MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA
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IIpo fep>kaBHY peecTpaLito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTiUHUX
TripernapariB) Ta BHECEHHS 3MiH [0
peecTpaljiiHiX MaTepiaJiiB

BiamnosigHo o ctaTtTi 9 3akoHy YKpainu «IIpo mikapchbKi 3aco6m», MyHKTIB 5,
7, 9, 10 Tlopsagky paepkaBHOI peectpailii (Tepepeectpariii) JikapcbKuX 3aco0iB,
3aTBep/pKeHoro 1octaHoBoro Kabinety MinicTpiB Ykpaiau Bif 26 TpaBHs 2005 poKy
Ne 376 «IIpo 3arBepmxeHHs IlopsigKy [epkaBHOI peecTpalii (mepepeecTpariii)
mikapcbKmx — 3acobiB i po3mipiB  300py 3a iX Jep)KaBHY  peecTpariiio
(riepepeecTpailito)», ab3alfy ABaALATL CbOMOTO MiANMYHKTY 12 myHKTY 4 IlonoxeHHs
rnpo MIiHICTePCTBO OXOpPOHM 340pPOB’S  YKpaiHW, 3aTBepKeHOro I[OCTaHOBOK)
Kabinety MinictpiB Ykpainu Bimg 25 Gepe3ns 2015 poky Ne 267 (B pegmakiii
noctaHoBu KabiHety MinicTpiB Ykpainu Big 24 ciuns 2020 p. Ne 90), Ha mizacTaBi
pe3y/bTaTiB eKCIIepTU3X peecTpalliiHUX MarepiaiiB JiKapCchbKUX 3aco0iB (MeauUHUX
iMyHoOionoriuHuMX  mpemapartiB), 1[0 T[OJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHECEHHs 3MiH /0 peecTpalliiHUX MaTepiasiB, MpOBe/eHUX
[ep>kaBHMM TANPUEMCTBOM  «Jlep)KaBHUM eKCrepTHUKM LeHTp MiHicTepcTBa
OXOPOHHU 37I0pOB’S YKpaiHW», BHCHOBKIB 11070 eheKTUBHOCTi, Oe3reuyHoCTi Ta
AKOCTI, WJOAO0 €KCIIepTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpaillii (mepepeecTpaiiii), 070
BHECeHHS1 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeecTpariii) abo BHeCeHHsI 3MiH JI0 peeCTpalliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH 70 Jlep>KaBHOTO DPeECTPY JTiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
riepestikoM (JoAaTok 1).

2. TlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOionoriuHi mperapaTv) 3rigHO 3
riepesikoM (JOoAaToK 2).
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3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTH) 3riJIHO 3 TiepesiikoM (JoAaToK 3).

4. BigMOBUTH Yy Jiep’KaBHiM peecTpallii/riepepeecTpallii Ta BHECeHHi 3MiH [0
peecTpaljiiHiX MaTepiamiB Ta [lep)kKaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
niKapChbKMUX 3aco0iB 3ri/IHO 3 TIepeslikoM (0/1aToK 4).

5. KOHTpO/1b 38 BUKOHAHHAM LIbOI'0 HaKa3y MOKJ/IAaCTU Ha 3acTyrmHUuKa MiHicTpa

Mukuuak 1.B.

MinicTp Maxkcum CTEITAHOB



Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

05.06.2020 Ne 1336

MEPENIK
3APEECTPOBAHNX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX NMPENAPATIB), AKI BHOCATBLCA A0
AEPXXABHOI'O PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHN

Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHna npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy HHS1 peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
1. BANbMPOAT KpucTanivyHmi, TOB Ykpaina XAPMAH IHais peecTpauis Ha 5 pokis - He nionsizae UA/18135/01/01
HATPIIO rirpockoniYHUiA NOPOLLIOK "TNEQ®APM $®IHOYEM
(cybeTaHuis) y nTa" NIMITEL
NoABINHMX NakeTax i3
nosieTuneHy BUCOKOT
ryCTUHW Ans
chapmaLeBTU4YHOro
3acTocyBaHHs
2. FNIKNA3NA NopoLLOK (CybCcTaHuis) y YKensiHr Kutaii XKensHr Kutaii peecTpauist Ha 5 pokis - He niidnsieae UA/18136/01/01
MiLLKax noABiAHNX XKiyxoy XKiyxoy
nonieTuneHoBux ans dapmacbioTika dapmacbloTika
hapMaLeBTUYHOIO n Ko., NlItg n Ko., itg
3acTocyBaHHsA
3. rAiMENIPAL MOPOLLIOK (CybCTaHuis) y AT Ykpaina 'neHmapk IHAjs peecTpaujisf Ha 5 pokis - He nionsieae UA/18137/01/01
nakeTax noAgiiHux "KNIBCbKWM Naiich CaiteHc
nosieTuNeHoBux ans BITAMIHHUIA NimiTen
thapmaueBTU4HOro 3ABOL"
3acTOCyBaHHSA
4, EKCTPAKT eKCTpakT (cybcTaHuis) y AT "dapmak” Ykpaina AnbaH dpaHuin PeecTtpauis Ha 5 pokis - He nidnsieae UA/18140/01/01
CYXuUi 3 MilLIKax 3 Mionnep
KOPEHIB 4OTMPWLLIAPOBOI NAIBKM IHTEepHeLLHN
NENAPIOHII ANs hapmaLeBTUHHOro
OYUTKOBOI 3aCTOCYBaHHS
5. KNCNOTA pO34uH ans TOB "®apma Ykpaina TOB "dapma YkpaiHa peecTpauis Ha 5 pokis 6e3 niosisieae UA/18142/01/01
CANIUUNIOBA 30BHILLIHLOIO Yepkac" Yepkac" MepiognyHiCTb NOAAHHSA peyenma
1% 3aCTOCyBaHHS, perynsapHo OHOB/IIOBAHOIO
cnupToBuii 1 % no 25 3BITy 3 6e3neku, BigNoBigHO
M1 abo no 40 mny 0o Mopsaaky 34iicCHeHHs
hnakoHax thapmakoHarnsagy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHOro B
MinicTepcTBi tocTuii




no 20 mr, no 10
TabneTok y 6rictepi, no

perynsipHO OHOBJIOBAHOTO
3BiTY 3 6e3neku, BignoBigHO

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHna npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky HHS peecmpayitiHo2o
3acoby ynakoska) nocBi0OYeHHs1
YkpaiHu 29 ciyHs 2007 poky
3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B'A YKpaiHn
Bif, 26 BepecHsa 2016 poky
Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHuMmn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
6. NEBETUPALET | nopouiok (cybcTaHuis) y fisi'c IHais fisi'c IHais PeecTtpauist Ha 5 pokis - He niidnsieae UA/18143/01/01
AM NOABINHMX NlabopaTtopic Nab6opaTtopic
nonieTnneHoBnx Nimiteq Nimiteq
nakeTtax gns
hapMaLeBTUYHOIO
3acToCcyBaHHSA
HANBY®IHY MOPOLLIOK (CybCcTaHLis) y TOB Ykpaina Cnek/hxiekc CLWA PeecTpauis Ha 5 pokis - He nionsieae UA/18145/01/01
FIAPOXNOPUA | noggiliHWUX "®APMEKC nnc
nonieTnIeHoBmx reyn"
naketax gns
chapmaL,eBTU4YHOro
3aCTOCYBaHHSA
MENOPCIH® cupon, no 100 mn y AT "dapmak” YkpaiHa AT "dapmak” Ykpaina PeecTtpauist Ha 5 pokis 6e3 nionsieae UA/16343/02/01
chnakoHi; no 1 donakoHy MepiogunyHicTb NogaHHA peyenma
y nauui perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6€3neku, BiANoBigHO
0o Mopagky 34iCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakasom
MiHicTepcTBa 0XOpOHHU
3[0pOB’A YKpaiHu Big 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuHs 2007 poky
3a Ne 73/13340 (y pegakui
Haka3y MiHicTepcTBa
OXOPOHW 340pO0B'A YKpaiHn
Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamu, 3a3Ha4eHUMn y
nepiogMYHOCTI NOAAaHHS
perynspHux 3BiTiB 3
6e3neku.
MENOPCIH® TabneTku, BKpUTI AT "dapmak” YkpaiHa AT "dapmak" YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/16343/03/01
NNiBKOBOK 060/IOHKOHO, MepiognyHICTb NOAAHHSA peuenma




Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHna npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky HHS peecmpayitiHo2o
3acoby ynakoska) nocBi0OYeHHs1
2 6nictepu y navui 0o Mopagky 34iiCHeHHS
chapmakoHarnsgy,
3aTBEPIKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHYU
3[10pOB’sA YKpaiHu Big 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHOro B
MinicTepcTBi tocTuuii
Ykpainm 29 ciuHs 2007 poky
3a Ne 73/13340 (y pegakui
Haka3y MiHicTepcTBa
OXOPOHU 340pO0B'A YKpaiHn
Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamu, 3a3Ha4eHMn y
nepiogMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3
6e3neku.
10. MIHAN TabneTku, BKpUTI KCAHTIC Kinp BVPOGHMLTBO IHais/ PeecTtpauis Ha 5 pokis 3a He nidnsieae UA/18124/01/01
NAiBKOBOK 060/IOHKOHO, PAPMA roToBoil Ipeuis/ MepiognyHiCTb NOfAHHSA peyenmom
no 2,5 mr, 14 tabnetok y NIMITEL nikapcbKoi ManbTa perynsapHo OHOB/IHOBAHOMO
6nicTepi, no 1 abo no 2 chopmu, 3BITy 3 6e3neku, BigNoBigHO
6nictepy B KAPTOHHY nepBuHHA Ta o MNopaaky 34iCHEeHH:
nauxky BTOPWMHHA thapmakoHarnsgy,
ynakoBka: 3aTBEPAKEHOIO HakasoMm
PA KEM MiHicTepcTBa OXOpPOHU
PAPMA 340pOB’A YKpaiHu Big 27
NIMITEL, rpyaHsa 2006 poky Ne 898,
IHAjs; 3apeecTpoBaHoro B
nepBuHHA MinicTepcTBi tocTuLi
ynakoBka, Ykpainu 29 ciuHs 2007 poky
BTOPVHHA 3a Ne 73/13340 (y pepakuii
ynakoBKa, Hakasy MiHicTepcTBa
KOHTPO/Ib Ta OXOPOHW 340P0B'A YKpaiHn
BUNYyCK cepil: Bif, 26 BepecHsa 2016 poky
[hxeHedhapm Ne 996), cTaHOBUTb: 3rigHO
CA, Ipeuis; 3i cTpoKamu, 3a3HaYeHUMn y
Mikpo6ionoriyH nepioguYHOCTI NoAAHHSA
WA KOHTPOSb: perynsipHux 3BiTiB 3
AN Ceigt 6e3neku.
Cepsices
(ManbTta) NTa,
ManbTa
11. MIHAN TabneTkun, BKPUTI KCAHTIC Kinp BVMPOGHULTBO IHAis/ PeecTpauis Ha 5 pokis 3a He nionsieae UA/18124/01/02
NAiBKOBOK 060/I0HKOHO, ®APMA roToBoi Ipeuisi/ MepioAnyHICTb NOAAHHSA peyenmom
no 5 mr, no 14 TabneTok NIMITEL, nikapcbKoi ManbTa perynsapHo OHOB/1OBaHOro
y 6nicTtepi no 1 a6o no 2 hopmu, 3BITY 3 6e3neku, BifnoBigHO

671icTepy B KAPTOHHY

NepBUHHaA Ta

00 MNopsaaky 34iNCHEHHs




Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHna npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky HHS peecmpayitiHo2o
3acoby ynakoska) nocBi0OYeHHs1
nauxky BTOPUHHA chapmakoHarnsgy,
ynakoBka: 3aTBEPKEHOr0 Hakas3om
PA KEM MiHicTepcTBa 0XOPOHYU
DAPMA 340pOoB’sA YKpaiHu Big 27
NIMITEL, rpyaHsa 2006 poky Ne 898,
IHAis; 3apeecTpoBaHoro B
nepBuHHA MiHicTepcTBi tocTuLi
yNnakoBKa, Ykpainu 29 ciuHs 2007 poky
BTOPVHHA 3a Ne 73/13340 (y pegakuji
ynakoBka, Haka3y MiHicTepcTBa
KOHTPO/Ib Ta OXOPOHW 340p0B'A YKpaiHn
BMNYyCK cepil: Bif, 26 BepecHsa 2016 poky
[hxeHedhapm Ne 996), cTaHOBUTb: 3riAHO
CA, lpeuis; 3i CTpoKkamu, 3a3HavyeHUMun y
MiKpobionoriuH nepiognMYHOCTI NOAAaHHSA
WA KOHTPOSb: perynsipHux 3BiTiB 3
AN Ceigt 6e3neku.
Cepsices
(ManbTta) NiTa,
ManbTa
12. MIHAN TabneTkun, BKpUTI KCAHTIC Kinp BVPOGHMLTBO IHAis/ PeecTpauis Ha 5 pokis 3a He nionsieae UA/18124/01/03
NNiBKOBOK 060/TI0HKOHO, SAPMA roToBol peuis/ MepiognyHICTb NOgaHHSA peyenmom
no 10 mr, no 4 TabneTtku NIMITEL, nikapcbkoi ManbTa perynspHo OHOB/1HOBAHOro
y 6nicTepi, no 1 a6o no chopmu, 3BITY 3 6e3sneku, BignoBigHO
2 6nictepn B KAPTOHHY nepBuHHa Ta o MNopagky 34iCHEeHH:
nauxky BTOPWHHA thapmakoHarnagy,
ynakoBka: 3aTBEPAXEHOr0 HakasoMm
PA KEM MiHicTepcTBa OXOpOHU
PAPMA 370pOB’sA YKpaiHu Big 27
NIMITEL, rpygHsa 2006 poky Ne 898,
IHAis; 3apeecTpoBaHoro B
nepBuHHA MinicTepcTBi tocTuuii
yrnakoBKa, Ykpainm 29 ciuHs 2007 poky
BTOPVHHA 3a Ne 73/13340 (y pepakuii
ynakoBKa, Haka3y MiHicTepcTBa
KOHTPO/Ib Ta OXOPOHW 3[0POB'A YKpaiHu
BUNYyCK cepil: Bif, 26 BepecHsa 2016 poky
[xeHecapm Ne 996), cTaHOBUTb: 3rifHO
CA, peuis; 3i CTpokamu, 3a3Ha4YeHMN y
MikpobiosnoriuH nepioguYHOCTI NoAaHHsA
WA KOHTPOSb: perynsipHux 3BiTiB 3
AN Ceigt 6e3nekn.
Cepsices
(ManbTa) Nta,
ManbTa
13. MIHAN TabneTku, BKPUTI KCAHTIC Kinp BVMPOGHMLTBO IHais/ PeecTtpauis Ha 5 pokis 3a He nidnsieae UA/18124/01/04
NNiBKOBOK 060/IOHKOHO, PAPMA roToBol Ipeuis/ MepiognyHiCTb NOAaHHSA peyenmom
no 20 mr, no 1 tabnetui JNIMITEL niKkapcbKoi MasibTa perynsipHo OHOB/1HOBAHOI0




Neo

Hassa

o ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHna npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky HHS peecmpayitiHo2o
3acoby ynakoska) nocBi0OYeHHs1
y 6nicTepi, no 1 chopmum, 3BITy 3 6e3neku, BignoBigHO
6nicTepy B KapTOHHY nepBuHHA Ta o MNopaaky 34iCHeHHs
nauky; abo no 2 BTOPVHHA thapmakoHarnsgy,
Tabnetkn y 6nictepi, no ynakoBka: 3aTBEPIXEHOr0 HakasoMm
1, abo 2, abo no 4 PA KEM MiHicTepcTBa OXOpOHU
6nicTepy B KAPTOHHY PAPMA 340pOB’A YKpaiHuu Big 27
nauky; a6o rno 4 NIMITEL, rpyaHsa 2006 poky Ne 898,
Tabnetkn y 6nictepi, no IHAis; 3apeecTpoBaHoro B
1 a6o no 2 6nictepu B nepBuHHa MinicTepcTBi tocTui
KapTOHHY nauky ynaKkoBKa, YkpaiHu 29 ciuyHs 2007 poky
BTOPVHHA 3a Ne 73/13340 (y pepakuii
yNnakoBKa, Haka3y MiHicTepcTBa
KOHTPO/Ib Ta OXOPOHW 340P0B'A YKpaiHn
BUNYyCK cepil: Bif, 26 BepecHsa 2016 poky
[hxeHedhapm Ne 996), cTaHOBUTb: 3rigHO
CA, peduis; 3i CTpOKaMu, 3a3Ha4eHuMmn y
Mikpo6ionoriyH nepioguYHOCTI NoAaHHSA
WA KOHTPOSb: perynsipHux 3BiTiB 3
AN Ceigt 6e3neku.
Cepsices
(ManbTta) NTa,
ManbTa
14. CYXNIA EKCTPaKT cyxuii MAT Ykpaina MAT YkpaiHa peecTpauis Ha 5 pokis - He niidnsieae UA/18146/01/01
EKCTPAKT 3 (cybeTaHuis) y "Tannudapm” "Tannudapm”
ANTEI KOPEHSA | noggiliHnx
nonieTnneHoBuUx
naketax gns
chapmaL,eBTU4YHOro
3acTocyBaHHs
15. TOMPA3 Tabnetkn AypobiHao IHgis Aypob6iHa0 IHgis PeecTtpauist Ha 5 pokis 3a He niidnsieae UA/16735/01/02
racTpopesncTeHTHi, 20 ®apma /114 dapma peyenmom
Mr no 10 TabneTok y Nimitea-tOHIT
6nicTepi; no 3 6rictepu Vil
Y KApTOHHIli KopoobLi
16. LE®TA3UNAUM | nOpOLLOK A5 PO3UMHY TOB "tOpis- Ykpaina TOB "tOpis- YkpaiHa peecTpaujis Ha 5 pokis 3a peyenmom | He nidnsizae UA/18147/01/01
IOPIA-®PAPM ONs iv'exuii no 1000 wmr, dapm” dapm” MepiogunyHicTb NogaHHA
no 1 a6éo no 10 (nakyBaHHS i3 perynspHo OHOB/IOBAHOMO
h1aKkoHIB y kopobLyi dopmu in bulk 3BITY 3 6e3neku, BignoBigHO
HCIC Xeb6eli 0o Mopagky 34iCHeHHS
XyamiH thapmakoHarnagy,
dapmacbloTika 3aTBEPKEHOr0 HaKka3oMm
n Komnari MiHicTepcTBa 0XOpOHHU
Nimites, 3[10pOB’A YKpaiHu Big 27
Kntai) rpyaHs 2006 poky Ne 898,

3apEeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuHs 2007 poky
3a Ne 73/13340 (y pegakuii




Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHna npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky HHS peecmpayitiHo2o
3acoby ynakoska) nocBi0OYeHHs1
Haka3y MiHicTepcTBa
OXOPOHW 340p0B'A YKpaiHn
Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMm y
nepioguYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6esneku.
17. LE®TPUAKCO | nopoLuok ans TOB "tOpis- Ykpaina TOB "lOpis- YkpaiHa PeecTpauis Ha 5 pokis 3a He nionsieae UA/18131/01/01
H HOPIA-PAPM NPUroTyBaHHA PO34UHY Papm” Papm” MepiognyHICTb NOgaHHA peyenmom
Ans iH'ekuii no 1000 wr, (nakyBaHHS i3 perynsipHo OHOB/IHOBAHOMO
1 dp1akoH 3 NOPOLLKOM; dhopmum in bulk 3BITY 3 6e3neku, BigNoBiAHO
no 1 a6o no 10 HCIC Xeb6eli 0o Mopaaky 34iiCHeHHS
donakoHiB y KopobLi XyamiH hapmakoHarnagy,
dapmacbloTika 3aTBEPAXEHOr0 HakasoMm
n KomnaHi MiHicTepcTBa OXOpOHU
Nimites, 370pOB’sA YKpaiHu Big 27
Kutaii) rpyaHsa 2006 poky Ne 898,

3apeecTpoBaHOro B
MinicTepcTBi tocTuuii
Ykpainm 29 ciuHs 2007 poky
3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHU 340pO0B'A YKpaiHn
Bif, 26 BepecHsa 2016 poky
Ne 996), cTaHOBUTb: 3rifHO
3i CTpokamu, 3a3Ha4eHMn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

HauvanbHUK Bigainy 3 nutaHb (hapmayeBTUYHOT

AisnbHOCTI [lenapTaMeHTy peasisauii NONiTUK

T.M. IaCcKOBCbKUA




Jopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

05.06.2020 Ne 1336

NMEPENIK

NMEPEPEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIONOTTYHUX MNPEMAPATIB), AKI
BHOCATBLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
1. APOUNAA TabneTku, BKpUTI Jenbta LLBeiuapis AnoTekc Higepnangy | MepepeecTpauist Ha HeoOMeXeHWn TepMiH. OHOBIEHO 6e3 nionsizae UA/14500/01/01
MAKC 060/10HKO10, No 400 Megiken HepepnaHnpg B5.B. pO3A4inu IHCTPYKLUIT AN MeAUYHOro 3aCToCyBaHHS peyenma
mr no 10 TabneTtoky | lMpomoyLiH3 nikapcbKoro 3acoby: "lNokasaHHA", Ta po3ainu:
6nicTepi; no 1 abo 2 Al "®apmakonorivHi BnactmsocTi”, "MpoTunokasaHHs",
6nictepu B "B3aemogis 3 iHWMMM NiKapcbkumu 3acobamu Ta iHLLi
KapTOHHi KOpO6L BMAM B3aemogiii", "OcobmMBOCTI 3acTocyBaHHA" (Y T.
4. "3acTocyBaHHs y nepiog BaritTHOCTi abo rogyBaHHs
rpyaar”), "Cnocib 3actocyBaHHA Ta 4o3un",
"Mepepo3ysaHHsa", "Mob6iyHI peakuii” BIANOBIAHO A0
iHchopMmawii pedhepeHTHOro slikapcbkoro 3acoby
HYPO®EH® dOPTE.
MepiognyHICTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignosiaHO A0 MNopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
0XOPOHU 37,0p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMK, 3a3HaYEHUMMN
y NepioAnMYHOCTI NOAAHHA PerynspHUX 3BiTiB 3
6e3neku.
2. BINnPonon Tabnetku no 10 mr My6niyHe Ykpaina BMPOGHULITBO 3a YkpaiHa MepepeecTpalis Ha HeOOMeXeHWIA TepMiH. OHOBIEHO 3a He UA/3800/01/02
no 10 TabneTtok y akuioHepHe NOBHUM LMK/IOM: iHcbopmaito y posginax "Bsaemogis 3 iHWMu peyenmom nionseae
6nicTepi, no 3 abo 6 TOBapUCTBO My6niyHe nikapcbkuMmn 3acobamu Ta iHWi BUan B3aEMogiii",
6nictepy y nauui 3 "HaykoBo- akuioHepHe "Oco61BOCTi 3aCTOCYBaHHA" IHCTPYKUIT AN
KapToHy; no 60 a6o BMPOGHUUNI TOBapuCTBO Me[MYHOr0 3aCTOCYBaHHS /ikapcbKoro 3acoby
no 90 Tabnetok y LEeHTp «HaykoBo- BiANOBIAHO A0 6e3nekn 3acTocyBaHHA Aitoyol
KOHTEliHepi 3 "BopLuariscb BMPOGHUYMIA PEYOBUHN.
KPWLLKOIO 3 KniA XiMiko- LeHTp MepioAnyHICTb NOAAHHS PEryNsiPHO OHOB/IIOBAHOIO
KOHTpOneM nepworo | dapmauesT «bopuiariBcbkuii 3BiTy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iiCHEHHS
po3KpUTTA; No 1 NYHWIA Ximiko- dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
KOHTENHepy y nauui 3asof” hapMaLeBTUYHWI MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
3 KapTOHY 3aBog», rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
YKkpaiHa; MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
BVMPOGHMLTBO, Ne 73/13340 (y pegakuii Hakasy MiHicTepcTBa
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m (50 mr) y
dhnakoHi; no 1
donakoHy B nauuj
KapTOHHI

(yTouHeHHs), "MNpoTunokasaHHs", 4oAaHo po3ain
"Ocob6nuBi 3axoamn 6e3nekn”, "Baaemogis 3 iHWMMU
nikapcbkMMKM 3acobamu Ta iHLWi BUAW B3aeMOA,A",

"Oco6MBOCTI 3acTOCyBaHHs", "3acToCyBaHHS Y

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n NlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nakyBaHHs, BUMYCK 0XOPOHU 37,0p0B'A YKpaiHu Big 26 BepecHs 2016 poky
cepiii: Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMK, 3a3Ha4YEHUMMN
TosapucTso 3 y NepioAnMyYHOCTI NOAAHHSA PerynspHUX 3BiTiB 3
06MeXeHO 6e3neku.
Bi4NoBiAa/IbHICTIO
"Arpochapm",
YKpaiHa;
KOHTPO/Ib cepili:
ToBapucTeo 3
06MeXeHOo
BiANOBIAA/ILHICTIO
"Haryp+",
YkpaiHa
3. BINPOION Tabnetku no 5 mr no My6niuHe Ykpaina BMPOGHULTBO 3a YkpaiHa MepepeecTpaLlisi Ha HEOBMEXeHW TepMiH. OHOBIEHO 3a He UA/3800/01/01
10 TabneTok y akuioHepHe NOBHUM LMK/IOM: iHchopmaito y posginax "Bsaemogis 3 iHWMu peyenmom nionseae
6nicTepi, no 3 abo 6 TOBapUCTBO My6niyHe nikapcbk1uMmK 3acobamu Ta iHWi BUAW B3aEMOogiii",
6nictepy y nauui 3 "HaykoBo- akuioHepHe "Oco61BOCTI 3aCTOCYBaHHA" IHCTPYKUIT ANs
KapToHy; no 60 a6o BMPOGHUUNIA TOBapUCTBO Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
no 90 Tabnetok y LeHTp «HaykoBo- BiANOBIAHO A0 6e3nekn 3acTocyBaHHs Aitoyol
KOHTEliHepi 3 "BopLuariscb BMPOGHNYNIA PEYOBUHN.
KPUWLLKOIO 3 Knii XiMiko- LeHTp MepioAnyHICTb NOAAHHS PErysiPHO OHOB/IIOBAHOIO
KOHTpONeM nepworo | apmauest «bopuiariBcbkuii 3BiTy 3 6e3neku, BignoBigHO A0 MopsaKy 34iiCHEHHS
po3KpuTTS; No 1 NYHWIA Ximiko- dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
KOHTEHepy y nauui 3asof” hapMaLeBTUYHWI MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
3 KapTOHY 3aBog», rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
YkpaiHa; MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
BVMPOGHMLTBO, Ne 73/13340 (y pepakuii Hakasy MinicTepcTBa
nakyBaHHs, BUMYCK OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs 2016 poky
cepiii: Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMK, 3a3HaYEHUMMN
ToBapucTso 3 y NepioAnMYHOCTI NOAAHHSA PerynspHuX 3BiTiB 3
06MeXeHo 6e3neku.
BiANOBiAA/IbHICTIO
"Arpochapm",
YKpaiHa;
KOHTPO/Ib cepiii:
ToBapucTBO 3
06MeXeHo
BiANOBiAA/IbHICTIO
"Haryp+",
YkpaiHa
4, BIHOPE/IbBIl | koHueHTparT gns Mictpan AHrnis AxTasic ITanis ITanis/ MepepeecTpaLlisi Ha Heo6MEXeHW TepMiH. OHOBIEHO 3a He UA/14709/01/01
H - BICTA PO34unHy ons Kenitan C.n.A., Itanis; PymyHis iH(bopMalito B iHCTPYKUiT 4151 MEANYHOTO peuyenmom nionsieae
iHdpy3iiA, 10 mr/mn, MeHepxmeH CiHgaH ®apma 3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ainax
no 1 mn (10 mr), 5 T NlimiTeq, C.P.J1., PymyHis "®apmakonoriyHi BnactmsocTi”, "MokasaHHA"
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n NlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nepiog, BaritTHoCTi abo rogyBaHHs rpyaat”, "3aaTHicTb
BM/IMBATW Ha LUBMAKICTb peakLii Npu KepyBaHHI
aBTOTPAHCMOPTOM ab0 iHLWMMMN MexaHiamamu',
"Cnoci6 3acTocyBaHHs Ta fo3un", "Oitn" (YTOUYHEHHS),
"Mo6iyHi peakui™ BignosigHO A0 iHhopmaui
pedrepeHTHOro nikapcbkoro 3acoby (NAVELBINE® 10
mg/ml concentrate for solution for infusion, B YkpaiHi
He 3apeeCcTpOBaHWii).
MepiognyHICTb NOAAHHSA PErynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MinicTepcTBa
0XOPOHU 37,0p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu, 3a3Ha4YEHUMMN
y NepioAnMYHOCTI NOAAHHSA PerynspHuX 3BiTiB 3
6e3neku.
5. BIHOPE/IbBl | KoHueHTpaT ans EBEBE ABCTpist NOBHUIA LMK ABcTpisi/ MepepeecTpauisi Ha HEOOMEXEHMNIA TEPMIH 3a He UA/4020/01/01
H "EBEBE" PO34unHY A8 Papma BMPOGHMLTBA: HimeuyunHa MepioAnyHICTb NOAAHHS PErysiPHO OHOB/IIOBAHOIO peyenmom nionseae
iHdpy3iiA, 10 mr/mn no lec.m.6.X. EBEBE ®apma 3BiTy 3 6e3neku, BignoBigHO A0 MopsaKy 34iiCHEHHS
1 mn (10 mr) a6o 5 Hdor. KI lec.m.6.X. Hdpr. hapMakoHarnsay, 3aTBepXeHoro Hakasom
mn (50 mr) y KI, ABcTpisi; MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
dhnakoHi; no 1 TEeCTyBaHHS: rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
dhnakoHy B Mnn MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
KapTOHHI KOpoOLii Mikpo6ionoriwec Ne 73/13340 (y pefakuii Hakasy MiHicTepcTBa
Mptochnabop OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs 2016 poky
'M6X, ABCTpIst; Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMK, 3a3HaYEHUMMN
TEeCTyBaHHS: y NepioANYHOCTI NOAAHHSA PerynspHuX 3BiTiB 3 6e3nekn
Na6op /IC CE &
Ko.KT, HimeuunHa
6. BYrinnsa Tabnetku no 250 wmr, My6niyHe Ykpaina My6niyHe YkpaiHa MepepeecTpauis Ha HEOOMEXEHWNA TEPMIH. - He UA/10023/01/01
AKTUBOBAH | in bulk no 1 kr akuioHepHe akuioHepHe MepioAnyHICTb NOAAHHSA PErynspHO OHOB/IKOBAHOIO niosnsieae
E TabneTok y naketax TOBapucTBo TOBapUCTBO 3BiTy 3 6€3neku, BignoBigHO A0 MopsAKY 34iNCHEHHS
"HaykoBo- "HaykoBo- hapMakoHarnsay, 3aTBepAXeHOro Hakasom
BMPOGHUUNIA BMPOGHUYNIA MiHicTepcTBa 0XOpOHM 340pOB’ YKpaiHu Big 27
LeHTp LeHTp rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
"BopLiariscb "BopLuariBcbknii MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
KW Ximiko- XiMiKo- Ne 73/13340 (y pefaxuii Haka3ly MiHicTepcTBa
hapmanesT chapmaL,eBTUYHUI O0XOPOHU 370Pp0B'A YKpaiHu Big, 26 sepecHs 2016 poky
NYHWIA 3aBog" Ne 996), cTaHOBUTb: 3rigHO 3i CTPOKaMK, 3a3HAYEHUMMN
3aBog" y NepioAnMYHOCTI NOAAHHA perynsapHuX 3BiTiB 3
6e3neku.
7. BYrinnsa Tabnetku no 250 wmr, My6niyHe YkpaiHa My6niyHe YkpaiHa MepepeecTpauis Ha HeobMeXeHuiA TepmiH. OHOB/IEHO 6e3 nionsizae UA/3954/01/01
AKTUBOBAH | no 10 ta6netoky akuioHepHe akuioHepHe iHhopmaLito y posginax : "®dapmakonoriyHi peuenma
E 6nictepi, no 10 TOBapUCTBO TOBapuCTBO BNaCTUBOCTI" (YTOYHEHHS iHchbopmal,i), "OcobnmBocTi
TabneTok y "HaykoBo- "HaykoBo- 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta
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M abo no 25 mny
donakoHi; no 1
dhnakoHy y nauui 3
KapToHY

3acTOoCyBaHHSA MikapcbKoro 3acoby y posainax
"dapmMakosiorivyHi BnactusocTi, "lMokasaHHsA"

(yTouHeHHs), "TpoTunokasaHHsa", "B3aemogis 3
IHLLIMMKM NikapcbKMKM 3acobamu Ta iHLWi BUAK

B3aemMogiit", "OcobaMBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHs y nepios BariTHOCTi abo roflyBaHHs
rpyaar”, "3aaTHiCTb BNAMBATY Ha LUBUAKICTb peakLil

npv KepyBaHHI aBTOTPAHCNOPTOM ab0 iHWMMK

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n NlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTYPHUX BMPOGHUUNIA BMPOGHUYNIA [03n"(YTOUHEHHS iHdhopmaLii) iHCTpyKLii Ans
6e34apyHKOBUX LeHTp LeHTp MeAMYHOro 3aCTOCyBaHHA NikapCbKoro 3acoby
ynakoBKax "Bopuariscb "BopLyariscbkuii BiANOBIAHO OHOB/EHOT iHGhopMaLi Woao 6e3nekn
KW Ximiko- XimiKo- 3aCTOCYBaHHS Ajl040i PeYOBUHM.
thapmaueBT chapmaL,eBTUYHUI MepiognyHICTb NOAAHHA PerynsipHO OHOB/IOBAHOTO
VNYHWI 3aBog" 3BITYy 3 6e3neku, BignosiaHO A0 MopsaaKy 34iiCHEHHA
3asog” dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuui YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
0XOPOHU 37,0p0B'A YKpaiHu Big 26 sepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3Ha4YEHMU
y NepioAnMYHOCTI NOfAaHHA perynspHux 3BiTiB 3
6e3neku.
8. remnounTpP cnpeii HasaslbHUIA, ToBapucTBO Ykpaina ToBapucTBO 3 Ykpaina MepepeecTpauis Ha HeobMeXeHUiA TepMiH. OHOBIEHO 6e3 niosnsieae UA/11186/01/01
OH PUHIC po3uuH no 15 mny 3 06MEXEHO iH(hopMaLito B iIHCTPYKUIT 4151 MEAUYHOIO peuenma
chnakoHi 3 0bMexeHot BiANOBIAA/LHICTIO 3aCTOCyBaHHS NikapCbKoro 3acoby y po3sginax:
HacafKoto- Bignosiganb "papmMaueBTUYHa "B3aemogis 3 iHWMMU flikapcbknMm 3acob6amu Ta iHLWi
po3nuaBavem i HiCTIO KOMnNaHis BMAM B3aemogiit", "Oco6/MBOCTi 3aCTOCYBaHHSA",
3aX1CHUM "®apmaueBT "3po0pos'a” "34aTHICTb BNAMBATY Ha LUBUAKICTb peakuii npu
koBnaykom; no 1 nyHa KepyBaHHI aBTOTPaHCNOPTOM ab0 iHWMMY
donakoHy y KOMNaHis MexaHismamu", "Cnoci6 3acTocyBaHHA Ta 4o3un",
KapTOHHI Kopo6Lj; "3p0pos'a” "Mepepo3yBaHHs", "MobiyuHi peakuii” BiANOBIAHO A0
no 15 mn y 6as1oHi 3 iH(hopMaUiT LWLoA0 MeANYHOro 3aCTOCYBaHHSA
HacajKoto- pedepeHTHOro nlikapcbkoro 3acoby (BIBPOLIAN,
po3nuoBavemM i cnpei HasaslbHUiA).
3aXUCHUM MepiognyHICTb NOAAHHA PErynsipHO OHOB/THOBAHOTO
KoBnaykom; no 1 3BiTYy 3 6e3neku, BignosiaAHO A0 MopsaKy 34iiCHEHHS
6asIoHy Y KapTOHHIl thapmakoHarnsgy, 3aTBepXeHOro Hakasom
Kopoobui MiHicTepcTBa OXOpPOHU 340P0B’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuji YkpaiHu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3ly MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Bif 26 BepecHst 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEeHMU
Y NepioANYHOCTI NoAaHHA perynspHuX 3BiTiB 3
6e3neku.
9. ECTE3U®IH PO34MH HaLLKipHWA 1 AT Ykpaina AT "dapmak” YkpaiHa nepepeecTpaisi Ha HEOOMEeXeHNI TepMiH 6e3 nionsieae UA/14783/01/01
%, no 15 mn a6o 20 "®papmak” OHOB/1EHO iHGhopMaLito B iIHCTPYKLIT 4151 MEAUYHOTO peuyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n NlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MexaHismamu", "Cnoci6 3acTocyBaHHS Ta fo3un",
"Mepepo3ysaHHsa", "Mo6IYHI peakuii” BiANOBIAHO A0
iHhopmawii pethepeHTHOro nikapcbKoro 3acoby
(EK3OAEPW/I®, po3unH HawkipHuii 1%).
MepiognyHICTb NOAAHHA PerynsipHO OHOB/IOBAHOTO
3BITYy 3 6e3neku, BignosiaHO A0 MopsaaKy 34iiCHEHHA
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuui YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
0XOPOHU 37,0p0B'A YKpaiHu Big 26 sepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3Ha4YEHMU
y NepioANYHOCTI NoAAaHHA perynsipHuX 3BiTiB 3 6e3neku
10. KAPBOMJIAT | KOHUeHTpaT Ans Mepak HimeuumnH BTopuHHe HimeuunHa MepepeecTpauis Ha HEOBMEXEHWNI TEPMIH. 3MiHN | 3a He UA/10829/01/01
MH MEOAK pO34uHy ons [esenbliag a nakyBaHHs, Tuny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom niosnsieae
iHdpy3iiA, 10 mr/mn no T dotop MapKyBaHHS, hapmakoHarnsgy. 3mMiHa y KOpoTkili xapakTepucTuLi
5 mn a6o 15 mn, abo KniHiwe KOHTPO/b Ta NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT
45 mn, abo 60 mn, LWneviansnp BUNYCK cepil: ONs MeANYHOro 3aCTOCyBaHHA Ha MifcTasi perynsipHo
a6o 100 mny enapare Mepak OHOBJIOBAHOrO 3BITY 3 6e3neKkn NikapcbKoro 3acooby,
donakoHi; no 1 M6X IesenbwadT dhrop abo gocnigpkeHb 3 6e3neky 3acToCyBaHHS NMikapCbKOro
chnakoHy B K/iHiLe 3acoby B Mic/iApeecTpaviiiHmii nepiod, abo sk
KapTOHHIlA KopooLi Lneuianbnpenapa pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
Te M6X, BiAMOBIAHO A0 NnaHy negiatpuyHux gocnigpkeHs (PIP)
HimeuuunHa; (iHWi 3miHW) 3MiHW BHECeHO [0 IHCTpyKuii Ana
Bupo6HMuTBO "in MeAUYHOro 3acToCyBaHHA NiKapcbkoro 3acoby o
bulk", nepBuHHe po3sginis "®apmakonoriyHi BNacTnBOCTI" (YTOUHEHHS),
nakyBaHHs Ta "Ocob6nuBi 3axoaun 6e3nekn”, "OcobanBoCTI
KOHTPO/b Cepiit: 3acTocyBaHHs", "Cnoci6b 3acTocyBaHHs Ta 4o3un"
OHkoTek ®apma (yTouHeHHs), "Mepeno3ysaHHs", "MNo6ivHi peakuii”
MpopakwH MvbX, BiANOBIAHO [0 OHOB/IEHOI iHChopMaL,i 3 6e3neku, ska
HimeuunHa 3a3HayeHa B MarTepiasiax peecTpaLiiitHoro Aockbe
nikapcbKoro 3acoby.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/THOBAHOTO
3BiTYy 3 6e3neku, BignosiaHoO A0 MopsiaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepXeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340P0B’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuji YkpaiHu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3ly MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Bif 26 BepecHst 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEeHMU
y NepioANYHOCTI NoAaHHA perynspHuX 3BiTiB 3
6e3neku.
11. KETAHOB PO34MH NS iH EKLi, KK Tepanis PyMyHis KK Tepanis AT PymyHis nepepeecTpaisi Ha HEOOMEeXeHNI TepMiH 3a He UA/2596/02/01
30 mr/mn, no 1 mn B AT OHoB/EeHO iHhopmaLito y po3ginax peuyenmom niosnsieae

amnyni; no 10
amnyn y KapTOHHil

"MpoTunoka3saHHa", "B3aeMogis 3 iHWMMU NiKapCbKUMu

3acob6amu Ta iHWi B1uan B3aemogiii”, "OcobamBocCTi
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayjitiHo2o
nocsioYeHHs

Kopobui

3acTocyBaHHs", "3acTocyBaHHs y nepiof BariTHOCTI
abo rogyBaHHsa rpyaa'(yTouHeHHs iHdopmauii),
"34aTHICTb BNAMBATY Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCMoOpTOM abo iHWMMK
MexaHisMamMu"(yTOUHEHHSs iHdhopmalii),
"MepeposysaHHa", "MNMo6i4HI peakuii” iIHCTPYKLUii Ans
MeAMYHOro 3aCTOCYBaHHA NiKkapCbKoro 3acoby
BiANOBIAHO OHOBEHOI iH(hopMaLiT LWoao 6e3nekn
3aCTOCYBaHHSA Aito40i Ta AONOMDKHUX PEYOBYH.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignosiaHO A0 MopsaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyji YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 3[10POB'SA YKpaiHu Bif 26 BepecHst 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEeHNMU
y NepioANYHOCTI NoAAaHHA PerynsipHnX 3BiTiB 3 6e3nekn

12.

NEBO®/IOKC
ALUVH-
ACTPA®APM

TabneTtku, BKPUTI
060/10HKO10, 250 M,
no 7 TabneTtok y
6nictepi; no 1 a6o 2
6nictepu y kopobui

TOB
"AcTpachapm”

YkpaiHa

TOB
"AcTpadcapm”

YKpaiHa

MepepeecTpauisi Ha HEOOMEXEHMNIA TEPMIH
3a pesynbTatamu ekcnepTv3n MaTepianis 3 6e3nekn
nikapcbKoro 3acoby y nicnsipeecTpauiiiHuii nepiog,
3MiHV BHECEHO A0 IHCTPYKLIT 4151 MeANYHOro
3aCTOCyBaHHA MikapcbKoro 3acobyao po3ainis:
"apmMakonorivyHi B1actTnsocTi” (YTOYHEHHS
iHbopmawii), "MokasaHHA" (4ONOBHEHHS iHGhopMaLL),
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMK NikapCbKUMu
3acob6amu Ta iHwWi Buan B3aemogiii”, "OcobmBocCTi
3acTocyBaHHs", "Cnoci6b 3acTocyBaHHs Ta 4o3un"
(yTouHeHHs iHchopmawii), BiANOBIAHO A0 OHOBMEHOT
iHcbopMmaLii 3 6e3nekn 3aCTOCyBaHHS [i040i peYOBUHMN
neBodh/IOKCaLMHY.

MepioAnyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MinicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMK, 3a3HaYEHUMMN
y NepioAnYHOCTI NOAAHHSA PerynsipHuX 3BiTiB 3 6e3neku

3a
peyenmom

He
nionseae

UA/14395/01/02

13.

NEBO®/IOKC
ALVH-
ACTPA®APM

TabneTku, BKpUTI
060n0HkKot0, 500 Mr,
no 7 TabneTok y
6nicTepi; no 1 abo 2
6nictepu y Kopobui

TOB
"Actpachapm”

YkpaiHa

TOB
"AcTpadapm"

YKpaiHa

MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH
3a pesynbTatamu ekcnepTuan MaTepianis 3 6e3nekn
niKapcbKoro 3acoby y nicnsipeecTpauinHnii nepioa.
3MiHV BHECEHO [0 iHCTPYKUIT 4151 MeanyHoro
3acToCyBaHHs NikapCbKoro 3acobyao po3ainis:
"dapmMakonoriyHi B1acTnBocTi" (YTOYHEHHS

3a
peyenmom

He
nionsieae

UA/14395/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayjitiHo2o
nocsioYeHHs

iHchopmawii), "MokasaHHA" (AONOBHEHHS iHGhopMaL),
"MpoTmnokasaHHA", "B3aeMogis 3 iHWMMU NiKapCbKUMun
3acobamu Ta iHWi BUAW B3aemogiii”, "Oco6amBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHS Ta go3un"
(yTouHeHHs iHdhopMaLi), BignoBigHO 40 OHOB/EHOT
iHchopmaw,ii 3 6e3nekn 3acToCyBaHHSA [il040i PeYOBUHMN
neBodh/IOKCaLMHY.

MepiognyHICTb NOAAHHA PerynsipHO OHOB/IOBAHOTO
3BITYy 3 6e3neku, BignosiaHO A0 MopsaaKy 34iCHEHHA
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340P0OB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuui YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
0XOPOHU 37,0p0B'A YKpaiHu Big 26 sepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3Ha4YEHMU
y NepioANYHOCTI NoAaHHA perynsipHuX 3BiTiB 3 6e3neku

14.

NIBOMAK 600

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKOI0 1Mo 600
Mr, Mo 4 TabneTkn y
cTpuni; no 1 ctpuny
Y KapTOHHiiA
ynakosui; no 10
Tabnetok y cTpuni;
no 1 a6o 6, a6o 10
CTPUNIB Y KAPTOHHIM
ynaxoBLi

Makneogc
dapmacbsioT
nkasc
Nimiteq

IHais

Makneogc
dapmMacboTUKaC
Nimiten

IHais

MepepeecTpayis Ha HeobMexeHui TepMiH. OHOB/IEHO
iH(bopMaLito B iIHCTPYKUIT 4151 MeAUYHOIO
3aCcTOCYyBaHHSA NikapcbKoro 3acoby y posginax
"dapmakosiorivyHi BnactusocTi”, "lMokasaHHsA"
(iHchopmauist wopo 6e3neku), "MpoTunokasaHHs",
"B3aemMopis 3 iHWMMM NiKapcbkumu 3acobamu Ta iHLLi
BMAW B3aemogiin", "OcobmBoCTi 3aCTOCyBaHHA",
"3acTocyBaHHs y nepios BariTHOCTi abo roflyBaHHs
rpyaar”, "3aaTHiCTb BNAMBATY Ha LUBUAKICTb peakuil
npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLLMMK
MexaHismamu", "Cnocib 3acTocyBaHHS Ta 4o3u",
"Mo6ivHi peakuii™ BigNoOBIgHO A0 iHhopmMaL,i Wwoao
MeAUYHOro 3acToCyBaHHA pedhepeHTHOro nikapcbkoro
3aco6y (31BoKC, TabNETKM, BKPUTI N/1IBKOBOIO
060/10HKO10, 600 Mmr).

MepioAnyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MinicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMK, 3a3HaYEHUMMN
y NepioAnYHOCTI NOAAHHSA PerynsipHuX 3BiTiB 3 6e3neku

3a
peyerimom

He
nionsicae

UA/9086/01/01

15.

MAKPOIEH®

TabneTku, BKpUTI
NiBKOBOIO
o060n10Hkot0, o 400
Mr, no 8 TabneTok y
6nictepi; no 2
6nictepn y

KPKA, a.4.,
HoBso mecTo

CnoBseHis

Bupo6HuK,
BiNOBIgaNbHWIA 3a
BUPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,

CnoseHisi/
ABCTpis

nepepeecTpauisi Ha HeobMexeHuin TepMiH
MepioAnyHICTb NOAAHHA PerynsipHoO OHOB/IIOBAHOTO
3BiTYy 3 6e3neku, BignoBigHO A0 MopsaKy 34iCHEeHHS
thapmakoHarnsay, 3aTBepXeHOro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B

3a
peyenmom

He
nionsieae

UA/1963/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n NlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHIlA KopoobLi KOHTPO/b AKOCTI MiHicTepcTBi tocTuLi YkpaiHm 29 ciuHa 2007 poky 3a
Ta BMNyCK cepil: Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
KPKA, a.4., Hoso 0XOPOHU 37,0p0B'A YKpaiHu Big 26 sepecHs 2016 poky
mecTo, CroBeHis; Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3Ha4YEHMU
BUpPO6HIK, y NepioAnMYHOCTI NOAAHHA perynsapHux 3BiTiB 3
BiANOBIAaIbHWI 3a 6esnekn.
BVMPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b SKOCTI:
N&r Xenc Asctpis
v6X & Ko. Or,
ABCTpist
16. MEHOIOH NMopoLLUOK AN ®eppiHr Himeuunna | BignosiganbHuii 3a | HimeuunHa/ MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/9721/01/01
pO34MHY ON5 iH'EKUINA 6X BVMPOGHMLTBO, Yecbka 3miHu |l TMny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta | peyenmom niosnsieae
no 75 MO ®Cr ta nepBuHHe Pecny6nika hapmakoHarnsgy. 3MiHU y KOpOTKili XxapakTepucTuLi
75 MO J1I'; no 10 nakyBaHHs Ta NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT
amny’s 3 NopoLLKOM BUMYCK Cepii: ANA MeAUYHOrOo 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
Ta 10 amnyn 3 PeppiHr MM6X, LaHUMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMW faHUMK Ta
PO3YMHHMKOM No 1 HimeuuunHa; JaHnMmu 3 chapmakoHarnsgy - 3MiHM BHECEHO A0
M (0,9 % po3unH BiANOBiAabHMI 3a IHCTPYKUiT 415 MEANYHOrO 3aCTOCYBaHHS JiKapCbKOro
HaTpito xnopuay: BTOPVHHE 3acoby [0 po3ainis "dapmakonoriyHi BNacTMBocTi”,
HaTpito xnopug, nakyBaHHs: "Oco6nMBOCTI 3acTOCyBaHHA", "34aTHICTb BN/MBaTH
KucnoTa ®eppiHr-Sleunsa, Ha WBNAKICTb peakLii npu kepyBaHHi
X/TOPUCTOBOAHEBA a.c., Yecbka aBTOTPAHCNOPTOM a60 iHWMMK MexaHismamn',
po3BegeHa (10 % Pecnyb6nika; "3acTocyBaHHS y nepiog BariTHOCTi abo roayBaHHs
M./M.), BOAa Ans BignoBiAanbHWi1 3a rpyaar”, "Cnocib 3actocyBaHHs Ta 4o3un",
iH'EKLiI) B KAPTOHHIl BMPOBHULTBO "Mepepo3ysaHHsa", "Mo6IYHI peakyii” BiANOBIAHO A0
ynakoBLi PO3YMHHUKA: iHchopMmaL,ii CTOCOBHO 6e3neku, sika 3a3HaveHa B
XaynTt dapma marepianax peectpauiiHoro focke.
BtonbiHr MvbX, MepioAnyHICTb NOAAHHS PEryNspHO OHOB/IIOBAHOIO
HimeuuunHa; 3BITYy 3 6e3neku, BignosiaHO A0 MopsaaKy 34iiCHEHHS:
BifjNOBigabHWIA 3a dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
BMPOBHULTBO MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
PO3UYMHHMKA Ta rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
KOHTPO/1b SAKOCTI: MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
3eHTiBa K.C., Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
Yecbka 0XOPOHU 37,0p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Pecny6nika Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMK, 3a3HAYEHUMMN
y NepioAnMYHOCTI NOAAHHSA perynspHux 3BiTiB 3
6e3neku.
17. HAK/TO®PEH Tabnetku KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoseHis nepepeecTpauisi Ha HeobMexeHuin TepMiH 3a He UA/3480/01/01
KMLLKOBOPO34YMHHI N0 | HoBO mecTo MecTo OHOB/IEHO iHGhopmaLito y po3ainax "®apmakonoriyHi | peyenmom nionsieae
50 wr; no 10 BNACTMBOCTI" (YTOYHEHHST iHdhopmal,ii),

Tabnetok y 6nictepi;
no 2 6nictepu y
KapPTOHHI KOpoobLii

"MpoTmnokasaHHA", "B3aeMogis 3 iHWMMU NiKapCbKuMu
3acob6amu Ta iHLWi BUAW B3aemogiit”, "OcobnmnBocTi
3acTocyBaHHs", "3acTocyBaHHs Y Nepiog BarirTHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n NlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
abo rogyBaHHSA rpyaao”(yTouHeHHs iHdopmadii),
"3paTHICTb BNAMBATU Ha LUBUAKICTL peakLii npu
KepyBaHHi aBTOTPAHCNOPTOM a60 iHWMK
MexaHizMamu'(yTouHeHHs iHdopmadii), "Croci6
3acTocyBaHHA Ta 031" (YTOUHEHHS iHhopmalii),
"MepeposysaHHa", "MNMo6i4HI peakuii” iIHCTPYKLUii Ans
MeAMYHOro 3aCTOCYBaHHA NiKkapCbKoro 3acoby
BiANOBIAHO OHOBEHOI iH(hopMaLiT LWoao 6e3nekn
3aCTOCyBaHHS Aito40i pevoBUHM
MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignosiaHO A0 MopsaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyji YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 3[10POB'SA YKpaiHu Bif 26 BepecHst 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEeHNMU
y NEepioANYHOCTI NOAAHHS PerynsipHuX 3BiTiB 3
6esneku.
18. NIPALUETAM MOPOLLIOK AT YkpaiHa dapmaveBTUYHNI Monbua nepepeecTpauis Ha HeobMeXeHuin TepMiH - He UA/4169/01/01
(cybeTaHuis) y "®Papmak” 3aB0/, niossieae
naketax noABiNHUX MONT®PAPMA C.A.
nonieTneHoBmX
ans
dhapmaL,eBTUYHOro
3acToCyBaHHs
19. PUBATPUNT NopOoLLOK How Na6c IHais How /la6c MBT. IHais nepepeecTpauis Ha HeobMeXeHuin TepMiH - He UA/14929/01/01
AHY (cybeTaHuis) y Met. N1A4. nrp. nionsizae
BEH3OAT NoOABINHMX
nonieTnIeHoBuUxX
naketax Aans
dhapmaLieBTU4YHOro
3aCTOCYBaHHSA
20. CAPOTEH TabneTkun, BKPUTI Nynpbek [JaHis BMPOGHMLTBO [JaHis MepepeecTpaLlisi Ha HEOBMEXEHNIA TEPMIH. 3a He UA/2207/01/02
MN/1iBKOBOIO Ekcnopt A/C Hepo3dacoBaHoro MepiognyHICTb NOAAHHS PErY/IAPHO OHOBJ/IIOBAHOTO | peyernmom nionsizae
060/10HKOI0, M0 25 NpoAayKTY, 3BiTYy 3 6e3neku, BignosiaHO A0 MopsaKy 34iiCHEHHS
mr, no 100 TabneTok nepBuHHe Ta hapMakoHarnsay, 3aTBepAXeHoro Hakasom
y KOHTelHepi; no 1 BTOPUHHE MiHicTepcTBa 0XOpPOHM 340POB’A YKpaiHu Big 27
KOHTEliHepy B nakyBaHHs, BUMYCK rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
KapTOHHIli KopooLi cepiii: MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007 poky 3a
X. Nynp6ek A/C, Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
[aHis; OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs1 2016 poky
BunpobyBaHHs 3a Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEeHNMU
NOKa3HUKOM y NEePioANYHOCTI NOAAHHS PerynsipHuX 3BITiB 3
«Mikpob6ionoriyHa 6esneku.
yucToTax:

EypodiHc
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n NlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Biodhapma
MpoaakT TecTiHr
[Jenmapk A/C,
[JaHis

21. CENTAHECT po3unH ans iH'ekuii  |[CENTOA4OHT PpaHuis CENTOAOHT dpaHuis MepepeecTpaLisi Ha HEOOMEXEHMNI TEPMIH. 3MiHY | 3a He UA/10380/01/01

3 nol,0mny TMny - 3MiHKM WoA0 6e3nekn/edpekTUBHOCTI Ta peyenmom nionsieae

AAPEHANIH KapTpuaxi; no 10 thapmakoHarnsgy. BeegeHHs abo 3miHu o

OM 1/100 000

KapTpuoxis y
6nictepi; no 5
6nicTtepiB y
KapTOHHI KopobLj;
nol7wmMmny
KapTpuaxi no 10
KapTpuoxis y
6nictepi; no 1 a6o 5
6nicTtepiB y
KapTOHHIlA KopooLi

y3arasibHeHVX JaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0C06Y 3 hapmakoHarnsagy 3asBHuka anas
34iiCHeHHSs hapmakoHarnagy B YKpaiHi, AKLL0 BoHa
BigMiHHa Bif, yNOBHOBaXXEHOI 0CO6M, BifgnoBiganbHOT
3a 3fjiicHeHHs hapmakoHarnsgy (Bkiovatun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemun chapmakoHarnsigy) 3mMiHa KOHTaKTHOT
0Cco6M BifgNoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy B Ykpaini. [itoua pegakuis: Maigyk
Onbra MukonaisHa.

