i

MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKA3
11.01.2020 N
Kuis
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I[Tpo fep>kaBHY peecTpariifo JikapCbKUX 3aco0iB, sIKi 3apeeCcTpoBaHi KOMIIETEHTHUMU
opranamu Cnosydenux IltatiB Amepuku, [lIBennapii, Anonii, ABctpanii, Kanaau,
€Bpornericekoro Coro3y, Ta BHECEHHS 3MiH /10 peeCTpaLiiHMX MaTepiasliB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHkTy 5 IlopsigKy [epskaBHOI peecTpaliii (repepeecTpaliii) jikKapcbKux 3aco0iB,
3aTBep/pKeHoro moctaHoBoro Kabinety MinicTpiB Ykpainu Bif 26 TpaBHs 2005 poKy
Ne 376 «IIpo 3aTBepgkeHHs IlopsiiKy Jep)kaBHOI peecTpaliii (mepepeecTpariii)
mikapcbkMx — 3acobiB i po3mipiB  300py 3a iX Jep)kaBHY  peecTpariiro
(mepepeecTpaiiito)», ab3aily TpuALATOro MiAmyHKTY 10 myHKTY 4 ITosi0’KeHHSI Mpo
MiHicTepcTBO OXOpPOHM 37I0pOB’ST YKpaiHH, 3aTBep/pKeHOro rnocrtaHoBoro KabiHery
MinictpiB Ykpaiau Bif 25 Gepe3nss 2015 poky Ne 267, myHkTy 5 po3ziny II Ta
nyHKTy 12 posziny III [Topsigky po3risify peecTpaljiiHAX MaTepiasiB Ha JiKapChKi
3acobwm, 110 TIOJAI0ThCS Ha JIep)KaBHY peecTpallito (TiepepeecTpaliito), Ta MarepiasiB
IIPO BHECEHHs 3MiH [I0 peeCcTpalilHWX MaTepiasiB MpOTAroM Jii peecTpaLjiiHOro
TIOCBi/TUeHHST Ha JTiKapcbKi 3aco0u, sKi 3apeecTpoBaHi KOMIETEHTHUMH OpraHaMH
Cnonyuenux IltariB Amepuku, [lIBeiiiiapii, finowii, ABctparii, KaHaau, jsikapcbKux
3aco0iB, 1[0 3a I[eHTPa/li30BaHOK TMPOIEAYPOI0 3apeecTpOBaHi KOMITETEHTHUM
opraHom €pponencbkoro Coro3y, 3aTBEPIKEHOr0 Haka3oM MiHiCcTepcTBa OXOPOHU
3mopoB's Ykpainu Big 17 mucronaga 2016 poky Ne 1245, 3apeeCcTpoBaHOTO B
MiHicrepcTsi rocTuLiil Ykpainu 14 rpygus 2016 poky 3a Ne 1619/29749, Ha migcrasi
ckiafieHux Jlep)kaBHUM  MIiATIPUEMCTBOM  «/lep)KaBHUM  €KCHOEPTHHUU  LIeHTP
MiHicTepcTBa OXOPOHU 3[0POB’ST YKpaiHW» BUCHOBKIB 3a pe3y/ibTaTaMU PO3IJISIAY
peecTpaLiiiHUX MarepiasiB, MO/IaHUX Ha JIep>KaBHY PeECTpaLlil0 JIiKapChKUX 3aco0iB,
sKi 3apeeCTpoBaHi KomreTeHTHUMU opraHamu llIBeliniapii, €Bponelicbkkoro Corosy,
CIIA, Ta BUCHOBKY TIpO pe3y/ibTaTU PO3IJISiAYy MarTepiajiB Mpo BHECEHHs 3MiH /0
peecTpaliiiHMX MaTepialiB Ha JIiKapChKUM  3acib, sSKWM  3apeeCcTpOBaHUMA
KOMIIETEHTHUM OpraHom €porieiicbkoro Coro3y,

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH A0 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHu fiKapcbKi 3acobu 3rifHo 3 fogaTKoM (Z01aToK 1).



2. BigmoBuTH y ZepKaBHil peecTpaliii Ta BHeCeHHi A0 [lep>kKaBHOroO peecTpy
NMiKapChbKUX 3ac00iB YKpaiHM JlikapCbKUX 3ac0biB 3rifiHO 3 10AaTKOM (ZI0AaTOK 2).

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapcbKuX 3aco06iB YKpaiHu Ha iKapchki 3aco0u 3rifiHO 3 AofaTkoM ([oAaTokK 3).

