NEPENIK
NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOINYHUX NMPENAPATIB), LLIOAO AKUX BYJIU BHECEHI 3MIHU 10
PEECTPAUIMHNX MATEPIANIB, AKI BHOCATBLCA A0 AEPXXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

OopaTtok 3

po Haka3y MiHictepcTBa OXOpOHU
3popoB’s YkpaiHu «lpo gepxaBHy

peecTpadito (nepepeecTpadito)
nikapcbKux 3acobiB (Mean4HNX

iMyHoGionoriyHux npenapariB) Ta
BHeCEeHHSl 3MiH [0 peecTpauinHuX

maTtepianiB»

Big 28 yepBHA 2021 poky Ne 1290

Ne Hasea Popma eunycKy 3asisHuUK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npoyedypa Ymoeu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs
1. ArPENIAQ kancynu no 0,5 mr no dapmacaiiHe Kanapa dapmacantHc IHk. Kanapa BHECEHHS 3MiH A0 peecTpauinHMx matepianis: 3miHu | Tuny - 3a UA/5189/01/01
50 kancyn y dnakoHax IHK. 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsapy - | peyenmom
OHOBJIEHHSI TEKCTY MapKyBaHHS YMakoBKW NikapCbKOro
3acoby 3 BHECEHHSAM iHcpopMalLii LWoao 3a3HavYeHHs
OAVHWLb BUMIpIOBaHHSA Y cucTemi Sl. BHeceHHs 3miH go
posginy MKA
"padmyeckoe opopmneHmne ynakosku NponoHoBaHa
pepakuisa: 11. MapkvupoBka. B cootBeTcTBUM C
yTBEPXKAEHHBIM TEKCTOM MapKUPOBKW. TepMiH BBEAEHHS
3MiH - NPOTArom 6-T1 MicsUIB Nicns 3aTBEpPAKEHHSA
2. A3EOHAM MOPOLLOK AJ1A PO3YNHY AHaHTa Benuka "BeHyc Pemegic IHAisa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/18134/01/01
Ans iH ekuin abo Megikeap J17A4. BpuTaHis Nimiteq" 3MiHu Wwopo 6e3nekn/edeKTMBHOCTI Ta hbapMakoHarnsay - | peyenmom
iHpysinno1ry 3MiHW BHECEHI B TEKCT MapKyBaHHsi ynakosku J13 wopao
nakoHax Ne 1 HasBHOCTI TEXHIYHOI iHdopMaLlii Ta BUNyYeHHS foroTuny
KoMnaHii. BBeaeHHs 3MiH NpoTArom 3-x MicsuiB nicns
3aTBEPOKEHHS
3. A3UKIAP 250 TabneTtkn, BKpUTI AHaHTa Benwuka dnamiHro IHais BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | Tuny - 3a UA/1983/01/01
nniBKOBOK Megikeap J17A4. BpuTaHis dapmacbloTmkanc 3MiHM BHECEHO [0 iIHCTPYKLIi ANS MEeAUYHOro 3aCTOCYBaHHS | peyernmom
obornoHkot, no 250 mr ITa. nikapcbkoro 3acoby y po3ainu: "lMpoTunokasaHHs",
no 10 Tabnetok y "B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta iHWi Buam
6nicTepi; no 1 B3aemogin", "OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHs y
GnicTepy B KapTOHHil nepioa BariTHocTi abo rogyBaHHs rpyaato” BignoBigHo oo
Kopooui OHOBIeHOT iHdopMmaLii 3 6e3nekun Ailo4oi pe4oBUHW.
BBegeHHs 3MiH NpoTsirom 3-X MicsUiB Nicnsa 3aTBepAXXEeHHs!
4. A3UKIAP 500 TabneTtkn, BKpUTI AHaHTa Benuka dnamiHro IHais BHECEHHS 3MiH O peecTpaLiiHMX maTtepianis: 3miHu | Tuny - 3a UA/1984/01/01
NniBKOBOI Megikeap J1TA4. BpuTaHis dapmackroTrKarnc 3MiHM BHECEHO 0 iHCTPYKLIi AN MEOMYHOIrO 3aCTOCYBaHHS | peyernmom
o6ornoHkoto, no 500 mr ITa. nikapcbkoro 3acoby y po3ainu: "MpoTunokasaHHs",
no 10 TabneTtoky "B3aemogis 3 iHWKMKM nikapcbkuMn 3acobamu Ta iHLWi BUAn
6nicTepi; no 1 B3aemogin", "OcobnmBocTi 3acTocyBaHHS", "3acTocyBaHHs y
GnicTepy B KapTOHHil nepioa BariTHocTi abo rogyBaHHs rpyaat” BignoBigHo oo
Kopooui OHOBIeHOT iHdopMmaLii 3 6e3nekun Ailo4oi pe4oBUHW.
BBegeHHs 3miH npoTarom 3-x MicAuUiB nicns 3aTBepAXXeHHS
5. | ASBUTPO MOPOLLIOK ANsi CaHpos CnoBeHis C.K. CaHpgos C.P.1. PymyHis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/4764/02/01
CAHOO03® opanbHoi cycneHsii, dapmacbloTika BUINyYeHHS BUpobHUuka APl asuTpomiumHy y dopmi peuyenmom
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cucTeMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiANoBiganbHoi 3a 34iINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHWUKa ANsi 3AINCHEHHS