MponoHoBaHa pepakuis: Kyuma Bonogvmup
OnekcaHApoBuY. 3MiHa KOHTaKTHUX JAHUX KOHTaKTHOT
0cobu B YKpaliHi gns 34ilicHeHHs hapmakoHarnsgy.
3minu |l TUny - 3MiHK Wwopao 6esnekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
015 Me4NYHOT0 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMU
[AaHUMW 3 AKOCTI, AOKAIHIYHUMM, KNIHIYHUMK AaHUMK Ta
JaHnMK 3 chapmakoHarnsagy - 3MiHM BHECEHO 0
IHCTPYKUIiT NS MEeANYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3ginis: "®apmakoTepaneBTuyHa
rpyna"(yTouHeHHs iHdpopmadii), "MpoTunokasaHHA",
"Oco6nuBi 3axoamn 6e3nekn", "Blaemogis 3 iHWMU
nikapcbknMu 3acobamm abo iHLWi Buan
B3aemogiit","OcobMBOCTi 3acTocyBaHHs", "Cnoci6
3acTocyBaHHs Ta Ao3n","MobiuHi peakuii” BignosigHO
[0 MaTepianiB peecTpauiiHoro fochbe.
MepioAnyHICTL NOAAHHA PErynsipHO OHOBJIIOBAHOTO
3BITYy 3 6e3neku, BignosigHO A0 MopsaaKy 34iiCHEHHSA
hapmakoHarnagy, 3atBepKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
0XOPOHU 37,0p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3ri4HO 3i CTPOKaMK, 3a3HAYEHUMMN
y NepioAnMYHOCTI NOAAHHSA perynsapHux 3BiTiB 3
6e3neku.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep

n/n NlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo2o

3acoby yrnakoska) nocsi0O4YeHHs1

22, CEMNTAHECT | po3uuH gns iH'ekuii  |CENTOAOHT ®paHuis CEMNTOAOHT ®paHLis MepepeecTpauisi Ha HeOOMEXEHWN TEPMIH. 3MiHN | 3a He UA/10381/01/01

3 nol,0wmny My - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI Ta peuenmom nionsieae
AOPEHANIH KapTpuaxi; no 10 thapmakoHarnsgy. BeegeHHs abo 3amiHn o
OM 1/200 000 | kapTpuaXiB Y y3arasibHeHVX AaHux Npo cuctemMy papMakoHarnsgy
6nictepi; no 5 (BBEAEHHSA y3ara/lbHEHNX AaHUX MPo cuctTemy
6nicTepis y hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
KapTOHHI Kopo6Lj; BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
nol,7mvmny KOHTaKTHOI 0co6u 3 hapmakoHarnsagy 3asBHuKa as
KapTpuaxi; no 10 3[iicCHEHHST (hapMakoHarnsay B YKpaiHi, KLU0 BOHA
KapTpuaXiB y BiAMIHHA BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/TbHOI
6nictepi; no 1 a6o 5 3a 3[jlicHeHHs hapMakoHarnsay (Bkioyakun
6nicTepis y KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
KapTOHHIlA Kopoobui thaiina cuctemum chapmakoHarnsgy) 3mMiHa KOHTaKTHOT
0cobu BifgNoBifaNbHOT 3a 34iCHEHHS
thapmakoHarnagy B Ykpaini [litoya pegakuis: Maigyk
Onbra MvikonaieHa. MponoHoBaHa pegakuis: Kyuma
Bonogumup OnekcaHApOBUY. 3MiHA KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6M B YKpaiHi AnA 3A4iACHEHHA
thapmakoHarnagy. 3minu |l Tuny - 3MiHn WoAao
6e3nekun/edekTBHOCTI Ta hapMakoHarisgy. 3mMiHn y
KOPOTKIl XapaKTepucTULi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMY A@HUMK 3 SIKOCTI,
OOKMIHIYHUMK, KNIHIYHUMW JaHUMK Ta AaHMU 3
thapmakoHarnagy 3mMiHu BHeceHo [0 IHCTpyKuii Ans
MeAMYHOro 3acTOoCyBaHHA NikapCbKoro 3acoby Ao
po3sginis: "®apmakoTepaneBTnyHa rpyna’(yToYHeHHs
iHcbopmawii), “MpoTmnokasaHHA", "OcobuBi 3axoamn
6e3nekn”, "Bzaemogis 3 iHLIMMKU NiKapCbKMun
3acob6amu abo iHLWi BnAW B3aemogiin","OcobnmsocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta
[o3n","MobivHi peakuii” BigNoBigHO A0 MaTepianis
peecTpaLinHoOro 4ochbe.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignosiaAHO A0 MopsaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyji Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs1 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMU
y NEepioANYHOCTI NOAAHHS PerynsipHuX 3BiTiB 3
6esneku.

23. CUHIMIOH® TabneTkun, BKpUTI BAT YropumHa BAT "TepeoH YropwuHa/ nepepeecTpauis Ha HeobMeXeHuin TepMiH 3a He UA/10511/01/01
NNiBKOBOO "l'epeoH PixTep", Monbwa MepioAnyHICTb NOAAHHSA PerynspHO OHOB/IKOBAHOMO peyenmom niossieae
060/10HKOI0, M0 10 PixTep" YropumHa (Bunyck 3BiTYy 3 6e3neku, BignosiaHoO A0 MopsiaKy 34iCHEHHS
Mr, Mo 7 TabneTok y cepii); hapMakoHarnsay, 3aTBepKeHOro Hakasom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n NlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepi; no 2, 4 abo TOB "T'egeoH MiHicTepcTBa 0XOpOHM 340POB’A YKpaiHu Big 27
8 6nicTepiB y PixTep Monba”, rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
KapTOHHIi ynakosLi Monbwa MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
(KOHTpO/Ib AKOCTI, Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
[,03BiN Ha BMNYCK OXOPOHU 3[10pPOB'SA YKpaiHu Bif 26 BepecHst 2016 poky
cepii; Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMU
BMPOGHMLTBO y NEepioANYHOCTI NOAAHHS PerynsipHuX 3BiTiB 3
Hepo3ghacoBaHOro 6e3neku.
NPOAYKTY,
nepBuHHa
ynakoBka,
BTOPUHHA
ynaKoBKa)
24. CKAHAOHEC | po3uuH gns iH'ekuin  [CENTOAOHT PpaHuin CENTOAOHT dpaHuis nepepeecTpauisi Ha HeobMeXeHuit TepMiH 3a He UA/10382/01/01
T3% 3% nol8mny 3MiHuM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta | peyenmom nionseae
nPOCTUIN KapTpuaxi, no 10 thapmakoHarnsgy. BeegeHHs abo 3miHu o

KapTpuoxis y
6nictepi, no 1 abo 5
6nicTtepiB y
KapTOHHIlA KopooLi

y3arasibHeHVX JaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0C06Y 3 hapmakoHarnsagy 3asiBHuka anas
3[4iiCHEeHHs hapmakoHarnagy B YKpaiHi, AKLL0 BoHa
BigMiHHa Bif, yNOBHOBaXXEHOI 0CO6M, BifnoBiganbHOT
3a 3fjiicHeHHs hapmakoHarnsgy (Bkioyatun
KOHTaKTHi AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy)- firoua pegakuis:
[ainayk Onbra MukonaisHa. MponoHoBaHa pefakuis:
Kyuma Bonogumup OnekcaHaposuy. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0Co6M B YKpaiHi ons
3fjificHeHHs hapmakoHarnsagy; 3minu |l Tuny - 3MiHn
Loao 6e3nekn/ehekTBHOCTI Ta chapmakoHarnagy.
3MiHU Y KOPOTKIili XapakTepucTuL,i Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeauyHoro
3acToCyBaHHs y 3B’A3KY i3 HOBUMM AaHUMU 3 SKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMW JaHUMK Ta JaHMKY 3
thapmakoHarnsgy - 3MiHM BHECEHO A0 IHCTPYKLUii Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainis "MNpoTunokasaHHs", "OcobnuBi 3axoan
6e3nekn”, "Cnocib 3acTocyBaHHA Ta 031" (YTOUYHEHHS
iHdbopmawii) BignoBiAHO [0 MaTepianis
peecTpaLjiiiHoro AoCbE.
MepioanyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iiCHEHHS
thapmakoHarnagy, 3aTBepykeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakasy MiHicTepcTBa
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayjitiHo2o

nocsi0o4YeHHs

0XOPOHU 37,0p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMK, 3a3Ha4YEHUMMN
y NepioANYHOCTI NOAAHHS PErynsipHuX 3BiTiB 3 6e3neku

25.

COJ/NIEKC®

TabneTku no 100 mr;
no 10 TabneTtok y
6nictepi; no 3
6nictepu y
KapTOHHIlA KopooLi

Pisothapm
CA

LLBeiuapis

Pisochapm CA

LLiBeiuapis

MepepeecTpalisi Ha HEOBMEXEHNA TEPMIH.
3MiHuM | TUNYy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT

AN MeAMYHOro 3acTocyBaHHA
reHepuyHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB Nic/A BHECEHHSA TiET caMoi 3MiHM Ha
pedhepeHTHMIH NpenapaT (3MiHa He NoTPebye HaAaHHS
XOAHUX HOBUX J0AAaTKOBUX faHMX) - 3MiHWN BHECEHI A0
IHCTPYKUT 4719 MEAUYHOTO 3aCTOCYBaHHS NikapcbKoro
3acoby posginu: "®apmakonoriyHi BnactnsocTti”,
"MpoTunokasaHHs", "B3aemogis 3 iHWMMK NikapCbKUMu
3acob6amu Ta iHwWi Buay B3aemogiii”, "OcobamBocCTi
3acTocyBaHHA", "3acToCyBaHHS Y nepiog BarirTHOCTI
abo rogyBaHHsA rpyaar0”, "3aatHicTb BIMBATU HA
LUBUAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM
abo iHWK1MK MexaHismamn”, "Cnoci6 3acTocyBaHHA Ta
Ao3n", "Mo6iuHi peakwyii” BigNoBigHO A0 iHhopmav,i
{00 MEANYHOr0 3aCTOCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (COMIAH® 200 mr, TabneTtkn)
MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MinicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMK, 3a3HaYEHUMMN
y NepioAnMYHOCTI NOAAHHSA PerynspHMX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/14312/01/02

26.

COJIEKC®

Tabnetku no 200 wmr;
no 10 TabneTtok y
6nicTepi; no 3
6nictepu y
KapTOHHIi KOpOoOLyi

Pisochapm
CA

LBeliuapis

Pisochapm CA

Lseliuapis

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
3MiHM | TURY - 3MiHNM Woao 6e3nekn/edekTBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLT

AN MenYHOro 3acTOCyBaHHSA
reHepuyHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
3aco06iB nicns BHECEHHS TiEl camMol 3MiHM Ha
pedoepeHTHUIA npenapar (3mMiHa He NoTpebye HagaHHSA
XOLHMX HOBMX A0AATKOBUX AaHWX) - 3MiHW BHECeHi [0
IHCTPYKLU|i 419 MEAUYHOTO 3aCTOCYBaHHS Nikapcbkoro
3acoby posginu: "®apmakonoriyHi B1acTneocTi”,
"MpoTmnokasaHHA", "B3aeMogis 3 iHWMMU NiKapCbKuMu
3acob6amu Ta iHLWi BUAW B3aemogiit”, "OcobnmnBocTi

3acTocyBaHHs", "3acTocyBaHHs Y Nepiog BarirTHOCTI

3a
peyenmom

He
nionsieae

UA/14312/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n NlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
abo rogyBaHHs rpyaao”, "34atHicTb BNIMBATU HA
LIBUAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM
ab0 iHWKYMK MexaHi3mamun”, "Croci6 3acTocyBaHHs Ta
no3n", "Mo6iyHi peakuyii” BigNoBigHO A0 iHhopmaw,i
00 MEANYHOro 3aCTOCyBaHHS petdepeHTHOro
nikapcbkoro 3acoby (COMIAH® 200 mr, TabneTtkn)
MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignosiaAHO A0 MopsaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyji Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs1 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMU
y NEepioANYHOCTI NOAAHHS PerynsipHuX 3BiTiB 3
6e3neku.
27. CyxXunm NMOPOLLOK AT Ykpaina AnbaH Mionnep dpaHuis nepepeecTpaisi Ha HEOBOMEeXEeHNI TepPMiH - He UA/14694/01/01
EKCTPAKT 3 (cybeTaHuis) y "®Papmak” IHTepHeLHN niosnsieae
9 POCJ/IVH naketax
antoMiHiEBMX AN18
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
28. TAMIDTHO® Kancynu no 75 mr; ®.XopcpmaH | Lseliyapi Bupo6bHMLTBO dpaHuis/ MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/3189/02/03
no 10 kancyny H-/15 Poww a Hepo3chacoBaHol HimeyunHa/ MepioAnyHICTb NOAAHHSA PErynspHO OHOB/IKOBAHOIO peuyenmom niosnsieae
6nicTepi; no 1 Nt NPOAYKLT: ITanis/ 3BiTy 3 6€3neku, BignoBigHO A0 MopsaKy 34iNCHEHHS
6nictepy B CeHekci, PpaHuis; LLIBeliyapis hapMakoHarnsay, 3aTBepAXeHOro Hakasom
KapTOHHIlA KopoobLi Brpo6HMUTBO MiHicTepcTBa OXOpPOHU 340P0OB’'A YKpaiHu Big, 27
Hepo3dhacoBaHol rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
npoaykuii, MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
nakyBaHHs: Ne 73/13340 (y pefaxuii Haka3ly MiHicTepcTBa
KeTeneHt O0XOPOHU 37,0p0B'A YKpaiHu Big, 26 sepecHs 2016 poky
[bxepmaHi Ne 996), cTaHOBUTb: 3rigHO 3i CTPOKaMK, 3a3HAYEHUMMN
LLlopHaopd M6X, y NepioAnMYHOCTI NOAAHHA perynsapHuX 3BiTiB 3
HimeuuunHa,; 6e3neku.
Bupo6bHMLTBO
Hepo3dhacoBaHol
NPoOAYKUii,
BMNPOOYBaHHS
KOHTPO/TIO AKOCTI:
Jensdapm
MinaHo, C.P.J1.,
ITanis;
MakyBaHHA,
BMNPOOGYBaHHS
KOHTPO/IHO AKOCTI,
BUNYCK cepil:

®.XodhcpmaHH-/151
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n NlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Pow NTa,
LLiBeiiuapis
BunpobysaHHs
KOHTPOJTHO AKOCTI:
Pow ®apma Arl,
HimeyunHa
29. TEHOTEH Tabnetku, no 20 TOB Ykpaina 3AT CaHToHika NutBa nepepeecTpawis Ha HeobMeXeHuii TepMiH 6e3 niosnsieae UA/4206/01/01
Tabnetok y 6nictepi; "MaTtepia MepioAnyHICTb NOAAHHS PEryNspHO OHOB/IIOBAHOIO peuenma
no 1 a6o 2 6nictepu Mepavika- 3BITYy 3 6e3neku, BignosiaHO A0 MopsaaKy 34iiCHEHHS
Y KapTOHHIli kopobui Ykpaiva" hapmakoHarnsagy, 3aTBepXeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
0XOPOHU 37,0p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3ri4HO 3i CTPOKaMU, 3a3HAYEHUMMN
y NepioANYHOCTI NOAAaHHA perynsipHuX 3BiTiB 3 6e3neku
30. DPAPMATOH cupon no 100 mny TOB Ykpaina Coxo ®nopgic LLIBeliyapis MepepeecTpauis Ha HeobMexXeHWli TepMiH. 3MiHn |1 6e3 nionsieae UA/14229/01/01
® Kigal dhnakoHi; no 1 «CaHodi- IHTepHeLHN Tuny - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenma
hnakoHy B ABeHTIC Csizenang CA thapmakoHarnsgy. 3MiHW y KOpoTKili XapakTepucTui
KOMMNJIEKTi 3 MipHUM YkpaiHa» NiKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iHCTPYKLT
KOBMa4KoM y ANA MeAUYHOrOo 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
KapTOHHIA KOpO6L AaHVIMU 3 SKOCTi, AOKMIHIYHUMU, KNIHIYHUMW faHUMK Ta
JaHnMu 3 chapmakoHarnsgy - 3MiH1 BHECEHO 10
IHCTpPYKLUIT 415 MEAMYHOrO 3aCTOCYBaHHS Nikapcbkoro
3acoby A0 po3ainis "dapmakonoriyHi BNacTuBocTi”,
"MokasaHHA" (BHECEHI YTOUHEHHS), "Oco61MBi 3axoam
6e3nekun”, "Cnocib 3acTocyBaHHs Ta 403U" (BHECEHI
YyTOUYHeHHS), "MepefosysBaHHsa", "Mob6iyHI peakLii”.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/IOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iiCHEHHS
thapmakoHarnagy, 3aTBepyKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTtpoBaHoro B
MiHicTepcTsi tocTuLi YKpaiHu 29 ciyna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs1 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEeHNMU
y NepioANYHOCTI NO4aHHA PerynsipHuX 3BiTiB 3
6e3neku.
31. DAPMOKC CyCneHsis opasibHa, TOB "OKnN YkpaiHa TOB "OKnN YkpaiHa MepepeecTpaLlisi Ha He0BMEXeHW TepMiH. OHOBIEHO 3a He UA/9791/01/01
400 mr/10 mn no 10 "®apmauesT "apmaneBTyHa iHhopMaLito B iHCTPYKLii 415 MegnyHoro peyenmom nionsizae
My cpnakoHi; no 1 nyHa habpuka" 3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ainax
thnakoHy B navui habpuka" "MokasaHHa" (pegaryBaHHs), "Ocob1MBOCTi

3acTocyBaHHS" BiAMOBIAHO 4O OHOBMEHOI iHChopMmaLi 3
6e3nekn JONOMDKHUX PEYOBUH.
MepiognyHICTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO
3BiTY 3 6e3neku, BiagnoBigHO A0 MopsaKy 34iNCHEeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n NlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuui YkpaiHm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
0XOPOHU 37,0p0B'A YKpaiHu Big 26 sepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3Ha4YEHMU
y NepioAnMYHOCTI NOAAHHA perynsapHux 3BiTiB 3
6e3neku.
32. DOCDANIOr | resb opanbHuWii AcTtennac HigepnaH dapmaTtunc PpaHuin MepepeecTpaLis Ha HEOOMEXEHWUIA TEPMIH. 3MiHu I 6e3 niossieae UA/4381/01/01
ENb (12,38 1 20% dapma on TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenma
rento/nakeT); no 20 r tOpon B.B. hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
renio y naketi; no 20 nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
NakeTiB Y KAPTOHHIl ANA MeAUYHOTO 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
nauuj OaHVIMU 3 SKOCTi, AOK/TIHIYHUMU, KAIHIYHUMW faHnMK Ta
AaHumuy 3 papmakoHarnsgy - 3mMiHY BHeceHo 10
IHCTPYKLUIT 415 MEAMYHOrO 3aCTOCYBaHHS Nikapcbkoro
3acoby A0 po3ginis "MokasaHHA" (YTOUHEHHS
iHdhopmawii), "Cnoci6 3acTocyBaHHS Ta fo3un"
(yTouHeHHs iHdopmadii), "Aditn", "Oco6mBOCTi
3acTocyBaHHs".
MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTYy 3 6e3neku, BignosiaAHO A0 MopsaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa OXOpPOHU 340P0B’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuji YkpaiHu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3ly MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Bif 26 BepecHst 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHMU
y NepioANYHOCTI NoAaHHA perynspHuX 3BiTiB 3
6e3neku.
33. LUMNAOPODOK | kpucTaniuHuii AT Ykpaina XKEAHI Kutai nepepeecTpaisi Ha HEOOMEeXeHNI TepMiH - He UA/14583/01/01
CALVHY NopOoLLOK "®papmak” NAHIXYA niosnsieae
FIAPOXNOPU | (cybecTaHuis) y PAPMACBIOTIKA
A NoOABINHMX NKO., NT4A
nonieTnIeHoBuUx
naketax Aans
dhapmaLieBTU4YHOro
3aCTOCYBaHHSA

HauvanbHuUK Bigainy 3 nutaHb (hapmayeBTUYHOT

AisnbHoCTI lenapTaMeHTy peasisauii NONiTUK T.M. IACKOBCbKUM
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MEPENIK

Aopartok 3
[0 Hakasy MiHicTepcTBa OXOPOHMU
300pOB’A YKpaiHu

05.06.2020 Ne 1336

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOIONYHUX MPEMAPATIB), LLIOAO AKUX BY/TIN BHECEHI 3MIHU O
PEECTPALIVHNX MATEPIAJIB, AKI BHOCATLCA A0 AEPXXABHOIO PEECTPY JIIKAPCbK/X 3ACOBIB YKPAIHU

Ne Hassa dopma BUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy peecmpayitiHo2o
3acoby yrnakoBka) nocsi04YeHHs1
1. A3UKNAP TabneTku, BKpUTI AHaHTa Benuka ®namiHro IHais BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepianis: 3MiHa (3a peyernmom UA/1983/01/01
250 NNiBKOBOIO 060/TI0HKOIO, Megikeap BpuTaHis dapmacbloTukanc 3asBHMKa (BNacHvKa peecTpauiiiHoro NocBigYeHHs)
no 250 mr no 10 nra. Nrp. (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
TabneTok y 6nictepi; no BBefeHHA 3MiH NpoTArom 3-X MicAuiB nicns
1 6nicTepy B KapTOHHil 3aTBEPKEHHS.
Kopoo6Li
2. A3UKNAP TabneTku, BKpUTI AHaHTa Benuka dnamiHro IHais BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHa (3a peyernmom UA/1984/01/01
500 NAiBKOBOK 060/1I0HKOIO, Megpikeap BputaHis dapmacbioTrKac 3asBHUKA (B1aCHVKa PEECTPaLiiHOro NOCBIfYEHHS)
no 500 mr no 10 nra. NTa. (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
TabneTok y 6nictepi; no BBefeHHA 3MiH NpoTArom 3-x MicAwuiB nicns
1 6nicTepy B KapPTOHHil 3aTBepKeHHS.
Kopo6ui
3. A30MNT® Kpanni o4Hi, 10 mr/mn; HosapTic LLiBeiiuapi AnkoH-KyBpbop Benbris BHECEHHS 3MiH [JO peecTpaLiiiHMX maTepianis: 3MiH1 (3a peyernmom UA/2300/01/01
no 5 mn y chnakoHi- Papma Al A | TMNYy - 3riAHO BUCHOBKY AenapTaMeHTy
KpanenbHuui «[pon- hapmaLeBTMYHOT Ais/IbHOCTI: BHECEHHS 3MiH f0
TeitHep®»; no 1 po3giny «TekcT MapkKyBaHHs» MKA N13:
hnakoHy-KkpanenbHuL y 3anponoHoBaHo: TeKCT MapKyBaHHA. «TeKCT
KOpo6Lii 3 KapTOHY MapKyBaHHS 3ri4HO 3aTBEPMKEHNM TEKCTOM
MapKyBaHHs» 3rigHO BUCHOBKY ynpaBiHHA
€KCMepTM3M IHCTPYKLi Ta HOMEHKNaTypu:
OHOB/IEHHA TEKCTY MapKyBaHHS yrnakoBKM
nNiKapcbkoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
3a3HavYeHHs OAMHMLb BUMIpIOBaHHA Y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micas
3aTBEPMAKEHHS
4, AKBA®EPPO | cupon 10 mr/mn, no 125 MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 4,0 PEECTpaLiiHNX MaTepiasliB: 3MiHW (3a peyernmom UA/16285/01/01
n My 6aHuj; no 1 6aHui 3 "TexHonor" | TNy - BBEAEHHSA JOAATKOBOrO PO3Mipy cepii
CMPOMNOM pa3oM 3 roTOBOrO /liKapcbKkoro 3acoby; 3anponoHOBaHO:
MipPHUM CTakaH4yMKOM Yy 236,0 kr (200 n) (Big 1465 o 1685 ynakoBok); 826,0
nauii 3 KapToHY (700 n) (Big 5470 no 5600 ynakoBok)
5. ANEPIronik Kpanni opasibHi, PO34uH, MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiH1 |6e3 peyenma UA/14441/01/01
5 mr/mn; no 10 mny "TexHonor" | TNy - BBEAEHHA AOAATKOBOrO PO3Mipy cepii
hnakoHi 3 Npo6Koto- roTOBOrO Jlikapcbkoro 3acoby; 3anponoHosaHo: 10,8
KpanesibHuuero; no 1 Kr (10 n) (Big 900 go 1000 ynakoBok); 64,8 kr (60 n)
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15 mn 'y donakoHi-
KpanenbHu; no 1
hnakoHy-KpanesibHULi B
KapTOHHI ynakoBLi

hapmakoHarnsgy. BeegeHHs abo 3miHu o
y3ara/lbHeHux JaHvx npo cuctemy hapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHVX AaHNX NPo cucTemy
thapmakoHarnsgy, 3miHa ynosHoBaXKeHoi ocoowu,
BiANOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuka gns
3AiliCHeHHs hapMakoHarnagy B YkpaiHi, KL BoHa
BiMiHHa Bif, YNOBHOBaXKEHOI 0C06W, BignoBigasibHOI
3a 34jiicHeHHs chapmakoHarnsgy (BkaYaryn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MilLleHHi macTep-
thalina cuctemu chapmakoHarnisgy) - 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA YNOBHOBAXEHOI 0co6MU,
BiiNOBIAaNbHOI 3a 3AjiCHEHHSs hapmakoHarnagy B
YkpaiHi. MponoHoBaHa pegakuisi- KoBasib KatepuHa
CepriiBHa. 3MiHa KOHTaKTHUX SAHUX KOHTaKTHOT
0Ccoby YyNnoBHOBaXXEHOI 0CO6Y 3asiBHUKA,
BiNOBIAA/IbHOI 32 3AiICHEHHSA hapmakoHarisay B

Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
dhnakoHy y nauui 3 (Big 5400 po 6000 ynakoBoOK)
KapToHY
6. ANbAYPA3W | KOHUeHTpaT ans [hxeHsaiim HigepnaH BeTTep ®apma- HimeuunHa/ | BHeCeHHs 3MiH 40 peecTpauiiHX maTepianis: 3MiHW |3a peyenmom UA/8093/01/01
M® PO34uHy ANs iHQy3il, tOpon B.B. an ®epTiryHr FM6X eHp Benvka Il TMNY - BBOAMTLCA a/ibTepHaTUBHE [HKepeno CMosv
100 O4/mn; Ne 1: no 5 Ko.KI" , HimeuunHa BpuTaHis/ Ethylene Vinyl Acetate (EVA-2), wo
M/ Yy dh1akoHi; no 1 (kiHueBe CWA BUKOPUCTOBYETbLCS Sartorius-Stedim/CapTopiyc-
hN1aKoHy Y KapTOHHiiA HanoBHEHHSA Cregim npu Bupo6bHuLTBI NniBkn Stedim/Crtegim i
Kopoobui onakoHiB (NepBUHHE Bignosigae EP. MniBkoBi koHTeliHepy Stedim
nakyBaHHs), BVIKOPVCTOBYIOTbCA A1 36epiraHHs
npoBeAeHHA TeCcTy cchopMyiboBaHOI NMikapcbKoi cybeTaHuil 6ank
Ha CTEPUNLHICTD); (Formulated Bulk Substance — FBDS). OHOB/1eHHS
[xeHsaiim fliviten, p. 3.2.5.2.4. KOHTPO/b KPUTUYHWX CTagjM i
Benvka bputaHis NPOMIXHOI NpoAayKuii Ta p. 3.2.S.6. Cuctema
(mapkyBaHHSA Ta KOHTelHep/3aKkynoptoBasibHWI 3aci6 (BUyUYEHHS
BTOPUHHE iHchopmawii, Lo cTocyeTbecs BUPOOHMKA NEPBUHHOIO
nakyBaHHs, nakyBa/IbHOTO MaTepiasly Ta TOLL0)
KOHTPO/Tb SKOCTI
N3 (3a
BUK/IOYEHHAM TecTy
Ha CTEPUNLHICTD),
BUNYCK cepil);
[xy6ineHt
XonnictepCriep
NNC, CWA (kiHueBe
HanoBHEHHS
onakoHiB (NepBUHHE
nakyBaHHs),
npoBefeHHsA TecTy
Ha CTEePW/IbHICTb)
7. ANb®ATAH Kpanni o4Hi, 1,5 mr/ms; AnnepraH, CLWA AnnepraH Ceiinc CWA BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: 3MiHW (3a peyernmom UA/11105/01/01
ne no 5 mn a6o 10 mn, abo IHK. nnc | Tuny - 3miHK W0 6e3nekn/echeKTUBHOCTI Ta
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
YKpaiHi
8. AMBPOKCO/ | tabnetku no 30 mr no 10 TOB YkpaiHa TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis 3MiHn | |6e3 peyenma UA/8801/01/01
EKCTPA TabneTok y 6nictepi; no "AcTpadapm TUMY - OHOBJ/IEHHA 3aTBEPAXEHOrO TEKCTY
2 6nictepu B kopobu,j 3 " MapKyBaHHs ynakoBok J13
KapTOoHY
9. AMIHOKANP NMOPOLLOK A5 TOB "cTok- Ykpaina TOB "WcTtok-Mntoc” YkpaiHa BHECEHHS 3MiH 4,0 pPeeCcTpaLiiHNX MaTepiasliB: 3MiHM |6e3 peyenma UA/16974/01/01
OHOBA opasibHOro Mnwoc” | TMNY - 3MEHLLEeHHA po3mipy cepii roTOBOro
KUCNOTA 3acTocyBaHHA MO 1ry nikapcbKoro 3acoby.; 3anponoHosaHo: Big 35 000 ao
cawe Nel0 (10x1) y 45 000 cawe
KOpoO6Lii 3 kKapToHy; Nol
y caule
10. AMAINIH TabneTkn, BKpUTI YOPNA Ipysis NABOPATOPIA ®paHuisa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasli: 3MiH1  (3a peyernmom UA/13455/01/01
NNiBKOBOIO 060/10HKOI MEANUNH BEW/NI-KPEAT- | TMNy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta
no 10 TabneTok y nTa BEPHYWE hapmakoHarnsgy. BeegeHHs abo 3miHu o
6nicTepi; no 3 6nictepn y3arasibHeHVX AaHnX Npo cuctemy chapmakoHarnsgy
B KapTOHHI kopobuj (BBEAEHHA y3araslbHEHUX AaHUX NMPO cUcTemy
hapmakoHarnagy, 3amMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AiliCHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
BiIMiHHa Bif, yNOBHOB&XeHOI 0co6y, BiANOBiAaIbHOI
3a 3[jiicHeHHs hapMakoHarnaay (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MilLleHHi macTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXeHOT ocobu,
BiANOBIAa/bHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOI ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy B
YkpaiHi
11. AHANbIH Tabnetku no 500 mr, no AT YkpaiHa AT "ly6Hnchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHM | Ne 10 — 6e3 UA/8374/01/01
10 Tabnetok y "Ny6Hndap | Tuny - 3MiHK 3 sikocTi. FOTOBWIA Nikapcbkwnii 3acib. | peyenma; Ne
6nictepax; no 10 M" Cuctema KOHTeiHep/3akynopoBasibHWiA 3aci6. 3MiHa 100 - 3a
TabneTok y 6nictepi, no pO3Mipy ynakoBKv rOTOBOTO JlikapCbKoro 3acoby peyenmom
10 6nicTepiB y nauui (iHWi 3MiHW) - BBEEHHA A0AaTKOBOrO PO3Mipy
YNaKoBKM NiKapCbKoro 3acoby AHasibriH, TabeTku
no 500 mr, no 10 TabneTok y 6nictepi, no 10
6nicTepis y nayui 3 BigNoBigHMMMN 3MiHAMU [0
p.Ynakoska. 3mMiHM BHeCeHi B po3ginv "Ynakoska" Ta
"Kareropis Bignycky" B iHCTPyKL,l0 415 MeuyYHOro
3acTocyBaHHS Nikapcbkoro 3acoby y 3B'A3Ky 3
BBe[lEHHAM [04aTKOBOI YNakoBK/ rOTOBOro
nikapcbKoro 3acoby, sik HacNifoK - 3aTBEPAKEHHS
TEKCTY MapKyBaHHA [04ATKOBOI ynakosku J13
(BBeAeHHs 3MiH NpoTArom 6-Tu micauis nicns
3aTBEPAKEHHS)
12. AHOPO™EN NOPOLLIOK AN1s1 iHraNsLji, nakcoCwmit Benuvka nakco OnepeiiLHe Benvka BHECEHHS 3MiH [J0 peECTpaLiiiHMX maTepianis: 3MiHK (3a peyernmom UA/14742/01/01
ninTaA™ A030BaHuii, no 55 KnsainH BputaHis tOK Nlimiteq BputaHis | TNy - BHECEHHS 3MiH 0 MaTepianis
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MKr/22 mkr/go3y, no 30 Ekcnopt peecTpauiiHoro AoCkE NiKapcbKoro 3acoby, a came
0,03 Y NOPOLLKOBOMY Nimiten no p. 3.2.5.6. Cucrema
iHransaTopi; no 1 KOHTelHep/3aKynoptoBasibHWi 3aci6: BBEAEHHS
iHransTopy B /IOTKY 3 a/lbTepHaTUBHOT NEPBUHHOT YNakoBku ansa Ad|
pO/IbIN B KAPTOHHIl yMeKniauHiymy 6pomigy Ta BinaHteposny
Kopoo6Li TpudheHaTaty (repMeTUYHUX aHTUCTaTUYHUX
NoNieTUIEHOBMX NakeTiB (MiLLKM) HA3bKOT LWiNIbHOCTI
(LDPE) Bifi anbTepHaTUBHOO NoCTavyasibHUKa).
Miwkn LDPE BBaXatTbCs EKBIBA/IEHTHUMY, 3@
BVHAITKOM [OMOMiXKHOr0O 3acoby 515 06pobku,
BiJOMOro 5K "AHTMG/I0KOBUIA", IKOTO HEMAE B
nakeTax Bifi HOBOrO nocTavyasibHuka
13. APFETT AYO | kancyiv 3 Jenbta LLiBefiuapi nepBrHHe Ta HimeyunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepianis: 3MiHA  (3a peyernmom UA/12811/01/01
MoaucpikoBaHUM Megiken a BTOpPUHHE Ipnangis | TMny - 3miHK Woao 6e3nekn/eddeKTUBHOCTI Ta
BVBIIbHEHHAM TBepAi Mo | [MpomMoyLIH3 nakyBaHHs, BUMYCK thapmakoHarnsgy (iHwi 3MiHn).
75 wr, no 10 kancyn y Al cepit: OHOB/EHHSA TEKCTY MapKyBaHHs YNakoBKu
6nictepi; no 1, a6o no 2, Csicc Kanc 'm6X, NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
abo no 3 6nictepn y HimeuunHa; 3a3HavYeHHs OAMHMLb BUMIpOBaHHA Y cuctemi Sl.
KapTOHHIA KOpoo6Li BVPOGHMLTBO BHeceHHA 3MiH f0 po3giny “MapkyBaHHA” MKA N13:
Hepo3dacoBaHO! 3arBepaXeHo: MapkyBaHHSA. TEKCT MapKyBaHHA
NPOAYKLii, KOHTPO/b yMakoBOK NiKapcbKoro 3acoby foAaETbCs.
AKOCTI: 3anponoHoBaHo: MapkyBaHHSA 3rigHO
Temmnep IpnaHgis 3aTBEPKEHOrO TEKCTY MapkKyBaHHSA. TepMiH
Nimiteq, IpnaHais; BBEJEHHS 3MiH: MPOTAroM 6-Tu MicsAuiB 3 gatn
nepBrHHe Ta 3aTBePMKEHHA. 3MiHN | TUny - AgMiHICTpaTUBHI
BTOpPUHHE 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecun
nakyBaHHs: 3asBHMKa (BNacHyKa peecTpauiiHoro NocBigYeHHs).
[pareHocapm 3MmiHa agpecu 3asBHUKa JenbTa Megiken
Anotekep Mown MpomoyLwH3 AT, LLiBeiiuapisi (ykpaiHcbka MOBa).
vM6X, HimeuunHa TepmiH BBEAEHHS 3MiH: MPOTAroM 6-Tu micsLiB 3
[aTn 3aTBepKEHHS.
14. APTUDNEKC | po3uvH gns iH'exuiin, 100 | ToBapucTBo YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3MiH1 (3@ peyenmom UA/11438/01/01
XOHAPO Mr/mMn; o 2 Mn B 3 BMPOGHMLTBA, | TMRYy - AAMIHICTpaTVBHI 3MiHW. 3MiHa
amnyni; no 5 a6o 10 0bMeXxeHoto KOHTPO/Tb AKOCTI, HaliMeHyBaHHS Ta/abo agpecy Micusa NPoBaMKEHHS
amnyn y kopobu; no 2 BiAnosigasib BUMNYCK cepil: AiSNbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
M/1 B amnyni; no 5 HICTIO ToBapucTBO 3 niKapcbKoro 3acoby, BK/IUAKUM 4ifbHUL BUNYCKY
amnyn y 6nictepi; no 1 "GapmauesT 06MexeHo cepii abo micLie NpoBeAEHHSI KOHTPOJIHO SKOCTI.
abo 2 bnictepn y nyHa BiANOBIA&LHICTIO (oisnbHiCcTb, 3a AKy BignoBsigae BUPOGHYMK/iMNopTep,
Kopo6ui; no 2 M B KOMMaHisi "hapMaueBTNYHA He BK/THoYaloumn BUMYCK cepiii) 3MiHa agpecu
amnyni; no 10 amnyn y "3popos'a” KOMnaHis BMpo6HMKa TOB "®APMEKC I'PYI", YkpaiHa, 6e3
6nicTepi; no 1 6nictepy "3p0pos'a”, 3MiHW MicL BUPOGHULITBA
y Kopo6uj; no 2 may YkpaiHa,;
nonepegHL0 BCi cTagii
HanoBHEHOMY LUNPULYj; BMPOGHMLITBA,

no 1 nonepegHLo
HanoBHEHOMY LUNpULY Y
KOMMNAEKTi 3 FONKO

iH eKLiliHO B

KOHTPO/Tb SKOCTI:
ToBapucTBo 3
06MexeHot
BiANOBIAA/TbHICTIO




30

Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
iHAMBigyanbHOMY "®APMEKC Irpyn",
nakyBaHHi y 6nictepi; no YkpaiHa
1 a6o 5 6nicTepiB y
KOpPOO6Lii 3 KApTOHY; Mo 2
My nonepegHbLo
HanoBHEHOMY LUNPWLYj;
no 5 nonepegHsL0
HaMoBHEHWX LUMPULIB Y
KOMMNJIEKTi 3 rO/IKOK
iH eKuiliHol B
iHAMBIAyanbHOMY
nakyBaHHi y 6nicTepi; no
1 6nicTepy y kopobui 3
KapToHY
15. ACAKON® Cyno3uTopii pekTasbHi Tinotc LLisenuapi Tinotc ®apma Al LLiBefuapis/ | BHECeHHS 3MiH [0 peecTpauiiiHuX maTtepiasnis: 3MiHN (3a peyernmom UA/4770/02/01
no 500 mr no 5 Papma Al A LBeiiapis HimeyunHa | Tuny - 3mMiHK Woa0 6e3nekn/echeKTUBHOCTI Ta
Cyno3uTopiiB y 6nicTepi; (BMpO6HUK, thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
no 4 6nictepy B KOPOGLI BiANoBigaIbHUIA 3a y3arasibHeHVX AaHnx npo cuctemy chapmakoHarnsgy
3 KapTOHY BUMYCK Cepili); (BBEAEHHSA Y3araslbHEHVX AaHNX NPo cucTemy
Xaynt ®apma hapmakoHarnsgy, 3amMiHa yrnoBHOBaXeHOT 0cobu,
BtonbiHr Mv6X, BiANOBIAA/IbHOT 32 34iCHEHHST hapMakoHarnsagy;
HimeyunHa KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuka gns
(BMpO6HUK, 3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, AKLL0 BoHA
BiANoOBigaIbHUIA 3a BiAMiHHa Bif, yNOBHOB&XeHOI 0co6w, BifnoBiAabHOI
[030BaHy chopMy Ta 3a 34jiicHeHHs chapmakoHarnsgy (Bkiyaryn
nakyBaHHs) KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MiLLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6GM YNOBHOBaXKEHOT 0COOM 3asABHUKA,
BignoBigasbHOI 3a hapMakoHarnsg B YkpaiHi.
MponoHoBaHa pegakuis: Onbra Kpasuyk. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y YMOBHOBaXEHOT
0cobu 3asiBHMKA, BIANOBIAA/LHOT 38
thapmakoHarnag B YkpaiHi
16. ADDOUNLA TabneTku, BKPUTI JenbTa LBeiuapi | Anotekc HegepnaHa | HigepnaHaym | BHeCEHHsi 3MiH 4O peecTpauiiHux maTepianis: 3MiHW |6e3 peyenma UA/14500/01/01
MAKC 060/10HKOI0, MO 400 mr, Megiken As B.B. | TNy - AAMIHICTPaTMBHI 3MiHU. 3MiHa
no 10 TabneTtok y MpomoyLUH3 HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa (B1acHUKa
6nicTepi; no 1 a6o 2 Al peecTpaLiiiHoro NocBigYEHHS) - 3MiHa agpecu
6nicTepy B KAPTOHHIl 3aaBHMKa (BBeAeHHA 3MiH NpoTAaroM 3-x micsuis
Kopoo6ui nicns 3aTBepAKEHHS); 3MiHM | TUNy - 3MiHK WOA0
6e3nekn/edeKTUBHOCTI Ta papmakoHarnsagy (iHLwi
3MiHN) - OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKM
NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmau,ii Wwoao
3a3HayYeHHs1 OAVHMLb BUMIPIOBaHHSA Y cucTemi Sl.
BHeceHHA 3MiH [0 po3giny «MapkyBaHHA» MKA 13
(BBeAEHHST 3MiH MPOTAroM 3-X MicsLiB micns
3aTBEPKEHHS)
17. ADDULA rpaHynun ans opasibHol fenbTa Lseliuapi daiiH Pyac eHn ITanis BHECEHHS 3MiH 10 peecTpaLlifiHix MmaTepianis: 3MiHU _|3a peyenmom UA/12718/01/01
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

DOPT-
HIMECYNIg

cycneHsii, 100 mr/2 r no
21y cawe; no 1 a6o no
3, abo no 6, abo no 30
a6o no 999 calue,
3'e/HaHNX No Tpn 3
niHielo nepdhopad;i, B
KapTOHHI KOpooLi

Megiken
IpomMoyLLH3
Al

dapmachboTikans
H.T.M. C.I.A.

| TNy - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHW) - BHECEHHS 3MiH [0
po3giny «MapkyBaHHs1» MK J13. OHOBNEHHSA TEKCTY
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby 3
BHECEHHSAM iH(hopMaLil LLoA0 3a3HAYEHHS OAVNHULL
BMMIiptOBaHHA y cuctemi Sl (BBeAeHHS 3MiH
NPOTAroM 6-TW MiCALIB MiC/IA 3aTBEPAKEHHS); 3MiHU |
TMNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHSI
Ta/abo agpecu 3asBHMKa (BNacHUKa peectpauiiHoro
NOCBiAYEHHS) - BHECEHI B IHCTPYKLitO AN MEANYHOro
3actocyBaHHA J13 y p. «MicLe3HaxomKeHHs
3asBHMKa» - 3MiHa agpecy 3asBHVKa (BBegeHHSA
3MiH NPOTAroM 6-TW MicALIB Nic/a 3aTBEPAXEHHS)

18.

BAKTPOBAH
™

Kpem 2 %; no 15 r kpemy
B Ty6i; no 1 Ty6i B
KapTOHHIA KOpoo6Li

nakcoCmit
Knain
Excnopt
Nimiten

Benvka
BputaHis

nakco OnepeiiHe
tOK Nimiteq

Benwuka
BputaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu
| TNy - AOMiHICTPaTMBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecyu Micusa NPoBaMKEHHS
LisiNIbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIUAKUM 4ifbHUL BUNYCKY
cepii abo micLe NpoBeAEHHSI KOHTPOJHO SKOCTI.
([isnbHICTb, 3a AKy BigNOBILaE BUPOOHUK/iMNopTep,
BK/THOYAKOUN BUMYCK Cepili) 3MiHa Ha3BuW Ta agpecun
BMpO6HUKa /13, 6e3 3MiHN MicLA BUPOGHMLTBA:
3MiHV BHECEHO B IHCTPYKLiO ANS MeAUYHOro
3aCTOCYBaHHS LWOAO0 HaliMeHyBaHHSA Ta
MiCLLe3HaxX0MKEHHSI BUPOOHMKA 3 BiANOBIAHUMM
3MiHaMU Y TeKCTi MapKyBaHHS YNakoBKW NiKapCbKoro
3acoby. BBegeHHs 3MiH npoTsArom 6-Tv micsuiB nicns
3aTBepKEHHS. 3MiHU | Tuny - 3MiHK Woa0
6e3nekn/edpekTBHOCTI Ta hapMakoHarnagy (iHuwi
3MiHV) BHeceHHs 3MiH 40 po3giny “MapkyBaHHsA"
MKSA N13: 3aTBepmkeHo: MapkupoBka. TekcT
MapK1poBKW. 3anponoHoBaHo: MapknpoBka.
CornacHo yTBepXaeHHOMY TEKCTY MapKUPOBKY.
OHOB/IEHHA TEKCTY MapKyBaHHS ynakoBKu
nikapcbkoro 3acoby. BBeaeHHs 3MiH NpoTAroM 6-tu
MiCALIB MiC/1A 3aTBEPKEHHS

3a peyenmom

UA/4019/03/01

19.

BAHEOLVH

Ma3bno 5ra6ono 20 r
y Ty6i; no 1 Ty6i B
KapTOHHI KOPOOLi

CaHpo3
dapmacbloTi
Kans g.4.

CnoBeHis

Mepk KlraA & Ko
Bepk WniTTans,
ABCTpist
(BMpOGHMLTBO in
bulk, nepsuHHe Ta
BTOPVIHHE
nakyBaHHs); CaHgo3
mM6X-TexOnc ,
ABCTpist
(BignoBifanbHWUiA 3a
BUMNYCK cepii)

ABCTpis

BHECEHHS 3MiH [J0 peecTpaLjiiiHMX maTepianis: 3MiHU
| TNy - noAaHHA oHosieHoro CepTudikaty
BiANOBIAHOCTI €Bponeiicbkiit hapmakonei R1-CEP
2002-103-Rev 09 Big, Bxe 3aTBEpAKEHOr0
Bupo6Huka XELLIA PHARMACEUTICALS APS ans
Ad| 6aumTpaymnHy LUMHKY (BUIYyYEeHHS BUPOGHNYOIT
LinbHULL)

6e3 peyenma

UA/3951/01/01

20.

BENOAEPM

Kpem A/1s1 30BHILLHLOTO

Benyno,

Xopsarisi

Benyno, nikn T1a

XopBaris

BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW

3a peyenmom

UA/9695/01/01
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3actocyBaHHs, 0,05 %; nikn Ta KOCMETUKa, A.4. | TNy - AOMiHICTPaTMBHI 3MiHU. 3MiHa
no 15 r a6o 30 r y Ty6i; KoCcMeTuKa, HalilMeHyBaHHs Ta/abo afpecy 3asiBHMKaA (BlacHUKa
no 1 Ty6i B KAPTOHHiIl a.a. peecTpaviiiHOro NocBigYeHHS) - 3MiHa HanMcaHHs
Kopoo6Li HalilMeHyBaHHs Ta agpecu 3asBHuUka (benyno, nikn
Ta KocMeTuKa A.f.) FoTOBOro NikapcbKoro 3acoby.
3MiHn | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHS Ta/abo agpecy MicLA NPOBaKEHHS
LisiNIbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIOUAKUM 4ifbHUL BUNYCKY
cepii abo micLe NpoBeAEHHS KOHTPOJIO SKOCTI.
(misnbHICTb, 3a AKy BigNOBIAaE BUPOOHUK/iMNopTep,
BK/IOYAI0UM BUMYCK CEPIiA) - 3MiHa HanucaHHs
HaliMeHyBaHHs Ta agpecu BupobHuka (benyno, nikn
Ta KocMeTuKa A.f1.) FoTOBOro NikapcbKoro 3acoby.
Brpo6Huya ginbHuus Ta BCi BUPO6HUYI onepavi
3aMWAaTbCA HE3MIHHUMK. [prUBeAeHH:A y
BiANOBIAHICTb 4O BUCHOBKY LLOAO NiATBEPKEHHS
BiANOBIAHOCTI BUPOGHMLTBA NiKapCbK1X 3ac06iB
BMoram HBIM, BugaHoro Jepx/Iikcyx60t YKpaiHu.
21. BETATICTUH | TabneTkn no 8 mr, no 10 TOB «TeBa YkpaiHa Bupo6bHnuTBO HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiH1  (3a peyernmom UA/7806/01/01
-TEBA TabneTok y 6nictepi; no YkpaiHa» Hepo3chacoBaHol | TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa
3 6nicTepun y KapTOHHii NPOAYKLUIT, KOHTPO/b HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa (BlacHUKa
KopoobLi cepii (oKpim peecTpavLiiiHoro NocBigYEHHsT) - 3MiHa afpecu
MiKpo6ionoriyHoro 3asBHVKa B/lAaCHUKA PEECTPaLiiHOr0 NOCBiAYEHHS
TeCTyBaHHS):
KataneHT [DxepmMaHi
LWopHaopd Mv6X,
HimeuuunHa,;
KoHTponb cepil
(TinbKM
Mikpob6ionoriyHe
TEeCTyBaHHs):
BAB IHcTuTyT TirieHn
Ta 3abesneyeHHs
AkocTi TM6X,
HimeuunHa;
Mepkne MM6X,
HimeuunHa
(MepBuHHa Ta
BTOPVIHHA YMaKoBKa,
KOHTPO/b Cepil;
[lo3Bin Ha Bunyck
cepil)
22. BETATICTUH | TabneTkn no 16 mr, no TOB «TeBa Ykpaina Bupo6bHMuTBO HimeuunHa BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiH1  (3a peyernmom UA/7806/01/02
-TEBA 10 Tabnetok y 6nictepi; YkpaiHa» Hepo3dacoBaHo| | TMNYy - AAMIHICTpaTBHI 3MiHW. 3MiHa
no 3 6nictepn y NPOAYKLT, KOHTPO/b HalimeHyBaHHs Ta/abo agpecu 3asaBHUKa (BNacHuka
KapTOHHiiA KOpo6Ll cepii (okpim peecTpaLiiHoro nNocBiAYeHHs) - 3MiHa agpecy

MiKpOGioIoriYHoro

3as1BHMKA BNaCHMKa peecTpauiiHoro nocBigyeHHst
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

TeCTyBaHHS):
KataneHT DxepmaHi
LWopHaopd Mv6X,
HimeyuunHa;
KoHTposb cepil
(TinbKM
Mikpob6ionoriyHe
TeCTyBaHHs):
BAB IHcTuTyT TirieHn
Ta 3abesneyeHHs
AkocTi TM6X,
HimeuunHa;
Mepkne MM6X,
HimeuunHa
(MepBuHHa Ta
BTOPVIHHA YNakKoBKa,
KOHTPO/b Cepil;
[lo3Bin Ha Bunyck
cepii)

23.