KoHTpOo/1b 32 BUKOHAHHSIM L[bOT'0 HaKa3y 3aJIuIiaro 3a co00t0.

MiHuicTp 3. CKAJIEIIbKA



NMEPENIK

Aopartok 1
A0 Hakasy MiHicTepcTBa OXOPOHU

3A0poB’Aa YKpaiHu
11.01.2020 Ne 41

3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUNYHNX IMYHOBIO/TOINYHUX NMPEMNAPATIB),
AKI BHOCATbLCA 40 AEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU, AKI 3BAPEECTPOBAHI
KOMMNETEHTHUMW OPITAHAMW CMOJTYYEHUX LUTATIB AMEPUKW, LUBEULAPII, ANOHII, ABCTPAII, KAHAQW,
NIKAPCbKNX 3ACOBIB, WO 3A LUEHTPANI3BOBAHOIO NMPOUEAYPOKO SAPEECTPOBAHI KOMMETEHTHUM
OPIrAHOM EBPOMENCbLKOIro COK3y

No

Hassa

dopma surnycKy

3asaBHUK

KOHTPO/Tb SIKOCTI JTiKapCbKOro 3acoby:
BetTep ®apma-depriryHr FTM6X Ta Ko. KI,
HimeuumnHa,;

KOHTPO/Ib SIKOCTI JTiKapCbKOro 3acoby:
BeTTep ®apma-depTiryHr FTM6X Ta Ko. KT,
HimeuuunHa,;

KOHTPO/b SIKOCTi NiKapCbKoro 3acoby
(nvwe cuna 3cyBy Ta cuna KoB3aHHA nicns
BTOPVHHOTO MaKyBaHHS):

Bettep ®apma-deptiryHr F'm6X Ta Ko. K,
HimeyunHa;

KOHTPO/b AKOCTi NiKapCbKoro 3acoby
(BMNPOBYBaHHSA KMNITMHHOT aKTUBHOCTI
nikapcbKoro 3acoby):

AT dapmaneBTMyHMii 3aBoa TEBA,
YropuuHa;

KOHTPO/Ib AKOCTi NiKapCcbKoro 3acoby
(uinicHicTb cuctemu
KOHTeliHep/3akynoptoBasibHWIA 3aci6 nicns
BTOPVHHOTO MaKyBaHHS):
BaiiTxay3 AHanitikan Jlabopatopis, /1/1C,
CLUA;

BTOPVHHE MaKyBaHHS:

Mepkne M'm6X, HimeuunHa;
BTOPVHHE MaKyBaHHS:
TpaHcdpapm SloricTik TM6X, HimeuunHa;

o KpaiHa Bupo6Huk Kpaina PeecmpayiliHa Ymosu Peknamy Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, npoyeodypa Bionycky BaHHS peecmpayiliHo2o
3acoby ynakoska) nocBi0Y€eHHs1
1. ADKOBI™ PO34nH ANA iH'eKUin, 225 TOB "TeBa YkpaiHa BMPOOHULITBO NiKApCbKOro 3acoby, Himeuunna/ peecTpauis Ha 3a He UA/17822/01/01
mr/1,5 mn; no 1,5 mn Ykpaina" NepBUHHE NakyBaHHSA, BTOPUHHE YropwwmHa/ 5 pokiB peyenmom nionsi2ae
pO34MHY y nonepeaHbL0 nakyBaHHs!, KOHTPO/Tb AKOCTi NiKapCbKoro CLUA/
HarnoBHEHOMY LUNPULL; NO 3acoby: HigepnaHgm
1 a6o no 3 wnpuum B BetTep ®apma-depriryHr FTM6X Ta Ko. KI,
KapTOHHIA KOopoo6Li HimeuuunHa;




hNakoHy y KapTOHHIN
nauui

BMPOBHMLTBO HEpO3hacoBaHOro
NPOAYKTY, KOHTPO/b SIKOCTi, NEPBUHHA
ynakoBka:

MateoH Itania C.N.A., Itanis;
BMPOGHMLITBO HEPO3(hacoBaHOro
NPOAYKTY, KOHTPO/Ib SIKOCTi, NEPBUHHA
yrnakoBKa:

BeTTep ®apma-depriraHr Fm6X i Ko.KT,
HimeuuunHa;

KOHTPO/Ib SKOCTI:

BioCnpiHr TM6X, HimeuuunHa;
BTOPWHHE NaKyBaHHs:

