUXiQHOrO MaTepiany/peareHTy/npoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI A®I; AN AONOMIXHOT PEeYOBUHM -
HafaHHA HoBoro CepTudikaty BignoBigHOCTI
B/MOram €Bponeicebkoi hapmakonei Big
BMpo6Huka APl - R1-CEP 2000-124-Rev 06, Ta
Bi4NoBiAHO, 3MiHM A0 cneyndikauii Ta MeToais
BXiIHOrO KOHTpOso A®| - BBeEHHS NokasHuka
«3a/NLLKOBA KiNbKICTb OpraHiyHnx
PO3UMHHYKIB». CYNyTHS 3MiHa: 3MiHW 3 AKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTMMyX MeX,
BM3Ha4YeHuX y cneuudpikauisx Ha Adl, abo
BVXIAHWIA/NPOMDKHMIA NpOAYyKT/pearexT, Lo
BUKOPWCTOBYIOTLCS Y NpoLeci BUPO6HNLTBA
A®I (3oNOBHEHHSA cnevmdikayii HOBUM

3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu

MiCLiA NPOBAKEHHS AiS/IbHOCTI
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKoska) nocsioyeHHs1
BMPOGHMKa/imnopTepa roToBoro NMikapcbKoro
3acoby, BKIOYauK AiNbHALI BUNYyCKy cepil
ab0 MicLe NpoBeAEHHSI KOHTPOSIHO SIKOCTI.
(misnbHICTb, 3a SAKy Bignosigae
BMPOGHUWK/IMNOPTEp, BK/KYAUM BUMYCK Cepii)
48. MAPALIETAMON | kancynu no 500 mr ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa nepepeecTpauisi Ha 5 pokiB y 3B 53Ky i3 6e3 niosisiecae UA/11685/01/01
Ne 10 (10x1), Ne 20 | o6MmexeHo 06MEXEHOI0 3aKiH4eHHsIM TepMiHy Al peecTpauiiiHoro peyenma
(10x2) y 6nicTepax | BignosigasbHi BiANOBIAA/ILHICT NoCBiAYeHHs; 3MiHK | Tuny: 3MiHK 3 AKOCTI.
CTIO o [oToBUit nikapcbKuii 3aci6. Cuctema
"MapMaLeBTn "GapmaLeBTUuHa KOHTeliHep/3aKkynoptoBasibHuii 3aci6. 3MiHa
yHa KOMMaHis KOMMaHis napameTpiB cneumdikaLiii Ta/abo A0nycTUMmNX
"300poB's" "310poB'" MeX NepBUHHOT YNaKoBKN rOTOBOTO /iKapCbKOro

3acoby - cneuumdikaLio Ta MeToAM BXigHOro
KOHTPOJH0 NMEePBUHHOI YNakoBKu - naisku MBX
(3a NokasHMKoM «MiKpo6ioioriyHa UMcToTa»)
Ta ponbrn asoMiHieBOI (3a NOKa3HNKOM
«MiKpo6iosnoriyHa YNcToTa», «30BHiLLHIl
BUMNSA 0ONbIV») NPMBEAEHO Y BigNoBIAHICTb
[0 BUMOT fjtoyoro BugaHHsa AdY. CynyTHA
3MiHa: 3MiHKM 3 AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3akynopoBaibHNIA
3aci6. 3miHa y meTogax B1UNpobyBaHHs
NepBUHHOT YNakoBKN FOTOBOTO NiKapCbKOro
3aco6y (He3HauHi 3MiHM y 3aTBEepPAKEHNX
MeToZax BUNpobyBaHb). 3MiHM | TUNY: 3MiHK 3
AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopioBasibHUIA 3aci6. 3MiHa
nocTavasnibHvKa nakyBasibHVUX Martepianis abo
KOMNEKTYHUMX (FKLLO 3a3HaYeHO B [OCLE)
(3amiHa abo gofaBaHHs NocTavyasibHMKA) —
BBE/IEHHS1 4,0aTKOBOrO BUPOGHMKA
nakyBasibHOro matepiasty. 3miHu | Trny: 3MiHn
3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTposib
[OOMOMIKHMX PevyoBUH. 3MiHa y MeToAax
BUNPOBYBaHHSA [AOMNOMiXHOI PeYOBUHN
(He3HauHi 3MiHN y 3aTBEPAKEHNX METO4aX
BMNpPOO6YBaHb) - METOAW BXiIHOTO KOHTPO/IHO
[L0MOMDKHOT pe4OBUHM MOBIAOH 3a PO34iNoM
«MikpobionoriyHa YncToTa» NprMBEAEHO Y
Bi4NOBIAHICTb 4O BUMOT AjH04O0r0 BUAAHHS
€Bponeiicbkoi hapmakonei. 3miHu | Tuny:
3MiHM 3 sikocTi. CepTudikar BignosigHOCTI/TE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/mMmoHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BWIyYeHHS cepTudikaTa BignoBigHOCTI
€sponeiicbkiii hapmakonei: ans A®l; ana
BUXiAHOTO MaTepiany/peareHTy/npoMixXHOro
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No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHUUTBI A®I; ANna AONOMDKHOT PEYOBUHM -
HagaHHa HoBoro CepTudikaty BignoBiAHOCTI
BMMOram €Bponeiicbkoi thapmakonei Big,
BMpobHuka A®I - R1-CEP 2000-124-Rev 06, Ta
BiANOBIAHO, 3MiHM A0 cneuudikauii Ta MeToAis
BXiHOTr0 KOHTPO/II0 A®I - BBEeHHA MokasHuKa
«3a/NLLKOBA KiNbKICTb OpraHiyHnx
PO3UNHHKKIB». CynyTHA 3MiHa: 3MiHU 3 SKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo gonycTuMmnx Mex,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpo6HULTBA
A®| (aonoBHeHHs creumdikaLii HoBUM
NOKa3HWKOM SIKOCTI Ta BiAMNoBigHNM METOA0M
BUNPOBYBaHHS). 3MiHM | TUNY: AOMIHICTpaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCUs MPOBaMKEHHS AisNIbHOCTI
BUPOGHMKa/iMnopTepa roToBoro likapcbKoro
3aco06y, BKIOYaUM AibHULi BUNYCKY cepil
abo MicLe NPoBeLEHHSA KOHTPOSIKO AKOCTI.
(misnbHICTb, 3a SKy BignoBsifae
BMPOGHMK/iMNOpTEpP, BKKOYAUM BUMYCK cepii)

49.

MPUYENN
TPABA

TpaBa (cybcTaHuis)
Y MilLKax, THKax,
Kinax ans
hapmaveBTUYHOTo
3aCTOCYBaHHSA

MpAT
"NikTpasmn"

YkpaiHa

MpAT "NikTpasn"

YkpaiHa

nepepeecTpauisi Ha 5 pokiB y 3B A3Ky i3
3aKiHYEHHAM TepMiHy Ajii peecTpavjiiiHoro
NnocBigYEeHHsT; 3MiHU | TUNy: 3MiHK 3 AKOCTI.
A®|. KoHTposnib A®L. 3miHa y MeTogax
BunpobysaHHsA A®| abo BuxigHoro matepiasny/-
MPOMDKHOrO NPOAYKTYy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuLTBa ADI
(iHwWi 3MiHM y MeTOAax BUNPOBYBaHHSA
(BKOYaOuM 3aMiHy abo fonoBHeHHs) APl abo
BMXiZIHOrO/NPOMIXHOr0 NPOAYKTY) - NPUBEAEHHS
Yy BifnoBigHicTb [0 BUMOr ®Y nokasHuka
"Mikpob6ionoriyHa uncroTa”, foAaBaHHs
intocTpauiin fo posgainy «laeHTudikauis B»,
YTOUHEHHA pefakuii po3ainy «laeHtudikavis
C» (po3gineHHs Ha 2 meTtoaukn C i D), sk
Hacnigok, BHECEHHs 3MiH 0 Creundikawii.
3MiHn | TUNY: AAMIHICTPaTUBHI 3MiHU. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaMKEHHSA AisNIbHOCTI BUPOBHMKA
(BKNtOYAOYY, 3a HEOBXIAHOCTI, MicLe
NpoBeAEeHHS KOHTPO/THO AKOCTi), ab0 BNacHUKa
MacTep-chaiina Ha A®l, abo nocTavanbHMKa
Ad®l/BuxigHoro matepiasy/peareHty/-
MPOMIXXHOIO NPOAYKTY, L0 3aCTOCOBYHOTLCA Y

UA/5482/01/01




3asBHUK

Kpaina

Bupo6Huk

70
KpaiHa

Ymosu
Bionycky

PeecmpayjiliHa npoyedypa

Peknamysa

HHSA

Howmep
peecmpayitiiHo
20

nocsio4yeHHs

No
n/n

JNliKapcbKo20

Hassa

3acoby

dopma BuUMyCKy
(nikapcbka

thopma,
yrnakoskKa)

BMPO6HULTBI A®I (AKLLO 3a3HAYEHO Y AOCLE Ha
nikapcbkuii 3aci6) 3a BiACYTHOCTI cepTudikata

BiANOBIAHOCTI EBponeiickkili hapmakonei y

MAT

Ykpaina

NAT
"Ximcpapmsasop,

Ykpaina

3aTBEPAKEHOMY [0ChE, a60 BUPOOHMKA HOBOT
[LONOMDXHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
[0CbE) - 3MiHa Ha3BM BUPOOHMKa Ta npuse-
[eHHA agpecun BUPO6HMKa A0 NiLeHsii Ha
BMPO6HULTBO. MicLe BUPOGHMLTBA He
3MiHWNOCh. 3MiHu | TUNY: AAMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
3asBHUKa (B1acHVKa peecTpaviiiHoro
nocsigyeHHs)(A.1.,|IAHM), - 3MiHa Ha3BK Ta
agpecy 3asaBHuKa. 3MiHU | Tuny: 3MiHK 3 AKOCTI.
A®|. CtabinbHictb. 3MiHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepiogy 36epiraHHa abo ymMoB
36epiraHHa A®I (3a BigCcyTHOCTI Y
3aTBEPAXEHOMY [0Che cepTudikaTa
BiANOBiAHOCTI EBponelickkii hapmakonei, wo
BK/TIOHAE Nepiog, MOBTOPHOrO BUNPOOYBaHHS)
(nepiof noBTOPHOrO BMNpPO6yBaHHA/Nepios
36epiraHHs) - 3miHa ymoB 36epiraHHa Al (IB) -
3MiHa yMOB 36epiraHHs cybcTaHLii —
[0[aBaHHA TeMnepaTypHOro pexuviMy. 3miuu i
TMny: 3MiHW 3 AkocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BUHAYEHUX Y
cneuudikauisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCS Y NpoLeci BUPO6HNLTBA
A®| — gonoBHeHHs cneuudikauil dpakuieto
noApibHEHOI CMPOBUHW «NOPOLLIOK KPYMHUI»,
3MiHa HOPMYBaHHS 3a NOKAa3HNKOM
«noApi6HeHICTb» ANs NoApPiGHEHOT CUPOBUHM,
LL|0 3yMOBJ/IEHO OCO6/IMBOCTAMU TEXHOSION Y-
HOro npoLiecy; 3i 3MiHOK Ha3BW BUNPOBYBaHHS
«MOAPIGHEHICTb» Ha «CUTOBWIA aHani3» Ta
3MIHOI Ha3BW «BUMNPOOYBAHHSA Ha YACTOTY» Ha
«BUNPOBYBaAHHSA». K HACNIAOK, BHECEHHS 3MiH
[0 MeTofiB KOHTPOA SKOCTI. MNpuBeaeHHs
3acTocyBaHHs cybcTaHuii Ao Bumor Y
(3aTBEPAXEHO: A8 BUPOBHULTBA
HeCTepWUIbHUX fikapcbknx hopm;
3anponoHoBaHo: A1 dhapmMaLeBTUYHOro
3aCTOCYBaHHS)
nepepeecTpauisi Ha 5 pokiB y 3B 53Ky i3
3aKiHYEHHAM TepMiHy Ail peecTpauiiiHoro

MOCBIAYEHHS; HA3BY [OMNOMIKHOI PEYOBUHU

3a
peyenmom

He nidsisi2ae

50.

MPOXXECTIH-
KP®

renb, 10 mr/r no 40
ryTy6i Ne 1

"Ximcpapmsas
o "YepsoHa

"UepsoHa 3ipka”

npvBeAEeHo Y BiAMNOBIAHICTb A0 Ail04oro

UA/5017/01/01
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKoska) nocsioyeHHs1
3ipka” BUAaHHs Y
51. MPOKTO3AH® cynosuTtopii "Xemodhapm" Cepbis KOHTPO/Ib cepil, Cepbis nepepeecTpauisi Ha 5 pokiB y 3B 53Ky i3 6e3 nionsieae UA/4645/02/01
HEO pekTasibHi, No 5 Al [03BiN Ha BUNYCK 3aKiHYEHHAM TepMiHy Ail peecTpadiiiHoro peyenma
CynosuTopiis y cepii: NoCBiAYEHHS; 3MiH|A_I TMny: 3MiHK Wwoao
6nicTepi; no 2 "Xemochapm" AL, Gesnekn/edheKTMBHOCTI Ta dhapmakoHarnsay.
6nicTepa y Kopobu Cep6is 3MiHM y TepaneBTUYHNX NOKa3aHHAX
BUPOGHULTBO (BunyyeHHs TepanesTM4Horo UOKaaaHHfl)(B.I.G.
HepoachacosaHoi (6),1B6), (3mMiHM BHECEHO [0 IHCTPYKUIT AN
MeAMYHOro 3acTocyBaHHA npenapaTty [0
NPOAYKU;T, P - .
po3gainy "TokasaHHA". 3MiHK | TUny:
nNepsMHHa Ta AOMIHICTPATUBHI 3MiHW. 3MiHa HaliMEHYBaHHS
BTOP1HHA Ta/abo agpecy MicLsl NPOBAKEHHS Ai/IbHOCTI
ynakoska, BUPOGHMKA/iMNOpTEpa roTOBOro NiKapCLKOro
KOHTPO/Tb CepIl: 3aco06y, BK/OYaKUM AinbHNLi BUNYCKY cepil
"Xemodpapm” AL, a6o Miclie NPoBeIeHHS! KOHTPOK AKOCTI.
Bpwad, Biggin (AisnbHICTb, 3a AKy BiANOBifaE BUPOOHUK/-
BMPOGHMYA iMnopTep, He BK/IOYaK4M BUMYCK cepiit), (3MiHa
AinbHuus LWabau, HaViMeHyBaHHs1 BUPOGHUKa 6e3 3MiHN MicuA
Cepbis BMPOGHUMLTBA. 3MiHM | TUNY: 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkmit 3aci6. 3mMiHM y BUPOG6-
HMUTBI. 3amiHa abo BBeAEHHS [0AATKOBOI
AiNbHUL BUPOBHULTBA 119 YacTuHN abo
BCbOro BUPOOHMYOro Npouecy rotosoro
nikapcbKoro 3aco6y (iHwi 3MiHu), (MpYBeAEHHS
(hYHKLi/A Ta aapec BUPOBHWKIB Y BiAMOBIAHICTb
[0 NileHsii Ha BUPOGHULITBO Ta A0 BUCHOBKY
L1040 NiATBEPKEHHS BiANOBIAHOCTI
BMPOGHMLTBA NiKapCbKOro 3acoby Bumoram
GMP. 3MiHun | TMNY: 3MiHK 3 SKOCTI.
CepTtudpikat BignosigHocTi/lE-cepTudikar
BiZJNOBIAHOCTI €BponeNchbKiin thapmakonei/-
MoHorpadii. NMogaHHss HOBOro abo OHOB/IEHOTO
cepTudpikaTa BifNoBiAHOCTI ab0 BUIYyYEHHS
cepTudikaTa BignoBiAHOCTI EBpONeiiChKiii
thapmakonei: gnisa Adl; gns BUXigHoro
marepiany/peareHTy/nPoMbKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0NOMKHOT peyoBrHK (cepTudpikat
BiANOBIgHOCTI EBponeiickbkili hapmakonei) —
OHOB/EHWIA cepTUdikaT Bif yxe 3aTBepa-
)KEHOro BMPOOHUKA, (OHOB/IEHWIA cepTudlikaT
Bif y)Xe 3aTBepxeHoro BupobHuka (I1A) —
noAaHHsA oHosreHnx CepTudikartis Bignosig-
HOCTi €O Ha fito4y peyoBVHY renapuH HaTpito
52. MPOKTO3AH®H | Ma3b pekTasibHa, "Xemodchapm" Cepbis KOHTPO/b cepil, Cepbisi nepepeecTpauisi Ha 5 pokiB y 3B A3Ky i3 6e3 nionsicae UA/4645/01/01
EO no 20 ry Ty6i Ne 1 Al [103BiN HA BUMYCK 3aKiHYEeHHsIM TepMiHy fji peecTpaujiiHoro peyenma
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKoska) nocsioyeHHs1
cepii: noceig4yeHHs; 3miHn | Trny: 3MiHK Woa0
"Xemodpapm” Afl, 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy.
Cepbis 3MiHN Yy TepaneBTUYHNX NOKa3aHHAX
BMPOGHMLTBO (l_BMnyquHﬂ TepaneBTUYHOTO NOKa3aHHS,
Hepo3thacoBaHoi (3MiHM BHECEHO A0 IHCTPYKLiT Ans MeauU4HOro
npoaykyii, 3aCTOCyBaHHA Npenapary A0 posainy
"MokasaHHsA". 3MiHK | Tuny: 3MiHK 3 AKOCTI.
nepBrHHa Ta ST ; d )
BTOPUHHA CemecplkaT I‘,qI'IOBI,C.I,HOCTI/FE‘-Icep?I'VMd)IKaT
BiANOBIAHOCTI EBpONenchbkili
ynakoska, thapmakonei/MoHorpadii. NogaHHs HoBOro abo
KOHTPO/Ib CepIl. OHOBJIEHOTO cepTudikaTa BiANoBiAHOCTI a60
"Xemodpapm” A, BUTyYEHHA cepTudikaTa BignoBigHOCTi
Bpuwau, Biaain €Bponeiicbkiii hapmakoner: ans A®l; ana
BMpOGHMYA BUXifHOro Marepiany/peareHTy/npomiKHoro
AinbHuuA Wabau, NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
Cepbis BVMPOGHMLTBI A®I; AN 4ONOMIXKHOI pe4yoBUHM
(cepTuchikaT BignoBigHOCTI EBponelickkiii
hapmakonei) - OHoBneHWiA cepTudikar Bif yxe
3aTBEPKEHOro BUPOGHUKA, (MOAaHO OHOB/EHI
cepTuguikaTtu BignoBigHOCTI €O ans firoyoi
PeyYoBUHM renapuHy HaTpito Bif 3aTBEPAYKEHNX
BMPOGHUKIB. 3MiHM | TUNY: AAMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
MiCLA MPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro MikapcbKoro
3acoby, BKIYauu AinbHNLI BUNYyCKy cepil
ab0 MicLe NpoBeAEHHS KOHTPOSIHO SIKOCTI.
(@isnbHICTb, 3a Ky BiANOBiAaE BUPOOHUK/-
iMnopTep, He BK/IKYakoum BUMYycK cepiid), (3MiHa
HalilMeHyBaHHs BUPOOHMKa 6e3 3MiHM Micus
BMPOGHMLTBA. 3MiHM | TMny: 3MiHU 3 SKOCTI.
[0TOBWIA Nikapcbkmii 3aci6. 3MiHK Y BUPO6-
HVLUTBI. 3amiHa abo BBeAEHHS [0AATKOBOI
AiNbHYLI BUPOGHULTBA A4/18 YacTUHN abo
BCbOro BUPOBHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (iHwi 3MiHu), (MpYBEeAEHHSN
dhyHKLi1 Ta agpec BUPOOHUKIB Y BiAMOBIAHICTb
00 NileHsil Ha BUPOGHULITBO Ta 10 BUCHOBKY
LLOAO NiATBEPAKEHHS BiANOBIAHOCTI
BMPOOHWLTBA NiKapCbKOro 3acoby BMMOoram
GMP, BngaHoro epxnikcnyx60 YkpaiHu
53. MPOHOPAH® TabneTkn, BKPUTI ne PpaHuis Na6oparopii PpaHuis nepepeecTpawis Ha HeOOMEXEHU TEPMIH; 3a He nidnszae | UA/4995/01/01
060/10HKOI0, NIABOPATYA Ceps' € IHgacTpi 3minm Il Tuny: 3miHu Woso Gesneku/edpekTns- | peyenmom
NPOJIOHrOBaHOI i, P CEPB'E HOCTi Ta chapMakoHarnagy. 3MiHu y KOpoTKiii

no 50 mr Ne 30
(15x2) y bnictepax

XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHs Ta iHCTPYKL,iT 4151 MeAn4HOro
3aCTOCYBaHHS y 3B’SI3KY i3 HOBUMMW AaHMU 3
SIKOCTi, AOK/iIHIYHMMW, KiHIYHMMUW AaHUMK Ta
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKoska) nocsioyeHHs1
AaHumuy 3 papmakoHarnsagy (3mMiHuv Wwoao
OHOB/EHOI iHhopMmaLii 3 6e3nekn BHECEHO A0
IHCTPYKL|i 415 MeAUUYHOro 3acToCyBaHHS
npenapary 0 po3ainis "dapmakonoriyHi
BnactmeocTi", "Cnocib 3acTocyBaHHA Ta fo3un"
(YyTOUHEHHS A03yBaHHs), «[M06iYHI peakuii»,
«Oc06MBOCTi 3aCTOCYBaHHS», «3aCTOCYBaHHA
y nepiof BariTHOCTi ab0 rofyBaHHs rpyaato»,
«[1iTn» (yTOUHEHHS (hOPMY/TIHOBaHHS - He
PEKOMEHAYETLCA 3aCTOCYBaHHSA) BiANOBIAHO A0
OHOBJ/IEHOT KOPOTKOI XapaKTepucTuku
nikapceKoro 3acoby). 3rigHo 3 n.1.13 Ta n.2.3
popatky 15 Hakazy MO3 Ykpainu Bif
23.07.2015 Ne460 HagaHO rapaHTiiiHi IucTu Big,
3anBHMKa LWOA0 HaaaHHA MYP Ta JONOBHEHHSA
[0 ornsaay KNiHiYHUX AaHnX yepes 2 poku Bif,
BBefeHHs B fito Mopsiaky no 30.10.2017)
54. MNYNbMIKOPT cycneHsia ans AcTpa3eHeka LlIBeuis Actpa3eHeka Ab Liseuis nepepeecTpauis Ha 5 pokiB y 3B 53Ky i3 3a He nionsizae | UA/5552/01/02
po3nuneHHs, 0,50 AB 3aKiHYEHHAM TepMiHy Ail peecTpadiiiHoro peyenmom
Mr/mMa no 2,0 Mn 'y nocBifgYeHHs; BunpaBneHHs TeXHIYHNX
KoHTeliHepax Ne 20 noMWAOK (3rigHo Hakady MO3 Big 04.01.13
(5x4) Ne3),a came B po3gini «Ckiag» AONOMDKHI
peyoBuHW.3a3HaveHe BUNpaB/eHHs Bignosifae
marepiasiaM peecTpaLiiHoro AoCbe, SKi
npeacTaB/ieHi B apxiBHUX MaTepiasiax)
55. NYNbMIKOPT cycneHsia ans AcTpa3eHeka LLseuisa Actpa3eHeka Ab Lseuis nepepeecTpauis Ha 5 pokiB y 3B°A3Ky i3 3a He nidnseae | UA/5552/01/01
po3nunexHs, 0,25 AB 3aKiHYeHHAM TepMiHy Ail peecTpauiiiHoro peyenmom
Mr/mMa no 2,0 mny nocBifgyYeHHs; BunpaBneHHA TeXHIYHMX
KoHTeliHepax Ne 20 nomusIoK (3rigHo Hakasy MO3 Big 04.01.13
(5x4) Ne3),a came B po3aini «Ckiag» AONOMIXHI
peyoBMHW.3a3HaveHe BUNpaB/eHHs BignoBigae
marepiasiaM peecTpauiiHoro focke, sk
npeAcTaB/eHi B apXiBHUX MaTepiasax)
56. MYPEMOH® PO34MH Ans WepiHr-Mnay | LWBeliyapis H.B. OpraHoH, HigepnaH nepepeecTpavis Ha 5 pokiB y 3B 53Ky i3 3a He nidnsizae | UA/5023/01/03
iH'eKujiiA, 100 CenTpan lcT Higepnangu an 3aKiHYeHHsIM TepMiHY fji peecTpauiiiHoro peyenmom
MO/0,5 mn no 0,5 Al nocsigyeHHs; 3MiHn | Tuny: FOTOBWIA Nikapchb-

My dhonakoHax Ne
5

Kni1 3aci6. Cuctema ynakoska/ykynopka. 3miHa
PO3Mipy YNakoBKy roToBOro flikapcbKoro 3acoby
(BUNYYEHHS YNakoBKM NEBHOr0 pPo3Mipy). 3MiHM
| Tuny: 3miHa HaliMeHyBaHHsA Ta/abo
MiCLLe3HaXOMKEHHS 3asBHMKA (BlacHMKa
peecTpauiiiHoro nocBig4yeHHs ). 3MiHu | Tuny:
3MiHa HalimeHyBaHHs Ta/abo MicLe3Haxos-
XXEHHS1 BUPOGHMKA rOTOBOrO NiKapCbKOro
3aco0y, BKOYaoun Miclie NpoBeAeHHS
KOHTPOJO AKOCTI(BUPOGHMYA AiNbHULA BUNYCKY
cepii). 3MiHun | Tuny: 3MiHK 3 SKOCTi. FOTOBMNA
NiKapcbkuii 3aci6. KOHTpob roToBOro
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKoska) nocsioyeHHs1
nikapcbKkoro 3acoby. 3mMiHa napaMmeTpis
cneuudgikauii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHK)
(pefaxuiiiHi npaBKy KpUTEPITB NPUAHATHOCTI B
po3ainax «Onuc», «laeHTudikauis» (3amiHa
BVIKNAAEHHS KPUTEPIiB NPUAHATHOCTI 3 3arasib-
HOro OnMcy MeTOAMKV Ha Mapkep AitoYoi
peyoBuHM) Ta «KifibkicHe BU3HAYEHHS». 3MiH B
KpUTEpIiaX NPUIAHATHOCTI Ta METOAA KOHTPOSIO
He Bigbynocb
57. PAHITUAUNH- TabneTkn, BKPUTI MpAT YkpaiHa MpAT YkpaiHa nepepeectpavis Ha 5 pokiB y 3B A3Ky i3 3a He nidnseae | UA/4934/01/01
AAPHULUSA NNiBKOBOKO "dapmaLesT "dapmMaLeBTNyHa 3aKiHYeHHsIM TepMiHy fji peecTpauiiiHoro peyenmom
060/10HKOt0, N0 150 uHa chipma cipma "OapHuus" nocBigYeHHsT; 3MiHK | ™ny: 3MiHU 3 SKOCTi.
Mr, no 10 TabneTok "NlapHnys" A®I. KoHTponb A®I. 3MiHa y MeToaax

Y KOHTYpHiii
YapyHKOBIV
ynakosuj, no 1 a6o
2 KOHTYpHI
YapyHKOBI
yNakoBK/ B nauLi

BMNpo6yBaHHsA APl abo BMXiZHOTO
marepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuuTea AdI

(iHWi 3mMiHM y MeTogax BMNPObyBaHHS
(Bktovatoum 3amiHy abo onoBHeHHs) AD| abo
BVIXiLHOro/npoMiXHOro NpoaykTy) -
"Po3umHHicTb", "laeHTndikauis”, "CynposigHi
LOMILLKM", "3a/ILLKOBA KifTbKICTb OpraHiyHnx
po3unHHKKIB" Ta "MikpobionoriyHa uncrora”.
CynyTHS 3miHa: 3MiHK 3 siKOCTi. A®I. KoHTpob
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUHAYEHUX Y
crneungikayisx Ha A®l, abo BUXigHWIA/NPOMIX-
HWI NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTHCSA Y
npoueci Bupo6HuuTea AP (iHWwi 3MiHK) -
pPO34inn: «PO3YMHHICTbY», «laeHTuiKaLis»,

«CynpoBsifHi JOMILLKN»(METOANKY
BMNPOGYBaHHS) NPMBEAEHO Y BIANOBIAHICTL A0

BMMOT MOHoOrpadii Aitouoro BugaHHs
€Bponeiicbkoi hapmMakonei; - po3ain
«MikpobionoriyHa YncToTa» NpMBEAEHO Y
BiAMOBIAHICTb 4O BUMOT Ait040ro BugaHHa AdY;
- 3MiHM 40 METOAMKN BUNPOOYBaHHS 3a
pPO3A4in0M «3asIMLLIKOBI KifIbKOCTI OpraHiyHnx

PO3UMHHWKIB>» (LOMNOBHEHO TECTOM

«[MpugatHicTb XpomaTorpagivyHoi cucTeMm»,
HaZilaHo po3paxyHKoBi hopmynu), Kputepii
NPUIAHATHOCTI He 3MiHUAKCS). 3MiHn | Tuny:
3MiHK 3 SKocTi. FoToBWMIA Nikapcbkuii 3aci6.

KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3mMiHa
y MeTogax BUnNpobyBaHHSA rOTOBOrO
nikapcbKoro 3aco6y (iHWi 3MiHM y MeToAax
BMNpobyBaHb (BKOYaoum 3amiHy abo
[ONOBHEHHS1). CynyTHS 3MiHa: 3MiHM 3 SIKOCTi.
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No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneumndikauiii Ta/abo 4ONYCTUMUX MEX

rOTOBOrO JliKapCcbkoro 3aco0y (iHLWi 3MiHK
(3MiHM 0O MeToAMKM BUNPOGYBaHHSA 3a
noKasHUKOM «CynpoBigHi AOMILLKM» (HE3HAYHI
3MiHW [0 NPUTroTYBaHHA PO3YMHIB
BUNPOOYBaHHSA; BUMYYEHO PO3UMH NOPIBHSAH-
HA(€e); AONOBHEHO TEPMIHOM NpUAaTHOCTI
BMNPOOYBaHNX PO34YUHIB), KpUTEPIT
NPUAHATHOCTI HE 3MIHUIUCL; METOAVKM
BUMNPOOYBaHHA 3a po3finaMu: «PO3UNHEHHS»,
«KinbkKicHe BU3HAYEHHS» JONOBHEHO TEPMIHOM
NpUAATHOCTI BUNPOBYBaHNX PO3UUHIB; - B
po3gaini «OAHOPIAHICTb A030BaHNX OANHUL -
HajaHo npuiiManbHe yucno (AV?15,0),

BiANOBIAHO 40 BUMOT Ail04Or0 BUAaHHA AdY).
3MiHn | TURY: 3MiHK 3 AKkocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTponb rotoBoro

nikapcbKoro 3acoby. 3miHa napameTpis
cneumndikauiii Ta/abo 4ONYCTUMUX MEX
roTOBOrO /iKapCbKOro 3acoby (3BYXeHHS
L0NyCTUMUX MeX) - 3MiHa KpUTepiis
NPUAHATHOCTI 3a NOKa3HMKOM «KinbkicHe
BU3HAYEHHS» HA MOMEHT BUMYCKY.
MpuBeaeHHs Ha3BW Nikapcbkoi hopmu f0
mMarepianis BUPO6GHMKa

58.

PEKOPMOH®

PO34MH A5 iH'EKLIN
no 30000 MO/0,6
My nonepeaHbL0
HanoBHEHNX
winpuuax Ne4 B
KOMMIeKTi 3
ronkamun 27 G1/2

®.XohdhmaH
H-/19 Pow
nta

LLiBenuapis

Bupo6HULTBO
Hepo3hacoBaHoi
NPOAYKU;T,
BTOPWHHE
nakyBaHHS,
BMNPO6YyBaHHSA
KOHTPOIO SIKOCTI,
BUNYCK Cepil:
Pow fiarHocTukc
M6X,
HimeuuunHa;
BunpobyBaHHsi
KOHTPO/IO SIKOCTI:
®. XohbdhmaHH-/1a
Pouw ita,
LBeiiuapis;
®.XoddmaHH-/1a
Pow Nta,
LLIBeuapis

HimeuuuH
a/
Lseiiuapi
a

nepepeecTpauisi Ha 5 pokiB y 3B A3Ky i3
3aKiHYEHHAM TepMiHy Ajii peecTpavjiiiHoro
nocBig4eHHst; 3MiHu | Tuny: FoToBwMiA
nikapcbkuii 3aci6. Cuctema ynakoBka/ykynopka.
3MiHa po3Mipy ynakoBKU rOTOBOrO MikapcbKoro
3aco0y (BU/lyYeHHs yNakoBK1 NEBHOTO
po3Mipy); 3MiHW | TMNy: 3MiHKU 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTposib rOTOBOrO
NiKapcbKoro 3acoby. 3miHa y meTogax
BMNPOBGYBaHHA roTOBOTO NiKapCcbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBEPMAKEHNX MeTofax
BMNPOGYBaHHS) — po3ain «laeHTndikayis
enoeTunHy 6eTa» AONOBHEHO OMUCOM
061agHaHHA Ta NpUroTyBaHHA BycepHoro
pO34MHy Ta po3unHy nnauebo; - po3gin
«YuncToTa» AONOBHEHO AeTa/lbHUM ONMCOM
npuroTyBaHHA BydepHnX po3umnHis, BkazaHa
NOCNIAOBHICTb iHXEKLi BUNPO60OBYBaHMX
PO34uHIB; - po3ain «CTpyKTypa» AOMNOBHEHO
iHhopmaLieto WoA0 fAoAaTKOBOro 06/1aaHaHHS,
BKa3aHa NoCNif0BHICTb BUMipOBaHb

3a
peyenmom

He nidsisizae

UA/5146/01/04




76

Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKoska) nocsioyeHHs1
BMMPOGOBYBaHNX PO3YMHIB; - Po34in «Po3nogin
i30chopm» 3MiHN [0 NPUTOTYBaHHSA BydepHMX
PO3UUHIB; - PO34in «AKTUBHICTb» [ONOBEHEHO
OM1COM Ta HanawTyBaHHAM BUMiPIOBaSIbHUX
npunagis, BkazaHa nocnifoBHICTb iHXeKLil
BMMPOGOBYBaHMX PO3UMHIB Ta AETa/IbHO
OnMncaHo NPUroTyBaHHA 6ydepHOro posynHy. B
MeToAvKax BUNpPoOyBaHHS 3a po3ginamm
«lgeHTudikauis enoetnHy 6eta», «Huctotax,
«CTpyKTYypa», «Po3nogin isogopm»,
«IMyHOpeaKTUBHWIA 6inoK», «AKTUBHICTb»
«CTepubHICTb», HaAaHo BinbLl feTaslbHUiA
onuc meToauk. MeTofuku BUNpobyBaHHA He
3MiHUAMCh. MprBeAeHHS Ha3B AOMOMIXKHUX
peyoBUH 40 MaTepianis BUPOGHYKa.
BunpaBneHHs: TEXHIYHUX NOMWIOK (3ri4HO
Haka3y MO3 Big 04.01.13 Ne3), BunpasneHHs
TEXHIYHOT NMOMUSIKMN Y Ha3Bi NEPBUNHHOT yNakoBKM
y 3B’A3KY 3 HEBIPHUM Nnepekiagom. 3a3HadeHi
BMNPaB/IEHHS BiANOBIAAOTL MaTepianam
peecTpavuiinHoro Aocbe, siki 36epiraloTbes B
apxisi
59. PEKOPMOH® po3unH Ans iH'ekuin | ®.XodpmaH LLiseiiuapis Bupo6HuLTBO HimeuuunH nepepeectpavis Ha 5 pokiB y 3B A3Ky i3 3a He nidnseae | UA/5146/01/02
no 2000 MO/0,3 mn H-/18 Poww Hepo3dacoBaHoi al 3aKiHYeHHsIM TepMiHy fji peecTpauiiiHoro peyenmom
y nonepefHL0 np, npoayKu;i, LLIseiiuapi nocBiAYeHHsT; 3MiHU | TUNy: 3MiHW 3 AKOCTI.
HamnoBHEHMX BTOPWHHE q loToBuiA Nikapcekui 3aci6. KOHTPO/L roToBOro
wnpuuax Ne6 B nakyBaHHsi, NikapcbKoro 3acoby. 3MIHa y meTogax
KOMANeKTi 3 BUNPOBYBaHHS anpo6yBaHHﬂ_ roTOBOro NiKapcbKoro 3acoby
ronkamu 27 G1/2 KOHTPOJI0 AKOCTI, (HesHaqHa 3MiHa y SaTBEP/PKEHNX METOAAX
BUNYCK CEpil: BMNPOOGYBaHHS) — po3ain «laeHTndikayis
p . enoeTuHy 6eTa» AONOBHEHO ONVMCOM 06N1a4-
ow AiarHocTuke HaHHA Ta NPUroTyBaHHA 6yepHOro po3unHy
. Mo6X, Ta po3umHy nnaue6o; - po3ain «Huctora»
HimeyunHa; [IONOBHEHO AeTaNbHIM ONMCOM NPUrOTYBaHHS!
Bnpo6HnLTBO ) 6YhepHMX PO3UMHIB, BKa3aHa NOCNIA0BHICTb
Hepo3cbacot_3aH0l iHXeKUili BUNPO6GOBYBaHMX PO3UUHIB; - PO34in
NpPoAYKLji: «CTpyKTYypa» [ONOBHEHO iH(hopMaLieto Woa0

BeTTtep ®apma-
depTuryHr rm6X
i Ko KT,
HimeuuunHa;
Bunpob6yBaHHs
KOHTPO/IO SIKOCTI:
®. XothdpmaHH-/1a
Pouw Nita,
LLIseiiuapist

[04aTKoBOro 06/1aiHaHHsA, BkazaHa
NOCNiAOBHICTL BMMipHOBaHb BUNMPOOOBYBaHNX
PO34KHIB; - po3ain «Po3noain i3opopm» 3MiHK
[0 NpUroTyBaHHsA 6yhepHNX PO3UUHIB; - po3ain
«AKTUBHICTb» [JOMOBEHEHO ONMUCOM Ta
HanawTyBaHHAM BUMIpIOBa/IbHUX NPUNagis,
BKa3aHa NocnifoBHICTb iHXeKL,i BUNpo6oBYy-
BaHUX PO3YMHIB Ta AieTa/lbHO ONM1caHo
npuUroTyBaHHs 6ychepHOro posuunHy. B metoam-
Kax BUNpobyBaHHSA 3a posginamu «laeHtudika-
Lisi enoeTuHy 6eTa», «4uctota», «CTpyKTypa»,




77

No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

«Po3nogin isodopm», «IMyHOpeakTUBHMIA
6in0K», «AKTUBHICTb» «CTEPUbHICTb», HaAaHO
6inbl AeTanbHUIA onnc MeToanK. MeToauku
BUMPOBYBaHHA He 3MIHUAUCK. MNpuBeaeHHSA
Ha3B [OMNOMiXHUX PEYOBVH A0 MaTepiasis
BMPOOGHUKA. BUnpaBieHHst TEXHIYHMX NOMWIOK
(3rigHo Haka3y MO3 Big 04.01.13
Ne3),BvnpaBneHHst TEXHIYHOT NOMUKM Y Ha3BI
NepBUHHOT YMaKoBKMN Y 3B’A3KY 3 HEBIPHUM
nepeknagoM. 3asHaueHi BUnpaB/IeHHsA
BiANOBIAAOTH MaTepiasiam peecTpawiiiHoro
00CbE, 5K 36epiratoTbCsi B apxiBi

60.

POTOKAH

eKCTpakT pigkuii no
55 mn a6o 110 mn
y tbnakoHax Ne 1

NAT
"y6Hnpapm”

YkpaiHa

NAT
"Nly6Hnchapm”

YkpaiHa

nepepeecTpauist Ha 5 pokiB y 3B A3Ky i3

3aKiHYEHHAM TepMiHy Ajii peecTpavjiiiHoro
nocBigYeHHst; 3MiHK | Tuny: 3MiHK 3 AKOCTI.

[oToBMIA nikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepMmiHax npugaTHocTi abo ymosax

36epiraHHs rOTOBOTO J1iKapCbKOro 3acoby

(3MiHa B yMmoBax 36epiraHHs rOTOBOro Nikapcb-
Koro 3acoby abo nicns
PO34YMHEHHS/BifHOB/IEHHS)

6e3
peyenma

nionsieae

UA/4607/01/01

61.

CUMBIKOPT
TYPBYXAJNEP

NOPOLUOK A5t
iHransuin,
[030BaHwui4, 80
MKr/4,5 mMKr/go3a,
60 fo3, B
iHranaTopi Ne 1

AcTpa3eHeka
Ab

LLIBeuis

AcTtpa3eHeka Ab

LBeuis

nepepeecTpauisi Ha 5 pokiB y 3B A3Ky i3
3aKiHYEHHAM TepMiHy Al peecTpaviiiHoro
nocsigyeHHst; 3MiHu | TMny: 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTposib roToBOro
nikapcbkoro 3acoby. 3MiHa napameTpis
cneundikauin Ta/abo AONyCTUMKX MEX
roTOBOrO /iKapCbKoro 3acoby - AONOBHEHO
Tabamuero NocnifA0BHOCTI OLHKM A03 i3
iHranATopa 4719 BUMIpPIOBaHHS KiflbKOCTI
6ynecoHigy Ta hopmarepony cymaparty
avrigparty, Wo A0CTaBATbCS i3 Hacaakn
NMOTOKOM MOBITPS; NPUBEAEHHSA PO3Liny
"Mikpob6iosnoriyHa uncToTa" A0 BUMOr AiH0H0ro
BUAAHHA €®); 3MiHn | TUNY: 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa y meToAax
BMNPOBYBaHHSA roTOBOrO /liKapCbKOro 3acoby -
npuBefeHHs po3giny "MikpobionoriyHa
yyucToTa" 40 BUMOT AiH040ro BUaHHA €.
3MiHV 3aTBepKeHi B KpaiHi BUPOOHUKa. B
po3aini «JonoMikHI pe4yoBUHUY» BUTYYEHO
KiNIbKiCHUIA BMIiCT JOMOMIXHOT pEYOBUHM
JlaKT03a MoHorigpat

3a
peyenmom

He nid/isizae

UA/5433/01/01

62.

CUMBIKOPT
TYPBYXAJIEP

MOPOLLIOK A5
iHranIsALin,
[030BaHui4, no 160

AcTpa3eHeka
Ab

LlIseuis

AcTpa3eHeka Ab

LIseuis

nepepeecTpauis Ha 5 pokiB y 3B A3Ky i3
3aKiHYEHHAM TepMiHy Ail peecTpadiiiHoro
nocsigyeHHs; 3MiHn | Tuny: 3MiHM 3 AKOCTI.
[O0TOBMIA NikapcbkuMii 3aci6. KOHTPo1b TOTOBOrO

3a
peyenmom

He niosisi2ae

UA/5433/01/02
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No
n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma BuUMyCKy
(nikapcbka
popma,
yrnakoskKa)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiiHo
20
nocsio4yeHHs

MKr/4,5 MKr/go3a,
60 003 B iHranATopi
Ne 1

nikapcbKkoro 3acoby. 3mMiHa napaMmeTpis
cneuudgikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO /liKapcbKoro 3acoby (iHLi 3MiHW) -
po3gin «floctasnsemas fo3a (0O4HOPOLHOCTb)»
- LONOBHEHO TabnuLLer NOCNILOBHOCTI OLLHKM
03 i3 iHransTopa 4719 BUMIpOBaHHS KiNlbKOCTi
6ypecoHigy Ta chopmatepony cymapary
aurigpaTy, Wo A0CTaBNsOTLCS i3 Hacaakun
NOTOKOM MOBITPS; MPUBEAEHHS PO34iNny
"MikpobionoriyHa uncToTa" A0 BUMOr AiHH0ro
BUAaHHA €®). 3MiHKM | TUNY: 3MiHW 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOIb FOTOBOrO
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS rOTOBOrO NiKapCbKOoro 3acoby
(He3HauHa 3MiHa y 3aTBEepAKEHUX MeTohax
BUMNPOOYBaHHSA) - NPUBELEHHSA Po3ainy
"Mikpob6ionoriyHa uncrtoTa" 4o BUMOr Ai040ro
BMAaHHA €. B po3gini «[LonoMixXHi peqoBUHN»
BW/TYYEHO KiNbKICHMIA BMICT [ONOMiXHOT
PEeYOoBMHM NaKTO3a MOHorigpaTt

63.

CUMBIKOPT
TYPBYXANEP

MOPOLUOK A5
iHransALin,
[030BaHwui4, no 320
MKr/9,0 mMKr/go3a,
60 003 B iHranATopi
Ne 1

AcTpa3eHeka
AB

LLIBeuis

AcTpa3eHeka Ab

Liseuis

nepepeecTpauisi Ha 5 pokiB y 3B 53Ky i3
3aKiHYEHHAM TepMiHy Ail peecTpaduiiiHoro
nocsigyeHHs; 3MiHn | TUny: 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. KOHTPOIb FOTOBOrO
nikapcbkoro 3aco6by. 3mMiHa napaMmeTpis
cneumdgikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO MiKapCbKOro 3acoby (iHLWi 3MiHK) -
po3gin «floctaBnsemasn fo3a (04HOPOAHOCTb)»
- [LONOBHEHO TabNMLEe NOCNIA0BHOCTI OLLHKM
003 i3 iHrasiATopa 4151 BUMIpHOBaHHS Ki/TbKOCTi
6yaecoHigy Ta chopmatepony cymapary
avrigparty, Wo A0CTaBATbLCS i3 Hacaakn
NMOTOKOM MOBITPS; NPUBEAEHHSA PO3Liny
"MikpobionoriyHa uncToTa" A0 BUMOr AiHH0ro
BUAAHHA €®). 3MiHn | TUNY: 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPO1b FOTOBOrO
nikapcbkoro 3acoby. 3miHa y meToAax
BMNPOBYBaHHA rOTOBOrO fliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAax
BUNPOOYBaHHSA) - NPUBELEHHSA po3ainy
"Mikpob6ionoriyHa uncrtoTa" 40 BUMOr Ai040ro
BMAaHHA €. B po3gini «[,onoMixHi pe4oBUHN»
BW/TyYEHO KiNbKICHWIA BMICT A,ONOMiXHOT
pPeYoBMHM NakKTo3a MoHorigpat

3a
peyenmom

He nidsisi2ae

UA/5433/01/03

64.

CUH®IOPUIKC
™ BAKLUMHA
ans

cycneHsisa ans
iH'ekUii no 1 posi
(0,5mn)y

"nakcoCmiTK
nsinH Ekcnopt
Nivitep,

Benvka
BpuTaHis

FnakcoCmiTKnai
H Bionogxikan3
C.A.