BETATICTUH
-TEBA

TabneTkn no 24 mr no 10
TabneTok y 6nictepi; no
2 6nicTepn y KapTOHHIiA
KopoobLi

TOB «TeBa
Ykpaina»

Ykpaina

Bupo6bHnuTBO
Hepo3dgacoBaHo!
NPOAYKLUIT, KOHTPO/b
cepii (oKpim
MiKpo6ionoriyHoro
TeCTyBaHHS):
PotteHzopc ®apma
'M6X, HimeuunHa;
Brpo6HMUTBO
Hepo3dacoBaHO!
NPOAYKLUIiT, KOHTPO/Ib
cepii (oKpim
MiKpOG6ionoriyHoro
TeCTyBaHHS):
KataneHT xepmaHi
WopHaopd M6X
HimeuunHa;
Mepkne MM6X,
HimeuunHa
(MepBuHHa Ta
BTOPWHHA YNaKoBKa,
KOHTPO/b Cepil;
[lo3Bin Ha Bunyck
cepii);
KoHTponb cepil
(TinbKM
Mikpob6ionoriyHe
TecTyBaHHA AnA
BMPOGHMKA

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHuXx maTepianis: 3MiHN
| TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asaBHUKa (BNacHuka
peecTpavLiiiHoro NocBigYEHHsT) - 3MiHa afpecu
3asBHVKa B/lAaCHUKA PEECTPaLiiHOr0 NOCBiAYEHHS

3a peyenmom

UA/7806/01/03
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Hepo3dacoBaHoi
npoaykuii KataneHt
[xepmati

LLlopHaopd M6X):
BAB IHCTUTYT lirieHn
Ta 3abe3neyeHHs
FAkocTi TM6X,
HimeuuunHa;
KoHTponb cepii
(TinbKM
MiKpOGionoriyHe
TeCcTyBaHHA Ans
BMPOGHUKaA
Hepo3dhacoBaHOT
npoaykuii
PoTtTeHgopd Papma
v6X):
€BpochiHC
Bio®apma
TecTyBaHHA
MpoaykTiB MIOHXEH
rm6X, HimeyunHa

24, BETAOEPM® | ma3bno 15ryTy6i;nol | TOB "bayw YkpaiHa $apmzasog Enbha Monbua BHECEHHS 3MiH [J0 peECTpaLiiiHMX maTepianis: 3MiHU  (3a peyernmom UA/3511/02/01
Ty6i B KAPTOHHI KOpOGL Xenc" AT. | Tuny - BBEAEHHS A0 MaTepianis peecTpauiiHoro
[0Cbe BUNpobyBaHb CTabinbHICTI Ans
MikpOHi3oBaHO! A®I eHTamiumHy cynbdar, Lo
NiATBEPKYIOTb TEPMIH NpuAaTHOCTI 12 MicAuiB.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPIKEHHS;
3MiHu | TNy - BBEAEHHS iHhopMai Woao
NepBUHHOT yNakoBkn ansa APl MeHTamiuuHy cynbdar
nicnsa etany MikpoHisauii nonietunexHosi (LDPE)
nakeTu. BBefeHHs 3MiH NpoTArom 6-T MicaUiB nicns
3aTBEPKEHHS; 3MiHN | TUny - BBeAeHHA iHhopmaui
00 CTaHAAaPTHUX 3paskiB, L0 BUKOPUCTOBYHOTHCS
ans gocnigpkeHHs A®| MikpoHizoBaHoi 'eHTamiLyHy
cynbaTt. BBefeHHA 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepA)KeHHS; 3MiHM | TUMY - BBEAEHHA B
marepianv peecTpauiiiHoro Aocke cneyndikadito
A®| M'eHTaMiumHy cynbdat 4o eTany MikpoHisauii
(QC Spec002049), 3anponoHOBOHO: creuudikaLis
A®| fo etany mikpoHisauii (QC Spec002049 Big,
26.03.2017) cneuundpikauis A®I mikpoHizoBaHoi (QC
Spec000721)Big 23.03.2018). BBefeHHA 3MiH
NpOTArom 6-T1 MiCALIB NiCNA 3aTBEPAXEHHS; 3MiHN |
TUNY - BBEAEHHS A0 PeECTpaLiiHuX MaTepiasnis
BUNPOOYyBaHb Ta AOMYCTUMMX MEX eTany
MiKpoHi3auii A®| MeHTamiuuHy cynbgat. BeegeHHs
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3MiH NPOTAroM 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS;
3MiHU | TUNY - BBEAEHHA A0 peecTpaviiHnx
marepianis etany MikpoHisauii APl MeHTamiLnHy
cynbgaT. BBeAeHHS 3MiH NpoTArom 6-Tu Micsuis
nicns 3aTBepKEHHS; 3MiHW | TUMY - BBEAEHHA [0
peecTpauiiHux maTepiasiiB HOBOI AiNbHUL, Ae
3[iiCHI0ETbCA MikpoHi3aLis — Instytut Nowych
Syntez Chemicznych Oddzial Chemii Nieorganicznej
«IChN» w Gliwicach. BBegeHHS 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS
25. BOPTE3OBIC | nopoLuok ass MicTpan AHrnisA i | Yecbka BHECEHHS 3MiH [J0 peECTpaLiiiHMX maTepianis: 3MiHU (3a peyernmom UA/16621/01/01
TA NPUroTyBaHHA PO3UNHY Kenitan dapmacbloTikanc Pecny6nika/ | TUNy - BBEAEHHA A0AATKOBMX PO3MIpiB cepil
Ans iHekyin no 1 wr, 1 MeHexmeH Nta, bonrapis IcnaHis roTOBOrO JlikapcbKoro 3acoby; 3anponoHoBaHo: 9,3 n
hNakoH 3 NOPOLLUKOM Y T NimiTepq, (BTOpUHHE (TeopeTnyHa KinbKicTb hiakoHis 6711) 17,9 n
KapTOHHI KOpoo6Li nakyBaHHs); (TeopeTunyHa KinbkicTb dhnakoHiB 12918) 35,8 n
OHkome[, (TeopeTnyHa KinbKicTb hriakoHis 25836). BBeeHHsA
MaHyhekTypiHr a.c., 3MiH NPOTAroM 6-TW MICALIB NiCNa 3aTBEPAKEHHS
Yecbka Pecny6nika
(BMpOGHMLTBO,
nakyBaHHs); CIHTOH
C.p.0., Yecbka
Pecny6nika
(BignoBifanbHWiA 3a
BMNYCK cepil);
CiHTOH XicnaHis,
C.J1., IcnaHis
(BignoBiganbHuUii 3a
BUMYCK cepil)
26. BPOHXO 6ans3am, no 30ry MeHTOnaty AHrnis MeHTonaTym Benvka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiH1 |6e3 peyenma UA/9758/01/01
BAM 6aHLi; no 1 6aHLi B M KomnaHi KomnaHi flimiteq BpuTaHis | TMNYy - 3MiHK WoAo 6e3nekn/edheKTMBHOCTI Ta
KapTOHHI Kopoo6Li NimiTen hapmakoHarnsgy. BeegeHHs abo 3miHv oo

y3arasibHeHVX fiaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHA Y3araslbHEHVX iaHNX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobw,
BiiNOBIAANbHOI 3a 3jiCHEHHS hapmakoHarnsaay;
KOHTaKTHOI 0cobM 3 hapMakoHarniagy 3asBHUKa 4ns
3[iiCHEeHHs1 hapMakoHarsay B YKpaiHi, kLo BoHa
BiIMiHHa Bif, yNOBHOBaXXeHOI 0co6y, BifnoBiAaIbHOI
3a 3gilicHeHHs chapmakoHariagy (Bkvarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy pO3MilLleHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - amiHa
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI 0CO6M 3asiBHMKA,
BiNoBigasIbHOI 3a hapMakoHarnsag B YkpaiHi.
MponoHoBaHa pepakuis: Benrep Jliogmuna
AHaTosiiBHa. 3MiHa KOHTAKTHUX JaHNX KOHTaKTHOI
0C06M YNOBHOBaXEHOI 0COOM 3a5BHMKA,
BiAANOBIAaNbHOI 3a hapMakoHarnsag B YkpaiHi
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
27. BPOHXOJEK | po3unH opasibHuid, 9 CaHpos CnoBeHis BUWMYCK CepiiA: HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiB: 3MiH1 |6e3 peyenma UA/14724/01/01
C Mr/1 mn no 100 mny dapmacbloTi Cantotac ®apma | TMNYy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta
6aratof030B0MYy Kans g.4. v6X, HimeyunHa; hapmakoHarnsgy. BeegeHHs abo 3miHv o
KOHTeliHepi; no 1 abo 2 BMPOGHULITBO in y3arasibHeHVX AaHnX Npo cuctemy hapmakoHarnsgy
6araTo030BUX bulk, nakyBaHHs, (BBELEHHSA y3arasibHEHUX AaHUX NPO cUcTemy
KOHTEHEPU B KapPTOHHIN KOHTPO/b Cepiii: hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
Kopoo6Li dapma BepHirepoae BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnagy;
'm6X, HimeyunHa KOHTaKTHOI 0co6U 3 hapmakoHarnsay 3asBHuKa 415
3[jiCHEeHHs1 hapmMakoHarnsay B YkpaiHi, AKLO BOHa
BiAMiHHa Bif, yNOBHOBaXeHOI 0c06y, BiANOBiAaIbHOI
3a 34jlicHeHHs chapmakoHarnsgy (Bkayarym
KOHTaKTHi AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YMNOBHOB&XEHOI 0CO6M 3as1BHYKA, BifnoBiAabHOT 3a
hapmakoHarnsg,. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXXeHOT 0c06M 3a8BHUKA, BiAMOBIAA/IbHOI 3a
hapmakoHarnag. 3miHa KOHTakTHOT 0co6u
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BigMnoBiga/IbHOT 3a
3[jiCHEeHHS1 hapMakoHarnsay B YkpaiHi.
MponoHoBaHa pepakuis: Opnos B'auecnas
BikTopoBMY. 3MiHa KOHTAKTHUX AaHWUX KOHTaKTHOI
0CO6M YNOBHOBaXEHOI 0COOM 3asBHMKA,
BiANOBIAA/IbHOI 3a 34ilicCHeHHA hapmakoHarnsgy B
YkpaiHi. 3MiHa MicuA 34iiCHEHHA OCHOBHOI
AiSnbHOCTI 3 hapMakoHarsgy. 3miHa
MicLie3HaxX0MKeHHs MacTep-thaiina cuctemm
hapmakoHarnsgy Ta ioro Homepy
28. BYCKOMAH® | TabneTku, BKpUTI TOB YkpaiHa Lenbdhapm Peiimc PpaHuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianiB: 3MiH1 |6e3 peyenma UA/6378/01/01
LlyKPOBOIO 060/10HKOIO, "CaHodi- | TMNY - BHECEHHS 3MiH A0 po3ziny «MapKyBaHHs»
no 10 wr; no 20 ABeHTIC MKS$ N13: 3anponoHoBaHo: Po3ain «MapkKyBaHHs»
TabneTok y 6nictepi; no Ykpaiva" BignosigHoO [0 3aTBEPXEHOr0 TEKCTY MapKyBaHHS.
1 6nicTepy B KAPTOHHiIl OHOB/EHHA TEKCTY MapKyBaHHS yNakoBKM
Kopoo6ui NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmavii Wwoao
3a3HavyeHHs OAVHMLb BUMIPIOBaHHSA Y cucTemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu micsAuiB nicns
3aTBEPKEHHS
29. BAJICAPTAH | nopoLluok (cybcTaHuis) y fisi'c IHais Lisi'c Nabopatopic IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHMX maTepianis: 3MiHU - UA/17684/01/01
nonieTuNeHoBMX Nab6opaTopi Nimiteq | TUNY - 3aTBEpAXEHHA MeToaiB KOHTPOO SKOCTi Ha
naketax gns c Nliviteq nikapcbkuii 3aci6 BancapTtaH, NOpoLLOK (Cy6CcTaHuis)

thapMaLeBTNYHOTO
3aCTOCYBaHHs

YKpPaiHCLKOK MOBOIO;
3MiHM | TUNY - NOAAHHA OHOBMIEHOTO cepTudikara
BignoBigHOCTI €Bponelickbkili chapmakonei Ne R1-
CEP 2012-338-Rev 00 anisa A®| BancapTaH Bif, Bxe
3aTBepAxeHoro BupobHuka [isi'c Slabopartopic
Nimites, IHAISA , 3 BigNOBIZHUMY 3MiHAMW B

crneundikavii Ta MmeTogax KoHTposnto Adl, 30kpema
[OOMILLKM HITpO3aMiHiB NpUBEAEHO Y BiANOBIAHOCTI
00 Aitoyoro BuaaHHsa MoHorpadoii Valsartan EP Ta
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
CEP, B1ganeHuin nokasHuk Baxki metanu
30. BAME/AH Kancysm m'aki no 15 YOPNA Benuka M.M.®. XACKO-JIEK MonbLa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiH1 |6e3 peyenma UA/17495/01/01
Kancyn y 6nictepi; no 2 MEANUNH BputaHis C.A. | Tuny - 3miHKn Woao 6esnekn/echekTUBHOCTI Ta
6nicTepy B KapTOHHIiA NIMITEL hapmakoHarnsgy. BeegeHHs abo 3miHv oo
KOpo6Li y3arasibHeHUx faHux npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHVX NPO cMcTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT ocobw,
BiANOBIAA/LHOI 32 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asiBHVKa Ans
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, SKLLo BoHa
BiAMiHHA Bif yNOBHOBaXKeHOI 0cobw, BignoBigaibHOT
3a 3fjiicHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy B
YKpaiHi
31. BAMN 20 KOHUEeHTpaT ans CEM Kinp BUPOBHUK, HimeuunHa/ BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasliB: 3MiHN  (3a peyernmom UA/11718/01/01
NPUroTYBaHHSA PO34NHY PapmacboTi BiANoBiganbHuii 3a ABCTpis | Tuny - 3miHK 3 AKoCTi. FOTOBWMIA Nikapcbkunii 3aci6.
ANA iHdysii, 20 Mkr/mn Kanc BVMPOGHMLTBO KOHTposib roToBoro nikapcbKoro 3acoby. 3miHa
no 1 mn B amnynax, no 5 Nimiteq Hepo3dacoBaHo| napameTpiB crneuuqikaliii Ta/abo 4onycTUMUX Mex
a6o 10 amnyn B npoayKuir, roTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHW) -
KapTOHHI ynakoBLi nepBrYHHOIO Ta BHECEHHS 3MiH [0 po3ainy «KinbkicHe BU3HAYEHHS»,
BTOPWHHOIO a came BBeieHHS KpuTepii NPUAHATHOCTI AN1A
naxkyBaHHs: TepMiHy npugartHocTi /13 Ta 3BY)XXeHHA KpuTepiis
BEI Xeand Kep NPUIAHATHOCTI Ha BUNYCK. 3MiHW | TNy - 3MiHK 3
M6X, HimeuyumnHa; SIKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
BMPOGHUK, 3MiHa y TepMiHax npugaTHocTi abo ymoBax
BiANoBigabHUi 3a 36epiraHHs roTOBOrO /iKapCbKOro 3acoby
BMNYCK cepil: (3MEeHLLEHHS TepMiHY NPUAATHOCTI FOTOBOTO
Opem ®apma M'vbX, nikapcbKoro 3aco6y) - 15 ToproBoi ynakoBKu.
ABCTpIs 3MeHLUEeHHs TepMiHy npuaaTHocTi M3,
3arBepkeHo: TepMiH NpMAATHOCTI: 3 Poku.
3anponoHoBaHo: TepMiH npuaaTHocTi: 1 pik
32. BEH/TIA®AKC | Tabnetkn no 75 mr, no MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peECTpaLiiiHMXx maTepianiB: 3MiHU (3a peyernmom UA/15569/01/01
VH 10 Tabnetok y 6ricTepi; "TexHonor" | TMNY - 3MiHX 8O IHCTPYKUIT A/19 MeANYHOro

no 3 6nictepun y naydi 3
KapToHY

3acTOCyBaHHS Nikapcbkoro 3acoby y po3ainm
"Oco6nMBOCTI 3acTOCYBaHHA" BigNOBIAHO 40
OHOBJIEHOT iHhopMaUii 3 6e3nekn AitUoi pevyoBUHM
LLOA0 cekcyasibHOT ANCHYHKLII. BBEAEHHS 3MiH
NPOTAroM 6-TW MICALIB MiCNA 3aTBEPKEHHS; 3MiHN
[0 IHCTPYKUIT 415 MEANYHOrO 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu "3gaTHicTb BNAnBatu
Ha LWBWAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCNOPTOM abo0 iHLMMY MexaHisMamu'",
"Cnoci6 3acTocyBaHHA Ta f031" (YTOUHEHHS),
"Mo6iuHi peakuii" BigNOBIAHO A0 OHOBNEHOI
iHhopmalii 3 6e3neku Aitoyoi pevoBUHW. BBeAEHHS
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3MiH NPOTArom 6-Tu MicALB Nic/s 3aTBepAKEHHSs!
33. BEPAMAMIN- | TabneTkun, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peECTpaLiiiHMX maTepianis: 3MiH1  (3a peyernmom UA/3582/01/01
AAPHULA NAiBKOBOI 060I0HKOI, "®bapmaueBT "®apmMaLeBTNYHa | TNy - 3miHa agpecy Bupo6Huka A®| Piramal
no 80 wr, no 10 nyHa dpipma ipma "OapHuus” Enterprises Limited, India, 6e3 3miHu micus
Tab1eToK Y KOHTYPHIi "OapHuus" BUPOGHMLTBA
YapyHKOBIli ynakoBLii; no
5 KOHTYPHMX YapyHKOBUX
yNaKoBOK y NauLli
34. BISAPCUH® TabneTku, Wwo KPKA, a.4., CnoBeHisi BUPOBHUK, CnoBeHisi BHECEHHS 3MiH 4,0 PEECTpaLiiHNX MaTepiasliB: 3MiHN  (3a peyernmom UA/13484/01/01
Q-TAB® ONCnepryTbes B HoBo mecTo BiANoBiganbHUii 3a | TNy - 3MiHW 3 AKOCTi. FOTOBWIA NiKapcbKuii 3acio.
POTOBI1 NOPOXHWHI, NO BMPOGHMLTBO "in 3MiHM Y BUPO6HULITBI. 3amiHa abo BBEAEHHSA
25 wr, no 1 tabnetyi y bulk", nepBrHHY Ta [,04aTKOBOI Ai/TbHML| BUPOOHULTBA 4715 YacTUHU abo
6nictepi; no 1 a6o no 2 BTOPWHHY YNakoBKy, BCbOr0 BYPOBHMYOro NPOLLECY roTOBOrO /iKapCbKoro
6nicTepy B KAPTOHHIl KOHTPO/b Ta BUMYCK 3aco6y (AiNbHWLUA 415 BTOPUHHOTO NakyBaHHS) -
Kopobui; o 4 TabneTkn cepit: BBEJEHHS 404AaTKOBOI AifbHWLi BUpobHMUTBa 13
y 6nicTepi; no 1, abo no KPKA, a.4., Hoso (KPKA, o.a., HoBo mecTo, CnoBeHis HoBomeluka
2, abo no 3 6nictepu B mecTo, CnoBeHis; uecta 22, 8310 LeHTepHe, CnoseHisa) ans
KapTOHHI KOPOOLi BUpOGHMK, BTOPWMHHOIO NakyBaHHS, a TAKOX 3a3HaYeHHs
BiANoBiganbHuii 3a oYHKLIli paHille 3aTBEpAXXEHOr0 BUPOGHMKA; 3MiHY |
NepBUHHY Ta T™MNYy - 3MiHW 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6.
BTOPVIHHY YMaKOBKY: 3MiHV Yy BUPO6HMUTBI. 3amMiHa abo BBeAEHHS
KPKA, a.4., Hoso [04aTKOBOI AiNbHULI BUPOGHMLTBA A/151 YaCTUHM abo
mMecTo, CnoBeHis BCbOr0 BMPOGHMYOTO NPOLECY rOTOBOrO MiKapPCbKOro
3aco6y (gibHMUA NS NepPBUHHOTO NakyBaHHS) -
BBE/EHHS A0AATKOBOI AiNbHULI BUpo6HMLTBa /13
(KPKA, p.4., HoBo mecTo, CrnoBeHis HoBomeluka
uecrta 22, 8310 LLeHTepHe, CnoBeHis) gns
NepPBUHHOTO NaKyBaHHS, a TakoX 3a3HayeHHs
dhyHKLIiV paHille 3aTBepAXEHOro BUPOGHUKA
35. BISAPCUH® TabneTku, Wo KPKA, a.4., CnoBeHisi BMPOGHUK, CnoBeHisi BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasis: 3MiHA  (3a peyernmom UA/13484/01/02
Q-TAB® OMncnepryTbes B HoBo mecTO BiANoBigabHUii 3a | TNy - 3MiHW 3 AKOCTi. FOTOBWIA NiKapcbKuii 3acio.

POTOBI1 NOPOXHWHI, NO
50 mr, no 1 Tabnetyjy
6nictepi; no 1 a6o no 2
6nicTepy B KAPTOHHIl
Kopob6ui; no 4 Tabnetkn
y 6nicTepi; no 1, abo no
2, abo no 3 6nictepn B
KapTOHHI KOpoo6Li

NepBUHHY Ta

BTOPWHHY YNakoBKy,

KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mMecTo, CroBeHis;
Bupo6HYK,
BignoBigasibHM 3a
BMPOGHULUTBO "in
bulk", nepsuHHy Ta
BTOPWHHY YNaKoBKy:
KPKA, a.4., Hoso
mecTo, CnoBeHis

3MiHK Yy BUPO6GHMLTBI. 3aMiHa abo BBeAEHHS
[0[AaTKOBOI AiNbHULI BUPOGHMLTBA A1 YACTUHM abo
BCbOr0 BYPOGHMYOro NPOLLECY roTOBOrO /iKapCbKoro
3acoby (AiNbHULSA, Ha SKii NPOBOAATLCSA By Ab-AKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPO/IO SKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, /11 HECTEPUBHUX NIKAPCbKMX 3acobiB)
- 3MiHa AinbHKLi BUpo6bHuuTBa 13, a came:
BMPOGHUWYOI AiNbHUL AN BUPOGHMLTBA «in bulk», a
TaKoX 3a3HayeHHs PYHKLi paHille 3aTBEPAKEHOTO
BMPOBHUKA; 3MiHM | TUNy - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHU y BUPOGHMUTBI. 3amiHa abo
BBEEHHS 40aTKOBOI AiNbHULI BUPOOHULTBA /15
4acTHM abo BCbOro BUPOOHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (4inbHWULA AN BTOPUHHOTO
naxkyBaHHs) - BBE[lEHHS fOATKOBOT AiNIbHULY
Bupo6HuuTBa 13 (KPKA, a.4., HoBo mecTo,
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

CnoBeHisa HoBomeluka LecTa 22, 8310 LLleHTepHE,
CnoBeHif) AN19 BTOPUHHOIO NakyBaHHS, a Takox
3a3HavyeHHs OYHKLA paHile 3aTBepakKeHoro
BMPOBGHUKA; 3MiHM | TUNy - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. 3MiHU y BUPOGHMLTBI. 3amiHa abo
BBEJEHHS 40aTKOBOI AiNlbHULI BUPOOHULTBA /15
4acTHM abo BCbOro BUPOOHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHULA 415 NEPBUHHOIO
naxkyBaHHs) - BBE[lEHHS fOATKOBOI AiNIbHULY
BMpo6HuuTBa M3 (KPKA, a.4., HoBo mecTo,
CnoseHisa HoBomellka LecTa 22, 8310 LLeHTepHe,
CnoBeHifA) 415 NePBMHHOTO NakyBaHHS, a Takox
3a3HaveHHs OyHKL paHille 3aTBepAXeHOro
BUpPOGHMKa

36.

BI3APC/H®
Q-TAB®

TabneTku, Wwo
ANCNepryoTbea B
POTOBII NOPOXHWHI, MO
100 mr, no 1 Tabnetyiy
6nicTepi; no 1 a6o no 2
6nicTepy B KapPTOHHIiA
Kopo6ui; no 4 TabneTkn
y 6nicTepi; no 1, abo no
2, abo no 3 6nictepu B
KapTOHHI KOpoo6Li

KPKA, a.4.,
Hoso mecTto

CnoBeHis

BUPOBHUK,
BignoBiganbHWA 3a
nepBUHHY Ta
BTOPWHHY YNakoBKy,
KOHTPO/b Ta BUMYCK
cepil:

KPKA, 4.4., Hoso
mMecTo, CroBeHis;
Bupo6HMK,
BiANoOBigaIbHUIA 3a
BMPOGHMLTBO "in
bulk", nepBrHHYy Ta
BTOPWHHY YNakoBKy:
KPKA, a.4a., Hoso
mMecTo, CnoBeHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpaliinHuX maTepiasis: 3MiHN
| Tuny - 3MiHK 3 AkoCTi. FOTOBWIA Nikapcbkunii 3acib.
3MiHM Y BUPOOHULITBI. 3amiHa abo BBeAEHHS
[0[aTKOBOI AiNbHULI BUPOGHMLTBA A1 YACTUHW abo
BCbOr0 BYPOBHMYOro NPOLLECy roToBOro /liKapcbKoro
3aco6y (ginbHULSA, Ha siKili NpoBOAATLCA By b-siKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPO/IO AKOCTi, NEPBUHHOTO Ta BTOPYHHOIO
nakyBaHHs, 0151 HECTEPUIbHUX JTiKapCbKMX 3ac06iB)
- 3MiHa AinbHKLi BUpobHuuTBa N3, a came:
BMPOGHUWYOI AiNbHULI AN BUPO6HMLTBA «in bulk», a
TaK0X 3a3HaueHHs1 (PyHKLii paHille 3aTBepaAXeHOro
BMPOBHUKA; 3MiHM | TUNY - 3MiHW 3 AKOCTIi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBEEHHS O0AATKOBOI AiNbHULI BUPpOOGHMLUTBA AN
4yacTuHM abo BCbOro BUPOBHNYOro npoLiecy roToBoro
nikapcbKoro 3acoby (4inbHWUUA AN BTOPUHHOTO
nakyBaHHs1) - BBEZleHHS A0AaTKOBOT AiNbHULL
Bupo6HuuTea N3 (KPKA, a.4., HoBo mecTo,
CnoseHia HoBoMellka LecTa 22, 8310 LLeHTepHe,
CnoBeHif) A/19 BTOPUHHOIO NakKyBaHHS, a Takox
3a3HavyeHHs OYHKLA paHilwe 3aTBepAkKeHoro
BMPOBHUKA; 3MiHM | TUNy - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHU y BUPOGHMLTBI. 3amiHa abo
BBEJEHHS 40aTKOBOI AiNlbHULI BUpOOHULTBA A5
4acTHM abo BCbOro BUPOOHNYOro npoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHULA AN5 NEPBUHHOIO
nakyBaHHs) - BBE[lEeHHS f04aTKOBOT AiNIbHULY
BMpo6HuuTBa M3 (KPKA, a.4., HoBo mecTo,
CnoseHisa HoBomellka uecTa 22, 8310 LLeHTepHe,
CnoBeHifA) 415 NePBMHHOTO NaKkyBaHHS, a Takox
3a3HaveHHs hyHKLI paHille 3aTBepAXEHOro
BUPOGHMKa

3a peyenmom

UA/13484/01/03

37.

BIKAIP®

Tabnetku, no 10

MAT

YkpaiHa

MAT "lranunudapm”,

YKpaiHa

BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW

6e3 peyenma

UA/4946/01/01
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
TabneTok y cTpunax abo "Tannucap YkpaiHa; NMAT | TNy - 3MiHa HaliMeHyBaHHS1 BUPOGHUKa, 6€3 3MiH Y
y 6nictepax; no 10 M" "KuiBmegnpenapart”, MKA N3 (3atBepaxeHo: MAT "Fanuycapm");
Tabnetok y 6nictepi, no YkpaiHa 3anponoHOBaHO:
1 abo 2 6nictepn B MoBHa Ha3Ba AkujioHepHe ToBapucTBo "lannydapm”
nauui CkopoyeHa HasBa MNAT "lanunudpapm”; 3miHu | Trny -
3MiHa HaliMeHyBaHHS 3asBHWKa, 6e3 3MiH y MKA N3;
3anpornoHoBaHo: MNoBHa Ha3Ba AKLiOHepHe
ToBapucTBo " MNanuudapm" CkopoyeHa Hasga MAT "
Fanuudapm”; 3MiHu | TUNY - 3MiHa Ha3BK BUPOGHMKA
N3, 6e3 3miH y MKA /13; 3anponoHoBaHo: MNoBHa
Ha3Ba AkLioHepHe ToBapucTBo "KuiBmeanpenapart”
CkopoueHa HasBa MNAT "Kvnismegnpenapat”
38. BITAMIH D2 nopoLUokK (cybcTaHuis) B AT YkpaiHa CixyaH HeligxaHr Kutaii BHECEHHS 3MiH 0 peecTpaviiiHuX maTepianis: 3MiHN - UA/12564/01/01
(EPFOKANbL, | nakeTi 3 noniecTpy, "BITAMIHWN" XHOKCiH | TMNy - AAMIHICTpaTVBHI 3MiHW. 3MiHa
NDEPONN) /TIOMIHIEBOI (hONbIN Ta dapmaceyTican Ko., HaliMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHUKa
nonieTuneny ans nrp. peecTpaL,iiHOro NocBigYEHHS) - 3MiHa
BMPOGHMLTBA HaliMeHyBaHHS Ta afpecu 3as8BHUKA.
HeCTepuIbHUX
Nikapcbknx dhopm
39. FEKOBEH pO34nH ANna iHdysili no MpusaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3MiHU (3@ peyenmom UA/11511/01/01
200 mn, a6o no 250 mn, akuioHepHe akuioHepHe | TMNY - NOA4AHHS OHOB/IEHOTO cepTudlikaTa
a6o 400 mn, abo no 500 TOBapucTBO TOBapucTBo BiANoBigHOCTI EBponeiickbkili hapmakonei Ne R1-
M/TY NAsLWKax "Indpysia” "Indpysia” CEP 2008-105-Rev 01 ans fito4oi peyoBrHU HaTpilo
X/10pUA Bif, BXXe 3aTBEPAKEHOro BUpobHuka Akzo
Nobel Salt A/S, [aHis, skuii 3miHMB Ha3By Ha Dansk
Salt A/S, flaHis
40. FENACNAH pO3uunH ANns iHdysii no B. BpayH HimeuunH B.BpayH Megukan LlBeiiuapis BHECEHHS 3MiH 0 peecTpauliiiHMxX maTepiasis: 3MiH1  (3a peyernmom UA/13871/01/01
4% 500 mn y dhnakoHax Menb3yHreH a CA | TMNY - OHOBNIEHHA TEKCTY MapKyBaHHSA ynaxkoBKu
nonieTuneHosux; no 10 Al NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
(h1aKOHIB Yy KapPTOHHIl 3a3HavYeHHs OAVHMLb BUMIpIOBaHHSA Y cuctemi Sl.
Kopobui; no 500 mn y TepMiH BBEAEHHS 3MiH NpOTAroM 6 micAuis nicns
MiLLKax naacTuKoBUX; No 3aTBEPKEHHS
20 MILLKIB Y KAPTOHHIN
Kopobui
41. FENbMIHTOK | cycneHsis opanbHa, 125 Na6opaTtopi ®paHuisa IHHOTepa LLy3i ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiH1  |6e3 peyenma UA/10172/01/01
C Mr/2,5 mn no 15 mny A I[HHOTeK | TMNY - OHOBNIEHHA TEKCTY MapKyBaHHA ynakoBKu
dhnakoHi; no 1 dpakoHy IHTEpHacbiio NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
3 MiPHOHO JI0XKOI0 B Haub 3a3HavYeHHs OAMHMLb BUMIpOBaHHA Y cuctemi Sl.

KapTOHHI KOpooLi

BBefieHHs1 3MiH NPOTArom 6-T MicAUiB micas
3aTBEPKEHHS
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
42. FENbMIHTOK | TabneTku, BKpUTI NabopaTtopi ®paHuisa IHHOTepa LLys3i ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiB: 3MiH1 |6e3 peyenma UA/10137/01/01
C N/1iBKOBOK 060/10HKOI0, A [HHOTeK | TMNY - OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKu
no 250 mr, no 3 IHTepHacbiio NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmavii Wwoao
TabneTku y 6nictepi; no Ha/b 3a3HavYeHHs oAVHMLb BUMIpIOBaHHA Y cuctemi Sl.
1 6nicTepy B KapTOHHiIl BBefeHHS 3MsH NPOTArom 6-Tv MicALiB nicns
Kopoo6Li 3aTBEPKEHHS
43. FENbMIHTOK | TabneTku, BKpUTI Na6opaTtopi PpaHuis IHHOTepa LUys3i PpaHuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianiB: 3MiH1 |6e3 peyenma UA/10137/01/02
C N/1iBKOBOK 060/10HKOI0, A [HHOTeK | TUNY - OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKu
no 125 mr, no 6 IHTepHacbiio NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmavii Wwoao
TabneTok y 6nictepi, no Haslb 3a3HavyeHHs OAVHMLb BUMIPIOBaHHSA Y cucTemi Sl.
1 6nicTepy B KapTOHHiIl BBefeHHs 3MsH NPOTArom 6-Tv MicALiB nicns
Kopoo6Li 3aTBEPKEHHS
44, FENALE®D MOPOLLOK A/191 PO3UYUHY MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianiB: 3mMiHM |3a peyenmom UA/10752/01/01
KOMBI And iH'ekuii no 1,0/1,0r; "Kuismegnp "Kuismepgnpenapart" | TMny - 3miHK 3 AkocTi. FoTOBUIA Nikapcbkuii 3aci6.
no 2,0 ry dpakoHi; no 1 enapar” Cuctema KOHTelHep/3aKynopoBasibHWiA 3aci6. 3MiHa
chnakoHy B nauyi; no 2,0 chopmun abo po3Mipy KOHTelHepa 4u
r'y donakoHi; no 10 3aKyrnopoBasibHOro 3acoby (NepBMHHOI yNakoBKM)
h1aKOHIB Y KOHTYPHIl (cTepunbHi nikapcbki 3aco6K) - 3amiHa h1akoHIB
YapyHKOBIli ynakoBLii; no po3mipom 30 M1 Ha chnakoHu po3mipom 20 mn, 6e3
1 KOHTYpHIli YapyHKOBIi 3MiHM AKICHOrO Ta Ki/IbKICHOro cKnagy nakyBaslbHOro
ynakoBLji B nauui martepiany. BBeAeHHsi 3MiH MPOTAroM 6-Tn micsiuiB
nicns 3aTBepaKeHHs.
45, FANYPOHIA, nopoLLoK (cybcTaHuis) B TOB "TK Ykpaina LWaHxaii NiH3um KnTaii BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHW - UA/15077/01/01
A3A NaacTVKOBMX MakeTax "ABpopa" BiocaeHcis /T4, | TMINY - NpYBeAEHHS iHdopMaLii y po3gini
ons hapmaueBTUYHOro «MapkyBaHHs» MKS BignosigHicTb 40 rpadiyHoro
3acTOCyBaHHSA 300paXeHHs eTUKETKM, a came 3a3HayeHHs
HasiBHOCTI Ha eTVKeTL 3apeecTpoBaHOro 3Haky As
ToBapiB Ta nocnyr «advapharms»
46. FIAPOKOPTW | nopoLLOK KpuCTaniuHuia AT "BIOJTIK" YkpaiHa XeHaH Jlixya Kutaii BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTtepiasis: 3MiHN - UA/10807/01/01
30HY (cybeTaHuis) y dapmacbtoTikan Ko., | TNy - AOMiHICTPaTMBHI 3MiHU. 3MiHa
ALUETAT noAgiliHMx Nt HallMeHyBaHHA Ta/abo afpecy 3asiBHMKaA (BlacHUKa
nonieTuIeHoBmX peecTpauiiHoro NocBigYeHHs) - 3MiHa
naketax gns HaliMeHyBaHHS Ta afpecu 3asBHMKa (BNacHUKa
hapmMaLeBTUYHOIO peecTpaLiiHOro NoCBigYEHHS)
3aCTOCYBaHHS
47. FHKIro Kancynu no 40 mr, no 10 TOB YkpaiHa TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianiB:3miHu | 6e3 UA/6359/01/01
BINTOBA - Kancyn y 6nictepi; no 3 "AcTpachapm TUNY - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHS" peuyenma
ACTPA®APM | abo 6 6nictepiB y " MK®A 13: 3anponoHoBaHo: MapkyBaHHs1. BignosigHo
KOpo6Lii 3 KapTOHY [10 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3MiHN
BHECEHi B TEKCT MapKyBaHHS MEPBUHHOI Ta
BTOPVHHOI YNaKOBKM JliKapCbKOro 3acoby Log0
3a3HayYeHHs MDKHapOAHMNX NO3HAaYeHb OAVHWLb
BVMIpIOBaHHS
48. FHKro kancysm no 80 mr, no 10 TOB YKpaiHa TOB "AcTpadhapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHuxX maTepianiB:3miHu | 6e3 UA/6359/01/02
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

BINNOBA -
ACTPA®APM

Kancyn y 6nictepi; no 3
abo 6 6nictepiB y
KOpo6Li 3 KApTOHY

"AcTpadhapm

TUMY - BHECEHHS 3MiH 0 po3ainy “MapkyBaHHS"
MKSA 13: 3anponoHoBaHo: MapkyBaHHs. BignosigHo
[0 3aTBEPIKEHOr0 TEKCTY MapKyBaHHS. 3MiHN
BHECEHi B TEKCT MapKyBaHHS MEPBUHHOI Ta
BTOPUHHOI YNakoBKM NikapCbKoro 3acoby o0
3a3HaYeHHsA MKHapOAHWX NMO3HAYeHb OAUHULIb
BVMIipIOBaHHS

peyernma

49,

FMNIBEK®

TabneTku, BKpUTI
N1iBKOBOK 060/10HKOIO,
no 100 mr; no 10
Tabnetok y 6nictepi; no
6 6nicTepis B KOpOOL

Hosapric
Papma Al

LLiBeiuapi
a

HosapTic ®apma
MpogakwH M6X,
HimeuuunHa,;
HosapTic ®apma
LLiTelin AT,
LBeiiapis

Himeuunna/
Llseiiuapis

BHECEHHS 3MiH [JO peECTpaLiiiHMX maTepianis: 3MiHU
| Tuny - 3miHK Woao 6e3nekn/echekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHn [0
y3arasibHeHUxX faHux npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHVX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT ocobw,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asiBHuKa Ans
3[jiCHEeHHs1 hapMakoHarsay B YKpaiHi, SKL0 BoHa
BiAMiHHa Bif yNOBHOBaXKeHOI 0cobw, BignosigasibHOT
3a 3gjiicHeHHs thapmakoHarnsagy (Bkaoyarun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0CO6M 3asiBHMKA, BifMnoBiga/IbHOT 3a
thapmakoHarnsag. NponoHoBaHa pegakuisa: David J
Lewis, B.Sc (Hons), Ph. D. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3asiBHYMKA, BifMnoBiga/IbHOT 3a
hapmakoHarnsag,

3a peyenmom

UA/9469/01/01

50.

IMNIBEK®

TabneTkn, BKPUTI
NAiBKOBOK 060I0HKOH,
no 400 wmr; no 10
TabneTok y 6nictepi; no
3 6nicTepn B KOPOOLL

HosaprTic
dapma Al

Lseliuapi
a

Hosaprtic ®apma
MpopgakwH MéX,
HimeuunHa,;
HosapTic ®apma
LLTeiH AT,
LBeiiLapis

Himeuuunna/
LLBeliyapis

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHM
| TMNYy - 3MiHK WoAo 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn [o
y3arasibHeHVX fiaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHA Y3araslbHEHVX iaHNX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocobw,
BiiNOBIAANbHOI 3a 3jiCHEHHS hapmakoHarnsaay;
KOHTaKTHOI 0cobK 3 hapMakoHarnagy 3asBHUKa 4Ns
3[iiCHEeHHs1 hapMakoHarsay B YKpaiHi, kL0 BoHa
BiIMiHHa Bif, yNOBHOBaXKeHOI 0co6y, BifnoBiAaIbHOI
3a 3gilicHeHHs chapmakoHariagy (Bkvarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0COOM 3asiBHYMKA, BigMnoBiAa/IbHOT 3a
thapmakoHarnsag. MNponoHoBaHa pegakuis: David J
Lewis, B.Sc (Hons), Ph. D. 3MiHa KOHTaKTHUX AaHWNX
YMOBHOBaXXEHOI 0COOM 3asiBHMKA, BifmnoBiAa/IbHOT 3a
hapmakoHarnsag

3a peyenmom

UA/9469/01/02

51.

rnibeEPMHOB
|
MIKPOKNI3M

PO3YMH PEKTASTbHUIA,
6,14 mn/7,5 mn, no 7,5
MJ/1 B anikaTopi, no 4

KaceH
Pekopgaari,
C.J.

IcnaHis

KaceH Pekopgaari,
C.N.

IcnaHis

BHECEHHS 3MiH 10 peeCcTpaLiiiHnx maTepianis: 3MiHW
| TUNY - OHOBNEHHSA TEKCTY MapKyBaHHSA YNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHpopmalii Wwoao

6e3 peyenma

UA/10469/01/01
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
n ana ansikaTtopu y Kopoo6ui 3 3a3Ha4YeHHs oAVHMLb BUMIpIOBaHHS Y cuctemi Sl
AOPOCNUNX KapTOHY
AAONAKC
52. FNIOKODAX | TabneTkun, BKpUTI Mepk CaHTe PpaHuis Mepk CaHTe, ®paHuia/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiH1 [3a peyenmom UA/3994/01/01
® NNiBKOBOIO 060/TI0HKOIO, c.a.c. PpaHuis IcnaHis | TMNY - NogaHHs OHOBIEHOTO cepTudikaTa
no 500 wmr; no 15 (BMPOGHMLTBO 3a BiAnoBigHOCTI €Bponelickkin hapmakonei R1-CEP
TabneTok y 6nictepi; no NMOBHUM LMK/IOM); 1997-029-Rev 04 Bif 3aTBEPKEHOT0 BUPOOHMKA
2 abo no 4 6nictepn y Mepk, C/1, IcnaHis Merck Sante S.A.S. gito4oi pe4oBUHN METGOPMIHY
KapTOHHI kopobuj; no (BMPOGHMLTBO 3a rigpoxnopug,
20 TabneTok y 6nicTepi; MOBHUM LK/IOM)
no 3 6nictepun y
KapTOHHI Kopoo6Lli
53. FTNIOKODAX | TabneTku, BKpUTI Mepk CaHTe PpaHuis Mepk CaHTe, ®paHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHN [3a peyenmom UA/3994/01/02
® NNiBKOBOI 060/TI0HKOIO, c.a.c. PpaHuis IcnaHis | TMNY - NoA4aHHS OHOBIEHOTO cepTudikaTa
no 850 wmr, no 15 (BMPOGHMLTBO 3a BiANOBIAHOCTI €Bponeiicbkilt hapmakonei R1-CEP
TabneTok y 6nictepi; no NMOBHUM LMK/IOM); 1997-029-Rev 04 Bif 3aTBEpPAXEHOT0 BUPOOHMKA
2 abo no 4 6nictepn y Mepk, C/1, Icnanis Merck Sante S.A.S. gjto4oi peyoBMHU METHOPMIHY
KapTOHHI kKOpoO6Lii; No (BMPOGHMLTBO 3a rigpoxnopung
20 TabneTok y 6nicTepi; MOBHUM LMK/IOM)
no 3 6nictepn y
KapPTOHHI KOpoOU;i
54. FTNHOKO®AX | TabneTkun, BKpUTI Mepk CaHTe PpaHuis Mepk CaHTe, ®paHuia/ BHECEHHS 3MiH [J0 peecTpaLiiiHMXx maTepianis: 3MiHM [3a peyenmom UA/3994/01/03
® NNiBKOBOIO 060/I0HKOI0, c.a.c. dpaHuis IcnaHis | TMNY - NoA4AHHS OHOB/IEHOTO cepTudikaTa
no 1000 wmr, no 15 (BMpPOGHMLTBO 3a BiAnoBigHOCTI EBponelickbkin hapmakonei R1-CEP
Tabnetok y 6nictepi; no NMOBHUM LMK/IOM); 1997-029-Rev 04 Big, 3aTBEpAXEHOr0 BUPOOHUKA
2 abo no 4 6nictepn y Mepk, C/1, Icnanis Merck Sante S.A.S. gjto4oi pe4oB1MHNU METHOPMIHY
KapTOHHI KOpoo6Li (BMpPOGHMLTBO 3a rigpoxnopug,
NMOBHUM LUK/IOM)
55. AEHOBE/Nb® | Tabnetku, BKpUTI Mi6e Mv6X HimeuuunH Mmi6e Mv6X HimeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiH1 (3a peyernmom UA/15836/01/01
30 NAiBKOBOK 060/I0HKOH, ApuHaimiTT a ApuHaiimiTTens | Tuny - 3miHn Woao 6e3nekn/echekTUBHOCTI Ta
no 0,03 mr/2 mr; no 21 enb hapmakoHarnsgy. BeegeHHs abo 3miHv oo

Tabnetuiy 6nictepi; no
1 a6o no 3, abo no 6
6nicTepiB y KAPTOHHIN
KopoobLi

y3araslbHeHUx faHux npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO cucTeMy
chapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobwu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asiBHuKa Ans
3[jiCHeHHs1 hapMakoHarisay B YkpaiHi, SKLL0 BoHa
BiAMiHHa Bif, YyNOBHOBaXKeHOI 0cobw, BignosigabHOT
3a 3fjiicHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0COBM 3aBHUKA,
BiANOBIAA/IbHOI 3a 34ilicCHeHHA dapmakoHarnsgy B
YkpaiHi. MponoHoBaHa pefakuis: Heuali Mapis
MasniBHa. 3MiHa KOHTAKTHUX AaHWX KOHTaKTHOI
0CO6M YNOBHOBaXEHOI 0COOM 3asBHMKA,
BiANOBIAA/IbHOI 3a 34ilicCHeHHA dapmakoHarnsgy B
YKpaiHi
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
56. MKAPAIHC® | Tabnetku, BKpUTI BepiHrep HimeuunH BepiHrep HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHuX maTepiasiB: 3MiHM (3a peyernmom UA/14980/01/01
NNiBKOBOIO 060/10HKOI IHrenbxaim a IHrenbxaiim ®apma | TUNY - BHECEHHS 3MiHKU [0 MaTepianis
no 25 mr no 10 TabeTok IHTepHeLLHN v6X i Ko. KT, peecTpauiiHoro gocke p. 3.2.P.3.1. BupobHuku, a
y nepchopoBaHoMy M6X HimeuyunHa came 3MiHa Ha3BM aslbTepHATBHOI nabopaTopii Ans
6nictepi; no 1 a6o 3 (BUPOBHMLTBO, npoBefeHHA KOHTPOSIt0 AKOCTi /13, 6e3 3MiHu micus
6nicTepun y KapTOHHIl nakyBaHHs, BMPOGHMLTBA
Kopoo6Li MapKyBaHHs,
KOHTPO/b SKOCTI,
BUMNYCK Cepii );
®apm/lor dapma
NopxicTik TM6X,
HimeuunHa
(anbTepHaTMBHA
OinbHUUA ANA
BTOPVHHOTO
nakyBaHHs);
LLiteremaHH
NboHhepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuunHa
(anbTepHaTMBHA
OinbHUUA ANA
BTOPVHHOTO
nakyBaHHs)
57. DKAPAIHC® | Tabnetku, BKpUTI BepiHrep HimeuuunH BepiHrep HimeyunHa BHECEHHS 3MiH [J0 peEECTpaLiiiHMX MaTepianis: 3MiHK (3a peyernmom UA/14980/01/02
NAiBKOBOIO 060I0HKOD IHrenbxainm a IHrenbxaiim ®apma | TUNy - BHECEHHS 3MiHM A0 MaTepianis
no 10 mr no 10 TabeTok IHTEpHEeLLHN v6X i Ko. KT, peecTpadiiiHoro gocke p. 3.2.P.3.1. Bupo6Huku, a
y nepcopoBaHomy 6X HimeuyunHa came 3MiHa Ha3BMW anibTepHaTUBHOI NabopaTopii A1
6nicTepi; no 1 a6o 3 (BMpOGHMLTBO, npoBefeHHs KOHTPOI akocTi /13, 6e3 3MiHN MicuA
6nicTepun y KapTOHHiIl nakyBaHHs1, BMPOGHMLTBA
KopoobLi MapKyBaHHs,

KOHTPO/Ib SIKOCTI,
BUNYyCK cepii );
®apm/lor dapma
NopxicTik TM6X,
HimeuunHa
(anbTepHaTBHA
OinbHWUS ANns
BTOPUHHOTIO
nakyBaHHs);
LLiteremaHH
NboHepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuunHa
(anbTepHaTBHA
AiNbHWUS Ans
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BTOPVHHOIO
nakyBaHHs)
58. ANTUNIH nopoLwok (cybetanuis) y | AT "BIONIK" Ykpaina HaykoBo- Pecny6bnika BHECEHHS 3MiH [0 peecTpaliinHuxX maTtepiasis: 3MiHN - UA/10238/01/01
6aHkax abo y MiLlkax TEeXHONOTIYHNI BipmeHin | TMny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
ANsA BUpo6HMLTBA LieHTp opraHiyHoi Ta HalimeHyBaHHs Ta/abo agpecu 3asBHUKa (BNacHUka
CTepUIbHUX NiKapPCbKNX hapmaLeBTUYHOI peecTpauiiHoro NocBigYeHHs) - 3MiHa
chopm ximii HAH PB HalilMeHyBaHHS Ta aipecy 3asiBHUKa (B/lacHUKa
[epxaBHa peecTpavLiiHOro NoCBigYEHHS)
HekomepuiiHa
opraHisauis
(HTLUO®X) HAH PB
AOHKO IHcTuTyT
TOHKOT OpraHiyHoT1
Ximii im. AJ1.
MHpKOsIHA
59. AIANEHEM NMOPOLLOK A/191 PO3UYUHY M. BIOTEK Benuka BMPOGHWK, LLIO peuis/ BHECEHHS 3MiH [0 peecTpaLiiiHMXx maTepianis: 3MiHM  (3a peyernmom UA/16104/01/01
ANA iH ek Ta iHdys3ili NIMITEL BputaHis Bignosigae 3a ITanis/ | TNy - AAMIHICTPaTMBHI 3MiHU. 3MiHa
no 500 mr no 1 conakoHy BMNYCK cepil: TaviBaHb HaliMeHyBaHHS Ta/abo agpecu Micus NPOBamKeHHS
a6o 10 chnakoHiB y AH®APM XE/NIAC [iSNIbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nauuj 3 KapToHy C.A., I'peuis; NiKapcbKoro 3acoby, BKIOYaUY AiNTbHUL BUNYCKY
BUPOBHMK cepii abo micLe NpoBeAeHHSI KOHTPOJTHO SKOCTI.
NPOMIXXHOro (misnbHicTb, 3a Ky BignoBigae BUPOGHMK/iMnopTep,
NPOAYKTY He BK/IOYatoum BUMYCK cepill) - 3MiHa agpecu
NiKapcbKoro 3acoby BMpo6Huka ENCIiEc JOBDAP C.M.A./ACS DOBFAR
- CTEPUNBbHOI CyMiLLi S.P.A., 6e3 3MiHM MicLt BUPOGHULITBA
mMeponeHemy
TpurigpaTy i HaTpito
kap6oHarty (in bulk):
EiCiEc JOB®AP
C.M.A,, Itanis;
BUPOGHMK
NPOMIXHOro
NpoAyKTYy
nikapcbKoro 3acoby
- CTepUNbHOT CyMiLLi
meponeHemy
TpurigpaTy i HaTpito
Kap6oHarty (in bulk):
CABIOP NNAN®TEK
KOPMOPEVILLH,
TaliBaHb
60. AIANEHEM NMOPOLLIOK A1 PO34UHY M. BIOTEK Benwvka BMPOGHWK, LLIO Ipevis/ BHECEHHS 3MiH [0 peecTpauliiiHMx maTepiasiB: 3MiHA  (3a peyernmom UA/16104/01/02
ONs iH ek Ta iHdy3ii NIMITEL BpuTaHia Bignosigae 3a ITania/ | TMny - AgMiHICTpaTBHI 3MiHW. 3MiHa
no 1000 mr no 1 BUMNYCK Cepil: TaiiBaHb HaliMeHyBaHHs Ta/abo agpecyu MicLa NPOBaKEHHS
hnakoHy abo 10 AHDAPM XENNAC AiSNIbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
hnakoHiB y nadui 3 C.A,, peuis; nikapcbKoro 3acoby, BKIYAUM AiNbHUL BUNYCKY
KapToHYy BVPOGHMK cepii abo micLe NpoBefeHHs KOHTPOO AKOCTI.

NPOMIXXHOro

(AisNbHICTb, 3a 5Ky BignoBigae BUPOGHUK/iMNopTep,
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
npoaykTy He BK/I0Yatoumn BUMYCK cepil) - 3MiHa agpecu
niKapcbKoro 3acoby BMpo6HUKa ENCIiEc JOBDAP C.M.A./ACS DOBFAR
- CTepUbHOT CyMiLLi S.P.A., 6e3 3MiHV MicLS BUPO6HULITBA
meponeHemy
TpurigpaTy i HaTpito
kap6oHarty (in bulk):
EliCiEc JOB®AP
C.IN.A., ITanis;
BVMPOGHMK
NPOMiXXHOrO
NpoAykTy
nikapcbKoro 3acoby
- CTepUIbHOT CyMiLli
mMeponeHemy
TpurigpaTy i HaTpito
kap6oHarty (in bulk):
CABIOP NAN®TEK
KOPMOPEWLLH,
TaiBaHb
61. AOLIETAKCE | koHUeHTpaT ans Akkopa Benvka BMPOBHULTBO, IHais/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3mMiHM |3a peyenmom UA/17408/01/01
N AKKOPA po3uunHy ans iHgysiii, 20 Xenckea BputaHis KOHTPO/Ib SIKOCTI, Benvka | Tuny - 3MiHK 3 AKoCTi. FOTOBMIA NikapcbkWit 3acib.
Mr/mn no 1 mn (20 mr) Nimiten nepBrHHe Ta BpuTanis/ 3MiHN Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
ab6o 4 mn (80 mr) abo 8 BTOpPUHHE Monbua/ CTOCYIOTbCS BUMYCKY cepii Ta KOHTPOSIIO AKOCTI
M (160 mr) y nakyBaHHS: YropuwmHa/ roTOBOrO MikapcbKoro 3acoby (3amiHa abo
chnakoHax, no 1 IHTac ManbTa [0[laBaHHA OiNbHULI, Ha 5K 34iiCHI0ETbLCSA
(pN1aKOHY B KapTOHHIl dapmacbloTikasic KOHTPONb/BUNPOBYBaHHSA cepii) 40AaHO AINbHULI0 Ha
navu,i Nimitea, IHAajs; AKil 30iCHIOETHCA KOHTPO/b/BUNPOGYBaHHSA cepii
BTOPUHHE Pharmadox Healthcare Ltd., Malta/®apmazgokc
nakyBaHHs: Xenckea Nit4., ManbTa. 3MiHu | TUny - 3MiHK 3

AKKopg Xersnckea
Nimiten, Benuka
BpwuTaHis;
CuHonTu3
IHgacTpian Cn.3
0.0., MNMonbLya;
KOHTPO/Ib SKOCTI
cepit:
BeccniHr XaHrepi
KdpT., YropuymHa;
dapmagokc
Xenckea N14,,
ManbTa;

BignosiganbHuii 3a

BMNYCK cepil:
AKKoppg Xernckea
Nimiten, Benuka

BpuTaHis

AKoCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHuy, Lo
CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IO AKOCTI
roTOBOrO MikapcbKoro 3acoby (3amiHa abo
[0[laBaHHA OiNbHULI, Ha 5K 34iiCHI0ETbLCSA
KOHTPONb/BUNPOBYBaHHSA cepii) 40AaHO AINbHULI0 Ha
AKil 30iCHIOETHCA KOHTPO/b/BUNPOGYBaHHSA cepii
Wessling Hungary Kift., Hungary/BeccniHr XaHrepi
KpT., YropwmHa. 3miHu | Tuny - 3MiHU 3 AKOCTI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHWM Y BUPOOHULITBI.
3amiHa ab0 BBeEeHHs1 4OAATKOBOI Ai/TbHULL
BMPOGHMLTBA A/151 YacT1HM abo BCbOro BUPOOHNYOTrO
npoLecy roToBOro Nikapcbkoro 3acoby (AinbHuUsS
0151 BTOPUHHOIO nakyBaHHA) 3amiHa AinbHuL
BTOPVHHOro nakyBaHHsA Accord Healthcare Limited,
Benuka BpuTaHisi. 3mMiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHWM Y BUPOOHULITBI.
3amiHa ab0 BBeEeHHS [0AATKOBOI Ai/TbHULL
BVMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOBGHNYOTO
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Ne

Hassa

®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

npoLiecy rotToBOro Nikapcbkoro 3acoby (4inbHMLA
0151 BTOPMHHOIO NakyBaHHS) BBEAEHHA AiNbHUL 415
BTOPUHHOTrO nakyBaHHa Synoptis Industrial Sp. z o.
0., Poland/CuHonTtus IHgacTpian Cn. 3 0.0., MonbLya.
3MiHu | TUNYy - 3MiHK 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO cepTudpikata BiANOBIAHOCTI
ab0o BuNy4YeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/NpoMKHOIo NPoAyKTy, Lo
BMKOPUCTOBYIOTbCSA Y BUPOOHNLTBI ADI; Ans
[OMOMDKHOT peyoBMHY (CepTudiikaTt BiAMoBIAHOCTI
€Bponelicbkiit hapmakonei) - OHOB/IEHWIA
cepTudikaT Bif, yxe 3aTBEpAXEHOro BUPOOHUKA -
noAaHo OHOB/IEHUIA cepTudikaT BignoBigHOCTI ED
No. RO-CEP 2016-146-Rev 01 Ha 3amiHy
3aTBepaxeHoro ceptugikaty (RO-CEP 2016-146-
Rev 00) ons Aito4oi pevoBrHy JoLeTakceny Bif
3aTBepxeHoro BupobHrka SCINOPHARM
TAIWAN, LTD, TaiiBaHb. 3miHn | TNy - 3MiHK 3
akocTi. CepTudikaTt BignosigHocTi/lE-cepTudikat
BiANOBiAHOCTI EBpONeiiChKiit
thapmakonei/moHorpadii. NMogaHHsA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI ab6o
BWJTyYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkin hapmakonei: ana A®l; gns suxigHoro
Marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BMKOPUCTOBYIOTLCS Y BUPOOHUUTBI ADI; Ans
[OMNOMDKHOT peyoBMHM (CepTuddikart BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - HoBuin cepTudikaT Big,
HOBOro BMPOGHMKa (3aMiHa abo LONOBHEHHS)
nogaHo Hoswii cepTudikar signosigHocTi €E® No.
RO-CEP 2015-047-Rev 01 ons gito4oi pe4yoBuHy
poueTtakceny Bif HOBOro Bupo6Huka INTAS
PHARMACEUTICALS LIMITED, IHgis
(BMpPOGHMLTBO 3 NpoMidXHOTO NpoaykTy BIOCARE
PHARMACEUTICAL LTD B2-1 Kecheng Road,
Erlang, Jiulongpo District, China-400 039
Chonggqing). 3miHu | TUny - 3MiHU 3 AKOCTI.
CepTtudpikat signosigHocTi/lE-cepTudpikat
BiANOBIAHOCTI EBpPONENCHKI
chapmakonei/moHorpadii. NMogaHHsA HoBOro abo
OHOBJIEHOrO cepTudikaTa BignosigHOCTI abo
BWUYYEHHS cepTudikarta BiANoBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/NpoMKHOIo NPoAyKTy, Lo
BMKOPUCTOBYIOTbCSA Y BUPOOHNLTBI ADI; Ans
[0NOMXKHOT peyoBrHK (cepTudpikart BignoBigHOCTI
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2o

noceBi0o4YeHHs

€Bponeiicbkili hapmakonei) - HoBui cepTudikaT Big,
BXe 3aTBep/pKeHOro BUPOBbHMKa - HafaHo HOBUIA
cepTtudikat BignosigHocTti € No. RO-CEP 2016-
146-Rev 00 Ha 3amiHy ASMF (Bepcia 5) ans gitouy
peyoBVHY AoueTakceny Bif, 3aTBEpAKEHOro
Bnpo6bHuka SCINOPHARM TAIWAN, LTD, TaviBaHb.
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKni
3aci6. Cuctema KoHTeliHep/3akynoproBasibHWii 3aci6.
3MiHa nocTayasnbHVKa NakyBasibHUX MaTepianis abo
KOMM/IEKTYOUMX (SIKLO 3a3Ha4YeHo B AOCbE) (3amiHa
abo fofaBaHHs nocTavasibHNKa) 40AAHO HOBOrO
nocTavyanbHViKa asTloMiHIEBUX KOBMAaYKiB 3 chninom 3
yepBoHoto niom6oto West Pharmaceutical
Packaging India Private Limited, IHAjs.