Apsarto [icTpibbiowH MM6X, HimeyunHa

Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Pexknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, npoyeodypa Bionycky BaHHs peecmpayitiHo2o
3acoby ynakosKa) nocsi04YeHHs1
[03BiN Ha BUNYCK cepii:
Mepkne 'm6X, HimeuunHa;
[l03BiN Ha BUNYycK cepii:
Tesa ®apmacbtoTukan3 Koepon B.B.,
Higepnanau
2. BAKLUMHA niogpinisar gnsa po3unHy Cepym IHAjs CepyM IHCTUTYT IHgii MBT. /174, IHAis peecTpauis Ha 3a He UA/17886/01/01
ana ONs1 iH'EKUIn 3 IHCTUTYT IHAiT 5 pokiB peyenmom | niosis2ae
NMPO®INTIAKT po3umHHKKOM, 1 no3a (0,5 MeT. N114.
KN KOPY, mn); 1 cpnakoH 3
XUBA niogpinizatom A4Na po3ynHy
ATEHYMNOBA | ans in'ekujii Ta 1 amnyna 3
HA PO34MHHMKOM (BOAA ANA
(MODINIBOB | iH'eKL;ji1) B KAPTOHHIN
AHA) Kopobui
3. MKYNYKA TabneTkun, BKpUTI BiiB Xenckep Benwuka BMPOGHMLITBO rOTOBOTO NiKapCbKOro Benuka peecTpauis Ha 3a He UA/17707/01/01
NAiBKOBOK 060/10HKOD, MO IOK Nimitep, BpuTaHis 3ac00y, KOHTPO/Ib AKOCTI: BputaHis/ 5 pokis peyenmom | niossicae
50 mr/25 wr; no 30 Inakco OnepeiiwHc tOK flimiTen, Wwo Beae IcnaHis
TabneTtok y gonakoHi; no 1 LisNbHICTb K M1akco Bennkom
h/1aKoHy B KapTOHHii OnepeiiwHc, Benuka bputaHis;
Kopobui KOHTPO/b SIKOCTi FOTOBOrO J1iKapCbKOro
3acoby, NnepBYHHE Ta BTOPUHHE
nakyBaHHS, A03Bif Ha BUNYCK cepii:
nakco Bennkom C.A., IcnaHis
4, CMNIHPAS3A PO34MH ANs iH'eKUin, 2,4 BioreH Higepnanan BTOPVHHE NaKyBaHHsI, BUNYCK Cepil: [Oanisa/ peecTpauist Ha 3a He UA/17852/01/01
Mr/mn, y donakoHi - 12 mr, HigepnaHnac BioreH (JeHmapk) MaHydekyypiHr AnC, ITania/ 5 pokis peyenmom | niossicae
no 5 mn y dpnakoHi, no 1 Bi.Bi. [JaHis; HimeuunHa

HauvanbHUK Bigginy 3 nutaHb
chapmaneBTUUHOT AiANBbHOCTI

[AenapTameHTy peanisauii NONITUK

T.M. IackoBCbKUi
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NIKAPCLKMX 3ACOBIB, LLIO 3AMPOMOHOBAHO [10 AEPXABHOI PEECTPALII _
fIKI BAPEECTPOBAHI KOMMETEHTHVUMU OPFAHAMU CMOMYYEHUX LUTATIB AMEPUKW, LLUBEALIAPII, ANOHII,
ABCTPANII, KAHAIU, NIKAPCBKUX 3ACOBIB, LLIO 3A LIEHTPA/I3OBAHOIO NPOLIEAYPOIO 3APEECTPOBAHI

KOMMNETEHTHUM OPFAHOM EBPONENCBLKOIO COHO3Y,

AKAM BIAMOB/EHO Y AEP)XXABHIN PEECTPALLI
TA BHECEHHI A0 OEP)XXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa Peecmpayi Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka tiHa Bionycky aHHs1 peecmpayiliHo2o
3acoby c¢hopma, npoyeoypa nocsioYeHHs
ynakoska)

5. BEPOAN MOPOLLOK A/1A [OiarHocTuk IpiH HimeuunHa BMPOGHUK, LLO BiAMNOBIfA€E 3a BUNYyCK cepil: Himeuunna/ peecTpauis 3a He UA/17747/01/01
NPUroTyBaHHs vM6X [OiarHocTuk piH TM6X, HimeuuunHa; ITanis/ Ha 5 pokiB | peyernmom niosisieae
pO34nHY AnA BMPOGHMLITBO HEPO3chacoBaHOro NPOAYKTY Ta CLWA
iH'eKUili no 25 wr; nepBrHHE NakKyBaHHA:
no 25 mry MATEOH ITANIA C.MN.A., ITanis;
dhnakoHi i3 BTOPWHHE NakKyBaHHS:
TEMHOro cka; no Cikcapn., JINC, CLLA
5 donakoHiB B
KapTOHHI Kopoo6Lli