Benbrisa

nepepeecTpauis Ha 5 pokiB y 3B A3Ky i3
3aKiHYEHHAM TepMiHy Ail peecTpadiiiHoro
noceigyeHHs; 3MiHu | Tuny: AgMiHicTpaTuBHI
3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby -

3a
peyenmom

He niosisi2ae

UA/15363/01/01
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKoska) nocsioyeHHs1
MNPO®ITAKTUK nonepeaHbLO BunyyeHHs aHrniicbkoro nepeknagy Toprosoi
n HanoBHEHUX MapKu 3 Ha3BW BaKUMHW. 3MiHu | Tuny: 3MiHn 3
NMHEBMOKOKO 0/HOpa30BUX AKOCTI. FOTOBUIA NiKapCbKWit 3aci6.
BOI IHOEKLJI wnpuuax Ne 1y CTabiNbHICTb. 3MiHa Y TepMiHax nNpuaaTHoCTI

(MONICAXAPUA
HUIN AHTUTEH)
TA
HETUMNOBAHOI
FEMO®IIBbHOI
IHOEKLLIT,
KOH’HOrOBAHA

AACOPBOBAH
A

KOMMNEKTi 3 OAHIED
abo asoma
rofikamu Ta 6e3
ronok ta Ne 10 y
KomnsekTi 3 10
rosikamun Ta 6e3
ronok abo y
MOHOZ,030BUX
onakoHax Ne 1, 10
Ta 100; no 2 gosu
(Imn)y
MyNbTUA030BUX
dhnakoHax Ne 100

a60 ymoBax 36epiraHHs roOTOBOrO JliKapCbKOro
3ac006y (36inbLeHHs TepMiHY NPpUAATHOCTI
rOTOBOrO Jlikapcbkoro 3acoby) - 36i1bLIeHHS
TepMiHy NpuAAaTHOCTI NikapCcbKoro 3acoby
6i0/10r4YHOr0/iIMyHOOTYHOrO MOXOAKEHHS Ha
OCHOBI pe3ynbTaTiB AOCMiIMKEHb CTabINbHOCTI,
npoBefeHnX BifNOBIAHO [0 3aTBEPKEHOr0
npoTokony - 36iMbLUeHHs TEPMiHY NPpUAATHOCTI
roTOBOrO /likapcbkoro 3acoby. [itoya pepakuis:
3 poku. NponoHoBaHa pefakuis: Y dpnakoHax
(MOHOA,030BKX Ta MyNbTUA030BUX) - 3 POKK. Y
rnornepeAHbLO HaMoOBHEHWX LLNPULIAX - 4 POKU.
3MiHu | TUNY: 3MiHK 3 sAkocTi. FoToBWIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS rOTOBOrO NiKapCbKoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(BKNOYAKOUN 3aMiHY @60 [JOMOBHEHHS) -
MpvBeAEHHA METOAY KOHTPOSO 3a NOKa3HUKOM
"BMiCT asltoMiHil0" A0 MaTepianis
peecTpadiiHoro gocke. 3miHu Il Trny: 3MiHK
wofo 6e3nekn/edekTMBHOCTI Ta hapMako-
Harnsgy. 3MiHU Yy KOPOTKiil XxapakTepucTumui
NiKapCcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKL,ii 415 MeAUUYHOro 3acTOCyBaHHA Y
3B'A3KY i3 HOBMMM AAaHUMMU 3 SKOCTI,
OOKMIHIYHUMM, KNIHIYHAMW AaHUMK Ta faHuMn 3
thapmakoHarnsgy - 3MiHu B IHCTpyKUiT Ans
Me[MYHOr0 3aCTOCYBaHHS: NPUBEAEHHS A0
OHOB/IEHOT KOPOTKOI XapakTepucTuku
npenapary, 3aTBepKeHOT B KpaiHi-3asiBHUKY Ta
OCHOBHOI iH(hopmaLii 3 6e3nekn po3ginis
"B3aemogis 3 iHWKMKU fikapcbkMU 3acobamm
Ta iHWi BUuAKM B3aemogiii", "Oco6mMBoCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
no3n”, "Oitn", "Mo6iyHi peakyii”. 3miHn Il Tuny:
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y TepaneBTUYHNX
rokasaHHsX (f4ofasaHHA HOBOro
TepaneBTUYHOro NokasaHHa abo 3miHa y
3aTBEPAKEHOMY NOKa3aHHI) - 3MiHV B
IHCTPYKUiT ANS MEeANYHOrO 3aCTOCYBaHHSA:
npuBefeHHs po3ainis "MokasaHHA" Ta
"IMyHosoriyHi Ta 6ionoriyHi BnactmsocTi”
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 20
ynaKoska) nocsioyeHHs1
IHCTPYKLiT 0 aHaNorivHMX PO3A4iNniB KOPOTKOI
XapakTepucTykv npenapary BUPO6HMKa
65. CcOonoaKun KOpeHi (cybcTaHuis) MpAT YkpaiHa BAT Y3b6ekncTa nepepeecTpaisi Ha HEOOMEeXeHUI TepMiH - He nidngeae | UA/11907/01/01
KOPEHI Yy Millkax, Tiokax, "NikTpasun" "Kapakannak6os H
Kinax ans H"
BMPOGHMLTBA
HecTepuIbHNX
NikapcbKnx gopm
66. CONnoaKun cvpon no 100 ry MpAT YkpaiHa MpAT YkpaiHa nepepeecTpauis Ha 5 pokiB y 3B A3Ky i3 6e3 nionisgcae UA/11622/01/01
KOPEHSA hnakoHax CKASTHNX dapmalesTu dapmaleBThuHa 3aKiHYEHHAM TepMiHy Ail peecTpadiiiHoro peyenma
cupon abo nosliMepHnx B YyHa habpuika habpvka "Biona" MoCBifYEeHHS
nayui a6o 6e3 "Biona"
nayku, no 200 ry
onakoHax CKASTHNX
B nauuj abo 6e3
nayku, no 200 ry
donakoHax
noniMepHuX 3
HacagKoto abo 6e3
Hacafkv B nadui abo
6e3 naukm
67. TPACTYMAB niodpinizar gna ®.XodhdhmaH LLiBenuapis Bupo6HULTBO LLseliyapi nepepeecTpauist Ha 5 pokiB y 3B A3Ky i3 - He nidngezae | UA/15327/01/01
KOHL,eHTpaTy Ans H-/l8 Pow Hepo3acoBaHoi al 3aKiHYeHHsIM TepMiHy fji peecTpauiiiHoro
PO3YMHY 415 Ny, npoayKu;i, HiMeyuuH noceigyeHHs; 3MiHu | Tuny: AgMiHicTpaTuBHI
iHdDy3ill no 150 mr nepeuHHe a 3MiHW. 3MiHa Ha3BN NikapCbKOro 3aco6y —
in bulk y conakoHax naKyBaHHs, 3aTBEpPAXEHO: 'epuenTnH®TpacTy3ymas, in
Ne 130 BUNPOGYBaHHS ' bulk; 3anponoHoBaHo: TngTymaﬁ. _
KOHTPOJTO SIKOCTI, 3MIHI/IJ Thny: AAMiHICTpaTUBHI 3MiHM. 3MiHa
BUNYCK CEpil: HammeHyBaHHﬂ_Ta/aﬁo anpecu micus
NPOBaMKEHHS AiSNIbHOCTI BUPOBHMKa/-
®.XotmanH-JIs iMnopTepa rotoBoro Jlikapcbkoro 3acooy,
PO”;' ”TF!' BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
Liseiiuapis; NpOBe/eHHs KOHTPOMIO AKOCTI. (AiSNbHICTb, 3a
BupoGHnLTBO ) AKy BinoBifae BUPOGHMK/iMNopTep,
Hepo3dracoBaHoi BK/THOHAIOUMN BUMNYCK Cepiid). 3MiHM | TUMy: 3MiHK
npoAaykuji, 3 AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHU y
nepBuUHHE BUPOGHMUTBI. 3amiHa abo BBeLEeHHS
nakyBaHHA, [04aTKOBOI fiNTbHUL BUPOGHMLTBA A5
BTOPUHHE 4yacTuHK abo BCbOro BUPOBGHNYOTO npoLecy
nakyBaHHsi, roTOBOro NikapcbKoro 3acoby (AinbHULS Ans
BUNPOGYBaHHS BTOPVHHOIO NakyBaHHA) — BBeieHHA AiNbHUL
KOHTPOTIO SIKOCTI, ANA BTOPUHHOTO MaKyBaHHS. 3MiHVIU| 7ny:
BUNYCK Cepii: 3MiHKn 3 AKOCTI. [oTOBWIA NiKapCbKMii 3a0|6:
Poww JjarHocTuke CucTema KOHTeliHep/3aKynopoBaibHuiA 3acio.
FMBX 3miHa po3Mipy ynakoBKi roTOBOTO /likapCbKOro
Himequl,Ha' 3aco06y (3MiHa KiNnbKoCTi O4NHULb (Hanpvn_ma,q
BTOpUHHE TabneTok, amnys TOLO) B ynakosLi) - 3miHa y

[jianasoHi 3aTBepAKEHNX PO3MIpiB YNaKOBKM -
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Ne Hassa dopma BuUMyCKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKoska) nocsioyeHHs1
naxkyBaHHA, 3MiHa KifIbKOCTi (p/1akoHiB B ynakosLii. 3MiHu 11
BUNPOGYBaHHS TUny: 3MiHW 3 AKOCTi. FOTOBUIA NikapCbKuii
KOHTPOJIIO AKOCTI: 3aci6. 3MiHM y BUPOOHMLTBI. 3miHa
®.XoththmaHH-/1st u\(!_nopTepa/3M|HV|, L0 CTOCYI0TLCS BUMYCKY
Pow flTg, cepii Ta KOHTPOJ1I0 SIKOCTi TOTOBOTO NiKAPCHKOro
LWseiuapis 3a_co6y_ (3amiHa abo gofaBaHHsA AinbHUL, Ha
AKili 30IACHIOETLCA KOHTPO/Ib SKOCTI/BUNPOOY-
BaHHsA cepii Ansa 6ioN0riyHoro/iMyHoON0or4YHOro
niKkapcbKoro 3acoby, Ta 6yab-Koi AiNbHUL, Ha
AKili 3aCTOCOBYETLCA GiONOTMYHWIA/iIMyHONOriY-
HWI MeToA, BUNPOGYBaHHS) - BBEAEHHS
AiNbHULI, Sika 34iCHI0E BUNPOOYBaHHS
KOHTpONt0 siKOCTi J13. Bei BuLLe3a3HaueHi 3MiHU
3aTBEpKEHI B KpaiHi BUPOGHMKa
68. OEHIBYT NMOpPOLLIOK dAYIM "CKTB Pociiicbka eAYMn "CKTb Pociiicbka nepepeecTpauisi Ha 5 pokiB y 3B 53Ky i3 - He nidngeae | UA/11568/01/01
(cy6eTaHUjs) y "TexHonor" depnepallist "TexHosnor" depnepadi 3aKiH4eHHsIM TepMiHy Al peecTpauiiiHoro
naxkeTax q nocsigyeHHs; 3MiHu | Tuny: 3miHa
nonieTUIeHoBUX HaliMeHyBaHHs Ta/abo MicLe3HaxoMKeHHS
AN BMPOGHMKa (BK/IOUaKOUM 3a HeOOXigHOCTI Micue
(hapMaLeBTYHOrO NPOBEAEHHS KOHTPOO HKOC_TI) a§o
3aCTOCYBaHHS noctavyasibHuka Ad®l abo gitoyoi

peyoBUHM/BUXIAHOTO MaTepiany/peareHTy/-
MPOMiXHOIO NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPO6HMLUTBI A®| abo Aito4oi pevoBuHHK (3a
BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaxeHoOMy
peecTpavuiiiHoMy focbe) 3MiHa
MiCLle3Hax0opKeHHs1 BUPOGHMKa. 3MiHu | Tuny:
3MiHa HalimeHyBaHHs1 Ta/abo Micue3Haxos-
YKEHHS1 3asiBHUKA (BNacHUKa peecTpauiiHoro
NOCBIAYEHHS) — 3MiHa MiCLLe3HaX0MKEHHS
3aaBHMKa. 3MiHW | TUny: 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y MeToaax
BMNpo6yBaHHsA A®I abo BuxigHoro matepiasny/-
NPOMDKHOro NPoAYyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpo6bHULTBa ADI
(iHWi 3MiHM y MeTOAax BUNPOOYBaHHS
(BKtOYatoum 3amiHy abo [onoBHeHHs) APl abo
BMXiAHOrO/NPOMIXXHOro NpoAykTy) Po3gin
«Baxki MmeTanm» [OMNOBHEHO ONUCOM
METOAMNKM, 30KpeEMa, NPUroTyBaHHS
BUKOPWCTOBYBaHUX PO3YMHIB, Ta 3MiHa
nocunaHb. 3miHn | Trny: 3MiHU 3 AKoCTi. ADI.
KoHTponb A®l. 3miHa y meTogax
BMNPOGYyBaHHA A®I abo BUxigHOro matepiasny/-
NMPOMIKHOrO NPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuuTea AdI
(iHWi 3mMiHM Yy MeTogax BUNPObyBaHHS
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Ne Ha3ssa ®opma BUIMYCKY 3asasHUK Kpaina BupobHuk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamvysa Homep
n/n JNliKapcbKo20 (nikapcbka gionycky HHS peecmpayitiHo
3acoby ¢hopma, 2o
ynaKoska) nocsioyeHHs1

(BktoYatoum 3amiHy abo fonoBHeHHs) AD| abo
BUXIAHOrO/NPOMIXHOr0 NpoaykTy) MpuBeaeHHs
po3giny "MikpobionoriuHa uncrora" y
Bif4NOBIAHICTb A0 BUMOT Ajt040ro BugaHHsa €.
3MiHu | TMNYy: 3MiHK 3 kocTi. APl KoHTponb
A®l. 3miHa y meTodax BunpobyBaHHs A®| abo
BUXiAHOIO MaTepiany/npomixxHOro
NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AP| (He3HauHi 3MiHK y
3aTBEpAXEHUX MeTogax BUnpobyBaHHs) 3miHa
nocwnaHb B MK 6e3 3miHu KpuTepiiB
NPUAHATHOCTI. MpuBEAEHHS HOPMYBaHHS 3a
MOKa3HUKOM «KO/IbOPOBICTb PO3YNHY» Y
BiANOBIAHICTb A0 BUMOT Ail0HOr0 BUAAHHA €.
3MiHn | TURY: 3miHK 3 skocTi. A®I. KoHTponb
A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
[OMYyCTUMUX MEX, BUHAYEHUX Y
cneumdikauisx Ha Adl, abo BUXigHWIA/MPOMIX-
HWI NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y
npoueci Bupo6HuLUTBa AP (iHLLI 3MiHK)
[lonasaHHsA BEpXHLOI MeXi y crneumdikauii 3a
NnoKasHUKOM «KifbKicHe BU3HAUYEHHsI».
MpuBeaeHHs 3acTocyBaHHA cybCTaHLUIl y
BiANOBIAHICTb A0 NpOBiAHMX thapmakonei

3acTynHUK HaYasIbHMKa YnpaBniHHA

cthapmaueBTUUYHOI AiANBbHOCTI Ta AKOCTI
chapmaueBTUUHOT NPOAYKLT

HO0.M. Kepa




NEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOTNIYHUX NPENAPATIB), LLIOAO AKUX BYNIN BHECEHI 3MIHU 1O
PEECTPALIMHUX MATEPIANIB, AKI BHOCATbLCA 40 AEPXXABHOIO PEECTPY JIIKAPCbKX 3ACOBIB YKPAIHA

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU

340pPOB’s YKpaiHu
15.08.2016 Ne 836

KapToHy

y3arasibHeHUX faHnx nNpo cucTemy dapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT 0CO6MK, BiANOBIgaIbHOI 3a
3AiicCHeHHA hapMakoHariaay; KOHTaKTHOT 0cobu 3

chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS

hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BigMiHHA Bif,

YMOBHOBaXEHOT 0cobu, BiANOBIAaNbHOI 3a 34iICHEHHS

hapmakoHarnagy (Bkiovaoumn KOHTaKTHI AaHi) Ta/abo
3MiHM y PO3MiLLLEHHI MacTep-halina cuctemu

hapmakoHarnsagy); 3MmiHa 3asBHvKa, nepejaya npas

iHLLIOMY 3asBHUKY

Ne Hassa dopma BUlyCKy 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpauitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayilH
3acoby ynakoBska) oz20
nocsio4YeHHs1
1. ArEH® 10 Tabnetkn no 10 mr TOB Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/7446/01/01
Ne 30 (10x3): no 10 "3eHTiBa" Pecny6nik Pecny6nika BUNPaB/IEHHSA TEXHIYHOT NOMWUITKI B iHchopmaLlii, sika peyenmom
Ta6neToK y 6ictepi, a HaHocUTbCA WpudToM Bpalinsg Ha BTOpUHHIV ynakoBLi (Y
no 3 6nicTepy y KOMOIHaLLT Kparnok Npy 3a3HaveHi Ha3BuW NikapCbKoro
KapTOHHiIin kopobui 3aco6y)
2. ANOMNYPUHO Ta6netkn no 100 mr NAT YkpaiHa MAT "JlyraHcbkunii YkpaiHa BHECEHHS 3MiH 10 peecTpavjiitHux maTtepianis: 3MiHu | 3a UA/
n-nyran no 10 TabneTok y "KWiBCbKWIA XiMiKO- TMny - 3MiHK WoA0 6e3nekn/edeKTMBHOCTI Ta peuyenmom 12636/01/01
6nicTtepi; no 5 BiTaMiHHWIA hapmaueBTUYHWIA thapmakoHarnsgy. BeefieHHs abo 3MmiHn o y3aranbHeHux
GnicTepis B navyj 3 3aBog" 3aBog" [JaHux nNpo cuctemy chapmakoHarnsgy (BefeHHs
KapTOHY y3araylbHeHMX AaHux npo cuctemy (:bap_MaKOHarn;l,qy,
3MiHa YNOBHOBaXEHOI 0co6M, BiANOBIAA/ILHOI 3a
3[iiCHEHHS1 chapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asBHVKa AN 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKLWo BOHa BiAMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOI 3a 3AiIiCHEHHS
hapmakoHarnsagy (Bkovaouy KOHTakTHI gaHi) Ta/abo
3MiHM Y PO3MilLEHHI MacTep-haiina cuctemu
hapmakoHarnsgy); 3MmiHa 3asiBHuKa, nepejaya npas
iHLIOMY 3asBHUKY
3. ANOnNyPNHO Tabnetkn no 300 mr MAT YkpaiHa MAT “JlyraHcbkwii YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTtepianis: 3MiHu | 3a UA/
Nn-nyran no 10 tabnetok y "KuiBCbKMit XimiKO- TMNYy - 3MiHK oo Gesnekn/edekTMBHOCTI Ta peyenmom 12636/01/02
6nicTepi no 3 BiTaMiHHUIA chapmaLeBTUYHNI thapmakoHarisdy. BeefieHHst aGo 3MiHN [0 y3aranbHeHuX
GnicTepu B nauLyi 3 3aBog" 3aBog" [JaHux nNpo cuctemy chapmakoHarisgy (BefeHHs
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no 1 cpnakoHy Ta 1
[03yBasIbHIl NnoXu,i
B nayui

CTabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHsa roToBOro J1iKapcbKoro 3acoby (3MiHa B
ymoBax 36epiraHHsi roTOBOr0 /NiKapCbKoro 3acoby abo
nicns po34YvHEHHA/BIAHOBEHHS) (MPYBEAEHHS YMOB
36epiraHHa MN3 go Bumor HactaHosu: "36epiratv B
opuriHasibHil ynakoBLji npy Temnepatypi He Buuie 250
C"0 (TepMiH BBEAEHHS 3MiH - NPOTArom 3-x MicALiB micns
3aTBEpKEHHS); 3MiHU | TUny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy
(MapkyBaHHS ynakoBOK NpuBEAEHO Y BifNoBiAHOCTI A0
BuMor po3sginy XVIII Mopsaky npoBeAeHHs ekcrnepTusu
peecTpauiiHnx matepianis Ha nikapcbki 3acobwu) (TepmiH
BBEJEHHS 3MiH - NPOTArom 3-x MicsuUiB nicns
3aTBEepMKEHHS); 3MiHM | TUNY - AAMIHICTPATUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micua
NPOBaPKEHHS AiSNIbHOCTI BUPO6HMKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKOHaUM AifbHULI BUNYCKY cepil
ab0o micue NnpoBefeHHs KOHTPOSIO AKOCTI. (AisfIbHICTb, 3a
AKy BiANOBigae BUPOGHMK/IMNOpTEp, BK/OYAUN BUMYCK
cepiii) (3a3Ha4YeHHs MicLLe3HaxX0MKeHHS BUPOGHMKa 13
BiANOBIAHO NiLleH3ii Ha BUPOOHNLTBO (TepMiH BBEAEHHS
3MiH - MPOTAroM 3-X MiCALiB Nicns 3aTBepMKEHHS); 3MiHN
| Tuny - 3MiHK 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
MeToAax BUNPOGyBaHHSA roTOBOrO /iKapCbKoro 3acoby
(iHWi 3mMiHM y MeTogax BUNpobyBaHb (BK/IOYAKUMN 3aMiHy
ab0 AonoBHEHHS) (3MiHW Yy MeTogax BunpobysaHHs M3
3a nokasHukKamu: - "I'ycTuHa" - 3a3Ha4eHHsA NocUIaHHA Ha
OdY, n.2.2.5 6e3 KOHKPETHOro 3a3Ha4YeHHs1 MeToay
(rycTvHy B13Ha4aloTb MeTofoM 2 abo cepTudikoBaHUm
aBTOMAaTWYHMM LMdPOBUM NYCTUHOMIPOM); - "CynpoBigHi
OOMILLKM" - 3a3HAYEHHS [0AATKOBOro nocunaHHsa Ha AdY,
n.2.2.46 e BkazaHO OCHOBHI MigX0AW A0 NPOBEAEHHS
aHanizy xpomartorpadiyHuMm meTogamu, 4o
BCTaHOB/IEHHSI NPMAATHOCTI XpoMaTorpadiyHoi cuctemu,
BMMOT LLOAO0 AOCATHEHHS NPUAATHOCTI XpomaTorpadiuHot
cucTeMu, NpoBefeHHs po3paxyHkiB; - "MikpobionoriyHa
yncToTa" - 3anponoHOBaHO NPoBeAeHHs BUNpPoGyBaHb 3a
[AaHVIM MOKa3HWKOM BMOIPKOBO: MepLUy Ta KOXHY M'ATy
HacTyMHi cepil; - "KinibkicHe BU3Ha4YeHHS" - 3a3HaYeHHs
[,00aTKOBOro nocunaHHa Ha AdY, n.2.2.46 fe BkasaHo
OCHOBHI MigX0AW A0 NPOBEAEHHS aHanizy

Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
4, ANNbBYMIH PO34unH ANs iHdy3iit Bakctep Al ABCTpis Bakctep Al ABCTpist BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/
NOANHN 200 | no 10 r (50 mn) abo 3MiHW [1 TUMy - 3MiHU B HCTPYKUIT ANst MeanyHOro peyenmom 14459/01/01
N BAKCTEP 201 (100 mn) y 3aCTOCYBaHHA Y po3fin: «IpoTunokasaHHs»
donakoHax Ne 1
5. AMISOHYUK® | cupon, 10 mr/mn no MNAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/
100 MmN y dpnakoHi "dapmak” TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib. peuenma 11862/01/01
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060/10HKOI0, 5 Mr/10
mr Ne 10 (10x1), Ne
20 (10x2), Ne 30
(10x3), Ne 50 (10x5),
Ne 60 (10x6), Ne 90
(10x9), Ne 100
(10x10), Ne 14
(14x1), Ne 28 (14x2),
Ne 56 (14x4) y
onictepax

dhapmakoHarnsgy. 3MiHW y KOpOTKili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKUii 4ns
MeZMYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpuaHMx/6ionofibHNX nikapcbkmx 3acobis
nicnsi BHECEHHS TiET caMoi 3MiHM Ha pehepeHTHMI
npenapar (3MiHa He NOTpebye HafaHHS XOAHNX HOBUX
[0[aTKOBUX AaHuX) (SMiHM [0 iHCTPYKLUIT 418 MeAnYHOro
3acTocyBaHHS y po3ginun:NokasaHHs, MNpoTunokasaHHs,
B3aemogis 3 iHWMMK NikapcbkrMu 3acob6amm Ta iHLi
BMAM B3aeMogili, Oco6/IMBOCTI 3aCTOCYBaHHS.
3acTocyBaHHs y nepiog, BariTHOCTi abo rogyBaHHs
rpyAAto, 34aTHICTb BNIMBATU Ha LIBUAKICTb peakwii npu
KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWNMK MeXaHi3MaMu,
Mo6iyHi peakuii, 3rigHO 3 iHhopmalieto WoA0 MeaNYHOIO
3acTocyBaHHA pedpepeHTHoro (KAAYET) nikapcbkoro
3aco6y) (TepMiH BBEAEHHS 3MiH - NPOTAroM 3-X MicsLiB
nicnia 3aTBEPAKEHHS)

Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep

n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH

3acoby ynakoska) 020
nocsio4YeHHs1
XpomaTorpadiyHuMn MetTogamu, [0 BCTaHOBMEHHS
npUAATHOCTI XpoMarorpadiiyHoi cucTemmn, BUMOT LLIOAO0
[OCArHEHHA NPMAATHOCTI XpomaTorpadiyHoi cuctemu,
npoBeAEeHHs PO3paxyHKIB)

6. AHTUKOATYN | po3uvH TOB YkpaiHa An "®apmartpeing” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHa 3a UA/
AHTHUNA | AHTUKOATYISAHTHWIA i "BIO®PAPMA 3asBHYKa (B/1aCHMKA PEECTPALIAHOTO NOCBIAUYEHHS), peyernmom 12337/01/01
KOHCEPBYIO | KoHcepsyouwii ans MIA3MA" (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)

YA PO3YMH | kposi no 250 mny
ANnaA KPOBI KOHTelHepax
NOANHN
7. ATOPAANIH TabneTkun, BKpUTI Kpka-®apma, Xopsaris KPKA, a.4., Hoso CnoBeHist BHECEHHS 3MiH [0 peecTpavyiiiHux maTtepianis: 3MiHu | 3a UA/
NNiBKOBOO [.0.0. MecTo TMNYy - 3MiHK W00 Gesnekn/edpekTMBHOCTI Ta peuenmom 14542/01/01
060/10HKO, 10 dhapmakoHarnsgy. 3MiHN y KOpoTKili xapakTepucTui
Mr/10 mr Ne 10 nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta iHCTPYKLT AN
(10X1), Ne 20 (10)(2)’ ) MGAMHHOFQ 3aC'_I'OCyBaI-_IHF| )
Ne 30 (10x3), Ne 50 rengMqme/r|6pV|p,H_V|x/6|0no,u,|6HMx nikapcbkunx 3acobis
(10x5), Ne 60 (10x6) nicns BHECEHHs! Tiei camoi 3MiHV Ha pedhepeHTHW
No 90 (’le9) Ne 100’ npenapar (3viHa He NOTPEBYE HaAaHHS KOAHNX HOBUX
(1-Ox10) No 1 4 - AOAATKOBUX iaHnX) (3MiHW 10 iHCTPYKUIT AN MeaUIHOro
r 3aCTOCyBaHHA y po3ainu:MNokasaHHs, MpoTunokasaHHs,
(14x1), Ne 28 (14x2), B3aeMogjist 3 iHLIMMK NiKapCbKUMM 3aco6amMm Ta iHLLi
Ne 56 (14x4) y BUAN B3aEMojii, OCOBMBOCTI 3aCTOCYBaHHS.
Gnictepax 3acTocyBaHHs y nepiof, BariTHOCTi a6o rofyBaHHs
rpyaato, 34aTHICTb BNAMBATMY Ha LIBUAKICTL peakuii npu
KepyBaHHI aBTOTPaHCNOPTOM a60 iHWMMK MeXaHi3Mamu,
Mo6iyHi peakuii, 3rigHO 3 iHhopmMaLieto LWoA0 MeAUYHOTO
3acTocyBaHHs pecheperTHoro (KAAYET) nikapcbkoro
3aco6y) (TepmiH BBEEHHS 3MiH - MPOTAroM 3-x MicsLiB
nicnsa 3aTBEPKEHHS)
8. ATOPAAMIH TabneTkun, BKpUTI Kpka-®apma, Xopsaris KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 10 peecTpauiitHnx matepianis: 3MiHu | 3a UA/
NNiBKOBOKO [.0.0. MecTo TUMy - 3MiHK WoA0 Gesnekn/edhekTNBHOCTI Ta peyenmom 14543/01/01
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y3arasibHeHVX faHux Npo cucTeMy dpapmakoHarnisay,
3MiHa YyNOBHOBaXEHOT 0co6MU, BiANOBIAaNLHOI 3a
3[ilicCHEHHS1 chapMakoHarns4y; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asiBHUKa ANs 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWo BOHa BiMiHHA Bif,

Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
9. ATD-OOPTE® | Tabnetku no 15 mr TOB YkpaiHa TOB "ACTPA®APM" YkpaiHa BHECEHHS 3MiH [0 peecTpaliiHux maTepiasis: 6e3 UA/5462/01/01
no 10 Ta6neTok y "ACTPAGAP 3MiHM | TUNY - BBEZLEHHS 260 3MiHW [0 y3aranbHEHNX peyenma
6nicTepi, no 2, a6o M" ZaHnx npo cuctemy chapmakoHarnsgy (Bkayatoun
no 3. a6o no 4 KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
6RicTepM y KOpoGLi 3 thaiina cuctemm chapmakoHarnsay
KapToHy
10. ATO-OOPTE® | Tabnetku no 30 mr TOB YkpaiHa TOB "ACTPA®APM" YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 6e3 UA/5462/01/02
no 10 Ta6neToK y "ACTPADAP 3MiHV | TUNY - BBEAEHHS ab0 3MiHW [0 y3araslbHEHUX peyenma
GnicTepi, no 2, a6o M [JaHuX Npo cuctemy dhapmakoHarnsgy (Bkiovaroum
no 3. a6o no 4 KOHTaKTHI faHi) Ta/abo 3MiHM Y pO3MiLLieHHi MacTep-
6ricTepu y KopoGii 3 thaiina cuctemun chapmakoHariagy
KapTOHY
11. Bl:'\anAMIl-IH NiHiMeHT, no 25 Ta MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3MiHu | 6e3 UA/6660/01/01
WA MNIHIMEHT | 50 r y koHTeliHepax; | ®apmauestu dapmMaLeBTMIHa TUNy - 3MiHK 3 AKOCTI. FOTOBMI NikapCLKNTA 3aci6. peyenma
(3A no20raéono?25r, yHa q3a6pV|Ka qga6py||(a "Biona" CucTtema KoHTeliHep/3akynoproBasibHUiA 3aci6. 3MiHa
BULLHEBCbK | a6o o 40 ry Ty6ax; "Biona" PO3MIpy YNakoBKu rOTOBOTO JiKAPCLKOro 3acoby (3MiHa
7)) Mo 20 r a6o no 25 r Macwu/o6'eMy BMiCTy KOHTeliHepa 6araTtoj030B0ro
a60 10 40 1 y Ty6i ' nikapcbKoro 3acoby A/1s HenapeHTepasibHOro
no 1 Ty6i y nauy ' 3acTocyBaHHsA (a0 04HOA030BOr0, YaCTKOBOrO
BVIKOPVCTaHHS) (BBELEHHS ABOX AOAATKOBUX PO3MIpiB
ynakoBkn 6e3 3MiHW NePBUHHOTO NakKyBaslbHOTO
mMarepiany 3 BiANoBigHUMM 3MiHamu y p. "YnakoBka")
12. BEKOHA3E cnpeii HaszanbHWiA, TOB "OMETA Ykpaina "nakco Bennkom IcnaHia BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/3140/01/01
cycneHsisi, 50 DAPMA C.A. 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peuenma
MKr/03y no 100 403 YKPAIHA" chapmakoHarnsgy - 3mMiH1 B TEKCTi MapKyBaHHS
a60 180 fo3 y NepBUHHOI Ta BTOPUHHOT YNakoBku Ans Ao3ysaHHA 180
hNaKkoHi [03. BBeieHHA 3MiH NPOTArom 6-Tm micAuiB nicns
) . 3aTBepPAKEHHS
noninponineHoBomy,
3 ’eQHaHoMy 3
[03yt0unm
NPUCTPOEM,
HOCOBUM afanTepom
Ta KpuLleykoto; no 1
donakoHy B KOpoobui
13. BETATICTUH- | tabnetku no 8 mr, MNAT YkpaiHa MNAT "/lyraHcbkuii YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHux maTtepianis: 3MiHu | 3a UA/5273/01/01
nyran no 10 TabneToK y "KWiBCbKMiA XiMiKo- Tuny - 3MiHK Woao Gesneki/edekTMBHOCTI Ta peyenmom
6nicTtepi; no 3 BiTaMiHHWI thapmaLeBTUYHWIA thapmakoHarnsfy. BeefieHHst 6o 3MiHu [0 y3arasnbHeHUX
6niCTepM B naqu'i 3aBop'" 3aBop'" AaHNX Npo cucTtemy d)apMaKOHaI’l‘IFI,D,y (BeAeHHﬂ
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Ne
n/n

Ha3ssa
JlikapcbKo20
3acoby

dopma BuUIyCKYy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsioYyeHHs

YMOBHOB&XEHOT 0cO6U, BiANOBIAaNbHOI 3a 34iICHEHHS
hapmakoHarnsgy (Bkouvakouy KOHTakKTHI aaHi) Ta/abo
3MiHM Y pO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy); 3miHa 3asiBHUKa, nepegaya npas
iHLLIOMY 3a5BHUKY

14.

BETATICTUH-
nyran

TabneTkn no 16 wr,
no 10 TabneTtok y
6nictepi; no 3
6nictepu B nauui

MNAT
"KniBCbKWit
BiTAMiHHWI

3aBog"

YkpaiHa

MAT "/lyraHcbkuii
XiMiKO-
hapmaueBTUYHNIA
3aBon"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHW [0 y3arasibHEHNX
AaHvx npo cuctemy dapmakoHarnsgy (BefeHHs
y3arasibHeHUX JaHnX nNpo cucTemy dapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOT 0co6MU, BiANOBIAaNbHOI 3a
3[iicHeHHs thapmakoHarnsgy; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asBHUKa ANS 34iCHEHHS
thapmakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA Bif,
YyMOBHOBaXeHOT 0CO6M, BiANOBIAaNbHOI 38 34iICHEHHSA
hapmakoHarnsgy (Bk/ovalouy KOHTakTHI gaHi) Ta/abo
3MiHM Y PO3MIiLLEHHI MacTep-thaiina cuctemu
thapmakoHarnagy); 3viHa 3asiBHUKa, nepegaya npas
iHLLOMY 3asiBHUKY

3a
peyenmom

UA/5273/01/02

15.

BETATICTUH-
nyran

TabneTtku no 24 wr,
no 10 tabnetok y
6nictepi; no 3
6nictepu B nauui

MNAT
"KniBCbKWit
BiTAMiHHWIA

3aBog"

YkpaiHa

MNAT "JlyraHCbkuii
XimiKo-
hapmaueBTUYHWIA
3aBog"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHW [0 y3araslbHEHNX
[aHux nNpo cuctemy hapmakoHarnsay (BefeHHs
y3arasibHeHVX faHux Npo cucteMy dpapmakoHarisay,
3MiHa YNOBHOBaX€EHOI 0co6M, BiANOBIAA/ILHOI 3a
3AiicCHEHHs1 chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asiBHuKa AN 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, AKLLO0 BOHa BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y PO3MilLEHHI MacTep-thaiina cuctemu
hapmakoHarnsgy); 3miHa 3asiBHuKa, nepegaya npas
iHLIOMY 3asBHUKY

3a
peuyenmom

UA/5273/01/03

16.

BETACEPK®

Tabnetku no 8 mr Ne
30 (15x2), Ne 30
(30x1), Ne 100
(25x4) y 6nictepax

AGGOTT
Xenckea
MNpogakrc
B.B.

HigepnaHnpg,
"

MaiinaH
Nabopatopiz CAC

dpaHuis

BHECEHHS 3MiH 10 peecTpaviiiHux maTepiasnis: 3miHu |
TUny - 3MiHa HalimeHyBaHHA Ta/abo MiCLLe3HaXOMKEHHS
BMPOGHMKA rOTOBOTO /liKapPCbKOro 3acoby, BKIHOHaoum
MicLie NPOBEAEHHSI KOHTPOJIHO SKOCTi(BUPOBHNYA
[inbHUUA BUNYCKY cepii) (3MiHa HaliMeHyBaHHSA
BUpO6HMKa /13, 6e3 3MiHn Micus BUpobHuuTBa) (TepMiH
BBE/EHHS 3MiH - MPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS)

3a
peyenmom

UA/0489/01/01

17.

BETACEPK®

Tabnetkn no 16 mr
Ne 30 (15x2), Ne 60
(20x3), Ne 42 (21x2)
y 6nictepi B
KapTOHHiIin kopobui

AGGOTT
Xenckea
Mpoaakrc
B.B.

HigepnaHnpg,
"

MaiinaH
Nab6opartopiz CAC

dpaHuis

BHECEHHS 3MiH [0 peecTpaviitHux maTepiasis: 3miHu |
TMNy - 3MiHa HaliMeHyBaHHSA Ta/abo MiCcLle3HaXO0MKEHHS
BMPOBHMKa rOTOBOrO NiKapCbKOro 3acoby, BKIYaum
MicLie NMPOBeAEHHSI KOHTPO/IO SKOCTi(BUPOBHNYa
AinbHUUSA BUNYCKy cepii) (3MiHa HaliMeHyBaHHs
BMPOGHMKa M3, 6e3 3mMiHn Micua BUpobHuLTBa) (TepMIH
BBEAEHHS 3MiH - MPOTArOM 6-TK MicsUIB nicns

3a
peyenmom

UA/0489/01/02
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
3aTBEPAKEHHS)
18. BETACEPK® Tabn1eTKn no 24 mr ABGOTT HigepnaHnpg, MaliinaH dpaHujn BHECEHHS 3MiH 10 peecTpaujiiiHux maTtepianis: 3MiHu | 3a UA/0489/01/03
Ne 50 (10x5), Ne 20 Xenckea " Nab6opartopiz CAC TMny - 3miHa HaliMeHyBaHHs Ta/aGo MICLie3HaXO/pKeHHs | peyenmom
(20x1), Ne 100 MpopaxTc BMPOGHVKa rOTOBOTO JiKapCbKoro 3acoby, BKIoHatoum
(20x5), Ne 50 (25x2), B.B. micLie NPoBe/ileHHs KOHTPOJTH AKOCTI(BUPOGHNYA
Ne 100 (25x4), Ne 60 AinbHUUA BUNYCKY cepii) (3MiHa HallMeHyBaHHS
(20x3), Ne 10 ’(le1) BMpOGHWKa 13, 6e3 3miHn Micus BUpobHuLTBa) (TepMiH
y 6ni0'}ep_i B BBEJEHHS 3MiH - MPOTAroM 6-Tu MicAUiB nicns
KapTOHHIin kopobui 3aTBEP/DKEHHS)
19. BICENTON® Tabnetkn no 400 MNab6'aHiLbKNiA Monbwa Ma6'sHiLbKMiA Monbwa BHECEHHS 3MiH 10 peecTpavjiiiHux maTtepianis: 3MiHu | 3a UA/3027/01/02
mr/80 mr no 20 thapmavesT hapmaL,eBTUYHNIA UMy - 3MiHN 3 AKOCTi. FoTOBMIA NikapceKmii 3acit. peyenmom
TabneToKk y 6AicTepi; | uHWii 3aBOA 3asog Monbga A.T. CucTema KoHTeliHep/3akynoptoBasibHUiA 3aci6. 3miHa
no 1 6nictepy B Monbga A.T. pO3MIpy YNakoBKu roTOBOrO JliKapCbKOro 3acoby (3MiHa
KapTOHHiM KOPOBLYj KiNbKOCTI 0auHuLG (Hanpuknag TabneTok, amnyn ToLwo) B
no 1000 Ta6l‘IeTOK’y ynakoBLi:) - 3miHa nosa AianasoHoM 3aTBepaKeHnX
MeTanesomy pOo3MipiB ynakoBky (BBefEeHHS 104aTKOBOI YNakoBKy Mo
KOHTElHeDI. N0 14 14 TabneTok B 61icTepi, No 1 6/icTepy B KAPTOHHIi
6 P '6 . . Kopob6ui (TepMiH BBEAEHHS 3MiH - NPOTArOM 6-Tu MicALiB
::) f%;?(';ip ;';Tep" nicnsa 3aTBepyKeHHs)
KapTOHHIi kopobui
20. | BICOMNPOMON | Tabnetku, BKPUTI TeBa I3paine AT YropuwmHa BHECEHHS 3MiH 10 peecTpaliiiHix MaTepianis: 3a UA/6407/01/01
-TEBA NNiBKOBOK 0GOJIOH- dapmaveBTik dapmaLeBTUYHUIA BUNPAB/IEHHSA TEXHIMHOI NOMUIIKM y METOAAX KOHTPOIIHO peyenmom
kot0, M0 5 Mr no 10 an lHgacTpis 3aBog TEBA AKOCTi y po3Aini "Crnag
TabneTtok y 6nictepi; nra.
no 3 6nictepu B
KapTOHHIl1 kopoobui
21. | BICOMPONON | Tabnetkun, BKPUTI TeBa I3paine AT YropimHa BHECEHHS! 3MiH 10 peecTpauiiiHnx matepianis: 3a UA/6407/01/02
-TEBA NNiBKOBOK 060/10H- dapmaLeBTik dapmaLeBTUUHW BANPAB/IEHHS TEXHIYHOI NOMUIKM y METOAAX KOHTPONIO peyenmom
koto, Mo 10 Mrno 10 | an IHgacTpis 3aBog TEBA AIKOCTI Yy PO3AINI "Cknaj
TabneTok y 6nictepi; nro.
no 3 6nictepu B
KapTOHHI kopoobui
22, BIPOHA/- renb, 10 mr/rno 151 | ToBapucTeo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu | 6e3 UA/2391/01/01
340POB'A y Ty6i; no 1 Ty6i B 06MEXEHOI0 06MEXEHOID Uy - 3MiHKM 3 AKOCTI. [OTOBMIA NikapCbKWii 3aci6. peyenma
KapTOHHIi1 kopoobLi BignoBigabHI Bi4NOBIAANBHICTIO CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo ymosax
cTio "apMaLeBTYHa 36epiraHHs roToBoro ikapcbKoro 3acoby (36iN1bLIeHHA
"dapMaLeBsTy KomnaHist "340poB's” TepMiHy NpuAaTHOCTI FOTOBOrO NiKapcbKoro 3acoby) - Ans
uHa KOMMaHist TOProBoi ynakoBku (NigTBEPAXYETLCA AaHUMKN peasibHOro
"310poB's" yacy) (36inbLUeHHs TepMiHy npugaTHocTi 13 3 2-x o 5-
TV pokiB) (TepMiH BBEEHHA 3MiH - MPOTAroM 3-X MicALiB
nicns 3aTBepAkKeHHs)
23. BILUNIH®-5 NMOpPOLLIOK Ansi MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix marepianis: 3a UA/3883/01/02
cycneHsii gns "Kuismegnpe "KviiBmMegnpenapar” TEXHIYHA NOMUJIKa B METOax KOHTPOSIH SKOCTI 3a peyenmom

iH'ekuii no 1 500

NnokasHMKOM «KifnlbKicHe BU3HAYEHHS»
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep

n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH

3acoby ynakoska) 020
nocsio4YeHHs1
000 Of y chnakoHax napat"

24. BEKTUBIKC KOHLleHTpaT ans AMaxeH HigepnaHnpg, MapKyBaHHS, Higepnangu/ BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 3a UA/
pO3uunHy Ans €spona b.B. " BTOPUHHE NakyBaH- CLIA BUNPAB/IEHHA TEeXHIYHOT NOMUIKM B HANUCaHHI Ha3BM peyenmom 10806/01/01
iHcby3iid, 20 Mr/mn no Hsi Ta BUMYCK cepii: [ito4oi pevoBUHM B «MapKyBaHHI BTOPUHHOI YNakoBKu»

5 My doniakoHi; no AvpxeH €spona
1 donakoHy B B.B., Higepnaxgu;
KapTOHHiIin kopobui BMPOGHULTBO,
nepBuHHE naky-
BaHHS: bepiHrep
IHrenbxaim
PpiMOHT, IHK., CLLA;
BMPOGHULTBO,
nepBUYHHE MakyBaH-
HA: AMAXXEH
MaHydekuypiHr
Nimiten, CLUA

25. BECTIBO Tabn1eTKn no 24 mr AKTaBic rpyn IcnaHgais NMOBHWIA LMKN: BHECEHHS 3MiH 10 peecTpaujiiiHnx maTepianis: 3a UA/4059/01/03
Ne 20 (10x2), Ne 60 AT KaTaneHT [JxepmaHi BUMPaB/IEHHS TEXHIYHOI NOMW/IKM B cneuudikauii peuenmom
(15x4), Ne 60 (10x6) LWopHAopd MM6X, roToBOro Nikapcbkoro 3acoby (6yno NpPonyLieHo NoKa3HUK
y 6ricTepax HiMeuunHa: «OHOPIAHICTb [03YBaHHA B OANHULL NTIKapCbKOro

NepBUHHE, BTOPUHHE 3acoby» — PI3HOYNTAHHSA B Mg)Kax METO/iB KOHTPO/IO
nakyBaHHS1, BUMYCK Akoct)
cepii:
BankaHcapma-
OynHnua AT,
Bonrapis

26. BIPO-Z TabneTku, BKpUTI CaH IHais PaHb6akci IHais BHECEHHS 3MiH 10 peecTpavjiiiHux maTtepianis: 3MiHu | 3a UA/8750/01/01
060/10HKOI0, N0 300 | dapmackioTn Na6opartopis TMNYy - 3MiHK o0 Gesneku/edekTMBHOCTI Ta peyenmom
Mr, no 60 TabneTok Kan IHpacTpi3 Nimitepq, thapmakoHarnsay. BeefieHHs abo 3MiHn 4o y3aranbHeHux
y NI1ACTUKOBIX Nimiteg, [aHyx Npo cucteMy dhapmakoHarnagy (BefeHHs
hnakoHax, no 10 y3araslbHeHIx AaHmx npo cuctemy q)ap_MaKOHarpﬂqy,

TabneTok y Gnictepi, 3MiHa YOBHOBAXKEHOT ocobw, BiANOBiAa/bHOI 3a
06 Grictepiay S Gapaorar Y, KovTac) ocot
KAPTOHHIl KOPOGL chapmakoHarnisagy B YKpaiHi, SKLLLO BOHa BigMiHHA Big,
YMNOBHOBaXEHOT 0co6U, BiANOBIAaNbHOI 3a 34iCHEHHS
hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo
3MiHM y PO3MiLLLEeHHI MacTep-haiina cuctemu
thapmakoHarnsagy); 3MiHa 3asaBHMKa (B/lacHUKa
peecTpauiiHoro nocBigYeHHs

27. BIPOKOMB TabneTkun, BKpUTI CaH IHais PaHb6akci IHais BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3MiHu | 3a UA/8675/01/01

060/10HKOI0, N0 60 dapmMachioTn Na6opartopi3 UMy - 3MiHK Wo/0 Gesnekn/edpekTUBHOCTI Ta peyenmom
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
Tabnetok y Kan lHgacTpi3 Nimitepq, hapmakoHarnsgy. BeegeHHs abo 3MiHM [0 y3arasibHEHNX
NAacTUKOBUX Nimiteq, [JaHux nNpo cuctemy chapmakoHarnsgy (BefeHHs
chnakoHax y3arasibHeHUX faHnxX Npo cucTemy chapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0co6M, BiANOBIAA/ILHOI 3a
34ilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iiCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLWo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0CO6U, BiANOBIAANLHOI 3a 34iICHEHHS
hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y PO3MilLEHHI MacTep-thaiina cuctemu
hapmakoHarnsagy); 3MiHa 3asBHuKa (BlacHuUKa
peecTpauiiiHoro noceiguyeHHs)(3rigHo Hakaly MO3 Big,
23.07.2015 Ne 460)

28. BIPO/TIAM TabneTku, BKPUTI CaH IHais PaHb6akci IHais BHECEHHS1 3MiH [0 peecTpauiiiHux matepianis: 3mMiHa 3a UA/9099/01/01
060/10HKOt0, No 150 dapmacboTn Nabopartopi3 3asiBHMKa (B1aCHWKa PEECTPALiHOTO NOCBIAYEHHS) peyenmom
Mr, no 60 TabneTok | Kan IHgacTpis Nimitep, (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)

y N/1IACTUKOBMX Nimiteq,
dhiakoHax

29. BIPOCTAB karcynu no 30 wmr, CaH IHAiA PaHb6akci IHAjs BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3MiHu | 3a UA/9050/01/01
no 60 kancyny dapmacboTn Na6opartopis Tuny - 3MiHK Woao Gesneki/ediekTMBHOCTI Ta peyenmom
('t)]'laKOHaX Kan |Hp'ac'|'pi3 []iMiTep' thapmakoHarnagy. BeegeHHs a6o 3MiHM [0 y3aranibHEeHUX

Nimiten AaHvx npo cuctemy dapmakoHarnsagy (BefeHHs
y3arasibHeHUX JaHunX nNpo cuctemy dapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOT 0co6MU, BiANOBIAaNbHOI 3a
34iicHeHHA hapMakoHarnaay; KOHTaKTHOT 0co6u 3
thapmakoHarnsgy 3asBHUKa AN5 34iICHEHHS
thapmakoHarnagy B YkpaiHi, AKLLO0 BOHa BigMiHHA Bif,
YNOBHOBaXKEHOI 0c06U, BiNOBIAA/IbHOT 3a 34iACHEHHS
hapmakoHarnsgy (Bkouvaouy KOHTakTHI gaHi) Ta/abo
3MiHM Y PO3MiLLEHHI MacTep-haiina cuctemu
hapmakoHarnsgy); 3MiHa 3asBHuKa (BlacHuka
peecTpauiiHoro noceigyeHHs)(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460)

30. FTAHATOH® TabneTkun, BKPUTI A660TT HimeuunHa Maiinan ENA T K., AnoHis BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu | 3a UA/
NNiBKOBOK Na6opartopis KaTausma Mnaxt TMNy - AAMIHICTPATMBHI 3MiHW. 3MiHA HaliMeHyBaHH: peyenmom 12614/01/01
060/10HKOH0, MO 50 rMeX Ta/abo aapecu MicLa NPOBaKEHHS AisNbHOCTI
mr, no 10 TabneTok BUPOGHMKa/imnopTepa rotoBoro JikapcbKoro 3acoby,

y 6r1icTepi; no 4 BK/IO4A0UM AiNbHULI BUMYCKy cepii abo micue
6nictepn B NPOBe/ieHHs KOHTPO/TI0 AKOCTI. (QiSNbHICTb, 3a Ky
KAPTOHHIl KOPOBLj BI,ELI'I(?BI,EI,&G.BI/Ip06HI/IK/IMI'IOpTep, BK/1HOHA0UN BUMYCK
cepiii) (3MiHa HaliMeHyBaHHS1 BUPOGHWKA rOTOBOTO
nikapcbKoro 3acoby, 6e3 3mMiHM MicLisi BUPOBHULITBA)
(TepMiH BBEAEHHS 3MiH -NMPOTATOM 6-TW MicALB nic/s
3aTBEPAKEHHS)

31. FTEKCOPAN® NboAsiHuKM Ne 1y TOB YkpaiHa HOHiK IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/2173/01/01
NOPCENT 3l nnisyi; Ne 100 y "[I>KOHCOH i PapmacboTrKasl BUMNPAB/IEHHS TEXHIYHOT MOMU/IKM Y METOAAX KOHTPOJIO peyenma
CMAKOM nnisLi y 6aHkax; Ne JPKOHCOH Na6opartopis AKOCTI B PO3AiNI «OAHOPIAHICTL Macy TabneTkn» (Ne 1, 8, 12,
AME/NNIbCUHA 8 (4x2), Ne 12 (4x3), YkpaiHa" (BiggineHHs cipmu 16, 24);
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep

n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH

3acoby ynakoska) 020
nocsio4YeHHs1
Ne 16 (4x4)y "Ik, B. Kemikan3 3a
cTpunax y KapTOHHil eHf peyenmom
kopobu; Ne 16 dapmacbloThKan3 (Ne 100)
(8x2), N 24 (8x3) y nTg")
6nictepax y
KapTOHHIIi KopoobUi

32. FEKCOPAN® NboAsHUKM Ne 1y TOB YkpaiHa HOHiK IHais BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 6e3 UA/2174/01/01
NOPCENT 3I nnisyi; Ne 100 y "[I>KOHCOH i dapmacboTrKaUl BUMNPAB/IEHHS! TEXHIYHOT MOMU/KM Y METO/AX KOHTPOJIO peyenma
CMAKOM nnisLi y 6aHkax; Ne [PKOHCOH Na6opartopis SIKOCTi B po3Aini "OAHOPIAHICTL Macy TabneTku” (Ne 1, 8, 12,

NMMOHA 8 (4x2), Ne 12 (4x3), YkpaiHa" (BigaineHHs dipmu 16, 24);
Ne 16 (4x4)y "x. B. Kemikan3 3a
cTpunax; Ne 16 eHf, peyenmom
(8x2), Ne 24 (8x3) y dapmacboTuKans (Ne 100)
bnictepax Nta.")