62.

LPOCMI®EM
20

TabneTkn, BKpUTI
N/1iBKOBOK 060/10HKOI0,
no 0,02 mr/3 mr no 28
TabneTok y 6nictepi (24
aKTVBHI TabneTkn
pOXeBoro Konbopy + 4
TabneTkn nnaue6o
6inoro konbopy); no 1,
abo no 3, abo no 6
6nicTepiB B KAPTOHHIN
ynakoBLj

mi6e MmeX
ApuHaimiTT
enb

HimeyunH
a

mi6e MmeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [0 peecTpaliiHuxX maTepiasis: 3MiHN
| Tuny - 3mMiHK Woa0 6e3nekn/echeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHnx npo cuctemy chapmakoHarnsgy
(BBEAieHHA y3arasibHeHUX AaHuX Npo cuctemy
hapmakoHarnsgy, 3amMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, AKLL0 BoHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0co6w, BifnoBiAabHOI
3a 34jiicHeHHs chapmakoHarnsgy (Bkiyaryn
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MiLLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6M 3asiBHMKA, BignoBigasibHOI 3a
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi:
MponoHoBaHa pegakuis — Heuaii Mapisi MaBniBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
3as1BHMKA, BiNOBiAaIbHOI 32 34iACHEHHS
hapmakoHarnsagy B YkpaiHi

3a peyenmom

UA/15867/01/01

63.

APOCMNIPEM
30

TabneTku, BKPUTI
NAiBKOBOK 060/I0HKOIO,
no 0,03 mr/3 mr no 21
TabneTui y 6nictepi; no
1, a6o no 3, abo no 6
6/1icTepiB Y KAPTOHHIN
ynakoBL;i

mibe Mm6X
ApuHaimITT
enb

HimeuunH
a

mibe MmM6X
ApuHaimiTTeNb

HimeuunHa

BHECEHHS 3MiH [JO peecTpaLjiiiHMX maTepianis: 3MiHU
| Tuny - 3miHK Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3MiHu Ao
y3ara/lbHeHUX JaHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHuX NPo cucTemy
thapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAANLHOI 3a 34iliCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0Co6M 3 thapmakoHarnsgy 3assHuKa A
3fiicHeHHs papMakoHarsisay B YkpaiHi, SKL0 BOHA
BiIMiHHa Bif, yNOBHOBaXXeHOI 0c06M, BiANOBiAabHOI
3a 3fjiicHeHHs hapmakoHarnsgy (Bknovaroun
KOHTaKTHi AaHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemun hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0c0ob¥ 3asiBHMKA, BifnoBigasbHOI 3a

3a peyenmom

UA/15868/01/01
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n/n

JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o

64.

AYNOKCNH®

Kancynm

3[jiCHEeHHS] hapMakoHarnsay B YKpaiHi:
MponoHoBaHa pepakuisi — Hevaii Mapisi MaBnisHa.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT 0cobu
3asBHMKA, BiANOBiAA/IbHOI 32 34jACHEHHS
hapmakoHarnisgy B YkpaiHi

noceBi0o4YeHHs

65.

AYNOKCUNH®

KMLLKOBOPO34YMHHI TBEPAj
no 30 Mr; No 7 kancyny
6nictepi; no 1 a6o 4
6nicTepy B KapTOHHIA
nauui

TOB
"ACIHO
YKPAIHA"

Ykpaina

Na6opaTtopioc
HopmoH, C.A.

IcnaHis

(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUiB nicasa
3aTBePMKEHHA. 3MiHN | TUny - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUPOBHUYOT AiNbHUL
(Bkntovaroun AinbHuLi ans APl NPOMiKHOTO
NPOAYyKTY abo roToBOro /ikapcbKoro 3acoby,
OiNbHULI ANS NpoBeAEeHHS NakyBaHHS, BUPOOHUKA,
BiANOBIAA/ILHOIO 3a BUMYCK cepild, MicLe
npoBefeHHA KOHTPOIO cepii) abo nocTavasibHMKa
BUXiQHOrO MaTepiasly, peareHTy abo AONOMIXHOI
PEeYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE). BuiyyeHHs
3aTBEPAXEHOro BUpo6HUKa A®| aynokceTrHy
rippoxnopuay Union Quimico Farmaceutica S.A.
(UQUIFA S.A)), IcnaHisi.

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3miHa
3a8BHMKa (BNacHvKa peecTpauiiHoro nNocBig4eHHs)

3a peyenmom

UA/17667/01/01

66.

EBKABA/®

Kancynu
KMLLIKOBOPO3UMHHI TBEPAi
no 60 mr; No 7 kancyny
6nicTepi; no 4 6nictepu
B KapPTOHHIiA nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

Na6opaTopioc
HopmoH, C.A.

IcnaHis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHa
3asBHUKA (B1aCHVKa PEECTPaLiiHOro NOCBIfYEHHS)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
BBeeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPMKEHHS. 3MiHM | TUNy - AOMIHICTPaTUBHI
3MiHW. BunyyeHHs BUPOGHUYOT AiNbHML
(Bovatoun ginbHuui ans A®I, npomixHoro
npoayKTy abo roToBOro NikapcbKoro 3acooy,
OiNbHULI ANs NPpOBeAEHHS NaKyBaHHS, BUPOOHMKA,
BiANOBiAaNLHOrO 3a BMMNYCK Cepiid, MicLe
NpoBefeHHs1 KOHTPOIO cepii) abo nocTavasnbHUKa
BUXiQHOTO MaTepiasty, peareHTy abo fONOMiXKHOI
PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCLE). BunyyeHHs
3aTBEPAKEHOr0 BUPOOHNKa AP aynoKceTuHy
rigpoxnopuay Union Quimico Farmaceutica S.A.
(UQUIFA S.A)), IcnaHis.

3a peyenmom

UA/17667/01/02

cupon

67.

cupon, 31/15rB8 100,
no 100 mn y donakoHi i3
ckna; no 1 cdonakoHy B
KapTOHHiiA KOpo6Ll

EKCTPAKT

pignHa (cybcTaHuis) y

Ecnapma
6X

AT

HimeuunH
a

dapma BepHirepoge
meX

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHM
| Tuny - 3miHK 3 AKoCTi. [OTOBWIA Nikapcbknii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHs roToBOro Nikapcbkoro 3acoby

(3MEHLLEHHSI TEPMiHY MPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [na Toprosoi ynakoBKu.
3MeHLLIeHHs TepMiHy npuaaTtHocTi /13 BiagnosigHO
[10 BUMOT BMPOBHWMKa BHACILOK NOTipLUEHHS
opraHonenTU4HWX BNacTuBocTen J13: 3aTBepAXeHO:

3 poku. 3anpornoHoBaHO: 2 POKK

6e3 peyenma

UA/5754/01/01

YkpaiHa

AT "BITAMIHN"

YKpaiHa

BHECEHHS 3MiH 40 PeeECTpaLiiHNX MaTepiasiB: 3MiHW

UA/12514/01/01
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
LWNWWHAN narax nonimepHux gna | “"BITAMIHA" | TNy - AOMiHICTPaTMBHI 3MiHU. 3MiHa
PIOKNIA BUPOGHMLTBA HalilMeHyBaHHs Ta/abo afpecy 3asiBHMKaA (BlacHUKa
HecTepusibHUX peecTpauiiHoro NocBigyeHHs). 3miHa
nikapcbkux hopm HaliMeHyBaHHS Ta agpecy 3asBHUKa. 3MiHu | Tuny -
ALMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs
Ta/abo agpecun micusa NPOBamXEHHS LisSIbHOCTI
BMPO6HMKa (BK/THOYAKUM, 3a HEOOXIAHOCTI, MicLe
NpOBeAEHHS KOHTPOJIO AKOCTI), ab0 BNacHMka
macTtep-thaiina Ha A®l, abo noctavanbHuka
Adl/BnxigHoro matepiasy/peareHTy/MPOMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y BUPOOHULTBI AD]
(AKLLLO 3a3HaYeHO Y AOChE Ha MiKapCbkuii 3acib) 3a
BiAICYTHOCTI cepTudcpikaTta BiANOBIAHOCTI
€Bponeiickkili hapmakonei y 3aTBepakKeHoMy
[ocbe, abo BUPOOHKKa HOBOT JONOMDKHOI PEYOBUHM
(AKLLLO 3a3HAYEHO Y A0CbE). 3MiHa HaliMEHYBaHHS Ta
agpecu BupobHuka Adl, 6e3 3miHn micus
BMPO6GHMLITBA.
68. EKCTPATEP Tabnetku; no 12 MPAT YkpaiHa MAT "BITAMIHA", YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiH1 |6e3 peyenma UA/3602/01/01
M® Tabnetok y énicrepax; "OITODAPM YkpaiHa | TMNY — BHECEeHHs 3MiH A0 crneundikavii/meTosis
no 12 tabneTtok y " (BignoBigansHuii 3a KOHTPOJI0 SIKOCTi N. «Onnc», a came YTOYHEHHSI
6nictepi; no 2 6nictepu BUPOGHULITBO, 30BHILLHbOrO BUINAAY TabneTok; 3anponoHOBaHO:
y naui 3 KapToHy nepBYHHE/BTOPUHHE TabneTku Bif CBITN0-XOBTOro, CBITN0-6Yporo Ao
nakyBaHHs Ta YKOBTO-6YpOro Kosibopy, AOMYyCKaeTbCA cipyBaTuii
KOHTPO/1b AKOCTI ); BiATIHOK, 3 BKpPan/IeHHAMU 3 PU3KOI0 [/15 PO3MO4iny.
MPAT 3MiHV BHeceHi B po3ain "OCHOBHI (Di31KO-XiMiUHi
"®ITOPAPM", B/1ACTMBOCTI" B iHCTPYKLiO A/15 MEANYHOro
YKpaiHa 3acTocyBaHHS Nikapcbkoro 3acoby. BBegeHHs 3MiH
(BignoBifanbHWiA 3a NPOTArom 6-Tv MiCALIB NiCNs 3aTBEPAKEHHS
BMPOGHMLITBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/1b SIKOCTi Ta
BMNYyCK cepii)
69. ENEBIT® TabneTkun, BKpUTI Baiiep Lseliyapi | PotTeHgopd ®apma HimeuunHa BHECEHHS 3MiH 4,0 pPeeCcTpaLiiHNX MaTepiasliB: 3MiHU |6e3 peyenma UA/9996/01/01
MPOHATA/Ib | nniBKOBOK 060IOHKOM, KoHcbomep A M6X | TMNY - OHOBNIEHHA TEKCTY MapKyBaHHA ynaxkoBKu
no 10 TabneTtok y Kep Al NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
6nictepi, no 3 abo 10 3a3HaYeHHs OAMHNLb BUMIPIOBaHHSA y cucTemi Sl.
6nicTepiB y KAPTOHHIl BBefeHHA 3MiH NpOTArom 6 MicsuiB nicns
Kopo6Li, no 20 TabneTok 3aTBEPKEHHS
y 6nicTepi, no 5
6nicTepiB y KAPTOHHIl
Kopoo6Li
70. ENI®OP TabneTkun NeANIEP CLA Mdpaiizep IpnaHgis IpnaHgis/ BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasi: 3MiH1  (3a peyernmom UA/14972/01/01
NPOMOHIroBaHol Aji no ENY.CLMI. dapmacbloTuKans, HimeyunHa Il TMNYy - 3MiHK o [HCTPYKLUT ANA MeguyHoro
100 wr, no 14 TabneTtok KOPMOPEW Ipnangis 3aCTOCyBaHHSA NikapCbKoro 3acoby A0 po3ainis
y 6nicTepi; no 2 LIH (BMPOGHMLTBO, "Cnocib 3acTocyBaHHs Ta gosun”, "ditn", Ta
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
6nicTepy B KapTOHHIiA nepBUHHE Ta BiANOBIAHO OHOB/IEHA iH(hOpMaList B TEKCTi KopoTkoi
KopoobLi BTOPUHHE XapaKTepUCTUKMN NiKapCbKoro 3acoby B po3ainax
nakyBaHHs, "4.2. [lo3n Ta cnoci6b 3actocyBaHHs", "4.3. fitn",
KOHTPO/Ib SKOCTI); "4.7. 3acTocyBaHHS y nepiog, BariTHoCTi abo
Mcpaiizep roflysaHHs rpyaar”, 5. dapmMakonorivHi
MeHodeKIypUHr BnactusocTi", "5.1. dapmakogmHaMiyHi
[Loiiuneng Mm6X, BnactmsocTi”, "5.2. ®apmakoKiHeTUYHi BNacTnBocCTi",
HimeuyunHa "5.3. JokniHiuHi faHi 3 6e3nekn"”. BBeAeHHSA 3MiH
(nepBuHHe Ta npoTAroM 3-x MICSLIB NiCNA 3aTBEPAKEHHS
BTOPVIHHE
nakyBaHHs, BUMYyCK
cepii)
71. ENI®OP TabneTkun MNOAN3EP CLWA Mdpaiizep IpnaHgis Ipnangis/ BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasniB: 3MiH1  (3a peyernmom UA/14972/01/02
NpPOMOHroBaHoi Aii no 50 ENY.CLMI. PapmacboTuKans, HimeyunHa Il TMRYy - 3MiHK 0o [HCTPYKLiT ANA MeguyHoro
mr, no 14 TabneTok y KOPMOPEW IpnaHgis 3acTOCyBaHHS flikapcbKoro 3acoby Ao poszinis
6nicTepi; no 2 6nictepu LH (BpOGHMLTBO, "Cnocib 3acTtocyBaHHs Ta go3u”, "fOitn", Ta
B KapTOHHIi kopobuj nepBrHHe Ta BiNOBIAHO OHOBJ/IEHa iHhOpMaLlisi B TeKCTi KopoTkoi
BTOPUHHE XapaKTepPUCTUKN NIKaPCbKOro 3acoby B po3ginax
nakyBaHHs, "4.2. lo3n Ta cnoci6b 3acTtocyBaHHsa", "4.3. OiTn",
KOHTPO/b SAKOCTI); "4.7. 3acTocyBaHHS y nepiog, BariTHOCTi abo
Mdpaiizep rogyBaHHs rpygar”, "5. dapmakonoriyHi
MeHtodhekyypuHr BnactusocTi", "5.1. PapmakogMHaMiyHi
Loiuneng rmoéX, BnactmsocTi", "5.2. dapMakoKiHeTUYHI BlacTnsocTi”,
HimeuunHa "5.3. [okniHiuHi gaHi 3 6e3nekn”. BBegeHHs 3MiH
(nepBuHHe Ta NpoTAroMm 3-x MicAUiB Nicna 3aTBepAXeHHS
BTOPVHHE
nakyBaHHs, BUMyCK
cepil)
72. E/ZTOKOM® kpem 0,1 %; no 15 r abo LLepiHr- LLBeiuapi LepiHr-Mnay Na6o Benbris BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHU  (3a peyernmom UA/6293/02/01
30ryTy6i; no 1 1y6iy Mnay a H.B. | TMNy - 3MiHK y Cneumdikay,i Woa0 KOHTPO/I
KapTOHHI Kopoo6Li CeHTpan Ict aKocTi A®l MomeTasoHy hypoarty Yy 3B'A3ky 3
Al npusefeHHsAM 4o MoHorpadii 1449 €sp.dPapm.
Mometasone furoate. Moka3Hukn «laeHTudikayis»,
«KinbkicHe BU3HaYEHHS», «CynpoBigHi LOMILLKN»
npuBEAEHO Y BiANOBIAHICTL A0 MOHOrpadii
73. EMCE®® NMOPOLLIOK A/151 PO3UUHY Abpun IHAjs HekTap IHgis BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasi: 3MiH1  (3a peyernmom UA/5195/01/03
ANs iH ekyiin no 1000 mr dopmyneii NaiidpcaliHcis | Tuny - 3mMiHK W0 6e3nekn/echekTUBHOCTI Ta
1 donakoH 3 nopowwkom y | H3 MBT. /174, Nimiten hapmakoHarnsgy. BeegeHHs abo 3miHu o

KapTOHHI ynakoBLii

y3arasibHeHVX AaHnX Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO CUCTEMY
hapMakoHarnagy, 3amMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0cO6U 3 chapMakoHarnsay 3asiBHUKa A5
3AiliCHeHHs hapMakoHarnagy B YkpaiHi, K0 BOoHa
BiAMiHHa Bif, yNOBHOB&XeHOI 0c06y, BiANOBiAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHarniaay (Bkiyakum
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI 0COOY 3asiBHUKA,
BiANOBIAA/IbHOI 3a 34iliCHEHHA ddapmakoHarnsgy B
YkpaiHi: MponoHoBaHa pegakuis: OHMLLYK JllogMuna
BanepiiBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
0Ccoby ynoBHOBaXKEHOI 0CO6W, BiANOBIAA/ILHOT 32
3pificHeHHs hapMakoHarnsay B YkpaiHi
74. EMCE®® NOPOLLIOK A/19 PO3UYUHY Abpun IHais Hektap IHais BHECEHHS 3MiH [J0 peEECTpaLiiiHMX MaTepianis: 3MiHK (3a peyernmom UA/9914/01/01
1000 Ans iH'ekuii no 1000 mr dopmyneii NandcaliHcis | Tuny - 3miHK Woao 6e3nekn/echekTUBHOCTI Ta
1 cpnakoH 3 nopowkom y | H3 MBT. JITA. Nimitea-tOHIT-VI hapmakoHarnsgy. BeegeHHs abo 3miHu oo
KapTOHHI ynakoBLi y3arasibHeHUxX faHux npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHVX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT ocobw,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asiBHVKa Ans
3[jiCHEeHHs1 hapMakoHarsay B YKpaiHi, SKL0 BoHa
BiAMiHHa Bif yNOBHOBaXKeHOI 0cobw, BignosigasibHOT
3a 3gjiicHeHHs thapmakoHarnsagy (Bkaoyarun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0COOM 3aBHUKA,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy B
YkpaiHi: MNponoHoBaHa pefakuis: OHWLyK Jllogmuna
BanepiiBHa. 3MiHa KOHTAKTHUX AaHWUX KOHTaKTHOI
0cobu ynoBHOBaXKeHOT 0cobw, BigNoBifabHOT 3a
3[jificHeHHs1 hapMakoHarnsay B YkpaiHi
75. EHTEPOXXEP | cycneHsia opasibHa, Ne TOB YKkpaina CaHodpi C.n.A. ITanis BHECEHHS 3MiH 4,0 pPeecTpaLiiHNX MaTepiasiiB: 3MiHM |6e3 peyenma UA/15608/01/01
MIHA® 10; Ne 20 (10x2): no 5 "CaHodi- | TUNY - BHECEHHS 3MiH A0 po3ziny «MapKyBaHHS»
POPTE MN 'y thnakoHi; no 10 ABeHTIC MKS$ N13; 3anponoHosaHo: Po3gin “MapkyBaHHs"
hnakoHiB, 3'€gHaHNX YkpaiHa" BignoBigHo [0 3aTBEpPAKEHOr0 TEKCTY MapKyBaHHSI.
MiX CO60t0 OHOB/IEHHA TEKCTY MapKyBaHHS ynakoBKM
nonieTUIEHOBO nikapcbKoro 3acoby 3 BHECEHHAM iHchopmalii woao
NepemMunyKoLo, y Kaceri; 3a3HayYeHHs1 OAVMHMLL BUMIPIOBaHHA Y cucTemi Sl.
no 1 a6o 2 kacetu B TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
KapTOHHI KOopoo6Li 3aTBEPKEHHSA
76. EMNINEH PO34uH ANs iH'ekuin, 0,3 MELA Ab LLBeuis BMPOGHUK, cuwa/ BHECEHHS 3MiH 0 peecTpaliiiHux maTepiasiB: 3MiH1 (3a peyernmom UA/14931/01/01
Mmr/gosy; no 2 mn BiANoBiganbHUii 3a HigepnaHnan | TMNYy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta
pO34KHy y nonepeaHLo BVMPOGHNLTBO / Danis/ hapmakoHarnsgy. BeegeHHs abo 3miHu o
HanoBHeHiIN pyui; no 1 Hepo3dacoBaHoi HimeuunHa | y3arasibHeHVX faHux Npo cuctemy gpapMakoHarisgy
nonepeaHbLO HaNOBHEHIl npoaykuii (BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTemy
pyuui B Ty6i; no 1 Ty6i B (nigroToBka, thapmakoHarnagy, 3miHa ynoBHOBaXKeHoi ocoowu,
KOpOO6Li 3 KapTOHY acentuyHa BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnagy;
inbTpavis, KOHTaKTHOI 0co6U 3 hapmakoHarnsay 3asBHuKa A1s

HanoBHEHHA Ta

3AiliCHeHHs hapMakoHarsay B YKpaiHi, kLo BoHa
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
YKyrnopka): BiIMiHHa Bif, yNOBHOB&XXeHOI 0c06y, BiANOBiAaIbHOI
MepigiaH Megikan 3a 34jlicHeHHs chapmakoHarnsgy (Bkayarym
TekHonogxuc, IHK., KOHTaKTHi AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
CLUA; BUpO6HUK, thaiina cuctemun chapmakoHarnsgy) - 3miHa
BiANOBifa/IbHWIA 32 KOHTaKTHUX laHNX KOHTaKTHOT 0CO6U 3asBHNKa,
TeCTyBaHHsA Ta BiANOBIAA/IbHOI 3a 34ilicCHEHHA ddapmakoHarnsgy B
KOMMIeKTawjto: YkpaiHi
MepigiaH Megikan
TekHonogxuc, IHK.,
CLUA; BUpO6HUK,
BiANoBiganbHUi 3a
MapKyBaHHS Ta
BTOPWHHY YNakoBKy:
MM® B.B.
(ManydakTypiHr
MexkemKuHr
dapmaka),
HigepnaHgu;
KOMMNaHis, Wo
Bignosigae 3a
npoBefeHHs
KOHTPO/O AKOCTI:
€spogiiHc Papma
A/C, [OaHis;
BMPOGHUK,
BiANoBiganbHUii 3a
BMnNycK cepii: MEJA
dapma N'v6X eHg,
Ko. KI', HimeyunHa
77. ENINEH PO3YUH ANS iH'EKLi, MEJA AB Lseuis BMPOGHUK, CLIA/ BHECEHHS 3MiH [0 peecTpaLiiHMx maTepiasis: 3MiHN  (3a peyernmom UA/14932/01/01
HOHIOP 0,15 mr/go3y no 2 mn BignoBiganbHWA 3a HigepnaHnan | Tuny - 3mMiHK W0 6e3nekn/echeKTUBHOCTI Ta
PO34MHY y nonepeaHLo BUPOGHULTBO / DaHisi/ thapmakoHarnagy. BeegeHHs abo 3MiHu o
HanoBHeHiIN pyyi; no 1 Hepo3chacoBaHol HimeuunHa | y3arasbHeHuX faHux Npo cuctemy gpapMakoHarnsgy
nonepeaHbLO HaNOBHEHIl npoAyKuii (BBEAEHHSA y3ara/lbHEHVX A@aHNX NPo cucTemy
pyuui B Ty6i; no 1 Ty6i B (niaroToBka, hapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
KOpOO6Li 3 KapTOHY acenTtnyHa BIANOBIAA/bHOI 3a 34iiCHEHHSA thapmakoHarnagy;
inbTpavis, KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa A5
HanoBHEHHSA Ta 3AilicCHeHHs hapMakoHarnagy B YkpaiHi, KL BoHa
yKynopka): BiAMiHHa Bif, yNOBHOB&XeHOI 0co6y, BifNoBiAabHOI

MepigiaH Megikan
TekHonogxuc, IHK.,
CLA; BUPOGHIK,
BignoBiganbHWA 3a
TecTyBaHHS Ta
KOMMNaeKTawito:
MepigiaH Megikan
TekHonogxuc, IHK.,
CLIA; BUPOGHUK,

3a 3gjiicHeHHs chapmakoHarnsgy (BkaYaryn
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MiLLLEeHHI macTep-
thalina cuctemu chapmakoHarnisgy) - 3miHa
KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3aABHNKa,
BiANOBIAA/IbHOI 3a 34ilicCHeHHSA hapmakoHarnsgy B
YkpaiHi
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BignoBiganbHWA 3a
MapKyBaHHS Ta
BTOPWHHY YNaKkoBKy:
MMN® B.B.
(MaHydhakTypiHr
MexkemKnHr
dapmaka),
HigepnaHaw;
KOMNaHis, Wwo
BignoBsigae 3a
npoBeAeHHs
KOHTPO/IO SKOCTI:
€BpochiHc Papma
A/C, OaHis;
BUPOBHUK,
BignoBiganbHWA 3a
Bunyck cepii: MEJA
dapma N'v6X eHg,
Ko. KI', HimeyunHa
78. ECCEHLUIAN PO34uH ANs iH'ekuiid, 250 TOB YkpaiHa AT "Tannycapm” YkpaiHa BHECEHHS 3MiH [J0 peECTpaLiiiHMX maTepianis: 3MiH1  (3a peyernmom UA/8626/01/01
E®H mr/5 ma, Ne 5: no 5 mn B "CaHocdpi- | TUMY - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
amnyni; no 5 amnyn y ABEHTIC nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMalii LLoao
KOHTYPHIli YapyHKOBIi YkpaiHa" 3a3HavyeHHs OAMHMLb BUMIpIOBaHHSA Y cucTemi Sl.
YNaKoBLji B KAPTOHHIl 3amiHa po3sginy “rPA®PNYECKOE M3OBEPAXXEHUE
KopooLi YTMAKOBKW” Ha “MapkyBaHHA" B 3aTBEPIKEHNX
MK$A /13. 3anponoHoBaHo: BignosigHo Ao
3aTBEPIKEHOr0 TEKCTY MapKyBaHHS. TepMiH
BBEJEHHS 3MiH MPOTAroM 6 micAuiB nicns
3aTBEPAXEHHS
79. €BPO Tabnetku no 10 a6o 20 Mmi6e MM6X HimeuumnH Mi6e TM6X HimeuunHa BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX MaTepiasliB: 3MiHN |6e3 peyenma UA/10827/01/01
LUUTPAMOH TabneTok y 6nictepi; no ApuHaimitt a ApuHalimiTTens | Tuny - 3miHK W0 6e3nekn/echeKTUBHOCTI Ta
1 6nicTepy B KApPTOHHil enb hapmakoHarnsgy. BeegeHHs abo 3miHu o

nauuj

y3ara/lbHeHux JaHvx npo cuctemy hapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHVX AaHNX NPo cucTemy
thapmakoHarnsgy, 3miHa ynosHoBaXKeHoi ocoowu,
BiANOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuka gns
3AilicCHeHHs hapMakoHarnagy B YkpaiHi, K0 BoHa
BiMiHHa Bif, YNOBHOBaXKEHOI 0C06W, BignoBigasibHOI
3a 34jiicHeHHs chapmakoHarnsgy (BkaYaryn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MilLleHHi macTep-
thalina cuctemu chapmakoHarnisgy) - 3miHa
KOHTaKTHOI 0COGM YNOBHOBaXKEHOT 0COOM 3asiBHUMKA,
BiiNOBIAaNbHOI 3a 3AjiCHEHHSs hapmakoHarnagy B
YkpaiHi. MNponoHoBaHa pegakuis: Heuain Mapis
MaBniBHa. 3MiHa KOHTaKTHUX OAHUX KOHTaKTHOI
0cob¥ YNoBHOBaXXEHOI 0CO6Y 3asiBHUKA,




55

Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BiANOBIAA/IbHOI 3a 34ilicCHeHHA ddapmakoHarnsgy B
YKpaiHi
80. 3APCIO® PO34nH ANs iH'eKLiin abo CaHnpo3 AscTpis BiANoBigabHUIA 3a Himeuunna/ BHECEHHS 3MiH [0 peecTpauliiiHux maTepianis: 3MiHU  (3a peyernmom UA/12447/01/01
iHdpysin, 30 mnH OL/0,5 M6X BMPOGHMLITBO, ABCTpis Il TNy - 3miHKn Woao 6e3nekn/edeKTMBHOCTI Ta
M/1; no 0,5 Mn po3uynHy B nakyBaHHs, thapmakoHarnagy. BHeceHHst abo 3miHa(M) fo
nonepenHLo KOHTPO/b Cepil: 3060B'A3aHb Ta YMOB Bufadi peecTpauiiiHoro
3arnoBHeHOMY LUNpuL, A [i Ti Bionorika NoCBIAYEHHS, BKtoYatouy MnaH ynpas/iHHA
OCHaLLEeHOro nopLuHemMm, 'M6X, HimeuyuunHa,; pusmkKamm (3acTocyBaHHS 3MiH(1), ski(a)
iH'EKLiIHOIO TOMIKOIO, BiANoOBigaIbHUIA 3a BMMaralTb(€) NOAAIbLIOTO 06IPYHTYBaHHS HOBUMM
KOBMAYKOM Ta 3aXUCHUM BUPOGHULITBO, [00aTKOBUM A@aHnMK, Lo MaloTb HagasaTucs
NpUCTPOEM AN1A nakyBaHHs1, KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbes
3anobiraHHs KOHTpPONb cepii Ta CyTTeBa OLliHKa KOMMETEHTHUM OpraHom) -
MOLUKOAXKEHHS FOJIKOI0 BUMYCK cepii: BUKOHaHHS 3060B'A3aHb BiANOBIAHO A0 NiANYHKTY
nicnsa 3acTocyBaHHs, y CaHpo3 M'mM6X — 2.3 nyHKTY 2 fopatky 15 no MNopsaky nposefeHHs
6nicTepHii ynakosLi; no BisHec nigposgain eKcnepTu3n peecTpauiiHnx martepianis Ha nikapcbki
1 abo 5 6nicTepHMX TeXHoMorivyHa 3acobu, L0 NoAaloTbCA Ha AiepxaBHy peecTpadiiio
YNaKoBOK B KAPTOHHiIl po3pobka Ta (nepepeecTpaLito), a TakoX ekcnepTu3n martepianis
Kopoo6Li BVMPOGHMLTBO NpO BHECEHHS 3MiH [0 peecTpauiliHix martepianis
6ionorivyHmx NpOTAroM fii peecTpauiiHoro NocBigYeHHs,
nikapcbKknx 3acobis 3aTBepAxeHoro Hakasom MO3 Big 26.08.2005 Ne
LWadtenay (BTAM 426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne 460)
AnC), AscTpist
81. 3APCIO® pO34MH ANa iH'exuiin abo CaHnpos3 AscTpist BiANOBifa/IbHWIA 32 Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3MiHU (3@ peyenmom UA/12447/01/02
iHdpysin, 48 mnH OL/0,5 6X BMPOGHULTBO, ABCTpist Il Tuny - 3MiHNM Woao 6e3nekn/edhekTUBHOCTI Ta
m; no 0,5 M po3yunHy B nakyBaHHs, chapmakoHarnsgy. BHecenHs abo 3miHa(n) o
nonepegHL0 KOHTpONb cepii: 3060B'A3aHb Ta YMOB BMAayi peecTpaLiiiHoro
3anoBHEHOMY LMWL, Ali [i Ti Bionorika NOCBigYEHHS!, BKItoYatouy MnaH ynpae/iiHHA
OCHaLLEeHOro nopLuHem, vm6X, HimevunHa; pu3mKamm (3acTocyBaHHS 3MiH(1), Aki(a)
iH'eKLiliHOO rosIKolO, BiANOBifaIbHWIA 32 BMMaraloTb(€) NOAasIbLIONO 06I'PYHTYBaHHSA HOBUMM
KOBMAYKOM Ta 3aXUCHUM BUPOGHULITBO, [0[aTKOBUM Ai@HMK, Lo MatoTb HagasaTucs
NpUCTPOEM A/1A nakyBaHHs, KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbCs
3anobiraHHs KOHTpONb cepii Ta CYTTEBa OLLiHKa KOMMETEHTHUM OpraHom) -
MOLUKOXKEHHS FOJIKOI0 BUMYCK cepii: BMKOHaHHS 3060B'A3aHb BIANOBIAHO A0 NiANYHKTY
nicnsa 3acTocyBaHHs, y CaHpo3 'M6X — 2.3 NyHKTY 2 fopatky 15 no MNopsaky nposefeHHs
6nicTepHi ynakoBLi; No BisHec nigpo3gin eKCMepTM3n peecTpauiiiHux maTtepianis Ha Nlikapcbki
1 abo 5 6rictepHmx TexHosoriYHa 3aco6u, Lo NoAalTbCs Ha AepXXaBHY peecTpauito
yNakoBOK B KAPTOHHIl po3pobka Ta (nepepeecTpalLito), a TakoX ekcnepTu3n marepiasnis
Kopoo6Li BVMPOGHMLTBO Npo BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis
6ionorivyHNX NPOTAroM il peecTpawiiHoro NocBig4eHHs,
nikapcbKnx 3acobis 3aTBepxeHoro Hakaszom MO3 Big 26.08.2005 Ne
WadTeHay (BTAM 426 (y pepakuii Hakasy MO3 Bif 23.07.2015 Ne 460)
ANC), Asctpis
82. 3ETPOH PO34UH NS iH'EKUN, 2 dapmaueBT Ipeuis PA®APM C.A. Ipeuis BHECEHHS 3MiH [JO peecTpaLiiiHMX maTepianis: 3MiH1 (3a peyernmom UA/16146/01/01
Mr/mn no 4 M B amnyni; nyHa | TMNYy - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
no 5 amnyn y kKapToHHii KOMMaHis thapmakoHarnsgy. BeegeHHs abo 3miHv o
KopoobLi "BOKATE y3araslbHeHNX AaHux Npo cuctemy dapmakoHarnsgy
CA" (BBEAEHHSA y3araslbHEHUX AaHWX NPOo cucTemy

dhapMakoHarnsay, 3MiHa ynoBHOBaXEHOT 0cobu,
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

BiANOBIAA/ILHOI 3a 34iliCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0cobK 3 hapMakoHarnagy 3asBHuka ans
3[jiCHEeHHs1 hapmMakoHarnsay B YkpaiHi, AKLO BOHa
BiAMiHHa Bif, YNOBHOB&XeHOI 0c06y, BiANOBiAaIbHOI

3a 34jlicHeHHs chapmakoHarnsgy (Bkiyarym
KOHTaKTHi AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0Ccob¥ 3as1BHMKa, BignoBigabHOI 3a
3[jiCHEeHHs hapmakoHarnsgy B YkpaiHi.
MponoHoBaHa pepakuisi: IBacbkoBa Anna

BacuniBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI

0cobu 3a8BHUKA, BiAMNOBIAAUIbHOI 3a 3A4ICHEHHS

chapMakoHarnisgy B YkpaiHi

83.

30BIPAKC
LYo

KpeM o 2 r kpemy y
Ty6i; no 1 Ty6iy
KapTOHHIA KOpoo6Li

nakcoCmit
Knsiin
KoHcbomep
Xenckep
(OK)
TpeigiHr
Nimiteq

Benvka
BputaHis

nakco OnepeiiHe
tOK Nimiteq

Benwuka
BputaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu
| TNy - 3miHK Woao 6e3nekn/edhekTnBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHun)

BHeceHHA 3MiH [0 TEKCTY MapKyBaHHS NepBUHHOI Ta
BTOPWHHOI ynakoku MKA /13: 3ateepaxeHo: TekcT
MapKyBaHHs MepBUHHOT Ta BTOPUHHOI YNakoBKK
3anponoHosaHo: p. MapkyBaHHs «3rifHO
3aTBEPIKEHOr0 TEKCTY MapkKyBaHHs». BBegeHHs
3MiH NPOTArOM 6-TK MICALIB NiCNA 3aTBEPAXEHHS.
3MiHu | TUNy - AgMiHICTPATUBHI 3MiHW. 3MiHa Ha3Bu
niKapcbKoro 3acoby - 3MiHa Ha3BM NiKapcbKoro
3acoby. SATBEP)KEHO: 30BIPAKC® YO
(ZOVIRAX®DUO) 3AMNPONMOHOBAHO: 30BIPAKC
AYO (ZOVIRAX DUO)

BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS.

6e3 peyenma

UA/14784/01/01

84.

30KOP®
DOPTE

TabneTkn BKPUTI
MN/1iBKOBOI 060/10HKOH0
no 40 mr no 14 tTabneTok
y 6nicTepi; no 2
6nicTepy B KapTOHHIiA
Kopoo6Li

Mepk LWapn i

Joym IAEA
M6X

LLiseliyapi
2

Mepk Wapn i Joym
B.B., HigepnaHau
(nakyBaHHs,
KOHTPO/1b
SAKOCTI,BUNYCK cepii);
Mepk Wapn i Joym
NimiTen, Benvka
BpuTaHis (BUpOGHUK
Hepo3dgacoBaHO!
NPOAYKLUIiT, KOHTPO/Ib
SAKOCTI)

HigepnaHgmn
/ Benuka
BputaHis

BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasliB: 3MiHW
| TMINY - OHOBMIEHHS TEKCTY MapKyBaHHS YMakoBKM
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
3a3HavYeHHs oAVHMLb BUMIpOBaHHA Y cuctemi Sl.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPIAKEHHS

3a peyenmom

UA/0645/01/01

85.

30/TTOHAP

pO34nH Ana iHdysil, 5
Mr/100 mn, no 100 mny
chnakoHi; no 1 dpnakoHy
B KapTOHHiiA KOpooLyi

YOPN[]
MEANLIVH
INIAY CAH.
BE TIZX.

AL

TypeyunH
a

lgon Inay Jonym
CaH. Be Tigx. A.LL.

TypeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHM
| Tuny - 3miHK Woao 6e3nekn/echekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHn [o
y3arasibHeHVX fiaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AiaHNX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT ocoow,
BiZiNOBIAANbHOI 3a 3AjiCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapMakoHarifay 3asBHMKa ANsi

3a peyenmom

UA/14630/01/01
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3[jiCHeHHs1 hapMakoHarisay B YKpaiHi, SKLo BoHa
BiAMiHHa Bif YyNOBHOBaXKeHOI 0cobw, BignosigabHOT
3a 3fjiicHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHeHHA ddapmakoHarnsgy B
YKpaiHi
86. 30DPAH™ PO34nH ANS iH'eKLiR, 2 HosaprTic LLisenuapi nakcoCmiTKnsiiH ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK (3a peyernmom UA/7426/01/01
Mr/mA, no 2 mn abo no 4 Papma Al A MaHydakTypuHr Il TMNYy - 3MiHK 0 [HCTPYKLT ANA MeguyHoro
M/ B amnyni; no 5 C.n.A. 3aCcTOCyBaHHS fikapcbKkoro 3acoby Ao po3zinis
amnyn y naacTMKoBomy "B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
6nicTepi; no 1 6nictepy iHLWI BMAW B3aemogiin”, "3acTocyBaHHs y nepiog,
B KapTOHHIi kopobui BariTHOCTi abo rogysaHHa rpyaat”, "Cnocio
3acTocyBaHHs Ta go3n", "MobiuHi peakwyji”.
BBefeHHs 3MiH NpoTAroM 6-tu micAuis nicns
3aTBEPAXKEHHS
87. IBYNPOM TabneTku, BKpUTI HOHina6, MM CLWA TOB HOC dapmauis Monbwa BHECEHHS 3MiH 4,0 pPeecTpaLiiHNX MaTepiasliB: 3MiHM |6e3 peyenma UA/6045/01/01
060/10HKOH0, No 200 Mr, | TMNYy - BBEAEHHSA [,O0AATKOBOro po3mipy cepii
no 2 TabneTkn y cawue; roTOBOrO JliKapcbkoro 3acoby; 3anponoHosaHo: 1
no 10 TabneTok B 200 000 Tabnetok (600 kr)
6nicTepi; no 1 6nictepy 1 500 000 TabneTok (750 Kr)
B KapPTOHHIi1 kopobLj; no
50 TabneTok y dh1akoHi;
no 1 pnakoHy B
KapTOHHiii Kopo6Lli
88. IPUHOTEKAH | KoHueHTpaT s Awmakca NT], Benwvka KOHTpO/b cepii Ta HimeuunHa BHECEHHS 3MiH [0 peecTpauliiiHMx maTepiasiB: 3MiHA  (3a peyernmom UA/14902/01/01
AMAKCA po3uuHy ans iHgysiii, 20 BpuTaHia BUNYCK cepil: | Tuny - 3MiHK 3 AkoCTi. FOTOBWIA Nikapcbkunii 3aci6.
mr/mMa no 2 mn, 5 mn abo AkBiga 'M6X, KOHTposb roToBoro fikapcbKoro 3acoby. 3miHa y
15 mn y chnakoHi; no 1 HimeuunHa; MeToAax BUNPOGYBaHHS rOTOBOTO JliKapCbKOro

(pN1aKOHY B KapPTOHHIl
Kopoo6Li

BMPOBHULTBO in
bulk, nepsuHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTpPONb cepii:
AkBiga 'm6X,
HimeuuunHa,;
BTOPUHHE
nakyBaHHS:
BeHyc ®apma 'mbX,
HimeuunHa

3acoby (oN5 NpuBeLEeHHS Y BignoBigHiCcTL 3 AdY abo
€BponeicbKo hapMakoneeo Ta BUNYYEHHS
NoCUIaHHA Ha 3acTapinunii BHYTPILLHIA MeToa
BMNpoOyBaHHS i lioro Homep) - ANns Bcix BEPX
MeTogiB BUNpobyBaHHsA /13 3anMweHo nocunaHHs
nvwe Ha EP 2.2.29 PignHHa xpomaTtorpadis;
MeTOAVKN He 3MiHUANCA
3MiHu | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NikapCbkuii
3aci6. Cuctema KoHTeliHep/3aKkyrnopoBasibHWiA 3aci6.
3MiHa chopmu abo po3mipy KOHTelHepa un
3aKynoproBasibHOro 3acoby (NepBUHHOI YNaKkoBKM)
(cTepunbHI nikapcbki 3aco6u) y xoAi BNpoBaKeHHs
HOBOI BUPOGHMYOT Ai/IbHUL NPOMOHYETHLCA A0
BMKOPUCTaHHS IHLLI CKIAHI do1akoHW Pi3HKX PO3MIpiB
i hopm. CknsiHWIA MaTepian 3aMwaeTbCs He
3MiHHUM (ck10 Tuny 1). BigcyTHi 3MiHM
CMiBBIAHOLLEHHS Bi/IbHOTO NPOCTOPY A0 06’eMy
HanoBHEHHS HOBMX (D/TAKOHIB.
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Ne

Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

3miHu | TUny - 3miHK 3 AkocTi. CepTudikar
BignosiaHoCTI/IE-cepTucpikat BignosigHocCTi
€sponevicbkin hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
abo BUNy4YeHHs cepTudpikarta BignoBiAHOCTI
€sponelicbkin hapmakonei: ana A®l; gns suxigHoro
Marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BMKOPUCTOBYIOTLCS Y BUPOOHUUTBI ADI; ans
[OMNOMDKHOT peyoBuHM (CepTudikart BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - HoBui cepTudikaT Big,
HOBOrO BMPOOHUKA (3aMiHa ab0 [JONOBHEHHS) —
nogaHHa Hosoro CEP RO-CEP 2017-147-Rev 00
ans A®l Big HoBoro Bupo6Huka LLinna Megikape
NimiTes, IHAiA. Cneundikauii APl He 3MIHIOETbLCS.
3MmiHu | TUny - 3miHk 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkili hapmakonei/MmoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXiAHICTIO MPYBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponelicbkoi hapmMakonel, abo iHLWOoT HalioHaIbHOI
thapmakonei gepxasu E€C (3miHa y cneuudikauisx,
nos'sa3aHa 3i 3miHamu B 1Y, a6o E€Bponeiicbkii
thapmakonei, abo iHLil HalioHaNbHIl hapmakonei
nepxasu €C) y 3aTBeppKeHili Bepcii 4oCbe
HaBefEeHi KOHKPETHI YMOBY NapamMeTpiB cTepuisauii.
He 3Baxarouu L0 gaHi yMOBY BignosigaoTb
ByMoram EP, yMOBU 3aMiHIOIOTbCA Ha NOCUIAHHSA Ha
EP, w06 yHVKHYTV po36ikHOCTel B MalibyTHHOMY.
BignosigHo, napameTpu ctepunisadii nig vyac
BMPOGHULITBA 3aIMLLIAIOTLCA HE3MIHHUMU.
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKnii
3aci6. KOHTposib roTOBOro NiKapcbkoro 3acooby.
3miHa napameTpiB cneyndikauii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(BMNYyYeHHst HE3HAYHOrO NokasHWKa (Hanpuknag,
3aCcTapifioro NokasHvika, Takoro Sk 3anax Ta cMak,
abo igeHTndikalis 6apBHMKIB Y/ CMaKOBUX
[o6aBok)) - BUny4YeHHs 3i cneumdikauii MN3
nokasHuka «OCMONAMbHICTb» OCKI/TbKW AaHWiA
npenapar € KOHLEeHTPaTOM A1 PO34NHY A1
iHchysiii. Lle o3Hauae, L0 1oro He BBOASATL SIK TaKui,
a po3BOAATbL Nepes BBeAeHHAM. 3a3Buyai
BMKOPVCTOBYHOTb PO34MHU A5 iHQIY3ilA, WO MICTATb
250 M1 0,9 % po3unHy abo 5 % po34vmnHy 7110K03N,
AKi MatoTb 6iNbLU 3HAYHWI BNIMB Ha 3arasibHy
OCMOANBHICTb. /13 Ma€e 3HaYeHHS OCMONSANBbHOCTI,
sKe 6nu3bke o 0,9 % posunHy NaCl Ta o 5 %
PO34nHY rOKO3W. 3MiHK | TUNy - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUPOGHUYOT AiNbHML
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

(Bkntovaroum ginbHULi ans Adl, NpomiXKHOTo
npoAayKTy abo roToBOro Nikapcbkoro 3acooy,
AiNbHULI AN18 NPOBEAEHHSA NaKyBaHHS, BUPOBHYKa,
BiANOBiAaLHOrO 3a BMMNYCK Cepiid, MicLe
NpoBeEeHHS KOHTPO/IO cepil) abo nocTavanbHUKa
BVXiHOrO Marepiany, peareHTy abo AONOMiIKHOT
PEYOBMHM (SKLLIO 3a3HAYEHO Y JOCHE) - BUTYUYEHHS
BUPOGHMYOT AinbHULUI XaynT dapma
BonbdparcxayseH M'm6X, HimeuunHa
BiANOBIAA/IbLHOI 32 BTOPMHHE nakyBaHHA [N13. 3MiHn
| Tuny - 3MiHK 3 skocTi. FOTOBWMIA Nikapcbkunii 3aci6.
3MiHM y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOI AiNbHULI BUPOGHMLTBA A1 YACTUHM abo
BCbOr0 BYPOBHMYOro NpoLEeCy roToBOro fikapcbkoro
3aco6y (AinbHWLUA, Ha SKili NPoBOAATLCA Oy b-AKi
BMPOGHUYI CTagji, 3a BUHATKOM BUMYCKY cepil,
KOHTPO/O SIKOCTi Ta BTOPMHHOTO NaKyBaHHS A/1A
CTEePUIbHMX JiKapCbKUX 3ac06iB (BKOYaoUn
BMPOG/IEHI aCeNTUYHUM MEeTOA0M), KPiM NiKapChKUX
3aco06iB 6i0/10r4HOro/iMyHONOMNYHOTO NOXOKEHHS) -
3amMiHa 3aTBepMKEHOI AinbHnLi XaynT ®apma
BonbgparcxayseH M'm6X, HimeuunHa,
BignosigasbHOI 3a BUpo6HULTBO in bulk Ta
nepBrHHe nakyBaHHs /13 Ha AkBiga TM6X (AqVida
GmbH), agpeca BupobHUYOi AinbHULi BepklwTpacce
21, 23942 [laccos, HimeuunHa (Werkstrasse 21,
23942 Dassow, Germany). 3miHu | Tuny - 3miHun 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag,
3miHa y cknagi (4oNoMiKHMUX peyoBUHaX) roTOBOro
nNikapcbkoro 3acoby (iHLWi AOMOMDKHI peYOBUHM) -
Byab-sika He3HayHa 3MiHa KiflbKicHOro cknagy
[LOMOMiXXHUX PEYOBUH Y TOTOBOMY NiKapCbKOMY
3ac06i. MNPONOHYETbCA HE3HAYHE PO3LUNPEHHSA
AianazoHy 1 M po3uuHy rigpokcug HaTpito, Lo
[0[a€EeTbCA B KiHLUI npoLecy 3millyBaHHA ANns
perynoBaHHs 3Ha4yeHHA pH rotoBoro nNpoaykry. B
[JaHunin yac 3aTBepaKeHnin gianasoH Big 157-315 r Ha
100 n cepii. 3anponoHoBaHi Mexi cTaHoBNATbL 0-420
r. 3minu | TMny - 3MiHK 3 AKocTi. FoToBMIA NiKAPCbKNI
3aci6. 3MiHN y BUPO6HULTBI. 3MiHW BUNpO6YyBaHb
abo [oNyCTUMUX MEX, BCTAHOBMEHNX Y
cneumdikauisix, nig yac BUpoOHMLTBA rOTOBOrO
nNiKapcbKoro 3acoby (BUyYEHHSI HECYTTEBOTO
BMNPOGYBaHHSA B NpoLeci BUPOOGHMLTBA) -
BWJTyYEHHS1 HECYTTEBOTO BUNPOOYBaHHSI, a came
«4yacy npoAyBKv» B NpoLeci BUPOOHWLTBA.
KpuTnyHnM napameTpom AKOCTi € 3a/IMLLKOBWIA
KNCEHb Y PO3UMHI, KW BU3HAYAETLCS Mif Yac
BMPO6GHULTBA. 3MiHM | TUNY - 3MiHM 3 AKOCTI.
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

[oTOBWIA NikapCcbkWii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY
cepii Ta KOHTPO/IO SIKOCTi FTOTOBOrO NiKApPChLKOro
3acoby (3aMiHa abo gofaBaHHA AiflbHUL, Ha Kl
3MiICHIETLCSA KOHTPO/IL/BUNPOBYBaHHSA cepil) -
3amMiHa 3aTBepMKEHOI AinbHnLi XaynT ®apma
BonbgparcxayseH M'm6X, HimeuunHa,
BiANoBiAaIbHOT 3a KOHTPOb cepil N3 Ha AkBiga
Mv6X (AgVida GmbH), agpeca BUPOGHWYOI AinbHNL
Bepkwrpacce 21, 23942 flaccos, HimeuunHa
(Werkstrasse 21, 23942 Dassow, Germany)
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKni
3aci6. 3MiHN y BUPO6HULTBI. 3MiHW Y npoLeci
BMPOOGHULITBA FOTOBOTO NliKapCbKoro 3acoby,
BK/IO4AI0UM MPOMIXHWIA MPOAYKT, WO
3aCTOCOBYETHLCH NPV BUPOGHULTBI FOTOBOrO
niKapcbKoro 3acoby (iHLWi 3MiHW) - BHECEHHS
HEe3Ha4YHMX 3MiH A0 BUPOOHMYOrO NPOLECY Y 3B'A3KY
3 BMPOBaKEHHSIM HOBOTO BUPO6HUKa /13, a came
3MiHK y npoueci cinbTpadii: bulk po3unH He
PiNbTPYIOTL Y pesepByap 415 4pyroro etany
hinbTpavii. 3amicTb LbOro NPoBOANTUCS
CTaHAapTHa noAgiiHa pinbTpalis B HaNOBHIOBaHU
6ak. 3MiHn | TMnNYy - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHU Y
npoueci BUPOOHULITBA FOTOBOTO fliKapCbKoro 3acoby,
BK/IO4AI0UM MPOMIXHWI MPOAYKT, WO
3aCTOCOBYETHLCH NPV BUPOGHULTBI FOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHM) - BHECEHHS
HEe3Ha4YHMX 3MiH A0 BUPOOHMYOrO NPOLECY Y 3B'A3KY
3 BMPOBaPKEHHSIM HOBOTO BUPO6HUKa /13, 3MiHa
Temneparypu NicNs OXONOLKEHHS: 3a pe3yibTaTamu
Banigauii npouecy Temneparypa bulk po3unny nicns
PO3YMHEHHS AjH040T PEeYOBUHMN 3MIHIOETbLCA 3 22-25
°C po 20-25 °C. 3MmiHu | TUny - AgMiHicTpaTuBHi
3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHA AiS/IbHOCTI BUPO6HUKA (BK/IKOYaouM,
3a HeobXigHOCTI, MicLie NPOBEAEHHSA KOHTPO/IHO
AKOCTI), @60 BnacHuka mactep-chaina Ha A®l, abo
noctavanbHuka Adl/BnxigHoro
MaTepiany/peareHTy/NpoMKHOIo NPoAyKTy, Lo
3aCTOCOBYHOTLCA Y BUPOOHNLTBI AD| (AKLLO
3a3Ha4yeHo y J0CbE Ha Nikapcbkuii 3acib) 3a
BIACYTHOCTI cepTudpikata BianoBiAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepapkeHoMy
[ocbe, abo BUPOOHKKA HOBOT JONOMDKHOI pEUYOBUHM
(AKLW0 3a3HAYEHO Y A0CbE)
— 3MiHa Ha3Bu BMPOGHMKa AdI 3 Jlaypyc J/labe
MpiBate JlimiTeq (Laurus Labs Private Limited) Ha
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

Naypoyc la6e Nimiten (Laurus Labs Limited), 6e3
3MiHM MicLA BUPOGHMLTBA.
akocTi. A®l. BupobHuuTBO. 3miHa po3Mipy cepil
(Brtovaroun gianaszonn) A®l abo npomixxHOro
NPOAYKTY, AKNIA 3aCTOCOBYETLCA Y NPOLLEC
BMpo6HuuTBa AP (36inbLwEHHS Ao 10 pasis
NOPIBHSHO i3 3aTBEPAXEHVM PO3MiPOM) - 3MiHA
po3mipy cepii A®I 3 3,05 kr 8o 6,10 kr. 3miHu | TUny -
3MmiHn 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AONYyCTUMUX MEX,
BM3HA4YeHUX y cneuudikauisx Ha A®l, abo
BWXiAHWA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Yy Mpoueci BUpobHuytea Ad|
(3BYXXEHHA [OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauii) -
3BY)XEHHS cneuudikauii AD| 3a mokasHUKOM
CYNpPOBIJHI AOMILLKW Y BigNOBIAHICTL A0 MOHOrpadii
EP. 3miHun | Tuny - 3miHu 3 skocTi. APl KoHTponb
A®I. 3miHa y napameTpax cneumndikauiii Ta/abo
O0NyCTUMMUX MEX, BU3HAUEHNX Y creundikaliax Ha
A®I, abo BUXIAHWIA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Yy Mpoueci BUpobHuytea Ad|
(4ONOBHEHHS cneumdikalii HOBUM NOKa3HUKOM
SAKOCTI Ta BifNOBigHMM METO40M BUNPOOYBaHHS) -
cneuudikauito A®| JONOBHEHO MOKA3HWKOM SKOCTi
«Onnc po3unHy» y BIANOBIAHICTbL 4O MOHOrpadii EP.
3MmiHu | TURY - 3miHK 3 AKocTi. APl KoHTpoib AdI.
3miHa y napameTpax cneyudikauii Ta/abo
O0NyCTUMMUX MEX, BU3HAUEHNX Y creundikaliax Ha
A®l, abo BUXIAHWIA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Yy Mpoueci BUpobHuytea Ad|
(BMNYyYEHHS1 HE3HAYHOTO NOKa3HKKa SKOCTi
(Hanpuknag BUyYEHHS 3aCTapiforo NokasHuka)) -
BUIyYeHHs 3i cneundikauii A®I napameTpy SKoCTi
«Baxxki MeTasin». 3MiHu Il TUny - 3MiHKU 3 AKOCTI.
A®|. Bupo6HuLTBO. 3MiHa BUPOGHMKA
BUWXIi4HOro/MpOMiXXHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOBHUYOMY npoLieci AdI,
abo 3miHa BUpOGHMKa (BKIOYaouu, Ae HeobXifHo,
MicLe npoBefeHHs KOHTPOsIo sakocTi) A®I (3a
BIACYTHOCTI cepTudpikata BianoBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0Cbe)(BBEAEHHS HOBOTO BMPO6HUKa Ad| 3
HaZaHHAM macTep-caiina Ha Adl) - BBeAEHHS
BMpO6HWKa Aspa JlabopaTopiec MBT. /IT4,, Wo
BiANOBIAa/IbHUIA 32 BUPOOHULITBO K/1H0HOBOTO
NMPOMIKHOIO NPOAYKTY; B paMkax 3asiBfieHoi
npoueaypu yTOUHEHO PyHKLi 3aTBEpPAKEHOr0
BMpo6HUKa A®I Jlaypyc flabe JlimiTeq, a came
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
[04aHHsA iHdhopMaLii PO BUPOGHULITBO K/1H0HOBOTO
NPOMIXKHOIO NPOAYKTY.