6. TPAHCNAPHA™ rpaHyv ans nTC IpnaHgjs BUMYCK Cepii: IpnaHgis/ peecTpauis 3a He UA/17781/01/03
opasibHOT TepanbloTike MNTC TepanbtoTikc IHTepHewweHan NlimiTes, CLIA/ Ha 5 pokiB | peyernmom niosisieae
cycneHsii, no 1000 IHTepHeLeHan IpnaHgis; BenvkobputaH
Mr rpaHyn y Nimiten BMPOGHMLTBO rpanyn in bulk, aHani3 is/
namMiHoBaHOMy CTabiNbHOCTI: Icnanis/
nakeri 3 dapmacbioTukan MaHydekTypiHr Picbopy HimeyunHa
antoMiHieBOT Cepsices IHk. (NMMPC), CLUA;
chonbru; no 30 nepBUHHE Ta BTOPVHHE NakyBaHHS:
nakeTis 3 AHAepcoHBpeKoH IHk., CLUA;

rpaHynamm y
KapTOHHI KOopooLi

NnepBMHHE Ta BTOPUHHE NaKyBaHHS, aHaUTi3
CTabiNIbHOCTI, KOHTPOJb SKOCTI, BUMYCK Cepil:

Anmak ®apma Cepsices J114., BennkobputaHis;

BTOPUHHE MaKyBaHHS, KOHTPO/Ib AKOCTi (He
BK/IOYAKOUM MIKPOBGIOOTiUHY YMCTOTY), BUMYCK
cepi:

Anmvak ®apma Cepsices (Alinena) Nivitesa,
IpnaHgis;

BUPOGHMLTBO rpaHyn in bulk, nepBuHHe Ta
BTOPUHHE NakyBaHHS, aHasi3 CTabifibHOCTi Ta
KOHTPO/b MPY BUNYCKY:
®poccrT 16epika, C.A., IcnaHis;
BTOPWHHE NaKyBaHHs:




rpaHynamm y
KapTOHHI Kopoo6Li

nepBUHHE Ta BTOPUHHE NakyBaHHS, aHai3
CTabiNIbHOCTI, KOHTPO/b SKOCTI, BUMYCK Cepil:

Anmak ®apma Cepsices J114., BennkobputaHis;

BTOPUHHE MaKyBaHHS, KOHTPO/Ib SKOCTi (He
BK/1H0HAKUM MIKPOOBIONOriYHy YMCTOTY), BUMYCK
cepii:

Anmvak ®apma Cepsices (Alinena) Nivites,
IpnaHgis;

BUPOGHMLTBO rpaHyn in bulk, nepBuHHe Ta
BTOPUHHE NakyBaHHS, aHasi3 cTabifibHOCTi Ta
KOHTPO/b MPY BUNYCKY:
®poccrT 16epika, C.A., IcnaHis;
BTOPWHHE NaKyBaHHs:

Ne Hassa dopma sunycky 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayi Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka UHa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ¢hopma, npoyedypa nocsio4eHHs
ynakosKa)
Apsaro ficTpibbloweH M6X, HimeuyunHa,;
MiKpPOGIONOTiYHWIA aHani3:
Anmak CaiieHcisz AlineHg /1Ta., Ipnangis
7. TPAHCNAPHA™ rpaHynu ans nTC IpnaHgis BUNYCK cepil: Ipnangis/ peecTpavuis 3a He UA/17781/01/02
opasibHOT TepanbioTike MTC TepanbioTikc IHTEepHewweHan JlimiTeps, CcuA/ Ha 5 pokiB | peyenmom nionseae
cycneHsii, no 250 IHTepHelweHan IpnaHgis; BenukobputaH
Mr rpaHyny Nimiteq BMPOBGHULTBO rpaHyn in bulk, aHani3 is/
namiHoBaHOMY CTabiNbHOCTI: Icnanis/
nakeri 3 dapmacboTrikan MaHydekTypiHr Picbopy HimeuunHa
aslloMiHieBOT Cepsices IHk. (MMPC), CLUA,
donbru; no 30 nepBuHHE Ta BTOPUHHE NaKyBaHHS:
naketiB 3 AHAepcoHBpeKoH IHK., CLUA,
rpaHynamm y nepBMHHE Ta BTOPUHHE NakyBaHHA, aHaUli3
KapTOHHI Kopoo6Li CTabiNIbHOCTI, KOHTPO/b AKOCTI, BUNYCK Cepil:
Anmvak ®apma Cepsices /114., BenukobpuTaHis;
BTOPWHHE NakKyBaHHS, KOHTPO/b SIKOCTI (He
BK/1IOYAK0UM MIKPOBIONOriYHY YMCTOTY), BUNYCK
cepii:
Anmak ®apma Cepsices (Alinenn) Miviten,
Ipnangis;
BMPOGHMLTBO rpaHysn in bulk, nepBuHHe Ta
BTOPVHHE NakKyBaHHS, aHani3 CcTabisibHOCTi Ta
KOHTPO/b NPU BUNYCKY:
®poccT 16epika, C.A., IcnaHis;
BTOPVHHE MaKyBaHHS:
Apsarto [icTpibbioweH M6X, HimeyunHa,;
MiKpobionoriyHuiA aHanis:
Anmak CalieHci3 Aiineng /T4, lpnangis
8. TPAHCNAPHA™ rpaHyv ans nTC IpnaHgjs BUMYCK Cepii: IpnaHgis/ peecTpauis 3a He UA/17781/01/01
opasibHOT TeparnbloTike MTC TepanbioTikc IHTEpHeLeHan JlimiTea, CLlA/ Ha 5 pokiB | peyernmom niossieae
cycneHsii, no 125 IHTepHeLweHan IpnaHgis; BenvkobputaH
Mr rpaHyn y Nimiten BMPOGHMLTBO rpanyn in bulk, aHani3 is/
namiHoBaHoMy CTabiNbHOCTI: Icnanis/
nakeri 3 dapmacbioTukan MaHydekTypiHr Picbopy HimeyunHa
antoMiHieBOT Cepsices IHk. (NMMPC), CLUA,
honbru; no 30 nepBuHHE Ta BTOPUHHE NaKyBaHHS:
nakeTiB 3 AHAepcoHBpeKoH IHk., CLUA;




Ne Hassa dopma sunycky 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayi Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka UHa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ¢hopma, npoyedypa nocsio4eHHs
ynakosKa)

Apsaro ficTpibbloweH M6X, HimeuyunHa,;
MiKpPOGIONOTiYHWIA aHani3:
Anmak CaiieHcisz AlineHg /1Ta., Ipnangis

HauanbHUK Bigginy 3 nutaHb
chapmayeBTUYHOT AiANBHOCTI
AenaptamMeHTy peanisauii NOAITUK

T.M. IacKOBCbKUM
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A0 Hakasy MiHicTepcTBa OXOPOHU
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NMEPENIK
NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOIN4YHUX MPENAPATIB), LLOAO AKX BY/IM BHECEHI 3MIHU
A0 PEECTPALIAHNX MATEPIANIB, AKI BHOCATbLCHA A0 AEP)XABHOIO PEECTPY NNIKAPCbKNX 3ACOBGIB
YKPAIHU, AKI 3BAPEECTPOBAHI KOMNETEHTHUMUN OPFAHAMUW CMNOJTYYEHUX LUTATIB AMEPUKWN,
LUBENLUAPII, ANOHIT, ABCTPANII, KAHAAW, NIKAPCbKNX 3ACOBIB, LLIO 3A LIEHTPA/TI30BAHOIO

MPOLIEAYPOIO 3APEECTPOBAHI KOMMETEHTHAM OPFAHOM EBPOMENCLKOro COK3Y

Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka gionycky | peecmpayiliHo2o
3acoby ¢hopma, ynakoska) nocsio4YeHHs1

1. IMYHAT NMOPOLLIOK Ta Bakctep AscTpis Bunyck cepii 113 Ta po3unHHuka: Bakctep Al AscTpisi/ BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/16963/01/01

PO3UYMHHUK AN Al ABCTpISi; BUpo6HMLITBO, MEPBMHHE NaKyBaHHS HimeuunHa marepianis: OHoBneHHs CEP Ha peyenmom

pPO34mnHy ans ['N13, BTOpUHHE nakyBaHHA /13 Ta PO3YMHHMKKA, renapuH (R1-CEP 2002-006-Rev 06).

iH ekuii no 250/190 KOHTpONb sikocTi MN3: BakcTep All, ABCTpis; [Oitouva pegakuisn: R1-CEP 2002-006-