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
100 mr/SmMnno 17,1 r n3 a.a. asnpomiumHy moHorigpaty Sandoz Industrial Products S.A.,
nopoLuky Ans 20 mn Spain
oparnbHOI CycneHsii y B3anponoHoBaHo: Pliva Croatia Ltd., Croatia
dnakoHi; no 1
hnaKkoHy y KOMMAMEeKTi
3 apganTtepom Ta
LUNpYLOM ANst
[03yBaHHSA Y
KapTOHHiIN kopooLi
6. A3UTPO MOPOLLOK ANs CaHpos CnoseHis C.K. CaHpos C.P.1. PymyHis BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/4764/02/02
CAHOO03® opanbHOI cycneHasii, dapmacbloTika BUNyYeHHS BUpobHuKa APl asutpomiuuHy y dopmi peuenmom
200 mr/5mMnno 17,1 r n3 a.Aa. asnpomiumHy MoHorigpaty Sandoz Industrial Products S.A.,
nopoLuky Ans 20 mn Spain
opanbHOi cycneHsii y 3anponoHoBaHo: Pliva Croatia Ltd., Croatia
dnakoHi; no 1
hnakoHy y KOMMMeKTi
3 aganTtepom Ta
LUNPYLIOM AN
[03yBaHHA Y
KapTOHHiIN kopobui; no
24,8 r nopoLuKy Ans
30 mn opanbHoi
cycneHsii y drnakoHi;
no 1 pnakoHy y
KOMMMEKTi 3
apantepom Ta
LUNpYLIOM AN
[03yBaHHA Y
KapTOHHIN kopobui
7. | ABUTPOMIUMH | nopowok MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/9068/02/01
-KP rpaHynboOBaHWN 4ns "Ximdpapm3sas "Ximbapmsaso 3MiHM Wwopo 6esnekn/edekTMBHOCTI Ta dbapmakoHarnsaay. peuernmom
oparnbHOI cycneHsii of "YepBoHa "YepaoHa 3ipka" BeeneHHs abo 3MiHu [0 y3aranbHEHWX AaHKX NPO CUCTEMY
200 mr/5 mn no 25,4 1 3ipka" dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX NPo
y 6aHuj; no 1 6aHui cvctemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
pasom 3 BiAMOBIAaNbHOI 3a 3AiNCHEHHsT bapMakoHarnsAy; KOHTaKTHOI
KanibpoBaHuUm ocobu 3 hapmakoHarnagy 3asBHWKa ANst 3AINCHEHHS
LNpuuom Ans dapmakoHarnagy B YKpaiHi, SKL0 BOHA BiAMiHHA Bif
[03yBaHHSA Ta MipHOI yMOBHOBaXeHOoi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
TNOXEeYKOIo B navuj (hapmakoHarnsigy (BKro4vakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MiLLeHHi MacTep-darina cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHUX faHMX YNOBHOBaXeHOoI ocobw,
BiA4NoBiganbHoi 3a 34iMCHEHHSA hapMakoHarnsay
8. A3UTPOMILMH | kancynu no 0,25 no 6 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpaLiiHMX maTtepianis: 3miHu | Tuny - 3a UA/9068/01/01
-KP kancyn y 6nictepi; no "Ximdbapm3aas "Ximdpapm3aasog 3MiHKW Wwopo 6esnekn/eekTUBHOCTI Ta chapMakoHarnsay. peuenmom
1 6nicTtepy y nauui 3 of "YepBoHa "YepsoHa 3ipka" BBeneHHs abo 3MiHU [0 y3aranbHEeHWX AaHKX Npo CUCTEMY
KapTOHY 3ipka" dapmakoHarnsaay (BBeAeHHS y3aranbHeHUX AaHUX Npo
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
dapmakoHarnagy B YKpaiHi, SKLo BOHa BiAMiHHa Big
YMNOBHOBaXeHOi 0cobu, BiAnoBiAanbHoi 3a 3A4iNCHEHHS
dapmakoHarnsay (BkoYarym KOHTaKTHI AaHi) Ta/abo 3miHm
Y PO3MilLieHHI macTep-banna cuctemm papmakoHarnsgy) -
3MiHa KOHTaKTHMX [aHUX YNOBHOBaXeHOT ocobu,
BigMOBiAanbHOI 3a 3gilcHeHHs hapmakoHarnsay
9. A3UTPOMILUH | kancynu no 0,5r no 3 MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/9068/01/02
-KP kancynu y nictepi; no | "Ximdapmaas "Ximcbapmaasoa 3MiHN Wwopo 6esnekn/edekTUBHOCTI Ta hapMakoHarnsay. peuenmom