89. KAACINA® NMOPOLLOK A/1A ®.XotbcpmaH | LUeiuapi Brpo6HMUTBO CLIA/ BHECEHHS 3MiH [0 peecTpauliiiHux maTepianis: 3MiHU  (3a peyernmom UA/13770/01/01
KOHUEeHTparty A/s H-J19 Poww A Hepo3dhacoBaHOT LLBeruapis/ Il TNy - 3miHKn Woao 6e3nekn/edeKTMBHOCTI Ta
PO34uHY st iHQysili no ntp NpoAyKLii, NepBUHHE HimeyunHa hapmMakoHarnagy. 3mMiHn y TepaneBTUHHUX
100 wmr; 1 donakoH 3 nakyBaHHs: nokasaHHsX (4ofaBaHHSA HOBOrO TepaneBTUYHOro
MOPOLLUKOM B KapPTOHHiIl MareoH nokasaHHs abo 3MiHa y 3aTBEPPKEHOMY MOKa3aHHi) -
Kopoobui MaHyeKkTypuHr 3MiHM BHECEHO A0 IHCTPYKLUIT 4151 MeANYHOrO

Cepsicus, JI1Ci, 3acTOoCyBaHHS MikapCcbKoro 3acoby Ao po3ainy
CLA; "MokasaHHA" (4ofaBaHHA HOBOro TepaneBTUYHOro
®.XodhhmaHH-/1a nokasaHHs1, came "PaHHiii paKk MOMI0YHOI 3a/1031
Pow tg, (PPM3) Mpenapart Kagcina® sk moHoTepanis
Lseliuapis; nokasaHwin 4ns af'toBaHTHOrO NiKyBaHHA [OPOC/INX
BTopvHHe nauieHTis 3 HER2-N03nTUBHUM paHHIM pakom
nakyBaHHs: MOJIOYHOT 3a/1031 3 OCTATOUYHUM IHBA3UBHUM
®.XohhmaHH-/18 3axXBOPIOBAHHSAM i3 /TOKaUTi3aLielo B MOJIOYHIl 3a/103i
Pow Mg, Ta/abo nimgatnyHnX By3nax nicns Heoas toBaHTHOI
LLiBeiuapis; Tepanii Ha ocHoBi TakcaHiB Ta HER2-TapreTHoi
BrnpobyBaHHs Tepanii. MeTactaTu4HuiA pak MOJIOYHOT 381031
KOHTPOJIO SIKOCTI: (MPM3)" Ta sk HacnifoK BHECEHHSA 3MiH [0 po3ainis
Pow ®apma Al "®apmakonoriyHi BnactueocTi’, "OcobanBoCTi
HimeuunHa; 3acTocyBaHHA", "34aTHICTb BM/IMBATU Ha LWBUAKICTb
Pow diarHocTuke peaxuii Npy kepyBaHHi aBTOTpaHCNOPTOM abo
m6X, HimeuunHa; IHLWMMK MexaHiamamun', "Cnoci6 3acTocyBaHHS Ta
®.XohhmaHH-/18 [o3n", "MobiuHi peakyii” (BBegeHHs 3MiH NpoTsrom 6
Pow Ntg, MiCALB Nicnsa 3aTBepAKeHHs); 3MiHK |l Tuny - 3MiHK
LLiBeiuapis; woao 6e3nekn/ehekTVBHOCTI Ta dhapmakoHariagy.
Bunyck cepii: IHLWI 3MiHW, SiKi He BBIMLWAW y Leit po3ain, aki
®.XodhhmaHH-/1a BK/1H0YAIOTb NOAAHHSA pe3y/bTaTiB AOCNiLKEHb A0
Pow /7a, KOMMETEHTHOro OpraHy - aflaHHs AaHnX 3akMioYHNX
LBeiiLapis 3BITIB 419 KNiHIYHOro gocnimkeHHa BO28408.
BBeaeHHSA 3MiH NpOTArom 6 MicsuiB nicns
3aTBEPMKEHHS; 3MiHU || Tuny - 3MiHK LWoAo
6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsagy. 3MiHu
Y KOPOTKili XapakTepucTuL,i NlikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKL,ii 4158 MeguyHoro
3aCTOCyBaHHS Yy 3B’A3KY i3 HOBUMM JaHUMK 3 SKOCTI,
LOKNIHIMHUMMW, KNIHIYHUMW JaHUMY Ta AaHUMK 3
thapmakoHarnsgy - 3MiHM BHECEHI A0 iIHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby [0
po3ainis "Oco6MBOCTi 3acTocyBaHHS", "T0GIYHI
peakuii" (LLoAo pr3nKy AUCYHKLT NiBOro LWAyHOUKa
Ha OCHOBI 3aK/IOYHKX pPe3ynbTaTiB AOC/iKEHHSA
B0O39807) (BBeaeHHS 3MiH NpOTArom 6 Micauis
nicns 3aTBepmAkeHHs)

90. KAACINA® NOpPOLLOK A/1A ®.XobcpmaH | LUBeiiuapi Brpo6HMLUTBO CuA/ BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiH1 (3a peyernmom UA/13770/01/02
KOHUeHTparty A/s H-J19 PoLu A Hepo3chacosaHol Lseliuapis/ Il Tvny - 3miHn Wwoao 6e3nekn/edekTMBHOCTI Ta
PO34MHY ANns iHdy3ii no Nt npoAayKLUii, NepBNHHE HimeyunHa dhapMakoHarnisay. 3mMiHn y TepaneBTUYHMX
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
160 wmr; 1 chnakoH 3 nakyBaHHS: nokasaHHsIX (fofaBaHHs HOBOTO TepaneBTUYHOro
NMOPOLLKOM B KapTOHHIlA MaTeoH nokasaHHs abo 3MiHa y 3aTBepKEHOMY NoKa3aHHi) -
Kopoo6Li MaHyhekTypuHr 3MiHV BHECEHO A0 IHCTPYKLIT 4719 MeANYHOro
Cepgicus, N1/1Ci, 3aCTOCyBaHHSA NikapCbKoro 3acoby A0 po3ainy
CLUA; "Moka3aHHA" (4o4aBaHHA HOBOro TepaneBTUYHOro
®.XodhpmarH-/15 nokasaHHs, came "PaHHiii paKk MOMOYHOI 3a/1031
Pow /1a, (PPM3) Mpenapart Kaacina® sk MoHoTepanis
Lseliuapis; nokasaHwii Ans af’toBaHTHOrO NiKyBaHHA [OPOC/NX
BTopuHHe naujieHTis 3 HER2-n03MTVBHUM paHHIM pakom
nakyBaHHS: MOJIOYHOT 3a/1031 3 OCTATOYHUM iHBA3NBHUM
®.XodhhmaHH-/1a 3axBOPIOBAHHSAM i3 JlOKaJTi3aLieto B MOJIOYHIlA 3a/103i
Pow Jltg, Ta/abo nimdaTnyHKX By3nax nicns Heoaf toBaHTHOI
LLiBeiuapis; Tepanii Ha ocHOBI TakcaHiB Ta HER2-TapreTHoi
BunpobyBaHHs Tepanii. MeTactaTu4Huii pak MOJIOYHOT 3a/1031
KOHTPOJIHO SIKOCTI: (MPM3)" Ta siKk Hacnigok BHECEHHS 3MiH A0 po3ainis
Pow ®apma AT, "®apmakonoriyHi BractmsocTi”, "Ocob6mnBocCTi
HimeuuunHa; 3acTocyBaHHA", "34aTHICTb BN/IMBATW Ha LUBUAKICTb
Pow diarHocTuke peaxuii npy KepyBaHHi aBTOTpaHCNOPTOM abo
vM6X, HimeyunHa; iHWK1MK MexaHi3mamu”, "Crocib 3acTocyBaHHs Ta
®.XodhhmaHH-/1a no3n", "MobivHi peaxuii" (BBeAeHHs 3MiH NpoTArom 6
Pow ltg, MicsLiB NicnsA 3aTBEPAKEHHS); 3MiHN || TUNY - 3MiHK
LLiBefiuapis oo 6e3nekn/edpekTVBHOCTI Ta dhapmakoHariagy.
Bunyck cepii: IHLWI 3MiHW, SiKi He BBIMLWAW y Leit po3ain, ski
®.XodhchmaHH-/15 BK/1HOYAIOTb NOAAHHSA pe3y/bTaTiB AOCNiLKEHb A0
Pow NlTa, KOMNETEHTHOro opraHy - afaHHsa JaHnX 3aKkMouHNX
LBeiiLapis 3BITIB 4719 K/iHIYHOrO focnigxeHHs BO28408.
BBefeHHs 3MiH npoTarom 6 micsAuis nicns
3aTBEPMKEHHS; 3MiHW || TMNY - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta papMakoHarnsgy. 3miHu
Y KOPOTKili xapakTepucTuL,i fikapcbKoro 3acooy,
TeKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeguyHoro
3aCTOCyBaHHS Y 3B'A3KY i3 HOBUMMW AaHUMK 3 SKOCTI,
OOKAIHIYHUMU, KNIHIYHAMW JaHUMK Ta aHnMm 3
hapmakoHarnsgy - 3MiHM BHECEHI A0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA ikapCbKoro 3acoby [0
po3ainis "Oco6mMBOCTI 3acTocyBaHHs", "TOGIYHI
peakuii” (LLoAo pU3uKy AUCYHKLT NiBOro LWyHOYKa
Ha OCHOBI 3aK/THYHNX pe3ybTarTiB AOCNIMKEHHS
B0O39807) (BBeaeHHS 3MiH NpoTsarom 6 Micsiuis
nicns 3aTBEPAKEHHS)
91. KAPBOMNAT | KoHueHTpaT ons Mepak HimeuuunH BTopvHHe HimeyunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3mMiHM |3a peyenmom UA/10829/01/01
NH MEOAK po3uunHy ans iHdoysii, 10 | esenbliad a nakyBaHHs, | TMNy - 3MiHW 3 AKOCTIi. FOTOBWUIA NiKapcbKunii 3acio.
mr/ma no 5 mn a6o 15 T orop MapKyBaHHS, CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
M, abo 45 mn, abo 60 KNiHiwe KOHTPONb Ta BUMYCK ymoBax 36epiraHHsi rOTOBOrO NikapCbKoro 3acoby
mA, abo 100 mny Lneuianbnp cepit: (36iNbLLEHHST TEPMIHY NPUAATHOCTI FOTOBOTO
chnakoHi; no 1 dpnakoHy enapare Mepak NesenbadT nikapcbKoro 3acoby) - [11s ToproBoi ynakoBku
B KapTOHHIi kopobuj M6X dorop KNiHiwe (NiaTBEPAKYETLCA AAHUMW PEeasIbHOIO Yacy)

LLineuianbnpenapar

36iNbLUEHHS TEPMiHY NPUAATHOCTI TOTOBOrO
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
e M6X, HimeuunHa; NiKapcbKoro 3acoby Ha OCHOBI MO3UTUBHYX
Bupo6bHnuTBO "in pe3ynbTaTiB AOBrOCTPOKOBUX AOCMIMKEHD
bulk", nepsuHHe CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepaxeHo: 18
nakyBaHHS Ta MicsALiB 3anponoHoBaHO: 24 MicsAui TakoX 3MiHN
KOHTPO/b Cepili: BHECEHI B iIHCTPYKL,i0 4151 MEANYHOIO 3aCTOCYBaHHSA
OHkoTek ®apma N3y p. "TepmiH npugatHocTi"
MpogakwH M6X,
HimeuunHa
92. KBAAPOLIE® | nopoLloK A/18 PO3UHUHY MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHW |3a peyenmom UA/11759/01/01
® ans iH'ekuiino 1,0r; 1 "Kuismegnp "KuiBmegnpenapart” | Tuny - 3miHK 3 AKoCTi. FOTOBWIA Nikapcbkunii 3acib.
hNakKkoH 3 MOPOLLUKOM Y enapar" CucTeMa KoHTellHep/3akynoproBasibHMiA 3aci6. 3miHa
nauuj hopMmn abo po3mipy KOHTelHepa un
3aKyNnopBasIbHOTO 3ac06y (MEPBUHHOT yNakoBku)
(cTepunbHi nikapcbki 3aco6m) - 3amiHa h1akoHiB
po3mipom 30 M1 Ha chiakoHu po3mipom 20 mn, 6e3
3MiHM AKICHOrO Ta KiflbKiCHOro ck/iagy nakyBabHOro
martepiany. BBeAeHHs 3MiH NpoTAaromM 6-tu micsuis
nicns 3aTBepmKEHHS.
93. KETAHOB pO3uunH ANns iH'ekuinn (30 KK Tepanis PymyHis KK Tepanis AT PymyHis BHECEHHS 3MiH [JO peecTpaLiiiHMX maTepianis: 3MiHK (3a peyernmom UA/2596/02/01
mr/mMa) no 1 mn s AT | TUMY - OHOB/IEHHA TEKCTY MapKyBaHHSA YNakoBKu
amnynax Ne 10 NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmau,ii Wwoao
3a3HayYeHHs OAMHMLbB BUMIPIOBaHHSA Y cucTemi Sl
94. KETOHAN® Kancynm 3 CaHpo3 CnoBeHis Nex CnoBeHis BHECEHHS 3MiH [0 peEcTpaLiiiHMXx maTepianiB: 3MiHU  [3a peyernmom UA/8325/03/02
Ayo MOANIKOBAHNM dapmachbioTi dapmaueBTnyHa | TMny - BUlyYeHHA BUPOBHUKA Ait040i PEeHOBWHM
BUBINIbHEHHAM, TBEPAi Kans g.4. KoMnaHisa g.4., KeTonpodpeHy S.I.M.S. S.R.L., ITanis; 3MiHu | Tuny -
no 150 mr no 10 kancyn CnoseHis 3MiHa y cneumdikauii nos‘asaHa 3i 3amiHamMun y

y 6nicTepi; no 2
6nicTepy B KapTOHHIlA
Kopoo6Ui

(BMpPOGHMLTBO 3a
MOBHUM LIIK/TOM;
nakyBaHHs)

€Bponelicbkin dhapmakonei, 3MiHa BHOCUTbCSA
BUK/TIIOYHO AN NPUBEAEHHS Y BiANOBIAHICTL A0
OHOBJIEHOT MOHOTpadii €EBponeicekoi papmakonel.
BunyueHHs Tecty «Baxki MeTasin» Ta BHECEHHS
HLLIMX HEe3HAYHMX pefakLUiiHUX NpaBoK i3
nocunaHHAM Ha gjtouy sepcito EP; 3miHu | Tuny -
nopaHHs Hosoro E- CepTudikaTty BiANOBIAHOCTI
€sponelicbkiin papmakonei Ne R1-CEP 2000-029-
Rev 05 ansa xenaTuHy Big BupobHnka ROUSSELOT;
3MiHu | Tuny - BunyyeHHs ME-CepTudikaTiB
BiagnoBigHocTi €Bponeiicbkoi Papmakonei R1-CEP
2000-027-Rev 02 BnpobHmnka ROUSSELOT, R1-
CEP 2003-172-Rev 01 Bupo6Huka Gelita group, R1-
CEP 2002-110-Rev 00 Bupo6Huka PB GELATINS,
R1-CEP 2001-332-Rev 02 BUpo6HMKa
ROUSSELOT, R1-CEP 2004-022-Rev 00
BUpo6HMKa PB Leiner onsi LONOMIXHOI pevoBUHU
XENaTuH; 3MiHU | TNy - BUNYYEHHSI BUPOGHUKA
Aitoyoi pevoBrHN keTonpodeHy Bidachem S.p.A.,
ITania; 3miHn | Tuny - nogaHHsA Hosoro ME-
CepTtudhikaTy BignoBigHOCTI €EBponeiichkili
hapmakonei Ne R1-CEP 2001-424-Rev 03 ans
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
[OMOMDKHOT PEYOBVHY XeNaTuH Bif BUPOGHMKa
Gelita Group; 3miHu | TUNy - nogaHHA HoBoro ME-
CepTudpikaTy BignoBIAHOCTI €BpONENChbKil
hapmakonei Ne R1-CEP 2010-043-Rev 00 ans
[0NoMKHOT pevoBrHK Gelatin Big BXe
3aTBEpPAKEHOro BMpPOo6HNKa ROUSSELOT; 3MiHu |
TUMY - NoAaHHsa Hosoro E- CepTudikarty
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2000-045-Rev 03 ans JONOMKHOI peyoBUHM
XenatuH Big Bupo6Huka PB GELATINS
95. KIMALEE®® NOPOLLIOK A/191 PO3UYUHY MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3mMiHM |3a peyenmom UA/0501/01/02
Ans iH'ekuii no 0,75 ; 1 "Kuismegnp "Knismegnpenapart" | Tuny - 3MiHK 3 AKocTi. FOTOBMI NikapcbkWii 3acib.
hN1aKkoH 3 MOPOLLUKOM Y enapar” CuncTeMa KoHTelHep/3aKynoproBasibHUiA 3aci6. 3miHa
nauui chopmun abo po3Mipy KOHTeliHepa uu
3aKyrnoproBasibHOro 3acoby (MepBUHHOI YNakoBKM)
(cTepunbHi nikapcbki 3aco6u) - 3amiHa hakoHiB
po3mipom 15 mMn Ha donakoHn po3mipom 10 mn ans
[o3yBaHHA 0,75 1, 6€3 3MiHW SKICHOrO Ta KiflbKiCHOro
cKknafy nakyBasibHOro mMartepiasty. BBefjeHHsA 3MiH
NPOTAroM 6-TW MiICALIB NiC/A 3aTBEPAKEHHS.
96. KNEKCAH® pPO34nH NS iH'ekuin, 10 TOB Ykpaina CAHO®I BIHTPOIN dpaHuis BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: 3a peyenmom UA/7182/01/01
000 aHTK-Xa MO/mn, Ne "CaHodi- IHOACTPIA YTOUHEHHS1 BUPOGHUMKA B Hakasi MO3 YkpaiHu Ne
10 (2x5): no 0,2 mny ABeHTIC 2381 Bia 05.12.2019 B npoLieci BHECEHHSA 3MiH -
LINPUL-A03i i3 3aX1CHOI0 YkpaiHa" 3MiHM | TUNY - 3aMiHa Henpo3opoi honbry 6icTepy 3
CUCTEMOIO FOJIKuK, No 2 MapKyBaHHSIM Ha npo3opy honbry bnictepy 6e3
Lnpuy-403un y énictepi, MapKyBaHHA 3 METOI CNPOLLEHHSA npoLecy
no 5 6nictepis y BUPOOGHMUTBA. 3MiHVM BHECEHO Y TEKCT MapKyBaHHSI.
KapTOHHI kopobuj; no BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
0,4 Mn y WwNpvy-A03i i3 3aTeBep/xeHHs. byno - CAHO®I C.MN.A,, Itanis.
3aXMCHOK CUCTEMOD 3anponoHoBaHo - CAHO®I BIHTPOIN
rONKW; MO 2 LWNPULL-A03K IHOACTPIA, ®paHuis.
y 6nicTepi; no 5
6/1icTepiB Y KAPTOHHIN
Kopo6Li
97. KNOAN®PEH renb, 10mr/r, no 45r B YOPNA Benuka K.O. C/IABIA ®APM PymyHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiH1 |6e3 peyenma UA/10810/02/01
Ty6i; no 1 Ty6i y MEAWNLINH BputaHis C.P.N. | TNy - 3miHK Woao 6e3nekn/edhekTNBHOCTI Ta
KapTOHHI KOpooLi NIMITEL hapmakoHarnsgy. BeegeHHs abo 3miHu oo

y3arasibHeHVX fiaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT 0cobw,
BiZiNOBIAANbHOI 3a 34jiCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHuKa 4Ns
3[iiCHEeHHSs1 hapMakoHarsay B YkpaiHi, AKLL0 BoHa
BiIMiHHa Bif, yNOBHOB&XXeHOI 0co6y, BifnoBiAa1bHOI
3a 34jiicHeHHs chapmakoHarnsagy (BkaYaryn
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MiLLLeHHI macTep-
dhaiina cuctemmn chapmakoHarnsgy) - 3miHa
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KOHTaKTHUX AaHVX KOHTaKTHOI ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy B
YKpaiHi
98. KNONIAOrPE | nopoLuok (cybcTaHuis) B AT YkpaiHa IHa-CBidhT IHais BHECEHHS 3MiH 0 peecTpaviiiHuX maTepianis: 3MiHN - UA/3953/01/01
nwo nakeTax nogginHuUx "®Papmak” Ne6opeTopiec | TMNy - AAMiHICTpaTVBHI 3MiHW. 3MiHa
BICYNIb®AT nonieTuNeHoBnx ans Niviteq HallMeHyBaHHA Ta/abo agpecy 3asiBHMKa (BlacHuka
thapmMaueBTUYHOTO peecTpauiiHoro NocBig4eHHst). 3miHa
3aCTOCyBaHHSA HaliMeHyBaHHS Ta afpecu 3asiBHMKa (BNacHuka
peecTpaLinHOro Noceig4yeHHs)
99. KOOETEPM H | Tabnetku, no 10 ToBapucTBO YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHMX maTepianis: 3MiH1 (3a peyernmom UA/3563/01/02
TabneTok y 6nictepi; no 3 06MexeHo | TUNy - BUNYyYEHHS BTOPUHHOT YNaKOBKN rOTOBOrO
1 6nicTepy y Kopobu,i 3 06MEXeHOo BiANOBIAA/TbHICTIO nikapcbkoro 3acoby (kopobkm NelO (10x1) 3
KapTOoHYy BignoBiganb "XapkiBcbke a/lbTEPHATUBHUM TEKCTOM MapKyBaHHS. BBegeHHS
HiCTIO hapmaueBTUyHe 3MiH NPOTAroM 6-X MIiCALIB NiCNa 3aTBEPAXKEHHS
"XapkiBCcbke nigNPUEMCTBO
thapmaueBT "340poB's Hapoay"
nyHe
nignpuemcTs
0 "3p0poB'a
Hapoay"
100. | KONAPEKC NMOPOLLIOK A5 nakcoCmit Benwvka CMmIiTKnsiiH Bivem Icnanis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiB: 3MiH1  |6e3 peyenma UA/2560/01/01
XOTPEM 3l OpasibHOro Po34nHy; no KnsiiH BpuTaHis C.A. | TMNY - NoAaHHSA OHOBNEHOTO cepTudikaTa
CMAKOM 5 I MOPOLLKY Y NaKeTuUky; KoHcbtomep BignoBigHocCTI €Bponelickkili hapmakonei Ne R1-
NNMOHY no 5 abo 10 nakeTukis y Xenckep CEP 2003-179-Rev 03 ans gito4oi peyoBuHu
KapTOHHI KopooLi (FOK) Phenylephrine hydrochloride Big Bxe
TpeiginHr 3aTBEPAKEHOT0 BUPOOHUKA
Nlimiteq
101. | KOMBIBIP™ TabneTku, BKpUTI BiiB Benuka nakco OnepeiilHe Benvka BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiH1 (3a peyernmom UA/1935/01/01
060/10HKOI0, N0 60 Xenckep FOK | BputaHis IOK Nimitea, Benuka BpuTaHis/ | TUNYy - NogaHHA OHOBNEHOTO cepTudikarty
TabneToK y do/1akoHi; no Nimiten BputaHis; Monbwa BiAnoBigHOCTI EBponelickkinn hapmakonei R1-CEP
1 donakoHy B KAPTOHHIi nakcoCmiTKnsiAH 2005-063-Rev 03 Bif 3aTBEPKEHOrO BUPOOHMKA
Kopob6ui; no 10 TabneTok dapmacbloTVKan3 Aurobindo Pharma Limited, IHgia gitouoi peyoBuHM
y 6nicTepi; no 6 C.A., MonbLya 31J0BYAVH Y 3B’A3KY 3i 3MIHOKO B afpeci BUpoGHMKa
6nicTepiB y KAPTOHHIl AdI
Kopoo6ui
102. | KOMBIFAH® Kpansi o4Hi, no 5 mny AnnepraH IpnaHgis AnnepraH IpnaHgis BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasnis: 3MiHN (3a peyernmom UA/11289/01/01
dhnakoHi-KpanesbHUL; PapmacbHoTi dapmacbioTikans | TMNy - 3miHK Woao 6e3nekn/edpekTMBHOCTI Ta
no 1 a6o 3 dnakoHu- Kans Ipnangis hapmakoHarnsgy. BeegeHHs abo 3miHv o
KpanenbHuLi B IpnaHgisa y3ara/lbHeHUX JaHvx npo cuctemy chapmakoHarnagy

KapTOHHI ynakoBLi

(BBEAEHHS y3arasIbHEHUX AaHKX NPO CUCTEMY
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA hapmakoHarnagy;

KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHUKa A1
3[jiCHEeHHs hapMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMiHHA Bif, YyNOBHOBaXeHOI 0c06y, BiANOBiAaIbHOI
3a 34jiicHeHHs chapmakoHarnsgy (Bkioyaryn
KOHTaKTHi AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
dhalina cuctemu chapmakoHarnsgy) - 3miHa
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KOHTaKTHOI 0CO6GU YNOBHOBaXKEHOT 0COOM 3aBHUKA,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy B
YkpaiHi. MponoHoBaHa pegakuis: Kosasib KatepuHa
CepriiBHa. 3MiHa KOHTAKTHUX AaHWX KOHTaKTHOI
0Cco6U YNoBHOBaXKeEHOT 0COOM 3aBHMKA,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA ddapmakoHarnsgy B
YKpaiHi
103. | KOHTPAKTY rens no 10, 20 a6o 50 r Mepuy, HimeuunHn | Mepu, ®apma M'M6X i HimeuunHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu |6e3 peyenma UA/6090/01/01
BEKC y Ty6i; no 1 1y6i y dapmacbioTi a Ko. KraA | Tuny - 3miHK 3 AKkocTi. FOTOBWIA Nikapcbkuii 3aci6.
KapTOHHIA KOpoo6Li Kanc rmex

CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHsi rOTOBOrO MikapCbKoro 3acoby
(3MEHLLEHHA TepMiHY NpUAaTHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 15 TOproBoi ynakoBKu.
3MeHLLEHHA TepMiHy NpuAaTHOCTI 4151 TOTOBOro
nikapcbkoro 3acoby. 3aTBepAXeHO: 4 POKK.
3anponoHoBaHo: 3 poku. 3MiHK | Tuny - 3MiHK 3
sKocCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHA PO3Mmipy cepii (Bk1oUarun
Jiana3oH po3mipy cepil) roToBOro /ikapcbKoro
3acoby (36inblweHHA Ao 10 pasiB NOpiBHAHO i3

3aTBEPKEHUM PO3MIPOM)

BBE/leHHS 0AaTKOBOro pPo3Mmipy cepii roToBoro
nikapcbKoro 3aco6y. 3MiHu | Tuny - AAMIHICTpaTUBHI
3MiHW. (iHLUi 3MiHK) - YTOYHEHHS HaliMEHyBaHHS
3asBHUKA Ha YKpaiHCbKili MOBi. 3MiHu | TUNy - 3MiHK
3 siKocTi. FoToBWMIA Nnikapcbkuii 3aci6. CTabifnbHICTb.
3miHa y TepmiHax npugaTtHocTi abo ymoBax
36epiraHHs roToBOro NiKapcbkoro 3acoby
(36iNbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOro
nikapcbkoro 3acoby) - MNicas nepLioro po3kpuTTA
(niaTBEPOXKYETLCA AAHUMW PeasibHOro yacy) -
BBeJleHHA TepMiHYy NPMAATHOCTI FOTOBOrO
niKapcbKoro 3acoby nmicns NepLioro poskpuTTs — 6
MicauiB. 3MiHW | TUNY - AOMIHICTPATUBHI 3MiHW. (iHLWi
3MiHK). YTOYHEHHSI (DaKTUYHOT afpecy BUPOBHMKa,
BiANOBiga/IbHOrO 3a BMMYCK Cepil y 3B'A3Ky 3
NMOMW/IKOBMM BUHECEHHSIM I0PUANYHOT agpecu y
3aTBEPKEHNX IHCTPYKLT Ta TEKCTi MapKyBaHHI.
3MiHV BHECEHO B IHCTPYKLiO AN15 MeAUYHOro
3acTocyBaHHA y pp. "TepmiH npugartHocTi” Ta
"MicLe3Haxo4xeHHs BUPO6HMKa Ta agpeca micus
NPOBaXEHHS NOro AisNbHOCTI", AK HACNiAoK —
BiAMNOBIAHI 3MIHW Yy TEKCT MapKyBaHHS YNakoBKu
nikapcbkoro 3aco6y. 3miHu Il Trny - 3MiHM 3 SIKOCTI.
["oTOBWIA Nikapcbkunii 3aci6. KOHTpob roToBoro
nikapcbkoro 3acoby. 3mMiHa napaMmeTpis
cneumdikauin Ta/abo gonycTMMUX MeX roToBOro

nikapcbKoro 3acoby (3MiHa 3HaxoAMTbCs No3a
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3aTBEPMHKEHNMUN JONYCTUMUMU MEXAMU
cneuudikayiii) - poswmpeHHsa mex Cnevudikauii Ha
MOMeHT Bunycky /13 3a nokasHukom "B'AskicTb" 3
"Big, 750mMa*cek go 1250 mMa*cek" Ha "900 - 1400
MMa*c". 3miHu Il TMny - 3MiHK 3 sKoCTi. FoTOBUIA
nikapcbknii 3aci6. KOHTpONb roToBOro NikapCbKoro
3acoby. 3miHa napameTpis cneyudikauiin Ta/abo
L0NYyCTUMUX MEX rOTOBOrO JiKapCbKoro 3acoby (iHwi
3MiHW) - 3a3Ha4YeHHs cneundikauii "Ha MOMeHT
BMNycky" Ta cneuudikauii "Ha TepMiH npugartHocTi"
roTOBOro Nikapcbkoro 3acoby 06yMoB/IEHO
NpUBELEHHAM Y BiANOBIAHICTb A0 peecTpauiiHnX
mMarepianis BUPO6HMKa.
104. | KOPBAJNKAN | kancynu m'siki; no 9 AT YkpaiHa AT "KNIBCbKWN YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3mMiH1 |6e3 peyenma UA/13448/01/01
C Kancyn y énictepax; no "KUIBCbKW BITAMIHHUIA | TMny - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKMIA 3aci6.
9 kancyn y 6nictepi; no n 3ABO4" Onuc Ta cknag. 3miHa y cknagi (40noMiKHUX
2 abo 3 6nictepn y BITAMIHHWN peyoBUHax) roToBOro Nikapcbkoro 3acoby (iHLwui
nauuj " 3ABOA" 3MiHK) - 3aMiHa JOMOMIXKHOT PEYOBUHN [/liLEepPUHY Ha
copo6iT piaknii, YacTkoBo AerigpatoBanuii (E 420) y
cknagi xxenaTnHoBOT 06010HKM /13, TakoX 3MiHU
BHECEHI [0 IHCTPYKLiT 4718 MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3ainu "Cknag”,
"Oco6nMBOCTI 3acTOCyBaHHA" Ta, K HAcNifoK, A0
TEeKCTy MapKyBaHHS1 yNakoBOK NiKapCbKoro 3acoby
(BBefeHHs 3MiH NpOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS)
105. | KCANONTUK | kpansi o4Hi, po34uH, Nno dapmaueBT Monbwa TaexyH ®APM. Ko. Kopesi/ BHECEHHS 3MiH [0 peecTpaliiiHMxX maTepiasli: 3MiH1  (3a peyernmom UA/13411/01/01
KOMBI 2,5 Mny hnakoHi 3 WNYHWIA 3aBOg, 14, Kopesa MonbLua | TMNY - NogaHHA OHOBJ/IEHOIO cepTudlikaTy
KpanesibHuueto; no 1 "TIONIb®AP (B1po6HMLTBO M3, BiANOBIAHOCTI €Bponelicbkit hapmakonei R1-CEP
abo no 3 gonakoHu 3 MA" C.A. nepBrHHE 2003-239-Rev 01 Big 3aTBEPAKEHOTO BUPOOHMKA
KpanesibHULEI B nakyBaHHs, Sifavitor S.R.L ITanis gitoyoi pe4oBnHU TUMONOIY
KapTOHHiiA KOpo6Ll KOHTPO/b AKOCTI); Masear; 3MiHu | TUny - NoJaHHs OHOB/IEHOIO
dapmaueBTUYHNI cepTuguikaty BiANOBIAHOCTI EBpONeChbkil
3aBofg thapmakonei R1-CEP 2003-239-Rev 02 Big
"Monbchapma’ C.A., 3arBepkeHoro BupobHyika Sifavitor S.R.L Itania
Monbua (BTOpUHHE Lito40i pevyoBMHM TUMO/I0/TYy MasieaT B 3B'A3KY 3i
nakyBaHHs1, 3MiHOI HanMcaHHA agpecw; 3MiHu | TUny - nogaHHA
KOHTPO/Ib AKOCTI OHOBJ/IEHOrO cepTudikaTy BifNOBIAHOCTI
'N3 Ta Bunyck cepii) €Bponeiicbkin hapmakonei R1-CEP 2003-239-Rev
03 Bif, 3aTBEPKEHOrO BUPOOHMKA AiH0H0T PeYOBUHM
TUMO/I0/Ty Masieart B 3B'A3KY 3i 3MiHOKO Ha3Bu
BMpO6HUKa. Micue BUpo6HMLUTBA HE 3MIHW/IOCh;
3anpornoHoBaHo: R1-CEP 2003-239-Rev 03, Olon
S.P.A., ITanisa
106. | KCONAP NMOPOLLIOK A/151 PO3UUHY HosaprTic LLiBefuapi HoBapTic ®apma LlBeiiuapis BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a peyenmom UA/9055/01/02
Ans iH'ekuii no 150 mr; 1 dapma Al a LWTeliH Al TEeXHiYHa MOMWJIKA - BUNPABEHHSA TEXHIYHOT

h1aKOH 3 MOPOLUKOM Y
KOMMNEKTI 3

nomunku B MKA 13 p.Cneuundikadlisi, nos’a3aHe 3
nepeHeceHHsM iHhopMaLlii LWoa0 3a3HaYEeHHs!
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
PO34MHHKKOM (BOAa AN A0NyCTUMUX MeX Yy N. «OCMONANBHOCTL i3
iH'ekyjit) no 2 mn B opuriHaNbHUX AOKYMEHTIB BUPO6HMKa Ao MKA 13
amnynax Ne 1 B
ynakoBLyj
107. | NAMI3NN Kpem 1 %; no 15 r a6o rcK LLiBeiuapi 'CK KoHcblomep Lseiiapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiH1 |6e3 peyenma UA/1005/03/01
30 rB TY6i; no 1 Ty6i y KoHcbtomep A Xenckep C.A. Il TNy - BBEAEHHA AOAATKOBOrO BMPOOHUKa AdI
KapTOHHIA KOpoo6Li Xenckep Tep6iHadpiHy rigpoxnopugy - Derivados Quimicos
C.A. SAU, Spain 3 HagaHHAM macTep-ghaiiny. Beogutbces
[04aTKOoBa Ai/TbHULSA KOHTPOJTHO SIKOCTI CybCTaHLUil,
BMPOGNEHOI AaHUM BUPOGHUMKOM - Olon S.p.A., Italy;
pepakuiiiHi npaBkn [0 po3ainy «BUPOBHUK(M)» 3
BK/IIOYEHHSIM YCiX BUPO6HUKIB ADI
108. | NAMIKTAN™ TabneTku, LWo nakcoCmit Benuka nakcoCmiTKnsiAH Monbwa BHECEHHS 3MiH [JO peecTpaLiiiHMX maTepianis: 3MiH1 (3a peyernmom UA/0452/01/01
AncnepryoTses, nNo 5 mr, KnsiiH BputaHis PapmacbloTUKan3 Il TNy - 3MiHKM 40 IHCTPYKLiT 415 MefUYHOro
no 14 tTabneTtok y EkcnopTt C.A. 3acTOCyBaHHS flikapCcbKoro 3acoby Ao po3zinis
6nicTepi; no 2 6nictepn Nimiten "Oco6MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
B KapTOHHiii Kopo6Lii; no nepiog, BaritTHocTi abo rogysaHHsa rpyaat”
30 TabneTokK y goNaKkoHi; (yTouHeHHs iHdopmauii), "MobivHi peakuii”
no 1 pnakoHy B
KapTOHHiii Kopo6Lli
109. | NAMIKTAO™ TabneTku, Wo nakcoCwmit Benvka nakcoCmiTKnsiiH Monbwa BHECEHHS 3MiH 0 peecTpaliiiHMX maTepiasiB: 3MiH1 (3a peyernmom UA/0452/01/02
aucnepryoTbes, no 25 KnsiiH BpuTaHis PapmacboTrKan3 Il TMNY - 3MiHW [0 IHCTPYKLUIT ANA MeanYHOro
mr, no 14 TabneTok y Ekcnopt C.A. 3acTOCyBaHHS fikapcbKkoro 3acoby Ao po3zinis
6nicTepi; no 2 6nictepn Nimiten "Oco6MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
B KapTOHHI kopobui nepiog, BariTHOCTi abo rogyBaHHs rpyaa”
(yTouHeHHs iHdpopmauii), "MobiuHi peakwii"
110. | NAMIKTAO™ TabneTku, Wo nakcoCwmit Benvka nakcoCmiTKnsiiH Monbwa BHECEHHS 3MiH [0 peecTpauiiiHuX maTepiasiB: 3MiHM  (3a peyernmom UA/0452/01/03
aucnepryotbes, no 50 KnsiiH BpuTaHin dapmacboTrKan3 Il TMRY - 3MiHW [0 IHCTPYKLUIT AN1A MeanYHOro
mr, no 14 TabneTok y Ekcnopt C.A. 3acTOCyBaHHSA fikapcbKoro 3acoby Ao poszinis
6nicTepi; no 2 6nictepn Nimiten "Oco6nMBOCTI 3acTocyBaHHS", "3acTocyBaHHs y
B KapTOHHI kopobui nepiog, BariTHOCTi abo rogyBaHHs rpyaa”
(yTouHeHHs iHdpopmauii), "MobiuHi peakwyii"
111. | NTAMIKTAI™ TabneTku, Wo nakcoCmit Benuka nakcoCmiTKnsiiH Monblwa BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasniB: 3MiHK (3a peyernmom UA/0452/01/04
oucneprytoTtbes, no 100 KnsiiH BpuTaHis dPapmacboTrKan3 Il TMRY - 3MiHW [0 IHCTPYKLUIT ANA MeAnYHOro
mr, no 14 TabneTok y Ekcnopt C.A. 3acTOCyBaHHS flikapcbKoro 3acoby Ao poszinis
6nicTepi; no 2 6nictepn Nimiten "Oco6MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
B KapTOHHI kopobui nepiog, BariTHOCTi abo rogyBaHHsA rpyaa”
(yTouHeHHs indpopmauii), "MobiuHi peakwii"
112. | NTAMOTPUH Tabnetku no 100 Mr no TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMX maTepianis: 3MiH1 (3a peyernmom UA/2112/01/02
100 10 Tabnetok y 6nictepi; "ACIHO | TMNY - NoA4aHHS OHOBIEHOTO cepTudikaTa
no 1, 3 abo 6 6nictepis YKPAIHA" BiANOBIAHOCTI €Bponeiicbkiit hapmakonei R1-CEP

y nauui 3 KapToHy

2009-162-Rev 01 ana A®| JlTaMOTPUIXKUHY Bif yxe
3aTBepAKeHoro Bupo6Huka APl «Jubilant Generics
Limited”, IHAjs; 3MiHK | TUMY - BHECEHI 3MiHW [0 p.
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3.2.5.4.1. Cneupndpikauisi, a came BUTyHYEHHS M.
«PO3UYMHHICTE»
113. | NTAMOTPUH Tabnetku no 25 mr no 10 TOB YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: 3MiHU (3a peyernmom UA/2112/01/03
25 TabneTok y 6nictepi; no "ACIHO | TMNY - NogaHHsA OHOBNEHOTO cepTudikaTa
1, 3 abo 6 6nicTepiB y YKPAIHA" BiAnoBiaHoOCTI EBponelickkiit hapmakonei R1-CEP
nauui 3 KapToHy 2009-162-Rev 01 ana A®| JlaMOTPUIKMHY Bif Yxe
3arBepKeHoro BupobHuka Adl «Jubilant Generics
Limited”, IHAjs; 3MiHK | TUNY - BHECEHI 3MiHW [0 p.
3.2.5.4.1. Cneupndpikauis, a came BUIyHEHHS M.
«PO34YUNHHICTL»
114. | NAMOTPUH Tabnetku no 50 mr no 10 TOB YkpaiHa TOB "®apma Crapt” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiH1  (3a peyernmom UA/2112/01/01
50 Tabnetok y 6aictepi; no "ACIHO | TMNY - NOAAHHS OHOB/IEHOTO cepTudlikaTa
1, 3 abo 6 6nicTepiB y YKPAIHA" BiAnoBigHOCTI EBponelickkinn hapmakonei R1-CEP
nauvj 3 KapToHy 2009-162-Rev 01 ansa A®| laMOTpUIKUHY Bif, yxe
3aTBepmAKeHoro Bupo6Hunka A®| «Jubilant Generics
Limited”, IHAjis; 3MiHK | TUNY - BHECEHI 3MiHW [0 p.
3.2.5.4.1. Cneupndpikauis, a came BUIyYEHHS M.
«PO3YMHHICTb»
115. | NTAMOTPUH® | Tabnetku gucneprosai, TOB YkpaiHa Cnecicap C.A. Ipeuis BHECEHHS 3MiH [JO peecTpaLiiiHMX maTepianis: 3MiH1 (3a peyernmom UA/14222/01/01
no 25 wr, no 10 "ACIHO | TUMY - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
TabneTok y 6nictepi, no YKPAIHA" nikapcbKoro 3acoby 3 BHECEHHSM iHchopma,i woao
3 6nicTepun y KapTOHHii 3a3HavyeHHs OAMHMLb BUMIPIOBaHHSA Y cucTemi Sl.
nauui BBefieHHs 3MiH NpoTArom 6-T MicAUiB nicnsa
3aTBEPAKEHHS
116. | NTAMOTPUH® | Tabnetku gucneprosai, TOB YkpaiHa Cnecigap C.A. Ipeuis BHECEHHS 3MiH [J0 peecTpaLiiiHMX maTepianis: 3MiH1 (3a peyernmom UA/14222/01/02
no 50 wr, no 10 "ACIHO | TUMY - OHOB/NIEHHA TEKCTY MapKyBaHHS YNakoBKu
TabneTok y 6nictepi, no YKPAIHA" nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMa,ii Woao
3 6nicTepun y KapTOHHii 3a3HavyeHHs OAMHNLb BUMIPIOBaHHSA Y cucTemi Sl.
navu,i BBefeHHs1 3MiH NpoTArom 6-Tv MicAUiB Micas
3aTBEPAKEHHS
117. | NAMOTPUH® | Tabnetku gucneprosai, TOB YkpaiHa Cnecigap C.A. Ipeuis BHECEHHS 3MiH [J0 peEECTpaLiiiHMX MaTepianis: 3MiHU (3a peyernmom UA/14222/01/03
no 100 wmr, no 10 "ACIHO | TUMY - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
TabneTok y 6nictepi, no YKPAIHA" nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMalii LLoao
3 6nicTepun y KapTOHHii 3a3HavyeHHs OAMHMLb BUMIPIOBaHHSA Y cucTemi Sl.
navu,i BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPAKEHHS
118. | NAHTEC PO34uMH opasibHUiA, 50 CninbHe Ykpaina CninibHe yKpaiHCbKO- Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3mMiHM |6e3 peyenma UA/11561/01/01
mr/mn no 60 M B YKpalHCbKO- icnaHcbke | TMny - 3MiHK 3 AKOCTI. FOTOBWIA NliKapPCbKMiA 3aci6.
KOHTeliHepi; no 1 icnaHcbke nigNpPUEMCTBO CuncTeMa KoHTelHep/3akynoproBasibHUiA 3aci6. 3miHa

KOHTeliHepy 3 f03yHounm

nignpuemMcTs

"Cnepko YkpaiHa"

PO3Mipy YNakoBKV roTOBOrO JlikapCbKoro 3acoby
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

LUNPWLOM Yy nauui 3
KapToHy; no 200 mny
KOHTeliHepi; no 1
KOHTEWHepy 3 MipHUM
CTakaH4MKOM y nauuj 3
KapToHY

0 "Cnepko
YkpaiHa"

(BUTyYEHHS yNaKoBK/ MEBHOTO po3mipy).
BunyyeHHaM ynakoBok no 15 mn B nakeTuky, no 12
nakeTuKiB y mauLi 3 KapTOHy B peecTpauifiHomy
[OCbE, Ta SIK HaC/iAoK BigNOBIAHI 3MiHM A0
cneuundikauii Ta meToais KoHTponto MKA 13 3a
nokasHukom «CepefHs Maca i O4HOPIAHICTb Macu
(ansa nakeTukiB)», «O6'eMm, L0 BUTAryeTbCA (4714
nakeTukiB)» Ta y po3gini «Cknaf», a came cknag Ha
oAvH nakeTuk (15 mn). BeBegeHHs 3MiH npoTsarom 3-x
MicALiB MicnA 3aTBepKEHHSA. 3MiHu | Tuny -
AAMiHICTpaT1BHI 3MiHW. BunyyeHHs1 BUPOGHMYOT
AinbHUUI (BKAOYaoumM AinbHUL ana Adl,
NPOMDKHOro NPOAYKTY abo roToBOro JlikapcbKoro
3aco0by, AiNbHULI ANS NpoBeAEeHHS NakyBaHHS,
BMPOGHWKA, BiANOBIfa/IbHOTO 3a BUMYCK Cepili, Micue
NpoBeLeHHS KOHTPOSIIO cepii) abo nocTavanbHMKa
BUXiQHOrO MaTepiasly, peareHTy abo LONOMIXHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE). BunyyeHHs
OZIHOTO 3 3aTBEPKEHNX BUPOOHUKIB rOTOBOIO
nikapcbkoro 3acoby IABOPATOPIOC ANTKANA
PAPMA, C.J1., IcnaHis.

119.

NEBOKCUME
a

po3uuH ans iHdoysiid, 500
Mr/100 mn no 100 mny
dhnakoHi; no 1 chnakoHy
Y KapTOHHIli KopobLi

YOPN[
MEAVLIH
INIAY CAH.
BE TIAX.

AL

TypeuunH
a

Medap Inay CaH.
ALl

TypeyunHa

BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHK
| TMNy - 3miHK Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3ara/lbHeHUX JaHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX NPO cucTemy
hapMakoHarnsay, 3mMiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAA/LHOI 3a 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3asBHuka ons
3[jiCHEeHHs hapMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMiHHA Bif, YyNOBHOBaXeHOI 0c06y, BiANOBiAaIbHOI
3a 34jlicHeHHs chapmakoHarnsgy (Bkioyaryn
KOHTaKTHi AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOI ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHeHH:A ddapmakoHarnsgy B
YKpaiHi

3a peyernmom

UA/14634/01/01

120.

NEBOKCVME
il

TabneTkn, BKPUTI
NNiBKOBOIO 060/I0HKOIO,
no 500 mr no 7 TabneTok
y 6nicTepi; no 1
6nicTepy B KapTOHHIl
KOpooLi

YOPN[
MEAVLIVH
NIMITEA

Benuka
BpuTaHis

Biochapma lnau CaH.

Be Timpk. AL,
TypeuunHa; YOP/],
MEANLWH INAY
CAH. BE TIXK.
A.U., TypeuyynHa

TypeuunHa

BHECEHHS 3MiH [0 peeCcTpaLiiiHnx maTepianis: 3MiHM
| TMNYy - 3MiHK WoAo 6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHn [o
y3arasibHeHVX fiaHnxX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX iaHNX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocobw,
BiiNOBIAANbHOI 3a 3jiCHEHHS hapmakoHarnsaay;
KOHTaKTHOI 0cobM 3 hapMakoHarniagy 3asBHUKa 4ns
3[iiCHEeHHs1 hapMakoHarsay B YKpaiHi, kL0 BoHa
BifIMiHHa Bif] YyNTOBHOB&XXeHOI 0co6y, Bifnosifa1bHOI

3a peyenmom

UA/12659/01/01
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Ymosu

Homep

Ne
n/n

Hassa
JNliKapCcbK0O20

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Bionycky

peecmpayjiliHo2o
nocsioYeHHs

3acoby

3a 3gjiicHeHHs chapmakoHarnsagy (Bkiyaryn
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
thaiina cuctemu thapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHeHHA hapmakoHarnsgy B
YKpaiHi

3a peyernmom

UA/13423/01/01

121.

NE®NOKAL

TabneTku, BKpUTI
NAiBKOBOK 060/I0HKOIO,
no 250 wmr, no 10
TabneTok y 6nictepi; no
3 6nicTepun B KAPTOHHiIl
Kopoo6Li

Lbxy6inaHTt
[hxeHepikc
Nimiten

IHAisA

[bxy6inaHT
[bxeHepike Nimiteq

IHAjA

BHECEHHS 3MiH 0 peecTpaLiiiHMX maTepianis: 3MiHN
| Tuny - 3MiHK 3 sKocTi. FOTOBWMIA Nikapcbkunii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
yMoBax 36epiraHHs roToBOro Nikapcbkoro 3acoby

(36iNbLLUEHHA TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [1n1s Toprosoi ynakoBku
(niaTBEPOXKYETLCA AAHUMW PeasIbHOro yacy) -

36i/1bLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOTO
NiKapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB JOBrOCTPOKOBUX AOCAIMKEHD
CTabiNbHOCTI y peasibHOMY Yaci:
3arBepakeHo: TepMiH NPMAATHOCTI 2 POKK.
3anponoHoBaHo: TepMiH NpuAaTHOCTI 3 POKKn

UA/13424/01/02

122.

NED®NOKAL

TabneTkn, BKPUTI
NNiBKOBOIO 060/I0HKOIO,
no 500 wr, in bulk: no
5000 TabneTok y
naketax

[bxy6inaHTt
[bxeHepikc
NimiTen

IHais

[xy6inant
[bxeHepikc JlimiTeq

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHKN
| TMny - 3MiHK 3 AKOCTI. FOTOBWIA NliKapPCbKMiA 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHs roToBOro nikapcbKoro 3acoby

(36inbLLEHHS TEepPMiHY NPUAATHOCTI TOTOBOrO
nikapcbKoro 3acoby) - [1ns Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHUMKN peasibHOro vacy) -

306i/IbLUEHHS] TEPMiHY NPVAATHOCTI FOTOBOTO
NiKapCcbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB AOBrOCTPOKOBUX [OCAIMKEHD
CTabifIbHOCTI y peaslbHOMY Yaci:
3aTtBepmkeHo: TepMiH NpuaaTHoOCTI 2 poKu.
3anponoHoBaHo: TepMiH NpuAaaTHOCTI 3 poku

UA/13424/01/01

123.

NE®NOKAL

TabneTkn, BKpUTI
NNiBKOBOK 060/10HKOIO,
no 250 wr, in bulk: no
5000 TabneTtok y
naketax

[bxy6inaHTt
[xeHepikc
Nimiten

IHgis

[bxy6inaHt
bxeHepikc JimiTeq

IHais

BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasis: 3MiHN
| Tuny - 3MiHK 3 AkoCTi. FOTOBWMIA Nikapcbknii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHs roToBOro /ikapCbKoro 3acoby

(36iNbLUEHHA TEPMiIHY NPUAATHOCTI FOTOBOro
nikapcbKoro 3acoby) - [1na Toprosoi ynakosku
(nigTBEPAKYETLCA AaHMMN peasibHOro vacy) -

36iNbLUEHHSI TEPMiHY NPUAATHOCTI TOTOBOrO
NiKapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB JOBrOCTPOKOBUX AOCAIMKEHD
CTabiNbHOCTI y peasibHOMY Yaci:
3arBepakeHo: TepMiH NPUMAATHOCTI 2 POKK.
3anponoHoBaHo: TepMiH NPUAATHOCTI 3 pokwu

UA/13423/01/02

124.

NE®NOKAL

TabneTku, BKpUTI
NNiBKOBOIO 060/TI0HKOIO,
no 500 mr, no 10

[xy6inaHt
[hxeHepikc

IHais

NimiTeq

[xy6inaHT
[xenepike NimiTeq

IHais

BHECEHHS 3MiH [J0 pEECTPALiiiHMX MaTepianis: 3MiHN
| Tuny - 3MiHK 3 AKOCTi. FOTOBMI NikapcbkWii 3acib.