33. FEKCOPAN® NboAsAHUKM Ne 1y TOB YkpaiHa HOHiK IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/
NOPCENT 3I nnisui; Ne 100 y "[I>KOHCOH i dPapmacbloTUKaU BUNPAaB/IEHHS TEXHIYHOT MOMUIKM Y METOAAX KOHTPOSTIO peyenma 10278/01/01
CMAKOM nnisyi y 6aHkax; No [KOHCOH Na6oparopis AKOCTi B po3Aini «OfHOPIAHICTE MacK TabieTki» (Ne 1, 8, 12,

MEALY TA 8 (4x2), Ne 12 (4x3), YkpaiHa" (BiggineHHs dipmu 16, 24);

NTIMMOHA Ne 16 (4x4)y "k, B. Kemikan3 3a
cTpunax; Ne 16 eHf, peyenmom
(8x2), Ne 24 (8x3) y PapmacboTVKan3 (Ne 100)
onictepax Nta")

34. FTEKCOPAN® NboAsAHUKM Ne 1y TOB YkpaiHa HOHIK IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/2176/01/01
NOPCENT 3l nnisyi; Ne 100 y "[KOHCOH i PapmacboTrKasl BUMPAB/IEHHS TEXHIYHOT MOMU/IKM Y METOAAX KOHTPOJIO peyenma
CMAKOM nnisLi y 6aHkax; Ne [PKOHCOH Na6opartopis AKOCTi B PO3AiNI «OAHOPIAHICTL Macy TabneTkn» (Ne 1, 8, 12,

YOPHOI 8 (4x2), Ne 12 (4x3), Ykpaina" (BigaineHHs dipmm 16, 24);

CMOPOAWHWN | Ne 16 (4x4)y "x. B. Kemikan3 3a
ctpunax; Ne 16 eHf, peyenmom
(8x2), Ne 24 (8x3) y PapmacbloTHKan3 (Ne 100)
6nictepax nta")

35. FEHTAMIUWH- | po3unH ans iH'ekuiii, | ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiiHux maTtepianis: 3MiHu | 3a UA/7273/01/01
340POB'A 40 mr/mn, no 1 mn 06MEXEHOI0 06MEXEHOID TUny - 3MiHK 3 SiKOCTi. FOTOBMIA Jlikapcbkuii 3aci6. peuenmom

a6o no 2 vn B BigMOBigabHI BiANOBIATLHICTIO CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymoBax
amnyni; no 10 amnyn cTH0 "dapmaLeBTUYHa 36e_piraHHﬂ roToBoro niKapCbKo_ro 3aco0by (36inbLUeHHs
y KapTOHHiii KopobLji; | "®apmauesTn KoMnaHisi "340poB's" TepMiHy NPUAATHOCTI FOTOBOO NiKapCLKOro 3acoby) - Ana
no1mnadono2mn | uHa komnasis TOProBoi ynakoBku (MiATBEPMAXYETHCA A4aHUMU PeaslbHOro
B amnyni; no 5 "3n0poB's” yacy) (36inbLUEHHS TepMiHy npuaaTHocTi 13 3 2 pokis

amnyn y 6nictepi; no
2 6nictepn B
KapTOHHIli KOpooLi;
no 2 mn B amnyni;
no 10 amnyn y
6nictepi; no 1
6nictepy B
KapTOHHIi kopoobui

[0 5 pokiB, SiK HACNifOK BifNOBIAHI 3MiHW B TEKCTI
MapKyBaHHs1 yrnakoBok) (TepMiH BBEAEHHS 3MiH -
NPOTArom 3-X MiICALIB Nic/a 3aTBEPAKEHHS)




92

Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
36. INHKIro Karicynu no 40 mr no TOB Ykpaina TOB "ACTPA®APM" YkpaiHa BHECEHHS 3MiH [0 peecTpaliiHux maTepiasis: 6e3 UA/6359/01/01
BITOBA - 10 Kancyny "ACTPADAP 3MiHu | TUNY - BBEAEHHS ab0o 3MiHn A0 y3araJibHeHnx peuyenma
ACTPA®APM 6nictepi; no 3 a6o M" [aHunx nNpo cuctemy dhapmakoHarnsgy (Bkiovatoun
no 6 GnicTepis y KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
KOPOGLLi 3 KAPTOHY thaiina cuctemm chapmakoHarnsay
37. INHKIro Karcynu no 80 mr no TOB YkpaiHa TOB "ACTPA®APM" YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/6359/01/02
BI/IOBA - 10 Kancyn y "ACTPAGAP 3MiHM | TUNY - BBEIEHHA 860 3MiHM [0 y3ara/ibHeHnX peuenma
ACTPA®APM 6nicTepi; no 3 a6o M" JaHnx npo cuctemy dhapmakoHarnsgy (Bkaovaroum
no 6 GnicTepis y KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MILLEHHI MacTep-
KOPOBLi 3 KAPTOHY thaiina cuctemun chapmakoHarnsgy
38. | FTODEH 200 Kancynm m siki no Mera TainaHpg, Mera NailicbcalieHcis TainaHg, BHECEHHS 3MiH A0 peecTpauiiiHix MaTepiasis: 6e3 UA/
200 mr o 10 kancyn | JlaiidpcaiieHci MNa6nik KomnaHi 3MiHu | TNy - 3MiHa NapameTpis cneumdikauiii Ta/abo peuyenma 13624/01/01
y 6nictepi; no 1 3 Mabnik NimiTeq, [0NyCTUMMUX MEX rOTOBOTO J1iKapCbKOro 3acoby -
Gnictepy y KomnaHi BU/TyYeHHs NokasHika "CpefiHss Macca CoAepKMMOoro
KapTOHHOMY Nimiten, Kancynbl" (EP 2.9.5), y 3B'A3Ky i3 HAsiBHICTIO NOKa3HMKa
KOHBEpTi: N0 6 "OfHOPOAHOCTb A031POBaHHbIX e,qMH_l/lu" (EP 2.9.40)
KapTOHHNX 06yMOB/IEHO npuBeaeHHAM Y BINOBIAHICTL A0 3aranbHol
; crarti A®Y/EP
KOHBEpTIB Y
KapTOHHIll ynakoBL,i
39. FTO®EH 400 Kancynm m siki no Mera TainaHg, Mera alicpcaiieHcisa TainaHpg, BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6es UA/
400 mr no 10 kancyn | JlavidpcaieHci Mabnik KomnaHi 3MiHK | TUNY - 3MiHa napameTpis cneumdikaliin Ta/abo peyenma 13624/01/02
y 6niCTepi; noil 3 MNabnik ﬂiMiTe,ﬂ. [0MNyCTUMKX MEX FOTOBOrO NiKapCbKoro 3acoby -
Gnictepy y Komnai BUTyYeHHs NokasHika "CpejHsA Macca CoAepXMMOro
KapTOHHOMY Nivites kancynbl" (EP 2.9.5), y 3B'A3Ky i3 HAsABHICTIO NOKa3HUKa
KOHBEPT; N0 6 "O4HOPOAHOCTb A03MPOBAHHBIX egMH_MU," (EP 2.9.40)
KaPTOHHIX 06yMOB/IEHO NPUBE/EHHSM Y BIANOBIAHICTL 0 3aranbHOI
KOHBEPTIB y ctarTi APY/EP
KapTOHHIli ynakoBsLj
40. AIAMAKC® Kancynv Teepai no TOB Ykpaina TOB "®APMEKC Ykpaina BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 3a UA/
50 mMr no 10 kancys "©APMEKC reyn" 3MiHM | TUny - 3MiHK 3 KOCTi. FOTOBUIA NiKapcbkuid 3aci6. peuyenmom 11090/01/01
y 6nicTepi, no 3 reymn" KOHTpPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
GnicTepy B nauy mMeToAax BUNPoGyBaHHSA rOTOBOrO MiKapcbKoro 3acoby
(iHWi 3miHM y MeTogax BMNpobyBaHb (BKIOYAKUMN 3aMiHy
ab0 4ONOBHEHHS))
41. AOKTOP nboasHukM Ne 20 TOB YkpaiHa FOHIK IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/6077/01/01
MOM® 3 (4x5) y cTpunax, Ne " [IDKOHCOH i dapmMachloTUKa TUny - FOTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y peuenma:
ArigHNM 16 (8x2), Ne 24 (8x3) J[XoHCOoH Nabopartopi3 TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs roToBoro Nel, Nel6,
CMAKOM y Gnictepax; Ne 1y Ykpaina" (BipgineHHs dipmm NiKapCLKOro 3aco0y: (3MEHLUIEHHS TepMiHy NpuaaTHOCTI Ne 20, Ne
nnisyj; Ne 100 y "Ihx. B. Kemikan3 rOTOBOrO JiKapCbKOro 3aco§y:) - ANl TOProBe/ibHOl 24. 3a
6aHKax eHg ynakoBku (3 5-Tn go 3-x po_KlB); 3MiHu | TUny - 3M|+_W| _ peyenmom:
dapmachbioTVKan3 wozio 6e3neKM/ecpeKT_MBHOCT| Ta (hapmakoHarnsgy (I.HLLII Ne 100
nTa" 3MiHW) (3asABHMK Ta MicLie3HaxomKeHHs 3asBHKKa, 3rigHO

3 nignyHKTom 7.20 nyHKTY 7 po3giny XVI MNopsagky
NpoOBeEHHS eKcnepTn3n MaTepiasliB Ha Jlikapcbki
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1

3acobu, Lo NoAaloTbCA Ha iepXaBHy peecTpadiiio
(nepepeecTpaduif), a TakoX ekcnepTusn marepianis Nnpo
BHECEHHS 3MiH 10 peecTpaljiiiHux maTepianis NPoTArom
Ail peecTpaviiiHoOro NocBig4eHHs, 3aTBEPAKEHOr0
HakaszaM MO3 YkpaiHu Big 26.08.2005 Ne 426(y peakuii
Hakazy MO3 Ykpainu Big 04.01.2013 Ne 3): «iHCTPyKUis
ON19 MEeAUYHOI0 3aCTOCYBaHHS MOBVMHHA MICTUTK
HaliMeHyBaHHS Ta MicLie3HaX04KeHHs BUPOOHMKa
BiANOBIAA/ILHOIO 3a BUMNYCK cepii nikapcbKoro 3acoby, a
3a 6aKaHHAM 3asBHUKA — HAiMEHYBaHHS i
MicLle3HaxopKeHHs 3asiBHVKa Ta/abo npeacTaBHUKa
3a9BHMKa». (3asBHVK NPU LIbOMY HE 3MIHIOETLCSA); 3MiHM
Il Tny - FoToBWIA Nikapcbkuid 3aci6. Onuc Ta ckiag.
3miHa y cknagi (4oNoMiKHMUX pevoBUHaxX) roToBoro
nikapcbKoro 3acoby (iHwi 3miHn) (BuganeHHs i3 cknagy
[OMOMDKHMX peyoBuH 13 napabeHis
(MeTunnaparigpokcmbeHsoaty Ta
nponinnaparigpokcmbeHsoary) 3 BignoBiAHNUMMN 3MiHAMU Y
KiNIbKOCTi AOMOMDKHVX PEYOBUH - Caxapo3u, FNoKOo3m
po3unHy. Maca nbogsaHvKa He 3MiHniacs. Sk Hacnigok
3MiHM A0 IHCTPYKLi 415 MeAMUYHOro 3aCTOCyBaHHSA Y p.
Cknag, MNobiyHi peakuii (BUNy4YeHHs iHchopmauii Wwoao
[ONOMDKHUX PEYOBWH, LLLO BUyYaloTbes); 3MiHn | Tuny -
3MiHa HalimeHyBaHHs Ta/abo MiCLLe3HaXOMKEHHS
BMPOGHMKa (BK/TOYaUM 3a HEOOXiAHOCTI Micue
NpoBeeHHS KOHTPOSII0 AKOCTI) a60 noctavasibHuka Ad|
abo fjroyoi pevyoBUHU/BUXIAHOTO
matepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
3aCTOCOBYOTbCS Y BUPOOHULTBI APl abo aitoyoi
peyoBuHM (3a BiACYTHOCTI cepTudpikarta BiANoBIAHOCTI
€Bponeicbkiin hapmakonei y 3aTBepaKeHOMY
peecTpauiiiHomy focke) (3MiHa Ha3BM BUPOOHUKA
POC/IMHHKX eKCTPakTiB); 3MiHW | TUNY - FTOTOBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneyudikauiin Ta/abo
[0MNyCTUMUX MEX FOTOBOTO NiKapCbKoro 3acoby
(BWNYyYEHHS1 HE3HAYHOTO NOKa3HKKa (Hanpuknag,
BW/TyYEHHS 3aCTapisioro nokasHuka) (BunyyeHHi
nokasHuku laeHTudikauis ta KinlbkicHe BU3HaYeHHSN
mMeTunnaparigpokcmbeHsoary Ta
nponisinaparigpokcmbeH3oary, Lo NoB A3aHo i3
BW/TYYEHHAM KOHCepBaHTiB 3i cknagy 13); 3minm Il Tuny -
"oTOBWMIA Nikapcbkuii 3aci6. BUpo6HULTBO. 3MiHM Y
npoueci BUpOOHULITBA rOTOBOrO NiKapCbKoro 3acoby (iHLi
3MiHM) (HesHauHi 3MiH1 y BUPOGHNYOMY NPOLIECI, SAKi
NOB 5A3aHi i3 BUTyYeHHSIM KOHCEpBaHTIB
(MeTunnaparigpokcmbeHsoaty Ta
nponinnaparigpokcnbeHsoary) 3i cknagy /13)
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
42, | AOKTOP nboasHukm Ne 20 TOB YkpaiHa HOHiK IHais BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3MiHu | 6e3 UA/2410/01/01
MOM® 3lI (4x5) y cTpunax, Ne " [DKOHCOH | dapmacboTrKa TUMy - FOToBWiA Nikapcbkuii 3aci6. CTabinbHicTe. 3MiHAY | peyenma:
CMAKOM 16 (8x2), Ne 24 (8x3) [PKOHCOH Na6opartopis TepMiHax NpuaaTHoOCTi a60 yMoBax 36epiraHHs rotoBoro | Nel, Nel6,
AHAHACA y 6nictepax; Ne 1y YkpaiHa" (BipgAineHHs cipmm NikapCcBKOro 3aco6y: (3MEHLLIEHHSA TepMiHy npnaaTHoCTI Ne 20, Ne
I'II'IiBLI'i; Ne 100 y ",U,)K. B. Kemikan3s rOTOBOIO J1IKapCbKOoro 3aco§y:) - ,D,!1ﬂ TOpFOBeﬂbHOI 24. 3a
6aHKax eHp, ynakoBkm (3 5-Tn go 3-x pO‘KIB), 3MiHu | TNy - 3M|+_W| _ peyenmom:
dapmachbioTVKaN3 wono 6e3neKV|/ecbeKT_V|BHOCT| Ta thapmakoHarnsgy (I.HLIJI Ne 100
JT) 3MiHM) (3asaBHUK Ta MicLe3HaxomKeHHs 3asiBHUKa, 3rigHO

3 nMignyHKToM 7.20 nyHKTY 7 po3giny XVI MNopsagky
NPOBeLEHHS EKCNEPTU3N MaTepiasliB Ha NikapCbki
3acobu, Lo NoAaloTbCs Ha iepXxaBHy peecTpadiiio
(nepepeecTpaduis), a TakoX ekcnepTusn martepianis npo
BHECEHHS 3MiH [J0 peeCTpaLjiiiHuX MaTepiasliB MPoTArom
Aii peecTpauiiiHoro NocBig4eHHs, 3aTBEPAKEHOI0
Haka3am MO3 YkpaiHu Big 26.08.2005 Ne 426(y pepakuii
Hakazy MO3 Ykpainu Big 04.01.2013 Ne 3): «iHCTpyKUis
ONA MeAUYHOr0o 3aCTOCYBaHHS MOBVMHHA MICTUTK
HaliMeHyBaHHS Ta MiCLle3HaX0KEHHS BUPOGHMKa
BiANOBIAA/ILHOIO 3a BMUMNYCK Cepii NikapcbKoro 3acoby, a
3a 6aKaHHAM 3asBHUKA — HAIMEHYBaHHS i
MiCLie3HaxXoMKeHHS 3asBHMKa Ta/abo npeacTaBHuKa
3a8BHMKa». (3asBHVK NPY LbOMY He 3MiHIOETbCS); 3MiHM
Il TNy - FoTOBWIA Nikapcbkuid 3aci6. Onuc Ta cknag.
3MiHa y cknagi ([oNOMiKHMX peyoBUHax) roToBOro
nikapcbkoro 3acoby (iHwi 3MiHNn) (BuganeHHs i3 cknagy
[O0NOMKHMX peyoBuH 13 napabeHis
(MeTunnaparigpokcmbeHsoaty Ta
nponinnaparigpokcmbeHsoary) 3 BignoBiAHNUMM 3MiHAMU Y
KiNIbKOCTi [JONOMIXXHUX PEYOBUH - caxapo3su, MoKo3un
po3umHy. Maca NbogsHuKa He 3MiHnAacs. Ak Hacnifok
3MiHW [0 IHCTPYKLT A8 MEANYHOr0o 3aCTOCYBaHHA Yy p.
Cunag, Mob6iuHi peakuii (BUNyYeHHs iHhopmMaui Wwoao
[OMNOMDKHUX PEYOBVH, L0 BUYYalOTbCS); 3MiHM | Tuny -
3MiHa HalimeHyBaHHS Ta/abo MicLLe3HaxX0KeHHs
BMpOBHUKa (BK/IHOYAKOUM 38 HEOOXIAHOCTI Micue
NpPOBeAEHHS KOHTPO/IO AKOCTI) a6o noctavasibHuka Ad|
abo Ajro4oi pevyoBUHU/BUXIAHOTO
marepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
3aCTOCOBYIOTbCA Y BUPOOHULTBI APl abo giroyoi
peyvoBUHM (3a BiACYTHOCTI cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaXeHOMY
peecTpaujiiHomy focke) (3MiHa Ha3BM BUPOBHUKA
POC/IUHHMX EKCTPakKTIB); 3MiHM | TUNy - F0TOBWMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOr0 NiKapCbKoro
3acoby. 3miHa napameTpiB cneyudikauiin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(BMNYyYEHHS1 HE3HAYHOTO NOKa3HKKa (Hanpuknag,
BW/IYYEHHS 3acTapifioro nokasHuka) (BunyyeHxi
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
nokasHuku lageHTudpikauis Ta KinbkicHe BU3HAYEHHS
MeTunaparigpokcnbeHsoarty Ta
nponinnaparigpokcmbeHsoary, Lo NoB A3aHo i3
BW/TYYEHHAM KOHCEpBaHTIB 3i cknagy [M13); 3minum Il Tuny -
[oTOBMIA Nikapcbkuii 3aci6. BUpo6HULTBO. 3MiHK Y
npoueci BUpOBHULITBA rOTOBOrO MiKapCbKoro 3acoby (iHLwi
3MiHM) (He3HauHi 3MiHM y BUPOGHMYOMY NPOLIECI, SAKi
NOB SA3aHi i3 BUTy4YEHHSIM KOHCEPBaHTIB
(MeTunnaparigpokcmbeH3soaty Ta
nponinnaparigpokcnbeHsoary) 3i cknaagy /13)
43. AOKTOP nboasHukM Ne 20 TOB YkpaiHa FOHIK IHais BHECEHHS 3MiH 10 peecTpaujiitHux maTtepianis: 3MiHu | 6e3 UA/2409/01/01
MOM® 3lI (4x5) y cTpunax, Ne " [DKOHCOH i dapmacbloT1Ka Uy - FoTOBNIA Nikapcbkuit 3aci6. CTaGinkbHICTe. 3MiHaY | peyenma:
CMAKOM 16 (8x2), Ne 24 (8x3) JXOHCOH Na6opartopi3 TepMIHax NpuAaTHoOCTI abo ymosax 3699|faHHﬂ roToBOro Nel, Nel6,
AMENTIbCUHA | y 6nicTepax; Ne 1y YkpaiHa" (BipgaineHHs chipmm NiKapCLKOro 3aco0y: (3MEHLUIEHHS TepMiHy NpuaaTHOCTI Ne 20, Ne
nnisyj; Ne 100 y "Ix. 5. Kemikan3 rOTOBOrO JliKapCbKOro 3aco§y:) - Anst T0pFOBeﬂbHO'I' 24. 3a
BaHKax eHg yMakoBku (3 5-Tn fo 3-x pokiB); 3MiHW | Tuny - 3MiHK peyenmom:
dapMacbloTIKan3 oo 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsgy (iHwi Ne 100
) 3MiHW) (3aABHMK Ta MicLie3HaxoMmKeHHs 3asBHKKa, 3rigHO -

3 MignyHKTOM 7.20 nyHKTy 7 po3giny XVI MNMopsaky
NPOBEeEHHA eKcnepTu3n MmartepiasliB Ha Jlikapcbki
3acobu, Lo NoAaTbCA Ha [lepXaBHy peecTpadliio
(nepepeecTpauis), a Takox ekcnepTv3un martepianis Npo
BHECEHHS 3MiH [J0 peECTpaLjiiiHUX MaTepiasiB NpoTArom
Aii peecTpaviiiHOro NoCBifYeHHS, 3aTBEPAKEHOIO
Hakazam MO3 Ykpainu Big 26.08.2005 Ne 426(y peaakuii
Haka3zy MO3 YkpaiHu Big 04.01.2013 Ne 3): «iHCTpYKLis
0N MEAUYHOTO 3aCTOCYBaHHS MOBWMHHA MICTUTK
HaliMeHyBaHHSA Ta MiCLie3Hax0MKeHHA BUPOOHMKa
BiANOBIAA/ILHOIO 3a BUMNYCK cepii nikapcbKoro 3acoby, a
3a 6akaHHAM 3asiBHMKA — HaliMEeHYBaHHS i
MiCLie3HaxX0MKeHHS 3asBHMKa Ta/abo npeAcTaBHMKa
3asBHVKa». (3asBHUK NPU LbOMY He 3MIHIOETLCS); 3MiHU
Il Tny - FoToBWIA Nikapcbkuii 3aci6. Onuc Ta cknag.
3MiHa y ckniagi ([ONOMiXHMX pevyoBUHax) roToBOro
nikapcbKoro 3acoby (iHwi 3miHn) (BuganeHHs i3 cknagy
[0NOMKHMX peyoBuH 13 napabeHis
(meTnnnaparigpokcubeHsoary Ta
nponinnaparigpokcmbeHsoary) 3 BignoBigHUMK 3MiHaMK y
KiNIbKOCTi fOMOMDKHUX PEYOBUMH - caxaposu, roKo3n
po3unHy. Maca nbofsaHvKa He 3MiHniacs. Ak Hacnifok
3MiHW [0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS Y p.
Cknag, MobiyHi peakuii (BUIyYeHHs iHchopmaii Wwoao
[OMOMDKHUX PEYOBVH, L0 BUyYaloTbCs); 3MiHu | Tuny -
3MiHa HalilMeHyBaHHs Ta/abo MiCLle3HaXO04KEHHS
BMPOGHMKA (BK/THOYAKOUM 38 HEOOXIAHOCTI Micue
NpoOBeLEHHS KOHTPOJIIO SIKOCTI) abo noctavasnbHuka Ad|
abo Aitoyoi pevoBUHW/BUXIAHOMO
marepiany/peareHTy/npomikHOro NpoAyKTy, Lo
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Ne
n/n

Ha3ssa
JlikapcbKo20
3acoby

dopma BuUIyCKYy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsioYyeHHs

3aCTOCOBYIOTbCA Y BUPo6HULTBI APl abo gitoyoi
peyoBUHM (3a BIACYTHOCTI cepTuddikarta BiANOBIAHOCTI
€Bponelicbkili hapmakonei y 3aTBepaxeHoMy
peecTpauiiiHomy Jocbke) (3MiHa Ha3BM BUPOOHUKaA
POC/IMHHMX EKCTPakKTIB); 3MiHM | TUNY - FOTOBWMIA
nikapcbkuii 3aci6. KOHTponb roToBOro Nikapcbkoro
3acoby. 3viHa napameTpiB cneyudikauin Ta/abo
[0MyCTUMUX MEX rOTOBOrO NiKapCbKoro 3acoby
(BUNYyYEHHA HE3HAYHOrO NOKasHMKa (Hanpuknag,
BW/TyYEHHS 3aCTapifioro nokasHuka) (Bunyyenti
nokasHuku laeHTndikavis Ta KinibkicHe BU3HaYeHHs
mMeTunaparigpokcnbeHsoarty Ta
nponinnaparigpokcmbeH3oary, Lo NoB A3aHo i3
BWU/TYYEHHSIM KOHCepBaHTIB 3i cknagy MN13); 3miHu 1l Tuny -
[oTOBWIA nikapcbkuii 3aci6. BUpo6HULTBO. 3MiHN Y
npoLeci BUPO6HULITBA FOTOBOTO NiKApCbKOro 3acoby (iHLui
3MiHK) (He3HauHi 3MiHW Yy BUpOBHUYOMY NpoLec, SKi
NoB A3aHi i3 BUTYYeHHSAM KOHCEpBaHTIB
(meTunnaparigpokcubeHsoary Ta
nponisinaparigpokcmbeHsoary) 3i cknaay /13)

44,

JIOKTOP
MOM® 31
CMAKOM
NMMOHA

nbofasAHnkn Ne 20
(4x5) y ctpunax, Ne
16 (8x2), Ne 24 (8x3)
y 6nictepax; Ne 1y
nnisyi; Ne 100 y
6aHKax

TOB
"[I>KOHCOH i
J>KOHCOH
YkpaiHa"

YkpaiHa

tOHiK

PapmacblTUKaU
Nabopartopi3

(BiggineHHs cipmu
"k, B. Kemikan3

eHf
dapmacbloTUKas3

nta.")

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - FOTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs roTOBOro
NiKapCbKoro 3acoby: (3MeHLIEeHHS TEPMIHY NpUAATHOCTI

roTOBOrO /iKapCbKOro 3acoby:) - 4719 TOProesibHOI
ynakoBkU (3 5-T Ao 3-X pokiB); 3MiHW | TUNY - 3MiHK
LoAo 6e3snekn/edeKTMBHOCTI Ta thapmakoHarnsgy (iHwi
3MiHM) (3asBHMK Ta MicLie3HaxomKeHHs 3asBHKKa, 3rigHO
3 nignyHKToMm 7.20 NyHKTY 7 po3giny XVI MNopsaaky
NPOBEAEHHS eKCnepTn3n MaTepiasliB Ha Jlikapcbki
3acobu, Lo NoAaloTbCA Ha fiepXxaBHy peecTpadiiio
(nepepeecTtpaduif), a TakoX ekcnepTusn marepianis Nnpo
BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis NpoTArom
Aii peecTpauiiiHoro NocBig4eHHs, 3aTBEPAKEHOr0
HakaszaMm MO3 YkpaiHu Big 26.08.2005 Ne 426(y peakuii
Hakazy MO3 Ykpainu Big 04.01.2013 Ne 3): «iHCTPyKUis
ON19 MeAUYHOI0 3aCTOCYBaHHS MOBWMHHA MICTUTK
HaliMeHyBaHHS Ta MiCLie3HaX04KeHHs BUPOBHMKa
BiANOBIAA/ILHOIO 3a BMMNYCK cepii NikapcbKoro 3acoby, a
3a 6aKaHHAM 3asBHUKA — HAiMEHYBaHHS i

MiCLle3HaxopKeHHS 3asiBHMKa Ta/abo npeAcTaBHUKa

3a8BHMKa». (3asBHVK NPY LIbOMY HE 3MIHIOETbCS); 3MiHM

Il Tny - FoTOBWIA Nikapcbkuid 3aci6. Onuc Ta ckiag.

3MmiHa y cknagi (4oNoMibKHMUX pevoBUHaX) roToBOro
nikapcbkoro 3acoby (iHwi 3miHn) (BuganeHHs i3 cknagy
[OMOMDKHMX peyoBuH 13 napabeHis
(MeTunnaparigpokcmbeHsoaty Ta
nponinnaparigpokcmbeHsoary) 3 BignoBigHNUMM 3MiHAMM y

6e3
peyenma:
Nel, Nel6,
Ne 20, Ne
24. 3a
peyenmom:
Neo 100

UA/2412/01/01




Ne

Hassa

dopma BuUIyCKYy

3asBHUK

Kpaina

97

n/n

JlikapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020

45.

JIOKTOP

nboasaHukm Ne 20

TOB

KiNIbKOCTi AOMOMDKHVX PEYOBUH - Caxapo3u, FNoKOo3m
po3unHy. Maca nbogsaHvKa He 3MiHniacs. Sk Hacnigok
3MiHM A0 IHCTPYKLi 415 MeAMUYHOro 3aCTOCyBaHHSA Y p.
Cknag, MNobiuHi peakuii (BUNy4YeHHs iHchopmaii Wwoao

[ONOMDKHUX PEYOBWH, LLLO BUyYaloTbes); 3MiHn | Tuny -
3MiHa HalimeHyBaHHs Ta/abo MiCLLe3HaXOMKEHHS
BMPOGHMKa (BK/TOYaUM 3a HEOOXiAHOCTI Micue
NpoBeeHHS KOHTPOSII0 AKOCTI) a6o noctavasibHuka Ad|
abo Aitoyoi pevoBUHW/BUXIAHOTO
matepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
3aCTOCOBYOTbCS Y BUPOOHULTBI APl abo aitoyoi
peyoBuHM (3a BiACYTHOCTI cepTudpikata BiANOBIAHOCTI
€Bponeicbkiin hapmakonei y 3aTBepaKeHOMY
peecTpauiiiHomy focke) (3MiHa Ha3BM BUPOOHUKA
POC/IMHHKX eKCTPakTiB); 3MiHW | TUNY - FTOTOBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneyudikauiin Ta/abo
[0MNyCTUMUX MEX FOTOBOTO NiKapCbKoro 3acoby

(BMNYyYEHHS1 HE3HAYHOTO NOKa3HKKa (Hanpuknag,
BW/TyYEHHS 3aCTapisioro nokasHuka) (BunyyeHHi
nokasHuku laeHTudikauis Ta KinbkicHe BU3HAYEHHSN
mMeTunnaparigpokcmbeHsoary Ta
nponisinaparigpokcmbeH3oary, Lo NoB A3aHo i3
BW/TYYEHHAM KOHCepBaHTiB 3i cknagy 13); 3minm Il Tuny -
"oTOBWMIA Nikapcbkuii 3aci6. BUpo6HULTBO. 3MiHM Y
npoueci BUPOOHULITBA rOTOBOrO NiKapCbKoro 3acoby (iHLi
3MiHM) (HesHauHi 3MiHM y BUPOGHNYOMY NPOLIECI, SAKi
NOB 5A3aHi i3 BUTyYeHHSIM KOHCEpBaHTIB
(MeTunnaparigpokcmbeHsoaty Ta

nocBi0OYeHHs1

MOM® 3l
CMAKOM
MAJINHN

(4x5) y ctpunax, Ne
16 (8x2), Ne 24 (8x3)
y 6nictepax; Ne 1y
nnisyi; Ne 100 y
6aHKax

"[I>KOHCOH i
[>XOoHCOoH
YkpaiHa"

Ykpaina

tOHiK

®PapmacboTUKaU
Nabopartopis

(BigaineHHs dipmu
"Ix. B. Kemikan3

eHg
dapmacbloTUKas3

nTa.")

IHais

nponinnaparigpokcnbeHsoary) 3i cknagy /13)
BHECEHHS 3MiH 0 peecTpaviitHux maTepiasis: 3miHu |
Tuny - FOTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax npuagaTHOCTi abo ymoBax 36epiraHHs rOTOBOro
NiKapcbKoro 3acoby: (3MeHLIeHHS TePMIHY NpUAATHOCTI
roToBOrO NikapcbKoro 3acoby:) - A58 TOProBesbHoI
ynakoBku (3 5-Tn fo 3-x pokiB); 3miHu | Tuny - 3MiHK
Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHM) (3asaBHMK Ta MicLe3HaxoMKeHHs 3asiBHUKa, 3rigHO
3 MignyHKToM 7.20 nyHKTYy 7 po3giny XVI Mopsagky
NpOBeLEHHS EKCNEePTU3N MaTepiasliB Ha Nikapcbki
3acobu, L0 NoAaloTbCs Ha iepXXaBHy peecTpadiio
(nepepeecTpauisl), a TakoX ekcnepTu3n martepianis npo
BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasliB MpoTArom
Aii peecTpauiiiHOro NocBig4eHHs, 3aTBEPAXKEHOIO
Haka3am MO3 Ykpainu Big 26.08.2005 Ne 426(y peaakuii
Haka3ly MOS3 Ykpainu Big 04.01.2013 Ne 3): «iHCTPyKUis

AN MeAUYHOr0o 3aCTOCYBaHHS MOBMHHA MICTUTK

HallMeHyBaHHS Ta MicLie3HaX0KEHHA BUPOOHMKa

6e3
peyenma:
Nol, Nel16,
Ne 20, Ne
24. 3a
peyenmom:
Ne 100

UA/2408/01/01




Ne

Hassa

dopma BuUIyCKYy

3asBHUK

Kpaina

98

n/n

JlikapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsioYyeHHs

46.

JIOKTOP

nboasHukM Ne 20

TOB

YkpaiHa

BiANOBIAA/ILHOIO 3a BMUMNYCK Cepii NikapcbKoro 3acoby, a
3a 6aKaHHAM 3asBHUKA — HAIMEHYBaHHS i
MiCLie3HaxXoMKeHHS 3asBHMKa Ta/abo npeacTaBHuKa
3a8BHMKa». (3asBHVK NPY LbOMY He 3MiHIOETbCS); 3MiHM
Il TNy - FoTOBWIA Nikapcbkuid 3aci6. Onuc Ta cknag.
3MiHa y cknagi ([oNOMiKHMX peyoBUHax) roToBOro
nikapcbkoro 3acoby (iHwi 3MiHNn) (BuganeHHs i3 cknagy
[O0NOMKHMX peyoBuH 13 napabeHis
(MeTunnaparigpokcmbeH3soaty Ta
nponinnaparigpokcmbeHsoary) 3 BignoBiAHNUMM 3MiHAMU Y
KiNIbKOCTi [JONOMIXXHUX PEYOBUH - caxapo3su, MoKo3u
po3umHy. Maca NbogsHuKa He 3MiHnnacs. Ak Hacnigok
3MiHW [0 IHCTPYKLT A8 MEANYHOr0o 3aCTOCYBaHHA Yy p.
Cunag, Mo6iuHi peakwii (BUNyYeHHs iHhopmMauii Wwoao
[OMNOMDKHUX PEYOBVH, L0 BUYYalOTbCS); 3MiHM | Tuny -
3MiHa HalimeHyBaHHS Ta/abo MicLLe3HaxX04KeHHs
BMpOOHUKa (BK/IHOYAKOUM 38 HEOOXIAHOCTI Micue
NpPOBeAEHHS KOHTPO/IO AKOCTI) a6o noctavasibHuka Ad|
abo Ajro40i pevyoBUHU/BUXIAHOTO
marepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
3aCTOCOBYIOTbCA Y BUPOOHULTBI APl abo giroyoi
peyoBUHM (3a BiACYTHOCTI cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaXeHOMY
peecTpaujiiHomy focke) (3MiHa Ha3BM BUPOBHUKA
POC/IUHHMX EKCTPakKTIB); 3MiHM | TUNy - F0TOBWMIA
nikapcbkuii 3aci6. KOHTPOob roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneyudikauiin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(BMNYyYEHHS1 HE3HAYHOTO NOKa3HKKa (Hanpuknag,
BW/TYYEHHS 3acTapifioro nokasHuka) (BunyyeHxi
nokasHuku laeHTudpikauis Ta KinbkicHe BU3HAYEHHS
MeTunaparigpokcnbeHsoarty Ta
nponinnaparigpokcmbeHsoary, Lo NoB A3aHo i3
BW/TyYEHHAM KOHCEpBaHTIB 3i cknagy [M13); 3minum Il Tuny -
[oTOBMIA Nikapcbkuii 3aci6. BUpo6HULTBO. 3MiHK Y
npoueci BUpOBHULITBA rOTOBOTrO MiKapCbKoro 3acoby (iHLwi
3MiHM) (He3HauHi 3MiHM y BUPOGHMYOMY NPOLIECI, SAKi
NOB SA3aHi i3 BUTy4YEHHSIM KOHCEPBaHTIB
(MeTunnaparigpokcmbeHsoaty Ta
nponinnaparigpokcnbeHsoary) 3i cknaagy /13)

MOM® 3l
CMAKOM
nonyHuul

(4x5) y ctpunax, Ne
16 (8x2), Ne 24 (8x3)
y 6nictepax; Ne 1y
nnisui; Ne 100 y
6aHkax

"[IKOHCOH i
L[>KOHCOH
Ykpaina"

HOHiK
PapmacbioTUKaU
Nabopartopi3
(BipgineHHs cipmu
"[X. B. Kemikan3
eHf
dapmacbloTukan3

Nra.")

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
Tuny - FOTOBWIA Nikapcbknii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs roToBOro
NiKapcbKoro 3acoby: (3MeHLIEeHHs TepMiHy NpUAATHOCTI
rOTOBOrO NiKapCbKOro 3acoby:) - A1 TOProBebHol
yMakoBku (3 5-Tn fo 3-x pokiB); 3MiHW | TUny - 3MiHK
woao 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsagy (iHwi

3MiHW) (3asBHMK Ta MicLie3HaxoMmKeHHs 3asBHKKa, 3rigHO

6e3
peyenma:
Nel, Nel6,
Ne 20, Ne
24. 3a
peyenmom:
Ne 100

UA/2411/01/01
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1

3 mignyHKToM 7.20 nyHKTy 7 po3giny XVI MNopsaaky
NpoBeEeHHA eKcnepTu3n martepiasliB Ha flikapcbki
3acobu, Lo NoJaTbCA Ha flepXaBHy peecTpadliio
(nepepeecTpauis), a Takox ekcnepTv3un martepianis Npo
BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasiB NpoTArom
Aii peecTpauiliHoro nocBig4eHHs, 3aTBepKeHOro
Haka3am MO3 Ykpainu Big 26.08.2005 Ne 426(y peaakuii
Haka3zy MO3 YkpaiHu Big 04.01.2013 Ne 3): «iHCTpYKLis
AN MEAUYHOIO 3aCTOCYBaHHS MOBWMHHA MICTUTK
HaliMeHyBaHHS Ta MiCLie3Hax0KeHHA BUPOOHMKa
BiANOBIAA/ILHOIO 3a BUMNYCK cepii NikapcbKoro 3acoby, a
3a 6aKaHHAM 3asBHUKA — HAIMEHYBAHHS i
MiCLie3HaxX0MKEHHS 3asBHMKa Ta/abo npeAcTaBHMKa
3asBHUKa». (3asABHUK NPU LbOMY He 3MIHIOETLCS); 3MiHU
Il TMNYy - FOTOBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag,
3MmiHa y cknagi ([ONOMiXHMX pevyoBUHax) roTOBOro
nikapcbKkoro 3acoby (iHwi 3MiHKn) (BuaaneHHs i3 cknagy
[0NOMKHMX peyoBuH 13 napabeHis
(meTunnaparigpokcubeHsoary Ta
nponinnaparigpokcmbeHsoary) 3 BignoBigHUMK 3MiHaMu y
KINIbKOCTi fOMOMDKHUX PEYOBUWH - caxaposu, rNoKo3n
po3unHy. Maca nbogsAHvKa He 3MiHniacs. Ak Hacnigok
3MiHW [0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS Yy p.
Cknag, MobiyHi peakuii (BUIyYeHHs iHchopmaii Wwoao
[OMOMDKHUX PEYOBVH, L0 BUyYaloTbCs); 3MiHu | Tuny -
3MiHa HaliMeHyBaHHS Ta/abo MicLLe3HaX0mKEHHS
BMPOGHMKA (BK/THOYAKOUM 38 HEOBXIAHOCTI Micue
NpOBeLEHHS KOHTPOJIIO AKOCTI) abo noctavasbHrka Ad|
abo Aitoyoi pevoBUHW/BUXIAHOIO
marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
3aCTOCOBYIOTbCA Y BUPo6HULTBI APl abo gitoyoi
peyoBUHM (3a BIACYTHOCTI cepTuddikarta BiANOBIAHOCTI
€Bponelicbkili hapmakonei y 3aTBepaxeHoMy
peecTpauiiiHomy Jocbke) (3MiHa Ha3BM BUPOOHUKaA
POC/IMHHMX EKCTPakKTIB); 3MiHM | TUNY - FOTOBWMIA
nikapcbkuii 3aci6. KOHTpOnb roToBOro Nikapcbkoro
3acoby. 3miHa napameTpiB cneyudikauin Ta/abo
[0MyCTUMUX MEX rOTOBOrO NiKapCbKoro 3acoby
(BUNYyYEHHA HE3HAYHOTrO NOKasHUKa (Hanpuknag,
BW/TyYEHHS 3aCTapifioro nokasHuka) (Bunyyenti
nokasHuku laeHTndikavis Ta KinbkicHe BU3HaYeHHs
mMeTuanaparigpokcméeHsoarty Ta
nponisnaparigpokcmbeH3oary, Lo NoB A3aHo i3
BWU/TYHEHHSIM KOHCepBaHTIB 3i cknagy MN13); 3miHu 1l Tuny -
[oTOBWIA nikapcbkuii 3aci6. BUpo6HULTBO. 3MiHN Y
npoLeci BUPO6bHULITBA FOTOBOTO NiKApCbKOro 3acoby (iHLui
3MiHKM) (He3HauHi 3MiHW Yy BUpOBGHMYOMY NpoLec, SiKi
NOB 53aHi i3 BUTy4YeHHSIM KOHCEpBaHTIB
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
(meTunnaparigpokcubeHsoary Ta
nponisinaparigpokcmbeHsoary) 3i cknaay /13)
a47. AOKTOP neogaHukm Ne 20 TOB Ykpaina HOHIK IHais BHECEHHS 3MiH 40 peecTpauiinnx martepianis: 3MiHu | 6e3 UA/6076/01/01
MOM® I3 (4x5) y ctpunax, Ne " [PKOHCOH i dapmacklTMKaN TUMy - FOTOBWiA Nikapcbkuii 3aci6. CTabinbHicTe. 3MiHAY | peyenma:
®PYKTOBUM 16 (8x2), Ne 24 (8x3) JID>KOHCOH Nabopartopi3 TepMiHax NpuaaTHoCTi a6o ymMoBax 36epiraHHs rotoBoro Nel, Nel6,
CMAKOM y 6nictepax; Ne 1y Ykpaina" (BipaineHHs cipmu NiKapCLKOro 3aco0y: (3MEHLUEHHS TEpMiHY NpuaaTHOCTI Ne 20, Ne
nnisyi; Ne 100 y “Ibk. B. Kemikans roTOBOrO NiKAPCHLKOTO 3aC06Y:) - f/151 TOPrOBE/IbHOI 24. 3a
6aHKax e, ynakoBku (3 5-Tn fo 3-x po_KlB), 3MiHu | TNy - 3MIHI/I _ peyenmom:
dapmachbioTVKaN3 Loz0 6e3neKM/ecbeKT_V|BHOCT| Ta thapmakoHarnagy (I-HLIJI Ne 100
nta) 3MiHW) (3asBHUK Ta MicLe3HaxoMKeHHS 3asBHMKa, 3rigHO

3 nignyHKTom 7.20 nyHKTY 7 po3giny XVI MNopsaaky
NPOBEAEHHS eKCnepTn3n MaTepiasliB Ha Jlikapcbki
3acobu, Lo NoAaloTbCA Ha fiepXxaBHy peecTpadiiio
(nepepeecTpaduis), a TakoX ekcnepTusn marepianis Nnpo
BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis NpoTArom
Aii peecTpauiiiHoro NocBigYeHHs, 3aTBEPAKEHOr0
HakaszaM MO3 YkpaiHu Big 26.08.2005 Ne 426(y peaxuii
Hakazy MO3 Ykpainu Big 04.01.2013 Ne 3): «iHCTPyKUis
ON19 MeAUYHOI0 3aCTOCYBaHHS MOBVMHHA MICTUTK
HaliMeHyBaHHS Ta MiCLie3HaX04KeHHs BUPOBHMKa
BiANOBIAA/ILHOIO 3a BMMNYCK cepii nikapcbKoro 3acoby, a
3a 6aKaHHAM 3asBHUKA — HAiMEHYBaHHS i
MiCLle3HaxopKeHHS 3asiBHMKa Ta/abo npeAcTaBHUKa
3a8BHMKa». (3asBHVK NPU LIbOMY HE 3MIHIOETbCS); 3MiHM
Il Tny - FoTOBWIA Nikapcbkuid 3aci6. Onuc Ta ckiag.
3miHa y cknagi (4onoMiKHMUX pevoBUHaXxX) roToBOro
nikapcbkoro 3acoby (iHwi 3miHn) (BuganeHHs i3 cknagy
[OMOMDKHMX peyoBuH 13 napabeHis
(MeTunnaparigpokcmbeHsoaty Ta
nponinnaparigpokcmbeHsoary) 3 BignoBiAHNMM 3MiHAMK y
KiNbKOCTi AOMOMDKHVX PEYOBUH - Caxaposu, FNoKo3u
po3unHy. Maca nbofsaHvKa He 3MiHnnacs. Sk Hacnigok
3MiHW A0 IHCTPYKLi A/19 MeANYHOro 3aCTOCYBaHHS Y p.
Cknag, MNobiyHi peakuii (BUNy4YeHHs iHchopmauii Wwoao
[ONOMDKHUX PEYOBWH, LLLO BU/yYaloTbes); 3MiHn | Tuny -
3mMiHa HalimeHyBaHHs Ta/abo MicLe3Hax0aKeHHs
BMPOGHMKa (BK/TOUaUM 3a HeOOXigHOCTI Micue
NpoBeAEeHHS KOHTPOSIIO AKOCTI) ab60 noctavasibHuka Ad|
abo Aitoyoi pevoBUHW/BUXIAHOTO
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
3aCTOCOBYOTbCA Y BUPOOHULTBI APl abo aitoyoi
peyoBuHM (3a BiACYTHOCTI cepTudpikata BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMY
peecTpauiiiHomy focke) (3MiHa Ha3BM BUPOBHUKA
POC/IUHHMX EeKCTPakKTiB); 3MiHW | TUny - FoTOBWMIA
nikapcbkuii 3aci6. KOHTpob roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneyudikauiin Ta/abo
[0MNyCTUMKX MEX FOTOBOTO NiKapCbKoro 3acoby
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Ne
n/n

Ha3ssa
JlikapcbKo20
3acoby

dopma BuUIyCKYy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsioYyeHHs

(BMNYyYEHHS1 HE3HAYHOTO NOKa3HKKa (Hanpuknag,
BW/TyYEHHS 3aCTapifioro nokasHuka) (BunyyeHHi
nokasHuku laeHTudikauis Ta KinbkicHe BU3HAYEHHSN
mMeTunnaparigpokcmbeHsoary Ta
nponisinaparigpokcmbeH3oary, Lo NoB A3aHo i3
BW/TYYEHHAM KOHCepBaHTiB 3i cknagy 13); 3minm Il Tuny -
"oTOBWMIA Nikapcbkuii 3aci6. BUpo6HULTBO. 3MiHM Y
npoueci BUPOOHULITBA rOTOBOrO NiKapCbKoro 3acoby (iHLi
3MiHM) (HesHauHi 3MiH1 y BUPOGHNYOMY NPOLIECI, SAKi
NOB 5A3aHi i3 BUTyYeHHSIM KOHCEpBaHTIB
(MeTunnaparigpokcmbeHsoary Ta
nponinnaparigpokcnbeHsoary) 3i cknagy /13)

48.