MO po34YNHHKK KoHTponb sikocTi [N13: Bakctep Al', ABCTpis; Rev 05. MponoHoBaHa pegakuis: R1-

(BoZa Ans iH eKLiiA) Bupo6HMLTBO, NepBUHHE NakyBaHHA Ta CEP 2002-006-Rev 06.

noswmny KOHTPO/Ib SIKOCTi PO3UnHHMKA: 3irdpig XamenbH

dhnakoHax, no 1 v6X, HimeyunHa

dnakoHy 3

MOPOLLKOM Y

KomnnaekTi 3 1

hnakoHoOM 3

PO3YMHHMKOM Ta

Habopom ans

PO3UYMHEHHS |

BBE/IEHHS Y KopobLi
2. IMYHAT NMOPOLLIOK Ta BakcTep ABCTpiIs Bunyck cepii 13 Ta po3unHHuKa: bBakctep AT, ABcTpisi/ BHECEHHS 3MiH O peecTpaLiiiHnX 3a UA/16964/01/01

PO3YMHHUK AN Al ABCTpisi; BUpO6HMLTBO, NEPBUHHE NaKyBaHHSA HimeuunHa MaTtepianis: OHoBnieHHA CEP Ha peyenmom

pO3umnHy ansa ['N13, BTOpYHHE nakyBaHHA /13 Ta pO34UMHHUKA, renapvH (R1-CEP 2002-006-Rev 06).

iH ekuii no 500/375 KOHTponb AkocTi MN3: Bakctep All, ABCTpis; [Oitova pepakuin: R1-CEP 2002-006-

MO, pO34YMHHUKK KoHTpornb sikocTi [N13: Bakctep Al, ABCTpiS; Rev 05. NMponoHoBaHa pefakuisa: R1-

(Boga Ans iH eKujin) Brpo6HMLUTBO, NepBrHHE MakyBaHHS Ta CEP 2002-006-Rev 06.