3a peyenmom

CT1abifibHiCTb. 3MiHa Yy TepMiHax NpuaaTHOCTI abo
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
TabneTok y 6nictepi; no ymMoBax 36epiraHHs roToOBOrO /iKapCbKoro 3acoby
3 6nicTepun B KAPTOHHiIl (36iNbLUEHHA TEepPMiHY NPUAATHOCTI FOTOBOro
Kopobui nikapcbKoro 3acoby) - [ns Toprosoi ynakoBku
(nigTBEPOXKYETLCA AaHMMN peasibHOro vacy) -
36i/1bLLEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB JOBrOCTPOKOBUX AOCAIMKEHD
CTabiNbHOCTI y peasibHOMY Yaci:
3arBepakeHo: TepMiH NPMAATHOCTI 2 POKK.
3anponoHoBaHo: TepMiH NPUAATHOCTI 3 pokwu
125. | NO3AN® TabneTku, BKpUTI TOB YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH [J0 peECTpaLiiiHMX maTepianis: 3MiHU (3a peyernmom UA/3906/01/03
060/10HKO0, N0 50 Mr "CaHocdpi- dapmacbloTikans”, Pecny6nika/ | TUNy - BHECEHHS 3MiH 40 po3giny “MapkyBaHHS"
Ne30 (10x3), Ne30 ABEHTIC Cnosaubka Yecbka MKSA N13: 3anponoHoBaHo: MapkyBaHHS. BignosigHo
(15x2), Ne 60 (10x6), Ne YkpaiHa" Pecny6nika Pecnybnika | [0 3aTBEpXEHOro TeKCTYy MapkyBaHHS. OHOB/IEHHS
60 (15x4), Ne 90 (10x9), (Bupo6HuyTeo M3, TEKCTY MapKyBaHHS YNakoBKM NikapCbKoro 3acoby 3
Ne90 (15x6): nepBrHHe Ta BHECEHHAM iHdhopMaLii LWOoA0 3a3HaYeHHS OAVHULb
no 10 TabneTtok y BTOpPUHHE BMMIpIOBaHHsA y cuctemi Sl. TepmiH BBe4EHHS 3MiH:
6nicTepi; no 3,6 abo 9 nakyBaHHs, npoTArom 6 micsuiB nicns 3aTBepAkeHHs
6nicTepiB y KApPTOHHIl KOHTPO/b Ta BUMYCK
Kopobui; no 15 Tabnetok cepiii); TOB
y 6nictepi; no 2,4 abo 6 "3eHTiBa", Yecbka
6nicTepiB y KApPTOHHIl Pecny6nika
KopoobLi (BupobHuuTtso M3,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepiit)
126. | NO3AN® TabneTku, BKpUTI TOB YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHU  (3a peyernmom UA/3906/01/04
060/10HKO10, Mo 100 mr "CaHodi- dapmacbtoTikans", Pecny6nika/ | TMNY - BHECEHHS 3MiH 0 po34iny “MapkyBaHHS"
Ne 30 (10x3), Ne 30 ABeHTIC CnoBaubka Yecbka MKSA N13: 3anponoHoBaHo: MapkyBaHHs. BignosigHo
(15x2), Ne 60 (10x6), Ne YKpaiHa" Pecny6nika Pecny6nika [,0 3aTBEPAXEHOro TEKCTY MapKyBaHHA. OHOB/IEHHSA
60 (15x4), Ne 90 (10x9), (Bupo6HuuTtso M3, TEeKCTY MapKyBaHHS1 yNakoBKM JTiKapCbKOro 3acoby 3
Ne 90 (15x6): nepBrHHE Ta BHECEHHAM iHdhopMaLil LWoA0 3a3HAYeHHS OAVNHULb
no 10 TabneTok y BTOPUHHE BMMIiptOBaHHA y cuctemi Sl. TepmiH BBELEHHS 3MIH:
6nictepi; no 3,6 abo 9 nakyBaHHs1, NpOTAroM 6 MiCSILiB NiCNs 3aTBePAKEHHS
6nicTepiB y KAPTOHHIl KOHTPO/b Ta BUMYCK
Kopobui; no 15 TabneTok cepiii); TOB
y 6nicTepi; no 2,4 a6o 6 "3eHTiBa", Uecbka
6nicTepiB y KAPTOHHIl Pecny6nika
Kopoo6Li (Bupo6HuyTeo M3,
nepBuHHe Ta
BTOPVIHHE
naxkyBaHHs,
KOHTPO/b Ta BUMYCK
cepiit)
127. | NO3AN® 100 | TabneTku, BKPUTI TOB Ykpaina CaHodpi-ABeHTic Cn. Monba BHECEHHS 3MiH [0 peEcTpaLiiiHMx maTepianis: 3MiHU [3a peyernmom UA/15308/01/01
nacC NNiBKOBO 060/1I0HKOH0, "CaHodi- 3 0.0. | TMMNY - OHOBJIEHHS TEKCTY MapKyBaHHA YNakoBKU
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
no 100 mr/25 mr, Ne 10 ABeHTIC nikapcbkoro 3acoby 3 BHECEHHSIM iHchbopMa,ii Loao
(10x1), Ne 30 (10x3), Ne YkpaiHa" 3a3HavyeHHs OAMHMLLb BUMIPIOBaHHSA Y cucTemi Sl.
90 (10x9): no 10 BHeceHHs1 3MiH A0 po3giny «MapkyBaHHs» MKHA N13.
TabneTok y 6nictepi; no 3anponoHoBaHo: MapkyBaHHS. BignosigHo o
1, 3 a6o 9 6nicTepiB y 3aTBEPKEHOro TEeKCTY MapKyBaHHSA. TepMiH
KapTOHHI kopobu; Nel5 BBE/EHHS 3MiH NpoTArom 6 micauis nicns
(15x1), Ne30 (15x2), 3aTBEPKEHHS
Ne90 (15x6): no 15
TabneTok y 6nictepi; no
1, 2 abo 6 6nicTepiB y
KapTOHHI Kopoo6Lli
128. | noKkcumaon Tabnetku no 15 mr, no YOPNA Ipysis yorPng MEgNUNH TypeyunHa BHECEHHS 3MiH 4,0 pPEeECTpaLiiHNX MaTepiasliB: 3MiHU (3a peyernmom UA/17187/01/01
10 TabneTok y 6nicTepi, MEANUNH INAY CAH. BE | Tuny - 3mMiHK W0 6e3nekn/echeKTUBHOCTI Ta
no 1 a6o 2 6nictepu B nTa TIOXK. A.LL. thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
KapTOHHI KOpoo6Li y3arasibHeHVX AaHnx npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHVX A@aHNX NPo cucTemy
hapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iCHEHHST hapMmakoHarnsagy;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, AKLL0 BoHA
BiAMiHHa Bif, yNOBHOB&XXeHOI 0co6y, BifnoBiAabHOI
3a 3gjiicHeHHs chapmakoHarnsgy (BkaYaryn
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MiLLEeHHI macTep-
thaiina cuctemu chapmakoHarnisgy) - 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXeHOT ocobu,
BiANoBiAaNbLHOI 32 hapmakoHarnsg. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy B
YKpaiHi
129. | MAAOMNAP® Tabnetku, 200 mr/50 mr ®.XopcpmaH | LWBeliyapi | Aenbchapm MinaHo, ITania/ BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: 3MiHW (3a peyernmom UA/11355/01/01
no 100 TabneTok y H-/13 Powu A C.P.1., Itanisa LBeiiLapis | TUNY - BHECEHHS 3MiH A0 po3ziny «MapKyBaHHs»
nAawui; no 1 naswuiy nrtp (BMpPOGHNLTBO MK$A N13: 3anponoHoBaHo: 3riHO 3aTBEPAXEHOr0
KapTOHHI KOPOOLi Hepo3dacoBaHo| TEKCTY MapKyBaHHS.
NPOAYKLT, NepBUHHE OHOB/IEHHA TEKCTY MapKyBaHHS ynakoBKM
naxkyBaHHs, nikapcbkoro 3acoby. BeefeHHA 3MiH NPOTAroM 6-Tu
BTOPUHHE MiCSILiB MicNsi 3aTBEPAKEHHSI
nakyBaHHs1,
BMNPO6GOBYBaHHSA

KOHTPOJIHO SIKOCTI);
®.XohhmaHH-/1a
Pow Jltg,
LLiBeliyapis (Bumyck
cepii);
®.XodhpmanH-/15
Pow /14,
LBeiiLapis
(nepsuHHe
nakyBaHHs,
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BTOPVIHHE
nakyBaHHs1,
BMNpoByBaHHSA
KOHTPO/O AKOCTI,
BUNYycK cepii)
130. | MAKMIPOP TabneTku, BKpUTI MONIKEM ITanis [onnenb ITanis BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: 3MiHU (3a peyernmom UA/5045/01/01
060/10HKOI0, No 200 mr, C.p.n. $apmaueyTiui C.p.n. | TUNY - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBK/
no 10 Tabnetok y NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
6nicTepi; no 2 6nictepn 3a3HavyeHHs OAMHMLb BUMIpOBaHHA Y cuctemi Sl.
B KapPTOHHI nayui TepMiH BBEEHHSA 3MiH NpOTAroM 6 micAuis nicns
3aTBEPAXKEHHS
131. | MAKMIPOP Kancysim BariHasbHi MONIKEM ITanis BignoBigasibHWI 3a ITanis BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: 3MiHW (3a peyernmom UA/3934/02/01
KOMMNMEKC® | m'saki, no 8 kancyny C.p.n. nepBuHHe, BTOPUHHE | TMNY - OHOBNIEHHA TEKCTY MapKyBaHHA ynaxkoBKu
6nicTepi; no 1 6nictepy naxkyBaHHs, nikapcbKoro 3acoby 3 BHECEHHAM iHchopmalii woao
B MauLyi KAPTOHHIN KOHTPO/b Ta BUMYCK 3a3HaYeHHs OAMHNLb BUMIPIOBaHHS y cucTemi Sl.
cepii: donnenb TepMiH BBEAEHHS 3MiH NpOTAroM 6 micAuis nicns
dapmaveyTiui 3aTBEPKEHHSA
C.p.n., Itanis;
BiANoBiganbHuii 3a
NOBHUIA LKA
BMpPOGHMLTBA:
Jonnenb
PapmaveyTivi
C.p.n., Itanis;
BMPOGHWK NPOAYKTY
in bulk: KataneHt
ITani C.n.A,, Itanis
132. | MAKMNEHEM MOPOLLOK 47191 PO3UYUHY Makneoac IHais EiCiEc Jo6dap ITania BHECEHHS 3MiH [JO peecTpaLiiiHMX maTepianis: 3MiH1 (3a peyernmom UA/11138/01/02
Ons iH'ekuii no 1000 mr PapmacboT C.M.A. | TMNy - 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta
1 a60 10 dhriakoHiB 3 nkasnc thapmakoHarnsgy. BeegeHHs abo 3miHv o
MOPOLLKOM Y KapTOHHilA Nimiteq y3arasibHeHUx faHux npo cuctemy chapmakoHarnagy

ynakoBLi

(BBEAEHHSA Y3arasIbHEHUX AaHWX NPo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi ocobw,
BiANOBIAA/LHOI 3a 34iiCHEHHSA (hapmakoHarnagy;

KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asiBHuKa Ans
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, SKLLO BoHa
BiIMiHHa Bif, yNOBHOBaXXeHOI 0C06M, BifNOBiAabHOI
3a 3fjiicHeHHs hapmakoHarnsgy (Bkaovatoun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0CO6M 3as1BHMKA, BifnoBigaIbHOT 3a
3pificHeHHs hapmakoHarnisgy: MponoHoBaHa
pegakuis: Dr. Ashish Mungantiwar. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0coby,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnagy.
3MiHa KOHTaKTHOI 0Co6M YNOBHOBaXKEHOT 0Co6U
3as1BHUKA, BiANOBIAaIbHOI 3a 34iACHEHHS
cthapmakoHarsisgy B YKpaini: [ponoHoBaHa
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2o

noceBi0o4YeHHs

pepakuisi: MHiTeybka /llo6oB BanepiiBHa. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI
0cobu 3a8BHUKA, BiAMNOBIAAUIbHOI 3a 3AIICHEHHS
thapmakoHarnsgy B YkpaiHi. 3viHa Homepa macTep-
dpaiina cuctemu chapmakoHarnsay

133.

MEJEKCON

Kpanni o4Hi, cycrnensis 1
mr/mn no 10 mny
dhnakoHi-KpanesibHUL;
no 1 chnakoHy-
KpanesibHuLi B
KapTOHHI KopooLi

YOPN[]
MEAVLIVH
nTA

Ipysis

K.O. Pomcbapm
Komnani C.P.J1.

PymyHis

BHECEHHS 3MiH [0 peecTpaliiiHuxX maTepiasis: 3MiHN
| Tuny - 3mMiHK W0 6e3nekn/echeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu o
y3arasibHeHVX AaHux nNpo cuctemy chapmakoHarnsgy
(BBEAiEHHA y3araslbHeHUX AaHuX Npo cuctemy
hapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, AKLL0 BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0co6y, BifnoBiAabHOI
3a 34jiicHeHHs chapmakoHarnsgy (Bkiyaryn
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
thaiina cuctemu thapmakoHarnisgy) - 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXeHOT ocobu,
BiANoBiAaNbLHOI 32 hapmakoHarnsag. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy B
YKpaiHi

3a peyenmom

UA/13862/01/01

134.

MEALOTWUNIH

PO34MH NS iH EKL,il,
1000 mr/4 mn no 4 mn B
amnyni; no 3 amnynu B
KOHTYPHIlA YapyHKOBIlA
ynakosui; no 1
KOHTYPHIli YapyHKOBIA
YyNakoBLi B KAPTOHHI
KOpooLi

YOPA[,
MEONLVH
nTh

Ipysis

K.O. Pomdchapm
Komnani C.P.J1.

PymyHist

BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHM
| Tuny - 3miHK W0 6e3nekn/echeKTUBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo 3miHu o
y3ara/lbHeHUx JaHvx npo cuctemy hapmakoHarnsagy
(BBEAEHHSA Y3ara/lbHEHVX AaHNX Npo cuctTemy
thapmakoHarnsgy, 3miHa ynosHoOBaXKeHoi ocoowu,
BiANOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3AiliCHeHHs hapMakoHarnagy B YkpaiHi, KL BoHa
BiMiHHa Bif, YNOBHOBaXKEHOI 0C06W, BignoBigasibHOI
3a 34jiicHeHHs chapmakoHarnsgy (BkaYaryn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MilLleHHi macTep-
thalina cuctemu chapmakoHarnisgy) - 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXeHOT ocobu,
BiAANOBiAabHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOI ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy B
YKpaiHi

3a peyenmom

UA/14716/01/01

135.

MENNAMIA

TabneTku no 2 mr, no 15
Tabnetok y 6nictepi, no
2 6nicTepy B KAPTOHHIl
nauuj

BocHanek
Aa.a.

BocHis i
Iepuerosu
Ha

BocHanek g.4.

BocHis i
lepuerosuH
a

BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasis: 3MiHN

| TMNY - OHOBNEHHS TEKCTY MapKyBaHHS NEepPBUHHOT

Ta BTOPUHHOT ynakosku /13, BBe4EHHA HanMcaHHA
oAMHULb S| naTnHeLer y TEKCTi MapKyBaHHS.
BBefeHHs 3MiH NpoTAroM 6-T1 micauis nicns

3a peyernmom

UA/14307/01/01
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3aTBEPKEHHS
136. | MENMNAMIA TabneTkn no 3 mr, no 15 BocHanek BocHis i BocHanek a.4. BocHis i BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiH1 (3a peyernmom UA/14307/01/02
TabneTok y 6nictepi, no a.a. lepuerosm lepuerosuH | TUNY - OHOBNEHHSA TEKCTY MapKyBaHHSA NEPBUHHOT
2 6nictepy B KAPTOHHIl Ha a Ta BTOPVHHOI ynakoskn 13, BBEEHHA HANMCaHHSA
nauui oAVHULb S| naTnHeLer y TEKCTi MapKyBaHHS.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micasa
3aTBEPAKEHHS
137. | MENEHAM NOPOLLOK A5 PO3UYNHY MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3mMiHM |3a peyenmom UA/10759/01/01
ons id'ekuimno 1,0r; 1 "Knismegnp "KniBmegnpenapat" | TMny - 3MiHK 3 AKOCTI. FOTOBUIA NliKapPCbKMiA 3aci6.
(h/1aKOH 3 MOPOLLKOM Y enapart” Cuctema KoHTeliHep/3akynoptoBasibHUii 3aci6. 3MiHa
nauui chopmun abo po3Mipy KOHTeliHepa uu
3aKyMnoproBa/IbHOTO 3acoby (MepBUHHOT YNaKOBKK)
(cTepunbHi nikapcbki 3aco6u) - 3amiHa akoHiB
po3mipom 30 M1 Ha chakoHu po3mipom 20 mn, 6e3
3MiHM SIKICHOrO Ta KifIbKiCHOro Ck/1agy nakyBaslbHOro
martepiany. BBefeHHs 3MiH NpoTaromM 6-tu micsauis
nicns 3aTBepAkeHHs.
138. | MENEHAM NMOPOLLIOK A1 PO3UUHY MAT YkpaiHa NnAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianiB: 3MiHM |3a peyenmom UA/10759/01/01
ons iH'ekuiino 1,0r; 1 "Kuismegnp "KuiBmegnpenapart" | TMny - 3miHK Wwoao 6e3nekn/eddeKTUBHOCTI Ta
h1aKoH 3 MOPOLUKOM Y enapar” hapmakoHarnagy (iHwi 3MiHn) - BHeceHHs 3MiH Jo
navui po3ainy “MapkyBaHHs" B 3aTBepKeHnx MKHA N3.
3arBepkeHo: 3rifHo 3aTBEPAKEHOrO TEKCTY
MapKyBaHHA. TeKCT MapKyBaHHS /likapCbKOro
3acoby. 3anponoHoBaHo: 3rigHO 3aTBEPMKEHOIO
TEKCTY MapKyBaHHA. OHOBJ/IEHHS 3aTBEPAXKEHOro
TEKCTY MapKyBaHHS ynakoBok J13. BBeeHHS 3MiH
NPOTAroM 6-TW MiICALIB NiC/IA 3aTBEPAKEHHS.
139. | METAKAPTHU PO34uH NS iH'ekuin, 1 yopna TypeyunH Medrap lnay CaH. TypeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiH1 (3a peyernmom UA/15530/01/01
H r/5mn; no5mn B MEANUNH a A.LL. | Tuny - 3miHn Woao 6e3nekn/echekTUBHOCTI Ta
amnyni; no 5 amnyn B INAY CAH. hapmakoHarnsgy. BeegeHHs abo 3miHv oo
KOHTYPHIli YapyHKOBIl BE TIAX. y3araslbHeHNX AaHuX Npo cuctemy apmakoHarnsgy
ynakosLi; no 1 a6o 2 A.L (BBEAEHHSA y3araslbHEHUX AAHUX MPO cUcTeEMy
KOHTYPHi YapyHKOBI chapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw,
YMNaKoBKN B KAPTOHHIl BiANOBIAA/ILHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
Kopoo6Li KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asiBHuKa Ans
3[jiCHeHHs1 hapMakoHarisay B YkpaiHi, SKLLo BoHa
BiAMiHHa Bif, yNOBHOBaXKeHOI 0cobw, BignosigabHOT
3a 3fjiicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHeHHA ddapmakoHarnsgy B
YkpaiHi
140. | METOTPEKC KOHUEeHTpar ans EBEBE ABCTpist NOBHWIA LMK ABcTpisi/ BHECEHHS 3MiH 10 peecTpauiiHux martepianis: 3MiHM [3a peyernmom UA/1209/02/01
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
AT "EBEBE" PO34uHy ANs iHdy3il, dapma BMPOGHMLTBA: HimeuunHa | TNy - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
100 mr/mn no 5 mn (500 Fec.m.6.X. EBEBE ®apma hapmakoHarnagy (iHwi 3MiHun)
mr), a6o no 10 mn (1000 Hdor. KI lFec.m.6.X. Hor. KT, 3MiHV BHECEHI A0 IHCTPYKLUii AN MefnyYHOro
mr), abo no 50 mn (5000 ABCTpiS; 3aCTOCYBaHHS NiKapCcbKoro 3acoby A0 po3ainis:
Mr) y do1akoHi; no 1 TeCTyBaHHS: "Moka3aHHs" (YyTOYHEHHS), "TpoTrnokasaHHA",
hNakoHy B KAPTOHHIl M "B3aemMogis 3 iHWMMM flikapCbkumn 3acobamm Ta
Kopoo6Li Mikpob6ionoriwec iHWi BMAW B3aemogiji", "Oco6nBOCTi 3aCTOCYBaHHSA"
Mptochnabop M6X, , "3acTocyBaHHsA y nepiof BariTHOCTi abo rofyBaHHs
ABCTpis; rpyaar”, "Cnocib 3actocyBaHHs Ta gosu”, "fOitn",
TeCTyBaHHS: "Mepepo3yBaHHsa", "MobiyHI peakuii" Woao 6e3nekn
Na6op N+C Al, 3aCTOCYyBaHHSA NikapcbKoro 3acooby.
HimeuunHa BBefeHHs1 3MiH NpoTArom 6-Tv MicAUIB Micas
3aTBEPAKEHHS
141. | METOTPEKC PO34uH ANs iH'ekuiin, 10 EBEBE ABCTpist NOBHUIA LKA AscTpisi/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3mMiHM |3a peyenmom UA/0513/02/01
AT "EBEBE" mr/ma no 1 mn (10 mr), Papma BMPOGHMLTBA: HimeuunHa | TNy - 3miHK Woao 6e3nekn/edhekTnBHOCTI Ta
no 5 mn (50 mr) y lec.m.6.X. EBEBE ®apma hapmakoHarnsagy (iHwi 3miHn)
dhnakoHi; no 1 dpakoHy Hdor. KI lec.m.6.X. Hdpr. KT, [ns iHCTpyKUiT Nnikapcbkoro 3acoby y dpiakoHax.
B KApPTOHHIli KOpo6L,; no ABCTpIS; 3MiHV BHECeHi A0 IHCTPYKUiT 4151 MegnyYHoro
0,75 mn (7,5wmr), no 1 TEeCTYBaHHS: 3aCTOCyBaHHS NiKapcbKoro 3acoby A0 po3ainis:
M (10 wmr), no 1,5 mn Mnn "Moka3aHHs" (YyToOUHeHHS), "TMpoTrunokasaHHa",
(25 wmr), no 2 mn (20 mr) Mikpob6ionoriwec "B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
y nonepesHbo Mptochnabop M6X, iHWi BMAaW B3aemogiin", "Ocob6nBoCTi 3aCTOCyBaHHSA"
3anoBHEHOMY LUNPULL; ABCTpIS; , "3acTocyBaHHsA y nepiof BariTHOCTi abo rofyBaHHs
nola6ono5 TeCTyBaHHS: rpyaaro”, "Cnocib 3actocyBaHHsA Ta gosu”, "fOitn",
nonepegHL0 Na6op 1+ C AT, "Mepepo3yBaHHsa", "MobiyHI peakuii” Woao 6e3nekn
3an0BHEHMX LWNpULLIB Y HimeuyunHa 3acTocyBaHHA Nikapcbkoro 3acoby. Ans iHCTpyKL,i
KapTOHHI KOpoo6Li nikapcbKoro 3acoby y nonepegHb0 3anoBHEHOMY
pasom 3i CTepUNbHO Lwnpuyi. 3MiHW BHECEHI 40 IHCTPYKUiT 415 MeAUYHOro
iH'eKUiliHOO roKoto Ta 3acToCyBaHHS NikapcbKoro 3acoby A0 po3zinis:
cepBeTkamu "MpoTunoka3aHHs", "B3aeMogis 3 iHLLUMK
nikapcbkMun 3acobamu Ta iHLWi BUAn B3aeMogiii",
"Oco6nMBOCTI 3aCTOCyBaHHA" , "3aCTOCYBaHHSA Y
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"Mepepo3yBaHHsa", "MobiyHI peakuii” Woao 6e3nekn
3acTocyBaHHA NikapcbKoro 3acoby. BeeaeHHs 3MiH
npoTArom 6-T1 MicALIB MicNa 3aTBEPAKEHHS
142. | METOTPEKC PO34UH NS iH'eKUiR, 25 TeBa 13painb $apmaxemi b.B., HigepnaHnamn TexHiyHa nomunka y MKA, sika 6yna gonyuieHa npy  |3a peyenmom UA/9609/01/01
AT -TEBA Mr/MAT; M0 2 MN'y dapmanesTi nepepeectpadii 13 (Haka3 Ne 1006 Big 25.12.2014
hnakoHi; no 1 dpiakoHy Kan p.) Npu Nepeknagi Ta nepeHeceHHi iHgpopmadii 3
B KOpOOLi IHpacTpi3 peecTpadiiiHoro gocbke (3.2.P.5.1 «Cneuudikauis,
nTa., p. «MeToAn KOHTPO/I): - 38 NOKA3HUKOM

«bakTepunanbHble 3HAO0TOKCHHbI», a came
nocunaHHA Ha hapMakorneto NoMuaIKoBo 6yno
BKasaHo «EBp. ®. 2.6.14, meTog B» 3amicTb «EBp.
®. 2.6.14, meTtop, A»; 3aTBepaxeHo: Esp. ®. 2.6.14,
meTopg B 3anponoHosaHo: EBp. ®. 2.6.14, meToa A -
no TEKCTY MeToaukn «KonmyecTseHHoe
onpegesieHVe MeToTpekcara», a came y
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
pO3paxyHKOBii hopmy i 064YMCNEHHS BMICTY Bif
3a5B/1EHOI Ki/IbKOCTi MOMUIKOBO 6YN0 BKasaHo
«JTo6as nHamemayanbHas npumech B %» 3amicTb
«CogepxaHune 0T 3aB/IEHHOr0 Konnyectsa B %»
143. | ME®PAPMINI® | Tabnetku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [J0 peECTpaLiiiHMX maTepianis: 3MiHU  (3a peyernmom UA/14013/01/01
NAiBKOBOI 060I0HKOI, "Kuismegnp "Kuismegnpenapar”, | TNy - 3MiHa HaliMeHyBaHHs1 BUPO6HUKa, 6e3 3MiH Y
no 500 mr no 10 enapar” Ykpaina MKSA 113, B iHCTPYKUiT 415 MeAM4YHOro 3acTocyBaHHs
Tabnetok y 6nictepi; no (BMPOGHMLTBO 3 Ta y TeKCTi MapKyBaHHS; 3anponoHoBaHo: MNoBHa
3,5, 6 abo 12 6nictepis nakyBaHHs in bulk Ha3Ba AKLioHepHe ToBapuncTeo "KuiBmegnpenapar”
y nauui ipMmn-BUPOGHIMKa CkopoyeHa Ha3Ba NAT "KuiBmegnpenapat”;
«lHAoKo Pemesi3 3MiHM | TUNy - 3MiHa HaliMeHyBaHHS 3asiBHUKa, 6e3
NimiTen», 1HAiA) 3MiH y MKA N3, B iHCTPYKUIiT 4719 MEANYHOro
3aCTOCyBaHHA Ta y TEKCTi MapKyBaHHS
3anponoHoBaHo: NMoBHa Ha3Ba AKLiOHEpHe
ToBapucTBo "KnisMmegnpenapat” CkopoyeHa Ha3Ba
MAT "Knismegnpenapat”
144. | ME®APMINI® | Tabnetku, BKPUTI MNAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiH1 (3a peyernmom UA/14013/01/02
NNiBKOBOIO 060/I0HKOIO, "Knismegnp "KuiBmegnpenapart”, | TMNY - 3MiHa HaliMeHyBaHHS1 BUPOOHKMKa, 6€3 3MiH y
no 850 mr no 10 enapar” YKpaiHa MKSA N3, B iHCTPYKUiT 4151 MeAMYHOro 3acToCcyBaHHS
Tabnetok y 6nictepi; no (BMPOGHMLTBO 3 Ta y TeKCTi MapKyBaHHS; 3anponoHoBaHo: MNoBHa
3,5, 6 abo 12 6nicTepiB nakyBaHHs in bulk Ha3Ba AKLioHepHe ToBapucTBO "KniBmeanpenapar”
y nauui PipMmn-BUPOGHIMKa CkopoyeHa HasBa NAT "Kvismegnpenapar”;
«lHpoko Pemepis 3MiHK | TUNY - 3MiHa HalilMeHyBaHHA 3asBHUKa, 6e3
NimiTeg», IHAiIA ) 3MiH Yy MKA /13, B iHCTPYKUiT 4151 MEANYHOTO
3aCTOCyBaHHSA Ta y TEKCTi MapKyBaHHS
3anponoHosaHo: MoBHa Ha3Ba AKLiOHepHe
ToBapucTBO "KniBMmegnpenapat” CkopoyeHa Ha3Ba
MAT "Knismegnpenapat”
145. | ME®APMINI® | Tabnetku, BKPUTI MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peEECTpaLiiiHMXx maTepiasniB: 3MiHU [3a peyernmom UA/14013/01/03
NAiBKOBOI 000I0HKOH, "Knismegnp "KviBmegnpenapat", | TNy - 3MiHa HaliMeHyBaHHS1 BUPO6HUKa, 6€3 3MiH Y
no 1000 mr no 10 enapar” YKpaiHa MKSA 113, B iHCTPYKUiT 415 MeANYHOro 3acToCyBaHHS
Tabnetok y 6nictepi; no (BMPOGHMLTBO 3 Ta y TeKCTi MapKyBaHHS; 3anponoHoBaHo: MNoBHa
3,5, 6 abo 12 bnictepis nakyBaHHs in bulk Ha3Ba AKLioHepHe ToBapuncTeo "KuiBmegnpenapar”
y nauui PipMmn-BUPOGHIMKa CkopoyeHa HasBa NAT "Kvismegnpenapar”;
«lHpoko Pemepis 3MiHK | TUNY - 3MiHa HalilMeHyBaHHA 3asBHUKa, 6e3
Nimiten», IHgjsa ) 3MiH y MKA N13, B iHCTPYKLU|iT 47191 MEANYHOrO
3aCTOCyBaHHA Ta y TEKCTi MapKyBaHHS
3anponoHoBaHo: MoBHa Ha3Ba AKLiOHEpHe
ToBapucTeo "KuiBmeanpenapar" CkopoyeHa Ha3Ba
MAT "Kuismegnpenapar”
146. | MI®ENPUCT Tabnetkun, no 200 mr Ne YaliHa Kutaii YaliHa Pe3oyp3ec KuTaiiceka BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasis: 3mMiHM  [3a peyenmom UA/16710/01/01
OH 1 a6o Ne3 y 6nictepax Pe3oypsec 3y Papmac'toTikan HapogHa | Tuny - 3mMiHK Woao 6e3nekn/echeKTUBHOCTI Ta
3iky Ko., N14. Pecny6nika thapmakoHarnagy. BeegeHHs abo 3MiHu o
dapmac’oTik y3araslbHeHNX AaHuX Npo cuctemy hapmakoHarnsgy
an Ko., N1g. (BBEAEHHSA Y3araslbHEHVX AaHNX NPo cucTemy

hapmMakoHarnagy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarisay 3asBHuKa AN
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

3[jiCHeHHs1 hapMakoHarisay B YKpaiHi, SKLo BoHa
BiAMiHHa Bif YyNOBHOBaXKeHOI 0cobw, BignosigabHOT
3a 3fjiicHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifmnoBiga/IbHOT 3a
3piicHeHHs1 hapmakoHarnsgy. MponoHoBaHa
pegakuis: Huang Dongliang. 3MiHa KOHTaKTHUX
[JaHnX YNOBHOB&XEHOI 0CO6U 3asBHYIKA,
BiANOBIAA/ILHOI 3a 34iliCHEHHSA hapmakoHarnagy.
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0CO6YU
3asBHVIKa, BifNOBIAaNbHOI 3a 34iNCHEHHS
hapmakoHarnsgy B Ykpaini. NponoHoBaHa
pepakuis: Typok B'auecnas B'auecnasosuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0COOM YNOBHOB&XEHOI
0Cco6M 3as1BHKKA, BignoBigasibHOT 3a 34iCHEHHS!
hapmakoHarnsagy B YkpaiHi. 3miHa micus
3[iICHEHHSI OCHOBHOI AiSNbHOCTI 3
thapmakoHarnagy. 3MiHa MiCLLe3HaX04KEHHS
macTep-haiina cuctemun chapmakoHarnsgy

147.

MOBUNPEN®

NOPOLLIOK ANs
OpasIbHOrO PO34MHY; N0
lcawe AilcaweBYy
nakeTi; No 2 nakeTn B
KapTOHHIA KOpoo6Li

HopxuH

HigepnaH
an

HOPXXWH Nimiteg,

Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaliinHuxX maTepiasis: 3MiHN
| TNy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOoTKili xapakTepucTuui
niKapcbKoro 3acoby, TeKCTIi MapKyBaHHS Ta
IHCTPYKUIT A1 MeQUYHOro 3aCcToCcyBaHHA Ha nigcTasi
perynsipHO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS MikapcbKoro 3acoby B
nicnsipeecTpaviiHuii nepiog, abo sk pesynbtart
OLiHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuuHux gocnigxeHs (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom) - 3MiHU 40 [HCTPYKLii 415 MeguyHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Oco61mBOCTI 3acTOCyBaHHA" LWOA0 6e3neku
3acTocyBaHHs. BBegeHHs 3MiH npoTsarom 6-Tu
MiCAILiB Micns 3aTBEPIKEHHS

6e3 peyenma

UA/12987/01/01

148.

MOKCUKYM

TabneTkn, BKPUTI
NAiBKOBOI 060I0HKOH,
no 400 wmr, no 7
TabneTok y 6nictepi; no
1 6nicTepy y KapTOHHIl
KOpooLi

YOPN]]
MEAVLIVH
INIAY CAH.
BE TIZX.

ALLL

TypeyunH
a

YOPAJ, MEAULINH

INIAY CAH. BE
TIAK. A.LLL

TypeuunHa

BHECEHHS 3MiH [0 peeCcTpaLiiiHnx maTepianis: 3MiHM
| TMNYy - 3MiHK WoAo 6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHn [o
y3arasibHeHVX fiaHnxX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX iaHNX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocobw,
BiiNOBIAANbHOI 3a 3jiCHEHHS hapmakoHarnsaay;
KOHTaKTHOI 0cobM 3 hapMakoHarniagy 3asBHUKa 4ns
3[iiCHEeHHs1 hapMakoHarsay B YKpaiHi, kL0 BoHa
BifIMiHHa Bif] YyNTOBHOB&XXeHOI 0co6y, Bifnosifa1bHOI

3a peyenmom

UA/17788/01/01
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

3a 3gjiicHeHHs chapmakoHarnsagy (Bkiyaryn
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
thaiina cuctemu thapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHeHHA hapmakoHarnsgy B
YKpaiHi

149.

MOMEALEPM
®

kpem, 1 mr/r no 15 r abo
no 30 ry Ty6i; no 1 Ty6i
B KAPTOHHIli Kopobu,i

TOB
"BANIEAHT
®APMACb
FOTIKAN3"

YkpaiHa

$apm3asog Enbha
AT.

Monba

BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHN
| TMNY - He3Ha4Ha 3MiHa Yy MeTo/i BUNpPo6yBaHHSA
roTOBOrO /likapcbkoro 3acoby, a came: «KinbkicHui
BMICT MOMeTa30Hy doypoaty B 1 1 Kpemy»; 3MiHu |
TUNY - HE3HAYHa 3MiHa Yy MeTofi BUnpobyBaHHS
roToOBOrO NiKapCcbKOro 3acoby, a came:
«XpomaTtorpagiyHa YncTota MoOMeTa3oHy dypoaty
(BEPX)»

3a peyernmom

UA/10968/02/01

150.

MYCKOMES,

PO34MH NS iH ek, 4
Mr/2 M1 no 2 mn B
amnyni; no 6 amnyn B
KOHTYPHIlA YapyHKOBIlA
ynakosui; rno 1
KOHTYPHIli YapyHKOBIA
YyNakoBLi B KAPTOHHI
KOpooLi

YOPN],
MEAVLIVH
INIAY CAH.
BE TIAX.

AL

TypeyunH
a

Medyap Inau CaH.
A.LL.

TypeuunHa

BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHW
| TNy - 3miHK W0 6e3nekn/echekTUBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo 3miHu o
y3ara/lbHeHUx JaHvx npo cuctemy hapmakoHarnsagy
(BBEAEHHSA Y3ara/lbHEHVX AaHNX Npo cuctTemy
thapmakoHarnsgy, 3miHa ynosHoOBaXKeHoi ocoowu,
BiANOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3AiliCHeHHs hapMakoHarnagy B YkpaiHi, KL BoHa
BiMiHHa Bif, YNOBHOBaXKEHOI 0CO6W, BignoBigasibHOI
3a 34jiicHeHHs chapmakoHarnsgy (BkaYaryn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MilLleHHi macTep-
thalina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOI ocobw,
BiiNOBIAaNbHOI 3a 3AjiCHEHHSs hapmakoHarnagy B
YKpaiHi

3a peyenmom

UA/14717/01/01

151.

MYCKOMEQL

Kpem, no 2,5 mr/rno 30 r
y Ty6i, no 1 1y6i B
KapTOHHI KOpooLi

YOPA[,
MEANLIVH
INIAY CAH.
BE TIOXK.
ALLL

TypeyunH
a

3eHTiBa Carnuk
YpyHnepi CaH. Be
Tigpx. A.LL.,
TypeuunHa; YOP/],
MEANLWH INAY
CAH. BE TIZX.
A.l., TypeyunHa

TypeyuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHuX maTepianis: 3MiHU
| Tuny - 3miHK Woao 6esnekn/echekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX faHux npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi ocobwu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnagy;
KOHTaKTHOI 0co6U 3 thapmakoHarnsgy 3asiBHuKa Ans
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, SKLLO BoHa
BiIMiHHa Bif, YyNOBHOBaXXeHOI 0c06M, BifNOBiAAIbHOI
3a 3fjiicHeHHs hapmakoHarnsgy (Bkaovaroun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3amiHa
KOHTaKTHUX AaHWX KOHTaKTHOI ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA ddapmakoHarnsgy B
YKpaiHi

3a peyenmom

UA/16594/01/01

152.

HA30/1®

Kpansi HasasibHi

TOB

YKpaiHa

IcTiTyTO AE AnXeni

ITanis

BHECEHHS 3MiH [10 peecTpaLiiiHMX maTtepiasis: 3MiHK

6e3 peyenma

UA/9481/01/01
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BEBI 0,125%; no 10 mny "BANEP" C.p.n. | TUNY - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBK/
dnakoHi 3 NiNeTkoto; No NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
1 donakoHy B KapTOHHIi 3a3HavYeHHs OAMHMLb BUMIpOBaHHA Y cuctemi Sl.
Kopoo6Li BBefeHHs 3MiH NnpoTarom 6 micsAuiB nicns
3aTBEPIKEHHS
153. | HASON®KIAC | cnpeli HazanbHwuii 0,25 TOB YkpaiHa IcTiTyTO AE AHXeni ITanis BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX MaTepiasiiB: 3MiHM |6e3 peyenma UA/9482/01/01
%; no 10 mn y donakoHi 3 "BANEP" C.p.n. | TUNY - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBK/
po3snpuckyBayem; no 1 NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
hN1aKoHy B KapTOHHIi 3a3HavyeHHs OAMHMLb BUMIpOBaHHA Y cuctemi Sl.
KopooLi BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPAXKEHHS
154. | HATPIO po3unH gns iH'ekuin 300 AT "BIONIK" YKpaina AT "BIOJIIK" YkpaiHa BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: 3MiHWN  (3a peyernmom UA/11142/01/01
TIOCYNb®AT | mr/mn, no5mn B | TMNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
-BIOJIIK amnyni; no 10 amnyn B HaliMeHyBaHHS Ta/abo agpecy MicLsA NPOBaKEHHS
nadui; no 10 mn B LisiNIbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
amnyni; no 5 a6o no 10 NikapcbKoro 3acoby, BKIOUAKUN AiNTbHNL BUNYCKY
amnyn B navwi cepii abo micLie NpoBefEeHHs KOHTPOIO AKOCTI.
([isnbHICTb, 3a 5Ky BignoBigae BMPOGHUK/iMnopTep,
BK/IO4a0UM BUMYCK Cepili) - 3MiHa HaliMeHyBaHHs Ta
anpecu BupobHuka M3, 6e3 3amiHn Micus
BMpO6GHULTBA (BBEAEHHST 3MiH MPOTArOM 6-Ti
MiCALiB Nicna 3aTBePMKEHHSR); 3MiHW | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA
Ta/abo agpecu 3asBHMKa (BNacHUKa peecTpauiiHoro
NoCBiYEHHS) - 3MiHa HaliMeHyBaHHS Ta agpecu
3asBHUKA (B1aCHVKa pPEECTPaLiiHOro NOCBifYEHHS)
BBefeHHs1 3MiH MpOTAroM 6-Tu micsAuiB nicas
3aTBEPMKEHHS; 3MiHM | TURY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHN) - OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBK/
nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMalii LLoao
3a3HavYeHHs OAMHULb BUMIpIOBaHHA Y cuctemi Sl.
3amiHa po3giny «IpadiuyHe 0hopMIEHHS YNakoBKM»
Ha po3gain «MapkyBaHHsA» MKHA /13 (BBefeHHS 3MiH
NPOTAroM 6-TW MIiCALIB MiC/A 3aTBEPKEHHS)
155. | HATPIO po3uunH ans iHdoysiii 0,9 [JouipHe YkpaiHa [JouipHe YkpaiHa BHECEHHS 3MiH 0 peecTpaliiiHux maTepiasiB: 3MiH1 (3a peyernmom UA/4285/01/01
Xnoeunpg %, no 100 mn, abo no nignpuemcTs nigNPUEMCTBO | TMNYy - oHOB/IEHHA po3giny 3.2.P.7 Cuctema
200 mn, a6o no 250 mn, o] "®apmatpeiig” KOHTeliHep/3akynoptoBasibHWiA 3aci6 (yHidikauis
a6o no 400 mn, abo no "®apmartpeii iHchopmauii, WoA0 HedhpyHKLiOHaTbHOTO 30BHILLHBOTO
500 mn, a6o no 1000 a" nakyBasibHOro Matepiany (noniMepHoi nnisku)), 3
mn, abo no 3000 mn, BiANOBIAHUMY 3MiHAMU [0 P. «YNakoBKa»
a6o no 5000 mny
KOHTeliHepax
156. | HATPIO po3unH ans iHdoysiii 0,9 B. bpayH HimeuunH B. BpayH Megjkan Icnanis/ BHECEHHS 3MiH [0 peecTpaliinHMx maTepiaulis: 3MiHN  (3a peyernmom UA/9611/01/01
xnoenagy %; no 100 mny Menb3yHreH a CA, IcnaHis; B. HimeuunHa | TMNY - OHOBNIEHHA TEKCTY MapKyBaHHA ynakoBKu
PO34/H donakoHi; no 20 Al BpayH Menb3yHreH NiKapcbKoro 3acoby 3 BHECEHHAM iHpopmalLii Wwoao
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
IB0TOHIYHW | dhriakoHiB y KapTOHHii Al, HimeuunHa 3a3HavYeHHs oAVHMLb BUMIpIOBaHHA Y cuctemi Sl.
10,9% B. Kopo6ui; no 250 mn, abo (BUPOBHMLTBO, TepMiH BBEEHHS 3MiH NpOTAroM 6 micAuis nicns
BPAYH no 500 mn, a6o no 1000 nepBuHHaA Ta 3aTBEPLKEHHSA
My chnakori; no 10 BTOPVIHHA YNakKoBKa,
(p1aKOHIB Yy KapPTOHHIl Bunyck cepii); b.
Kopoo6Li BpayH Menb3yHreH
AT, Himeuunna
(koHTpO/Ib cepii)
157. | HYTPU®DNEK | emynbcia gns iHdysii; b. bpayH HimeuunH b. bpayH HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK (3a peyernmom UA/13297/01/01
C ninig, no 625 mn (250 mn Menb3yHreH a Menb3yHreH Arl, | TUNY - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
CNELUIANBbH PO34MHY amiHOKUCNOT+ Al HimeuyunHa NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmalLii Wwoao
nin 125 M XunpoBsoi (BMpOGHMLTBO, 3a3HavyeHHs oAMHWLb BUMIpOBaHHA Y cuctemi Sl.
emMybCii + 250 mn nepBrHHa Ta TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicAuiB nicas
PO3YMHY T/1H0KO3W) B BTOPVHHA YNaKoBKa, 3aTBEPAKEHHS
MiLLKax naacTMKoBmx Bunyck cepii); b.
TpUKamepHux; no 1 BpayH Menb3yHreH
MILLKY Y 3aX1CHOMY Al, HimeuunHa
NaacTVKOBOMY MiLLKY; MO (koHTpOsb cepii)
5 MILLKIB KAPTOHHIi
Kopobui; no 1250 mn
(500 mMA po3unHy
amiHokmcnot+ 250 mn
XNPOBOT emynbCii + 500
MJ/T PO3YMHY /1H0KO3K) B
MiLLIKax NaacTUKOBUX
TprkamepHux; no 1
MILLIKY Y 3aXMCHOMY
NI1acTUKOBOMY MILLIKY; NO
5 MiLLKIB KAPTOHHIi
Kopob6ui; no 1875 mn
(750 mn po3unHy
amiHokmcnot+ 375 mn
XNPOBOI emynbCeii + 750
MJ1 PO3YMHY T/TH0KO3W) B
MilLIKax NaacTUKOBUX
TpuKamepHux; no 1
MIiLLIKY Y 3aXMCHOMY
NAacTUKOBOMY MiLLIKY; NO
5 MILLKIB KAPTOHHIi
Kopo6Ui
158. | O/IPEH®-100 | Karncy/v nNposoHroBaHotl TeBa 13painb AuunHo ®apma AT, LlBeliuapia/ | BHECEeHHs 3MiH A0 peecTpauiliHux MaTepianis: 3MiHA |3a peyenmom UA/5124/01/01
CP Ajii no 100 mr no 10 dapmaLeBTi LLseliyapis HimeuunHa | TMNYy - 3MiHWM 4O IHCTPYKLiT 419 MeguMyHoro
AENOKANC Kancyn y 6nicrepi; no 2 Kan (BMpPOGHMLTBO 3a 3aCTOCYBaHHS NiKapcbKoro 3acoby A0 po3ainis:
6nicTepu B KOPOOLL IHpacTpi3 NOBHUM LMK/IOM); "MpoTunokasaHHA", "B3aeMogia 3 iHWMK
nra. YHTEP3YXYHICIHCTUT nNiKapcbknmy 3acobamu Ta iHLWi BUAW B3aEMOSn",

yT Xennenep,
HimeuunHa
(oogaTtkoBa

"Oco6MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BaritTHoCTi abo rogysaHHs rpyaat”, “rMob6iyHi
peakuii" 1woa0 6e3nekn 3acTocyBaHHSA Aitoyoi
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nabopartopis, o peyoBuHW. BBEAEHHS 3MiH MPOTAroM 6-TW MicsLiB
npuiimae yyacTtb B nicnsa 3aTBepKeHHs
KOHTpONi cepii)
159. | ONIPEH®-50 TabneTkun TeBa 13painb AuunHo dapma AT, LLiBefuapis/ | BHECEHHS 3MiH [0 peecTpauiiiHuX maTtepiasis: 3MiHN (3a peyernmom UA/5123/01/01
NAKTAB KMLLKOBOPO34MHHI o 50 dapmaLeBTi LBeiiLapis HimeyunHa | TMNYy - 3MiHW BHeCeHi A0 IHCTPYKUiT 415 MeaNYHOro
mr, no 10 TabneTok y Kan (BUPOGHMLTBO 3a 3acToCyBaHHS NikapcbKoro 3acoby A0 po3zinis:
6nicTepi; no 2 6nictepn IHpacTpi3 MOBHWUM LMK/IOM); "MpoTunokasaHHs", "B3aeMogis 3 iHLMMK
B KOpOOLi nra. YHTepP3YXYHICIHCTUT nikapcbkMuM 3acobamu Ta iHWi B1UAn B3aeMogiii",
yT Xennenep, "Oco6/1MBOCTI 3aCTOCYBaHHA", "3aCcTOCyBaHHS y
HimeuunHa nepiog, BariTHOCTi abo rogyBaHHs rpyaat”, “Mo6iyHi
(oopaTkoBa peakui” Wwoao 6e3nekn 3acTocyBaHHS AjHyoi
nabéopartopis, LWo peyoBUHW. BBeAEHHS 3MiH NPOTAroM 6-Tu MicALiB
npuiiMae yyacTb B nicns 3aTBepaKeHHs
KOHTpONi cepii)
160. | OME3® ACP Kancynm 3 [O-p Peppi'c IHAjis [-p Peppj'c IHAis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3MiHU (3@ peyenmom UA/11149/01/01
MoguchikoBaHUM JNlabopatopi Nab6opaTopic /1Ta, | TMny - 3MiHK 3 AKOCTI. FOTOBWIA NliKapPCLKMIA 3aci6.
BUBI/IbHEHHAM, TBEPA;; c Nitg, Brpo6Huya CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
no 10 kancyn y 6nictepi; AinbHuusA - 1 ymoBax 36epiraHHs roToBoro nikapcbkoro 3acoby
no 3 6nictepu B (36iNbLLEHHST TEPMIHY NPUAATHOCTI FOTOBOIO
KapTOHHIA KOopooLi nikapcbkoro 3acoby) - [1ns ToproBoi ynakoBku
(nigTBEPAXYETLCA AaHUMKN peasibHOro vacy) -
36i/1bLUEHHS TEPMiHY npugaTHocTI /13
3arBepaKeHo: 2 poku. 3anpornoHoBaHo: 3 POKK.
BBefieHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPKEHHS.
161. | OMENPA30/ | kancynu no 20 mr no 10 AHaHTa Benuka dnamiHro IHais BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHa (3a peyernmom UA/0656/01/01
20 AHAHTA Kancyn y 6nictepi, no 10 Megpikeap BputaHis dapmacbloTukanc 3asBHUKA (BaCHVKa pPEECTPALiiHOro NOCBIAYEHHS)
6nicTepiB y nauui nrp. nra. (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
BBefeHHA 3MiH NpoTAarom 3-x micsAuis nicas
3aTBEPKEHHS.
162. | OMEMNPA30/ | niodpinizat ans po3unHy dapmaneBT Ipeuis AHDAPM XENNAC Ipeuis BHECEHHS 3MiH [0 peecTpauiiiHuX maTepiasiB: 3MiH1 (3a peyernmom UA/1030/01/01
-BOKATE Ons iH'ekuii no 40 wr, 1 nyHa C.A | TMNYy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta
dhnakoH 3 niogpinizatom KOMMNaHis hapmakoHarnsgy. BeegeHHs abo 3miHv o
y KoMniekTi 3 1 "BOKATE y3arasibHeHVX AaHnX Npo cuctemy hapmakoHarnsgy
amnysoto 3 POUNHHUKOM CA" (BBEAEHHSA Y3araslbHEHNX AaHWX NPO cucTemy

no 10 mn
(nonieTnnenrnikons 400,
KNCNOTN IMMOHHOT
MOHoOrigpart, Boay Ans
iH'EKLi) Y KAPTOHHIN
KopoobLi

thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuka ans
3[jiCHEeHHs1 hapMakoHarnsay B YkpaiHi, AKLO BOHa
BiIMiHHa Bif, yNOBHOB&XXeHOI 0c06y, BiANOBiAaIbHOI
3a 34jlicHeHHs chapmakoHarnsgy (BkiYarym
KOHTaKTHi AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0Ccob¥ 3as1BHMKa, BignoBiganbHOI 3a
3[jiCHEeHHs hapmakoHarnsay B YkpaiHi.
MponoHoBaHa pepakuisi: IBacbkoBa Anna
BacuniBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3as8BHUKA, BiANOBIAA/IbHOI 3a 3AIICHEHHSA
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
hapmakoHarnsgy B YkpaiHi
163. | oPuunon TabneTkn, BKPUTI YOPNA Ipysis NNABOPATOPIA ®paHuisa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiH1 (3a peyernmom UA/11221/01/01
NNiBKOBOIO 060/I0HKOIO, MEAMLUNH BEWNI-KPEAT- | TMNy - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
no 10 TabneTok y nTa BEPHYWE hapmakoHarnsgy. BeegeHHs abo 3miHv oo
6nictepi; no 1 6nictepy y3araslbHeHNX AaHuX Npo cuctemy apmakoHarnsgy
B KAPTOHHII ynakoBLiji (BBEAEHHSA y3arasilbHEHUX AAHUX MPO cUCTEMY
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT ocobw,
BiANOBIAA/LHOI 32 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asiBHVKa Ans
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, SKLLo BoHa
BiAMiHHA Bif yNOBHOBaXKeHOI 0cobw, BignoBigasibHOT
3a 3fjiicHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu,
BignoBiAa/IbHOT 3a papmakoHarnsag. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOI ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHeHH:A ddapmakoHarnsgy B
YkpaiHi
164. | OCNEKCUH® | rpaHynu no 33 r gns 60 CaHpo3 CnoBeHis CaHpo3 'm6X - ABCTpis BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHU  (3a peyernmom UA/6930/01/01
MJ/1 OPaJ/TbHOT CyCneHsii dapmacbHoTi TexOnc | TMMNY - OHOB/IEHHA MOCUIAHHS LLOAO METOAIB
(125 mr/5 mn) y Kans g.4. KOHTPO/I0 AONOMDKHOT Pe4oBUHU — 3aUi3i oKenga
dhnakoHi; no 1 dpakoHy xoBToro (E 172), a came: 3anULLINTX NOCUNAHHS Ha
Yy KOMMJIEKTi 3 MipHOO USP/NF Ta BugaamTti onmc
JI0XKKOHO
165. | OCNEKCUH® | rpaHynu no 33 r gns 60 CaHpo3 CnoBeHis CaHpo3 'mbX - ABCTpis BHECEHHS 3MiH [0 pEECTpaLiiiHMX MaTepianiB: 3MiHU  [3a peyernmom UA/6930/01/02
M1 OPa/IbHOI CyCrneHsii dapmacbioTi TexOnc | TNy - OHOBMIEHHS NOCUNAHHS W00 METOZIB
(250 mr/5 mn) y Kans g.4. KOHTPO/IO0 AONOMDKHOT pe4yoBUHU — 3ani3i okenga
dnakoHi; no 1 dpiakoHy xoBToro (E 172), a came: 3aULWLINTX NOCUNAHHS Ha
Y KOMMNJIEKTi 3 MipHOIO USP/NF Ta BuganuTy onuc
JI0XKOH
166. | OPTAH® Kpanni o4Hi; no 10 mny CaHTteH AT PiHNAHAIA Hekct®apma AT, diHNsAHAIA BHECEHHS 3MiH 4,0 PEECTpaLiiHNX MaTepiasliB: 3MiHW (3a peyernmom UA/5593/01/01
KATAXPOM donakoHi 3 DiHNAHAA Il TNy - 3MiHa KpUTEpIiB NPUIHATHOCTI 3a
KpanesibHuuero; no 1 (BUPOBHUK, nokasHukom «Mikpob6iosoriyHa unctoTa» y
hN1aKoHy B KapTOHHIi BiANOBIAaIbHUI 3a cneuudikauii Ha gitody peqyoBuHy uutoxpomy C;
Kopoo6Li BMPOGHULITBO in 3anponoHoBaHo: ? 100 CFU/g
bulk, nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI);
CaHTeH AT,
DiHNAHAIA
(BUPOBHUK,
BiANOBIAaIbHUI 3a
BMNYyCK cepii)
167. | NAHKPEATHU nopoLuok (cybcraHuis) B AT YkpaiHa BIO3IM HimeyunHa BHECEHHS 3MiH [JO peEECTpaLiiiHMX MaTepianis: 3MiHN - UA/5684/01/01
H nonieTmneHosux miwkax | "BITAMIHA" e3enbliadt drop | TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
415 BUpobHUUTBA EH3imMTexHonori M6X HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa (BlacHMKa
HecTepusIbHUX peecTpaLiiHoro NocBigYeHHst). 3miHa
nikapcbknx hopm HalilMeHyBaHHS Ta afpecu 3asiBHUKA.
168. | NAPANNEH® cupor; Nel: no 100 mny TOB YkpaiHa Eii HatTepmaHH eHf, HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiH1 |6e3 peyenma UA/10763/01/01
TUAM'AH donakoHi; o 1 dpakoHy "CaHodi- Caiii. TM6X | TUNY - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
Y KapTOHHI KOpOObLLi ABEHTIC NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmavii Wwoao
Ykpaiva" 3a3HavyeHHs OAVHMLb BUMIPIOBaHHSA Y cucTemi Sl.
BHeceHHs 3MiH f0 po3giny «MapkyBaHHs» MKA 113.
3anponoHoBaHo: Po3gin “MapkyBaHHsa": BignosigHo
[10 3aTBEPAXEHOr0 TEKCTY MapKyBaHHS. TepMiH
BBEJEHHS 3MiH: NPOTAroM 6-T1 MicsLiB nicns
3aTBEPKEHHS
169. | MAPALUETAM | po3uuH ans iHdysiid, 10 B. bpayH HimeuuunH B. BpayH Megikan IcnaHis BHECEHHS 3MiH [JO peecTpaLiiiHMX maTepianis: 3MiH1 (3a peyernmom UA/17143/01/01
ONn b. BPAYH | mr/mnno 10 mn B Menb3yHreH a CA | TUMY - OHOB/IEHHA TEKCTY MapKyBaHHSA YNakoBKu
10 MmN amnyni; no 20 amnyn y Al NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmau,ii Wwoao
Kopob6Li abo no 50 mn, 3a3HavyeHHs OAVHMLb BUMIPIOBaHHSA Y cucTemi Sl.
100 mn y cpnakori; no 10 TepMmiH BBEA,EHHSA 3MiH - NPOTAroM 6 Micauis nicns
d1akoHIB y Kopobui 3aTBEPKEHHS
170. | NAPTIAN Tabnetku no 15 mr no 10 | dapmaueBT Ipeuis AH®APM XE/NIAC Ipeuis BHECEHHS 3MiH [JO peecTpaLiiiHMX maTepianis: 3MiH1  (3a peyernmom UA/15948/02/01
TabneTok y 6nictepi, no nyHa C.A. | Tuny - 3miHK Woao 6esnekn/edhekTUBHOCTI Ta
3 6nicTepun B KAPTOHHIl KOMMaHis thapmakoHarnsgy. BeegeHHs abo 3miHv o
KopoobLi "BOKATE y3araslbHeHNX AaHux Npo cuctemy dapmakoHarnsgy
CA" (BBEAEHHSA Y3arasIbHEHUX AaHWX NPo cucTemy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHOi 0cobw,
BiANOBIAA/LHOI 3a 34iiCHEHHSA (hapmakoHarnagy;
KOHTaKTHOI 0co6U 3 thapmakoHarnsgy 3asiBHuKa Anas
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, SKLLO BoHa
BiIMiHHa Bif, yNOBHOBaXXeHOI 0C06M, BifNOBiAabHOI
3a 3fjiicHeHHs hapmakoHarnsgy (Bkaovatoun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6Y 3asiBHMKA, BignoBigasibHOI 3a
3[jiCHEeHHST hapMakoHarisay B YkpaiHi.
[MponoHoBaHa pepakuis: IBacbkoBa Anna
BacuniBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
0Cco6M 3as1BHMKA, BignoBigasibHOI 3a 34iCHEHHSI
hapmMakoHarnsgy B YkpaiHi
171. | NAPTIAN pPO3unH ANs iH'ekuin, 15 dapmauesT Ipeuis AHchbapm Xennac Ipeuis BHECEHHS 3MiH [0 peecTpaliinHMxX maTepiauis: 3MiHN  (3a peyernmom UA/15948/01/01
Mr/1,5 mn no 1,5 mn NyHa C.A. | Tuny - 3mMiHK Woao 6e3nekn/echeKTUBHOCTI Ta
po34nHy B amnyni, no 5 KOMnNaHis thapmakoHarnagy. BeegeHHs abo 3MiHu fo
amnys B KapTOHHIi "BOKATE y3arasibHeHVX faHnx nNpo cuctemy hapmakoHarnsgy
KOpo6Li CA" (BBEAEHHSA Y3araslbHEHVX AaHNX NPo cucTemy