E3OMEINPA3
on

TabneTkun, BKpUTI
060/10HKOI0,
KWLLIKOBOPO3YMHHI NO
40 Mr Ne 7 (7x1), Ne
14 (7x2) y 6nictepax

AkTaBic rpyn
AT

IcnaHgis

AkTasic AT,
IcnaHgis;
BasnkaHhapma-
AdynHuua AT,
Bonrapis

Icnangis/
Bonrapis

BHECEHHS 3MiH 0 peecTpaviitHux maTepiasis: 3miHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHs rOTOBOrO fliKapCbKOro 3acoby (3miHa B
ymoBax 36epiraHHs roToBOro Jlikapcbkoro 3acoby abo
nicns pO3YNHEHHA/BIAHOBEHHS) (3MiHA YMOB 36epiraHHs)
(TepmiH BBeA,EHHS 3MiH - NPOTAroM 6-T1 MicAUIB micas
3aTBEPMAXKEHHST); 3MiHM | TUNY - 3MiHK 3 IKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs roTOBOro
NiKapcbKoro 3acoby (36i/bLUeHHs TEPMiHY NPUAATHOCTI
roTOBOro MikapCcbKoro 3acoby) - [1/19 TOProBoi ynakoBku
(nigTBEPAXKYETLCA AAHMMU peasibHOro Yacy) (36iNbLUEHHS
TepPMiHy NpUAATHOCTI HA OCHOBI OHOB/IEHWNX AaHMX NPO
cTabinbHIcTb (3 1,5 poky (1 pik 6 MicALiB) A0 2-X POKiB)
(TepmiH BBeAEHHS 3MiH - NPOTAroM 6-T1 MicAUIB micas
3aTBEPKEHHS)

3a
peuyenmom

UA/
14202/01/02

49.

E3OMEINNPA3
on

TabneTku, BKPUTI
060/10HKO10,
KMLLIKOBOPO34MHHI N0
20 mr Ne 7 (7x1), Ne
14 (7x2) y 6nictepax

AKTaBic rpyn
AT

IcnaHgais

AkTasic AT,
IcnaHgis;
Bankaxdapma-
OynHnua AT,
Bonrapist

Icnangis/
Bonrapis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbkuii 3acib.
CT1abinbHIiCTb. 3MiHa y TepMiHax NpuaaTHoCTi abo ymoBax
36epiraHHsa roTOBOro fikapcbKoro 3acoby (3miHa B
ymoBax 36epiraHHsi roTOBOr0 Nikapcbkoro 3acoby abo
nicna pO34YMHEHHA/BIAHOBEHHS) (3MiHA YMOB 36epiraHHs)
(TepMiH BBEAEHHS 3MiH - MPOTArOM 6-TK MicAUIB nicas
3aTBEpMXEHHS); 3MiHN | Tuny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby (36i/bLIeHHs TepMiHY NpUAATHOCTI
roTOBOrO /likapcbKoro 3acoby) - s ToproBoi ynakoBkn
(nigTBEPAXYETLCA AaHMMUN peanbHOro Yacy) (36iNbLUeHHSs
TepPMiHy NPUAATHOCTI Ha OCHOBI OHOB/IEHWX AaHNX NPo
cTabinbHicTb (3 1,5 poky (1 pik 6 MicALiB) A0 2-X POKIB)
(TepMiH BBEAEHHS 3MiH - MPOTArOM 6-TK MicAUIB nicns
3aTBEPMKEHHS)

3a
peyenmom

UA/
14202/01/01

50.

ENEYTEPOKO
K

EKCTPaKT piakuii ans
nepopanbHOro

MNAT
"Jly6Hndpapm"

YkpaiHa

MAT "Nly6Huchapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavyjiiiHux maTtepianis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. FOTOBWMIA NiKapCbKMii 3aci6.

6e3
peuenma

UA/4566/01/01
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
3aCTOCyBaHHA, Cuctema KOHTelHep/3aKynopoBasibHWA 3aci6. 3miHa
CnMpTOBWiA No 50 MN pO3Mipy ynakoBK/ roTOBOrO NikapcbKoro 3acoby (iHLwi
y chnakoHax Ne 1; no 3MiHM) (BBEAEHHA [OAATKOBOI yNnakosku no 50 mny
50 MmNy dpnakoHax thnakoHi, 6e3 3MiHM NEPBUHHOTO NaKyBasIbHOTO
Ne 1y nau; no 20 MaTepiany, 3 Bi,l..'l,I'IOBi,I.J.HVI.MI/I _3MiHaMV| yp. «YnakoBKa», AK
KT y ByTNsX HacnifokK BiAgnNOBiAHI 3MiHW B TEKCTI MapKyBaHHS
YNaKoBOK)
51. ENOKCATUH® | koHUeHTpaT ans TOB YkpaiHa CaHodi-ABEHTIC HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/9385/02/01
PO34MHY ANsi "CaHodi- Loiunang rmeX My - AGMIHICTpaTUBHI 3MiHW. BuiyyeHHs BUPO6GHMYOT peuenmom
iHdDy3iiA, 5 Mr/Mn ABEHTIC AinbHuUUi (BkIoYaroumn ainbHuui ona A®l, npomMixHoro
Nel: no 10 mn Ykpaina" npoAyKTy abo roToBOro Nikapchbkoro 3acoby, AifbHuL
KOHLLEHTpaTY, Lo _ ANA NPOBE/IEHHS NaKyBaHHS, BIPOGHWKa,
MICTSTb 50 Mr BIANOBIAA/ILHOTO 3 BUNYCK Cepiid, MiCLie NpoBeAEHHA
oKCaninnaTuHy, y KOHTPOIO cepil) a60 nocradaibHuka BIXiAHoro
- marepiany, peareHty abo AONOMDKHOT PEYOBMHU (SIKLLO
onakoHi abo no 20
3a3HayeHo y f0CbE) (BUNYHEHHSI BUPOGHMKA FOTOBOrO
M/ KOHUEHTpary, o nikapcbKoro 3acoby AseHtic ®apma JareHxem, Benuvka
MICTATb 100 mr BpuTaHist) (TepMiH BBEEHHS 3MiH — NPOTAroM 6-Ti
oKcamnnatuiy, y MicALB nicNs 3aTBepMKEHHS); 3MiHN | TUny -
thnakoHi; B MigAoHI, AAMIHICTpaTMBHI 3MiHK. 3MiHa HaliMeHyBaHHS Ta/a6o
3anasiHomy afpecu MicLsi NPOBaKEHHS AisNIbHOCTI
KpvLLKoto, B BMPO6HUKa/iMnopTepa roToBoro sikapcbkoro 3acoby,
KapTOHHiIl kKopoo6Li BK/IHOMAK0UM AiNbHUL BUNYCKY cepii abo Micue
NPOBELEHHS KOHTPO/TO AKOCTI. (AISNbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK
cepiii) (3MiHa agpecy BUPOGHMKA rOTOBOrO NiKapCbKoro
3acoby, CaHodpi-ABeHTic [oliunaHg MM6X, sknii 34ilcCHI0E
BMPOGHMLITBO Npenapary 3a MNOBHWUM LIMK/IOM, BK/IOYAK0UN
KOHTPO/b Ta BUNyck cepii) (TepmiH BBeeHHS 3MiH -
NPOTAroM 6-T1 MICALIB MiCNS 3aTBEPKEHHS)
52. ENIPYBIUWH - | po3unH ANns iH exuiit, MicTpan Benvka AxTasic ITanisa ITanis/ BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 3a UA/
BICTA 2 mr/mn no 5 mn (10 Kenitan BpuTaHis C.n.A., ltanis; PymyHis 3MiHW | TUMY - 3MiHW B TEKCTI MapKyBaHHs, y 3B'A3KY 3 peyenmom 14658/01/01
mr/5 mn), 10 mn (20 MeHepKMeHT CiHgaH ®apma AOAaHHAM [0AaTKOBOrO MapkyBaHHs A/15 BUPOGHMKa
Mr/10 Mn), 25 M (50 nrn C.P.J1., PymyHis Cinaan ®apma C.P.J1.
mr/25 mn), 50 mn
(100 mr/50 mn), 100
M1 (200 mr/100 mn)
y chnakoHax Ne 1
53. EPMITA/Ib 10 | kancynu Hopgmapk HimeuunHa Hoppamapk HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHnx maTepianis: 6e3 UA/7948/01/01
000 racTPOPE3NCTEHTHI ApuHaiimiTTe ApLHaiimiTTeNb BHECEHHs 3MiHN A0 Hakasy MO3 Ykpaitu Big 26.02.2014 peuenma
TBepAji no 10000 Of, b TM6X Ta v6X Ta Ko. KI Ne 149 B yacTuHi cTatycy pekiamyBaHHA BHAC/If0K
Ne 20, Ne 50, Ne 100 Ko. KI 3aTBeppKeHHs Hakasom MO3 Ykpainu Big 18.05.2016 Ne
y nasiwyi Ne 1 453 3MiHW Y IHCTPYKUIT 4151 MEAVYHOIO 3aCTOCYBaHHSA
(BHeceHHs BifnNoBiAHO A0 iHdopMaLlii
pedyepeHTHOro/opuriHa/IbHOTO NikapcbKoro 3acoby 6e3
HaJaHHA XO4HWX HOBMX [0AAaTKOBUX AAHWX 3a5BHUKOM):
6yno - He nid/asi2ae; CTano - niosnsg2ae
54. EPMITA/Ib 25 | kancynu Hopamapk HimeyunHa Hopamapk HimeuyumHa BHECEHHS 3MiH [J0 PEECTpaLiiHNX MmaTepianis: 6e3 UA/7948/01/02
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
000 racTpopesnCTEHTHI ApuHaiimitTe ApuHaiimiTTeNb BHECEHHs 3MiHn [0 Hakaly MO3 Ykpainu Big 26.02.2014 peyenma
TBEpAi no 25000 Of, nb 'M6X Ta 'm6X Ta Ko. KI Ne 149 B 4acTWHi cTaTycy pekiamyBaHHs BHaCc/if0k
Ne 20, Ne 50, Ne 100 Ko. KIr 3aTBepMKeHHst Hakasom MO3 Ykpainu Big 18.05.2016 Ne
y naswyi Ne 1 453 3MiHW Y IHCTPYKUiT AN MEANYHOTO 3aCTOCYBaHHSA
(BHeCeHHs BignoBigHO A0 iHdopMait
pedyepeHTHOro/opuriHa/IbHOro NikapcbKoro 3acoby 6e3
HafaHHA XO4HMNX HOBMX [0AATKOBUX AAHVX 3a5BHUKOM):
6yno - He nid/asizae; CTaNO - nidasi2ae
55. EPMITAJIb 36 | kancynu Hopamapk HimeuunHa Hopamapk HimeuumHa BHECEHHS 3MiH [10 peecTpauiiiHnx maTepianis: 6e3 UA/7948/01/03
000 racTpOPesnCTEHTHI ApuHaiimiTTe ApLHaiMITTENb BHECEHHS! 3MiHU 0 Hakay MO3 Ykpaihu Big 26.02.2014 peyenma
TBEpAi no 36000 Of | nbMM6X Ta rm6X Ta Ko. KI Ne 149 B 4acTuHi cTaTycy pekiamyBaHHsi BHAC/ifA0K
Ne 20, Ne 50, Ne 100 Ko. KI 3aTBEpAKEHHA Hakazom MO3 Ykpainu Big 18.05.2016 Neo
y sty Ne 1 453 3MiHW y IHCTPYKUIii AN MEANYHOr0 3aCTOCYBaHHS
(BHeCeHHs BignoBiaHO A0 iHdopMaLit
pedyepeHTHOro/opuriHa/IbHOro NikapcbKoro 3acoby 6e3
HafaHHA XO4HMNX HOBMX [0AATKOBUX AAHVX 3aBHUKOM):
6yno - He nidsisizae; cTano - nidssi2ae
56. ETONO31A, KOHUeHTparT 41 EBEBE ABCTpIA NOBHWUIA LMK/ ABCTpiIs BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu | 3a UA/2569/01/01
"EBEBE" po3unHy ans dapma BUPOGHMLTBA: TUny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHN Y peuenmom
iHcDys3ild, 20 Mr/mn no rec.m.6.X. EBEBE dapma BMPOGHNLITBI. 3MiHa iMNopTepa/3MiHK, LU0 CTOCYHTbCA
2,5 mn (50 mr), abo Hdpr. KI rec.m.6.X. Hor.Kr, BUMYCKy cepil T& KOHTPO/IHO AKOCTI TOTOBOTO JIIKApCbKOTo
no 5 mn (100 wr), ABCTpis _ 3acoby (3amiHa abo fofaBaHHA AiNbHAL, Ha kil
a60 no 10 mn (200 TeCTyBaHHS: 3,q_u710HroeTbC$| KOHTPONb/BUNPOGYBaHHSA cepil) (BUPOBHUK
Mr), a60 No 20 M M NikapceKoro 3acoby 6y,qe_,u,o,u,aTKoso_ BMKOPUCTOBYBATY
(400 Mr) y dhnakoHax MikpoGionoriwec 30BHILWHIO nabopaTopito (MM Mu_<p06|onor|u1ec
No 1 n 600 FMGX Mptochnabop M6X, ABCTpIsA) ANs
n prochnabop v KOHTPO/1H0/BUNPO6YBaHHA SIKOCTi Cepii roTOBOro
nikapcbKoro 3acoby); 3miHu | Tmny - 3MiHM 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat BignosigHOCTI
€Bponeiickkin dhapmakonei/MoHorpadii. 3MiHK, NoB'A3aHi
3 HeOOXiZHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo €sponeiicbkoi hapmakonei, abo
iHLWOT HaujioHanbHOT thapmakonei gepxasn €C (3MiHa y
cneumdikauisix, noB'a3aHa 3i 3MiHamu B Y, abo
€Bponelicbkiin hapmakonel, abo iHLi HaLioHaNbHIl
thapmakonei gepxasu E€C) (0HOBNEHHS cneumdikauii AdI
eTono3nay 3a nokasHMkom “KinbkicHe BU3HAYEHHS" y
BiANOBIAgHICTL A0 MoHOrpadii «Etoposide» EP)
57. 3AHOUWVH OD | TabneTtku, CaH IHais PaH6akci IHais BHECEHHS 3MiH [0 peecTpauiiiHux matepianis: 3mMiHa 3a UA/0314/01/01
NPOJIOHrOBaHoI Ajl, dapmacbloTn Nabopartopis 3asIBHUKA (BNACHMKA PEECTPALLAHOTO NOCBIAYEHHS) peyenmom
BKPUTI 060/I0HKOIO, Kas1 IHaacTpi3 Nimitep, (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)
no 400 mrno 5 NimiTepq,
TabneTtok y 6nictepi,
no 1 6nictepy B
KapTOHHIl kopoobui
58. 3AHOUWVH OD | Tabnetku, CaH IHais PaH6akci IHAiA BHECEHHS 3MiH [0 peecTpauiiiHux matepianis: 3mMiHa 3a UA/0314/01/02
NPOJIOHroOBaHoI Aji, dapmacbloTn Na6oparopis 3asIBHUKa (BNACHMKA PEECTPALLAHOTO NOCBIAYEHHS) peyenmom

(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460)
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
BKPWTi 06OOHKOLO, Kan lHgacTpi3 Nimitepq,
no 800 mr no 5 Nimitepq,
TabneTok y 6nictepi,
no 1 6nictepy B
KapTOHHiIii kopobui
59. SUMNPEKCA® TabneTku, BKpUTI Ninni C.A., IcnaHis Bupo6HMLTBO MyepTo-Piko BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/7871/01/01
MNiBKOBOIO Icnanis roToBoi flikapcbkoi | (CLUA)/IcnaHia | Tvny - FOTOBUIA nikapcbkuii 3aci6. BUpo6HUUTBO. 3MiHU Y | peyernmom
060/10HKOID, MO 5 Mr chopmu: npoveci BUPO6HULITBA FOTOBOTO NiKapCbKOro 3acoby
Neo 28 (7x4) y Ninni penk Kapi6e _ (He3HaLf_Ha 3MiHa y npoueci BUpo6HWLTBa TBEPAOT
6icTepax IHK., MyepTo-Piko nikapcbKoT PopMU ANt NePOPasbHOTO 3aCTOCYBAHHS 3
(CLLA) HeraviHM BUBI/IbHEHHAM ab0 PO34KHIB A4S
BMPOGHULTEO 3a nepopasibHOro 3aCTocyBaH_Hﬂ) (3|v_|iHa y Ha3Bi JONOMIXHOT
NOBHUM LK/IOM: peyoBuHK); BUNYYEHHN 3 nigpo3ainy 3.2.P.3.2. Cknag Ha
A, " cepito po3mip cepii 840 kr Ta 1100 kr 419 060X [O3YBaHb;
Ninni C. A., lcnakis BW/IyYeHHS 3 nigpo3giny 3.2.P.4.1. iHdopMaduii woao
Excipient of human or animal origin Ta cknagy Edible
Blue Ink (viscous suspension, 3anuweHo liquid colour
suspension), AofaHo nocunaHHA Ha KepisHuytea CHMP)
(TepMiH BBEAEHHS 3MiH - MPOTArOM 6-TW MicALIB nicns
3aTBEPMAKEHHS)
60. SUMPEKCA® TabneTku, BKpUTI Ninni C.A., IcnaHis Bupo6HMLTBO MyepTo-Piko BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/7871/01/02
MNiBKOBOIO Icnanis roToBoi flikapcbkoi | (CLUA)/IcnaHia | Tvny - FOTOBUIA nikapcbkuii 3aci6. BUpoBHULTBO. 3MIHU Y | peyernmom
060/10HKOI0, MO 10 chopmu: npoLeci BAPO6HULITBA FOTOBOTO /iKapCbKOro 3acoby
Mr Ne 28 (7x4) y Ninni pens Kapi6e _(HesHauHa 3miHa y npoueci BUpoGHNLTBA TBEPAOT
6icTepax IHK., MyepTo-Piko nNikapcbKoT hopMU ANt NEPOPaIbHOTO 3acTOCYBAHHS 3
(CLLA) HeraviHMM BUBI/IbHEHHAM ab0 PO34KHIB AN1A
BUPOGHULTEO 3a nepopasibHOro 3aCTocyBaH_Hﬂ) (3|v_|iHa y Ha3Bi JONOMiXHOI
NOBHUM LMK/OM: peyoBuHM); BUNYYeHHN 3 nigpo3ainy 3.2.P.3.2. Cknag Ha
S . cepito po3mip cepii 840 kr Ta 1100 kr g1 060X A0O3yBaHb;
Ninni C. A., lenakis BU/IyYeHHS 3 nigpo3sainy 3.2.P.4.1. iHdopMaduii woao
Excipient of human or animal origin Ta cknagy Edible
Blue Ink (viscous suspension, 3anuweHo liquid colour
suspension), AofaHo nocunaHHA Ha KepisHuytea CHMP)
(TepMiH BBEAEHHS 3MiH - MPOTArOM 6-TK MicALUIB nicns
3aTBEPAKEHHS)
61. IBYNMPO®EH- Ta6netkn no 200 mr MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaujiiiHux maTtepianis: 3MiHu | 6e3 UA/2350/01/01
BAPHUUA no 10 TabneTok y "dapmavesT "dapmMaLeBTnyHa TMny - 3MiHK 3 sIkOCTi. FOTOBWIA NikapCbkuii 3aci6. peuyenma
KOHTYPHilt yHa chipma thipma "fapHnys” Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
YapyHKOBiit "lapHuLs" PO3Mipy yNnakoBKu1 roTOBOTO JiKAPCLKOro 3acoby (3MiHa

ynakoBkui; no 5
KOHTYPHUX
YapyHKOBUX
ynakoBOK y naui; no
2 KOHTYPHUX
YapyHKOBUX
yNakoBOK y nauij; no
1 KOHTYpHii

KiNIbKOCTi 0AMHWLE (Hanpukiag TabneTok, amnys TOLO) B
ynakoBLi:) - 3mMiHa no3a Aiana3oHoM 3aTBepAKEHVX
PO3MipiB yNnakoBkun (BBEAEHHS [04ATKOBKX YNaKOBOK 3
BigMNOBIAHMMMN 3MiHAMM Y P. «YNaKoBKa», NEPBUHHWIA
nakyBasibHWUIA MaTepian He 3MiHWBCA) (TepMiH BBeAEHHS
3MiH - NPOTArom 6-TV MiCALIB MiCNs 3aTBEPKEHHS)
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
YapyHKOBII ynakoBLj
y nayui
62. IKCOXXEBA™ | | po3uviH s iH'ekuiii "nakcoCmiTK Benuka Brpo6HuK CLUA/ BHECEHHS 3MiH 40 peecTpauiintHux maTepianis: 3miHu || 3a UA/
XGEVA™ no 1,7 mn (70 mr/mn) | nsitd EkcnopT | BpuTanis Hepo3dacoBaHoi Higepnaxam Tvny - JlikapcbKi 3aco61. 3MiHW, L0 NOB’A3aHi 3i peuenmom 13054/01/01
DEHOCYMAB | y conakoHi Ne 1 Nimiten NPoAyKLji, NeEPBUHHE 3HAYHUMU 3MIHAMU Y KOPOTKIi XapakTepneTuu
naKyBaHHs!: NiKapCcbKOro 3acoby, IHCTPYKLIT A/19 MEANYHOTO
AMKEH 3aCTOCYBaHHS 3rijHO 3 HOBVMMY JaHVMU 3 SKOCTI,
MaHycheKuypiHr OOKNIHIYHUMN, K]'Ii.l-li'-IHVIM.I/I AaH1MK Ta flaHuMin
Niviteq, CLUA thapmakoHarnagy (3miHu Ao IHCTPYKLiT A1 MeguyHoro
BTOpl:IHHe 3aCToCyBaHHA y po3ginu: "fipoTunokasaHHa",
"Oco61BOCTI 3acTOCyBaHHA", "3acTocyBaHHS Yy nepiop,
nakyBaxHs Ta BariTHOCTi abo rogyBaHHs rpyaat”, "Cnocio
BUNyck cepit: 3acTocyBaHHsa Ta gosu", "Aitn", "rNo6iyHi peakuii”,
AmmpxeH Espona "IMyHoOriuHi | Gionoriuni BnacTMBocTi"); 3miHu Il Tuny -
b.B., Hinepnaxgu Nikapcbki 3ac061. 3MiHa(h) 0 TepaneBTUYHIX NokasaHb
(nopaBaHHs HOBOrO TepaneBTUYHOTO NokasaHHsa abo
3MiHM 3aTBEPAXEHOro nokasaHHs) (3MiHW 0 IHCTPYKUIT
0151 MeAMYHOro 3acTOCyBaHHSA y po3gini: "MNokasaHHa")
63. IMYHOIIOBY | po3uviH Ans iH'ekuiii TOB YkpaiHa TOB "BIOPAPMA YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 3a UA/
niH no 100 MO B "BIO®PAPMA MNA3MA" BUNPAB/IEHHA TEXHIYHOT NOMMIIKN Y TEKCTI MapKyBaHHsA peyernmom 13034/01/01
AHTUCTA®IN | amnynax Ne 3, Ne 5 MIA3MA" BTOPUHHOI yNakoskm
OKOKOBWIA a6o Ne 10
N ANHN
64. IHFANIH® pignHa ans TOB YkpaiHa TOB "TepHoapm" YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu | 6e3 UA/4306/01/01
iHranawii no 40 mny | "TepHodhapm” TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. peuenma
thnakoHax CKNsiHUX CucTema KoHTeliHep/3aKkynoptoBasibHUIA 3aci6. 3miHa
y rpynoBiit Kopo6Lyi PO3MIpY yNakoBK rOTOBOTO JlikapebKoro 3acoby (i
a60 no 1 thnakoHy B 3MiHW) (BBE/AEHHS BTOPVUHHOI YNAKOBKY ANSH CKMAHMX
nauy, no 40 mn y (hnakoHiB, 3 BIANOBIAHUMM 3MIHAMM Y . «YNaKOBKa».
cpnakoHi nonimep- I'IepBMH_HmVl nakyBaprmVl_MaTeplan He 3MiHMBCS), K
HOMY, 110 1 hNIaKOHY HacnifoK BiANOBIAHI 3MiHW B TEKCTi MapKyBaHHS
B NayLi 3 KApTOHY
65. IHKECTA PO34MH AN1A iH'eKLi NAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/8926/01/01
1 % B eTunoneaTi no "dapmak” 3MiHW | Tuny - 3MiHK 3 akocTi. A®I. KoHTponb A®L. 3miHa peuenmom

1 mn B amnynax Ne
5, Ne 10 y nauuj, Ne
5x1, Ne 5x2 y
6nictepax y nauui

y napameTpax cneuudikaliii Ta/abo gonycTumMmnx Mex,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo

BMKOPUCTOBYIOTbCA Y npoueci BUpobHuyTBa A®I (iHLwi

3MiHW); 3MiHK | TUNY - 3MiHK 3 AKocTi. A®l. KoHTponb AdI.

3MiHa y napameTpax cneuudikauii Ta/abo AonycTummx
MEX, BU3Ha4eHunx y crneumdikayisx Ha Adl, abo
BUXIiQHWIA/NPOMKHUIA NpoayKT/peareHT, Wwo
BMKOPVCTOBYHOTLCS Y npoueci BupobHuutea Ad|
(3BY)KEHHA AONYCTUMUX MEX, BUSHAUYEHUX Y
cneundikauii); 3miHu | Tuny - 3miHn 3 sikocTi. API.
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Ne
n/n

Ha3ssa
JlikapcbKo20
3acoby

dopma BuUIyCKYy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsioYyeHHs

KoHTponb A®I. 3miHa y meTogax BunpobyBaHHs Ad| abo
BUXIAHOIO MaTepiasny/NpoMiXKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y Npoueci BUpo6HuyTBa A®I (iHLwi
3MiHM Y MeToax BUNPOOyBaHHS (BK/0Uaouy 3aMiHy abo
[0MoBHEHHS) AD| abo BYXiAHOro/NPOMIKHOrO NMPOAYKTY);
3MiHW | Tuny - 3miHK 3 skocTi. CepTudiikat
signosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii - nogaHHs
HoBoro CEP ans A®I Big 3aTBepa)KEHOr0 BUPO6HMKA 3
BiANOBIAHUMY 3MiHaMW 3@ NMOKa3HUKOM "3asINLLKOBI
KINIbKOCTi OpraHiyHnX po34nHHUKIB"

66.

IHKECTA

PO34YMH ANS iH'EKLil
2,5 % B eTunoneari
no 1 mn B amnynax
Ne 5, Ne 10 y nauu,i,
Ne 5x1, Ne 5x2 y
6nictepax y nayui

MAT
"®Papmak”

Ykpaina

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNy - 3MiHN 3 AkocTi. APl KoHTponb A®I. 3miHa
y NapameTpax cneumdikauiin Ta/abo 4onycTUMMX MexX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BMXIAHWIA/NPOMDKHMIA NPOAYKT/pearexT, Lo
BMKOPUCTOBYIOTbCSA Yy npoueci BUpobHuytBa A®I (iHwi
3MiHW); 3MiHK | TUNy - 3MiHK 3 AkocTi. A®l. KoHTponb AdPI.
3MiHa y napameTpax cneuudikauii Ta/abo gonycTummnx
MeX, BU3Ha4yeHux y crneuudikanisx Ha Adl, abo
BMXIAHWIA/NPOMDKHMI NPOAYKT/pearexT, Lo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuuTea A®I
(3BY)XEHHS A0NYCTUMUX MEX, BUSHAYEHUX Y
cneuundikauii); 3miHn | TuNy - 3MiHK 3 sKocTi. API.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHsa APl abo
BUXIAHOIO MaTepiasy/NnpoMiXKHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuLTea AP (iHLi
3MiHM Y MeTofax BUNpobyBaHHA (BK1toYaoun 3amiHy abo
[0NoBHEHHS)) AD| abo BMXiAHOrO/MPOMIKHOrO NPOAYKTY);
3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTI/IE-cepTudpikat BignosigHoCTI
€Bponelicbkiin dhapmakonei/MoHorpadii - nogaHHs
HoBoro CEP ans A®I Big 3aTBepyKeHOro BUpobHuka 3
BiANOBiAHMMMN 3MiHAMW 3a NMOKA3HNKOM “3a/TLLKOBI
KiNIbKOCTi OpraHiyHNX PO3YMHHUKIB"

3a
peyenmom

UA/8926/01/02

67.

IHCYBIT® H

PO34YMH ANS iH'eKLili
no 100 MO/mn no 3
MY KapTpuaxi, no
5 KapTpuaxis y
6nictepi, no 1
6nicTepy y nauuij; no
10 mn y donakoHi, no

BITAN
dapma M'm6X

HimeuunHa

BiokoH NimiTes,
IHgis; NAT
"Papmak”, YkpaiHa

IHais/ Ykpaina

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:
BUMPaB/IEHHS TEXHIYHOT NOMW/IKN B IHCTPYKLT AN
Me[UYHOro 3acTocyBaHHA y po3gaini: OcobanBoCTi

3acTocyBaHHs, Cnocib 3acTocyBaHHA Ta A03U(YKP.),
HecoBmecTMMOCTb, MecToHaxoxaeHne Nnpon3BoanTens u
ero agpec MecTa OCyLLeCcTBeHNs gesATenbHocTu (poc.).

BBeAeHHA 3MiH NpoTArom 3-x MicAwiB nicnsa

3a
peyenmom

UA/
14837/01/01
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Ne
n/n

Ha3ssa
JlikapcbKo20
3acoby

dopma BuUIyCKYy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsioYyeHHs

1 cbnakoHy y nauui

3arBepaXKeHHsA

68.

KANbUIN-A3
HIKOMES,
KOM®OPTE

TabneTku, BKpUTI
nAiBKOBOO
060710HKot0, Ne 30,
Ne 60, Ne 90 y
hnakoHax

Takepa AC

Hopserist

NOBHWUIA LMK
BMPOGHMLTBA:
Takega M'M6X, micue
BMPOOHMLTBA
OpaHieHbypr,

HimeuuunHa;

nepBuHHE Ta

BTOPUHHE

nakyBaHHs, 03BN
Ha BUNyck cepii
Takepa dapma A/C,

[JaHis;

Takepa ®apma AC,

EcToHis

HimeuunHa/
[aHis/EcToHIA

BHECEHHS 3MiH [J0 peecTpaviitHux maTepiasis: 3MiHu |
TMNy - 3MiHa HaliMeHyBaHHs Ta/abo MiCcLLe3HaXO04KEHHS
3asBHMKa (BNacHVKa peecTpaLiiHoro nNocBig4yeHHs);
3miHu | TUNY - A®l abo gjtoya pevoBuHa. BupobHuuTtso.
3MiHM B npoueci BupobHuuTBa APl abo Aito4oi peyoBrHU
(He3HauyHa 3MiHa y npoueci BUpo6HuyTBa A®I abo aitoyoi
peyoBuMHM) (3MiHM Y Npoueci BUpoGHULTBa
XonekasbLmeposy KOHLEeHTpaTy, Lo Npu3soanTb A0
3MiHM BiTamiHy 3 Tmn 100 CWS Ha BiTamiHy 3 Tn 100
SD/S. MNMpu UbOMY aKTMBHA pevyoBrHa
(xonekanbumdepon) 3a/IMILIAETLCA TIEW X caMoto, NpoTe
[OMOMDKHI peYOBMHM 3MiHIOTbCSA); CynyTHA 3MiHa
- A®l abo gjtoya pevoBuHa. KoHTponb Adl abo gitouoi
peyoBuHW. 3MiHa y MeToAax BunpobysaHHsA APl abo
[ito4oi peyoBrHM abo BUXIAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMpo6HULTBa APl abo Ajitouoi pevoBUHY (He3HAYHI 3MiHK
y 3aTBEpAXXEHUX MeTogax BUNpobyBaHHS) y 3B'A3KY i3
3MiHaMM JOMOMDKHUX PEYOBWH, L0 BXOAATb [0 CKnagy
XonekasbLmeposny KoHUeHTpaTy, noTpedye
pefaryBaHHa MeTog, BUNpobyBaHHS XonekanbLuudepony
KOHUeHTparty); - A®l abo gitoya peyoBuHa. KoHTponb A®I
abo fitoyoi pevoBUHW. 3MiHa y MeToAax BUNpobyBaHHS
A®I| abo fjrouoi pevyoBuHM abo BMXigHOrO/MPOMIKHOrO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BUpo6HMUTBa AP| abo Ajo40i peyoBrHU (BUAANEHHS
MeToay BUnpobyBaHHS Ana APl abo Aito4voi peqyoBrHM
/peareHTy/NPOMIKHOrO NPOAYKTY, AKLLO aflbTepHaTUBHWIA
MeTOg, BXe 3aTBEPMAXEHNIT) (BUAaNEHHA MeToay
BM3HAUYEHHS1 aKTUBHOI PEYOBUHM (XOnekanbLmdepony
KOHLIEHTpaTy) 3a A0NOMOrol CNekTPoCKonii B 6VKHIN
iHchpauepsoHiin o6nacTi (NIRS instrument). Ockifnlbku
3a3Ha4yeHunin MeTog, BUKOPNCTOBYBABCS Tislbkv AN
cTaporo Tuny BiTamiHy 13 100 CWS Ta He
3aCTOCOBYETLCA AJ151 HOBOrO BiTamiHy /13 100 SD/S);
3minu |l TURy - FoTOBWIA Nikapcbkuii 3aci6. Onuc Ta
cknag. 3miHa y cknagi ([oNoMiKHUX pevyoBUHax) roToBoro
nikapcbkoro 3acoby (iHWi 4ONOMDKHI pevyoBUHN) - AKICHI
ab0 KinbKiCHI 3MiHU LWoA0 oAHiel abo AeKiNbKoX
[OMOMDKHUX PEYOBWH, SIKi MOXYTb 3HAYHO BI/IMHYTU Ha
6e3neky, AKicTb a60 e(peKTUBHICTb rOTOBOrO NiKapCbKoro
3aco6y) (TepMiH BBEAEHHS 3MiH - MPOTArOM 6-T MicsLiB
nicns 3aTBEpPAYKEHHS)

6e3
peyenma

UA/
12921/01/01

69.

KAHAECAP

TabneTkn no 4 mr,
no 10 tabnetok y
6nictepi, no 1
onictepy B

CaH
dapmacbloTn
Kan lHgacTpis

JlimiTeq,

IHAia

PaH6akci
Nabopartopi3
Nimitepq,

IHAjs

BHECEHHS 3MiH [0 peecTpavyjiiiHux maTtepianis: 3MiHu |
TMny - 3MiHKN WoA0 6e3nekn/epeKTBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHW [0 y3araslbHEHNX
AaHux npo cuctemy dapmakoHarnsagy (BefeHHs

3a
peuenmom

UA/6363/01/01
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Ne
n/n

Ha3ssa
JlikapcbKo20
3acoby

dopma BuUIyCKYy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsioYyeHHs

KapTOHHIlt kopoobUi

y3arasibHeHUX JaHnX nNpo cuctemy dapmakoHarnsgy,
3MiHa YNOBHOBaXeHOT 0co6MU, BiANOBIAaNbHOI 3a
3AiicHeHHA hapMakoHariaay; KOHTaKTHOT 0cobu 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, AKLLO0 BOHa BigMiHHA Bif,
YNOBHOBaXKEHOI 0c06U, BiNOBIAA/IbHOT 3a 34iICHEHHS
hapmakoHarnsgy (Bkouvaouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y PO3MiLLEHHI MacTep-haiina cuctemu
hapmakoHarnsgy); 3MiHa 3asBHuKa (BlacHuka
peecTpauiiHoro noceigyeHHs)(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460)

70.

KAHOECAP

TabneTkn no 8 mr,
no 10 TabneTtok y
6nictepi, no 1
6nictepy B
KapTOHHIlt kopoobUi

CaH
dapmacbloTn
Kan lHgacTpis

Nimitepq,

IHais

PaHbakci
Nabopartopi3
NimiTepq,

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHW [0 y3arasibHEHNX
AaHvx npo cuctemy dapmakoHarnsagy (BefeHHs
y3arasibHeHUX JaHnX nNpo cuctemy dapmakoHarnsgy,
3MiHa YNOBHOBaXeHOT 0co6MU, BiANOBIAaNLHOI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asBHUKa ANS 34iACHEHHS
hapmMakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHA Bif,
YyMOBHOBaXeHOT 0CO6M, BiANOBIAaNbHOI 38 34iCHEHHSA
hapmakoHarnsgy (Bkouvalouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y PO3MIiLLEHHI MacTep-thaiina cuctemu
hapmakoHarnsgy); 3MiHa 3asBHuKa (BlacHuka
peecTpauiiHoro noceigyeHHs)(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460)

3a
peyenmom

UA/6363/01/02

71.

KAHAECAP

TabneTkn no 16 wr,
no 10 TabneTtok y
6nicTepi, no 1
6nictepy B
KapTOHHilt kopoobLi

CaH
dapmacbloTn
Kan IHpacTpis

Nimitepq,

IHais

PaHbakci
Nabopartopi3
Nimitepq,

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHW 0 y3arasibHEHNX
AaHvx npo cuctemy dpapmakoHarnsgy (BegeHHs
y3arasibHeHUX JaHnxX nNpo cuctemy dapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOT 0co6MU, BiANOBIAaNLHOI 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA Bij,
yMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOI 3a 34iCHEHHS
hapmakoHarnsgy (Bkouvakouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y PO3MiLLEHHI MacTep-thaiina cuctemu
hapMakoHarnsgy); 3MiHa 3asBHuKa (BacHuka
peecTpaLiiHoro noceig4eHHs)(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460)

3a
peyenmom

UA/6363/01/03

72.

KAPBAMASEN
IH-
ACTPA®APM

TabneTkn no 200 mr
no 10 tabnetok y
6nicTepi; no 2 abo 5
6nicTepis y Kopobui
3 KapTOHY

TOB
"ACTPADAP
M"

Ykpaina

TOB "ACTPA®APM"

Ykpaina

BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis:
3MiHK | TUNY - BBEAEHHA ab0o 3MiHN A0 y3araslbHeHNX
JaHux nNpo cuctemy dhapmakoHarnsgy (Bknovaroun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy

3a
peyenmom

UA/6364/01/01

73.

KETOHAN®

Kpem 5% no30ry

CaHpos

CnoBeHis

Cantotac ®Papma

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:

3a

UA/8325/07/01
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
Ty6ax Ne 1 dapmacbioTiK rmM6X 3MiHU Il TURY - 3MiHK [0 IHCTPYKLIT A4N8 MeguyHOoro peyenmom
ans a.a. 3acTocyBaHHsA y po3gin "OcobamMBOCTi 3acToCyBaHHS".
TepmiH BBefieHHSI 3MiH PEKOMEH0BaHO CKOPOTUTMN
[0 3-x micslwiB
74. KETOPO/1 PO34UH ANS iH'EKLN, O-p Pepgi'c IHais O-p Pepgi'c IHais BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/2566/01/01
30 mr/mnno 1 mn B Na6Gopartopic Na6Goparopic N1, 3MiHK | TMMY - 3MiHa YNOBHOBAXKEHOT 0CO6M, peuyenmom
amnyni; no 10 amnyn na (Bupo6Huua BiANOBifa/IbHOT 3a 34iiCHEHHS chapMakoHarnsay
y 6nicTepi AinbHALA 1) (BK/THOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemn chapmakoHarnsgy
75. KnonigorrPe TabneTkun, BKPUTI TeBa I13painb TeBa I13painb BHECEHHS 3MiH [0 peecTpaujiitHux maTepianis: 3a UA/
N-TEBA NNiBKOBOIO dapmaLeBTiK dapmaLesTikan 3MiHW | TUNY - SMIHM 40 IHCTPYKUIT ANIST MEAVYHOTO | peyenmom | 14007/01/01
060/10HKOI0, M0 75 an lHgacTpi3 IHoacTpi3 fta. 3aCTOCYBaHHA Y po3inu: |‘|96|L|!-u peaKu,|'|". Oco6mMBOCTI
MF o 10 Ta6neToK y A, 3acTocyBaHHs. B3aemogis 3 iHLWIMMU NikapCbkuMm
6ricTepi: 1o 3 a60 9 3acob6amu Ta iHLWi BUAW B3AEMOAIN, LWOA0 6e3nekn
6nicTepie y KOpOBL| 3acToCyBaHHS fjilo4oi pe4yoBrHM Knonigorpens. TepMiH
BBe/leHHA 3MiH peKOMeHA0BaHO CKOPOTUTK A0 3-X
MmicsiyiB
76. KOMAKCOH®- | po3uuH ans iH'ekuii, TeBa I13painb BMPOGHMLTBO 3a I13pains/ BHECEHHS 3MiH 10 peecTpaujiiiHux maTtepianis: 3MiHu | 3a UA/6307/01/01
TEBA 20 mr/Mnno 1 mny dapmaueBTik NOBHUM LIVK/TOM: Benvika MMy - 3MiHa HaliMeHyBaHHs Ta/abo MiCLie3HaxXOKeHHs! peyenmom
nonepeaHbLO an |H'qaCTpi3 TeBa EpVITaHiﬂ/ BVIp06HVIKa roToBoro fliKapCbKOI'O 3a(:06y, BK/1loHaK4n
HamMoBHEHMX nTa. dapmaLeBTikan Higepnangu/ n_/licu,e NPOBe/ieHHs KOHTPO/I0 AKOCTi(BUPOGHMYA
wnpuuax Ne 28 y IHgacTpis JItg,, YropimHa AiNbHALS BUMYCKY cepii) (3MiHa HaliMeHyBaHHS Ta
KOHTYPHIX I3pain: NpUBE/EHHA MICLE3HaXOMKeHHs BUPOGHMKa I3 A0
UapyHKOBMX BMPOGHNLTBO 3a _ OpUriHaLHUX [JOKYMEHTIB (BUCHOBKY LL0AO
yNaKoBKax MOBHUM LAKIOM: niaTBEPKEHHS BiANOBIAHOCTI BUPO6HMLTBA /13 BUMOram

AVIBEKC
dapmacbloTUKas3
IOK, Benuka
BpuTaHis;
KOHTPO/b cepil
(noBHe TecTyBaHHA,
BK/IOHA0YM Ha
CTEPUSIBHICTbL Ta
GakTepianbHuit
€HJ0TOKCVHWY, ane
oKpim 6ionoriyHoro
TeCTyBaHHS):
dapmaxemi b.B.,
Higepnangn
KOHTpPOJIb cepil
(TinbkM GionoriyHe
TEeCTyBaHHS):
AT
dapmMaueBTUYHNIA

GMP (Oepxnikcnyxba Ykpainu, niyeHsii Ha BUPO6HMLTBO
Ta cepTucpikaty GMP), 6e3 3MiHV Micus BUPOOHULITBA)
(TepmiH BBEAEHHSI 3MiH — NPOTAroM 6-Tu MicsLiB Micas

3aTBEepXEHHS); 3MiHM | Tuny - FOTOBWIA NTikapcbKuii
3aci6. BUpo6HMLTBO. 3MiHW, LLLO CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPO/II0 AKOCTi rOTOBOrO SliKapCbKOro 3acoby
(3amiHa abo foAaBaHHSA AiNbHUL, HA SKil 34IACHIOETLCA
KOHTPONb/BUNPOGYBaHHSA cepil) (BBeAeHHSA A0AATKOBUX
BMPOGHWKIB BifnoBigasibHNX 38 KOHTPO/Ib Cepii FOTOBOro
nNiKapcbKoro 3acoby Ta 3a3Ha4yeHHs BUPOGHNYMX OYHKLl
[Ns BUPOGHWKIB - AIBBEKC ®apmackioTukans K,
Benvka BputaHis Ta TeBa ®apmaueBTikan IHgacTpi3 /T4,
Byn. Eni Xypsiy, 18, IHA. 30Ha, Kchap-Caba, I3painb
(BUPOBHMLTBO 3@ NOBHUM LMK/IOM)
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Ne
n/n

Ha3ssa
JlikapcbKo20
3acoby

dopma BuUIyCKYy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsioYyeHHs

3asog, TEBA,
YropLvmHa,
KOHTPOJIb cepif
(TinbKM GionoriyHe
TeCTyBaHHS):
AT
dapmMaueBTUYHNIA
3aBog, TEBA,
YropLumHa,
KOHTPO/Ib cepii
(TinbKn
Mikpob6ionoriyHe
TeCTyBaHHS):
TEBA
PapmaLieBTiKas
IHpacTpis NT4,.,
13pains;
KOHTPO/b cepil
(aHaniTnyHe
TecTyBaHHsA Ta
BMBYEHHS
cTabinbHoCTI):
MnaHTekc JlTa,.,
13pains;
KOHTPO/b cepil
(Tinbkn GionoriyHe
TEeCTyBaHHs):
AGik JTa., 13pains;
KOHTPO/b cepil
(aHaniTnyHe
TecTyBaHHs Ta
BVBYEHHSA
cTabinbHOCTI):
Asia Kemikan
IHgacTpi3 fta.,
13painb

77.

KOMAKCOH®-
TEBA

PO34YMnH AN iH'EKLN,
20 mr/Mnno 1 mny
nonepeaHbo
HanoBHEHNX
wnpuuax Ne 28 y
KOHTYPHUMX
YapyHKOBUX
ynakoBKax

TeBa
dapmaueBTik
an lHgacTpi3

nra.