noswmny KOHTPO/1b AKOCTi PO34MHHMKA: 3irdapig XamesnbH

hnakoHax, no 1 m6X, HimeuyunHa

dnakoHy 3

MOPOLLIKOM Y

KOMMAekTi 3 1

nakoHoM 3

PO3UMHHUKOM Ta

Habopom ans

PO3UYMHEHHS i

BBE/IeHHS y Kopobui
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Ne Hassa dopma sunycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka Bionycky | peecmpayiliHo2o
3acoby ¢hopma, ynakoska) nocsio4YeHHs1
3. IMYHAT MOPOLLIOK Ta Bakctep ABcTpis Bunyck cepii 113 Ta po3unHHuka: Bakctep Al AscTpisi/ BHECEHHS 3MiH O peecTpaLiiiHnX 3a UA/16964/01/02
PO3UYMHHUK AN Al ABCTpisi; BUpO6GHMLTBO, NepBUHHE NakKyBaHHSA HimeuunHa MaTtepianis: OHoBieHHA CEP Ha peyenmom
po3unHy ansa 13, BTOpUHHE nakyBaHHsA /13 Ta pO34MHHUKA, renapvH (R1-CEP 2002-006-Rev 06).
iH eKUi no KOHTpOnb AKocTi ['N13: Bakctep All, ABCTpis; [itoua pepakuis: R1-CEP 2002-006-
1000/750 MO, KoHTpornb sikocTi [N13: bakctep Al', ABCTpiS; Rev 05. MponoHoBaHa pepakuisa: R1-
PO34MHHIKK (BOZa Bupo6HMLTBO, NEpPBUHHE NaKyBaHHSA Ta CEP 2002-006-Rev 06.
ONs iH ekyiin) no 10 KOHTPO/Ib SIKOCTi PO34YMHHMKA: 3irdpig XamenbH
M1y dpiakoHax, rno 'mM6X, HimeuyunHa
1 chnakoHy 3
MOPOLLKOM Y
KOMMeKTi 3 1
dnakoHoOM 3
PO3YMHHWKOM Ta
Habopom ans
PO3UYMHEHHS i
BBEEHHS Y KOpobLi
4. HYBIOXUN® Tabnetku no 50 wmr, TOB YkpaiHa BUPOGHMLUBTO Hepo3gacoBaHOi NPOAYKLUIT, CnonyyeHi BHECEHHS 3MiH 10 peecTpaviliHnx 3a UA/16773/01/01
no 10 TabneTok y «TeBa KOHTPO/Ib SKOCTI Wratn marepianis: 3MiHM WOA0 AKOCTi - «API | peyermom
6nicTepi, no 3 YkpaiHa» LlecbanoH IHk., Cnonyyeni LTtatn AmMepukm AMeEpUKM manufacture - changes to the site(s)
6nictepu B KOPOOLL (CWA); (cwA)/ of manufacture» Ta «Shelf life -
nepBrHHE, BTOPMHHE MakKyBaHHS, A03BiN Ha XopsarTis changes to the shelf life or storage
BUNyCK cepii conditions of the drug product».
MNIBA XpBaTcka f.0.0., XopBartisi BBefeHHA 3MiH NPOTAroM 6-Tn
MicSILLiB NiCNs 3aTBEPAKEHHS.
5. HYBIOXUN® Tabnetkn no 150 TOB YkpaiHa BMPOGHMLBTO Hepo3dhacoBaHOi MPOAYKL, CnonyyeHi BHECEHHS 3MiH IO peecTpaviiiHnX 3a UA/16773/01/02
mr, no 10 TabneTok «TeBa KOHTPO/b AKOCTI LWtatn marepianis: 3MiHU LWOA0 AKOCTI - «API | peyerimom
y 6nicTepi, no 3 YKpaiHa» LledhanoH IHk., CnonyueHi LTatn Amepuku AmMepukn manufacture - changes to the site(s)
6nicTepy B KOpOOLi (CWA); (CwA)/ of manufacture» Ta «Shelf life -
nepBuHHE, BTOPUHHE NakyBaHHS, 03BN Ha Xopsaris changes to the shelf life or storage
BUMYCK cepii conditions of the drug product».
MNIBA XpBaTcka 4.0.0., XopBartis BBefeHHA 3MiH NPOTAroM 6-Tn
MiCALB NiC/sA 3aTBEPAKEHHS.
6. HYBIOXUN® Tabnetkn no 250 TOB Ykpaina BMPOOHMLUBTO HEPO3dhacoBaHOi NPOAYKLT, Cnony4eHi BHECEHHS 3MiH A0 peecTpauiiHnx 3a UA/16773/01/03
mr, no 10 TabneTok «TeBa KOHTPO/b AKOCTI LWratn martepianis: 3MiHU LWOA0 AKOCTI - «API | peyernmom
y 6nictepi, no 3 YkpaiHa» LlecbanoH IHk., CrnonyyeHi LLTatn AMepuku AMepUKn manufacture - changes to the site(s)
6nicTepu B KOpOOLLi (CLLA); (ClA)/ of manufacture» Ta «Shelf life -
nepBuMHHE, BTOPUHHE NakyBaHHS, [03BiN Ha Xopsaris changes to the shelf life or storage
BUNYCK cepii conditions of the drug product».
MNIBA XpBaTcka 4.0.0., XopBarTisi BBegeHHs 3MiH NPOTArom 6-Tn
MicSILIB NicNs 3aTBEPAKEHHS.
7. HYBIOXUN® Tabnetku no 50 wmr, TOB Ykpaina BMPOBHMLUBTO HEPO3dhacoBaHOi NPOAYKLIT, Cnony4eHi BHECEHHS 3MiH [J0 peecTpaviliHnx 3a UA/16773/01/01
no 10 TabneTok y «TeBa KOHTpPO/b AKOCTi: LlecbanoH IHk., CnonyyeHi LWratn marepianis: 3MiHU LWOA0 AKOCTI - peyenmom