hapmMakoHarnagy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iCHEHHST hapMmakoHarnsagy;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuKa gns
3[iiCHEeHHs1 hapMakoHarsay B YKpaiHi, KLL0 BoHa
BiIMiHHa Bif, yNOBHOB&XeHOI 0c06y, BifnoBiAabHOI
3a 3fliicHeHHs1 chapmakoHaraagy (BKIYarym
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO61 3asiBHYMKA, BignoBigasibHOI 3a
3[jiCHEeHHS] hapMakoHarsay B YKpaiHi.
MponoHoBaHa pepakuisn: IBacbkoBa Annia
BacuniBHa. 3MiHa KOHTaKTHUX faHUX KOHTaKTHOT
0Cco6U 3as1BHMKA, BignoBigasibHOT 3a 34iCHEHHS!
hapmakoHarnisgy B YkpaiHi
172. | NEHECTEP® | Tabnetku, BKpUTI TOB Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 4,0 PEECTpaLiiHNX MaTepiasliB: 3MiHU (3a peyernmom UA/6000/01/01
060/10HKOI0, N0 5 Mr Ne "CaHoi- Pecny6nika | TMNY - OHOB/IEHHA TEKCTY MapKyBaHHA yNaxkoBKu
30 (15x2): no 15 ABeHTIC NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmalLii Wwoao
TabneTok y 6nictepi; no YkpaiHa" 3a3HavyeHHs oAMHWLb BUMIpOBaHHA Y cuctemi Sl.
2 6nicTepn y KapTOHHIiA BHeceHHs 3MiH [0 po3giny «MapkyBaHHsA» MKA /13.
KopoobLi 3anponoHoBaHo: MAPKYBAHHA BignosigHo no
3aTBEPIKEHOr0 TEKCTY MapKyBaHHS. TepMmiH
BBEJEHHS 3MiH MPOTAroM 6 micAuiB nicns
3aTBEPAXKEHHS
173. | NEHTAKCUM | nopowwok Haemophilus CaHodi dpaHuis CaHodpi MNactep, dpaHuisn/ BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: 3MiHU (3a peyernmom UA/13010/01/01
® BAKUMHA influenzae Tuny b Ta Mactep ®paHuin; CAHO®I ITania/ | TUNY - OHOBJIEHHA BHYTPILWHBLOI cnevumdikau;ii
Aand CYCNeH3isi ANA iH'eKwjii C.N.A., Itanis; YropLmHa BUXifHOT pevoBuHU gurigpasngy aguniHosol
MPO®ITAKT (0,5 mn); no 1 conakoHy CaHochi-ABeHTiC KMCAOTH, L0 3aCTOCOBYETLCS NPV BUPOOHMLTBI
KU 3 nopowukom Ta 1 Mpaiisit Ko. NiT4,, ouuLeHoro nonicaxapuay Haemophilus influenzae
BUNGTEPII, nonepegHsL0 YropLumHa Tuny b (PRP); 3minu Il TMnYy - 3amiHa noctavasibHNKa
MPABLA, 3anoBHEHOMY LWNpuLy BUXiAHOT PEYOBMHU AWrigpasvay aguniHoBoT
KALLU/TIOKY (0,5 mn) 3 npukpinieHoto KMNCMOTH, LLIO 3aCTOCOBYETLCS NPU BUPOGHMLTBI
(ALENONAP | ronkoto (a6o 2 ouuLeHoro nonicaxapuay Haemophilus influenzae
HWUIA OKpPeMUMM FronKamu), Lo Tmny b (PRP); 3anponoHoBaHo: MocTavasibHuK:
KOMMOHEHT | MicTUTb cycneHsito ans Menadiona (Spain)
) iH'EKLLi/A, B KQPTOHHIi
noniomMien Kopo6ui. Mo 1 dhnakoHy
TY 3 nopowkom Ta 1
IHAKTUBOBA | nonepenHbo
HA TA 3anoBHEHOMY LUNpuLy
BAKUVHA (0,5 mn) 3 npukpinieHoto
And ronkoto (a6o 2
NMPO®DINAKT OKpPeMUMM FronKamu), Lo
KU MICTUTb CyCNeH3ito ANns
IHOEKLIIA, iH'eKLilA, B CTaHJapTHO-
CMPUYUNHEH | excnopTHiii ynakoBui,
nx AKa MiICTUTbCA Y
HAEMOPHIL KapTOHHI Kopobuji 3
us Tmny B iHCTpYKLUieto ans
KOH’'FOrOBA MeanyYHoro
HA, 3acTocyBaHHA
AICOPBOBA
HA
174. | NIACKNEAWH | kancynu; no 15 kancyny | NNABOPATY ®paHuisa Na6opatyap PpaHuin/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3mMiHW (6e3 peyenma UA/13173/01/01
® 300 6nicTepi; no 1 6nictepy AP EkcnaHCbeHC, LLiBeliyapis | TMMNY - OHOBJ/IEHHS! TEKCTY MapKyBaHHS1 YNakoBKM
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
B KOPOOGLi 3 KAPTOHY EKCMNAHCb ®paHuisa nikapcbkoro 3acoby 3 BHECEHHSIM iHchbopMa,ii Loao
€EHC (BignoBifanbHWiA 3a 3a3HavyeHHs OAMHMLLb BUMIPIOBaHHSA Y cucTemi Sl.
NOBHUIA LMK TepmiH BBEAEHHSA 3MiH NpOTAroM 6 micauis nicns
BMPOGHMLTBA); 3aTBEPKEHHS
Tinnotc ®apma AT,
Llseiiuapis
(BignoBiganbHuiA 3a
BUPOOHULTBO
Hepo3dacoBaHo!
npoAaykuii)
175. | NIPAUETAM nopoLuok (cybcTaHuis) y AT YkpaiHa dapmaLleBTUYHNI Monbua BHECEHHS 3MiH [J0 peEECTpaLiiiHMX MaTepianis: 3MiHN - UA/4169/01/01
naketTax noAsinHWUX "®apmak” 3aBog, NMONPAPMA | TNy - AOMiHICTPaTMBHI 3MiHU. 3MiHa
nonieTuneHoBux Ans C.A. HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa (BlacHUKa
hapmaLeBTUYHOIO peecTpavLiiHoro NocBigYeHHst). 3miHa
3aCcTOCyBaHHA HalilMeHyBaHHS Ta agpecu 3asBHUKa (BlacHUKa
peecTpaL,iiiHOro Noceig4YeHHs)
176. | NOMME30O niogpinizaT A4N19 po3UnHy YOPNA TypeyunH Mecpbap Inauy CaH. TypeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3MiHU (3@ peyenmom UA/17804/01/01
ONs iH'ekuin no 40 mr; 1 MEANLNH a A.LL. | TMNYy - 3MiHK Woao 6e3nekn/edheKTMBHOCTI Ta
chnakoH 3 niodpinizatom INAY CAH. hapmakoHarnsgy. BeegeHHs abo 3miHv oo
Y KapTOHHil kopobui BE TIAXK. y3arasibHeHVX fiaHnxX Npo cuctemy hapmakoHarnsgy
ALl (BBEAEHHA Y3araslbHEHVX iaHNX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocobw,
BiiNOBIAANbHOI 3a 3jiCHEHHS hapmakoHarnsaay;
KOHTaKTHOI 0cobM 3 hapMakoHarniagy 3assHuKa gns
3[iiCHEeHHs1 hapMakoHarsay B YKpaiHi, kL0 BoHa
BiIMiHHa Bif, yNOBHOBaXeHOI 0co6y, BifnoBiAa1bHOI
3a 3gilicHeHHs chapmakoHariagy (Bkvarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOI ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy B
YKpaiHi
177. | NPAMINEKC TabneTkun TOB YkpaiHa Na6opaTopioc Icnanis BHECEHHS 3MiH [0 peecTpauliiiHMx maTepiasi: 3MiH1 (3a peyernmom UA/15481/01/01
®XR NPOMOHIroBaHoI Aji no "ACIHO HopmoH, C.A. | TMNYy - NpuBeAeHHsA BUMOr cneuudikauii B MeTogax
0,75 mr no 10 Tabnetok YKPAIHA" KOHTPOJII0 AKOCTi 3a NokasHUkoM "OAHOPIAHICTb
y 6nictepi; no 3 [030BaHVX OAMHMLB" A0 OpUTriHAIbHMX MaTepianis
6nicTepun y KapTOHHiIl BMPOGHMKa roTOBOrO NikapcbKoro 3acoby;
nauui npuBefeHHs BUMor cneundikauii B MeTogax
KOHTPOJII0 SIKOCTi 3a NoKa3HukoMm "laeHTudikauis” go
opuriHanbHMX MaTepianis BUPOGHMKA rOTOBOrO
NiKapcbKoro 3acoby; 3MiHu | TUny - BHECEHHS
MPUMITKM LLLOAO NEePiOANYHOCTI KOHTPOIO 3a
nokasHukamu "lgeHtudpikauis”, "O4HopPIAHICTb
[,030BaHVX oAvHWLG", "BTpaTa B Maci npu
BMCYyLLYyBaHHI", "MikpobionoriyHa uncrora”
BiANOBIAHO A0 OpuriHaIbHUX MaTepiasiis BUpoOHMKa
178. | NPAMINEKC TabneTku TOB YkpaiHa JlabopaTopioc IcnaHis BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasliB: 3MiHWU [3a peyernmom UA/15481/01/02
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
®XR NPOJIOHroBaHoI Aii no "ACIHO HopwmoH, C.A. | TUny - NpuBeeHHs BUMOr creumdikayii B MeTogax
1,5 mr no 10 TabneTok y YKPAIHA" KOHTPOJI0 SIKOCTi 3a NokasHuKoM "OfHOopIAHICTb
6nicTepi; no 3 6nictepn [030BaHNX O4MHULB" A0 OpUriHa/IbHMX MaTepianis
Y KapPTOHHIli navui BMPOGHMKA rOTOBOTO NiKapCbKOro 3acoby;
npuBefeHHs BUMor cneumdikauii B Metogax
KOHTPOJIO SIKOCTi 3a NOKa3HMKOM "laeHTudikauia” oo
opuriHanbHVX MaTepianis BUPO6GHMKa rOTOBOrO
NiKapcbKoro 3acoby; 3MiHu | TUNy - BHECEHHS
NPUMITKM LLLOAO NEPIOANYHOCTI KOHTPOIO 3a
nokasHukamu “lgeHTudpikauis®, "OgHopigHiCTb
[,030BaHNX 0AnHMLL", "BTpaTta B Maci npu
BMCyLLyBaHHI", "MikpobionoriyHa uncrora”
BiNOBIAHO 40 OpuUriHaNIbLHUX MaTepiasniB BUPO6HMKA
179. | NPAMINEKC Tabnetku no 0,25 mr no ToBapucTBO YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peEECTpaLiiiHMX MaTepianis: 3MiH1 (3a peyernmom UA/15526/01/01
onic 10 Tabnetok y 6nictepi; 3 [04aTKOBOO | TMINY - OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKM
no 3 6nictepu B nav,i 3 [,00aTKOBOMO BifNOBIAA/IbHICTIO nikapcbkoro 3acoby 3 BHECEHHSIM iHchopMalii LLoao
KapTOH Bignosiganb "IHTEPXIM" 3a3HavYeHHs OAMHMLb BUMIPIOBaHHSA Y cucTemi Sl.
HICTIO BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicasa
"IHTEPXIM" 3aTBEPAKEHHSA
180. | MPAMINEKC Tabnetku, no 1 mr no 10 ToBapucTeo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHU  (3a peyernmom UA/15526/01/02
onic TabneTok y 6nictepi; no 3 [04aTKOBOIO | TUNY - OHOBNEHHSA TEKCTY MapKyBaHHS YNakoBKu
3 6nicTepu B naui 3 [0aTKOBOKO BiANOBIA&/IbHICTIO nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMalii LLoao
KapToHYy BiAnosigasib "IHTEPXIM" 3a3HavYeHHs OAMHULb BUMIpIOBaHHA Y cuctemi Sl.
HICTIO BBefeHHs1 3MiH MpOTAroM 6-Tu micsAuiB nicas
"IHTEPXIM" 3aTBEPAKEHHSA
181. | NPEAU3UH® | TabneTku BAT YropLmHa BAT "TepeoH YropumHa/ BHECEHHS 3MiH [0 peEECTpaLiiiHMXx maTepianis: 3MiH1  [3a peyernmom UA/11298/01/01
NPOJIOHroBaHoI fii, "lepeoH PixTep", YropwuHa Monbwa/ | TNy - AOMiHICTPaTMBHI 3MiHU. 3MiHa
BKPWUTI NNiBKOBOIO PixTep" (Bunyck cepii); TOB PymyHis HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHS

060/10HKOt0, No 35 Mr;
no 10 TabneTok y
6nicTepi; no 6 6nictepis
Y KapTOHHil kopobLi

"l'epeoH PixTep
Monbwa", Monbwa
(KOHTPO/b AKOCTI,
[03BiN Ha BUMYCK
cepii; BAPOGHMLTBO
Hepo3dac oBaHOro
NPOAYKTY, NEPBUHHA
ynakoBKa, BTOPYHHA
ynakoBka); FegeoH
PixTep PymyHis
A.T., PymyHis
(KOHTPO/b AKOCTI,
[03BiN Ha BUMYCK
cepii; BAPOGHMLTBO
Hepo3dacoBaHOro
NPOAYKTY, NEPBUHHA
ynakoBKa, BTOPYHHA
ynakoBka)

AiSNbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapCcbKoro 3acoby, BKIOUAKUN Ai/TbHNL BUMYCKY
cepii abo MicLie NpoBeAEHHSI KOHTPOJIHO SKOCTI.
(oisnbHiCTb, 3a AKy Bignosigae BUPOGHWK/iMNopTep,
BK/1HOUAK0UM BUMYCK Cepiid) - 3MiHa Ha3BM Ta agpecu
BUpO6HUKa MefeoH Pixtep PymyHisa A.T., PymyHis,
6e3 3MiHN Micua BUPOBGHMLTBA. TakoX 3MiHN BHECEHI
B IHCTPYKL,iO 419 MEeANYHOro 3acTocyBaHHA /13
|00 BMPOGHMKA Ta 0ro MiCLIe3HaXOKEeHHS.
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
182. | NPOBIPOH® | TabneTtku no 25 mr, no Baiep Al HimeuunH Baiiep Balimap HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHuX maTepiasiB: 3MiHM (3a peyernmom UA/3058/01/01
20 Tabnetok y 6nictepi; a Mv6X i Ko. KI | TUNY - BHECEHHS 3MiHM 0 p. 3.2.S.7. CTabiNbHICTb
no 1 6nictepy y A®| MecTeposioHy, a came CKOPOUYEHHS nepiogy
KapTOHHIN nauui NMOBTOPHOrO TECTyBaHHSA A0 12 micAuiB; 3miHM | Tuny
- BHECEHHS 3MiHM [0 p. 3.2.S.7. CTabinbHicTb ADI
MECTEPO/IOHY, a came 3MiHa yMOB 36epiraHHs
183. | NPONO®ON eMynbCis AN iH'eKuii PpeseHiyc HimeyuunH ®peseHiyc Kabi ABCTpis BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasnis: 3MiHK (3a peyernmom UA/13233/01/01
KABI a60 iHdysiid, 10 mr/mn Kabi a ABCTpisf TM6X | TUNY - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
no 20 mn B amnyni; no 5 [oliunang, NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmavii Wwoao
amnyn y navyi 3 M6X 3a3HayvYeHHs OAMHWLb BUMIPIOBAHHS Y cucTemi Sl
KapToHy; no 50 mn 'y
hnakoHi; no 1 a6o no 10
(pN1aKOHIB Yy KapPTOHHiIl
Kopobui
184. | NPONO®ON eMy/bCis ANst iH'exUin dpeseHiyc HimeuumnH ®pe3seHiyc Kabi ABCTpist BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: 3MiHW (3a peyernmom UA/13233/01/02
KABI abo iHdysiid, 20 mr/Mn Kabi a ABcTpis FTM6X | TUNY - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
no 50 mn 'y dhakoHi; no [Loviunang, nikapcbKoro 3acoby 3 BHECEHHAM iHchopmalii woao
1 a6o no 10 dnakoHiB y X 3a3HaYeHHs OAMHMLb BUMIPIOBaHHS Y cucTemi Sl
KapTOHHI Kopoo6Li
185. | NYIbMO3WUM | po3uunH ANs iHransuiin, ®.XotbcpmaH | LBeiiuapi Bupo6bHuuTBO CuA/ BHECEHHS 3MiH [JO peecTpaLiiiHMX maTepianis: 3MiH1 (3a peyernmom UA/12438/01/01
® 2,5 mr/2,5 mn; no 2,5 mn H-J17 PoLu A Hepo3chacoBaHol Lseliuapis/ | TMNY - OHOBMIEHHS BXE 3aTBEPMKEHNX METOLIB
B amnyni; no 6 amnyny nTp, NPOAYKLi: HimeuunHa KOHTPOJII0 SIKOCTI Jlikapcbkoro 3acoby, a came
KOHTelHepi; no 1 [oxeHeHTeK IHK., BUKNAAEHHS TEKCTY AEPXKaBHOK MOBOIO 3rifHO
KOHTEHEpPY B KApTOHHIlA CWA; NepBuHHe Cy4YacHWX BUMOT
ynakoBLi nakyBaHHS:
KeTteneHt ®apma
ContowHs JIIC,
CLA; BTopuHHe
nakyBaHHs, BUMyCK
cepii: ®.XohdpmaHH-
Na Pow N1,
LLiBeiiuapis;
BunpobysaHHs
KOHTPOJO AKOCTI:
Pow ®apma AT,
HimeyumnHa; Pow
[iarHocTrke M'vbX,
HimeuunHa
186. | PAHITUANH TabneTku, BKpUTI TOB YkpaiHa TOB «KYCYM YkpaiHa BHECEHHS 3MiH 4,0 PEECTpaLiiHNX MaTepiasliB: 3MiHU  (3a peyernmom UA/9934/01/01
060/10HKOI0, No 150 wmr; «KYCYM PAPM>» | TNy - AOMiHICTPaTMBHI 3MiHU. 3MiHa
no 10 TabneTtok y DAPM» HallMeHyBaHHs Ta/abo afpecy 3asiBHMKaA (BlacHUKa

cTpuni; no 2 a6o 10
CTpVNIB Y KAPTOHHIl
ynakoBL;i

peecTpaLiniHOro NoceigYeHHs). 3MiHa Ha3BU
3aaBHMKa. 3MiHW | TUNYy - AOMIHICTPaTUBHI 3MiHU.
3MiHa HalimeHyBaHHs1 Ta/abo agpecu Micus
NpoBafPKEHHA AiSNIbHOCTI BUPOOHUMKa/imnopTepa
rOTOBOrO /1iKapCbKOro 3acoby, BK/IKOYaoumn AiflbHUL
BMNYCKY cepii abo MicLie NpoBefeHHS KOHTPOIO
AKOCTI. (AiANbHICTb, 3a AKy BigNoBifae
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BMPOGHMK/IMNOpTEp, BK/IOYAOUM BUMYCK CEpiid).
3MiHa Ha3BM BUPO6GHUKa, 6e3 3MiHW Micus
BMPOGHMLTBA. 3MiHK | TNy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHuwi
3MiHM). BHECEHHSA 3MiH A0 po3ainy “MapkyBaHHS"
MKA N13": 3atBepaxeHo: MapKkyBaHHA.
MpunaraeTca. 3anponoHoBaHo: MapKyBaHHs. 3rigHo
i3 3aTBEPAKEHNM TEKCTOM MapKyBaHHS.
187. | PEHITEK® Tabnetku no 20 mr; no Mepk Wapni | LWseliyapi BUPOBHMK Benuka BHECEHHS 3MiH 4,0 PEECTpaLiiHNX MaTepiasliB: 3MiHWN  (3a peyernmom UA/0525/01/01
14 TabneTok y 6nicTepi; Joywm IAEA A Hepo3dacoBaHOT BpuTanis/ | Tuny - 3miHK 3 AKoCTi. FOTOBWIA Nikapcbkunii 3acib.
no 2 6nictepu B 6X npoaykuii, KOHTponb | HigepnaHam 3MiHM Y BUPOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
KapTOHHI KOpoo6Li AKOCTI: CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPO/IH0 AKOCTI
Mepk Wapn i Joym roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
NimiTen, Benvka [ofaBaHHs BUPOOHMKA, LU0 BiANOBiAAE 3a BBE3EHHS
BputaHis; Ta/abo Bunyck cepii) - Bknovaroun
nakyBaHHs, KOHTPO/b/BUNPOBYBaHHA Cepii - BBEAEHHS
KOHTPO/Ib SIKOCTI, [04aTKOBOT BUPOBHNYOT GOYHKLiT «KOHTPO/Ib SAKOCTix»
BWMNYCK Cepil: Ans BupobHuka Mepk Wapn i Joym B.B.,
Mepk Wapn i Joym HigepnaHaun o paHile 3aTBepXeHnX «nakyBaHHs,
5.B., Hingepnanau BUNYCK cepii»
188. | PEMAPUN®- renb, no 40 r reno B MEJA HimeuumnH MALAYC 'mb6X HimeuunHa BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX MaTepiasliB: 3MiHN |6e3 peyenma UA/7224/01/01
F'ENb H antoMiHieBi abo dapma a | Tuny - 3miHK W0 6e3nekn/echeKTUBHOCTI Ta
namiHaTHili Ty6i; no 1 M6X eHf hapmakoHarnsgy. BeegeHHs abo 3miHu o
Ty6i B KAPTOHHIA KOpOObLUi Ko. KI y3araslbHeHNX AaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHNX NPo cucTemy
thapmakoHarnsgy, 3miHa ynosHoOBaXKeHol ocoou,
BiANOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuka gns
3AiliCHeHHs hapMakoHarnagy B YkpaiHi, KL BoHa
BiMiHHa Bif, YNOBHOBaXKEHOI 0C06W, BignoBigasibHOI
3a 34jiicHeHHs chapmakoHarnsgy (BkaYaryn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnisgy) - 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3aABHNKa,
BiiNOBIAANbHOI 3a 3AjiCHEHHSs hapmakoHarnagy B
YKpaiHi
189. | PUBACTUIMI | kancynm no 1,5 mr no 10 | ToBapucTtBo YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHMX maTepianis: 3MiH1 (3a peyernmom UA/16388/01/01
HIC Kancyn y 6nictepi; no 3 3 [04aTKOBOO | TMNY - OHOBMIEHHA TEKCTY MapKyBaHHS yNakoBKM
6nictepu y nauui [0aTKOBOK BiANOBIAA/IbHICTIO niKapcbKoro 3acoby 3 BHECEHHSM iHchopma,i woao
Bignosiganb "IHTEPXIM" 3a3HavyeHHs OAMHMLb BUMIPIOBaHHSA Y cucTemi Sl.
HICTIO BBefieHHs1 3MiH NpoTArom 6-T MicAUiB nicnsa
"IHTEPXIM" 3aTBEPA)KEHHA
190. | PUBACTUIMI | kancynv no 3 mr no 10 ToBapucTBO YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHMXx maTepianis: 3MiH1 (3a peyernmom UA/16388/01/02
HIC Kancyn y 6nictepi; no 3 3 [04aTKOBOO | TMINY - OHOBMIEHHA TEKCTY MapKyBaHHS YMakoBKM
6nicTepu y nauui [0aTKOBOK BiANOBIAA/IbHICTIO nikapcbkoro 3acoby 3 BHECEHHSIM iHchopMa,ii woao
Bignosiganb "IHTEPXIM" 3a3HavyeHHs OAMHNLb BUMIPIOBaHHSA Y cucTemi Sl.
HICTHO BBefieHHs1 3MiH NpoTArom 6-Tv MicaUiB nicas
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
"IHTEPXIM" 3aTBEPKEHHA
191. | PUBACTUIMI | kancynu no 4,5 mr no 10 | ToBapucTtso YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiH1 (3a peyernmom UA/16388/01/03
HIC Kancyn y 6nictepi; no 3 3 [04aTKOBOO | TMINY - OHOB/IEHHS TEKCTY MapKyBaHHS YMakoBKM
6nictepy y nauui [,00aTKOBOIO Bi4NoOBIAA/IbHICTIO nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMalii LLoao
Bignosiganb "IHTEPXIM" 3a3HavyeHHs OAMHMLb BUMIpIOBaHHSA Y cucTemi Sl.
HICTIO BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micasa
"IHTEPXIM" 3aTBEPAKEHHSA
192. | PUBACTUIMI | kancynu no 6 mr no 10 ToBapucTBO YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiH1  (3a peyernmom UA/16388/01/04
HIC Kancyn y énictepi; no 3 3 [0[aTKOBOIO | TUNY - OHOBNEHHSA TEKCTY MapKyBaHHSA YNakoBKu
6nicTepu y nauui [0aTKOBOKO BiANOBIA&/IbHICTIO nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMalii LLoao
BiAnosigasib "IHTEPXIM" 3a3HavYeHHs OAMHULb BUMIpIOBaHHA Y cuctemi Sl.
HICTIO BBefeHHs1 3MiH MpOTAroM 6-Tu micsAuiB nicas
"IHTEPXIM" 3aTBEPAKEHHSA
193. | PUNY30N MOPOLLOK KPUCTaNiuHWIA My6niyne Ykpaina My6niyne YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHM - UA/12233/01/01
(cybeTaHuis) y akujioHepHe akujioHepHe | Tuny - BHeceHHs 3miH go Cneuudikayii AdI
noAgiliHMx TOBapUCTBO TOBapUCTBO Puny3son 3a nokasHukom "CynbarHa 3ona",
nonieTuIeHoBMX "HaykoBo- "HaykoBo- 30KpeMa: 3BY)XEHHA AONMYyCTUMUX MEX;
naketax gns BVPOGHWYNIA BMPOGHNYNIA LEHTP 3anponoHoBaHo: CynbatHa 3o0na - He 6inbwe 0,1%
thapmMaLeBTUYHOIO LeHTp "BopLuariBcbKuii
3aCTOCyBaHHSA "BopLuariscb XiMiKo-
KNI Ximiko- hapmaLeBTUYHNI
hapmaueBT 3asop4"
WNYHWIA
3ason"
194. | PO3AKOM Kpanni ouHi, posunH no 5 | AT "Apamep, Monbla AT «Apames MonbLa/ BHECEHHS 3MiH [JO peecTpaLiiiHMXx maTepianis: 3MiH1 (3a peyernmom UA/14401/01/01
My hakoHi i3 Papma" dapma», MonbLua Ipeuis | TMINY - OHOBMIEHHA TEKCTY MapKyBaHHS YMakoBKM
KpanenbHuueto; no 1 (BignoBiganbHuUiA 3a nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMa,ii Woao
pN1aKoHyY Y KapTOHHilA BUNYyCK cepii); 3a3HavyeHHs OAMHNLLb BUMIPIOBaHHSA Y cucTemi Sl.
Kopoo6Li Padhapm AT, peuis TepmiH BBEAEHHSA 3MiH NPOTAroM 6 micauis nicns
(BMPOGHMLTBO "in 3aTBEPKEHHS
bulk”, nepBuHHe i
BTOPUHHE
nakyBaHHs)
195. | PO3A/IH Kpanni o4Hi, po3unH, 20 AT "Apamepn Monbla AT "Apamepn Monbua/ BHECEHHS 3MiH [J0 peECTpaLiiiHMX maTepianis: 3MiHU (3a peyernmom UA/14388/01/01
Mr/mnno5mny Papma” $apma”, MonbLya Ipeuis | TMNY - OHOBNEHHA TEKCTY MapKyBaHHS YrnakoBKu
hnakoHi 3 (BMPOGHYK nikapcbkoro 3acoby 3 BHECEHHSIM iHchbopMalii LLoao
KpanenbHuLeto; no 1 BiANOBifaIbHWIA 32 3a3HaYeHHs OAVHMLL BUMIPOBaHHSA Y cucTemi Sl.
hN1aKoHy Y KapTOHHIi BWMYCK Cepii, He TepMmiH BBEEHHS 3MiH: MPOTAroM 6 MicauiB nicns
Kopo6Li BK/THOHAIOUM 3aTBEPAKEHHS
KOHTpOsb); Padhapm
AT, pevis
(BMpPOGHMLTBO 3a
NOBHUM LMK/IOM)
196. | PO3BYBACTA | Tabnetku, BKpUTI ToBapucTBO YKpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 pPEeECTpaLiiHNX MaTepiasliB: 3MiHW [3a peyernmom UA/15855/01/01
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
TUHIC N/1iBKOBOK 060/10HKOIO, 3 [08aTKOBOIO | TMNY - OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKu
no 5 mr no 10 TabneTok [0aTKOBOK BiANOBIA&/ILHICTIO NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
y 6nictepi; no 3 BiAnoBigasb "IHTEPXIM" 3a3HavYeHHs OAMHMLb BUMIpOBaHHA Y cuctemi Sl.
6nicTepu y nauui HiCTIO BBefieHHs1 3MiH NPOTArom 6-T MicAUiB micasa
"IHTEPXIM" 3aTBEPKEHHSA
197. | PO3YBACTA | Tabnetku, BKpUTI ToBapuncTBO Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 pPEeECTpaLiiHNX MaTepiasliB: 3MiHU (3a peyernmom UA/15855/01/02
TUHIC N/1iBKOBOK 060/10HKOIO, 3 [08aTKOBOIO | TMNY - OHOBNEHHSA TEKCTY MapKyBaHHS YNakoBKu
no 10 mr no 10 TabneTok | A04ATKOBO BiANOBIA&/IbHICTIO NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
y 6nictepi; no 3 BiAgnoBigab "IHTEPXIM" 3a3HavyeHHs OAMHMLb BUMIpOBaHHA Y cuctemi Sl.
6nictepu y nauui HICTIO BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
"IHTEPXIM" 3aTBEPKEHHSA
198. | PO3YBACTA | Tabnetku, BKpUTI ToBapucTBO YKpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: 3MiHU (3a peyernmom UA/15855/01/03
TUHIC NAiBKOBOK 000JI0HKOH, 3 [04aTKOBOKO | TMNY - OHOBNIEHHA TEKCTY MapKyBaHHA ynaxkoBKu
no 20 mr no 10 TabneTok | A0AaTKOBOIO BiANOBIA&NLHICTIO nikapcbKoro 3acoby 3 BHECEHHAM iHchopmalii woao
y 6nicTepi; no 3 BignoBigasib "IHTEPXIM" 3a3HaYeHHs OAMHNLb BUMIPIOBaHHS y cucTemi Sl.
6nicTepu y nauui HICTIO BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
"IHTEPXIM" 3aTBepXeHHs
199. | PO3YBACTA | Tabnetku, BKpUTI ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHMxX maTepiasis: 3MiH1  (3a peyernmom UA/15855/01/04
TUHIC NNiBKOBOI 060/I0HKOIO, 3 [04aTKoBOK | TMNY - OHOBNIEHHA TEKCTY MapKyBaHHA ynaKkoBKu
no 40 mr no 10 TabneTok | A04ATKOBO BIANOBIAA/ILHICTIO NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
y 6nictepi; mo 3 BiAnoBigasb "IHTEPXIM" 3a3HavYeHHs oAVHMLb BUMIpIOBaHHSA Y cuctemi Sl.
6nictepu y nauui HICTIO BBefeHHs1 3MiH NpoTAroM 6-Tu micAuis nicns
"IHTEPXIM" 3aTBepaXeHHs
200. | CAHAOCTAT | mopowok Ans cycnexsii HoBaprTic LLiBefuapi AGGOTT HigepnaHgy | BHeCeHHS 3MiH [0 peecTpauiiiHuX maTepianiB: 3MiHU (3a peyernmom UA/1537/02/01
NH® NAP ons iH'ekuii no 10 mr 1 dapma Al a Bionomxkukanc b.B. , / | TMNYy - BHECEHHS 3MiH 4O MaTepianis
hnakoH 3 Higepnangu LLsenuapis/ peecTpauiiHoro gocke (3.2.R [ogatkosa
Mikpoccepamu y (BMpPOGHMLTBO, ABcTpist iHchbopma,ist), a came OHOBMEHHS iHdhopMaLil Lwoao
KOMNAekTi 3 KOHTPO/b AKOCTI, noctayanbHuka agantepa; 3MiHa yNoBHOBaXEHOro
PO3YMHHMKOM (HaTpito nepBuHHE opraHy Lo 3abesneyye €Bponeickunii cepTudikar
Kapmenosy/HaTtpito nakyBaHHs BignosigHocTi AnsA npuctpoto (agantep 3 CE-
Kap6OoKCMMETULENHONO PO34MHHYKKA Ta MapkyBaHHAM A1 h/iakoHa); OHOB/IEHHS
3y, maHiT (E 421), Bogy anbTepHaTUBHWI €Bponeiickoro ceptudikaTy y SKoro Crnavme yac fgii.
LN iH'EKUIN, BVPOGHWK A5 BBefieHHs1 3MiH NPOTArom 6-T MicAUiB micas
nonokcamep 188) no 2 BTOPVHHOIO 3aTBEPKEHHSA

M1y nonepeaHbLo
3anoBHEHOMY LINPULL,
Ta OJHOMO TOJIKO Ta
OHVM afanTepom B
KapTOHHI KOpooLi

nakyBaHHs rOTOBOrO
npoaykTty); Hosapric
dapma LUTeliH AT,
Llseiiuapis
(BTOPUHHE
nakyBaHHs, BUMYyCK
cepii roToBOro
npogaykTy); CaHao3s
'M6X , ABCTpist
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2o

noceBi0o4YeHHs

(KOHTPOJIb AKOCTI
NMOpOoLLKY 3a BCiMa
napameTpamu 3a
BUK/IIOYEHHAM
MOJIEKYNAPHOI Macu
nonimepy); CaHgos
M6X, ABCTpis
(BUPOBHMLTBO
Hepo3dacosaHoro
NPOAYKTY, KOHTPOIb
AKOCTi, NEPBUHHE
nakyBaHHs
NMOPOLLIKY)

201.

CAHAOOCTAT
NH® NAP

NOPOLLOK A1 CycneHsii
Ans iH'ekuii no 20 mr 1
hnakoH 3
Mikpocgepamu y
KOMMIEKTi 3
PO3UYMHHUKOM (HaTpito
Kapmenosy/Hatpito
KapbOoKCUMeTWU/ILEN0N0
3y, MaHiT (E 421), Bogy
ONs iH'EKUIN,
nonokcamep 188) no 2
M1y nonepeaHbo
3anoBHEHOMY LUNPUL,
Ta OfIHOIO TO/KOK Ta
OfHVM aganTepom B
KapTOHHI KopooLi

Hosapric
Papma Al

LLiBeiiuapi
a

AB6OTT
Bionomxukanc b6.B. ,
Higepnanan
(BUPOGHMLTBO,
KOHTPO/Ib SIKOCTI,
nepBuHHe
nakyBaHHs
PO34YnHHKKA Ta
anbTepHaTUBHWIA
BUPOGHMK ANns
BTOPUHHOTO
nakyBaHHs rOTOBOr0O
npoaykty); HosapTtic
dapma LUTenH AT,
LBeiiLapis
(BTOpUHHE
nakyBaHHs, BUNYyCK
cepii rotoBoro
npoaykTty); CaHno3
M6X , ABCTpis
(KOHTPOJIb AKOCTI
NMOpPOLLIKY 3a BCiMa
napameTpamu 3a
BUK/IOYEHHAM
MOJIEKYNAPHOT Macu
nonimepy); CaHgos
M6X, ABCTpis
(BUPOBHMLTBO
Hepo3dacoBaHoro
NPOAYKTY, KOHTPOIb
AKOCTi, NEePBUHHE
nakyBaHHs
NopoLUKY)

HigepnaHnaun
/

LLBeruapis/
ABCTpis

BHECEHHS 3MiH [JO peECTpaLjiiiHMX MaTepianis: 3MiHU
| TUNy - BHECEHHS 3MiH 40 MaTepianis
peecTpadiiiHoro gocke (3.2.R JopatkoBa
iHhopmalis), a came OHOBNEHHS iHhopMaLiT LWoao
nocTavanbHvika agantepa; 3mMiHa ynoBHOBaXXeHOro
opraHy Lo 3abe3nevye €ponelickuii cepTudikart
BignosigHocCTI ansa npuctpoto (agantep 3 CE-
MapKyBaHHSIM A/15 (0/1aKOHa); OHOBEHHS
€Bponeiickoro ceptudikaTy y SIKOro crnavB yac gii.
BBeneHHs1 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS

3a peyenmom

UA/1537/02/02

202.

CAHOOCTAT
NH® NAP

NOPOLLOK A1 cycneHsii
Ons iH'exuin no 30 mr 1

HosaprTic
Papma Al

Lseliuapi
A

A660TT
Bionomkukanc b.B. |

HigepnaHgm
/

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHM
| TMNY - BHECEHHS 3MiH 40 MaTepianis

3a peyenmom

UA/1537/02/03
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
hnakoH 3 HigepnaHngu LLiBeruapis/ peecTpadiiiHoro gocke (3.2.R Jopatkosa
Mikpochepamu y (BUPOBHMLTBO, ABCTpist iHhopmalis), a came OHOBNEHHS iHhopMaLiT LWoao
KOMMNAEKTi 3 KOHTPO/Ib SIKOCTI, noctayasnibHUKa agantepa; 3MmiHa YynoBHOBaXKEHOrO
PO3YMHHMKOM (HaTpito nepBUHHE opraHy Lo 3abe3neyye €Bponeiickuii cepTudikart
Kapmenosy/Hatpito nakyBaHHs BignosigHoCTI ansa npuctpoto (agantep 3 CE-
KapbOoKCUMETWUILENON0 PO34YnHHKKA Ta MapKyBaHHAM 45157 dofiakoHa); OHOB/EHHS
3y, maHiT (E 421), Bogy anbTepHaTUBHWIA €Bponeiickoro ceptudikaTy y SIKOro CrnvmB yac gji.
ONs iH'eKUIN, BUPOGHUK ANns BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
nonokcamep 188) no 2 BTOPWHHOIO 3aTBepKeHHSA
M1y nonepeaHLo nakyBaHHs rOTOBOrO
3anoBHEHOMY LUNPULL, npoaykty); Hosaprtic
Ta OJHOI0 roJIKOK Ta dapma LLTeinH AT,
OfHVM afanTepom B LBeiiuapis
KapTOHHI KOpooLi (BTOpUHHE
nakyBaHHs, BUNYCK
cepil roToBoro
npoaykTty); CaHno3
M6X , ABCTpIA
(KOHTPOJIb AKOCTI
NMOpOoLLKY 3a BCiMa
napameTpamu 3a
BUK/IIOYEHHAM
MOJIEKYNAPHOI Macu
nonimepy); CaHgos
M6X, ABCTpis
(BUPOBHMLTBO
Hepo3dacosaHoro
NPOAYKTY, KOHTPOIb
AKOCTi, NEPBUHHE
nakyBaHHs
NOPOLLIKY)
203. | CAPOTEH TabneTkn, BKPUTI Nynpbek NaHis EypocpiHc Biodhapma NaHis BHECEHHS 3MiH [J0 peECTpaLiiiHMX maTepianis: 3MiH1  (3a peyernmom UA/2207/01/02
NNiBKOBOIO 060/I0HKOI0, Ekcnopt A/IC MpoaakT TecTiHr | TMNYy - 3MiHW 4O IHCTPYKLiT 419 MegMyHoro
no 25 wr, no 100 [enmapk A/C, daHis 3acTOCyBaHHS NiKapCbKoro 3acoby A0 po3ainis
Tab1eToK y KOHTEHepi; (BUNpobyBaHHA 3a "B3aemogis 3 iHWMMKM Nikapcbkumn 3acobamm Ta
no 1 KoHTelHepy B NOKa3HNKOM iHWi BUAW B3aemogiin", "Mepepo3ysaHHs", "MobGiyHi
KapTOHHIA KOpoo6Li "Mikpo6ionoriyHa peakuii”BignoBigHo ao pekomeHaauii PRAC
uncrora"); X.
NyHp6ek A/IC, faHis
(BMpPOGHMLTBO
Hepo3ghacoBaHOro
NpoAyKTY, NePBUHHE
Ta BTOPVHHE
nakyBaHHs, BUMyCK
cepii)
204. | CAPOTEH TabneTku, BKPUTI NyHn6ek [aHis BVMPOGHMLTBO [aHia BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiH1 (3a peyernmom UA/2207/01/02
NNiBKOBOI 060/TI0HKOIO, Ekcnopt A/IC Hepo3hacoBaHOro | TMny - 3miHK Woao 6e3nekn/eddeKTUBHOCTI Ta

no 25 mr, no 100

NPOAYKTY, NEepPBUHHE

thapmakoHariagy (iHwi 3MiHW) - 3MiHM BHECEHO A0
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
TabneToK y KOHTelHepi; Ta BTOPVHHE IHCTPYKUIii ANA MEANYHOTO 3aCTOCYBaHHSA
no 1 KoHTeliHepy B nakyBaHHs1, BUMYCK nikapcbKoro 3acoby a0 po3sginy "Mo6iyvHi peakuii” 3a
KapTOHHI KOPOOL cepiit: pekomeHpgauieto PRAC; 3MiHu | Tuny - 3miHn Wwoao
X. NyHp6ek A/C, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
[aHis; 3MiHa(M) y KOpOTKili XxapakTepucTuL, NikapcbKoro
Bunpo6yBaHHs 3a 3acoby, TeKCTi MapKyBaHHsi abo iHCTPYKLii An1s
MOKa3HNKOM MeAMYHOro 3aCTOCYBaHHSA A/1 NiKapcbkoro 3acooy,
«MikpobionoriyHa niteHsosaHoro y €C 3a npoLeaypoto B3aEMHOIo
yucToTar: BM3HAHHA (NiKapcbkuii 3acié He BXoAWTb A0 cthepu
EypodpiHc Biodhapma 4il npoueaypn B3aEMHOTO BU3HAaHHS, asie 3MiHa
MpogakT TecTiHr BHOCWTbLCS SIK pe3y/nbTaT npoueaypy i Bif BnacHuka
[enmapk A/C, daHis TOProBOi MiLeHsil He BUMaraeTbCa HagaHHS XOAHNX
HOBUX J0JATKOBKX A@HWX) - 3MiHU BHECEHO A0
IHCTPYKLUiT AN19 MeMYHOro 3aCTOCYBaHHSA
NiKapcbKoro 3acoby A0 po3ainis "®apMakonorivHi
BnacTmsocTi", "MokasaHHsA",
"MpoTunokasaHHA","B3aeMopis 3 iHLWMMU
nikapcbkMmn 3acobamu Ta iHWi BUan B3aeMogiii',
"Oco6nMBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog BariTHoOCTi abo royBaHHs rpyaao”,
"3paTtHICTb BIAMBATY Ha LWBWAKICTb peakuii npu
KepyBaHHi aBTOTpaHCMoOpTOM abo iHWWMK
MexaHismamu”, "Cnoci6 3actocyBaHHs Ta go3mn",
"[itn", "Mepepo3sysaHHs", "MNo6iyHi peakuii”
BiZANOBIAHO [0 rapMoHi30BaHoi iHhopMauii Ha
nikapcbkuii 3aci6 3a NpoLeypor B3aEMHOI0
BM3HaHHS B KpaiHax €Bponeiicbkoro Cotosy; 3miHu I
TMny - 3MiHK 3 SKOCTi. 3MiHN [0 peecTpaviiHoro
NOCBIAYEHHSI BHACNILOK IHLIMX PEryaToOpHUX
npoueayp (iHWi 3mMiHW) - OHOB/IEHHA MaTepianis
peecTpaLiiHOro AoCbEe 3 MEeTO rapmHisauii
BignoBigHo Ao npoueaypy MRP, B TOMY Y1CAi 3MiHK
y po3gaini «YMoBu 36epiraHHs» /13 Ta gogaBaHHs
nimity nannagiymy (not more then 10 ppm) go
cneuundikanii A®l. 3mMiHM BHeceHO [0 IHCTpyKUii ans
MEeAMYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby Ao
po3gainy "YMoBu 36epiraHHs", Ta, K HacnigokK, Ao
TEKCTY MapKyBaHHA yNakoBKMW /likapCbKoro 3acoby.
205. | CENNICENT® | kancynu no 250 mr, no ®.Xothcpman | LWeeidyapi | Aenbdapm MinaHo, ITanis/ BHECEHHS 3MiH [0 peecTpaLiiHMx maTepiasis: 3MiHN  (3a peyernmom UA/6612/01/01
10 kancyn y 6nictepi; no H-J19 Poww A C.P.1., Itanisa LBeiiLapis | TUNY - OHOBJ/IEHHSA BXe 3aTBEP)KEHNX METOLIB
10 6nicTepiB y ntp (BUPOBHMLTBO KOHTPO/I0 SIKOCTi NikapcbKoro 3acoby, a came
KapTOHHIM nayui Hepo3chacoBaHol BMKaAeHHS TEKCTY AepXXaBHO MOBOHO 3rigHO
NPOAYKLUIT; Ccy4acHuX Bumor
BUNPOBYBaHHSA

KOHTPO/HO SIKOCTI);
®.XohhmaHH-/1a
Pow 1114,
LLiBefuapis (BMnyck




97

Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
cepii);
®.XodhhmaHH-/1a
Pow ltg,
LBeiiuapis
(nakyBaHHs)
206. | CUBA3OH® Tabnetku no 0,005 r no ToBapucTeo YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: 3MiHU (3a peyernmom UA/4828/01/01
IC 10 TabneTok y 6nicTepi; 3 [08aTKOBOIO | TMNY - OHOBNEHHSA TEKCTY MapKyBaHHS YNakoBKu
no 2 6nictepun B naui 3 [0aTKOBOK BiANOBIA&/IbHICTIO NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
KapToHYy BiAgnoBigab "IHTEPXIM" 3a3HavyeHHs OAMHMLb BUMIpOBaHHA Y cuctemi Sl.
HICTIO BBEJEHHS 3MiH NPOTAroM 6-T1 MicAuiB nicns
"IHTEPXIM" 3aTBEPKEHHS
207. | CUBA3OH® Tabnetkn no 0,01 r, no ToBapucTBO YKpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: 3MiHW (3a peyernmom UA/4828/01/02
IC 10 TabneTok y 6nicTepi; 3 [04aTKOBOKO | TMNY - OHOBNIEHHA TEKCTY MapKyBaHHA ynaxkoBKu
no 2 6nictepu B nay,i 3 [0aTKOBOKO BiANOBIA&NLHICTIO nikapcbKoro 3acoby 3 BHECEHHAM iHchopmalii woao
KapTOHY BignoBigasib "IHTEPXIM" 3a3HaYeHHs OAMHNLb BUMIPIOBaHHS y cucTemi Sl.
HICTIO BBEJEHHS 3MiH NPOTAroM 6-Tn MicAuiB nicns
"IHTEPXIM" 3aTBepaKeHHs
208. | CMITAKTOH TabneTkn, BKpUTI YOPNA4 Ipysis yopPna MEAMUNH TypeuunHa BHECEHHS 3MiH 0 peecTpauliiiHMX maTepiasi: 3MiH1 (3a peyernmom UA/16425/01/01
NNiBKOBOI 060/I0HKOIO, MEANUNH INAY CAH. BE | TMNYy - 3MiHK Woao 6e3nekun/edpekTMBHOCTI Ta
no 25 wr; no 10 nTa TIOXK. A.LL. hapmakoHarnsgy. BeegeHHs abo 3miHu o
TabneTok y 6nictepi, no y3arasibHeHVX AaHnX Npo cuctemy hapmakoHarnsgy
2 6nicTepU B KAPTOHHIi (BBELEHHSA y3araslbHEHUX AaHUX NMPO cUcTemy
Kopoo6Li thapmakoHarnagy, 3miHa ynoBHOBaXKeHoi ocoowu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3AiliCHeHHs hapMakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, yNOBHOB&XeHOI 0c06y, BiANOBiAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHarniaay (BkiKyakum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MilLleHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXeHOT ocobu,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOI ocobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy B
YkpaiHi
209. | CMIIAKTOH TabneTku, BKpUTI YOPNA Ipysis yorPna MEOMUNH TypeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiB: 3MiH1 (3a peyernmom UA/16425/01/02
NNiBKOBOI 060/TI0HKOIO, MEANUNH INAY CAH. BE | TMNYy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta
no 50 mr; 10 TabneTok y nTa TIOXK. A.LL. hapmakoHarnsgy. BeegeHHs abo 3miHv o