13painb

BMPOGHMLTBO 3a
NOBHUM LMK/IOM:
TeBa ®apmaueBTikan
IHpacTpi3 NTg,,
I3painb; BUPOGHNLTBO
3a MNOBHUM LIMK/TOM:
AVBEKC
PapmacboTukan3
IOK, Benuka

I13pains/
Benvika
BputaHis/
Higepnangu/
YropuwuHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHU | TUNY - 3MiHa Y MeToAax BUNpo6yBaHHSA rOTOBOrO
NiKapcbKoro 3acoby - He3HayHa 3MiHa 0 METOAUKM T.
"BakTepianbHi eHA0TOKCUHU", T. "CTepuUnbHOCTL"

3a
peyenmom

UA/6307/01/01
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Ne Ha3ssa dopma BuUIyCKYy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1

BpuTaHisi; KOHTPOb
cepii ( NoBHe TecTy-

BaHHA, BK/1KOYaK4N Ha

CTepUIbHICTb Ta
6akTepiasibHui
€HAO0TOKCUHN, ane
OKpiM 6ionioriyHoro
TECTYBaHHS):
dapmaxewmi b.B.,
HigepnaHgu; KoH-
Tponb cepii (Tinbkn
6ionoriyHe
TecTyBaHHs): AT
dapmaleBTUYHNIA
3aBog TEBA,
YropLumHa; KOHTPOsb
cepii (Tinbku
6ionoriyHe
TecTyBaHHs): AT
dapmaLeBTUYHNIA
3aBofg TEBA,
YropuuHa;
KOHTpOsb cepii
(TiNbkM
MikpobionoriyHe
TecTyBaHHs): TEBA
dapmaveBTikan
IHpacTpi3 N14.,
13painb; KOHTPOsIb
cepii (aHaniTn4He
TecTyBaHHA Ta
BUBYEHHSA
cTabinbHOCTI):
MnaHTekc N14,.,
13painb; KOHTPO/b
cepii (Tinbkn
6ionoriyHe
TecTyBaHHs): AGIK
nta., 13painb;
KOHTpOnb cepii
(aHaniTnyHe Tecty-
BaHHSA Ta BUBYEHHS
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Ne Hassa dopma BuUIyCKYy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
cTabinbHOCTI): A3is
Kewmikan IHgacTpi3
nra., , 13pains
78. KCENMIOH® cycneHsisa ans TOB Pociiicbka AncceH Benbris/ BHECEHHS 3MiH [0 peecTpavyjiiiHux maTtepianis: 3MiHu | 3a UA/
iH'eKjil "IkoHCOH & | depepauis | Papmauestvka H.B., LWseiiuapis T1ny - FoToBWIA NikapcbKIii 3aci6. BUpo6HNLTBO. 3amiHa | peyenmom 13547/01/01
NPOJIOHroBaHoi Aji [pKOHCOH" Benbris abo BBEAEHHs [OAATKOBOT AibHULi BUPOGHULTBA A1
100 mr/mn no 0,5 Cinar AT, YacTUHM a6o BCbOT0 BUPOGHUYOTO NPOLLECY FOTOBOTO
MA, a6o no 0,75 M, LBeiiLapis nikapcbKoro 3acoby (AiNbHWLSA, Ha AKili NPOBOAATLCSA

a6o no 1,0 mn, abo
nol5mMne
nonepeaHbO
HanoBHEHOMY
wnpui Ne 1 i
rosikamun gns
BHYTPILLUHbOM'A30BUX
iH'ekwin Ne 2 y
Kopobui

6yAb-sKi BAPOOHMUYI CTagii, 3a BUHATKOM BUMYCKy cepil,
KOHTPO/I0 SIKOCTi Ta BTOPUHHOTO MakKyBaHHS AN
CTepPUSIbHUX NMiKapCbKnx 3acobiB, WO BUPOGNEHI 3
BUKOPVCTaHHAM acenTUYHOro MeToAy, 3a BUHATKOM
nikapcbkux 3acobiB 6i010ri4HOro/iMyHOM0rN4YHOro
NOXOMKEHHS) (BBEAEHHS AOAATKOBOI AiTbHNL
BMpo6HMUTBa Cinar Al, LLBeiuapis); 3miHu | Tuny -
[oTOBWIA NikapcbkuMii 3aci6. Cuctema ynakoska/ykynopka.
3MiHa 6yAb-AKOi YacTMHW MaTtepiany NepBUHHOI
YNaKoBKM, L0 HE KOHTaKTY€E 3 FOTOBUM JliKapCbKUM
3aco60oM (Hanpukiag, Konip KpULLEYoK 3 KOHTpo1eM
nepLuoro BiAKPUTTSA, KONIP KOZOBUX Kinelp Ha amnynax,
KOHTeliHepa Ans ronokK (pi3Hi Buay nnacTmacw) (3miHa,
AIka BN/IMBAE Ha KOPOTKY XapakTepucTUKy NikapCbKoro
3aco6y) (AofaHHA 06MexyBayy X04Y NOpPLUHS 40
nonepeAHbL0 HANOBHEHOTO WNpULA, Y SKOMY MICTUTLCS
CyCreH3sis) Ta K HacNifoK 3MiHU B iIHCTPYKUIT ANns
MeAUYHOro 3acToCyBaHHA y po3gain “Cnocio
3acTocyBaHHs Ta A03u”; 3MiHu | Tuny - FoToBwMiA
nikapcbkuii 3aci6. BUpobHULTBO. 3MiHU Y NpoLeci
BMPOGHULITBA FOTOBOTO NiKApCbKOro 3acoby (iHLUi 3MiHN)
(3acTocyBaHHs ABOX CTEPUNI3YHOUNX DiNbTPIB
nocnifoBHO Ha BUPOGHWYIN ainbHULi Cinar Al (3amicTb
0fHOrO (hinbTpa, KM BUKOPUCTOBYETLCA Mif Yac
BMPOGHMLTBA Ha 3aTBEpMKEHIl AinbHULi FHCCeH
dapmavesTuka H.B.) ansa cinbTpauii B acentuyHux
ymMoBax [0NOMiXHMX peqyoBuH nonicopbar 20 Ta
nonietuneHraikonb 4000); 3miHn | TUny - FoTOBWIA
nikapcbknii 3aci6. BUpo6HULTBO. 3MiHM, LLIO CTOCYHOThCSA
BMNYCKY Cepii Ta KOHTPO/I0 SIKOCTi FOTOBOrO NiKapCcbKoro
3acoby (3amiHa abo JofaBaHHsA BUPOOHKKA,
BiANOBIAA/ILHOIO 3a BUMYCK cepil) - BKIHYatouu
KOHTPO/b/BMNPOGYBaHHSA cepii (BBeAEeHHSA 40A4ATKOBOI
AinbHuui BUpo6HuuTBa Cinar Al LLBefiuapis); 3MiHn 11
TMny - FOTOBWIA Nikapcbkuii 3aci6. BUpo6HULTBO. 3MiHN
BMNpOoGYyBaHb abo AOMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUPOOHULTBA FOTOBOrO
niKapcbKoro 3acoby (po3LUMpPEeHHS 3aTBEPAKEHNX
[OMYCTUMUX MEX /11 NOKA3HUKIB, siKi MOXYTb MaTu
iCTOTHWI BNVB Ha 3arasibHy AKICTb rOTOBOIO NiKapCbKOro
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3aco0y) (PO3LUMPEHHSA JONYCTUMUX MEX KPUTUHHOIO
napametpy «milling time range», L0 KOHTPO/IOETLCA Mif
Yyac npouecy BMPOGHULITBA rOTOBOIO MiKapCbKOro 3acoby,
8o 3,5-3,9 x8/n ansa ginbHuui Cinar Al Lseiuapis, y
NOPIBHAHHSA 3 3aTBEPKEHUMU Mexamu 3,2-3,6 XB/n ons
3aTBEPMKEHOT BUPOBGHWYOT AiNbHUL AHCCeH
dapmaueBTuka H.B., benbris)
79. KYNNATOH Kpanni opasibHi (300 OpioH ®iHnaHaia | OpioH KopnopeiwH diHnAHZIA BHECEHHS 3MiH 10 peecTpavjiitHux maTtepianis: 3MiHu | 6e3 UA/7479/01/01
mr/mn) no 30 My KopnopeiiwH My - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKMii 3aci6. peuenma
cbnakoni; no 1 CTabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymoBax
chnakony y 36epiraHHsA roTOBOroO NiKAPCLKOro 3ac06y (3MEHLLEHHS
KapTOHHiM KOpOBLyi TepPMiHy NPUAATHOCTI TOTOBOTO iKAPCLKOro 3acoby) - A/is
TOProBOi YNakoBKW (3MEHLUEHHS TePMiHY NPUAATHOCTI
N3 3 3-x 40 2-X pOKiB)
80. | ALUMAOPIN kancynu Ne 20 Nanbmax KaHaga BMPOBHULTBO in Kanaga/ BHECEHHS 3MiH [0 peecTpauiiiHnx MaTepianis: TexHiuHa 6e3 UA/
(10x2) y 6nicTepax Xenc bulk: Mosblia nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460),8 peuenma 15132/01/01
COoNLWnNH3 NanbmaH Xenc IHCTPYKUIT 4158 MeAUYHOro 3aCTOCyBaHHA y po3ginax:
IHK. ContowmH3 IHK., dapmakoTepanesTUyHa rpyna, ®apmakosorivHi
KaHaga; BNacTMBOCTI, Moka3aHHsl, OcobmBi 3axoaun 6e3neku,
nepeuHHa Ta 3aCTOC¥BaHHﬂ y nepiog BariTHOCTi abo ropyBaHHs
BTOPUHHA YNaKOBKa, rpyAAto, MicuesHaxokeHHsi BUPOGHMKa Ta oro agpeca
[1038i1 Ha BUMYCK  Micust npoBa/eHHs AisNBHOCTI, Ta y PeKBisuTi
3ATBEP)KEHQO", 3rigHo Mopsigky npoBefeHHs
cepil: eKkcnepTM3n martepianis Ha nikapcbki 3acobm, Lo
Takepa ®apma Cn. 3 noJalTbCA Ha AepXaBHy peecTpadiio (nepepeectpauis),
0.0, MNonblua a TaKoX eKcnepTy3n MaTepiasis Npo BHECEHHS 3MiH A0
peecTpauiiHux maTepiasnis NPOTAroM il peecTpaviinHoro
NoCBIJYEHHS, 3aTBepapKeHoro Hakazam MO3 YkpaiHu Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Ykpainu Big,
23 nunHa 2015 Ne 460), po3giny VI. n.2.4, nn. 1)
81. NEBEMIP® PO34MH A5 iH'EKLINA, A/T HoBo [JaHis BMPOGHUK [anis/ BHECEHHS 3MiH 10 peecTpavjiiiHux maTtepianis: 3MiHu | 3a UA/4858/01/01
PNIEKCMNEH® 100 OA/mn no 3 mMn Hopgaick Hepo3acoBaHoro ®paHujis/ TUny - FoToBUIA Nikapcbkuii 3aci6. BUpo6bHMLTBO. 3amiHa peyenmom
Yy KapTpuapi, o 1 NpOAyKTY, HanoB- Dawis/ ab0 BBefEHHA A0AATKOBOI AiNTbHNLI BUPOOHULTBA A/1A
KapTpUZKY B HeHHA B MeHdin®, Bpasunis 4yacTnHK abo BCbOro BUPOBHNYOro NpoLecy rotoBoro

6araroa030Bii

0 HOpa3oBili
wnpuy-pyyyi Ne 1,
Ne 5

nepBrHHA ynakoBKa,
KOHTPO/1b AKOCTi Ta
BiANoOBigabHMIA 3a
BUMYyCK cepil
KIHLLeBOro NPOAYyKTY:
A/T Hoso Hopgick,
[JaHis BUpOOHUK
NpPOoAYyKLUiT 32 MOBHUM
uuknom: Hoso
Hopgick MpoaoKcboH
CAC, ®paHuis
BUPOGHUWK ANst
36VpaHHs,
MapKyBaHHA Ta

nNikapcbKoro 3acoby (AinbHUUA 4151 BTOPUHHOTO
nakyBaHHs) (BBeAEHHS A04aTKOBOI BUPOOGHNYOI AiNsIHKM
Hoso Hopgick MpogatokeboH CAC, dpaHuis ons
BTOPVHHOIO NakyBaHHA NPOAYKTY); 3MiHW | TUNYy - 3MiHK
Lofo 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHW) (3MiHV BHECEHO LLOA0 BUNYYEHHS 3 MapKyBaHHS
TEKCTY PYMYHCBKOKO MOBOH. [TpOeKT MapKyBaHHs
ynakoBsku Bignosigae sumoram Jogatky 23 Mopagky
NpOBe/EeHHA eKcnepTu3n martepiasliB Ha Nlikapcbki
3aco6u, WO NoJatTbCA Ha AepXaBHy peecTpaLiio
(nepepeecTpauisl), a TakoX ekcnepTu3n martepiasis npo
BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasliB NpoTArom
[ii peecTpauiliHoro nocBig4eHHs, 3aTBepKeHoro
Hakazam MO3 Ykpainu Big 26.08.2005 Ne 426 (y pegakuii
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yMakoBKM Hakaly MO3 Ykpainu Big 23.07.2015 Ne 460); 3miHu 11
®nekclleH®, Tuny - FOTOBWIA Nikapcbkuii 3aci6. BUpo6GHMLTBO. 3MiHK,
BTOPWHHOTO LLLO CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOJIHO SIKOCTi
nakyBaHHs: roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo fofaBaHHSA
A/T Hoso Hopgick, BMpPOOHUKa, BiANOBIAaNLHOIO 3a BUMYCK cepii) -
[NaHis, A/IT Hoso BK/104At0UM KOHTPONb/BUNPOGYBaHHSA cepii ans
Hopgaick, anis nikapcbKoro 3acoby 6i010riYHOro/iMyHO/I0MN4YHOro
BUPOGHWK Hepo3- NMOXOMKEHHA Ta OAUH 3 METOAIB aHanisy, Lo
hacoBaHoi NPoAYKLi, 3aCTOCOBYETLCA Ha AiNbHULL, €
HarnoBHEHHS B 6i0N0riYHMM/IMYHONOTYHUM/IMYHOXIMIYHUM METOL0M
MeHin®, nepBnHHa (BBEZEHHA 00AAaTKOBOI BUPOGHMYOI AinsHkM HoBo
ynakoBka Ta Hopgick MpoatokcboH CAC, ®paHList 418 KOHTPO
36MpaHHs, Mapky- akocTi 13 Ta Bunycky cepii) (TepMiH BBEAEHHS 3MiH -
BaHHSA Ta ynakoBka NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAXKEHHS)
dnekcleH®,
BTOPWHHE NaKyBaHHS:
Hoso Hopgick
Mpoaykao
dapmaceyTika 4o
Bpasinb N1Taa.,
Bpasunis
82. | NEBONET TabneTku, BKpUTI [-p Pepgi'c IHais [-p Peggi'c IHais BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 3a UA/9474/01/01
NNiBKOBOO Na6opaTtopic Na6opatopic /14 3MiHM | TMMY - 3MiHa ynoBHOBaXEHOT 0co6M, peyenmom
0600HKOH, N0 250 na BiNOBifa/1bHOT 3a 34iiCHEHHSA chapMakoHarnsay
MF 1o 10 Ta6AeToK B (BK/THOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI
6nicTepi: no 1 macTep-thaiina cuctemu papmakoHarnsgy
6nictepy y
KapTOHHiIin kopobui
83. | NEBONET TabneTku, BKPUTI [O-p Pepgi'c IHais O-p Pepgi'c IHais BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/9474/01/02
NNiBKOBOO Na6opaTtopic Na6opatopic /14 3MiHM | TMMY - 3MiHa ynoBHOBAaXKEHOT 0CO6M, peyenmom
060/10HKOI0, M0 500 na BiNOBifa/1bHOT 3a 34iiCHEHHS chapMakoHarnsay
MF [0 10 Ta6neTok B (BK/THOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
6nicTepi; no 1 macTep-thaiina cuctemu papmakoHarnsgy
6nictepy y
KapTOHHI Kopo6Li
84. NEBOMEKO/ Ma3b o 30 r abo no My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 6es UA/8367/01/01
b 40 ry Ty6i; no 1 Ty6i aKLjoHepHe aKLjoHepHe 3MiHK | TUny - 3miHK 3 sikocTi. APl KoHTponb A®I. 3miHa peuenma
B nauLi 3 KapTOHY TOBAPUCTBO TOBAPUCTBO y napameTpax cneyudikauii Ta/abo f0MyCTUMNX MEX,
"HayKoBo- "HaykoBo- BU3HAUEHNX y cnelndikallisx Ha A®I, a6o
BUPOGHMUMI] BUPOGHUUMI LIEHTP BUXIiAHWA/NPOMDKHWIA rl_pop,yKT/peareHT, wo
LeHTp "BopLyariscbkuii BIKOPMCTOBYHOTLCS y MPOLIEC BMPOGHMLTBA A®| — 3MiHK
"BOpLYAriBCbK XiMIKO- y cn_eumqolkaun_ BXI\HOTO KOHTPO/O iAdJI; 3MiHM I Tvny -
Wi XIMIKO- chapMaLeBTUUHMIA 3MiHKn 3 fAKoCTI. rotoBuiA NikapcbKni 3aci6. KOHTp_onb
" roTOBOrO /liKapcbKoro 3acoby. 3miHa napameTpiB
thapmavesTu 3aB0o/,

cneumdikaliin Ta/abo AoNYyCTUMUX MEX FTOTOBOIO
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YHuii 3aBog" nikapcbKoro 3acoby — 3MiHW y cneuudikayii Ta metTogax
KOHTPOJIH0 TOTOBOrO NiKapCbKoro 3aciby, 3a NoKasHUKOM
«MikpobionoriyHa uncrota», 3rigHo sumor APY/EP
85. | IEBOCUH mMasb no 40 ry Ty6i, NAT YkpaiHa MAT YKpaiHa BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 6e3 UA/8326/01/01
no 1 Ty6i B nauLi 3 "Ximcpapm3aB "XiMcpapM3aBos, 3MiHN | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peuenma
KapTOHy 04 "YepeoHa "YepBoHa 3ipka’” CTabinbHicTb. 3MiHa y TepMiHax npugatHocTi abo ymoBax
3ipka” 36epiraHHs roTOBOrO /likapCbKoro 3acoby (3miHa B
ymoBax 36epiraHHs roToBOro Jlikapcbkoro 3acoby abo
nicna po3YnNHEHHA/BILHOB/IEHHS). BBeAeHHA 3MiH
npoTArom 3-x micsiWiB nicnsa sarBepoKeHHsA
86. | JIEBO®DJIOKC | po3uvH ans iHdysil 3akpute YkpaiHa 3akpuTe akuioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHnx maTepianis: 3MiHu I 3a UA/
ALVH 0,5% no 100 mn a6o akuioHepHe TOBapUCTBO "IHgy3is Tvny - 3MiHU 3 IKOCTI. FOTOBWIA NiKapCbKNii 3aci6. peyenmom 12726/01/01
no 150 mn y TOBapPUCTBO CucTema KOoHTeliHep/3aKkynopoBaslbHKi 3aci6. 3miHa
MASLLKax "lHcpy3is PO3MIpY YNakoBKu1 rOTOBOTO J1iKaPCLKOro 3acoby (3MiHa
Macwu/o6'eMy BMICTy KOHTeliHepa 6araTtoi030B0ro
CTEPU/ILHOrO Jlikapcbkoro 3acoby (abo 0AHOA030BOrO,
4aCTKOBOrO BYKOPWCTaHHS) Ta 6aratof030B0ro
nikapcbKoro 3aco6y 6ion10ri4Horo/iMyHo0r4YHOro
NOXOKEHHNA ANS NapeHTepasibHOro 3acTOCYBaHHs)
(BBEAEHHA A04ATKOBOT yNakoBkM Mo 150 Ma po3umHy y
nnswkax, 3 BignoBiAHUMN 3MiIHAMU Y P. «YNaKoBKa».
MepBUHHWIA NaKyBasbHWIA MaTepian He 3MiHUBCS)
87. | NEBO®JIOKC | Tabnetku, BKpUTI ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 3a UA/9075/01/01
ALVH- 060/10HKO10, M0 250 06MeXeHo 06MeXeHo BUNPaB/IEHHS TEXHIYHOT MOMU/IKM, MOB'A3aHO 3 peyenmom
340POB'A mr Ne 10 (10x1) y BiANOBigANbHI BiAMNOBIAANLHICTIO HEeBI/NOBIAHICTIO (PI3HOUMTAHHS) B MeXaX OfJHOTO
6n|CTean CcTHO "(Dapmau'eBquHa [OKYMEHTa 3a po3AiN1oM «PO3UMHEHHA»
"PapmaLeBTn KOMMaHis
YyHa KoMnaHis "3popoB’a",
"3popos’a" YkpaiHa;
ToBapucTBo 3
06MeXeHo
BiANOBIAA/IbHICTIO
"®APMEKC I'PYn",
YKpaiHa
88. | JIEBO®JIOKC | Tabnetku, BKpUTI ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 3a UA/9075/01/02
ALVH- 060/10HKO10, M0 500 06MeXeHo 06MexeHo BUNPaB/IEHHS TEXHIYHOT MOMUJIKM, MOB'A3aHO 3 peyenmom
3[0POB'A Mr Ne 7 (7x1), Ne 10 | BignosigasnbHi BiANOBIAA/ILHICTIO HeBiANOBIAHICTIO (i3HOUUTAHHST) B MEXaX 0AHOro
(10x1) y 6nictepax CTIO "®apmaLiesTuuHa AOKYMEHTA 38 PO3AINOM «PO3UMHEHHS>
"PapmaLeBTn KOMMaHis
YyHa KoMnaHis "3popoB’a",
"3popoB’a" YKpaiHa;
ToBapucTBo 3
06MexXeHo

BiANOBIAANbHICTIO
"®APMEKC I'Pyn",
YkpaiHa
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89. | JIENKOBOPU PO34YMnH AN iH'EKLN, TeBa I13painb AT YropwpmHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/5402/01/01
H-TEBA 10 mr/mn no 5 mn dapmaLeBsTik dapmaLeBTUUHWI 3MiHM | TNy - NOAIaHHS OHOB/IEHOTO cepTudikaTa peyenmom
a60 no 10 M1y an IHgacTpia 3asog TEBA BignoBigHOCTI EBponeiickkili hapmakonei gnst AdI; ana
cpnakoHax Ne 1y nra. BUXIAHOIO MaTepiasny/peareHTy/npoMiKHOro NpoayKTy, Lo
KopoGLj BMKOPUCTOBYIOTLCS Y BUPOOHUUTBI ADI; An1a AONOMDKHOT
peyoBUHM - nofaHHs oHosneHoro CEP (R1-CEP 1996-
055-Rev 05) gns A®l Calcium folinate Big,
3aTBEPAKEHOr0 BUPO6HUKA 3i 3MIHOK Ha3BU; 3MiHW | Tuny
- 3MiHa y MeTogax BunpobyeaHHs A®l abo BMXigHOTO
marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETbLCA Y NPOLLECi BUPO6GHMLTBA ADI
(BK/THOYAKOYM 3aMiHy ab0 LOMOBHEHHS) A1 peareHTy, Lo
He CMPUYMHSIE ICTOTHOTO BN/MBY Ha AKiCTb AdPI) -
[ofaBaHHA TUTPYBa/ILHOTO PO3UMHY A0 MeToay EP, wo
BUKOPVCTOBYETLCA [/151 BU3HAYEHHSI BMICTY BOAW; 3MiHW |
TMny - 3MiHa y MmeTogax eunpobysaHHa APl abo
BUXiAHOTO MaTepiasly/NpoMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETHLCA Y NpoLieci BUPo6HMLTBA AD|
(BunyyeHHss meTogy BUNpoOyBaHHA ANs
Adl/peareHTy/NnpoMiXHOro NPoAyKTY, AKLLO
anbTepHaTUBHUI METO[, BXE 3aTBEPKEHNIA) - 3aMiHa
BHYTPILLHIX METOAIB BU3HAYEHHS X/IOPUAIB | BAXKKMX
mMeTanis BignosigHumm metogamu EP
90. NIHE30NI1A4, NMOpOLLOK MNAT YkpaiHa HeynaHp, IHais BHECEHHS 3MiH [0 peecTpavyjiiiHnux maTtepianis: 3MiHu | - UA/
(cy6eTaHujs) y "ranuucapm” Na6opartopi3 TMny - 3MiHa HalilMeHyBaHHSA Ta/abo MicLie3HaX0MKEeHHS 11933/01/01
NoABINHWX nakeTax 3 Nimiten BMPOGHMKa (BK/TOUAOUM 3a HEOOXigHOCTI Micue
nonieTUneHy MPOBE/IeHHS KOHTPO/IIO AKOCTI) 460 nocTavanbHuka AdI
BUCOKOI LLi/IbHOCTI _ abo aitouoi peLIOBI/I_HI/I/BI/IXI,qHOFO
NS BUPOGHILTBA MaTeplany/peareHTy/np0M|>KH0(o npoayKkTy, Wo
CTEPUABbHIX 3aCTOCOBYHOTLCA Y BMpoGHmuTB! AdI a_60 Adirouor
NKapCHKIX oM peyvoBUHM (:ia BiAiCyTHOCTI cepT_mcpmaTa BiANOBIAHOCTI
€sponelicbkili hapmakonei y 3aTBepikeHoMy
peecTpauiiHoMy A0Cbe) (3MiHa lopUANYHOT agpecu
BMPOOHMKA Ta 3a3HAYEHHS B peecTpauiiHuX OKyMeHTax
2 afipecu - 1PUANYHOI Ta apecu MicLs BUPOOHULTBA,
agpeca BUPOOHMYMX NAOLLAA0K 3anumniacs 6e3 3MiH)
(TepMiH BBEAEHHS 3MiH - MPOTArOM 6-TK MicAUIB nicns
3aTBEPMKEHHS)
91. NIPA® PO34YUH AN iH'EKLN, MNAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/
1000 mr/4 mn no 4 "dapmak” 3MiHM | TUny - FOTOBWIA Nikapcbkuii 3aci6. Bupo6GHMLTBO. peyenmom 13370/01/02

M B amnynax Ne 5,
Ne 10 y nauuj; Ne
5x1, Ne 5x2 y
6nicTepax y nauui

3MiHa po3mipy cepii (BKNOYatoun ianasoH po3mipy cepir)
roToBOro Nikapcbkoro 3acoby (36inbLueHHs no 10 pasis
NOPIBHSIHO i3 3aTBEPAKEHMM PO3MIpOM cepii); 3MiHu |l
Tuny - A®| abo gitoya peyoBrHa. BupobHMUTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO NPOAYKTY/peareHTy,
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Ne
n/n

Ha3ssa
JlikapcbKo20
3acoby

dopma BuUIyCKYy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsioYyeHHs

LLI0 BUKOPUCTOBYETHCA Y BUPO6HMYOMY npoueci A®| abo
4itoyoi pevoBuHU, abo 3MiHa BUPOGHUMKa (BKIOUatouu, ae
Heo©bXifHO, MicLie NPOBEAEHHSA KOHTPOIO aKocTi) APl abo
Aitoy0i pevoBMHM (3a BiACYTHOCTI cepTudiikata
BiANOBiAHOCTI EBponelichbkii hapmakonei y maTepiasiax
peecTpauiiHoro focke) (BBeAEHHS HOBOTO BUPOGHMKA
A®| abo fitouoi pe4yoBUHM 3 HaAAHHAM MaTepiasliB
peecTpadiiHoro focke (Mactep-chaiina) Ha fitouy
peyoBUHY) - 3amiHa AiNbHULi BUpOOHULTBA A1A
3aTBEPAKEHOr0 BUPOBGHUKA 3 BIANOBIAHUM Y3rO[MHKEHHAM
crneundikavii i MeToaiB BXIQHOTO KOHTPO/IIO; 3MiHUM Il Tuny
- 3MiHM 3 iKOCTi. TOTOBWIA Nikapcbkuii 3aci6. 3MiHn y
BMPO6HULTBI. 3MiHN BUNpoOyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig yac BUpo6HULTBA
rOTOBOrO /iKapCbKOro 3acoby; CynyTHSA 3MiHa: 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpOb roTOBOro
nikapcbKoro 3aco6y. 3MiHa napamMeTpiB cneuudikadiii
Ta/abo f0oNyCTMMUX MEX rOTOBOrO fiKapCbKoro 3acoby;
3MiHu 3 sKocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTpob
roTOBOrO JliKapCbKOro 3acoby. 3miHa y metogax
BMNPOBYBaHHA rOTOBOrO /1iKAPCLKOro 3acoby (iHLWi 3MiHN
y MeToax BunpobyBaHb (BK/IOYatoum 3amiHy abo
[ONOBHEHHS))

92.

NIPA®

PO3YMH ANS iH'EKLN,
500 mr/4 mn no 4 mn
B amnynax Ne 5, Ne
10 y nauui; Ne 5x1,
Ne 5x2 y 6nictepax
y nauui

MAT
"®Papmak"

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiais:
3MiHK | TUMy - FOTOBWIA Nikapcbkunii 3aci6. Bupo6HMLTBO.
3MiHa po3Mipy cepii (BkoYatoun AianasoH po3Mipy cepir)
roTOBOro MikapcbKoro 3acoby (36inbLeHHs go 10 pasis
NOPIBHSHO i3 3aTBEPAKEHVUM PO3MipOM cepii); 3MiHu |1
Tmny - A®l abo gitoya peyosuHa. BupobHMuTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO NPOAYKTY/peareHTy,
LLI0 BUKOPUCTOBYETHCA Y BUPO6HMYOMY npoueci A®| abo
[Lito4oi pevoBuHU, abo 3MiHa BUPOGHMKaA (BKIOUatoum, ae
HeobXifHO, MicLie NpoBEeAEHHSA KOHTPOIO aKocTi) APl abo
Aitoy0T pevoBMHM (3a BiACYTHOCTI cepTudiikata
BiANoBiAHOCTI EBponelichbkiit hapmakonei y maTepiasiax
peecTpauinHoro Aockbe) (BBEAEHHS HOBOTO BUPOOHMKA
A®| abo fitouoi peHoBUHM 3 HaAAHHAM MaTepiasiB
peecTpawdiiHoro focke (Mactep-chaiina) Ha fitouy
PeyoBUHY) - 3amiHa AiNbHWLi BUpOOHMLTBA 415
3aTBEPAKEHOr0 BUPOBGHMKA 3 BiANOBIAHUM Y3rOMKEHHAM
crneundikavii i MeToaiB BXIAHOTO KOHTPO/IIO; 3MiHM Il Tuny
- 3MiHu 3 sKOCTi. FOoTOBMIA NiKAPCbKUA 3aci6. 3MiHN y
BMPOOGHULTBI. 3MiHN BUNpoOyBaHb abo AOMYCTUMUX MEX,
BCT@HOB/EHMX Y cnevmdikadisx, nig yac BMpobHMUTBa
rOTOBOrO /iKapCbKOro 3acoby; CynyTHS 3MiHa: 3MiHu 3
AKocTi. [oTOBWIA Nikapcbkuii 3aci6. KOHTpOb roTOBOro
nikapcbKoro 3aco6y. 3MiHa napamMeTpiB cneuudikadiii
Ta/ab0 foNyCTMMUX MEX rOTOBOrO fiKapCbKOoro 3acoby;

3a
peyenmom

UA/
13370/01/01
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Ne
n/n

Ha3ssa
JlikapcbKo20
3acoby

dopma BuUIyCKYy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsioYyeHHs

3MiHu 3 sKocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTpob
roTOBOrO JliKapCbKOro 3acoby. 3miHa y metogax
BMNPOBYBaHHA rOTOBOrO /1iKAPCLKOro 3acoby (iHLWi 3MiHN
y MeToax BunpobyBaHb (BK/IOYatoum 3amiHy abo
[ONOBHEHHS))

93.

NIPA®

PO34MH OpasibHUIA,
100 mr/mn no 30 mn
a6o 60 mny
donakoHi, no 1
donakoHy y nauui

MAT
"®Papmak"

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiais:
3miHu Il Tuny - A®I abo gjtova peyoBmHa. BupobHuuTBO.
3MiHa BUPOGHMKA BUXiZHOro/MPOMKHOIo
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
BMPOGHMYOMY npolieci A®I abo aitoyoi pevoBrHu, abo
3MiHa BUPOGHYMKa (BKNtOYatouu, ae HeobxigHo, micue
NpoBefeHHs KOHTPO/TI0 sKkocTi) AP| abo AjtoUoi pevyoBuHM
(3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI EBponeichKiii
thapmakonei y MaTepiasiax peectpaviliHoro fochbe)
(BBEAEHHSA HOBOrO BMPOGHMKAa AP| abo fAjtouoi peyoBMHN
3 HafaHHAM MaTepiasiB peecTpayiiHoOro Aocbe (MacTtep-
(paiina) Ha fjitouy peyvoBUHY) - 3aMiHa [i/bHUL
BVMPOGHMLTBA A5 3aTBEPAKEHOIO BUPOOHMKA; 3MiHW I
Tmny - 3MiHn 3 akocTi. A®l. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y Npoueci BUpobHuuTea A®L; 3minm 1l
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
KOHTposb roToBoro fikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo LONYCTUMMX MEX
rOTOBOrO /iKapCbKOro 3acoby; CynyTHS 3MiHa: 3MiHu 3
AKocTi. [oTOBWIA Nikapcbkuii 3aci6. KOHTpOb roTOBOro
nikapcbKoro 3acoby. 3mMiHa y MeToax BUnpobyBaHHS
rOTOBOrO /1iKapCbKOro 3acoby (iHLWi 3MiHM Y MeTogax
BMNPOO6YBaHb (BKIOYAKUM 3aMiHy ab0 AONOBHEHHS))

3a
peyenmom

UA/
13370/02/01

94.

NOPATAZVIH-
3/10POB'Al

cupon, 5 mr/5mn no
100 M y donakoHi;
no 1 cpnakoHy 3
MipHOIO JTIOXKOK B
KOpoO6Li 3 KApPTOHY

ToBapucTeo 3
06MEXEHO
BignoBiganbHi
CTHO
"®apmaueBTu
YyHa KoMnaHis
"3n0poB'a”

YkpaiHa

BCi cTagii
BMPOGHMLTBA,
KOHTPO/1b SIKOCTI,
BMNYCK Cepii:
ToBapucTBo 3
06MeXeHot
BiANOBIAA/bHICTIO
"PapmaueBTnYHa
KOMNaHist
"3p0pos'a”, YkpaiHa
BCi cTagji
BMPOOHMLTBA,
KOHTPO/1b SIKOCTI:
ToBapucTtBo 3
06MEeXeHO0
Bi4NOBIAANBLHICTIO

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKili XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUii Ans
MeZJMYHOro 3aCTOCyBaHHS
reHepnyYHUX/ribpuaHNx/6ionofibHNX nikapcbkmx 3acobis
nicnsi BHECEHHS Tiel camoi 3MiHN Ha pedpepeHTHWA
npenapart (3mMiHa He NoTpebye HafaHHA XOLHUX HOBMX
[04aTKOBUX flaHnX) (BHECEHHA 3MiHW [0 iHCTPYKUiT Y
po3ainu: MNMokasaHHs, PapmakoorivyHi BNacTMBOCTI,
MpoTunokasaHHa, B3aemogis 3 iHLWMMK NiKapCbKUMn
3aco6amu Ta iHWi Buan B3aemogiin, Oco6mBoCTi
3acTocyBaHHS, 3acTocyBaHHA y nepio BaritTHoOCTi abo
rogyBaHHs rpyaao, 34aTHiCTb BIMBATU Ha LBMAKICTb
peakLii Npn kepyBaHHiI aBTOTPaHCMOPTOM ab0 iHLWNMK
MexaHizmamu, Mepeno3sysaHHs, Mob6iyvHi peakwii, 3rigHO 3
iHhopmaLieo WoA0 MeaNYHOro 3aCToCyBaHHS

6e3
peuenma

UA/0100/02/01




niKkapcbkux copm y
MiLLIKaxX

thaiina Ha A®I, abo noctavasibHuka A®I/BrXifHOTO
marepiany/peareHTy/npoMikKHOro NpPoAyKTy, Lo
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a BiAcyTHOCTI cepTudikata
BiANoBigHOCTI €Bponeiicbkili hapmakonei y
3aTBepAXEHOMY [0Cbe, a60 BUPOOHMKA HOBOT
[0NOMDKHOT PEUOBMHM (SIKLLLO 3a3HAYeHO Y A0CkE) (3MiHa
HaliMeHyBaHHSA Ta agpecu BMPOGHMKa, 6e3 3MiHM MicuA
BMPO6HMLTBA); 3MiHM | TUny - 3MiHK 3 skocTi. ADI.
KoHTponb A®l. 3miHa y MeToAax BunpobysaHHsA APl abo
BMXiAHOrO Matepiany/npoMiKHOro NpoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTea A®! (iHLwi
3MiHM Y MeToAax BUNpobyBaHHA (BK/IHOYaoun 3amiHy abo
[0NoBHEeHHS) AdD| abo BYXiZHOro/MPOMIKHOrO NPOAYKTY)
(3MiHM Yy MeToAax KOHTPOJIKO AKOCTI 3rif4HO 3 BUMOramu

MoHorpadii Ad®Y "JlboHy HaciHHS" Ta Sk Hacnifok,
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Ne Hassa dopma BUMYCKY 3asasHuUk Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka ¢hopma, sidnycky | peecmpayiiin
3acoby ynakoska) 020
nocsio4YeHHs
"XapkiBcbke pedepeHTHoro (KNTAPUTWH) nikapcbkoro 3acoby)
hapmaueBTUYHe (TepmiH BBEAEHHSA 3MiH - NPOTAroM 3-X MicALiB nicns
nignpUEMCTBO 3aTBEP/PKEHHS)
"300poB'a Hapoay",
YKpaiHa
95. NOPATAAWH- | cupon, 5 mr/5Mn no ToBapucTBO 3 YkpaiHa BCi cTagji YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHux maTtepianis: 3MiHu | 6e3 UA/0100/02/01
340POB'A 100 M y hnakoHi; 06MEXEHOI0 BUPOGHMLTBA, UMy - 3MiHK 3 SiKOCTi. FOTOBMIA Jlikapcbkuii 3aci6. peuyenma
no 1 conakoHy 3 BiAnoBiganbHi KOHTPO/1b AKOCTI, CrabinbHiCTb. 3MiHa y TepMiHax npugatHocTi abo ymosax
MipHOIO J1I0XKOIO B cTHo BUNYCK Cepii: 36e_piraHHﬂ roTOBOTO /iKapCLKOro 3aco6y (36iNbLUeHHs
KOpOGL|j 3 KApPTOHY "MapmaLlesTn ToBapucTBO 3 TEepMiHy NPUAATHOCTI FOTOBOrO NiKapCHKOro 3acoby) - Ans
UHa KoMnaHis O06MENKEHOIO TOProBoi ynakoBku (MiATBEPMAXYETHCA AaHUMU PeaslbHOro
"3n0poB's” BIANOBIAANLHICTIO yacy) _(36inbLugHHﬂ TepMiHy np_M,anHOCTi r3s 2—_x fao 3-x
"bapMaLeBTMUHA pokie (TepMiH BBEAEHHA 3MiH - NPOTATOM 3-X MiCALB
KOMMaHis nicns 3aTBepAXeHHS)
"340poB'a”, YkpaiHa
BCi cTagji
BMPOGHULTBA,
KOHTPO/1b SIKOCTI:
ToBapucTBO 3
06MexeHoto
BiANOBIfa/IbHICTIO
"Xapkiscbke
hapMaueBTUYHE
nigNPMEMCTBO
"300poB'a Hapoay",
YkpaiHa
96. NbOHY HaCiHHSA MpAT YkpaiHa MpAT "Niktpasn" YkpaiHa BHECEHHS 3MiH [j0 peecTpaujiiiHux maTepianis: 3miHu | - UA/5678/01/01
HACIHHA (cy6eTaHuia) ans "Niktpasu" ™My - AAMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
BMPOGHMLTBA Ta/abo agpecu MicLa NPOBaMKEHHS AiSNbHOCTI
HecTepubHMX BMPOGHMKa (BKOYakouM, 3a HEO6XiAHOCTI, MicLie
NPOBEAEHHA KOHTPOJIO AKOCTI), 60 BlacHWKa macTtep-




120

Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
BHECEHHS BignoBigHVX 3MiH Ao Cneuudikauii: BBeAEeHHS
n. «[oka3HMK HabyxaHHs» Ta N. «HaciHHA 3i TbMSHO
LUKIPKOIO»; NpUBEAEHHS METO/IB BUNPOOYBaHHS 3a M.
«laeHTudikauis B (Mikpockonis 3 4ONOBHEHHAM
intocTpauisgmun)», «3ona 3aranbHa», «BTtpaTta B maci npu
BUCYLLYBaHHI», «Badkki meTanu: Kagmiii» fo Bumor
MoHorpadii AdY "JIboHy HaciHHSA"; . «4uncnosi
NOKa3HWKM»); 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHN.
3MiHa HalimeHyBaHHA Ta/abo agpecu 3asBHUKA
(BnacHvKa peecTpauiiiHoro noceigyeHHs) (3MiHa Ha3Bu
Ta afpecu 3asBHNKa)
97. | MANIbTO®EP | Tabnetkv XyBasibHi Bichop LBeiiuapi Bidop C.A., LLiseiiuapist BHECEHHS 3MiH A0 peecTpauiiiHix MaTepianis: 3a UA/5869/02/01
® no 100 mr Ne 30 (IHTepHeLLHN) 9 Lseiiuapisi; Bidhop 3miHu | TMny - 3MiHa NapameTpiB cneuudikauii Ta/abo peuenmom
(10)(3) y 6]'IiCTean IHK. (|HTepHeIJJH}'|) IHK. [OMYCTUMMUX MEX rOTOBOTO JTIKapCbKOro 3acoby - 3MiHW 40
p. "OAHOPIAHICTb [030BaHMX OAUHULL" NPUBELEHHS A0
Bumor EP
98. MEBCIH kancynv no 200 wr, OpraHocuH IHais CiHmeauk IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/8968/01/01
PETAPA® no 10 kancyn y Naiicp Na6opaTtopis, IHajs; Tvny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs peyenmom
6nicTepi; no 3 CaeHeus MBT. MaiinaH Ta/abo afpecy MicLs NPOBAKEHHS AifNBHOCTI
GricTepy y nauj 3 nTa. Na6opartopi3s BMPOGHUKa/iMnopTepa roToBoro NikapCeKoro 3acoby,
KapTOHY Nivites, IHgjs; BK/IHOHAI0HM AIIbHNL BUMYCKY c_epl'l' 61_60 micue
EsepTogpkeH Nlaiid npoBe/ieHHs KOHTPO/II0 AKOCTI. (AIANLHICTL, 3a Ky
CaeHcns NliviTen Bidnosigae BI/IE)OGHI/IK/IMI'IOpTep, BK/TIOYAI0UN BUMYCK
IHzis ’ cc_epm) (3miHa HaiiMmeHyBaHHs BMPOOHUKA F/j3, 6e3 3MiHu
micusa BupobHMLUTBa) (TepMiH BBEAEHHS 3MiH - MPOTAroM
3-x MicsILiB nicns 3aTBEPAKEHHS)
99. MEBCIH kancynv no 200 wr, OpraHocuH IHais CiHmeauk IHais BHECEHHS 3MiH 0 peecTpaviiiHux maTtepianis: 3MiHu | 3a UA/8969/01/01
PETAPA® in bulk: no 1000 Naiidp Na6oparopis, IHais; TNy - AAMIHICTPATUBHI 3MIHW. 3MiHA HaliMeHyBaHHs peyenmom
TabneTok y naketax | CaeHcu3 MBT. MaiinaH Ta/abo afpeck MicLs NPOBaKEHHSA AifNbHOCTI
nTa. Na6opartopis BUPOGHMKa/iMNopTepa roToBOro NikapcbKoro 3acoby,
Nimiteg, Hgis; BK/IHOYA0UN AiNbHUL Bunycky c_epi’l‘ a\_60 Micue
EsepTomkeH Naiid MPoBe/EHHs KOHTPOJIHO AKOCTI. (AIANLHICTb, 3a Ky
Caencns Nliviten BiAnoBiAae BVIBO6HVIK/IMI'IOpTep, BK/TO4AI0YI BUMYCK
Ingis ’ cgpm) (3miHa HaiMeHyBaHHs BMPOBHUKaA rns, 6e3 3MiHK
Micusa BUpo6HMLUTBA) (TEpMiH BBEAEHHS 3MiH - NPOTAroM
3-x MicsiLiB nicnsl 3aTBEPAKEHHS)
100. | MEKCUKOP® kancynv no 100 mr TOB Pociiicbka | TOB "Maki3-®apma”, Pocilicbka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/4971/02/01
Ne20 (10x2) y "Ekodapmlus | degepauis Pocilickka depnepaus/ Tuny - FoToBWiA Nikapcekuii 3aci6. BupoGHULTBO. 3MiHM, | peyermom
6nic'repax ect" cbep'epau'iﬂ; praTHa LLIO CTOCYHOTbCSA BUMYCKY Cepil Ta KOHTPO0 AKOCTI
MpAT "TexHonor", roTOBOro /liKapcbKoro 3acoby (3amiHa abo goAaBaHHsA
YkpaiHa BMPOGHMKA, BiAMOBIAa/ILHOMO 3a BUMYCK cepii) -

BK/IO4A0UM KOHTPO/Ib/BUNPOGYBaHHS cepii (BBEAEHHS
[04aTKoBOI AinbHUL BUpo6HMUTBA MpAT "TexHonor",
YkpaiHa); 3miHu | Tuny - 3MiHM 3 sikocTi. FoToBWiA
nikapcbkuii 3aci6. 3MiHM y BUPO6HMUTBI. 3amiHa abo
BBEJEHHS A0AATKOBOI Ai/IbHULi BUPOOHULTBA AN
4yacTuHK abo BCbOro BUPOBHMYOro NPOLECY rOTOBOrO
NiKapcbKoro 3acoby (AinbHMUSA, Ha siKi NpoBOAATLCS
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
6yab-sIKi BUPOOHUYI CTagjl, 3a BUHATKOM BUMNYCKY CepiiA,
KOHTPO/IH0 SKOCTi, NEPBMHHOTO Ta BTOPUHHOTO NakyBaHHS,
AN HecTepubHUX Nikapcbkunx 3aco6biB) (BBEAEHHS
[04aTKoBOI AinbHUL BUpo6HMUTBa MpAT "TexHonor",
YkpaiHa); CynyTHsi 3MiHa - 3MiHU 3 IKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3amiHa abo
BBEEHHSA AOAATKOBOI AiNbHULI BUPOGHMLTBA A5
4yacTuHK abo BCbOro BUPOBHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHWUUA 4151 BTOPUHHOTO
nakyBaHHS); - 3MiHM 3 SKOCTi. F0TOBUIA NiKapCbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3amiHa abo BBeAEHHS 10AATKOBOI
AiNbHULI BUPOBHMLTBA 1 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOrO /iKapCbKOro 3acoby
(4inbHULA 0N NEPBUHHOIO NakyBaHHS) (BBEAEHHS
[04aTKOBOI finbHULi BUpo6HMLUTBA MpAT "TexHonor",
YKpaiHa)
101. | MEMAHTWVH TabneTku, BKPUTI TeBa I13painb Bupo6bHuLTBO 32 I13pains/ BHECEHHS 3MiH 10 peecTpavjiitHux maTtepianis: 3MiHu | 3a UA/
10 - TEBA NiBKOBOHO dapmaueBTik MOBHUM LMK/IOM: YropwpmHa Tvny - 3MiHa TOProBesIbHOT Ha3BM NiKapPCLKOro 3aco6y peyenmom 14465/01/01
060/10HKOI0, N0 10 an lHgacTpis Tesa (6yno - HOOMXXEPOH-TEBA); 3mitu | Tuny - Jlikapceki
mr Ne30 (10x3) y nrg, dapmaLeBTikan 3aco6u. 3miHa y K_opomﬁ XapakTepucTuL,i nikapcbkoro
6nicTepax IHgacTpis JItg,, 3acoby, |Hc_prK|_u'|' 415 MENYHOrO 3aCTOCYBaHHs abo
I3painb ~MapKyBaHHi ynakosok (iHLyi 3MIHVI) (pos,qlneHHﬂ TeKcTy
MepeuHHa Ta IHCTPYKLIi (OKpeMo 3aTBEPANTY IHCTPYKUit0 MEMAHTWVH
BTOPUHHA YNAKOBKa, 20 - TEBA), BHECEHHS iHchbopmawii 3 6esnekn
Iy 3aCTOCYBaHHS [il040T POYOBUHY MEMAHTUHY
KOHTPO/IL AKOCTL: rigpoxnopug); 3mMiHu | Tuny - 3miHu Woao
Tesa 6e3nekun/edeKTMBHOCTI Ta hapmakoHarnsy. 3miHa y
bapmauesTikan KOPOTKili XapaKTepucTuLi Nikapcbkoro 3acoBy, TeKcTi
|H.U'aCTp_|.3 nra., MapKyBaHHS Ta iHCTPYKLLT 47151 MEIMYHOTO 3aCTOCYBAHHS
I3painb Ha nigcTaBi peryssipHO OHOB/IOBAHOIO 3BIiTy 3 6e3nekn
MepBnHHa Ta nikapcbkoro 3acoby, abo focnimxeHb 3 6e3neku
BTOPUHHA YNakoBKa, 3acToCyBaHHS NiKapcbKoro 3acoby B nicnspeecTpauiiiHuii
KOHTPO/Ib SIKOCTI, nepiog, abo sk pe3ynbTar OUiHKMN 3BiTY 3 JOC/iLKEHb,
BUNYCK Cepii: npoBefeHnX BigNoBIAHO A0 NAaHy nefiaTpUyHmX
AT pocnigpxeHs (PIP) (iHwi 3MiHK) (3MiHW 40 IHCTPYKUIT ANs
(DapMaU'eBTVILIHVIIZ MEeAMYHOro 3aCTOCyBaHHSA y po3ainu: Nepeao3yBaHHs.
3aBog, TEBA, 3acTocyBaHHS B nepiof BaritTHOCTi abo rogyBaHHs
YropimHa rpyaato (TepMiH BBEAEHHS 3MiH - MPOTAroM 3-X MicsiLiB 3
[aTv 3aTBEpPAKEHHS)
102. | MEMAHTUH TabneTkun, BKPUTI TeBa I3painb Brpo6HULTBO 3a I13paine/ BHECEHHS 3MiH 0 peecTpauiiiHix MaTepiasis: 3MiHu | 3a UA/
20 - TEBA MiBKOBOKO dapmaLesTik MOBHUM LIMK/TOM: YropluHa TUNy - 3MiHa TOProBesIbHOI Ha3Bu JlikapCbkoro 3acoby peyenmom 14465/01/02
060/10HKO0, N0 20 an IHgacTpis TeBa (6yno - HOOXXEPOH-TEBA); 3mitu | Tuny - Jlikapcbki
mr Ne30 (10x3) y nTa. dapmaLeBTikan 3acobum. 3MiHa y KOpOTKiii xapakTepucTuLi Nikapcbkoro
6nicTepax IHgacTpis 14, 3aco6y, IHCTPYKLIT AN1s1 MEeNYHOrO 3acToCyBaHHs abo
I3painb ~MapKyBaHHi ynakoBok (iHwwi 3MIHI/I) (po3,c_|,|neHH;| TekcTy
MepeuHHa Ta IHCTPYKLi (OKpeMo 3aTBepAnTH IHCTPYKUito MEMAHTUH
20 - TEBA), BHeCeHHS iHhopMmaLlii 3 6e3neku
BTOPWHHA

yNakoBKa,KOHTPO/Tb

3aCTOCYBaHHS fjl040i POYOBUHU MEMAHTUHY
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HimeuuunHa

Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
SAKOCTI: rigpoxnopug); 3miHun | Tuny - 3miln Wwoao
TeBa 6e3nekn/edheKTUBHOCTI Ta hapMakoHarniagy. 3miHa y
dapmavesTikan KOPOTKili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTI
IHgacTpi3 174, MapkyBaHHs! Ta IHCTPYKUIT 4119 MegnyHoro 3aCTOCyBaHHS
I3painb Ha niAcTasi perynspHo OHOB/OBAHOTO 3BIiTY 3 6e3neku
MepeuHHa Ta niKapCbKorq 3acoby, abo ,qocni,cpK_eHb 3 6e3neKv_|v 5
BTOPUHHA YNaKoBKa, 3aCTOCYBaHHA ikapCLKOro 3ac96y B nicnspeecTpaLiiHmii
KOHTPO/Tb SKOCT] nepios, a60 K Pe3yNbTAT OLHKM 3BITY 3 JOCTIKEHb,
BINYCK Cepil: ' NPOBEe/eHNX BIANOBIAHO A0 NNaHy NeAiaTPUUHNX
AT ) pocnimkeHb (PIP) (iHwi 3MiHM) (3MIHVI 00 IHCTPYKUii Ans
. MeAMYHOro 3acTocyBaHHA y po3ginu: MNMepeaosyBaHHS.
®dapmaleBT4HMi 3acTocyBaHHs B Nepiog, BariTHOCTi a6o rofyBaHHs
3aBof, TEBA, rpyaato (TepMiH BBEEHHS 3MiH - NPOTATOM 3-X MiCAL|B 3
YroplmHa [aTun 3aTBEPKEHHS)
103. | MEMAHTWUH- TabneTkun, BKPUTI MNIBA Xopsarist TOB TeBa MonbLa BHECEHHS 3MiH [0 peecTpaujiitHux maTepianis: 3a UA/
TEBA NNiBKOBOO XpBatcka OnepeiilH3 MonaHg, 3MiHN | TVMy - 3MIHW [0 IHCTPYKUIT AN MEAN4HOTO peyenmom 14090/01/01
060/10HKOIO, N0 10 4.0.0. 3acTocyBaHHA y po3ainu: OcobanBOCTI 3aCTOCYBaHHS
mr Ne 30 (10x3), Ne Mepeno3yBaHHs, 3rigHO iHopMaLii Wwoao 6e3neku
60 (10x6) y 3aCTOCYBaHHS [il040T PEYOBUHY MEMAHTUHY
6nicTepax rigpoxnopug,. BB(?,quHﬂ 3MiH npoTarom 3-x micsuis
nicns saTBepAKeHHsA
104. | MIKAPONC® Tabnetku no 80 mr Bepinrep HimeuunHa BepiHrep HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3MiHu | 3a UA/2681/01/01
Ne 14 (7x2), Ne 28 IHrenbxaim IHrenbxaiim dapma Ipeyist TINy - AAMIHICTPATVBHI 3MiHW. 3MiHa HaliMEHYBaHHS peyenmom
(7x4) y 6nictepax [HTepHeLIHN rm6X i Ko. KI, Ta/abo afpecy MicLs NPOBAKEHHS AifNBHOCTI
rM6X HimeuunHa: BMPOGHUKA/iMNOpTEpPA rOTOBOTO J1iKapCLKOro 3acoby,
BepiHrep BKJ/THOYAOUM AiNbHML BUMYCKY cepii abo Micue
[Hrenbxaiim Ennac MPOBE/IeHHS KOHTPO/TI0 AKOCTI. (BiANbHICTb, 3a AKY
AE., pewjs BiANOBiAaE BUPOGHMK/IMNIOPTEP, BKIOYAKOUN BUMYCK
' cepiin) (NMp1BEAEHHST MiCLIE3HAXO4KEHHST BUPOOHMKA
BepiHrep IHrenbxaiim ®apma Mm6X i Ko. K, HimeuunHa y
BIANOBIAHICTb A0 BUCHOBKY LL0A0 MiATBEPAKEHHS
Bi4NOBIAHOCTI BUPOGHMLTBA NiKapCbknx 3acobiB BUMOram
HaseXxHoi BUPo6HUYO0i npakTukm (GMP), BugaHoro
[lepxaBHoto cnyx6010 YKpaiHu 3 NikapcbKux 3acobis 3
nepenikom /13, 6e3 3miHy1 Micusi BUpoOHULTBA); (TepMmiH
BBE/EHHS 3MiH - MPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS)
105. | MIKAPOUCIIN | TabneTtku, 40 BepiHrep HimeuunHa Bupo6HuuTBO, Himeuunna/ BHECEHHS 3MiH [0 peecTpavujiiiHnx maTtepianis: 3MiHu | 3a UA/0465/01/01
OC® mr/12,5 mr Ne 28 IHrenbxaiim nepBuHHe Ta Mpeujs TMNy - ALMIHICTPATMBHI 3MiHW. 3MiHA HaliMeHyBaHHS peuenmom
(7x4) y 6nicTepax [HTepHELLHN BTOPUHHE Ta/abo agpecu MicLis NPOBaKEHHS Ais/IbHOCTI
rM6X nakyBaHHs, BUPOGHMKa/iMnopTepa rotoBoro JiKapcbKoro 3acoby,
KOHTPO/Ib SIKOCTI Ta BK/IHOYaA0UM AiNbHWLI BUNYCKY cepii abo Micue
BUNYCK Cepii: NpoBe/EHHS KOHTPO/TI0 AKOCTI. (AiSNBHICTb, 3a AKY
BepiHrep BiANOBiAae Bmpo6HV|K/|_MnopTep, BK/THOHAIOUMN BUMYCK
IHrenbxaiiv dapma cepil) (I'IpI/IBe,IJ,eVHHFl MiCLie3HaXO/KEHHS Bmpo6HMKa
IM6X i Ko. KI Beplﬂrep IHre_nbxaMM ®apma 'meX i Kq. KT, HimeuunHa y
C BiNOBIAHICTb [0 BUCHOBKY LWOA0 NiATBEPMKEHHS




123

Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
abo BiAMOBIAHOCTI BUPOGHMLTBA JliKapChbknX 3ac06iB BUMOram
BepiHrep HanexHol BupobHu4oi npaktnkn (GMP), BugaHoro
IHrenbxailim Ennac [epxaBHOI CyX60t0 YKpaiHu 3 flikapCbknx 3aco6iB 3
A.E., MpeLjis nepesnikom /13, 6e3 3mMiHM Micus BUpo6HULTBa) (TepMiH
BBEJEHHS 3MiH - MPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS)
106. | MIKAPOUCHN | TabneTtku, 80 BepiHrep HimeuyunHa Bupo6HuuTBO, Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiiHnux maTtepianis: 3MiHu | 3a UA/0465/01/02
OC® mr/12,5 mr Ne 28 IHrenbxaiim nepBuHHe Ta Mpeujs TMNy - ALMIHICTPATMBHI 3MiHW. 3MiHA HaliMeHyBaHHS peuenmom
(7x4) y 6nictepax [HTepHELHN BTOPUHHE Ta/abo agpecu MicLs NPOBAKEHHS! Ais/IbHOCTI
rM6X nakyBaHHs, BUPOGHMKa/iMnopTepa rotToBoro JliKapcbKoro 3acoby,
KOHTPO/Ib SIKOCTI Ta BKJ/IHOYA0UM AiNbHWLI BUNYCKyY cepii abo Micue
BUNYCK Cepii: NpOBe/EHHS KOHTPO/TI0 AKOCTI. (AIANbHICTb, 3a AKy
BepiHrep Bianosinae Bmpo6HV|K/|_MnopTep, BK/1104AKOUMN BUMYCK
IHrenbxalim dapma cenpii) (I'IpI/IBe,D.evHHH MICLIE3HaXO/KEHHS! BUPOGHMKA
IM6X i Ko. KI Beplr_irep IHre_nbxaMM dapma 'meX i Kq. KT, HimeuunHa y
X C BiANOBIAHICTb A0 BUCHOBKY LLOAO NiATBEPLKEHHS
HimedumHa BiANOBIAHOCTI BUPOGHMLTBA NiKapCcbKkux 3acobiB BUMOram
abo HanNeXHoi BUpo6HMYOi NpakTukn (GMP), BuaaHoro
BepLHrep LlepxaBHot cnyx60t0 YKpaiHu 3 Nikapcbkux 3acobis 3
IHrenbxavim Ennac nepenikom f13, 6e3 3MiHu MicLs BUpOGHULTBA) (TepMiH
A.E., 'peuis BBEEHHS 3MiH - MPOTAroM 6-Tv MicALiB nicns
3aTBEPAKEHHS)
107. | MIKCTAPA® cycneHsia ans A/T HoBo [OaHisn Brpo6Huk [Oanis/ BHECEHHS 3MiH [0 peecTpaLjiuliiHix matepianis: 3miHu Il 3a UA/2682/01/01
30 HM iH'eKjiii, 100 MO/Mn Hopgick Hepo3chacoBaHoro | ®paHuis/faHia | Tuny - FOTOBMIA nikapcbknii 3acit. BUpoGHULTBO. 3MiHK, |  peyenmom
no 10 mny NpoayKTy, LLIO CTOCYOTbCS BUMYCKY Cepil Ta KOHTPOSIH AKOCTI

onakoHax Ne 1

HanoBHEHHA B
ch1akoHW, NepBrHHA
ynakoBKa, KOHTPO/1b
AKOCTI Ta
BiANOBigaNbHUIA 3a
BUMNYCK cepili
KIHLLeBOr0 NPOAYKTY:
A/T HoBo Hopgick,
[Jania
Bnpo6HuK npoaykuii
3a MOBHVM LMKIOM:
Hoso Hopgaick
MpogarokcboH CAC,
PpaHLuis
Bnpo6Huk ana
MapKyBaHHA Ta
ynakoBku hN1aKoHIB,
BTOPUHHOIO
naxkyBaHHS:
A/T Hoso Hopgickr,
[Jania

roToBOro fikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
BMPO6GHMKA, BiAMOBIAa/IbLHOMO 3a BUMYCK cepii) -
BK/TIOHAI0UN KOHTPO/Ib/BUNPOGYBaHHSA cepil AN
nikapcbKoro 3acoby 6i010ri4YHOro/iMyHON0r4YHOro
NOXOKEHHS Ta OAVH 3 METOAIB aHani3y, Lo
3aCTOCOBYETLCA Ha AiNbHULL, €
6ioNorivYHNM/IMyHONOTNYHUM/IMYHOXIMIYHUM METOL0M
(BBEAEHHA [OAATKOBOI BUPOGHMYOI AinsHKM HoBO
Hopgick MpogatokeboH CAC, ®paHLisi 418 KOHTPO/I0
sikocTi /13 Ta BUNycKy cepiid); 3MiHu | Tuny - FoToBMIA
nikapcbknii 3aci6. BupobHuLTBo. 3amiHa abo BBEAEHHS
[0AaTKOBOI AiNbHULL BUPOBHMLTBA A/151 YaCTUHN abo
BCbOr0 BUPOGHMYOro NPOLLECY FOTOBOTO J1iKapCbKOro
3acoby (4ibHUUA 4719 BTOPUHHOMO NakyBaHHS)
(BBEAEHHA [OAATKOBOI BUPOGHMYOI AinsHKM HoBO
Hopgick MpogatokcboH CAC, ®paHLis a1 BTOPUHHOIO
nakyBaHHs NPOAYKTY); 3MiHu | Tuny - 3MiHK WoAo
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
(3MiHU BHECEHO LLOA0 BUAASIEHHS TEKCTY PYMYHCBKOH
MOBOI Ha NEPBUHHIN Ta BTOPUHHII ynakoBkax
nikapcbkoro 3acoby. MpoekT MapKyBaHHS ynakoBKu
Bignosigae sBumoram Joaatky 23 MNMopsaky npoBefeHHs
eKkcnepTm3n martepianis Ha nikapcbki 3acobwm, Lo
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
noAaTbCs Ha AepXaBHy peecTpauiio (nepepeecTtpauis),
a TakKoX eKCrnepTn3n MaTtepiasiis Npo BHECEHHS 3MiH [0
peecTpauiiiHix MaTepianiB NpoTArom fAii peectpauiiioro
NOCBiAYEHHS, 3aTBEpKEHOro Hakazam MO3 Ykpainu Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Ykpainu Big,
23.07.2015 Ne 460) (TepMmiH BBEEHHS 3MiH - NPOTArOM 6-
TV MiCALIB Nic/1A 3aTBEPAKEHHS)
108. | MIKCTAPA®30 | cycneHsia ans A/T Hoso JaHis Bupo6HWMK [Oanis/ BHECEHHS 3MiH 10 peecTpavjiitHux maTtepianis: 3MiHu | 3a UA/
HM NEH®IN® | iH'ekuiii, 100 MO/Mn Hopgick Hepo3chacoBaHoro dpaHuis/ Tvny - FOTOBUIA Nikapcbkuii 3aci6. BupobHuyTBo. 3amiHa | peyernmom 12612/01/01
no3mny NPOAYKTY, Dawis/ abo BBeAEHHA A0AATKOBOI AibHUL BUPOGHMLTBA AN
KapTpumkax Ne 5 HamnoBHEHHS B Bpasunis 4aCTMHI 260 BCLOTO BMPOGHMYOTO NPOLIECY FOTOBOTO
MeHgin®, nepeuHHa nikapcbKoro 3acoby (ginbHUUSA ans BTOPUHHOTO
yNaKoBka, KOHTPOJTb nakyBaHHs1) (BBe_p,eHHﬂ [0[aTKoBoi BMpo6HV|L|p'|' LINAHKN
aKOCTi Ta Hoso Hopgaick MpoatokcboH CAC, _CDpaHu,lﬂ ana
BiANOBIAANLHII 33 BTOPMHHOrO NakyBaHHA npo,quTy), 3MiHu | TNy - 3|\{||HV|_
e Loao 6e3nekn/edpeKTBHOCTI Ta chapmakoHarnagy (iHwi
| Bunyck cepin 3MiHM) (MPOEeKT MapKyBaHHA yrNakoBKM Bifnosifae
KIHLLEBOTO TPOAYKTY: BuMoOram flogatky 23 MopszKy NpoBeAeHHs ekcrnepTusm
AIT Hoso Hopgaick, MaTepiasiB Ha nikapcbki 3aCo6M, LU0 NOAAI0THCA Ha
Hais; ] [lepxaBHy peecTpaujto (nepepeecrtpadjis), a Takox
Brpo6HMK npoaykuii eKcnepTM3an MaTepiasis Npo BHECEHHS 3MiH A0
3a NOBHUM LIVK/IOM: peecTpauiiHux MaTepiasiiB NPOTAroM Aii peecTpaviinHoro
Hoso Hopgick NocCBiJYEHHSs, 3aTBepaKeHoro Hakazam MO3 YkpaiHu Big,
MpoatokcboH CAC, 26.08.2005 Ne 426 (y pepakuii Hakasy MO3 YkpaiHu Big,
dpaHuis; 23.07.2015 Ne 460); 3miHu Il TRy - FOTOBWIA flikapCbKuii
Brpo6Huk ans 3aci6. BUpo6HULTBO. 3MiHW, LLO CTOCYOTLCS BUMYCKY
MapKyBaHHS Ta cepii Ta KOHTPO/1I0 AKOCTi FOTOBOTO JikAPCHKOro 3ac06y
yrakosk MeHdin®, (3amiHa abo foAaBaHHsA BUPOOHYMKA, BiANOBILaUTLHOTO 3a
BTOPUHHOTO BUNYCK (_:epi'l') - BK/OYaun |<_0HTp(_)nb/BV||_'|po6yBaH_H;| cepii
NaKyBaHHs: 0151 NiKapCbKOro 3acoby 6IOI'IOFIHHQFO/IMyl-!OﬂOrIHHOrO
A/T Hoso Hopgick MOXO/PKEHHS Ta OAVH 3 METOAiB aHanisy, Lo
. ’ 3aCTOCOBYETHLCS Ha AiNbHUL, €
Aanis; 6i0N0rivYHMM/IMYHONOTYHUM/IMYHOXIMIYHUM METOL0M
B1poGHMK . (BBEAEHHA [OAATKOBOI BUPOGHMYOI AinsHKM HoBO
HeposacosaHoi Hopgick MpoatokcboH CAC, ®paHLjis A5 KOHTPOSIIO
npoAykull, nepsrHHa sikocTi /13 Ta BUNycKy cepiit) (TepmiH BBeAEHHS 3MiH -
Ta BTOpUHHA MPOTAroM 6-TU MicALiB MicNsa 3aTBEPAXKEHHS)
ynakoBka:
Hoso Hopgick
Mpoaykao
dapmaceyTika o
Bpasinb itga.,
Bpasunis
109. | MIPANEKC® Tabnetkn no 0,25 mr BepiHrep HimeuyunHa BepiHrep HimeuumHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3MiHu | 3a UA/3432/01/01
Ne 30 (10x3) y [Hrenbxaiim IHrenbxavim dapma TMNYy - AGMIHICTPATUBHI 3MiHU. 3MiHa HaliMeHyBaHHA peyenmom
6nictepax IHTEepHeLHN vm6X i Ko. KI Ta/abo afjpecu MicLs NPOBa/PKEHHS AifNBHOCTI
rM6X BMPOGHMKa/iMnopTepa roToBoro sikapcbkoro 3acoby,

BK/1HOYaAK0OUM AiNbHMLI BUMYCKY cepii abo Micue
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
NpOBELEHHS KOHTPO/TO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK
cepiit) (NprBefeHHA MicLe3HaxomKeHHS BUpPobHuKa M3
Yy BignoBigHICTb 40 BMCHOBKY L1040 NigTBEPAKEHHS
BiANOBIAHOCTI BUPOOHMLTBA JliKapCbkMX 3ac06iB BUMOram
HaueXxHoi BUPO6HUYOi NpakTukm (GMP), BugaHoro
[lepxaBHoO0 cyx60t0 YKpaiHy 3 Nikapcbkrx 3acobiB 3
nepenikom /13, 6e3 3MiHK MicLA BUPOGHMLTBA); (TepMmiH
BBEJIEHHS 3MiH - NPOTArom 3-x MicsuiB nicns
3aTBEPMAKEHHS)
110. | MIPAMEKC® Ta6neTkn no 1 mr Ne BepiHrep HimeuunnHa BepiHrep HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/3432/01/02
30 (10x3) y IHrenbxaiim IHrenbxavim dapma Tvny - AMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHYBaHHs peuyenmom
6nictepax IHTEPHELUHN rm6X i Ko. KI Ta/abo afpecy MicLs NPOBAKEHHS AifNBHOCTI
rmM6X BMPOOHUKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
BK/IHOYAOUM AiNbHWLI BUMYCKY cepii abo micue
NpoBefEeHHS KOHTPOJTO AKOCTI. (AISNbHICTb, 3a AKy
BignoBiAae BUPOGHUK/IMNOPTEP, BKIOHYAKOUM BUNYCK
cepiii) (MpBeAEHHA MicLe3HaxXomKeHHs BUpobHuka MN3
Yy BignoBigHICTb A0 BMCHOBKY L1040 NigTBEPAKEHHS
BiANOBIAHOCTI BUPOGHMLTBA NiKapcbKkux 3acobiB BUMOram
HauexHoi BUPo6HUYoi npakTukm (GMP), BugaHoro
[lepxaBHo0 cyx60t0 YKpaiHu 3 Nikapcbknx 3acobiB 3
nepenikom /13, 6e3 3miHy Micusi BUpoOHULTBA); (TepMmiH
BBEJEHHS 3MiH - NPOTArom 3-x MicsLiB nicns
3aTBEPAKEHHS)
111. | MOAENb TabneTku, BKPUTI TeBa 13painb BMPOGHMLTBO CyntaHat BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/
TPEHA NAiBKOBOO dapmaueBTik Hepo3hacoBaHol OmaH/ BUNPAB/IEHHS TEXHIYHUX MOMU/IOK Y PO3Aini peyenmom 14092/01/01
060/10HKOI0, Ne 28 an lHgacTpi3 NPOAYKLi, NepBUHHA XopsarTis «MapkyBaHHs» B METOfjax KOHTPO/IIO AKOCTI, MOB'A3aHI 3
(24+4)x1) y 6nicTepi nTa. Ta BTOPUHHA nepeHeceHHsAM iHchopmallii, a came: MpuBeaeHHs y
yNaKkoBKa, KOHTPOSTb BIANOBIAHICTb |chopM_aL|,|'|' wono KaTeropl'l_' BIANYCKY
cepii: OMaH 3a3Ha4yeHoi Ha ynakosLji [0 3aTBep,q>KeHc_>'|' IH'CprKLI,I'I' 3
dapmacbioTikan Me[MYHOTO 3acTocyBaHHs M. 16 «Kateropis Bignycky: 3a
MpopakTc KomnaHi peuenTom»
TOB, CynrtaHaTt
OmaH; 03BN Ha
Bunyck cepii: MNIBA
XpsaTcka 4.0.0.,
XopBarisi
112. | MYKOrEH TabneTku, BKPUTI Makneoac IHais Makneoac IHais BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3a UA/5547/01/01
060/10HKOt0, Mo 100 dapmacbloTi dapmacbloTVKasc 3MiHW | TUMY - BBEIGHHS 260 3MiHM [10 y3ara/lbHeHx peyenmom
Mr no 10 Tabnetoky | kasc Nimites, Nimitep, AGHUX TIPO CncTemy cbapmaKOHarnﬂ,qy (Bmmqamqm
cTpuni: Mo 3 cTpunu KOHTaKTHI AaHi) Ta/abo 3MiHW Y pO3MilLieHHi MacTep-
B KapTOHHil thaiina cuctemun chapmakoHarisgy
ynakoBLj
113. | MYYHMLI nucTa (cybecraHuisa) MpAT YkpaiHa MpAT "Niktpasu" YkpaiHa BHECEHHS 3MiH 10 peecTpayiiiHnx matepianis: 3MiHu | - UA/6259/01/01
nmcT4a y MilLKax, TIoKax ans "Niktpasu" TMNy - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
BMPOGHMLTBA Ta/abo agpecu 3asBHUKa (BN1aCHVKa peecTpauiiiHoro
HECTEPUbHUX noceigyeHHs) (3MiHa Ha3BW Ta agpecu 3asaBHUKa); 3MiHu |
NiKapcbknx hopm TUNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/OYakoUM, 3a HEOOXiAHOCTI, MicLe
npoBefieHHs KOHTPOJII0 SKOCTI), abo BnacHuKa macTtep-
thaiina Ha A®I, abo noctavasnbHuka APl/BrXigHOro
marepiany/peareHTy/NpoOMKHOIo NPOAYKTY, L0
3aCTOCOBYIOTLCA Y BUPOOHULTBI AD| (AKLLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a BiACcyTHOCTI cepTudiikata
BiANoOBIgHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE, a60 BUPOGHMKA HOBOI
[OMOMDKHOT PEYOBMHY (SIKLLIO 3a3HA4YeHO Y A0CbE) (3MmiHa
HaliMeHyBaHHs Ta afpecu BUpoOHMKa); 3MiHu | Tuny -
3MiHM 3 sikocTi. APl KoHTponb A®I. 3miHa y meTogax
BMnpobyBaHHA APl abo BuxigHOro
mMarepiany/npomiKHOro NPoAyKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y npoLieci BUpobHuuTea AP (iHLi
3MiHM y MeTogax BUNpobyBaHHs (BK/IOYakoum 3amiHy abo
[0NoBHEHHS) APl abo BMXiAHOrO/MPOMIKHOrO NPOAYKTY)
(NpvBeaeHHA MeToAiB BUNPOOYBAHHS 3a NOKa3HUKOM
"laeHTudpikayisa C" go Bumor moHorpadii 4PY "MyuHuui
nnera™)
114. | HATPIIO po3uunH Ans iHdpysiii, | ToBapucTso 3 YkpaiHa ToBapucTtso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/8438/01/01
xnoeunp, 9 mr/mn no 100 mn 06MEXEHOI0 06MEXEHOI0 3MiHY | TUMY - 3MiHM 3 sikocTi. CepTudpikar peyenmom
a6o no 200 mn, a6o | BiANOBiAANbHI BiANOBIAANLHICTIO BI,ql'l?BIAH?CTI/FE—CepTM(*)IKaT BIANOBIAHOCTI
no 250 M1, a6o Mo cTio chipma chipma "HoBodhapw- €Bponelicbkii d)apMial_(oneT/MOHorpad)|'|' - nofaHHs
400 MA. a6o 1o 500 "Hosochapm- BiocuHTes" HoBoro CEP gns A®I| Big HOBOro BUPOGHMKA [0 BXe
! . N 3aTBEPAKEHNX BUPOOHMKIB
M1y NAsWKax biocuHTes
115. | HEOFEMOAE3 | po3uvH ans iHdysii ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 3a UA/9724/01/01
no 200 mn, a6o no 06MEXEHOI0 06MEXEHOI0 3MiH | TMNY - 3MiHK 3 sikoCTi. CepTudikar peyenmom
250 mn, a6o no 400 | BignosiganbHi BiAMNOBIAILHICTIO BiAnosiAHoCTIT E-cepudikar BiAnoBigHoCTI
M, a60 no 500 MA Y cTio chipma chipma "Hosodhapm- €Bponelicbkiii CbapMaII(OI'Ie'I'/MOHOFpaCbI'I' - NoAaHHsA
NASILIKAX "Hosochapm- BiocuHTes" Hosoro CEP ans A®I Big HOBOro BUPOGHMKa A0 BXe
BiocuHTes" 3aTBEPAKEHOr0 BUPOBOHMKA
116. | HOBIFAH® TabneTku, BKPUTI O-p Pengi'c IHais O-p Pengi'c IHais BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/5127/01/01
MAIBKOBOIO Na6opartopic NaGopaTopic /174 BUMPaB/IEHHSA TEXHIYHOT NOMWU/IKM Y cneumdikauii meToais peuyenma
060/10HKOI0, M0 10 na KOHTPOJIH SIKOCTi NliKapCbKoro 3acoby n. « TBepAoCTb»
TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHIl1 kopoobui
117. | HOBOMIKC® cycneHsia ans A/T HoBo [Janis BUPOGHMK Oanis/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/4862/01/01
30 iH'ekujii, 100 OL/mn Hopaick Hepo3ghacoBaHoro ®paHujs/ 3MiHK |1 Ty - 3MiHK [0 IHCTPYKLIT AN MegniHoro peuenmom
DONEKCIMNEH® no3 mn y NpoAYyKTY, 5pa3|/|r|i;| 3acTocyBaHHA y po3ginu: dapmakoTepaneBTUyHa rpyna
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Ymosu

Homep

Ne
n/n

Ha3ssa
JlikapcbKo20
3acoby

dopma BuUIyCKYy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayitiH

o020

nocBi0OYeHHs1

KapTpuaxax,
BKNaAeHnX B
0fHOpa30BYy
6araTof030BY
wnpuu-pyydky Ne 1,
Ne 5

HanoBHEHHA B
MeHdin®, nepBuHHa
ynakoBKa, KOHTPO/Ib
AKOCTI Ta
BiANOBigaNbHUIA 3a
BUMNYCK cepili
KIHLLeBOr0 NPOAYKTY:
A/T HoBo Hopgick,
[JaHis; BUpOGHWK
Hepo3shacoBaHol
nNpoAyKu;T,
HanoBHEHHSA B
MeHdin®, nepBuHHa
ynakoska: Hoso
Hoppick
MpoptokcboH CAC,
®paHLisi; BAPOOHMKN
ONs 30MpaHHs,
MapKyBaHHA Ta
yraKkoBKu
dnekcleH®,
BTOPUHHOIO
nakyBaHHs: A/T
HoBo Hopagaick,
[Janis; A/IT Hoso
Hopgick, daHis;
BUPOBHNMK
Hepo3shacoBaHol
nNpoAyKu;T,
HanoBHEHHSA B
MeHdin®, nepsuHHa
ynakoBka Ta
36MpaHHs,
MapKyBaHHA Ta
ynakoBka
®riekcleH®,
BTOPUHHE
naxkysaHHs: HoBo
Hoppaick Mpoaykao
dapmaceyTika oo
Bpasinb fitga.,
Bpasunis

(YTOYHEeHHs1 Ha3BK). PapmMakosIoriyHi BNacTUBOCTI.
Oco611BoCTi 3acTocyBaHHs. Crocib 3acTocyBaHHsA Ta
[1031. BBeieHHA1 3MiH pEKOMEH,0BaHO CKOPOTUTK A0
3-x MicsLiB nicnA 3aTBepAKEHHA

3a

UA/

118.

HOOOXXEPOH
- TEBA

TabneTkn BKpUTI
nAiBKOBOO

060/10HKO 1o 10 mr

TeBa
dapmaueBTik

a lHaacTpi3

13painb

BMPOGHMLTBO 3a
NMOBHUM LMK/IOM:
TeBa

I3pains/
YropuwuHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHuM | TUNY - 3MiHa YNOBHOBaXEHOT 0co6M,

BiNOBifa/1bHOT 3a 34iiCHEHHS chapMakoHarnsay

peyenmom

14465/01/01
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Ne
n/n

Ha3ssa
JlikapcbKo20
3acoby

dopma BuUIyCKYy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsioYyeHHs

no 10 tabnetok y
6nictepi; no 3
6nictepu B kKOpPO6L

nrg

dapmaveBTikan
IHoacTpi3 Nita.,
I3painb; nepsrHHa
Ta BTOPUHHA
ynakoBka,KOHTPO/1b
AKocTi: TeBa
dapmaueBTikan
IHgacTpis Nit4.,,
I3painb; nepBrMHHa
Ta BTOPUHHA
ynakoBKa, KOHTPO/1b
SAKOCTI, BUMYCK cepil:
AT
dapmaueBTUYHNI
3aBog, TEBA,
YropuwmHa

(BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemu thapmakoHarnsgy

119.

HOOOXXEPOH
- TEBA

TabneTkun, BKpUTI
nAiBKOBOO
060/10HKO10, Mo 20
mr no 10 Tabnetok y
6nicTepi; no 3
6nicTepu B KOPOOL

TeBa
dapmaueBTik
an lHgacTpi3

nro

13painb

BMPOGHMLTBO 3a
NMOBHUM LMK/IOM:
TeBa
dapmareBTikan
IHoacTpi3 Nita.,
I3painb; nepBrHHa
Ta BTOPUHHA
ynakoBKa,KOHTPO/1b
AKOCTI: TeBa
dapmaueBTikan
IHoacTpis Nita.,,
I3painb; nepBrMHHa
Ta BTOpUHHA
ynakoBKa, KOHTPO/Ib
SIKOCTi, BUMYCK cepii:
AT
dapmMaueBTUYHNIA
3asog TEBA,
YropwmHa

I13pains/
YropwuHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:
3MiHuM | TUNY - 3MiHa YNOBHOBaXEHOT 0co6M,
BiNOBifa/1bHOT 3a 34iiCHEHHS chapMakoHarnsay
(BK/THOYAOYUM KOHTAKTHI AaHi) Ta/abo 3MiHM Y PO3MILLLEHHI
macTep-thaiina cuctemu papmakoHarnsgy

3a
peyenmom

UA/
14465/01/02

120.

HYNMUHTUH

Karicynu no 100 wr,
no 20, a6o 50, a6o
100 kancyn y
thnakoHi, no 1
donakoHy B

CaHn
dapmacbloTn
Kan lHgacTpi3

Nimitepq,

IHais

PaHbakci
Nabopartopi3
Nimitep,

IHais

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHa
3asBHMKa (BNacHyKa peecTpauiiHoro NocBig4eHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/9920/01/01
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
KapTOHHIli kopoobui
121. | HYNMWHTWH kancynv no 300 wr, CaH IHais PaH6akci IHais BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3mMiHa 3a UA/9920/01/02
no 20, a6o 50, a6o dapmacbloTh Nabopartopis 3asIBHUKA (BNACHMKA PEECTPALLIAHOTO NOCBIAYEHHS) peyenmom
100 kancyny Kan IHpacTpis Nimitep, (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460)
donakoHi, no 1 NimiTepq,
onakoHy B
KapTOHHIli kopoobui
122. | HYNMNHTUH kancynv no 400 wr, CaH IHais PaHb6akci IHais BHECEHHS 3MiH [0 peecTpauiiiHux matepianis: 3mMiHa 3a UA/9920/01/03
no 20, a6o 50, a6o dapmacbloTn Nabopartopi3 3as1IBHUKa (BNACHMKA PEECTPALLiAHOTO NOCBIAYEHHS) peyernmom
100 kancyny Kan IHpacTpis Nimitep, (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460)
thnakoHi, no 1 Nimitepq,
onakoHy B
KapTOHHIIi KopoobUi
123. | O3IKNIA, Tabnetku 3 CaH IHais PaH6akci IHais BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3MiHu | 3a UA/
MOANMIKOBaHNM dapmachoTn Na6opartopis TMNYy - 3MiHN oo Gesnekn/edekTMBHOCTI Ta peuyenmom 12351/01/01
BUBINILHEHHAM No 30 | Kasn IHgacTpi3 Nimiten, thapmakoHarnsay. BeefeHHs abo 3miHn 4o y3aranbHeHnx
Mmr, no 10 TabneTok }'“M”'ep' AaHNX Npo cucrtemy (*)apMaKOHarnFl,qy (Be,ﬂ,EHHH
y 6nicTepi, no 6 y3arasbHeHX AaHnX Npo CUCTEMy (hapmakoHarnsay,
6nicTepis y 3MmiHa YMOBHOBaXEHOT 0cobwm, Bl,qnoslp,ajijo'l' 3a
KaPTOHHIi KOPOGL 3gilicHeHHs hapMakoHarnagy; KOHTaKTHOI ocobu 3
chapmakoHarnazy 3asiBHVKa 415 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWo BOHa BigMiHHA Bif,
YMOBHOB&XEHOT 0cobu, BiANoOBiAaNbHOI 3a 34iICHEHHS
thapmakoHarnagy (Bkiovaoumn KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-halina cuctemu
hapmakoHarnsgy); 3miHa 3asBHuKa (BnacHuka
peecTpaLiiHoro noceigyeHHs)(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460)
124. | OME3® kancysv no 10 mr no [-p Peggi'c IHais [-p Peggi'c IHais BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 6e3 UA/0235/02/02
10 kancyn y NaBoparopic NaBopatopic /T4 3MiHM | TUMY - SMiHA YNOBHOBAXKEHOT 0CO6M, peyenma
6nicTepi; no 1 a6o nTa BiANOBIAa/IbHOI 3a 3AiICHEHHA hapMakoHarnsgy
no 3 6nictepy B (BK/KOHAKOUM KOHTaKTHI faHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
KaPTOHHili KOPOGL macTep-haiina cuctemn chapmakoHarnsgy
125. | OME3® kancynv no 40 mr no O-p Pepgi'c IHais O-p Peggi'c IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/0235/02/03
10 kancyn y NaGopartopic NaGoparopic /1T 3MiHM | TUNY - 3MiHA YNIOBHOBAXKEHOT 0COGH, peyenma
6nicrepi; no 1 na BiANOBiga/IbHOI 3a 34iICHEHHST hapMakoHarnsgy
Gnictepy B (BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
KapTOHHIli KOPOBL: mMacTep-ghaiina cuctemmn thapmakoHarnsgy
no 7 kancyny
6nictepi; no 4
6nictepu B
KapTOHHIin kopoobLi
126. | OME3® kancynv no 20 mMr no O-p Pepgi'c IHais O-p Pepgi'c IHais BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/0235/02/01
10 kancyn y ctpuni; | flaGopatopic NaGoparopic /1T 3MiHM | TUNY - 3MiHA YNOBHOBAXKEHOT 0COGH, peyenmom
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
no 3 cTpunuy nrg BiANOBIAaUTbHOI 3a 34iiCHEHHS hapMakoHarnsay
Kopo6Li (BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-goaiina cuctemmn thapmakoHarnsgy
127. | NAHKPEATWUH | TabneTtku, BKpUTI ToBapucTBO 3 YkpaiHa BCi cTagji YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHui maTepianis: 3MiHu | 6e3 UA/7381/01/02
-300POB'A 060/10HKOH, 06MEXXeHOo BMPOGHULTBA, TMNy: FOTOBUIA Nikapcbkuii 3aci6. CTabiNbHICTb. 3MiHa Y peyenma
®OPTE 1400 KULLKOBOPO3UMHHi Ne | BignosigasibHi KOHTPO/1b AKOCTI, TepMiHax NpuaaTHOCTi a60 yMoBax 36epiraHHs roToBoro
10 (10x1), Ne 20 CTI0 BUNYCK Cepil: NiKAPCLKOro 3acoBy (3Gi/bLIEHHS TEPMiHY NPUAATHOCT
(10x2), Ne 50 (10x5) | "®apmauest ToBapuCTBO 3 rOTOBOTO NiKaPCLKOro 3aco6y) - ANA TOProBe/bHOI
y 6nicTepax YHA KOMAAHis 0BMENXEHOI0 ynakosky (NiATBEPAKYETLCS AaHAMM CTaGIbHOCTI
"3n0poB's” BIANOBIAANLHICTIO peasibHOro qac_y) (36|nbLue+_|H9| TepMmiHy npuaaTHocTi (3 2-
"bapmaLesTIHa X [0 3-X POKIB) Ha OCHOBI Pe3y/bTaTiB AOC/IHKEHHS
. CTabiNbHOCTI. BBeAeHHs 3MiH NpoTsArom 3-x Micauis
" Ko'\{”_'"a"”ﬂ . nicnsa 3aTBepKeHHs. 3MiHW | Tuny: FOTOBWIA Nikapcbkuii
3popos's”, Ykpaia 3aci6. CTabifbHICTb. 3MiHa Y TepMiHaxX NpUAaTHOCT a6o
BCI cTajll yMmoBax 36epiraHHsi FOTOBOTO iKapCbKoro 3aco6y: (iHLwi
BMPOGHULTBA, 3MiHK) - 3MiHW B yMOBax 36epiraHHs BiAnoBigHo A0

KOHTPO/1b SAKOCTI:
TOB "®apmekc
pyn", YkpaiHa

HacTtaHoBM 3 sKoCTi. Jlikapcbki 3aco6u. BunpobysaHHs
cTabinbHocTi 42-3.3:2004 /EP, 3aTBEpa)KeHo: 36epirati B
opuriHanbHii ynakoBLji npu Temnepartypi Big 2 °C go 15
°C; 3anponoHoBaHo: 36epiraTv B OpuUriHasIbHiil ynakoBLi
He BuLe 25 °C. BBeAeHHS 3MiH NpoTarom 3-x Micauis
nicna 3aTBepxeHHs. 3miHu | Tuny: CepTtudikar
BignoBigHOCTI €Bponeiicbkiit hapmakonei/CepTudikar
BiANOBIAHOCTI EBponeiickbkil thapmakonei woao ryéyatoi
eHuedanonarii. 3MiHW, NOB’A3aHi 3 HEOOXIAHICTIO
npuBeAEHHSA Y BiANOBIAHICTL A0 MOHOrpadii JepxaBHoi
hapmakonei YkpaiHu abo €sponeiicbkoi hapmakonei
(3miHa y cneuudpikauisx, nos’a3aHa 3i 3miHaMu B
[LepxasHiin hapmakonei YkpaiHu ab6o €sponeiichkiii
thapmakonei); Al abo gjtova peyosmHa. KoHTponb Ad|
abo pjtoyoi pevyoBuHU. 3MiHa Y MeToAax BUNPOGYyBaHHS
A®l abo gitoyoi peyoBrHM abo BUXiAHOrO/NPOMIXXHOIO
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLECI
BMPOGHMLTBA AD| 260 Aito4oi peyoBUHM (iHLLI 3MiHU B
MeTofax BUNpo6yBaHHA (iHLWi 3MiHW y MeTogax
BMNPOOYBaHHA (BK/IHOYaOUM 3amiHy abo AOMNOBHEHHS)
A®I| abo AjtoU0i pevyoBUHM abo BYXiZHOTO/MPOMIKHOIO
NpPoAYKTY) (NPMBELEHHS Ail04O0T PeYOBMHM 38 NOKA3HUKOM
«MikpobionoriuHa unctota» fo Bumor APY); 3miHu II
Tuny: A®l abo gitova peyoBrHa. BupobHuuTBO. 3MiHa
BMPOGHMKa BUXIAHOTO/NPOMIXHOr0 NPOAYKTY/peareHTy,
LLI0 BUKOPUCTOBYETHCH Y BUPO6HMYOMY npoteci A®| abo
[ito4oi peyoBrHY, abo 3MiHa BUPOGHUKa (BKIoYatoun, ae
HeobXifHO, MicLie NPoBeAEeHHS KOHTPOS0 AkocTi) APl abo
AitoyoT pevoBuHM (3a BiACYTHOCTI cepTudiikata
BiANOBIAHOCTI EBponelichbkiin hapmakonei y MmaTepianax
peecTpauiiiHoro focke) (BBEAEHHS HOBOTO BUPOOHMKA
A®| abo filo40i pe4yoBMHM 3 HaAHHAM MaTepiasiB
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1

peecTpadiiHoro gocke (Mactep-chaiina) Ha gitouy
peuvoBUHY) - 3aMiHa BUpo6HUKa A®I — MaHKpeaTuHy.
BBefeHHs 3MiH NpoTArom 3-x MicsLiB nicns
3aTBepKeHHs. F0ToBMIA Nnikapcbkuii 3aci6. Onnc Ta
cknag. 3miHa y cknagi (4onoMiKHUX pevyoBUHax) roToBoro
nNikapcbKoro 3acoby (iHLWi AONOMDKHI pe4oBUHW) - ByAb-
Aika HOBa [,0MOMDKHA PEYOBMHA, LLIO BK/OYAE
BMKOPWCTaHHS MaTepianis N0ACbKOro abo TBapMHHOTO
NOXOMKEHHS, AN1A AKUX BUMAaraeTbCs OLiHKa AaHuX 3
BipyCHOI 6e3neku abo pu3uky nepegadi 36yaHuKIB
rybuyatoi eHuedanonartii - BBeAeHHs A0 p. «Cknag» -
NakTo3a, MoHorigpar, K JONOMKHY PeYOBUHY.
BignoBigHi 3MiHW B iHCTPYKLii 415 MeAUYHOro
3acToCyBaHHSA. BBefieHHA 3MiH NpoTArom 3-X MicAuis
nicns saTeepkeHHsA. A®| abo giloua pevosuHa.
KoHTponb A®l abo pgjtoyoi peqyoBuHU. 3MiHa Y
napameTpax cneuudikauii Ta/abo AONyCTUMMX MEX,
BM3HAYEHUX Y cneundikauisx Ha APl abo gitouy
peyvoBUHY, ab0 BUXIZHWNIA/MPOMIXHWIA MPOAYKT/peareHT,
LLIO BMKOPUCTOBYIOTLCA Y Npoueci BupobHuutea A®l abo
Ai040i peyoBMHY (JOMNOBHEHHSA cneuudikaLii HOBUM
NOKa3HMKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BUNPOBYBaHHS) - ONOBHEHHS cnevmdikavii BXigHOro
KOHTpO/to APl — naHKpeaTVHy NOKa3HUKaMu SKOCTI:
«JlaKkTo3a», «CUTOBWIA aHani3», «HacunHa ryctmHa»,
«3anunLLKoBa KiNbKiCTb OpraHiyHNX PO3YNHHUKIB.
BBefeHHs1 3MiH NpoTArom 3-x MicsLiB nicns
3aTBepmxeHHs. A®| abo gitova peyoBmHa. CTabinbHICTb.
3MiHa nepiogy NOBTOPHUX BUNPOGYBaHb/TEPMIHY
npugatHocTi abo ymoB 36epiraHHsas Ad| abo gjtouoi
PeyYoBUHM (32 HASBHOCTI y MaTepianax peecTpauiiiHoro
[0Cbe cepTudikaTa BignoBigHOCTI EBpONEiChKiit
hapmakonei, Lo BKIoYae nepios NOBTOPHOro
BMNpo6yBaHHSA) (YMOBM 36epiraHHs) - 3MiHa YMOB
36epiraHHa APl abo filoyoi peyoBUHM - 3MiHA YMOB
36epiraHHa AP, 4N HOBOrO BUPOGHMKA,
(3anponoHoBaHoO: B repmeTuyHOMY CBIT/0- Ta
BOJIOrOHENPOHVKHOMY KOHTEelHepi npu TemnepaTypi 2-
8°C. [lonyckaeTbca 36epiraHHs cyb6cTaHLii npy 25°C 3
YMOBOIO NMEepPeKOHTPOSI0 NoKa3HKKa «KinbkicHe
BU3HAUYEHHS» Yyepes KOXHI 3 MicsLi). BBeAeHHs 3MiH
NpPOTArom 3-x MiCALIB NiC/1A 3aTBEPKEHHSA. 3MiHU | TUNy:
[oTOBWIA Nikapcbkuii 3aci6. Bupo6HMLTBO. 3MiHa po3mipy
cepii (BKIOYaOUM dianas3oH po3mipy cepii) rotoBoro
nikapcbKoro 3acoby (iHwi 3MiHW) (BBEAEHHA AOAATKOBUX
po3wmipiB cepii 113 (i3 3a3Ha4eHHSAM TUC. yNakoBOK Ta y
Kinorpamax B TEOPETUYHOMY pO3paxyHKy) ans uexy a3

Ta [P (ans BUPO6HMYOI AinbHULI TOB
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
«®dapmaLeBTUYHa KOMMaHis «340p0oB a») Y 3B A3KY 3
BMPOOHUYOI HEOBXIAHICTIO); 3MiHM | TUNY: 3MiHM 3 SKOCTI.
[OTOBWIA NiKapCbKMii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
abo BBeAEeHHA A0AATKOBOI AibHUL BUPOGHMLTBA AN
4acTMHU a6o BCbOrO0 BUPOGHUYOrO NPOLLECY FOTOBOTO
nikapcbkoro 3aco6y (iHLWi 3MiHK) (3a3HaueHHs yHKLil
BVIPOGHWKIB)