6nicTepi, no 3 YkpaiHa» LWTatn Amepuku (CLUA); nepBuHHe, BTOPUHHE Amepukn «Shelf life - changes to the retest
6nicTepu B KOPOOLL nakyBaHHs, 403BiN Ha BUNycK cepii: MN/1IBA (CWA)/ period of the active pharmaceutical
XpBarcka f.0.0., XopBaris XopBarTis ingredient», «Other quality changes -
changes that do not create a separate
and distinct good»
8. HYBIXXUN® Tabnetkn no 150 TOB YkpaiHa BMPOGHMLBTO Hepo3dhacoBaHOi MPOAYKL;, CronyyeHi BHECEHHS 3MiH 0 peecTpavyiiiHnX 3a UA/16773/01/02
mr, no 10 TabneTok «TeBa KOHTPO/b AKOCTI: LledpanoH IHK., CnonyyeHi LWtatn marepianis: 3MiHU OO0 AKOCTI - peyenmom
y 6nictepi, no 3 YkpaiHa» LWTtatn Amepukn (CLUA); nepBuHHE, BTOPUHHE AMepuKu «Shelf life - changes to the retest
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Ne Hassa dopma sunycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka Bionycky | peecmpayiliHo2o
3acoby ¢hopma, ynakoska) nocsio4YeHHs1
6nicTepu B KOpoo6Li nakyBaHHs, [03BiN Ha BuNyck cepii: M/1IBA (CwA)y/ period of the active pharmaceutical
XpBaTcka 4.0.0., XopBaTis Xopsaris ingredient», «Other quality changes -
changes that do not create a separate
and distinct good»
9. HYBIOXUN® Tabnetku no 250 TOB YkpaiHa BYPOGHMLUBTO Hepo3gacoBaHOi NPOAYKLUIT, Cnony4eHi BHECEHHS 3MiH 10 peecTpaviliHnx 3a UA/16773/01/03
mr, no 10 TabneTok «TeBa KOHTPO/b AKOCTI: LledpanoH IHK., CnonyuyeHi LWratn marepianis: 3MiHU W0A40 AKOCTI - peyenmom
y 6nicTtepi, no 3 YkpaiHa» LWTatn Amepukn (CLUA); nepBuHHE, BTOPUHHE AMeEpUKM «Shelf life - changes to the retest
6nicTepu B KOPO6LL nakyBaHHs, 403BiN Ha BUNyck cepii: MN/1IBA (CwAy/ period of the active pharmaceutical
XpBarcka f.0.0., Xopsaris XopsarTis ingredient», «Other quality changes -
changes that do not create a separate
and distinct good»
10. | NMEMETPEKCE NOPOLLOK A/1A KPKA, o.4. | CnoseHis BMPOGHMLITBO, MEPBMHHE Ta BTOPUHHE IHAis/ Ctucnuin onuc 3miH Type 1B, 3a UA/17452/01/01
A KPKA NpUroTyBaHHA Hoso nakyBaHHs: CnoseHis/ classified as B.II.f.1.b.1. Extenxion of | peyernmom
KOHUEeHTpaty Ans MecTO Hatko ®apma T4, HAis; Xopsaris the shelf-life from 24-months to 36
po34nHYy AN KOHTPO/b cepii (i3nuHi Ta XimiuHi meToan months.
iHdpysii no 100 wmr, KOHTPO/0, CTEPU/ILHICTb), BUNYCK Cepil: BBefeHHA 3MiH NPOTAroM 6-Tn
no 1 pnakoHy y KPKA, a.4., HoBo mecto, CnoBeHis; MiCALB NiCNA 3aTBEPAKEHHS.
Kopoo6Li BTOPUHHE MaKyBaHHS:
KPKA, a.4., HoBo mecTo, CnoBeHis;
KOHTPONb cepil (i3nyHi Ta XiMiuHi MmeToan
KOHTPOH):
KPKA, a.4., HoBo mecto, CnoBeHis;
KPKA - ®apma f.0.0., Xopsaris
11. | MEMETPEKCE NOPOLLOK A/15 KPKA, a.4. | CnoBeHis BMPOGHULTBO, NEPBMHHE Ta BTOPUHHE IHgis/ Ctucnuin onnc 3miH Type IB, 3a UA/17452/01/02
A KPKA NpUroTyBaHHsA Hoso nakyBaHHs: CnoseHis/ classified as B.II.f.1.b.1. Extenxion of | peyernmom
KOHLeHTparty A4/s MecTO Hatko ®apwma /174, IHAis; XopsarTisi the shelf-life from 24-months to 36
pPO34nHy ANns KOHTPO/b cepii (hi3nyHi Ta XiMiuHIi MeToan months.
iHdpysii no 500 wmr, KOHTPOJ0, CTEPU/ILHICTb), BUNYCK Cepil: BBefeHHSA 3MiH NPOTATroM 6-Tn
no 1 pnakoHy y KPKA, a.4., HoBo mecto, CnoBeHis; MiCALB NiCNA 3aTBEPAXKEHHS.
Kopoo6ui BTOPVHHE NaKyBaHHS:
KPKA, a.4., Hoso mecto, CnoBeHis;
KOHTPO/b cepii (i3nuHi Ta XimiuHi meToan
KOHTPO/H0):
KPKA, a.4., Hoso mecto, CnoBeHis;
KPKA - ®apma A.0.0., XopsarTist

HayanbHuK BigAainy 3 nutaHb
chapmayeBTUUYHOI AiANIbHOCTI
JenaptamMmeHTy peanisauii NoNITUK

T.M. 1acKOBCbKUM
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