6nicTepi, no 2 6nictepn
B KapTOHHI kopobui

y3arasibHeHVX AaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3araslbHEHUX AaHKX NPO CUCTEMY
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iliCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0cO6U 3 chapMakoHarnsay 3asiBHUKa AN
3[jiCHEeHHs hapMakoHarnsay B YkpaiHi, AKLO BOHa
BiIMiHHa Bif, yNOBHOBaXeHOI 0c06y, BiANOBiAaIbHOI
3a 34jlicHeHHs chapmakoHarnsgy (Bkayarym
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHeHHA hapmakoHarnsgy B
YkpaiHi
210. | CMINAKTOH TabneTku, BKpUTI yopna Ipysia yopnga MEANLINH TypeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasnis: 3MiHK (3a peyernmom UA/16425/01/03
NNiBKOBOIO 060/TI0HKOIO, MEANLUNH INAY CAH. BE | TMNYy - 3miHK Woao 6e3nekn/edpekTMBHOCTI Ta
no 100 wmr; no 10 nTa TIOXK. A.LL. hapmakoHarnsgy. BeegeHHs abo 3miHv o
TabneTok y 6nicTepi, no y3ara/lbHeHUX JaHvx npo cuctemy chapmakoHarnagy
2 6nicTepy B KAPTOHHIi (BBEAEHHSA y3araslbHEHUX AAaHUX MPO cUcTemy
Kopoo6Li thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0cobw,
BiANOBIAA/LHOI 3a 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0co6K 3 chapMakoHarnagy 3asBHuka ans
3[jiCHeHHs hapMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMiHHa Bif, YyNOBHOBaXeHOI 0c06y, BifANOBiAa/IbHOI
3a 34jiicHeHHs chapmakoHarnsgy (Bkioyaryn
KOHTaKTHi AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun hapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOI ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy B
YkpaiHi
211. | CTEPO®YH[, | po3uvH Ans iHdysii no B. bpayH HimeuuunH B. bpayH HimevunHa/ BHECEHHS 3MiH [JO peecTpaLiiiHMX maTepianis: 3MiH1 (3a peyernmom UA/9618/01/01
WH ISO 250 mn, 500 mn, 1000 Menb3yHreH a Menb3yHreH Arl, Lseliuapis/ | TUMY - OHOB/IEHHA TEKCTY MapKyBaHHSA YNakoBKu
M1y NoslieTUIeHOBOMY Al HimeuunHa Icnanis NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmau,ii Wwoao
KOHTelHepi; no 10 (BMpPO6HMLTBO, 3a3HaYeHHs1 OAVHMLb BUMIPIOBaHHSA Y cucTemi Sl.
KOHTeHepiB y KapTOHHiIl nepBrHHa Ta TepMmiH BBEA,EHHSA 3MiH - NPOTAroM 6 Micauis nicns
Kopo6Li; BTOPVIHHA YMaKoBKa, 3aTBEPKEHHS
no 250 mn, 500 mn, Bunyck cepii); b.
1000 mny BpayH Menb3yHreH
NI1acTUKOBOMY MILLIKY; NO AT, Himeuunna
10 MILLKIB Y KAPTOHHIl (koHTpONb cepii);
KopooLi B.BpayH Megvikan
CA, LBeiiuapis;
B.BpayH Megikan
CA, IcnaHis
212. | CTPENCIIC® | cripeii OpOMyKO3HWIA; MO PexkkiTT Benwuka [endapm Bnagen HinepnaHgy | BHeCeHHS 3MiH [0 peecTpauiiiHux maTepiasiB: 3MiHM  |6e3 peyenma UA/6372/01/01
nnoc 20 MmNy donakoHi 3 BeHkizep BpuTaHis B.B. | TMny - 3miHK Wwoao 6esnekn/eddeKTUBHOCTI Ta
[,03YH0UNUM MPUCTPOEM; Xenckep hapmakoHarnagy (iHwi 3MiHn).
no 1 conakoHy B IHTEepHeLLHN BHeceHHs 3MiH A0 po3giny «MapkyBaHHs» MKA N13:
KapTOHHI KopooLi Nimiten 3arBepakeHo: TEeKCT MapKMpOBKY YNakoBKM

npunaraetcs. 3anpornoHoBaHoO:
p. MapkyBaHHs. 3riHO 3aTBEPI)KEHOr0 TEKCTY
MapkyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHS
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
yNaKoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopMmaLii Woao 3a3Ha4YeHHs OANHNLb
BVMIiptOBaHHA y cuctemi Sl. 3minm | Tuny -
AJMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHS
Ta/abo agpecun micusa NPOBafXeHHs LisNIbHOCTI
BUPOBHMKa/iMnopTepa roToBOro JikapcbKoro 3acoby,
BK/IOUA0UM OiNbHUL BUMYCKy cepii abo micue
NpoBeAEeHHS KOHTPOIO AKOCTI. (LisANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEP, BKOYAOUM BUMYCK
cepiii). 3miHa Ha3Bu BUpo6HKKa N3 6e3 3MiHn
Micus BUPOBGHULITBA. 3MiHWN BHECEHO B iHCTPYKLiO
[O/15 MeAUYHOro 3acTocyBaHHS Y po3ain "Bupo6Huk"
3 BiNOBIAHUMM 3MiHAMW Y TEKCTi MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby.
213. | TEMKOMANAHI | nioginizat gnas po3unHy TOB Ykpaina TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4,0 PEECTpaLiiHNX MaTepiasliB: 3MiHWN  (3a peyernmom UA/13765/01/01
H-®APMEKC | gnsiH'ekuii no 400 mr; 1 | "®APMEKC reyn" | Tuny - 3MiHK 3 AkoCTi. FOTOBWIA Nikapcbkunii 3acib.
nakoH 3 niodpinizatom reyn" CT1abinbHICTb. 3MiHa y TepMiHax npugartHocTi abo
y KOMnaekTi 3 1 ymoBax 36epiraHHsi rOTOBOrO /ikapCbKOro 3acoby
h1akoOHOM PO3UYMHHKKA (36iNbLUEHHSA TEPMiHY MPUAATHOCTI FOTOBOrO
(Bofa ans iH'ekuiii) no nikapcbKoro 3acoby) - [1ns Toprosoi ynakoBku
3,2 M1y KOHTYPHIl (niaTBEPOKYETLCA AAHUMU PEeasTbHOrO Yacy) -
YapyHKOBIli ynakoBLii; no 36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
1 KOHTYpHIA YapyHKOBIlA nikapcbkoro 3acoby TelikonnaHiH-dapmekc,
ynakoBLi y nauui 3 niodpinisat gnsa po3unHy Ans iH'ekuii no 400 mr; 1
KapToHY dhnakoH 3 niopinizaTom y KOMMEKTi 3 1 h1akoHOM
po3unHHKKa (Boga A4S iH'ekuiil) no 3,2 mny
KOHTYPHIli YapyHKOBI ynakoBLj; N0 1 KOHTYpHIl
YapyHKOBIli ynakoBLji y nayli 3 KapTOHY Ha MiacTaBi
pe3ynbTaTiB AOC/IMKEHHSA CTabi/IbHOCTI.
3arBepa)KeHo: 2 poku 3anpornoHoBaHO: 3 Pokn
(BBefeHHs 3MiH NpOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS)
214. | TEMKOMANAHI | nioginisat gnas po3unHy TOB Ykpaina TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiHux maTepiaslis: 3MiHU  (3a peyernmom UA/13765/01/02
H-®APMEKC | ans iH'ekuii no 200 mr; 1 | "®APMEKC reyn" | Tuny - 3miHK 3 AKoCTi. FOTOBWMIA Nikapcbkunii 3aci6.
nakoH 3 niodpinizatom reyn" CT1abinbHICTb. 3MiHa y TepMiHax npugartHocTi abo

y KOMNaekTi 3 1
(p1aKOHOM PO3UMHHMKA
(BoZa Ans iH'exuiii) no
3,2 M1y KOHTYPHIl
YapyHKOBIli ynakoBLii; no
1 KOHTYpHIli YapyHKOBIi
ynakoBLji y navi 3
KapToHy; 1 chnakoH 3
niogpinizaTom y
KomMekTi 3 1
p1aKOHOM PO3UMHHMKA
(BoZa Ans iH'exuiii) no
3,2 M1y KOHTYPHIW

ymoBax 36epiraHHsi TOTOBOrO /likapCbKOro 3acoby
(36iNbLLUEHHSA TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [11a Toprosoi ynakosku
(NiaTBEPOXYETLCA AAHUMU PeasTbHOro Yacy) -
36iNbLUEHHSI TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby TelikonnaHiH-dapmekc,
niodinisat Ana po3umHy Ans in'exuii no 400 mr; 1
dhnakoH 3 niopinizaTom y KOMNIekTi 3 1 h1akoHOM
pO34MHHYKKa (BoZa ANs iH'EKLi) no 3,2 MmNy
KOHTYPHIlA YapyHKOBIli yNnakoBLj; N0 1 KOHTYpHIi
YapyHKOBIli ynakoBLji y nayli 3 KapTOHY Ha MiacTaBi
pe3ynbTaTiB AOC/IMKEHHSA CTabisIbHOCTI.
3arBepKeHo: 2 poku 3anpornoHoBaHo: 3 Pokun
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
YapyHKOBIli ynakoBLii; no (BBegeHHs 3MiH NpOTArom 6-Tu MicauiB nicns
15 KOHTYpHUX 3aTBEPAKEHHS)
YapyHKOBMX yMakoBOK y
KOpo6LUi 3 KAPTOHY
215. | TEPBIHOPM Tabnetku no 250 mr, no yopna Ipysia K.O. C/1IABIA ®APM PymyHis BHECEHHS 3MiH [J0 peECTpaLiiiHMX maTepianis: 3MiHU  (3a peyernmom UA/13367/02/01
7 Tabnetok y 6nictepi, MEANUNH C.P.. | Tuny - 3miHKn Woao 6esnekn/edhekTUBHOCTI Ta
no 2 6nictepu B nTa hapmakoHarnsgy. BeegeHHs abo 3miHv oo
KapTOHHiiA KOpo6Ll y3araslbHeHUx JaHux npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHVX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobw,
BiANOBIAA/ILHOI 32 34iliCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asiBHVKa Ans
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, SKLLo BoHa
BiAMiHHA Bif yNOBHOBaXKeHOI 0cobw, BignoBigasibHOT
3a 3fjiicHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0cobu,
BiAnoBiAa/IbHOT 3a papmakoHarnsag. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOI ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHeHH:A ddapmakoHarnsgy B
YKpaiHi
216. | TET 36.6® 3 NOpOLUOK ANs MNpuBatHe YkpaiHa MNpuBaTHe YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3mMiHU |6e3 peyenma UA/17816/01/01
APOMATOM Opa/IbHOro PO34uMHy; NO akuioHepHe akuioHepHe | TMNy - AAMIHICTpaTVBHI 3MiHW. 3MiHA Ha3BU
NNMOHY 13,1 r y cawe-nakeTi; no TOBapUCTBO TOBapUCTBO nikapcbKoro 3aco6y. 3MiHa Ha3Bu J13: 3aTBepKeHO:
5 a6o 10 calle-nakeTis y "Nlekxim- "Mlekxim-Xapkis" TeT 36.6 3 apomaToM iIMMOHy. Tet 36.6 with lemon
nauuj Xapkis" flavour. 3anponoHoBaHo: TeT 36.6® 3 apomaTom

JINMOHY
Tet 36.6® with lemon flavour. BeegeHHsA 3MiH
NPOTArom 3-X MICALiB Nic/1a 3aTBEPAKEHHS. 3MiHN |
TMny - 3MiHK 3 AKocTi. CepTudikaT BignosigHoOCTI/IE-
cepTudikaT BiANoBIigHOCTI €Bponeiichkili
thapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo
OHOBJIEHOrO cepTudikaTa BiANOBIAHOCTI abo
BUYYEHHS cepTudikarta BiAnoBigHOCTI
€Bponelicbkiii hapmakonei: gns A®I; onsa BuxigHoro
MaTepiany/peareHTy/NMpoMKHOro NPoAayKTy, Lo
BMKOPUCTOBYIOTbCSA Y BUPOOHULTBI ADI; Ans
[0NOMKHOT pevoBrHK (cepTudpikat BignoBigHOCTI
€Bponelicbkiii hapmakonei) - OHOB/EHWIA
cepTudikaT Bif, y)xe 3aTBep)KEHOro BUPOBHYIKa.
MopaHHsA oHoBneHoro CepTudikaty BignoBigHOCTI
€Bponeiicbkili hapmakonei R1-CEP 2012-148-Rev
01 (nonepepnHs sepcis R1-CEP 2012-148-Rev 00)
Bif, BXXe 3aTBepxeHoro BmpobHuka Hebei Jiheng
(Group) Pharmaceutical Co., Ltd. ana Adl
napaueTtamosny. 3MiHu | Tuny - 3MiHu Wwoao
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHW). BHECEHHS B TEKCT MapKyBaHHS1 Ha NEPBUHHIiA
ynakoBLi Ha3By J13 aTMHNLEH0 Ta HAHECEHHS
iHcbopMmaLii LLoA0 3a3HAYEHHS LUTPUX-KOAY.
BBefeHHA 3MiH NpoTAarom 3-x micsauiB nicas
3aTBEPKEHHS.
217. | TET 36.6® NOpPOLLOK A5 MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianiB: 3mMiHM |6e3 peyenma UA/17861/01/01
MAKCI 3 OpasIbHOro PO34unHy; No akuioHepHe akuioHepHe | TMny - AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BK
APOMATOM 23 ry cawe-nakeTi; no 5 TOBapuCTBO TOBapuncTBo nikapcbKoro 3acoby. 3miHa Ha3su J13. BeegeHHs
MAJTMHN a6o 10 cawe-nakeTiB y "Jlekxim- "Jlekxim-Xapki" 3MiH NPOTArom 3-X MICALIB NiC/1A 3aTBEPKEHHS.
nauui Xapkis" 3MiHu | TYNY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI

Ta thapmakoHarnagy (iHwi 3MiHn). BHeceHHs B TekcT
MapKyBaHHS Ha NePBUHHI ynakoBLi Ha3By J13
NaTUHMLE0 Ta HaHeCeHHs iHdopmauii Wwoao

3a3HayYeHHs WTpuX-Koay. BBegeHHs 3MiH npoTsarom

3-x micsuiB nicns 3aTBepaKeHHsA. 3MiHu | Tuny -
3MiHu 3 siKocTi. CepTudikat BignosigHocTI/lE-
cepTudikaT BiANOBIAHOCTI €EBPONENChKIi
chapmakonei/moHorpadii. NMogaHHsA HoBOro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudpikaTta BiANoBIgHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/NpoOMKHOro NPoAyKTy, L0
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[O0NOMDKHOT peqyoBrHK (cepTudpikat BignoBigHOCTI
€Bponelicbkiit hapmakonei) - OHOBIEHWIA
cepTudikaT Bif Y)Xe 3aTBepAKEHOro BUPOGHUKA.
MopaHHA oHoBNeHoro CepTuddikaty BignosigHOCTI
€Bponeiicbkili hapmakonei R1-CEP 2012-148-Rev
01 (nonepegHs Bepcis R1-CEP 2012-148-Rev 00)
BiJl BXXe 3aTBepAxeHoro BmpobHuka Hebei Jiheng
(Group) Pharmaceutical Co., Ltd. gns Adl
napaueTtamosty. 3MiHu | Tuny - 3MiHKU 3 AKOCTiI.
CepTudpikar signosigHocTi/lE-cepTudpikat
BiANoOBiAHOCTI EBpoONeiichkiit
thapmakonei/moHorpadii. NMogaHHsA HoBoro abo
OHOBJIEHOrO cepTudikaTa BiANOBIAHOCTI a6o
BW/IyYEHHS cepTudikaTa BifgnoBigHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/NMpoMiKHOIo NPoAayKTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBMHUM (cepTudikart BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTmdikaT Bif ye 3aTBepAXeHOro BUPoOHUKa.
MoaaHHA oHoBneHoro CepTudikaTty BiANOBIAHOCTI
€Bponeiicbkit hapmakonei R1-CEP 2003-179-Rev
03 (nonepeaHs Bepcia R1-CEP 2003-179-Rev 02)
Bifl BXXe 3aTBepxeHoro BmpobHuka Malladi Drugs &
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Pharmaceuticals Limited (Unit-3) ana A®I
dheHinedpuHy rigpoxsiopuay.
218. | TIANPUIAH® Tabnetkn no 100 mr no TOB "bayL YkpaiHa .. dapma Mv6X ABCTpist BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: 3MiHU (3a peyernmom UA/10161/01/01
20 TabneTok y bnicTepi; Xenc" | TMny - NnpuBegeHHA cneumadikayii MKA N13 y
no 1 a6o 3 6nictepn y BignoBsigHicTb Ao p. 3.2.P.5.1. Cneuundikavis(-1)
KOpo6Li 3 KAPTOHY
219. | TIOKTAUMA® | po3umH ans iH'exyiin (600 MEJA HimeuuunH yCi BUPOOHNYi HimeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHMX maTepianis: 3MiH1 (3a peyernmom UA/5289/01/01
600T Mr/24 M) no 24 mn B Papma a cTagii, 3a BUHATKOM | Tuny - 3miHK Woao 6esnekn/ethekTMBHOCTI Ta
amnyni, no 5 amnyn B M6X eHg BMNYCKY cepii: thapmakoHarniagy. BeegeHHs abo 3MiHu Ao
KOHTYPHIli YapyHKOBIlA Ko. KI 3ircopua MNamensH y3ara/lbHeHUX JaHvx npo cuctemy chapmakoHarnagy
ynakosti, no 1 vM6X, HimeyunHa; (BBEEHHSA Y3arasIbHEHUX AaHWX NPo cucTemy
KOHTYPHIlA YapyHKOBIlA Bunyck cepii: MEJA thapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0coou,
ynakoBLji B nauui dapma N'v6X eHg, BiANOBIAANLHOI 3a 34iliCHEHHSA hapmakoHarnagy;
Ko. KI', HimeuunHa KOHTaKTHOI 0Co6U 3 thapmakoHarnsay 3assHuKa A1
3fiicHeHHs hapMakoHarnisay B YkpaiHi, SKL0 BOHA
BiIMiHHa Bif, YyNOBHOBaXXeHOI 0c06M, BifNOBiAabHOI
3a 3fjiicHeHHs hapmakoHarnsgy (Bknovaroun
KOHTaKTHi AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6Y 3asBHMKA,
BiANOBIAA/IbHOI 32 3AjICHEHHSA hapmakoHarisay B
YkpaiHi
220. | TPAH3INAH NOPOLLIOK A1 OPaUTbHOT Na6opaTtopi ®paHuisa IHHOTepa LLy3i ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3mMiHW (6e3 peyenma UA/4084/01/01
cycneHsii (40,231 r/100 A IHHOTEK | TUMNY - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBK/
r)no 7 ry cawe Ne20, IHTepHacbiio NiKapcbkoro 3acoby 3 BHECEHHAM iHpopmaLii Wwoao
no 140 r y 6aHkax Nel Haulb 3a3HavYeHHs OAMHMLb BUMIpOBaHHA Y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micas
3aTBEPMAKEHHS
221. | TPAHKBINNIAP | Tta6netkn no 0,3 r no 10 ToBapuncTBO YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX MaTepiasiiB: 3MiHM |6e3 peyenma UA/8851/01/01
®IC TabneTok y 6nicTepi; no 3 [08aTKOBOIO | TMNY - OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKu
2 6nicTepu B nayui 3 [0aTKOBOK BiANOBIA&/ILHICTIO NiKapcbkoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
KapToHYy BiAnoBigasb "IHTEPXIM" 3a3HavYeHHs OAMHMLb BUMIpOBaHHA Y cuctemi Sl.
HICTIO BBE/EHHS 3MiH MPOTAroM 6-Tv MicAUiB micns
"IHTEPXIM" 3aTBEPKEHHSA
222. | TPUMCNA TabneTku, BKpUTI Makneoac IHgis Makneoac IHais BHECEHHS 3MiH 4,0 PEECTpaLiiHNX MaTepiasliB: 3MiHWN  (3a peyernmom UA/8739/01/01
200 NAiBKOBOK 000I0HKOH, dPapmacbioT dapmacbloTukanc | Tuny - 3MiHK 3 AKoCTi. FOTOBWMIA Nikapcbkunii 3acib.
no 200 mr, no 6 nkanc Nimiten CucTeMa KoHTellHep/3akynoproBasibHMiA 3aci6. 3miHa
Tabnetok y ctpumi, no 1 Nimiteq pPO3Mipy ynakoBK/ roTOBOrO NiKapCbKOro 3acoby

abo no 5 ctpunis y
KapTOHHI ynakoBLi; No
15 TabneTok y cTpuni;
no 1 cTpuny y KapTOHHIM
ynakoBLj

(3MiHa KiflbKOCTi 0AMHMLE (Hanpuknag TabneTok,
amnyn TOLLO) B ynakoBLii:) - 3MiHa no3a giana3oHoMm
3aTBEPKEHUX PO3MIpPIB YNaKOBK/ - BBEAEHHS
[opaTtkoBoi ynakoBku no 15 TabneTok y ctpuni, no 1
CTPUNY Y KAPTOHHIli ynakoBL,i 6e3 3MiH1 NePBUHHOIO
nakyBa/lbHOro Matepiasy, 3 BHECEHHSIM BiANOBIAHUX
3MiH [0 p. «YnakoBka» (BBefeHHS 3MiH NpoTArom 3-
X MicsiLiB Nicns 3aTBEPKEHHS)
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
223. | TPIBECTAH TabneTku, BKpUTI AT YkpaiHa Brpo6HMUTBO Bonrapis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiB: 3mMiHM |6e3 peyenma UA/4050/01/01
060/10HKO10, N0 250 Mr "BITAMIHWN" Hepo3dghacoBaHOT YkpaiHa | TMNy - AAMiHICTpaTUBHI 3MiHW. 3MiHa
no 10 TabneTtok y NpPOAYKLUii, NepBNHHA HaliMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHUKa
6nicTepi, no 6 6nictepis ynakoBka abo peecTpauiiHOro NocBifYEHHS) - 3MiHa
Y KapTOHHiIli nayui BMPOBHMUTBO 3a HalilMeHyBaHHs Ta agpecu 3asiBHuKa (BBeeHHS 3MiH
MOBHUM LIMKNOM: NPOTAroM 6-T1 MIiCALIB MiCNSA 3aTBEPMKEHHS); 3MiHM |
AT "Codpapma”, TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
Bonrapis; thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
BTopuHHa ynakoBska, y3arasibHeHVX faHnx npo cuctemy hapmakoHarnsgy
[103BiN Ha BUMNYCK (BBEAEHHSA Y3araslbHEHVX AaHNX Npo cucTemy
cepit: hapmMakoHarnagy, 3amMiHa ynoBHOBaXeHOT ocobu,
AT "BITAMIHA", BiANOBIAA/IbHOT 32 34iCHEHHST hapMmakoHarnsagy;
YkpaiHa KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa A5
3[iiCHEeHHs1 hapMakoHarsay B YKpaiHi, KLL0 BoHa
BiAMiHHa Bif, yNOBHOB&XeHOI 0co6y, BifnoBiAabHOI
3a 3gjiicHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
thalina cuctemu thapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOT 0CO6OU 3asBHUKA,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (hapmakoHarnagy.
3MiHa Micus 3[iICHEHHSI OCHOBHOI AiSNIbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu Mactep-caiina
cuctemmn chapmakoHarnsgy; 3miiu | tuny -
ALMiHICTPaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiSNIbHOCTI
BUPOGHMKa/iMnopTepa roToBoro ikapcbkoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeLEeHHS KOHTPO/IIO AKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BUPOGHMK/IMNOPTEP, BKIOHAKOUM BUNYCK
cepiii) - 3MiHa HallMeHyBaHHA Ta afgpecu BUPOOHMKa
N3, 6e3 3miHW micus BUpobHuLTBa (BBEAEHHS 3MiH
NPOTAroM 6-TW MiCALIB NiC/A 3aTBePAKEHHS)
224. | TPIBECTAH TabneTkn, BKpUTI AT YkpaiHa AT "Codpapma” Bonrapis BHECEHHS 3MiH [0 peecTpaliinHuX maTepiasis: 3MiHN - UA/13251/01/01
060/10HKO0, N0 250 Mr "BITAMIHWN" | TMny - AgMiHICTpaTUBHI 3MiHW. 3MiHa

in bulk Ne 1590: no 10
TabneTok y 6nictepi, no
159 6nicTepiB y
noninponiseHoBii

Kopob6ui; in bulk Ne 1620:

no 10 TabneTok y
6nictepi, no 162
6nictepiB y
noninponisieHoB.in

Kopobui; in bulk Ne 1650:

no 10 TabneTtok y
6nictepi, no 165
6nictepiB y
noninponizieHoB.il

HallMeHyBaHHs Ta/abo afpecy 3asiBHMKA (BlacHUKa
peecTpauiiHoro NocBigYeHHs) - 3MiHa
HaViMeHyBaHHs Ta agpecu 3anBHuka (BeefeHHs 3MiH
NPOTAroM 6-TW MICALIB NIiCNA 3aTBEPAKEHHS); 3MiHN |
TMny - 3MiHK LWoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHn [0
y3araslbHeHUxX faHux npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHVX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT ocobw,
BiANOBIAA/ILHOI 32 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asiBHVKa Ans
3[jiCHeHHs1 hapMakoHarisay B YKpaiHi, SKL0 BoHa
BiAMiHHA Bif yNOBHOBaXKeHOI 0cobw, BignoBigasibHOT
3a 34jiicHeHHs chapmakoHarnsagy (Bknyarym
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Kopoo6Li KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXEHOT 0COOMN 3asBHUKA,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA hapmakoHarnagy.
3MiHa MicLs 3AiiCHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarniagy. 3miHa agpecu mactep-aiina
cuctemun dpapmakoHarnsgy
225. | YPANIT-Y® rpaHynun Ans opasibHOro MEJA HimeuuunH Bunyck npoaykTy- HimeyunHa BHECEHHS 3MiH [J0 peEECTpaLiiiHMX MaTepianis: 3MiHK (3a peyernmom UA/7357/01/01
po3unHy no 280 ry Papma a BWMYCK Cepil: | Tuny - 3miHK Woao 6e3nekn/echekTUBHOCTI Ta
KOHTeliHepi, no 1 M6X eHg MALAYC 'm6X, hapmakoHarnsgy. BeegeHHs abo 3miHu oo
KOHTeHepy y KOMNeKTi Ko. KI HimeyuunHa; y3arasibHeHUxX faHux npo cuctemy chapmakoHarnagy
3 MipHOO JTOXKKOHO, BupobHMuTBO in (BBEAEHHSA y3arasilbHEHUX AAHUX MPO cUCTEMY
iHAMKaTOPHMM nanepom, bulk: chapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw,
KOHTPONbHUM MNAHTEKCTPAKT BiANOBIAA/ILHOI 3a 34iiCHEHHSA (hapmakoHarnsay;
KasieHaapem Ta m6X Ta Ko. KI, KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asiBHuKa Ans
3aTMCKaYeM Yy KapTOHHIiA HimeuunHa,; 3[jiCHEeHHs1 hapMakoHarsay B YKpaiHi, SKL0 BoHa
KopoobLi HanoBHeHHA Ta BiAMiHHa Bif yNOBHOBaXKeHOI 0cobw, BignosigasibHOT
nakyBaHHS: 3a 3gilicHeHHs chapmakoHarniagy (Bkvarum
MAJAYC 'm6X, KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
HimeuyunHa thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6Y 3asiBHMKA,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy B
YkpaiHi
226. | YPOPEK Kancynu TBepai no 4 mr; Pekoppari Ipnangis Pekopgarti IHgacTpia ITanis BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: 3MiHW (3a peyernmom UA/11926/01/01
no 10 kancyn y 6nicTepi; Ainenp Nt Ximika e | TUNY - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
no 1, a6o no 3 a6o no 5, ®apmacesTika C.n.A nikapcbKoro 3acoby 3 BHECEHHAM iHhopmalii woao
abo no 9 6nicTepiB y 3a3HaYeHHs OAMHNLb BUMIPIOBaHHSA y cucTemi Sl.
KapTOHHIN nauui 3amiHa po3giny «IpadiuHe 306paXKeHHs» Ha po3ain
«MapkyBaHHa» MK#A J13: 3anponoHoBaHo:
MapKyBaHHS. 3rifjHO 3aTBEpAXXEHOro TEKCTY
MapKyBaHHs. BBeileHHS 3MiH NPOTAroMm 6-Tu MicALiB
nicns 3aTBepkKeHHs
227. | YPOPEK Karncysnv Teepgi no 8 wr; Pekopgaari IpnaHgjs Pekopgarti IHgacTpia ITanisa BHECEHHS 3MiH [0 peecTpauliiiHuxX maTepiasis: 3MiH1  (3a peyernmom UA/11926/01/02
no 10 kancyn y 6nictepi; Ainenp Nt Ximika e | TUNY - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
no 1, aéo no 3 a6o no 5, dapmacesTika C.n.A NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmaLii Wwoao
abo no 9 6nictepiB y 3a3HavYeHHs oAVHMLb BUMIpIOBaHHSA Y cuctemi Sl.
KapTOHHIN nauui 3amiHa po3giny «I'paciuHe 306paxkeHHs» Ha po3ain
«MapkyBaHHa» MK#A J13: 3anponoHoBaHo:
MapKyBaHHS. 3rifjHO 3aTBEpAXEHOro TEKCTY
MapKyBaHHs. BBeileHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkKeHHs
228. | ®PAPMATEKC | cynosuTopii BariHanbHi NabopaTtopi ®paHuisa IHHOTepa LLysi, ®paHuisa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiB: 3MiH1 |6e3 peyenma UA/1340/03/01
no 18,9 mr, no 5 A I[HHOTeK ®paHuia (BUPOOHUK, | TMNY - OHOBNEHHA TEKCTY MapKyBaHHA ynaKkoBKu
cynosuTtopiie y 6nictepi, | IHTepHacbiio BiANOBiga/IbHUIA 3a NikapCcbKoro 3acoby 3 BHECEHHSIM iHhopmalii woao
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
no 1 a6o no 2 6nicrepn Ha/b BTOPUHHE 3a3HavYeHHs oAVHMLb BUMIpIOBaHHA Y cuctemi Sl.
B KapTOHHI1 kopobui nakyBaHHs, BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
KOHTPO/b Ta BUMYCK 3aTBEPKEHHS
cepii); FOHiTep
Niksig,
MaHyhekuypiHr,
®paHuia (BUPOOHUK,
BiANoBiganbHUii 3a
BMPOGHULITBO in
bulk, nepeuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b cepii)
229. | ®PAPMATEKC | kpem BariHasibHuWiA 1,2 Nab6opatopi PpaHuin IHHOTepa Lysi, PpaHuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiH1 |6e3 peyenma UA/1340/04/01
%; no 72y 1y6i y A IHHOTEK ®paHLis (BUPOOHUK | TUMY - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
KOMMNNEKTI 3 IHTepHacbiio BiANoBigabHUIA 3a nikapcbkoro 3acoby 3 BHECEHHSIM iHchopMalii LLoao
annikatopom — Hab BTOPVHHE 3a3HaYeHHs OAVHMLL BUMIPOBaHHSA Y cucTemi Sl.
Aosartopom; no 1 Ty6iy nakyBaHHs, BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicasa
KapTOHHiiA KOpo6Lli KOHTPO/b Ta BUMYCK 3aTBEPAKEHHS
cepii); Nabopatopis
LLlemiHo, ®paHuis
(BMpPOGHYK
BiANoOBigabHUIA 3a
BMPOGHULITBO in
bulk, nepeuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b cepil)
230. | PAPMATEKC | TabneTku BariHasbHi no Na6opaTtopi ®paHuisa IHHOTepa LLysi, ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3mMiHW (6e3 peyenma UA/1340/05/01
20 wmr no 12 tabnetok y A [HHOTeK ®paHuia (BUPOBHWK, | TUNY - OHOBNEHHS TEKCTY MapKyBaHHSA YNakoBKu
Ty6i; no 1 Ty6i y IHTepHacbiio BiANoBiganbHUii 3a nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMalii LLoao
KapTOHHiiA KOpo6Ll Haslb BMPOGHULITBO in 3a3HavYeHHs OAMHULb BUMIpIOBaHHA Y cuctemi Sl.
bulk, koHTpOsb TA BBefeHHs1 3MiH MPOTAroM 6-Tu MicsAuiB nicas
BUNYyCK cepii); 3aTBEpPKEHHSA
Ctpagic, ®paHuis
(BUPOGHNK,
BiANoBiganbHUii 3a
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs)
231. | DPAPMATOH cupon no 100 mny TOB Ykpaina Coxo ®nopgic LBeiiyapis BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 3mMiHW |6e3 peyenma UA/14229/01/01
® Kiaal dnakoHi; no 1 conakoHy "CaHodi- IHTEpHEeLHN | TNy - 3miHK Woao 6e3nekn/edhekTNBHOCTI Ta
B KOMM/IEKTi 3 MipHUM ABeHTIC CsizenaHg CA thapmakoHarnagy (iHwi 3mMiHn) - OHOBJ/IEHHSA
KOBMAYKOM Y KapTOHHili YkpaiHa" 3aTBepKeHOro TeKCTy MapKyBaHHs ynakosok J13.

Kopoo6Li

BHeceHHs 3MiH A0 po3giny “MapkyBaHHs" MKA 113

3arBepaxeHo: TeKCT MapKyBaHHA 3anponoHoBaHo:

BignoBifHO A0 3aTBEPAYKEHOrO TEKCTY MapKyBaHHS.
BBefeHHs1 3MiH NpOTAroM 6-T1 MicsAUiB nicas




106

Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3aTBEPAKEHHS.
232. | ®PEHOBAPEI TabneTkn no 5 mr no 10 ToBapucTtso YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peECTpaLiiiHMX maTepianis: 3MiH1  (3a peyernmom UA/4052/01/01
TANIC Tabnetok y 6nictepi; no 3 [04aTKOBOI | TMMNY - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM
5 6nicTepiB y nayui [,00aTKOBOIO Bi4noBiAa/IbHICTIO nikapcbKoro 3acoby 3 BHECEHHSIM iHchbopMalii LLoao
Bignosiganb "IHTEPXIM" 3a3HavyeHHs OAMHMLb BUMIpIOBaHHSA Y cucTemi Sl.
HICTIO BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micasa
"IHTEPXIM" 3aTBepKEHHS
233. | ®EHOBAPBI Tabnetkn no 50 mr no 10 | ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHK (3a peyernmom UA/4052/01/02
TANIC TabneTok y 6nictepi; no 3 [0[aTKOBOIO | TUNY - OHOBNEHHSA TEKCTY MapKyBaHHSA YNakoBKu
5 6nicTepis y nauui [0aTKOBOKO BiANOBIA&/IbHICTIO nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMalii LLoao
navui BiAnosigasib "IHTEPXIM" 3a3HavYeHHs OAMHULb BUMIpIOBaHHA Y cuctemi Sl.
HICTIO BBefeHHs 3MiH MpOTAroM 6-Tu micsAuiB nicns
"IHTEPXIM" 3aTBepKEHHS
234. | ®EHOBAPBI Tabnetkn no 100 mr no ToBapucTBO Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peECTpaLiiiHMXx maTepiasniB: 3MiHU  [3a peyernmom UA/4052/01/03
TANIC 10 Tabnetok y 6ricTtepi; 3 [04aTKOBOKO | TMNY - OHOBNIEHHA TEKCTY MapPKyBaHHA yNakoBKu
no 5 6nictepis y nayw,i [0aTKOBOK BiANOBIA&/IbHICTIO nNiKapcbkoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
BiAnoBigasb "IHTEPXIM" 3a3HavYeHHs OAMHMLb BUMIpIOBaHHA Y cuctemi Sl.
HICTIO BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micas
"IHTEPXIM" 3aTBEPAKEHHSA
235. | ®/IAMIAE3 Masb no 20 ry OpraHocuH IHgis EHK't06 ETikan3 IHais BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX MaTepiasiiB: 3MiHU |6e3 peyenma UA/1920/02/01
®ITONMAKOC KOHTeliHepi; no 1 Naind MpaiBiT MimiTes | TUNy - NogaHHA HOBOro cepTudikaTa BiANOBIAHOCTI
KOHTEelHepy B naulj; no CaeHcus €sponelicbkiin papmakonei Ne R1-CEP 2012-390-
20 r a6o no 40 r y Ty6i; M. /114, Rev 00 gnsa gitoyol pevoBmHy Levomenthol Big
no 1 Ty6i y KapTOHHiii HoBOro BMpo6bHuka BASF SE
nauui
236. | PNEBOLAIA TabneTkn, BKpUTI Na6opaTopi ®paHuisa IHHOTepa LLys3i ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiH1 |6e3 peyenma UA/8590/01/01
600 MI N/1iBKOBOK 060/10HKOI0, A [HHOTeK | TUNY - OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKu
no 600 mr; no 15 IHTEpHacbiio NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmalLii Wwoao
TabneTok y 6nictepi; no Ha/b 3a3HavyeHHs OAMHMLb BUMIpOBaHHA Y cuctemi Sl.
1 abo no 2 6nictepn y BBefeHHA 3MiH NPOTArom 6 MicsuiB nicns
KapTOHHI KopooLi 3aTBEPKEHHSA
237. | ®JIOKCAN® Kpanni o4Hi, po3unH 0,3 TOB "bayw Ykpaina [Op. F'epxapg MaHH, HimeuunHa BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: 3MiHU (3a peyernmom UA/8528/01/01
%; no 5 Mn y prnaxoHi 3 Xenc" XeMm.-chapm. Pabpuk | TNy - 3MiHW [0 IHCTPYKUIT ANS MEeAUYHOro
KpanesnbHuueto; no 1 rM6X 3aCTOCyBaHHA NikapCbKoro 3acoby A0 po3ainis
dnakoHy 3 "Oco6/MBOCTi 3acTocyBaHHS" Ta "lMo6iuHI peakuii”.
KpanesibHULEI B BBefeHHA 3MiH NpoTArom 6-x micsAuis nicns
KapTOHHI Kopoo6Lli 3aTBEPKEHHS
238. | ®JTIOKCAHEK | kpansi o4Hi, po3uuH, 3 ToBapucTBO YkpaiHa CrepireHikc ITanis ITanisa BHECEHHS 3MiH [0 peecTpauliiiHMxX maTepiasli: 3MiH1  (3a peyernmom UA/17434/01/01
CT mr/mn no 10 mny 3 C.N.A., Itania | TMNYy - nogaHHA oHoBneHoro CepTudikaty
hnakoHi-kpanesnbHNUL; 06MexeHo (micue ctepunisauii BiANOBIAHOCTI €Bponelicbkiit hapmakonei R1-CEP
no 1 conakoHy- BiAnoBigasb NepPBUHHOT YNakoBKn 2000-106-Rev 06 Big BXe 3aTBEPAKEHOIO
KpanesibH1Li B nauLi HICTIO (3a gonomoroto BMpo6HUMKa Sun Pharmaceutical Industries Ltd., IHais
"HEKCT®A ramma- ons A®l opnokcaluHy
pPMm" BWMPOMIHEHHS));

dapma MNapTHepc
C.P.N., Itanis
(abTepHaTVBHE




107

Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BTOPVIHHE
nakyBaHHs);
®APMITEA C.MN.A,,
ITanis (BMpOGHMLTBO
roToBOI NpoAyKLii,
KOHTPO/Ib SIKOCTI,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUNYCK
cepii)
239. | ®JTIYKOHA3O | kancynu no 50 mr, no 7 TOB YkpaiHa TOB "AcTpachapm" YkpaiHa BHECEHHS 3MiH [J0 peECTpaLiiiHMX maTepianis: 3MiHU (3a peyernmom UA/9065/01/01
n abo 10 kancyny "AcTpachapm | TMMNY - OHOB/IEHHS 3aTBEPAXKEHOrO TEKCTY
6nicTepi, no 1 6nictepy " MapKyBaHHs ynakoBok /13
B KOpPOO6Li 3 KAPTOHY
240. | ®JTYKOHA3O0 | kancynu no 100 mr, no TOB YkpaiHa TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHK  (3a peyernmom UA/9065/01/02
n 10 kancyn y 6nictepi, no | "AcTtpadapm | TUNY - OHOBNEHHSA 3aTBEPAXEHOTO TEKCTY
1 6nicTepy y kopobui 3 " MapKyBaHHA ynakosok /13
KapToHY
241. | ®NIYKOHA3O0 | kancynu no 150 mr, no 1 TOB YkpaiHa TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHn | Ne 1 — 6e3 UA/9065/01/03
n Kancyni y 6nictepi, no 1 "AcTpadapm | TNy - OHOBNEHHS 3aTBEPMKEHOTO TEKCTY peyenma, Ne
abo 2 abo 3 abo 4 " MapKyBaHHA ynakosok /13 12, Ne 3; Ne 4 —
6nicTepn B KOpOO6Li 3 3a peyenmom
KapTOHY
242. | ®NYMIBAKT TabneTkun BariHa/1bHi, No ToBapucTBO YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiH1 |6e3 peyenma UA/15786/01/01
IC 10 mr no 6 TabneTok y 3 [04aTKOBOIO | TUMY - OHOB/NIEHHA TEKCTY MapKyBaHHS YNakoBKu
6nicTepi; no 1 6nictepy [04aTKOBOIO BiANOBIAA/LHICTIO nikapcbKoro 3acoby 3 BHECEHHSM iHchopMmal,ii Woao
B nauuj Bignosiganb "IHTEPXIM" 3a3HavyeHHs OAMHNLb BUMIPIOBaHHSA Y cucTemi Sl.
HICTIO BBefeHHs1 3MiH NpoTArom 6-Tv MicAUIB nicas
"IHTEPXIM" 3aTBepKEHHs
243. | XNNOPIEKCHA po3yuH ans MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3mMiHM |6e3 peyenma UA/9766/01/01
ANH-KP 30BHILLHbOIO "Ximcpapmsa "Ximchbapmsasog | Tuny - 3miHK 3 sAkocTi. MeAnyHI NPUCTPOT (iHLLI
3acTocyBaHHsA 0,05 %; BOZ, "UepsoHa 3ipka" 3MiHW) - BBEAleHHA [104aTKOBOI YakoBKW NiKapCbKoro
no 100 M y KOHTeliHepi "UepBoHa 3acoby XnoprekcnanH-KP, yKoMnaekToBaHol
3 HacagKol ans 3ipka" NPUCTPOEM A/151 BBEAEHHS — BariHa/IbHUM

CnpsiIMOBaHOro
BBElEHHS; no 1
KOHTelHepy y nauui 3
KapToHy; no 100 mny
KOHTelHepi 3 Hacaako
4715 CNPsIMOBaHOro
BBefEeHHs; no 100 mny
KOHTelHepi 3 Hacaako
4715 CNPsIMOBaHOro
BBE/leHHs NiKapCbKoro
3acoby y KOMM/EeKTi 3
BariHanbHUM
annikatopom 3i
3pOoLLYyBa/IbHOK

annikaTopoM 3i 3poLLyBa/IbHOIO MISALLEYKO
06’emoM 100 M1 Ta NI03aXUCHUM KOBMAYKOM.
BariHanbHWi1 annikatop He € YaCTUHOK NEePBUHHOT
ynakoBku i He Mae CE MapKyBaHHS, KOHTakTye 3 /13
NiLLe NPOTATOM iy)XXe 0B6MEXEHOro TEPMIHY,
npu3HayeHnin Ans 0gHOPa30BOro BUKOPUCTAHHS.
3MiHV BHEeCeHO A0 IHCTPpyKUii An18 MeguyHoro
3acTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"YnakoBka", BifnoBifgHi 3MiHN BHECEHI Yy pO34in
"Cnoci6 3acTocyBaHHS Ta A03U", SIK HAC/iOK,
3aTBEPKEHHS TEKCTY MapKyBaHHs [OAAaTKOBOI
ynakoBku (BBeAeHHs 3MiH NpOTArom 3-X micsuis
nicnsa 3aTBepykeHHs); 3MiHu | Tuny - 3MiHn Woa0
6e3nekn/edpekTBHOCTI Ta hapMakoHaraagy (iHuwi
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
NASWEYKO 06'EMOM 3MiHW) - 3MiHV BHECEeHi f0 IHCTpYKLii 4ns MeguyHoro
100 mn Ta 3aCTOCyBaHHSA Nikapcbkoro 3acoby A0 po3ainy
NMI03aXNCHUM "Cnoci6 3acTocyBaHHA Ta 4031" WOAO YTOUYHEHHS
KOBMa4koM, y nauuj 3 €nocoby BUKOPUCTaHHS XIHKaMW B FiHEKOOTii
KapToHYy KOHTelHepy 3 BariHa/IbHM annikatopom (BBefeHHs
3MiH NpoTArom 3-X MicsiliB nicns 3aTBepAkKeHHs)
244. | UEAOKCUM® | TabneTku BKpUTI Abpun IHais Aypob6iHgo ®apma IHais BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasnis: 3MiHK (3a peyernmom UA/14455/01/01
NNiBKOBOIO 060/TI0HKOIO, dopmyneii nTg | TMNY - BHECEHHS 3MiH [0 po3ainy “MapkyBaHHS"
no 100 wmr, no 10 H3 MBT. J/IT4. MKA N13: 3anponoHosaHo: MAPKVPOBKA CornacHo
TabneTok y 6nicTepi; no YyTBEPXAEHHOMY TEKCTY MapKUPOBKY
1 6nicTepy y KapTOHHii
yNnaKkoBLi
245. | UEAOKCUM® | Tabnetku BKpUTI Abpun IHais Aypob6iHao ®apma IHais BHECEHHS 3MiH [JO peecTpaLiiiHMX maTepianis: 3MiH1 (3a peyernmom UA/14455/01/02
NNiBKOBOK 060/I0HKOIO, dopmyneiiL Nt | TUNy - BHECEHHS 3MiH 40 po3giny “MapkyBaHHS"
no 200 wmr, no 10 H3 IMBT. IT4. MK#A N13: 3anponoHoBaHo: MAPKMPOBKA CornacHo
TabneTok y 6nicTepi; no YyTBEPXAEHHOMY TEKCTY MapKUPOBKY
1 6nicTepy y KapTOHHiiA
ynakoBLj
246. | UE®UNHAK TabneTkun, BKpUTI Abpun IHais Hektap IHais BHECEHHS 3MiH [JO peecTpaLiiiHMX maTepianis: 3MiH1  (3a peyernmom UA/16758/01/01
NAiBKOBOK 060J10HKOH, dopmyneiiw NaiidpcaliHcis | Tuny - 3mMiHK Woa0 6e3nekn/echekTUBHOCTI Ta
no 200 mr no 10 H3 MBT. /IT4. Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHv o
Tabnetok y 6nictepi; no y3araslbHeHNX AaHux Npo cuctemy dapmakoHarnsgy
1 6nicTepy B KApTOHHiIl (BBEAEHHSA y3araslbHEHUX AAHUX MPO cUCTEMY
yMakoBLi chapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHOi 0cobw,
BiANOBIAA/LHOI 3a 34iiCHEHHSA (hapmakoHarnagy;
KOHTaKTHOI 0co6U 3 thapmakoHarnsgy 3asiBHuKa Anas
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, SKLLO BoHa
BiIMiHHa Bif, yNOBHOBaXXeHOI 0C06M, BifNOBiAabHOI
3a 3fjiicHeHHs hapmakoHarnsgy (Bkaovatoun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0COBMN 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iliCHEHHA ddapmakoHarnsgy B
YkpaiHi: MNponoHoBaHa pefakuis: OHULYK Jllogmuna
BanepiiBHa. 3MiHa KOHTAKTHUX AaHWUX KOHTaKTHOI
0co6u yNnoBHOBaXKeHOT 0cobw, BiANOBifaIbHOT 3a
3pificHeHHs1 hapMakoHarnsay B YkpaiHi
247. | UE®PNHAK TabneTkn, BKpUTI Abpun IHAjs Hektap IHAis BHECEHHS 3MiH [0 peecTpaliinHMxX maTepiauis: 3MiHN  (3a peyernmom UA/16758/01/02
NAiBKOBOI 000I0HKOH, dopmyneiiw NaidpcaiiHeis | Tuny - 3mMiHK Woao 6e3nekn/edheKTUBHOCTI Ta
no 400 mr no 10 H3 MBT. /ITA. Nimiteq thapmakoHarnagy. BeegeHHs abo 3MiHu Ao

Tabnetok y 6nictepi; no
1 6nicTepy B KapTOHHIl
ynakoBL;i

y3arasibHeHVX AaHnx nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHNX NPo cucTemy
hapmMakoHarnagy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iCHEHHST hapMmakoHarnsagy;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuKa gns
3[iiCHEeHHs1 hapMakoHarsay B YKpaiHi, KLL0 BoHa
BiIMiHHa Bif YyNTOBHOB&XXEHOI 0c06y, BifgNoOBiAabHOI
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3a 3gjiicHeHHs chapmakoHarnsagy (Bkiyaryn
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
thaiina cuctemu thapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3aBHUKA,
BiANOBIAA/IbHOI 3a 34ilicCHeHHA hapmakoHarnsgy B
YkpaiHi: MponoHoBaHa pegakuis: OHULLYK JllogMuna
BanepiiBHa. 3MiHa KOHTAKTHUX AaHVX KOHTaKTHOI
0coby ynoBHOBaXXeHOI 0cobu, BiANOBIAA/ILHOT 3a
3fiicHeHHs hapmakoHarnsgy B YkpaiHi
248. | ULMPAM3A KOHUEHTpaT ans Eni Ninni HigepnaH Eni Nlinni enpg, CLUA/ BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasniB: 3MiHN (3a peyernmom UA/16889/01/01
po3uunHy ans iHgysiid, 10 | HepepneHg, an KomnaHi , CLLUA ITania/ Il TMRYy - 3MiHK 0o [HCTPYKLUiT ANa MeguyHoro
mr/mn, no 10 mn 1a 50 B.B. (BMPOGHMLTBO IpnaHgis/ 3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainis
My donakoHax Nel nikapcbkoro 3acoby, Benvka "Ocob6nmBOCTi 3acTocyBaHHSA", "TMobiuHi peakwii”.
nepBrHHA yNnakoBkKa, BpuTaHis BBefeHHsA 3MiH NpoTAarom 3-x micsAuiB nicas

KOHTPONb Ta
TecTyBaHHs
cTabinbHOCTI
niKkapcbKoro

3acoby); Eni Ninni

ITania C.MN.A., ITanisa

(KOHTPOSIb AKOCTI
niKkapcbKoro
3acoby); Eni Ninni
Kincenn Nimiteg,
IpnaHgisa (KoHTposb
AIKOCTI JliKapCbKOro
3aco6y); IMKnoH

Cuctems JI/IC, CLIA

(KOHTPO/b SIKOCTI Ta
TecTyBaHHS
cTabinbHOCTI
nikapcbkoro

3acoby); KoeaHc
JNlabopaTopis
NimiTen, Benvka
BputaHis (KoHTponb
AAKOCTI /1iKapCbKOro
3acoby); flinni C.A.,
Icnanis (BTOpuHHA
ynakoBka,
MapKyBaHHS,
KOHTPO/b, BUMYCK
cepii nikapcbKoro
3aco6y); Yapnb3

Pisep NlabopaTopis

Alipneng NimiTtepn,

IpnaHgis (KOHTposb

3aTBEPAKEHHS
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
AKOCTI NiKapCbKoro
3acoby)
249. | YEMMIKC TabneTkn, BKPUTI MOANIEP CLWA P-®dapm JxepmaHi HimeuunHa BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: 3MiHU (3a peyernmom UA/9398/01/01
NAiBKOBOK 000I0HKOH, IHK. rM6X Il TMny - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI Ta

no 0,5 mr + TabneTtku,
BKPUWTi MNiBKOBOIO
060/10HKOI0, N0 1 Mr abo
TabneTku, BKPUTI
NAiBKOBOK 060/I0HKOI,
no 1 mr; no 11 TabneTok
(0,5 mr) Tano 14
Tabnetok (1 mr)y
6nicTepax B KapTOHHIiA
ynakoBLi, LWo
po3knagaeTbes; no 14
Tabnetok (1 mr) y
6nicTepi; no 2 6nictepu
B KQpPTOHHI ynakoBsLi,
LLI0 PO3KNaAaETbCA

thapmakoHarnsgy. 3MiHa y KOpOoTKili xapakTepucTuui
niKapcbKoro 3acoby, TeKCTIi MapKyBaHHS Ta
IHCTPYKUIT A1 MeQUYHOro 3aCcToCcyBaHHA Ha nigcTasi
perynsipHO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS NiKapcbKoro 3acoby B
nicnsipeecTpaviiHuii nepiog, abo sk pesynbtart
OLiHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimxkersb (PIP) (3miHa
noTpebye NoAasibLIOro 06rpyHTyBaHHA HOBUMU
[0[AaTKOBUMY AA@HUMK) - 3MiHW BHECEHO A0
IHCTPYKLUiT A/19 MeAMYHOro 3aCTOCYBaHHsA
nNiKapcbkoro 3acoby A0 po3ainis "®apMakonorivHi
B/1acTMBOCTI" (YTOUHEHHS iHdopmadii) Ta "Cnocio
3aCTOCYBaHHHA Ta fo3n” go nigposginy “Aitn"
(yTouHeHHs iHdhopMaLil) BignoBigHO A0 pe3ynbTarTis
pocnimpkenHs (Phase 4 Pediatric Study A3051073
16.09.2019 CHMP EMA). BBefieHHs 3MiH NpOTArom
6-TN MicALIB Nic/1a 3aTBEPAKEHHS

HavyanbHUK Bigaginy 3 nutaHb papmaleBTUYHOI
AianbHocTi [lenapTaMeHTy peasisauii NONiTUK

T.M. IACKOBCbKUM
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AopaTok 4
A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
05.06.2020 Ne 1336

NIKAPCbKUNX 3ACOBIB (MEAUYHUX IMYHOBIONOTIYHUX MPEMAPATIB), AKUM BIAMOB/IEHO Y AEP)XXABHIN PEECTPALLI, NEPEPEECTPALJI TA
BHECEHHI 3MIH O PEECTPALUIMHNX MATEPIANIB

TA AEP>XABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa dopma sUnycKy 3asasHUK Kpaina Bupo6HuK KpaiHa Miocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
MNEKTONBAH® A | cupon 15 mr/5 mn, no 100 mny AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa 3acifaHHsa BigmosuTtun y 3aTBep/KEHHI -
31 CMAKOM CKsiHOMY hniakoHi; no 1 chnakoHy 3 HTP Ne 16 Bi | BUNpaB/EHHS TEXHIYHOI NOMWUKU Yy pO3Aini
nicoBux Arig [03YH04MM LUNPULOM B nayLi 30.04.2020 3.2.P.3.4 KOHTpO/b KpUTWYHUX CcTagjin i
NPOMDKHOI  NpoAykuii y n."Onuc", ocKinbku
3anporoHoBaHa pepaakuis TEXHiYHOT
NMOMUKM  He  BIiANOBIAAE  BU3HAYEHHIO
«TeXHIiYHa NoMW/IKa»
MNEKTONBAH® A | cupon 30 mr/5 mn, no 100 mny AT "dapmak” YkpaiHa AT "®apmak” YkpaiHa 3acigaHHs BigmoBuTtu y 3aTBepPAKEHHI -
31 CMAKOM CKNAHOMY (p/1akoHi, No 1 donakoHy 3 HTP Ne 16 Big, | BUNpaB/ieHHA TEXHIYHOT NOMW/KMA Yy po3gini
nonyHul [,03YBa/TLHOIO JIOXKKOK B Nadi 30.04.2020 3.2.P.3.4 KOHTPO/b KPUTUYHWUX CTagin |
NPOMDKHOI MpoAykuii y n."Onuc”, ocKinbku
3anporoHoBaHa pepakuis TEXHiYHOT
NOMWAKA  He  BIANOBIAAE  BM3HAYEHHIO
«TeXHi4YHa MoMUsIKa»
CTONMEPAH Kancynu TeepAi no 2 mr no 4 a6o 8 tOHina6, NN CWA CsiccKo Cepsices Arl', LLeiiuapis/ 3acifaHHs BigmoBuTtu y 3aTBEPAKEHHI -
Kancyn y 6nictepi; no 1 6nictepy B Lsenuapis (Bupo6HuK | IHAis/ Monbwa | HTP Ne 16 Big | BANpaBMEHHA  TEXHIYHOI  MOMWIKM Y
KapTOHHIM navi BiANOBIAaIbHMI 3a 30.04.2020 peecTpauiiHuX [OKyMeHTax Ha nikapcbKuii
BUPOGHULTBO, 3acib, OCKiNbky 3anponoHoBaHa (YHKLINA
KOHTPO/b Ta BUMYCK (ynakoBka) Bupo6HUka CsiccKo Cepsices
npoaykty in bulk); Ar, LlBeiuapis He 3a3HaveHa y Martepianax
Crpaiigc Papma peecTpauiiHoro gocbe (po3gin 3.2.P.3.1
CaiieHc fimiteq, IHaisa Bupo6HuKn)
(BUPOGHYK
BiANoBigabHMI 3a
BVMPOGHMLTBO,
KOHTPO/b Ta BUMYCK
npoaykty in bulk);
TOB HOC dapmaldiis,
Monbwa (BUpo6HMK
BiANoBigabHMI 3a
yNakoBKy, KOHTPO/b Ta
BMNYCK Cepii roTOBOro
NpOZAYKTY)
YPOJIECAH® Kpansi opasibHi No 25 M1y dh/1akoHi- MNAT YkpaiHa MAT "Tanuuchapm” YkpaiHa 3acigaHHs BigmoBuTtun y 3aTBepAKEeHHI -
KpanenbHuui, no 1 dpnakoHy- "Tanuucapm” HTP Ne 16 Big, | BUNpaB/ieHHA  TEXHIYHOI  MOMWIKU Yy
KpanesnbHuLi B nayui; no 25 mny 30.04.2020 peecTpauiiHix A0KYMEHTax Ha nikapCbKuii

doNakoHi-KpanenbHUL, 3aKpuToMy

3acib, OCKiJIbK/ 3anponoHoBaHa pefakuis
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KPULLIKOKO 3 KOHTPOJ/IEM NEpLLOro TeXHIYHOI NOMWJIKU He Bignosifae
po3KpUTTA, NO 1 hNakoHy- BU3HAYEHHIO «TEXHIYHa NOMUIKa»
KpanenbHuui B nayui; in bulk: no 25 mn
y hnakoHi-kpanesnsHuLi; no 88
hnakoHiB-kpanebHNLb y KOpoobi
KapToHHOMY; in bulk: no 25 mny
hnakoHi-KkpanesbHuL,i, 3aKpuTomy
KPYILLIKOIO 3 KOHTPOJIEM MEPLLOro
PO3KpUTTS, No 88 hN1aKoHiB-
KpanesibHULb Y KOpobi KapTOHHOMY

HavyanbHUK Bigainy 3 nutaHb (papmaleBTUYHOI
BIANbHOCTI lenapTamMeHTy peanisauii NosiTuK T.M. JIACKOBCbKUM
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