128. | MAHKPEATWH | TabneTtku, BKpUTI ToBapucTBO 3 YkpaiHa BCi cTagji YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHui maTepianis: 3MiHu | - UA/
-340POB'A 060/10HKOH, 06MeXeHo BUPOBHULTBA, Tvny: FOTOBUIA Nikapcbkui 3aci6. CTabiNbHICTb. 3MiHa Y 11222/01/02
®OPTE 1400 KVLLIKOBOPO3UWHHI in | BiAnoBigabHi KOHTPO/Ib AIKOCTI, TepMiHax NpuAaTHOCTI 60 yMoBax 36epiraHHs roToBoro

bulk Ne 1000, Ne cTIO0 BUMYCK cepii: NiKAPCLKOro 3ac0BY (36i/1bLIEHHS TEPMIHY NPNAATHOCTI
6000 y naketax "PapmaLesTy ToBapucTBO 3 rOTOBOTO J1IKAPCLKOTO 3ac006Y) - A/ TOProBe IbHOT
UHA KOMMNaHis OBMEXEHOIO ynaKkoBsKku (MiATBEPAKYETECA AaHUMM CTABINLHOCTI
"370poB's” BIANOBIAANLHICTIO peasibHOro qac_y) (36Il'|bLUEHHF| TepMmiHy npuaaTHocTi (3 2-
"®apMaLeBTuHA X [0 _3-x pOKI_B) Ha OCHOBI pe3y/bTaTiB AOC/IKEHHS
; cTabinbHOCTI. BBeAEHHSA 3MiH NPOTArom 3-X MICALIB
" KO'\,’”_',?H'H . nicns 3aTBepKeHHs. 3MiHW | Tuny: FOTOBWIA NikapcbKuii
3p0poBs”, YkpaiHa 3aci6. CTabifbHICTb. 3MiHa y TepMiHax npugaTHoCTi a6o
BCI cTall yMOBax 36epiraHHs FOTOBOrO NiKapCbKOro 3acoby: (iHLwi
BMPOGHULITBA, 3MiHW) - 3MiHU B yMOBax 36epiraHHs BiAnoBsigHo A0

KOHTPO/1b SAKOCTI:
TOB "®apmekc
pyn", Ykpaina

HactaHoBwM 3 AkocTi. Jlikapcbki 3aco6u. BunpobysaHHs
cTabinbHocTi 42-3.3:2004 /EP, 3aTBEpaXeHo: 36epirati B
opuriHanbHii ynakoBLji npu Temnepartypi Big 2 °C go 15
°C; 3anponoHoBaHo: 36epiratv B OpUriHa/IbHIN ynakoBLi
He BuLe 25 °C. BBeAeHHS 3MiH NpoTarom 3-x Micauis
nicnsa 3aTBepkeHHs. 3miHu | Tuny: CepTtudikar
BiANOBIAHOCTI €Bponelickbkin hapmakonei/CepTudikar
BiANOBIAHOCTI EBpoNeiickbkil hapmakonei woao ryéyaroi
eHuedanonarii. 3MiHK, NOB’A3aHi 3 HeOOXIAHICTIO
npyBELEHHS Y BiANOBIAHICTb A0 MOHOrpadii JepxasHoi
hapmakonei YkpaiHu abo €sponeiicbkoi hapmakonei
(3miHa y cneuudpikauisx, nos’a3aHa 3i 3miHaMu B
[epxaBHin hapmakonei YkpaiHn abo €Bponeiicbkil
thapmakonei); A®l abo gjtoua peyoBuHa. KoHTponb AdI
abo fitoyoi pevoBUHU. 3MiHa y MeToAax BUNpobyBaHHS
A®I| abo fjrouoi pevyoBuHM abo BMXigHOrO/MPOMIKHOrO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLLEC
BUpo6HMLTBa AD| ab0o Aito4oi peyoBMHU (iHLLI 3MiHU B
MeTodax BUNpo6yBaHHs (iHLi 3MiHW y MeToaax
BMNPoOYyBaHHA (BK/IHOYaOUM 3amiHy abo AONOBHEHHS)
A®| abo fitoyoi peyoBrHU abo BMUXiAHOrO/NPOMIXHOIO
npoaykTy) (MpUBELEHHS AiH040T PEYOBUHM 38 NOKA3HUKOM
«MikpobionoriyHa unctota» Ao sumor 4dY); 3minm i
Tmny: A®l abo pgitoya peyosuHa. BupobHuuteo. 3miHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO NPOAYKTY/peareHTy,
LLI0 BUKOPUCTOBYETHCA Y BUPO6HMYOMY npoueci A®| abo
[ito4oi pevoBuHU, abo 3MiHa BUPOGHMKaA (BKIKOUatoum, ae
HeobXifHO, MiCLie NPOBEAEHHSA KOHTPOIO aKkocTi) AP| abo
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Aitoy0T pevoBMHM (3a BiACYTHOCTI cepTudiikata

BiANoBiAHOCTI EBponelichbkii hapmakonei y maTepiasiax
peecTpauiiHoro focke) (BBeAEHHS HOBOTO BUPOGHMKA
A®| abo fitouoi pe4yoBUHM 3 HaAAHHAM MaTepiasiB
peecTpadiiHoro focke (Mactep-chaiina) Ha fitouy
peyoBuHy) - 3amiHa BUPOoOHUKa A®| — MaHKkpeaTuHy.
BBefeHHs1 3MiH NpoTArom 3-x MicsLiB nicns
3aTBEpMAKEHHS. [OTOBMIA nikapcbkuii 3aci6. Onuc Ta
cknag. 3miHa y cknagi (4ONoOMKHMX pevoBUHaXxX) roToBOro
nikapcbKoro 3acoby (iHLWi JONOMKHI pe4yoBuHW) - Byab-
Aka HOBa [J,0MNOMDKHA PeYOBMHA, LLIO BK/OYaAE
BVIKOPVCTaHHA MaTepiasis N0ACbKOro abo TBapMHHOMO
MOXOMKEHHS, A1 AKX BUMAraeTbCs OLjiHKa AaHnX 3
BipyCHOI 6e3neku abo pu3uKy nepesadi 36yaHVKIB
ryéuaroi eHuedanonarii - BBegeHHa Ao p. «Cknag» -
NaKkTo3a, MOHOriApar, sk JONOMDKHY peyoBuHY. BeefeHHs
3MiH NpoTArom 3-X MicauiB nicnsa 3aTBepixeHHs. APl abo
Aitoya peyosunHa. KoHTponb AP| abo fitouoi peyoBuHM.
3miHa y napameTpax cneuudikauii Ta/abo gonyctumumx
MeX, BU3HaYeHuX y cneuudikadisax Ha A®l abo gitouy
PeyoBMHY, a60 BUXILHWA/NPOMIKHUIA NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y NnpoLieci BUpobHuuTea APl abo
[ito40i pevoBUHY (SONOBHEHHSA cneuudikauii HOBUM
NOKa3HWKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMMNPO6YBaHHS) - AONOBHEHHS crieumdika,ii BXiZHOro
KOHTPO/0 AP| — naHKpeaTHy NoKasHUKamu SKOCTi:
«JlakTo3a», «CUTOBUIA aHani3», «HacunHa ryctmHa»,
«3a/IMLLKOBA KiNIbKICTb OpraHiyHUX PO3YMHHUKIBY.
BBeneHHs 3MiH NpoTarom 3-x micsuiB nicns
3aTBEpAXEHHA. AD| abo ajtoua pedoBuHa. CTabiNbHICTb.
3miHa nepiogy NOBTOPHMX BUNPOOYBaHb/TEPMiHY
npugaTHocTi abo ymoB 36epiraHHa A®l abo gjroyoi
peyoBMHM (3a HAABHOCTI y MaTepianax peectpauiiHoro
[0Cbe cepTudikaTa BignoBigHOCTI EBPONECHKIi
dhapmakonei, Wwo BKIoYa€e nepiog NOBTOPHOrO
BUNpobyBaHHSA) (YMOBW 36epiraHHs) - 3MiHa YMOB
36epiraHHA APl abo fjtoy0i peyoBUHU - 3MiHA YMOB
36epiraHHa A®Il, 11 HOBOrO BUPOGHMKA,
(3anponoHoBaHo: B repmMeTU4yHOMY CBIT/10- Ta
BOJIOrOHENPOHVKHOMY KOHTElHepi npu TemnepaTtypi 2-
8°C. [lonyckaeTbca 36epiraHHs cybcTaHLii npu 25°C 3
YMOBOIO NEPEKOHTPO/I0 NoKasHuka «KinbkicHe
BM3HAYEHHS» Yepe3 KOXHi 3 micsui). BBegeHHS 3MiH
NpOTArom 3-X MicALiB Nicna 3aTBEPAXKEHHS. 3MiHW | Tuny:
FoToBWiA NiKapcbknii 3aci6. BupobHnLTBO. 3MiHa po3mipy
cepii (BKIKOYaOUM diana3oH po3mipy cepili) roToBoro
nikapcbKoro 3acoby (iHLWi 3MiHW) (BBeAeHHSA A0AaTKOBUX

po3mipis cepii 13 (i3 3a3Ha4YeHHSAM TUC. YNaKkoBOK Ta y
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Kinorpamax B TEOPETUHHOMY PO3paxyHKy) Ans uexy 13
Ta NP (gns BUpo6HMYOI AinbHUL TOB
«®dapmMaLeBTUYHa KOMMaHis «340p0oB A») Y 3B A3KY 3
BMPOGHNYOK HEOOXiAHICTIO)
129. | NAHTEHON mMasb, 50 mr/rno 301 | "Xemodhapm" Cepbisi BUpOGHUK roToBOroO Cepbisi BHECEHHS 3MiH 10 peecTpaujiiiHux maTtepianis: 3MiHu | 6e3 UA/7848/01/01
y Ty6ax Ne 1 AL nikapcbKoro 3acooby, TMNy - AGMIHICTPATUBHI 3MiHW. 3MiHA HaliMEHYBaHHS peuenma
nepBUHHE, BTOPUHHE Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
naKyBaHHs, BUPOGHMKa/imnopTepa rotoBoro fikapcbKoro 3acoby,
KOHTPO/Ib Cepii: BK/IOYAI0UN AiNbHUL BUNYCKY qepi'l' a_60 micue
"Xemocpapm” AL, ~ MPOBE/IEHHS KOHTPOJTIO AKOCTI. (BisnbHICTL, 3a AKY
Bpuwad, Biaain BiANOBifae BUPOGHMK/IMNOPTEP, HE BKIOYAI0UM BUMYCK
. cepiit) (3mMiHa Ha3BM BMPOGHUKa M13, 6€3 3MiHW Micus
BMpOGHMUA BMPOGHMLITBA)
AinbHuuA Wabau, P H
Cepbis
Brpo6HuK,
BiANOBIgabHWIA 3a
BMNYCK Cepil:
«Xemochapm» Afl,
Cepbis
130. | NEMO3AP TabneTtkn CaH IHais PaHb6akci IHAiA BHECEHHS 3MiH [j0 peecTpaujiiiHux maTepianis: 3miHu | 3a UA/
racTpOPesnCTEHTHI dapmacbloTn Na6oparopis TMNYy - 3MiHN WOA0 Ge3nekn/edeKTMBHOCTI Ta peyenmom 13925/01/02
no 40 mr, no 7 Kan |Hﬂ.aCTpi3 ﬂiMiTeA thapmakoHarnagy. BeegeHHst abo 3MiHM A0 y3aranibHEeHMX
TabneToK y 6icTepi, Nimiten [laH1X Npo cucTemy hapmakoHarnagy (BefeHHs
no 2 6nictepn y y3arasibHeH/X AaHnX Npo cucTemy dapMakoHarnsay,
KapTOHHIl KOpOBL, 3MiHa YNOBHOB&XEHOT 0co6MU, BiANOBIAaNLHOI 3a
no 30 Ta6neToK y 3fificHeHHs chapmakoHarnsgy; KOHTaK'I_'HO'I' ocobu 3
. chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
(bn1akoHi, no 1 thapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHA Bif,
CbI'IaKOH)_/vy . yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOI 3a 34iNCHEHHS
KAPTOHHIl KOpPOGU hapmakoHarnsgy (Bk/ouvakouy KOHTakKTHI AaHi) Ta/abo
3MiHM Y PO3MiLLEHHI MacTep-thaiina cuctemu
hapmakoHarnsgy); 3MmiHa 3asBHuKa (BacHuka
peecTpaLiiiHOro NocBigYeHHst
131. | NEMO3AP TabneTtku CaH IHAia PaH6akci IHAjs BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/
racTPOPEesNCTEHTHI dapmackioTn NabopaTtopi3 TUny - 3MiHM WoA0 Gesnekm/edeKTBHOCTI Ta peyenmom 13925/01/01
no 20 mr, no 7 Kau |Hp'ac'|'pi3 .ﬂiMiTe,ﬂ. thapmakoHarnagy. BeegeHHs ab60 3MiHK A0 y3araJibHeHnx
Tabnetok y 6nicrepi, Nimiten AaHNX Npo cucTemy hapMakoHarnazy (BefieHHs

no 2 6nictepn y
KapTOHHI kopo6Li,
no 30 TabneTok y
donakoHi, no 1

donakoHy y
KapTOHHilt kopoobUi

y3ara/ibHeHUX JaHunX nNpo cuctemy dpapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0co6M, BiANOBIAA/ILHOI 3a
34ilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapMakoHarnsay 3asiBHuKa ANns 34iNCHEeHHs
thapmMakoHarnagy B YKpaiHi, AKLLO0 BOHa BigMiHHA Bif,
YNOBHOBaXXEHOI 0C06W, BiNOBIAa/IbHOT 3a 34iICHEHHS
thapmakoHarniagy (BKIoYaoun KOHTaKTHI AaHi) Ta/abo
3MiHM Yy pO3MilLleHHi MacTep-ghaiina cuctemu
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chapmakoHarnsgy); 3miHa 3asiBHUKa (BnacHuka
peecTpauiiHoro NocBigYEHHs
132. | MEHTOKCU®I | po3uuH ans iH'ekuiii, | ToBapucTso 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpayiiiHnx maTepianis: 3MiHu | 3a UA/5524/02/01
JH - 20 mr/mn, no 5 mn B 06MeXeHo 06MeXeHo Tvny - 3MiHU 3 IKOCTi. FOTOBWIA NiKapCbKNii 3acib. peyenmom
340POBA amnyni; no 5 amnyn | signosiganbHi BiANOBIfALHICTIO CrabinkbHicTb. 3MiHa y TepMiHax npuaaTHocTi ao ymosax
B KOPOGLi 3 KAPTOHY; cTo "dapmaLeBTUYHa 36epiraHHsA roToBoOro /ikapcbkoro 3acoGy (36i/bLIeHHS
no 5 M/ B amnysi; "GapmauesTy KOMnaHis “340poB's" TepMiHy NPUAATHOCTI FOTOBOTO NiKaPCLKOro 3acoby) - Ans
no 5 amnyn y UHA KOMMaHIs TOProBOi YNakoBKu (MiATBEPAKYETHCS JAHUMU PEANILHOTO
6nicTepi; no 1 a6o 2 "340poB's" l4acy)_(36u1|:|.ut—:A_HH;| TEPMiHY npuaaTHocTi 33 2-?< ,u,o‘4-x
61'IiCTepl/’I B poKig) (TEPMiH BBEEHHS 3MiH - NPOTSrOM 3-X MicALB
i . nicns 3aTBepAXXEHHS)
KapTOHHI kopobui
133. | NIN30/1 10 Tabnetkn no 10 wmr, Anemo6ik IHais Anembik IHais BHECEHHS 3MiH 10 peecTpaviiiHux maTtepianis: 3MiHu | 3a UA/
no 10 TabneTok y dapmac'ioTike dapmac'ioTikenc MMy - 3MiHU 3 SIKOCTI. FOTOBWI NiKAPCHKMIA 3aCi6. peuyenmom 14361/01/01
6nictepi; no 1 nc Nimiteq Nimiten, CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymoBax
6nictepy B 36epiraHHA roToBOro JiKapCbKOro 3acoby (36inbLIeHHs
KapTOHHiM nav TEPMiHY NPUAATHOCTI TOTOBOTO NiKapcbKoro 3acoby) - Ana
TOProBoi yNakoBku (MiATBEPLKYETLCA AAHUMU PeasTbHOrO
yacy) (36inbLUeHHA TepMiHy NPUAATHOCTI FOTOBOro
NiKapCcbKoro 3acoby 3 2-x A0 3-X pokKiB)
134. | NIN30/ 15 Tabnetkn no 15 wr, Anemobik IHais Anembik IHais BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3MiHu | 3a UA/
no 10 TabneTok y dapmac'ioTike dapmac'ioTikenc MMy - 3MiHU 3 SIKOCTI. FOTOBWI NiKapCbKuii 3aci6. peuenmom 14361/01/02
6nicTepi; no 1 nc Nimitep, Nimitepq, CTabinbHicTb. 3MiHa y TepMiHax npugatHocTi abo ymoBax
Gnictepy B 36epiraHHs rotoBoro Nikapcbkoro 3acoby (36i/1bLLEeHHs
KapTOHHiIl navyj TepMiHy NpuAaTHOCTI FOTOBOrO NiKapcbKoro 3acoby) - Ans
TOProBOi ynakoBku (NiATBEPLKYETLCA JaHUMU PeasTbHOro
yacy) (36inbLUEHHA TepMiHy NpUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby 3 2-x A0 3-X PokKiB)
135. | NIN30/1 30 Tabnetku no 30 wmr, Anemoik IHais Anembik IHAiA BHECEHHS 3MiH [j0 peecTpaujiiiHux maTepianis: 3miHu | 3a UA/
no 10 TabneTok y dapmac'toTike dapmac'ioTikesic TNy - 3MiHM 3 AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. peyenmom | 14361/01/03
6nicTepi; no 1 nc Nimiteg Nimiten CTabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo ymoBax
Gnictepy B 36epiraHHs roToBOro JiKapcbKoro 3acoby (36inbLUeHHS
KapTOHHiIi navLj TepMiHy NpuAaaTHOCTI FOTOBOrO /liKapCcbKoro 3acoby) - Ans
TOProBoi YNakoBKM (MiATBEPLKYETLCA AAHUMU PEASTBHOMO
yacy) (36iNbLUeHHA TepMiHy NPMAATHOCTI FOTOBOroO
NiKapCbKoro 3acoby 3 2-x A0 3-X POKiB)
136. | NIN30/1 5 Tabnetkn no 5 mr, Anemobik IHAia Anemobik IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/
no 10 TabneTok y dapmac'ioTike dapmac'ioTikenc TMny - 3MiHK 3 sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenmom 14361/01/04
6nictepi; no 1 nc Niviteq Nimitep, CrabinbHicTb. 3MiHa y TepMiHax npugaTHoCTi abo ymoBax
6nictepy B 36epiraHHsA roToBOro /ikapCcbKOro 3acoGy (36i/bLUIeHHS
KapTOHHiM nav TepMiHy NpuAaTHOCTI FOTOBOTO JiKapCbKOro 3acoby) - [Ans
TOProBoi YNakoBKM (MiATBEPLKYETLCA AAHUMU PEasIbHOMo
yacy) (36inbLUeHHA TepMiHy NpUAATHOCTI FOTOBOrO
NiKapCcbKoro 3acoby 3 2-x A0 3-X POkKiB)
137. | NNAKBEHII® | TabneTtku, BKpUTI TOB YkpaiHa CAHOO®I- BenukobpuTaH BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/8261/01/01
NNiBKOBOO "CaHodi- CWHTENABO N4, isi/ Icnanis 3MiHU | TNy - 3MiHa y cneyudikayisx, nos’sa3aqa 3i peyenmom
060/10HKOI0, 110 200 ABEHTIC BennkobpuTaHis; 3miHamu B [lepxasHili thapmakonei Ykpaiiu a6o
mr Ne 60 (10x6), No YkpaiHa" CAHO®I-ABEHTIC €Bponeiicbkil chapmakonet; 3miHn | Tuny - 3miHa y
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60 (15x4) y C.A., IcnaHis meTogax BunpobysaHHa APl abo fjtouoi pevoBrHN abo
6nicTepax BMXIZAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuUTBa A®| abo
L0401 PeyoBUHN
138. | MPOKTO- cynosuTtopii Pekopaari Ipnaxpin Jenbchapm HOHIHT dpaHuin BHECEHHS 3MiH 10 peecTpavjiiiHux maTtepianis: TexHiyHa 6e3 UA/4678/02/01
rNiIBEHON peKTasnbHi no 5 Aineng g, C.A.C. nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) peuyenma
CcynosuTopiis y BunpasneHHs TEXHIYHWUX MOMUIIOK, 3rigHO n. 2.4. po3giny
6nicTepi; no 2 VI Hakazy MO3 YkpaiHu Bif 26.08.2005p. Ne 426 (y
6nictepn B pegakuii Hakasy MO3 }’Kpa'l'Hm Bif _23.07.2015 p Ne _460) -
KAPTOHHIl KOpOBL BUfA/IEHHS PO3AINOBNX 3HAKIB (_KOMM) B TeKCTI
MapKyBaHHS NepBUHHOT YNakoBKM NiKapCbKoro 3acoby
nicns Ha3BM BUPOBHMKA Ta B aApeci BUpobHMKa
139. | IPoONONICY HacTolika no 25 mny MNAT YkpaiHa MAT "BitamiHn" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/5422/01/01
HACTOWKA thnakoHi, no 1 "Bitaminu" 3MiHN | TUNY - 3MiHK 3 IKOCTI. FOTOBWIA Nikapcbkunii 3aci6. peuenma
(hnakoHy y nav CucTema KoHTeliHep/3akynoptoBasibHUA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo LONYCTUMMX MEX
NepBUHHOI YNakoBKM rOTOBOrO NikapCbKoro 3acoby - p.
MBUY; cynyTHsi 3miHa: 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. CucTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6.
3MmiHa y meTogax BUnpobyBaHHA NepBUHHOT yNakoBKu
roTOBOro NikapcbKoro 3acoby; 3MiHu | Tuny - 3miHu 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3aco6y. 3MiHa napamMeTpiB cneuudikadiii
Ta/abo [oMyCTUMUX MeX roTOBOro /liKapcbKoro 3acoby
140. | TIPOTA®AH® cycneHsia ans A/T HoBo [JaHisn Bupo6HmK [anis/ BHECEHHS 3MiH 10 peecTpavjiitHux maTtepianis: 3MiHu | 3a UA/2700/01/01
HM iH'ekjiii, 100 MO/Mn Hopgick Hepo3dacoBaHoro ®panujs/ TUMy - FOTOBWIA NikapcbKuii 3aci6. BUpoGHULTBO. 3amiHa | peyenmom
no 10 may NPOAYKTY, [anis abo BBeAEHHA A0AATKOBOI AibHUL BUPOGHMLTBA AN

onakoHax Ne 1

HanoBHEHHS B
dh/1akoHW, NepBuHHa
ynakoBKa, KOHTPO/Ib

AKOCTi Ta
BiAANOBIgabHWIA 3a

BUMNYCK cepili
KIHLLeBOro NpPoAyKTY:
A/T Hoso Hopgick,

[JaHis
Bupo6HMK npoayKuii
3a NOBHUM LMK/TOM:

Hoso Hopgaick

MpoatokcboH CAC,
PpaHLuis

Bupo6Huk ans

MapKyBaHHs Ta
ynakoBku hN1aKOHIB,

BTOPVIHHOTO

4yacTuHK abo BCbOro BUPOBHNYOro NpoLecy rotToBoro
nikapcbKoro 3acoby (AinbHWUUA 4151 BTOPUHHOTO
nakyBaHHs) (BBeAEHHS A0AATKOBOT BUPOOHNYOT AINSHKN
Hoso Hopgick MpogatokeboH CAC, dpaHuis ons
BTOPVHHOIO NakyBaHHS NPOAYKTY); 3MiHuW | TUny - 3MiHK
Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MmiHn) (B. (x) 1A)
3MiHW BHECEHO Y 3BA3KY 3 BUAAIEHHSAM PYMYHCbKOT MOBU
Ha NepBVHHIl Ta BTOPMHHIl ynakoBkax. MNpoekT
MapKyBaHHS ynakoBKy Bignosigae sumoram po3giny XVIII
Mopsifiky NpoBeAEeHHSA eKCnepTM3n MaTepiasis Ha
nikapcbki 3acobwu, L0 NoAalTbCs Ha AepXaBHYy
peecTpauito (nepepeecTpalis), a Takox ekcrnepTusu
martepianiB NPo BHECEHHS 3MiH O peecTpaLiiHnx
marepianis NpoTArom Aii peecTpauiiiHoro NocBig4eHHs,
3aTBepAxeHoro Hakaszam MO3 YkpaiHu Bif 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Ykpainu Big 04.01.2013 Ne
3); 3minu Il Tvny - FoTOBWMIA NiKapCbkuii 3aci6.
Bupo6HMLTBO. 3MiHM, LLIO CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOr0 NliKapCbKoro 3acoby (3amiHa
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
nakyBaHHS: abo gofaBaHHA BUPOOHUKA, BiAMNOBIAA/IBHOIO 3a BUMYCK
A/T HoBo Hopgick, cepii) - BK/IKOYA4M KOHTPO/b/BUNPOGYBaHHA cepil Ans
[anis, nikapcbKkoro 3acoby 6i010riYHOro/iMyHON0r4YHOro
AIT HoBo Hopgick, MOXOKEHHA Ta OAUH 3 MeTc_),u,iB aHgnisy, o
Nawist 3aCTOCOBYETHLCS Ha fiNbHUL, €
6i0N0rivYHVM/IMyHONOTYHUM/IMYHOXIMIYHUM METOL,0M
(BBEAEHHA [OAATKOBOI BUPOGHMYOI AinsiHKM HoBO
Hopgick MpogatokcboH CAC, ®paHList 418 KOHTPOI0
akocTi 13 Ta Bunycky cepiii) (TepMiH BBEAEHHS 3MiH -
NpPOTArom 6-TM MiICALIB NiC/1A 3aTBePAKEHHS)
141. | NIPOTE®NA3Il | cyno3uTtopii no 5 TOB "HBK YkpaiHa CninbHe ykpaiHCbKO- YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepiasnis: 3miHu | 3a UA/4220/02/01
a® cynosuTopiiB no 3 1 "Ekocpapm" icnaHcbke TMNy - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib. peuenmom
y 6nicTepi, no 1, a6o nignpUeMcTBO y KOHTpO/Ib AONOMDKHUX PEYOBUH (iHLWi 3MiHN) - 3MiHW B
2, abo 3 Grictepn y thopmi TOB "Cnepko cneuydikauii/MmeTofax KOHTPOM AKOCTI JONOMIKHOT
nauLi 3 KapToHy YKpaiHa", YkpaiHa; peuoBMHM HonLeTylneHrnlkgnb 4_00; 3MiHn | Trny - 3MIHM 3
TOB "®apmexc skocTi. oToBMiA n|K_apCbKvw|_3aC|6. KOHTPO/Ib JOMOMIXHUX
Fpyn”, Ykpaita peyoBuH (iHLWI 3MiHW) - 3MiHW B creundikavii/meTogax
’ KOHTPO/IO0 AIKOCTI [OMOMDKHOI PEYOBUHMN
MonieTnnexrnikons 4000; 3MiHW | TUMY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPOIb AONOMIKHUX
peyoBuH (iHLWi 3MiHKW) - 3MiHK B cnieumdikayjii/meTogax
KOHTPOJTIO AKOCTi [OMNOMIKHOI PEHOBUHM
MonieTunexrnikons 1500
142. | PEONOJIMIKO | po3uvH Anas iHdysii ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/6264/01/01
KIH- no 200 mn, 250 mn, 06MeXeHo o6MexeHo 3MIH | TUNY - 3MIHK 3 SIKOCTI. CepTudpikar peyenmom
HOBO®APM 400 mn1 a60 500 Mn1 | BignosigasbHi BiANOBIAANLHICTIO B'A”?B'AH?CT'/ TE-cepTudikat BiANOBIAHOCTI
y AAswLi; no 1 cTio chipma chipma "HoBothapw- €Bponeiicbkii (papmalfone'f/l\n0Horpa¢)l‘|‘ - nofjaHHs
AASWL| B nauLj 3 "Hosochapm- BiocuHTes" HoBoro CEP gns A®I| Bi HOBOro BUPOGHMKA 10 BXe
] . " 3aTBEPKEHOro BUPOGHUKaA
KapToHy; no 200 mn, BiocuHTe3
250 mn, 400 mn abo
500 M y nnswkax
143. | CANILMNOBO | nactano 25rB TOB YkpaiHa TOB "TepHodapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHnx maTepianis: 6e3 UA/8495/01/01
-LUMHKOBA BaHkax; no 251y "TepHothapm" 3MiHW | TUMY - BUNYYEHHS BUPOBHNYOT AiNbHAL peuenma
MACTA Ty6ax B nauti abo (Brtovatoun AinbHuLi 4nsa APl abo Ajloyoil pevoBuHH,

6e3 nayku

MPOMIXXHOTO NMPOAYKTY abo roTOBOrO JIiKkapCbKoro 3acoby,
AiNbHWLI 4N NPOBEfEHHA NakyBaHHS, BUPOOHNKa,
BifiNOBIAANbLHOTO 3a BUMYCK Cepild, MicLie NpoBefeHHs
KOHTPOSIH0 cepii) abo nocTavasibHMKa BUXIZHOTO
maTepiasny, peareHTy abo AONOMiIXHOT PEHOBUHM (SKLLLO
3a3HayeHo y peecTpaLiiHoMy [OCbE) - BUNYUYEHHS
BUPOGHMKIB ANt A®I; 3MiHKM | TUNy - Nog4aHHs HOBOTO abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickbkiii hapmakonei:
onsa Adl; ona BuxigHoro martepiany/peareHTy/npoMikKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI AdI;
AN AONOMIKHOI pe4oBUHM - nogaHHsa Hosoro CEP Big
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs
HoBOro BMpo6Huka A®I LinHky okeugy; 3minu |l Tuny -
BBEJEHHsI HOBOro BMPOGHMKa AdP| abo Aito4oi peyoBrHA 3
HafaHHAM MaTepiasniB peecTpauiliHoro gocbe (MacTep-
chaiina) Ha fjtoyy peyvoBUHY) - BBELEHHS HOBOTO
BMpo6HUKa A®I CaniunioBoi KUCNoTH
144. | CEPTAKOHA3 | nopoluok TOB YkpaiHa Ontimyc fiparc IHais BHECEHHS 3MiH 10 peecTpavyiiiHnx matepianis: 3MiHu | - UA/
Oy HITPAT (cy6eTaHuis) y "dapmekc MpaiiseT JlimiTeq Iy - 3MiHa HaliMeHyBaHHs Ta/abo MicLie3HaX0/pKeHHS 13844/01/01
nakeTax noABiHNX Mpyn" BMpO6HUKa (BK/IHOYAKOUM 38 HEOOXIAHOCTI Micue
nonieTMNeHOBUX NPOBEAEHHS! KOHTPO/IIO AKOCTI) 260 nocTayasibHuka AdI
ANS BUPOGHULTBA abo Ajroyoi pevyoBUHU/BUXIAHOMO
HECTEPUIBHIX MaTepiany/peareHTy/npomi)KHoro MpoAyKTY, Lo
niKkapcbkux opm 3aCTOCOBYHOTLCA Y BMpOﬁHI/IL[,TB! Ad| a§o Aityoi
peyoBMHM (3a BiACYTHOCTI cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaXeHOMY
peecTpauiiHoMy JOCbE) (3MiHA HallMeHyBaHHS WTaTy Ta
YTOYHEHHSI agpecy BUpo6HMKa AP 3rigHo NileHsii Ha
BUPOGHMLTBO);
BWIYYEHHS afMiHICTPaTUBHOI agpecu
145. | CUBPI NMOPOLLIOK AN HosaprTic LLBeiiyapi BMPOGHULTBO, LLBeiiyapis BHECEHHS 3MiH [0 peecTpauiiiHix MaTepianis: 3a UA/
BPU3XAWNEP | iHransuiii, Teepgi ®dapma Al s KOHTPOJb AKOCTI (3a 3MiHM 11 TMMY - SMIHW 0 IHCTPYKLIT 47151 MEAN4HOro peyenmom | 13192/01/01
Kancysim no 50 MKr BUHSITKOM 3acTOCyBaHHSA y po3ainu: "®apmakonoriyHi BiractneocTi”,
Ne 12 (6x2), Ne 30 BUBHAYEHHS "B3aemMopis 3 iHWMMKU NiKapCbKnMmy 3acobamm Ta iHLLi

(6x5), Ne 90 (6x5)x3)
y 6nictepax pa3om 3
1 iHranaTopom

MpopykTiB po3knagy
542-07 metofom
BEXX-MS),
BTOPUHHE
naxkyBaHHS, BUMYCK
cepii: HoBapTic
dapma LUTeiiH AT,
LLIBeliuapis;
KOHTPOJIb AKOCTI (3a
BUHSITKOM
BM3HAYEHHS
Mikpob6ionoriyHot
YUCTOTU Ta
MpoaykTiB po3knagy
542-07):
dapmananituka CA,
LLseiiuapis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
KoHadhapma AT,

BMAM B3aemogijit”, "OcobmBocTi 3acTocyBaHHsA", “MoGiyHi
peaxuii”. BBegeHHs 3MiH npoTsarom 3-x micsilis nicns
3aTBepAKEHHA
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
LLIBeliuapis;
KOHTPOS1b AKOCTI
(TiNbKV BU3HAYEHHA
NPoAyKTiB po3knagy
542-07 meToaoM
BEXX-MS): Consiac
Al WWBseliuapis
146. | CUNIBOP karcynu no 70 mr Ne | ToBapucTBO 3 YkpaiHa ToBapucTBo 3 BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/5114/02/02
®OPTE 20 (10x2), Ne 40 06MEXEHOI0 06MEXEHOL0 BUNPAB/IEHHS! TEXHIYHOT NOMU/KM Y P. "[0NOMIXHi peyenma
(10x4) y 6nictepax BignoBigasbHi Bi4MNOBigaNbHICTIO PeYOBUHN" LLOA0 Ha3B PEYOBUH
CTI0 "PapmaueBTnyHa
"Papmavestn KomnaHis "3gopos'a”
YyHa KoMnaHis YkpaiHa
"3p0pos'a”, TOB "®APMEKC
YKpaiHa FPYIM", YkpaiHa
147. | CUNIBOP Karicynu no 70 mr Ne | ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 6e3 UA/5114/02/02
®OPTE 20 (10x2), Ne 40 06MEXEHOI0 06MEXEHOID Tuny - FoToBNiA Nikapcbkuii 3aci6. Onue Ta cknag. 3MiHay | peyenma
(10x4) y 6nicTepax BiANOBIAANbHI BiANOBIAAMLHICTIO cknafi (4ONOMIXHIX peHOBUHAX) rOTOBOIO /liKapCbKOro
cTio "apMaLeBTUYHa 3ac06y (cMakoBi 106aBKM a60 6aPBHUKN) - JOABAHHS,
"PapmaLeBTy KoMnaHisi "340poB's" BU/yYEHHA aﬁo 3amina (3a|\_/||Ha 6apBHYIKIB Kancysnu);
UHa KOMMaHis Ykpaina _ lrotoBuii nlkapCmem_3a0|6. K0HTpc_>nb roToBoro N
"3710p0B'" TOB "®APMEKC NiKapcLKOro 3acoBy. 3MiHa napameTpis creyvdikalljii
FPYM", Ykpaina Ta/abo A0MyCTUMIX MeX TOTOBOrO /iKaPCHKOro 3acoby
’ (iHWi 3miHW) (p. «Onnc»); FoToBWI Nikapcbkuii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa y
MeTofax BUNPo6yBaHHs FOTOBOTO /liKapCbKOro 3acoGy
(iHwWi 3MiHW y MeTogax BUNpobyBaHb (BKIOYaUy 3aMiHy
abo gonoBHEHHs) p. «Onuc») (TepMiH BBEAEHHS 3MiH
nNpoTsArom 3-X MicsLiB Nicaa 3aTBEPAXKEHHS)
148. | CNABI/TAKC- Kpanni opasibHi, 7,5 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [j0 peecTpaujiiiHux maTepiasnis: 3miHu | 6e3 UA/
340POB'A mr/mn no 15 mn a6o 06MEXEHOI0 06MEXEHOID UMy - 3MiHK 3 SiKOCTi. FOTOBMI Nikapcbkuii 3aci6. peyenma 12465/02/01
30 mn y dpnakoHax BignoBifabHi BiANOBIAANbHICTIO CTabinbHicTb. 3MiHa y TepMiHax npugatHocTi abo ymoBax
Ne 1 CTHO "dapmaLeBTUYHa 366PiraHHﬂ roTOBOTO niKapCbKO_ro 3aco0y (36inbLUeHHs
“dapMaLesTn KOMnaHis "340poB's"” TepMmiHy NPUAATHOCTI FOTOBOTO NiKaPCLKOro 3aco6y) - Ans
YHA KOMAAHIS TOProBoi yNakoBky (NiATBEPMAXYETLCA AAHUMU PeasibHOro
"310pOB's" yacy) (36inbLUEHHA TepMiHy NpUAAaTHOCTI FOTOBOrO

nikapcbKoro 3acoby (3 2-x Ao 3-x pokis) (TepMiH
BBE/IeHHS 3MiH - NPOTArom 3-x MicsuiB nicns
3aTBEpPMKEHHS); 3MiHM | TUNy - 3MiHK 3 AkOCTi. FoTOBWMIA
nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumagikauii Ta/abo 4oNyCTUMMX MEX NEePBUHHOT
yNakoBKM rOTOBOrO /iKapCbKOro 3acoby (iHLWi 3MiHK);
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. FOTOBMIA NiKapCbKMiA
3aci6. Cuctema KoHTeliHep/3akynoproBasibHUIA 3aci6.
3MiHa y MeTofiax BMNPOGYBaHHS NepBUHHOT YMaKoBKM
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Ne
n/n

Ha3ssa
JlikapcbKo20
3acoby

dopma BuUIyCKYy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsioYyeHHs

rOTOBOrO /1iKapCbKOro 3acoby (He3HauHi 3MiHN Y
3aTBEpPXEHNX MeTodax BUNpobyBaHb) (3MiHN Y MeTodax
BMNpoGyBaHHA Ta cneuudikaLii NepBMHHOI ynakoBKu
(dbnakoHn Ta KpULLKK A0 HKX) 3a n. «MBY» 3rigHo 3
B/MOramMv BUpo6HMKa NakyBasibHOro matepiasny); 3MiHu |
TUNYy - 3MiHW 3 IKOCTi. FTOTOBWIA Nnikapcbkuii 3acio.
Cuctema KoHTeliHep/3aKynoptoBasibHNIA 3aci6. 3miHa
nocravasnibHUKa nakyBasibHUX MaTepianis abo
KOMMMEKTYOUMX (SKLLO 3a3HaYeHOo B OCbE) (3aMiHa abo
[0faBaHHsA noctavyasibHuka); CynyTHS 3MiHa - 3MiHK 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6. 3miHa chopmu abo
pO3Mipy KOHTelHepa uv 3aKynoploBasibHOro 3acoby
(NepBUHHOI yNakoBKK) (HeCTepusbHi Nikapcbki 3acobn);
3MiHK 3 sIKOCTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasibHWii 3aci6. 3MiHa Yy NepBUHHIl
yMaKoBLji FOTOBOr0 NiKapCbKoro 3acoby (skicHWi Ta
KinbKicHuii cknan) - M'siki Ta HecTepunbHi piaki Nikapcbki
chopmu (BBEAEHHSI A0AATKOBOrO BUAY NakyBaHHs)

149.

CMEKTUT

NopOLLIOK
(cy6eTaHuis) B
noABiHNX
nonieTuIeHoBKX
MiLLKax Ans
dhapmMaLeBTMUHOrO
3aCTOCYBaHHSA

TOB "TK
"ABPOPA"

YkpaiHa

LWaHbayH Nlye
dapmackioTikan Ko.,
nTa.

KuTai

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis:
3MiHW | TUny - 3MiHK 3 sKocTi. APl. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMUX MeX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BMXIAHWIA/NPOMDKHMI NPOAYKT/pearexT, Lo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuuTea A®I
(3BY)XEHHS A0NYCTUMUX MEX, BUSHAYEHUX Y

cneumdikawii)

UA/
14283/01/01

150.

COJIEPOH 100

Tabnetkn no 100 mr
Ne 10 (10x1), Ne 30
(10x3), Ne 60 (10x6)
y 6nictepax

TOB "®apma
Crapt"

YkpaiHa

TOB "®apma Ctapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
3MiHY | Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKili XxapakTepucTuLi

nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuUHMX/ribpuaHNX/6ionoAibHMX NikapcbkMx 3aco6iB
nicns BHECEHHS Tiel camoi 3MiHWN Ha pedepeHTHWi
npenapar - 3MiHW A0 iIHCTPYKLii 415 MeguyHoro
3acTocyBaHHs. BBegeHHs 3MiH npoTArom 3-x micauis
nicns saTBep/AKeHHs

3a
peyenmom

UA/
10209/01/01

151.

COJIEPOH 200

Tabnetku no 200 mr
Ne 10 (10x1), Ne 30
(10x3), Ne 60 (10x6)
y 6nictepax

TOB "®apma
Crapt”

Ykpaina

TOB "®apma Ctapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHK | TUny - 3MiHN Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKili XxapakTepucTumui

nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHSA
reHepUUHMX/TiBpUAHNX/6ioNoAIGHNX NiKapCbkMX 3aco6iB
nicns BHECEHHA Tiel camoi 3MiHN Ha pedhepeHTHW
npenapar - 3MiHW [0 IHCTPYKLUiT A1a MeanYHOoro
3acTocyBaHHs. BBeieHHsA 3MiH npoTArom 3-x micsAuis
nicnsa saTBepAKeHHsA

3a
peyenmom

UA/
10209/01/02
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
152. | conoaku KOpeHi (cybcTaHu,is) MpAT YkpaiHa BAT Y36ekuctaH BHECEHHS 3MiH [0 peecTpaujiiiHnx matepianis: 3MiHu | -
KOPEHI Yy MilLIKax, TIOKax, "NikTpasu" "Kapakannak6osH" Tnny - 3MiHu 3 AKocTi. A®L. KoHTposb ADI. 3miHay
Kinax ans mMeTofax BunpobysaHHA APl abo BuxigHOro
BMPOGHWLTBA marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
HECTEPUNbHUX BMKOPUCTOBYETLCA Y npoteci BUpo6HuuTea Ad| .(iHLIJi
nikapcbkux hopm 3MiHN Y MeToAax anpoﬁyB_aHHﬂ (BKJ'IIO‘IJaIOHI/I 3amiHy abo
[0NoBHEHHS) AdD| abo BYXiZHOro/MPOMIKHOrO NMPOAYKTY)
(NpuBeAeHHs MeToAiB BUNPoOyBaHHSA 3a M. «KinbkicHe
BM3HAYEHHs» Ta N. «MBY» 00 BUMOr Ajt040ro BUgaHHs
EP sik Hacnigok, BHECEHHS 3MiH 3a N. «<MBY» ao
Crieundpikauii); 3miHu | TUNY - AGMIHICTPATUBHI 3MiHN.
3MiHa HalimeHyBaHHA Ta/abo agpecy 3asBHUKA
(BnacHvka peecTpauiiHoro nocBig4YeHHs) (3miHa
HaliMeHyBaHHs Ta MiCLLle3HaX0/KEHHS 3asBHUKA)
153. | COnoAakmn cupon, 250 mr/5 mn My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [j0 peecTpauiitHux maTepianis: 3miHu | 6e3 UA/3359/01/01
KOPEHSA no 50 mn, 100 mn, akuioHepHe akLioHepHe TVNy - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKuii 3aci6. peuyenma
cupon 200 Mn 'y thnakoHi; TOBaApPUCTBO TOBapPUCTBO CucTema koHTeliHep/3aKynoptoBaibHUii 3aci6. 3miHa
no 1 dofIakoHy 3 "HayKoBo- "HaykoBo- POo3Mipy ynakoBKi roTOBOrO JlikapCbKoro 3acoby (3miHa
NTOXKOIO BUPOGHMUNIA BUPOGHIUNIA LLEHTP KiNbKOCTI OAMHULL (HaNPUKNay, TabaeTok, ammy/ TOLO) B
[103yBaNbHOIO B LeHTp "BOpLLAriBCHKiA ynaKkosLi:) - 3miHa nosa fjanasoHom 3aTBEP/DKEHIX
nauL; no 100 M y "BopLLAriBcbK XiMiKO- PO3MIpiB ynakoBku (BBe,c_leHH;_l [0[aTKOBOT YNaKoBKX A5
6aHLj; no 1 6aHLi 3 WiA XiMiko- thapmaLeBTUYHWIA /13 - 200 MN 'y chnaKoi nosiMepHomy, o 1 thnaxoy 3
M JIOXKOI [,03YBasIbHOK B NaYLj, sIK HAC/IJ0K AONOBHEHHS
TIOKKOIO q)apyaueBTT 3aBOA MKS$ BignoBigHWmMu 3miHamuy 3a po34ifioM «YnakoBka», Ta
AO3yBAJILHOIO B HHAN 33BO/ MPOno3unLisMK LLOAO TEKCTY MapKyBaHHS 404aTKOBOI

nauui

ynakoBku); 3MiHu | Tuny - 3MiHW 3 KOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBaibHWii 3aci6. 3miHa dhopmu abo
pO3Mipy KOHTEeNHepa 4un 3aKynoproBasibHOro 3acoby
(nepBUHHOI ynakoBku) (HecTepusbHI flikapcbki 3aco6m)
(3amiHa 6aHkn mapku BBI1-115 Ha 6aHKy mapku BBI1-
115/1); 3minHun | TNy - 3MiHK 3 sikOCTi. FOTOBWIA
nikapcbkuin 3aci6. Cuctema
KOHTeliHep/3akynopoBa/ibHWiA 3acib. 3MiHa napameTpiB
cneundgikauii Ta/abo AONYCTUMUX MEX NEPBUHHOT
YMakoBKM FOTOBOTO NiKapCbKOro 3acoby (3ByXeHHS
O0NyCTUMKX MEX, BU3HaUYeHuX y crneumdikauii) (3miHa
napameTpiB cneuudikalii NepBNUHHOTO NakyBaHHSA B
po3aini "Mikpo6ionoriyHa uictoTa" 3rigHo BUMOr
O®Y/EP); 3MiHn | Tuny - 3MiHK 3 SKocTi. [0TOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3miHa po3mipy
yNakoBKM rOTOBOTO NiKapCbKOro 3acoby (3miHa
Macwu/o6'eMy BMICTy KOHTeliHepa 6araTtoi03080ro
NiKapcbKoro 3acoby A1 HenapeHTepasibHOro
3acTocyBaHHs (6o 04HOL030BOr0, YaCTKOBOTO
BMKOPUCTaHHSA) (3MiHa 3aTBepKEHOT yNakoBKkM (B r) Ha
HOBY ynakoBky (B M) Ans 13, sk Hacnigok, 3MiHn B
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Ne
n/n

JlikapcbKo20

Hassa

3acoby

dopma BuUIyCKYy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsioYyeHHs

cneuudikauii 4ns koHTponto /13 Ta KOHTposo
NPOMDXHWUX NPOAYKTIB: BUTYYEHHS TecTy «Maca BMIiCTy
yNaKkoBKW» Ta BBeLEHO TecT «O6'eM BMICTY YNaKOBKU»)
(TepmiH BBEAEHHS 3MiH - NPOTAroM 3-X MicsLiB nicns
3aTBepAXeHHs); CynyTHsi 3MiHa - 3MiHU 3 siKoCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3MiHa hopmu abo
po3mipiB Nikapcbkoi hopmMu (iHLWi 3MiHK); 3MiHW 3 SKOCTI.
[oTOBMIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa napameTpiB crnevuudikawii
Ta/abo [oMyCTUMUX MeX roTOBOro /likapcbKoro 3acoby
(iHWi 3miHW) (TepMiH BBEEHHSA 3MiH - NPOTAroM 3-x
MicsILiB nicns 3aTBEpAKEHHS); 3MiHM 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/EHUX Y
cneumdikauisx, nig yac BUPOOHNULTBA FOTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHN) (TepMiH BBEAEHHS 3MiH -
npoTsArom 3-X MicsLiB Nicaa 3aTBepAKEHHS)

154.

CTONMKNACTA

n

KOHLleHTpaT gns
pO34MHY ANst
iHdpy3ili, no 6 Mr/Mn
no 10 mn 'y doniakoHi;
no 1 cpnakoHy B
nauui 3 KapToHy

AnBoreH
INMKO C.AP./.

Jllokcemby
pr

Bignosigac 3a
BUNYCK Cepii:
Xocnipa FOK
NimiTen, Benvka
BpuTaHis;
BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/Ib SKOCTI
BUMYLLEHUX Cepili:
Xocnipa AscTpanis
NTI NTA, AscTpanisi;
BUPOGHUK,
BiANOBIgabHWIA 3a
BTOPUHHE
nakyBaHHs: tOMNC
CKC (HigepnaHaw)
B.B., HigepnaHay;
BUPOGHWK,
BiANOBIgaNbHUIA 3a
BTOPUHHE
nakysaHHs: CBYC
dPapma, a.c., Yecbka
Pecny6nika;
BUPOGHUK,

Benuka
BputaHis/
AscTpanisi/
Hipepnanaw/
Yecbka
Pecny6nika/
Benbria

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
BUMpPaB/IEHHA TEXHIYHOI MOMWU/IKA B METOAAX KOHTPOJIHO
AKOCTI NikapcbKoro 3acoby y posginax "Cneumdikayis” Ta
"MeToAn KOHTPO" 3a NokasHnKoM "KifbkicHe
BM3HAYEHHA naMmigpoHary guHatpito”

3a
peyenmom

UA/5813/01/02
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Ne
n/n

JlikapcbKo20

Hassa

3acoby

dopma BuUIyCKYy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiH
020
nocsioYyeHHs

BiANOBIgabHMI 3a
BTOPVHHE
nakyBaHHs: EHecTist
Benbria HB, benbris

155.

CTONKNACTA

n

KOHLLeHTparT ons
PO34unHy A4S
iHdys3ii, no 9 mr/mn
no 10 mn 'y chnakoHi;
no 1 cpnakoHy B
nauui 3 KapToHy

AnBoreH
IMKO C.AP./.

Jokcemby
pr

BiAgnoBigae 3a
BUMYCK cepii:
Xocnipa FOK
NimiTen, Benvka
BpuTaHis;
BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPOJS1b AKOCTI
BUNYLLEHNX CEPIiA:
Xocnipa ABcTpanis
NTI NTA, AscTpanisi;
BUPOGHMK,
BiANOBIgabHWI 3a
BTOPUHHE
nakysaHHs: FOINC
CKC (HigepnaHaw)
B.B., Higepnangu;
BUPOGHMK,
BiANOBIgaIbHWIA 32
BTOPUHHE
nakysaHHsa: CBYC
dapma, a.c., Yecbka
Pecny6nika;
BUPOGHWK,
BiANOBigaNbHUIA 3a
BTOPUHHE
nakyBaHHs: EHecTis
Benbria HB, benbris

Benuka
BpuTtaHis/
AcTpanisi/
Higepnangwn/
Yecbka
Pecny6nika/
Benbria

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
BUMPAaB/IEHHS TEXHIYHOT NOMWU/IKM B METOAAX KOHTPOJIO
AKOCTI NikapcbKoro 3acoby y posginax "Cneumdikayis” Ta
"MeToAn KOHTPONK" 3a NokasHnkoM "KifbkicHe
BM3HAYEHHA NamigpoHaTy AvHaTpi"

3a
peyenmom

UA/5813/01/03

156.

CTPENTOLA,

-BAPHULSA

TabneTkn no 300 mr
Ne 10 y KOHTYypHUX
YapyHKOBUX
ynakoBkax (y nauui
abo 6e3 nayku)

MpAT
"Papmauestn
YHa hipma
"dapHuua”

Ykpaina

MpAT
"dapmaLeBTUyHa
ipma "fapHuus”

Ykpaina

BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis:
3MiHu |l TMny - BBEAEHHSA HOBOTO BNPOGHMKa AD| abo
Ait04OT PEYOBVHM 3 HaJaHHAM MaTtepianis
peecTpauiniHoro gocbe (MacTtep-oaiina) Ha gitouy
pevoBuHY — 3amiHa BUpobHuka A®I — CynbchaHinamiay.
BBegieHHs 3MiH NPOTAromM 6-T1 MicsaLiB nicns
3aTBEPAKEHHSA; 3MiHM | TUny - 3MiHa y MeTodax

6e3
peyenma

UA/5949/01/01
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
BMNpo6yBaHHA A®I| abo Ajtoyoi pevoBnHN abo
BMXIZAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuUTBa A®| abo
Ai040T PeYOBUHU; CyMyTHSA 3MiHa: 3MiHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha APl abo fitouy pevoBuHy, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y npoueci BupobHuutea APl abo
[it0401 pevyoBUHU
157. | TAHTYM PO34YMH BariHa/IbHUIA AsieHpge ITanis AszieHpe Kimike ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/4012/02/01
PO3A® 0,1 % no 140 mny Kimike PiyHiTe | (ckopoueH PiyHiTe AHxeniHi (ckopoueHa 3MiHa | Tuny - 3MiHa B ymoBax 36epiraHHsi roTOBOro peyenma
thnakoHax Ne 5 AHXEiH a HasBa: dpaHyecko - HasBa: As3. NiKapcLKOro 3aco0y. BBEAGHHA 3MiH NpoTArom 6-Tu
OCHalLeHuX PpaHyecko - A3. Kim. AKP.A®. -C.nA. Kim. PiyH. MiCALIB Mic/iA 3aTBEPKEHHA; 3MiHa | Tuny - 3MiHa
KaHionew 3 AKP.A®. - PiyH. AHXKENiHi napameTpis cneumcplk_aulﬁ Ta/abo fonyCTUMUX MEX
KpULLIEYKOIO ANst C.n.A. AHXENHI dpaHyecko rOTOBOIO NiKapCLKOro 3acoby
3aKpuUTTA dpaHyeck AKPA® CIA,
0 AKPA® ITanisa)
CnA,
ITanis)
158. | TACUTHA kancynu Teepgi no Hosapric Lseiiuapi HoBapTtic ®apma LLiseiiuapis BHECEHHS 3MiH A0 peecTpauiiiHux MaTepianis: 3a UA/8979/01/01
200 mr Ne 28 (14x2), ®apma Al fa LWreiin AT 3MiHN Il TNy - 3MIHN A0 THCTPYKLT ANA MeAnYHOro peyenmom
Ne 28 (4x7) y 3aCcTOCyBaHHSA y po3ainu: "dapmakosorivyHi B1acTuBocTi”,
6nicTepax "B3aemogis 3 iHWMMK fikapCbKMMm 3acobamm Ta iHLLi
BMAW B3aemMogiin”, "Ocob/MBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHA y nepiof BarirTHOCTi abo rogyBaHHs
rpyaaro”, "34aTtHicTb BIIMBATY Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM abo0 iHWUMK MeXaHi3MamMmn",
"Cnoci6 3acTocyBaHHsa Ta go3un", "Mob6iyuHi peakyii”.
BBepgeHHA 3MiH npoTsarom 3-x MicauiB nicns
3aTBepAKEHHSA
159. | TACUTHA Kancysnv Teepai no HoBapric LLiseliuapi HosapTic ®apma LLiBeiiuapis BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 3a UA/8979/01/02
150 Mr Ne 28 (4x7)y | ®apma Al A LWiTeiin AT 3miHu Il TNy - SMikK A0 IHCTPYKUIT ANSt MEAMIHOTO peyenmom
6icTepax 3aCTOCYBaHHA y po3ainu: "®apmakonoriyHi BnactnsocTi”,
"B3aemMopis 3 iHWMMKU NiKapCbKnMmy 3acobamm Ta iHLLi
BVAM B3aemogiin”, "OcobmMBOCTi 3acTocyBaHHSA",
"3acTocyBaHHS y nepiog, BaritHOCTi abo rogyBaHHsA
rpyAAk0”, "34aTHICTb BI/IMBATY Ha LIBWMAKICTL peakuii npy
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWMMK MeXaHizmamu',
"Cnoci6 3acTocyBaHHS Ta fo3un", "[No6ivHi peakuii”.
BBeAeHHA 3MiH NpPOTArom 3-x MicAwiB nicns
3aTBepAKeHHA
160. | TEJICAPTAH- Tabnetku no 40 O-p Pengi'c IHais "N-p Peppj'c IHais BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/
H mMr/12,5 mMrno 7 Na6oparopic Na6oparopic /itg"  3MiHV | TUMY - 3MiHA YNIOBHOBAXEHOT 0COGH, peyenmom 14776/01/01
Ta6NeToK y 6iCTEp; na BiANOBifa/1bHOT 3a 3fiCHEHHA (hapMaKkoHarnsay
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
no 2 6nictepu B (BKNtOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHU Y PO3MILLEHHI
KapTOHHiVI Kopo6|_||i macTep-chaiina cuctemm hapmakoHarnsgy
161. | TENCAPTAH- TabneTkun no 80 [O-p Pepgi'c IHais "[-p Pepgi'c IHAiA BHECEHHS 3MiH A0 peecTpauiiiHix MaTepianis: 3a UA/
H mr/12,5 mr no 7 Na6opaTtopic Na6opatopic NT1g" 3MiHU | TUNY - 3MiHA YNIOBHOBAXKEHOT 0COGH, peyenmom 14775/01/01
Ta6NeToK y 6icTepi; na BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMakoHarnsay
no 2 6nicTepy B (BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
KAPTOHHili KOPOGL] macTep-thaiina cuctemu papmakoHarnsgy
162. | TOPACEMIA- Tabnetkn no 10 mr MAT YkpaiHa MAT "/lyraHcbkuii YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux matepianis: 3MiHu | 3a uA/
nyran no 10 TabneTok y "KWiBCbKWIA XiMiKO- TMny - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peyenmom 11688/01/01
6nicTepi; no 1 abo BiTaMiHHWIA hapmaueBTUYHWIA thapmakoHarnsgy. BeefeHHs abo 3MmiHn [0 y3aranbHeHux
no 3 6nictepy B 3aBog" 3aBog" [aHux nNpo cuctemy chapmakoHarnsay (BefeHHs
nauj y3arasibHeHUX faHnxX Npo cucTemy chapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0c06M, BiANOBIAA/ILHOI 3a
3AiicHEHHs1 chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asiBHVKa AN 34iINCHEeHHS
thapmakoHarnagy B YkpaiHi, AKLLO0 BOHa BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6U, BiANOBIAANLHOI 3a 34iACHEHHS
hapmakoHarnsagy (Bkvaouy KOHTakTHI gaHi) Ta/abo
3MiHM Y PO3MiLLEHHI MacTep-thaiina cuctemu
hapmakoHarnsgy); 3MiHa 3asiBHuKa, nepejaya npas
iHLIOMY 3asBHUKY
163. | TPEKCUN TabneTku, BKpUTI CaH IHais PaH6akci IHais BHECEHHS 3MiH 10 peecTpavjiiiHux maTtepianis: 3MiHu | 6e3 UA/
HEO MNiBKOBOIO dapmackioTn Na6opaTtopis TMny - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peuenma 12113/01/01
060/10HKOIO, M0 5 Mr, | Kan IHjacTpi3 Nimitepq, thapmakoHarnsay. BeefeHHs abo 3MmiHn o y3aranbHeHux
no 10 Ta6neToK y Nimitep, [JaHux nNpo cuctemy chapmakoHarnsgy (BefeHHs
6nictepi, o 1 y3arasibHeH!X AaHnX npo cucTemy apmakoHarnsiay,
6nictepy y 3MmiHa YMOBHOB&XXEHOT 0cO6MU, BiANOBIgaNbHOI 3a
KapTOHHIli KOPOGLj 34ilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
thapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
hapmakoHarnisagy B YKpaiHi, SKLLLO0 BOHa BigMiHHA Big,
YMNOBHOBaXEHOT 0co6U, BiANOBIAaNbHOI 3a 34iCHEHHS
hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo
3MiHM y PO3MiLLLEeHHI MacTep-haiina cuctemu
thapmakoHarnsagy); 3MiHa 3asaBHMKa (B/1lacHUKa
peecTpaLiiHoro nocBigYeHHs
164. | TPUBUMNMNH® TabneTkun, BKpUTI TOB "HB® Ykpaina TOB "HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaviitHux maTepiasis: 3miHu | 3a UA/
060/10HKO10, Mo 250 "Mikpoxim" "Mikpoxim" UMYy - 3MiHN 3 SIKOCTI. [OTOBMIA Nikapcbkuii 3aci6. Onuc Ta | peyenmom 12303/02/01
mr Ne40 (40x1) B cknag. 3miHa y cknagi (4ONoMKHMX pevoBUHaXxX) roTOBOro
BaHkax, Ne 40 NiKapCbKOro 3acoby (iHLWi 3MiHK) (3MiHW y cknagi
(10x4) y 6nicTepax B o6ono_HK|/| — BHECEHHA [0aTKOBOT AOMOMDKHOI peYOBUHMN
nauyj rifpoKcUnponiIMeTUNLEeNN031 40 cknaay 13)
165. | YBICTE3UH PO34YMH ANS iH'eKLili 3M HimeuunHa | 3M [JoiiunaHg FTM6X HimeuumHa BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 3a UA/
DOPTE nol1,7mny [Jloiiunang BUNPAB/IEHHA TEXHIYHOT MOMWUKK Y PO3AiNi 3MiH 40 peyenmom 10196/01/02
KapTpUAKi; Mo 50 rmM6X MeTogiB KOHTposto aKocTi «CMEUUVPIKALIA (npoTtarom

KapTpuaXiB y

TEPMiHY NpUAATHOCTI)»
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs
MeTaseBiil 6aHLi
166. | YKP/NIB® CYCNeHsisl opasibHa, TOB "KYCYM Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH [J0 peecTpaviitHux maTepiasis: 3MiHu | 3a UA/
250 mr/5 mn no 200 PAPM" PAPM" UMY - AQMIHICTPATUBHI 3MiHU. 3MiHa HaliMeHyBaHHs peyenmom 11750/02/01
My donakoHi; no 1 Ta/abo agpecy 3asiBHVKa (B/1aCHUKa peecTpavyiiniHoro
thN1aKoHy pasom 3 nocBifyeHHs) (3MiHa MicLie3HaXoAKeHHA 3aABHIKa);
MIpHOIO JTOKEUKOIO Y V3MIHM I Tnny - AAMIHICTpaTMBHI 3MiHW. 3MiHa
KApTOHHIl YNaKoBL: _HaiiMeHyBaHHs Ta/a6_o afpecy Miclist NPOBaKeHHs
no 30 M1 y chnaKoHi; AifnbHOCTI BVIpOﬁHI/IKa/'IMI'IOpT.epa roTOBOrO NiKapPCLKOTO
Mo 1 dhniakoHy 3aco6y, BK/ouatoUn AinbHULI BUMYCky cepii abo Micue
. NPOBEAEHHS1 KOHTPOSIIO SIKOCTI. (AiSNbHICTb, 3a Ky
Pasom 3 MipHOto BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK
NOXEUKOIO y ) cepiit) (NMprBeAEHHS MICLLe3HAXO0MKEHHS BUPOGHIKA [N13
KapTOHHIW ynakosL| y BianosigHicTb no Ceptucikaty GMP, BuaaHoro
[Lepxnikcnyx6oto YkpaiHu, 6e3 3MiHu Micua
BMPOGHMLTBA (3MiHA NOWTOBOrO iHAeKcy); (TepMiH
BBEAEHHS 3MiH - MPOTAroM 6-Tv MicsALiB nicns
3aTBEPMKEHHS)
167. | YPOPEK Kancynu Teepgi no 4 Pekoppaari Ipnaxpis Pekopgari IHgacTpia ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/
mr Ne 10 (10x1), Ne AineHg Nt Ximika e 3MiHM | TMNY - NOAAHHA HOBOTO 860 OHOB/IEHOTO peyenmom 11926/01/01
30 (10x3), Ne 50 dapmacesTika cepTudpikaTa BignosigHOCTI E€Bponeiickkii hapmakonel -
(10x5), Ne 90 (10x9) C.NA. nogaHHsa Hosoro E-cepTudikaty BigNoBiAHOCTI
y 6ricTepax B €Bponeiicbkiii hapmakonei 418 [0NOMKHOT peYOBUHN
KAPTOHHil navy xenatuHy Ne R1-CEP 2000-140-Rev 03 Big BUpo6HMKa
PB Gelatins GMBH, Germany; nogaHHs HoBoro E-
cepTudikaTy BignoBigHOCTI E€Bponelickkiin hapmakonei
0151 [ONOMDKHOI pevoBuHM xenatuHy Ne R1-CEP 2000-
182-Rev 01 Big Bupo6HuKa Lapi Gelatine SpA, Italy;
3MiHM | TUNY - 3MiHW Y Npoueci BUPOOHULITBA FOTOBOIO
NikapcbKoro 3acoby, BK/IKUYAKUM MPOMKHUA NPOAYKT, L0
3aCTOCOBYETHCS MNPV BUPOOHULTBI FOTOBOTO NiKapCbKOro
3aco6y — 3a pilleHHsAM BUPOBHMKa 418 onTuMi3auil
BMPOBHMYOro NpoLecy Ha eTani BUCYLLYBaHHSA BBOAUTLCA
anbTepHaTyBHa cucTeMa BUCYLLYBaHHA [40AAaTKOBO [0
CUCTEMM LLIO BUKOPUCTOBYBa/Iacs paHilue
168. | YPCOMAKC Karicynu no 250 wr, TOB YkpaiHa TOB "dapmekc YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/
no 10 kancyn y "dapmekc Mpyn" TMNYy - 3MiHK W00 Gesnekn/eddekTMBHOCTI Ta peuenmom 12451/01/01
6nicTepi, no 1 a6o Mpyn" thapmakoHarnagy. 3MiHU y KOPOTKili XxapakTepucTumui

no 5, a6o no 10
6nicTepis y nauui 3
KapToHy

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUiT AN
MeZMYHOro 3aCTOCYBaHHS
reHepnyHUX/ribpuaHNx/6ionogibHNX nikapcbkmx 3aco6is
nicns BHECEHHS Tiel camoi 3MiHU Ha pedhepeHTHWA
npenapar (3MiHa He NOTpebye HafaHHSA XXOAHUX HOBUX
[0[aTKOBUX AaHnX) (3MiHM A0 iHCTPYKLi y po3ainu:
Moka3aHHs, MpoTunokasaHHsA, Cnocib 3acTocyBaHHA Ta
[03u, MNob6iuHi peakuii, Mepeno3yBaHHs, 3acTocyBaHHA Y
nepiog BariTHoOCTi abo rogyBaHHs rpyaato, Aitu,
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
Oco6MBOCTi 3aCTOCYBaHHS, B3aemogis 3 iHWMMK
nikapcbk1UM 3acobamu Ta iHLWi BUAY B3aEMOAA,
®apmakoioriyHi BNacTmBocCTi, 3rifHO 3 iHhopMaLieto
OO0 MEAMYHOrO 3aCTOCyBaHHS pethepeHTHOro
(YPCO®AJIbK) nikapcbkoro 3acoby (TepmiH BBeAeHHS
3MiH - MpoTAroM 3-X micsilis nicns 3aTBepipkKeHHs)
169. | YPCOXO/N® Karicynu no 250 mr MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 0 peecTpaviitHux maTepiasis: 3miHu | 3a UA/9018/01/01
Ne 50 (10x5), Ne 100 | "dapmauesTi "dapmMaLeBTnyHa TMny - 3MiHK WoA0 Ge3nekn/edekTMBHOCTI Ta peuenmom
(10x10) y KOHTYPHUX uHa pipma thipma "OapHuus” _ thapmakoHarnsay. 3MiHN y KOpoTKil XapakTepucTuLyj
YapyHKOBUX "NapHnus” nNikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta IHCTPYKLIT Ans
ynakoBKax y nautj MeAMYHOro 3acTOCYBaHHSA
reHepUUHNX/TiBpUAHNX/6iIoNoAIGHNX NikapCbkMX 3aco6iB
nicns BHECEHHS Tiel camoi 3MiHN Ha pedhepeHTHWi
npenapar (3mMiHa He NoTpebye HafaHHA XOLHWNX HOBUX
[0[aTKOBUX AaHuX) (3MiHV A0 IHCTPYKLi 415 MegnyHOro
3acToCyBaHHSA y po3ginu: "MokasaHHs", MpoTunokasaHHs.
Cnoci6 3acTocyBaHHS Ta A03W. [No6iyHI peaku;i.
Mepeno3yBaHHA. 3acTOCyBaHHS Y Nepiog, BariTHOCTI abo
roflyBaHHs rpyaato. Aitn. Ocob6nmnBoCTi 3aCTOCYBaHHS.
B3aemopis 3 iHWMMKM NiKapcbknmy 3acobamu Ta iHLLi
BWAW B3aEMOZI. PapMakooriyHi BNacTUBOCTI, 3rigHO 3
iHchopMmaLieto W00 MeANYHOTo 3aCTOCyBaHHS
pedepeHTHOro (YPCO®AJbK) nikapcbkoro 3acoby).
BBefeHHst 3MiH npoTArom 3-x MicsuiB nicns
3aTBEPMAKEHHS.
170. | ®APNHIOCE NbOAAHUKN CaH IHais KK Tepania AT PymyHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/6511/01/01
nT npecosaHi no 10 mr, | dapmacbioTn TMNYy - 3MiHK W00 Gesnekn/edekTMBHOCTI Ta peuenma
no 10 ﬂbO,Cl'ﬂHl/lKiB y Kau |H,D.aCTpi3 thapmakoHarnagy. BeeseHHs abo 3miHn fo y3ara/ibHeHux
GnicTepi, no 2 Nimiteq, [aHux nNpo cuctemy chapmakoHarnsgy (BefeHHs
GnicTepn y y3arasibHeH!X aHnx npo cuctemy (:bap_MaKOHarnﬂ,qy,
KapTOHHIil KOpOBL 3MiHa YNOBHOBaX€EHOI 0co6M, BiANOBIAA/ILHOI 3a
3AiicHEHHs1 chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asiBHVKa AN 34iNCHEeHHS
cthapmakoHarnagy B YkpaiHi, AKLLO0 BOHa BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTakTHI gaHi) Ta/abo
3MiHM Y PO3MiLLEHHI MacTep-thaiina cuctemu
hapmakoHarnsgy); 3MiHa 3asBHuKa (BlacHuka
peecTpauinHOro NocBigYEHHs
171. | ®APUNHIOCE NbOASHUKN CaH IHais KK Tepania AT PymyHis BHECEHHS 3MiH 10 peecTpavjiiiHux maTtepianis: 3MiHu | 6e3 UA/0019/01/01
nT 3l npecosaHi no 10 mr, | dapmacbioTn TMNYy - 3MiHK o0 Gesnekn/edekTMBHOCTI Ta peuyenma
CMAKOM no 10 NbOASHKIB Y kan IHgacTpi3 thapmakoHarnsgy. BeefeHHs abo 3MiHM [0 y3araslbHEeHNX
NNMOHA 6nicTepi, no 2 Nimitepq, AaHNX PO cuCTeMy thapmakoHarniszy (BeAeHHs

6nictepu 'y
KapTOHHiIin kopobui

y3arasibHeHNX faHux Npo cucTeMy dpapMakoHarasay,
3MiHa yNOBHOBaXXEHOT 0c06M, BigNOBigaIbHOI 3a
3AiliCHeHHA (hapMakoHarnsay; KOHTaKTHOT 0co6u 3
thapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
dhapmakoHarsisgy B YKpaiHi, SKLLO BOHA BigMiHHA Big,
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
YMOBHOB&XEHOT 0cO6U, BiANOBIAaNbHOI 3a 34iICHEHHS
thapmMakoHarnagy (Bkiovaoumn KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy); 3miHa 3asiBHuKa (BnacHuka
peecTpauiiHoro NocBigYeHHs
172. | PEBAPVNH® TabneTkun, BKPUTI ABGOTT HigepnaHg MaiinaHx dpaHuis BHECEHHS 3MiH [j0 peecTpauiitHux maTepianis: 3miHu | 3a UA/7599/01/01
NNiBKOBOO Xernckea " Na6opaTtopiz CAC TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuenmom
060/10HKOH0, N0 50 MpogakTc Ta/abo aapecu MicLa NPOBaKEHHS AisNbHOCTI
Mr N0 15 Ta6neToK y E.B. BUPOGHMKa/imnopTepa rotoBoro JikapcbKoro 3acoby,
6nicTepi; no 1 a6o 2 BK/IOYA0UM AiNbHULI BUMYCKy cepii abo micue
6nictepn B NPOBE/ieHHs KOHTPO/TI0 AKOCTI. (QiSNbHICTb, 3a Ky
KaPTOHHIl KOpPOBL: Bignosigae BI/IE)OﬁHI/IK/IMI'IOpTep, BK/TH04AK04M BUMYCK
N0 20 TAGNETOK y ’ cgpm) (3miHa HaiMeHyBaHHs BMPOBGHUKaA F!jS, 6e3 3MiHu
6nicTepi: no 3 Miclist BUPOGHULTBA) (TepMiH BBEAEHHA 3MiH - NPOTATOM
6I1iCTepl/’I 5 6-TN MicsLiB NiCNsA 3aTBEPKEHHS)
KapTOHHIli kopoobui
173. | PEBAPUH® TabneTkun, BKpUTI A660TT HigepnaHg MaiinaH dpaHuis BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3MiHu | 3a UA/7599/01/02
NNiBKOBOKO Xernckea " Na6opartopiz CAC UMYy - AGMIHICTPATUBHI 3MiHU. 3MiHa HaliMeHyBaHH: peyenmom
060/10HKO0, Mo 100 MpogakTc Ta/abo afpecu MicLs NPOBaPKEHHS AiSNIbHOCTI
Mr 1o 15 Ta6ieTok y E.B. BUPOGHMKa/iMnopTepa rotoBoro JiKapcbKoro 3acoby,
Gnictepi; no 1 a6o 2 BK/HOYaA0UM AiNbHWLI BUNYCKY cepii abo Micue
6nicTepy B NpoBe/EHHS KOHTPO/TI0 AKOCTI. (AiSNBHICTb, 3a AKY
KAPTOHHIl KOpPOBL: BiAnoBiAae BVI[306HVIK/IMI'IOpTep, BK/TO4AK0UN BUMYCK
Mo 20 Ta6NETOK y ’ cgplw) (3miHa HaiiMeHyBaHHs BMPOGHUKaA FIjS, 6e3 3MiHn
. - Micus BupobHuuTea) (TepmiH BBEAEHHS 3MiH - MPOTAroM
6”!CTep" no3 6-Tn MicALiB NiCNA 3aTBEPIKEHHS)
6nictepu B
KapTOHHIi1 kopobui
174. | ®EANH-20® kancynv no 20 mMr no OpraHocuH IHais CiHmeauk IHais BHECEHHS 3MiH 10 peecTpavjiiiHux maTtepianis: 3MiHu | 3a UA/1240/01/01
10 kancyny Naiidp Na6opartopis, IHais TMNYy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEHyBaHHS peyenmom
6nicTtepi; no 3 Caencus IMBT. MaiinaH Ta/abo afpecu MicLs NPOBaKEHHS AifNBHOCTI
GnicTepu B nauLyi 3 nTg., Na6opatopi3 Bmpo6HMKa/i|vmopTepa rOTOBOrO /iKapCLKOro ._v.aco6y,
KapTOHY Nimites, IHgist BK/IOUA0UN AiILHULI BUNYCKY cepii abo Micle
EsepTomkeH Jlaiicy MpoBe/eHHs KOHTPOSTHO AKOCTI. (fisnbHICTL, 3a AKY
CaeHcns Niviten Bidnosigae BMBO6HMKI|MnopTep, BK/TIOYAKOUN BUMYCK
IHzis ’ cgpm) (3miHa HaiiMeHyBaHHs BMPOOHUKA F}j3, 6e3 3MiHu
micusa BupobHMLTBa) (TepMiH BBEAEHHS 3MiH - MPOTAroM
3-X MicsILiB nicns 3aTBepAKEHHS)
175. | ®EANH-20® kancynv in bulk : no OpraHocuH IHAiA CiHmeauk IHAjs BHECEHHS 3MiH [J0 peecTpaviitHux maTepianis: 3MiHu | 3a UA/1239/01/01
2500 kancyn y Nand Na6opartopis, IHais TMny - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuenmom
NoABIHNX CaeHcus BT, MaiinaH Ta/abo afpeck MicLs NPOBa/KEHHA AisNbHOCTI
nonieTUIeHOBNX nra., JlaBopaTopi3s BUPOGHMKa/imnopTepa rotoBoro JikapcbKoro 3acoby,

naketax

Nimiten, IHgis
EBepTomxeH Jalic
CaeHcus Jlimitepq,
IHAis

BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHSA KOHTPOSIIO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK
cepiii) (3MiHa HalimeHyBaHHS1 BUPO6HUMKa /13, 6e3 3MiHu
MicLa BUPO6HULTBA) (TepMiH BBEAEHHS 3MiH - NPOTSArom
3-x MicsiliB nicns 3aTBEpAKEHHS)
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
176. | ®EHIMNANH- Tabnetkn no 10 mr ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/7885/01/01
340POB'S no 10 Tabnertok y 06MeXeHoH0 06MeXeHOI0 3MiHN | TUNY - 3MiHK 3 AKOCTI. A®I. KoHTponb A®L. 3MiHaY | peyenmom
6nictepi; no 5 BiANOBigANbHI BiANOBIAANLHICTIO METOAaX BUNPOBYBaHHsA A®I a60 BUXIAHOTO
Gnictepie y cTIo "®apmaLesTyHa maTepiany/npomikHOro npo,quTy/peareHTy, o
KapTOHHI kopoobLi "apmaueBTn KoMnaHis "3gopos'a” BUKOPUCTOBYETLCA Y NPOLEC BUPOGHMLTBA AP
4Ha KOMHaHIs (He3HauHi 3MiHu y 3aTBEP/KEHNX METoAaX
" o BUMPOOYBaHHA); 3MiHW | TUMY - 3MiHW 3 SKOCTI.
3A0poB's CeprtudpikaT BignoigHocTi/l E-cepTudikaTt BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii - nogaHHs
HoBoro CEP Ha A®| HicheauniH Big 3aTBEpAXEHOTO
BMPOGHMKA 3i 3MIHOI0 HaliMEHYBaHHS, a TakoX 3MiHa
IOPUANYHOT agpecn Ha dhakTUuHY, AOMOBHEHO
cneuudikauito BXigHoro koHTposnto A®| HoBUMK
noKasHukamm SKOCTi «3aNLLIKOBI Ki/TbKOCTi OpraHivyHmx
PO3YMHHIKIB» Ta «2-HITPOGEH3aNbAEriA» 3 BiANOBIAHUMMN
meTodamy BUNpobyBaHHSA 3riAHO HaJaHOro HOBOrO
CepTudoikaty BignoBigHOCTI EP; cynyTHS 3miHa: 3MiHK 3
AKocTi. A®l. KoHTposb AdL. 3miHa y napameTpax
crneundikayiii Ta/abo AONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®I, abo BUXiAHUA/NPOMIXHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BUPO6HMLTBA AD| (LONOBHEHHSA cneuudikalii HoBUM
NOKa3HWKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BUNPOGYBaHHS)
177. | ®EPPONEK- PO34YUH ANS iH'EKLN, ToBapucTeo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaviitHux maTepianis: 3MiHu | 3a UA/2393/01/01
340POB'A 50 mr/Mn no 2 Mn B 06MEXEHOI0 06MEXEHOI0 TUny - 3MiHK 3 sIkOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
amnyni Ne 3, Ne 5, BiANOBifabHI BiANOBIfANLHICTIO CT1abinbHiCTb. 3MiHa y TepMiHax NpugaTHocTi abo ymoBax
Ne 10 y KapTOHHMX CTHO "dapmaLleBTUYHa 36epiraHHsA roToBOro /ikapCcbKOro 3acoGy (36i/bLIeHHS
kopo6kax; Ne 5 "PapmauesTy KoMnaHist "340poB's" TEPMiHy NPUAATHOCTI FOTOBOTO NiKapCLKOTo 3acoby) - [inqa
(5x1), Ne 10 (5x2) y UHA KOMAAHis TOproBoi ynakosku (NiATBEPAKYETLCA JAHUMU PeaslbHOTo
GnicTepax "340poB's" l4al_cy) (36iNbLUEHHS TEPMiIHY npnAaTHOCTI roToBOrO
nikapcbkoro 3acoby 3 2-x Ao 5-1u pokis) (TepMiH
BBEJEHHS 3MiH - NpOTAroM 3-x MicsauiB nicns
3aTBEPAKEHHS)
178. | ®1HOKONA® Tabnetkn no 4 Hab6poc IHais Ha6poc ®apma lMBT. IHais BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 3a UA/7204/01/01
TabneTkn y cTpuni; ®apma MMBT. nra. _ 3MiH | TMny - 3MiHa ynoBHOBaXeHO ocobu, peyenmom
no 1 cTpuny B T, BiANOBifaU1bHOT 3a 34iICHEHHS chapMakoHarnsgy

naneposomy
KOHBepTi; no 4
TabneTkn y cTpuni;
no 3 cTpunu 'y
KapTOHHIli kopooLi;
no 4 TabneTkn y

(BK/THOYAOUM KOHTAKTHI AaHi) Ta/abo 3MiHM Y PO3MILLLEHHI
macTep-chaiina cuctemm hapmakoHarnsgy
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
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3acoby ynakoska) 020
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cTpuni; no 1 ctpuny
B nanepoBomMy
KoHBepTi; no 50
KOHBEPTIB Y
KapTOHHiI kopo6Li
179. | ®NHOKONA®- TabneTtku no 4 Ha6poc IHais Ha6bpoc ®apma lMBT. IHAain BHECEHHS 3MiH ,qo.peeCTpau,iﬁme marepianis: 3a UA/6266/01/01
N TabneTku y cTpuni; ®dapma MBT. nra. 3MiHM | TMMY - 3MiHa ynoBHOBaXKeHOT ocoou, peyenmom:
no 1 ctpuny B nra. BiANOBIA&UIbHOI 3a 3AIICHEHH:A (hapMmakoHarnsgy Ne 200
naneposomy (BK/OHAKOUM KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MILLLEHHI 6es
KOHBETI: 10 4 macTep-thaiina cuctemu chapmakoHarnsgy peyenma:
TabneTkn y cTpuni; Ne 4, Ne 12
no 3 cTpunu y
KapTOHHIl KOpoo6Li;
no 4 Tabnetkn y
cTpuni; no 1 ctpuny
B nanepoBoMy
KoHBepTi; no 50
KOHBEPTIB Y
KapTOHHIin kopoobLi
180. | ®/TIOKOPUK kancynv no 50 wr, CaH IHais PaHb6akci IHais BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3MiHu | 3a UA/6786/01/01
no 7 kancyny dapmackioTn Na6opartopis TUMy - 3MiHK WoA0 Gesnekn/edheKTUBHOCTI Ta peyenmom
6nicTtepi, no 1 Kan lHgacTpi3 Nimitep, thapmakoHarnsgy. BeefieHHs abo 3MiHM 0 y3araslbHEHNX
Gnictepy y Nimiten, JaHyx Npo cuctemy dhapmakoHarnagy (BegeHHs
KApTOHHIN KOpOBL y3araslbHeHUX AaHux Npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT 0cO6MU, BiANOBI4aLHOI 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnagy 3asBHVKa 415 34iCHeHHS
hapmakoHarnsagy B YKpaiHi, SKWo BOHa BifgMiHHA Bif,
YMOBHOB&XEHOT 0cO6U, BiANOBIAaNbHOI 3a 34iCHEHHS
hapmakoHarnsgy (Bkouvakouy KOHTakKTHI aaHi) Ta/abo
3MiHM Y PO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy); 3miHa 3asiBHuKa (BnacHuka
peecTpauiiHoro NocBigYEHHs
181. | ®NTHOKOPUK Karcynu no 100 wr, CaH IHais PaHbakci IHais BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/6786/01/02
no 7 kancyny dapmacbioTn Na6opartopis TUMy - 3MiHK WoAo Gesnekn/edhekTUBHOCTI Ta peyenmom
6]-|ic'|'epi’ nol Kan |Hp'ac'|'pi3 ﬂiMiTeA thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHEeHMX
Gnictepy y Nimiteq [laH1X Npo cucTemy hapmakoHarnsagy (BefeHHs

KapTOHHIlt kopoobUi

y3arasibHeHUX JaHunX nNpo cucTemy dapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0co6MU, BiANOBIAaNbLHOI 3a
3[ificHeHHs thapmakoHarnsgy; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asBHUKa ANS 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHA Bif,
YMOBHOBaXeHOT 0CO6M, BiANOBIAaNbHOI 3a 34iNCHEHHS
chapmakoHarsgy (BKIYaumn KOHTaKTHI AaHi) Ta/abo
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3acoby ynakoska) 020
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3MiHM Y PO3MilLEHHI MacTep-thaiina cuctemu
hapmakoHarnsagy); 3MiHa 3asBHuKa (BlacHuUKa
peecTpauiiHoro NocBigYeHHs
182. | ®/TIOKOPUK kancynv no 150 wr, CaH IHais PaHb6akci IHais BHECEHHS 3MiH 0 peecTpavjiiiHux maTtepianis: 3MiHu | 6e3 UA/6786/01/03
no 1 kancyniy dapmachoTn Na6opartopis TMny - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peuenma
6nicTtepi, no 1 Kan lHgacTpi3 Nimitepq, hapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3arasibHeHNX
Gnictepy y Nimitep, JaHyx Npo cuctemy dhapmakoHarnagy (BegeHHs
KApTOHHII KOpO6L y3arasibHeHUX AaHux npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT 0CO6MU, BiANOBIgabHOI 3a
3[ificHeHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnszy 3asiBHVKa 415 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWo BOHa BigMiHHA Bif,
YMOBHOBaXXEHOT 0co6U, BiANOBIAaNbHOI 3a 34iCHEHHS
thapmMakoHarnagy (Bkiovaoumn KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-dhaiina cuctemu
hapmakoHarnsgy); 3miHa 3asBHuKa (BnacHuka
peecTpauiiHoro NocBigYeHHs
183. | POKOPT®- Kpem, L mr/rno15r MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/4936/01/01
[APHUUA y Ty6ax Ne 1 B nauyj | "®apmauesty "dapmaLeBTUYHa 3MiHm 3 AKoCTi. A®I. KoHTposb A®I. 3miHa y napameTpax | peyenmom
uyHa hipma hipma "fapHuus” cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
"NapHnLA" cneuudikauisx Ha A®l, abo BYXigHWIA/MPOMIKHWIA

npoAyKT/peareHT, WO BUKOPUCTOBYIOTHLCS Y NpoLeci
BMPO6HMUTBA ADI; cynyTHA 3miHa: 3MiHM 3 SKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobyBaHHs Ad| abo
BUXiAHOTO MaTepiasy/NpoMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoLeci BUPOGHULTBA ADI; 3MiHK 3
AKoCTi. A®I. KoHTposb AdL. 3miHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMNX MeX, BUSHAYEHUX Y
crneundikauisx Ha A®l, abo BUXIAHWNIA/NPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLEeC
BMPOGHULTBA AP (3BYXXEHHS [OMYCTUMUX MEX,
BM3HAYeHWX Y cneuudikauii); cynyTHs 3miHa: 3MiHn 3
AKocTi. A®Il. KoHTponb AdL. 3miHa y MeToaax
BunpobyeaHHA APl abo BuXigHOro
martepiany/npomiKHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y npoLieci BUpobHuuTea AP (iHLi
3MiHM Y MeToAax BUNpobyBaHHA (BK/1toYaoun 3amiHy abo
[0MNoBHEHHA) AD| abo BYXiAHOro/NPOMIKHOrO NPOAYKTY);
3MiHU 3 AIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KoHTposb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLiin Ta/abo [ONyCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (3BYXXEHHS A0MYCTUMUX MEX);
cynyTHS 3MiHa: 3MiHU 3 SIKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
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n/n JliKapcbKO20 (nikapcbka ¢hopma, BionycKy | peecmpayiliH
3acoby ynakoska) 020
nocsio4YeHHs1
MeToJax BUNPO6YBaHHS rOTOBOTO JliKapCbKOro 3acoby
(iHwWi 3mMiHM y MeToaax BUNpobyBaHb (BKIOYaUY 3aMiHy
a60 [OMNOBHEHHS)); 3MiHW 3 AKOCTi. [OTOBWIA Nikapcbkunii
3aci6. KOHTposib roTOBOr0 Nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikaliii Ta/abo 4ONyCTUMUX MEX
rOTOBOTO /1iKapCbKOro 3acoby; CynmyTHS 3MiHa: 3MiHu 3
AKOCTi. [oTOBWIA Nikapcbkuii 3aci6. KOHTPOb roToBOro
niKapcbKoro 3acoby. 3miHa y MeToAax BUNPo6yBaHHS
rOTOBOrO /1iKaPCbKOro 3acoby (iHLWi 3MiHM Y MeTogax
BMNpoGYBaHb (BK/OYa4M 3amiHy abo [ONOBHEHHS)
184. | ®TANA30/ Tabnetkn no 0,5 r Ne MNAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [0 peecTpaujiitHux maTepianis: 6e3 UA/7925/01/01
10, Ne 10x1 y "Ximthapm3as "Ximthapm3aBog 3MiHW | TUny - 3MiHK 3 AKOCTI. [OTOBWIA NiKapcbkuii 3acio. peyenma
6nicTepax o4 "YepsoHa "YepBoHa 3ipka” CTaGIan:lICTb. 3MiHay TepwmiHax npuaaTHoCTI aﬁq ymMoBax
sipka” 36epiraHHs roToBOro /ikapcbKoro 3acoby - 3miHa B
ymoBax 36epiraHHsi rOTOBOrO JliKkapCbKOro 3acoby.
BBegeHHA 3MiH npoTsrom 3-x MicauiB nicns
3aTBepAKEHHS
185. | LENOAEM TabneTku, BKPUTI CaH IHais PaHb6akci IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/5188/01/01
NNiBKOBOO dapmacbioTn Na6opartopis TMny - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peuyenmom
060/10HKO10, 1Mo 100 Kan lHgacTpi3 NimiTepq, thapmakoHarnsgy. BeefeHHs abo 3MmiHn [0 y3aranbHeHux
Mr, no 10 TabneTok Nimiteq, [aHnx nNpo cuctemy papmakoHarnsgy (BegeHHs
y 6nicTepi, no 1 y3arasibHeHx AaHux npo cuctemy cbap_maxonarpﬂ,qy,
6nictepy y 3MiHa yOBHOBaXKEHOT ocobu, BIANOBIAA/ILHOT 38
KaPTOHHiA KOPOGL 3pjiicHeHHs1 chapmakoHarnsay; KOHTaKTHOI ocobu 3
chapmakoHarnsay 3asaBHUKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, AKLLO0 BOHa BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6U, BiANOBIAANLHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkoyatouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y PO3MiLLEHHI MacTep-thaiina cuctemu
hapmakoHarnsgy); 3MiHa 3asBHuKa (BlacHuka
peecTpauinHOro NocBigYEHHS
186. | LENOAEM TabneTku, BKpUTI CaH IHais PaHb6akci IHais BHECEHHS 3MiH 10 peecTpavjiiiHux maTtepianis: 3MiHu | 3a UA/5188/01/02
MNiBKOBOIO dapmackioTn Na6opartopis TMny - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKO10, 1Mo 200 Kan lHgacTpi3 Nimitepq, thapmakoHarnsay. BeefeHHs abo 3MiHn 4o y3aranbHeHux
Mr, no 10 Ta6neTok Nimitep, [AaHnx npo cuctemy dpapmakoHarnsgy (BegeHHs
y 6nicTepi, no 1 y3araslbHeHIX AaHmx npo cuctemy q)ap_MaKOHarpﬂ,cgy,
6nictepy y 3MiHa yNOBHOBKEHOI ocobu, BIANOBIAA/ILHOT 38
KapTOHHIli KOPOGLj 3piicHeHHs hapmakoHarnsay; KOHTaKTHOI ocobu 3
chapmakoHarnsay 3asBHUKa AN 34iACHEHHS
hapmakoHarnisagy B YKpaiHi, SKLLO BOHa BigMiHHA Big,
YMNOBHOBaXEHOT 0co6U, BiANOBIAaNbHOI 3a 34iCHEHHS
hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo
3MiHM y PO3MiLLLEeHHI MacTep-haiina cuctemm
thapmakoHarnsagy); 3MiHa 3asaBHMKa (B/lacHUKa
peecTpaLiiHoro nocBigYeHHs
187. | ULETPUH® TabneTkun, BKPUTI [-p Peggi'c IHais [-p Peggi'c IHais BHECEHHS 3MiH [J0 PEECTpaLiiHNX MmaTepianis: 6e3 UA/6789/02/01
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Ne Ha3ssa dopma BuUIyCKYy 3asasHuUk Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n | nikapcbko2o | (niKkapcbka ghopma, sidnycky | peecmpayiiin
3acoby ynakoska) 020
nocsio4YeHHs1
nAiBKOBOO JNabopartopic Na6opartopic /114 3MiHW | Ty - 3MiHa YNOBHOBaXKEHOT 0CO6MU, peuyenma
060/10HKOI0, Mo 10 nth BiNOBIfa/IbHOI 3a 3/jiiCHEHHS (hapMakoHarnsay
Mr no 10 TabneTok y (BK/IOHAKOYUM KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MILLLEHHI
6nictepi; no 2 a6o 3 macTep-chaiina cuctemm hapmakoHarnsgy
6nictepu 'y
KapTOHHIi kopoobLi
188. | ULMDOPAH CT TabneTku, BKpUTI CaH IHais PaHb6akci IHais BHECEHHS 3MiH 10 peecTpaviiiHux maTtepianis: 3MiHu | 3a UA/6375/01/01
060/10HKOI0, MO 10 dapmackioTn Na6opartopis TMNYy - 3MiHK o0 Gesnekn/edekTMBHOCTI Ta peuenmom
TabneTok y 6icTepi, | kan lHgacTpi3 Nimiten thapmakoHarsdy. BeefjeHHst aGo 3MiHN [0 y3arasnbHeHnx
no 1 6nictepy B Nimiteq, [laHux npo cucTeMy hapmakoHarnsgy (BeAeHHs

KapTOHHI kopo6Li

y3arasibHeHUX faHnX Npo cucTemy chapmakoHarnsgy,
3MiHa YNOBHOB&XXEHOI 0co6M, BiANOBIAA/ILHOI 3a
34ilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWo0 BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0CO6U, BiANOBIAANLHOI 3a 34iICHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakTHI gaHi) Ta/abo
3MiHM Y PO3MilLEHHI MacTep-thaiina cuctemu
hapmakoHarnagy); 3MiHa 3asBHuKa (BlacHuMKa
peecTpauiiHoro NocBigYeHHs

3acTyNHUK Haya/lbHUKA YNpaBniHHA (hapMaleBTUUHOI

OIANBHOCTI Ta AKOCTiI (hapmaueBTUYHOT NPOAYKLiT

HO.M. Kepa
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MEPENIK

Aopatok 4

[0 Haka3y MiHicTepcTBa OXOPOHU
340pPOB’s YKpaiHu

15.08.2016 Ne 836

NIKAPCbKNX 3ACOBIB, AKAM BIAMOBJ/IEHO Y AEP)XXABHIN PEECTPALYJIIMEPEPEECTPALII TA BHECEHHI 3MIH 1O
PEECTPALIVHNX MATEPIANIB TA AEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU NTIKAPCbKNX 3ACOBGIB

Ne Hassa dopma sunycky 3asasHUK KpaiHa | Bupo6HUK KpaiHa liocmasa lMpoyedypa
n/n | nikapcbKo20
3acoby
1. AMBPO®NY cupon 30 mr/5 ma no 100 | KomepuiiiHe Mongosa KomepuiiiHe MonpgoBa | 3acigaHHsa KK MO3 BigmoBuTM y pAepxaBHii peecTpauii -
M1y dnakoHi 3 | nignpuemMcTBo nignpuemcTs Ne 37 Big 04.11.2015 | BigMoBa Ha eTani cnewjianizoBaHoi ekcnepTrusun
O03YyloUnM KoBnavkom umn | "daymen-dapm” o "dnywmea- 3rigHo 3 BNCHOBKOM JenaptameHTy
[03ylo4o  noxeukow y | TOB dapm” TOB 3acifaHHa HEP Ne 09 | cpbapmaueBTUYHOT  Ais/ibHOCTI  (Marepianu

nauyyi Ne 1

Big 29.10.2015

peecTpaLjiiiHoro Aocbe, WO A[odatTbCcs A0
3adB1, He BignosigaloTb BuMMOram Hakasy
MO3 YkpaiHn Big 28.06.2005 p. Ne 426 (y
pepakuii Hakasy MO3 Ykpainu Big 04.01.2013
Ne 3), p. lll, n.3.8.) - peecTpauis Ha 5 pokis

3acTynHUK HaYas/IbHUKa YNpaBniHHA
thapmaneBTUYHOT AiANBHOCTI Ta
AKOCTI (hapmMmaueBTUYHOI NPOAYKLT

H0.M. Kepa
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