1 6nictepy y nauui 3 oA "YepsBoHa "YepsoHa 3ipka" BeeneHHs abo 3MiHu [0 y3aranbHeHWX AaHKX Npo cUCTeEMy
KapToHy 3ipka" apmakoHarnsay (BBEAEHHS y3aranbHeHUX 4aHUX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BiANoBiganbHoI 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHOT
ocobu 3 hapmakoHarnsaay 3asiBHUKa ANst 30iNCHEHHS!
dapmakoHarnagy B YKpaiHi, SKLW0 BOHa BiAMiHHA Big
yMNoBHOBaXeHOi ocobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
y PO3MilLieHHI macTep-anna cuctemm bapmakoHarnsagy) -
3MiHa KOHTaKTHUX AaHMX YNOBHOBaXeHOI ocobw,
BiANOBIganbHOI 3a 34iMCHEHHSA hapMakoHarnsay
10. | AKBA CIPEN cnpev HasanbHWUiA, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 6es UA/17924/01/01
OKCI posoaHui 0,05% no "Ximdpapm3aas "Ximdpapm3aasog 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta dpapmakoHarnsgy. peuenma
10 mn y dpnakoHax 3 of "YepsoHa "YepsoHa 3ipka" BeeaeHHs abo 3MiHu [0 y3aranbHEHWX AaHWX Npo cucTemy
posnunioBavemM 3ipka" hapmakoHarnagy (BBeAeHHs y3aranbHeHUX A4aHnX npo
HasanbHuwm; no 1 cucTemMy chapMakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
nakoHy B mayui BiAMOBIAaNbHOI 3a 3AiNCHEHHst bapMakoHarnsAy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHWKa ANst 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHa Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
hapmakoHarnsigy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MmilLieHHi macTep-anna cuctemu bapmakoHarnsgy) -
3MiHa KOHTaKTHUX faHMX YNOBHOBaXeHOoI ocobu,
BiAnNoBiganbHoI 3a 3AiIMCHEHHSA hapMakoHarnsay
11. | AINIEPTEK® TabneTku, BKPUTI BapLuaBcbkuit MonbLwa dapmaueBTUYHUIA MonbLa BHECEHHS 3MiH 0 peecTpauiiHuX maTtepianis: 3miHu | Tuny - bes UA/6422/02/01
oboroHkoto, no 10 mr, dapmaueBTmy 3aBof NOoAaHHS OHOBIEHOro cepTudikaTy BiANOBIAHOCTI peuenma
no 7 a6o no 20 HWI 3aBOf, "MONTb®APMA" €sponevicbkinn papmakonei R1-CEP 2004-047-Rev 06
TabneTok y 6nictepi; Monbda AT CA. (3aTBepokeHo: R1-CEP 2004-047-Rev 05, ans gitoyoi
no 1 6nictepy B PEYOBUHM LETUPU3UHY OUTAPOXIIOpUay Bif BXe
KapTOHHIl kopobui 3aTBepaxeHoro BupobHuka WAVELENGTH ENTERPRISES
LTD., Israel
12. | AlIbBYMIH- pO34uH ANs iHdy3in TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/15875/01/01
BIO®APMA 10 %, no 50 mn, 100 "BIO®APMA MNA3MA", YkpaiHa npuBEAEHHs KpUTEpPIiB NPUUHATHOCTI 3@ MOKa3HUKaMK SKOCTI | peuernmom
My donakoHi; no 1 MNA3MA" (BUpoBHULTBO, laeHTudikauis, Mpo3sopicte, MexaHiyHi BkntoveHHs, Cknaa
dnakoHy y nauui 3 nepBuHHe 6inkiB y BiANoOBiAHICTb A0 BMMOT Aitoyoro BuaaHHsa JPY/Ed;
KapToHY nakyBaHHSI; 3MiHu | TUNY - He3HayHi 3MiHM B MeToAax BUNpobyBaHHA 3a

BUPOGHMLTBO,

nokasHukamu sikocti Cknag 6inkis (3miHa 6apBHvKa ans
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
nepBUHHE Ta NpOosIBMNEHHSA enexkTpodoperpam, BUNYHEHHS PO34NHY
BTOPUHHE nopiBHAHHA (b)), laeHTudikauis (yTo4HeHHs woao yacy
nakyBaHHsi, BUMYCK apbyBaHHs Ta BigMMBKM enekTpodoperpam, 3amiHa
cepin; KOHTPOrnb aHTMCUPOBATKK); 3MiHU | TUMNY - HE3HAYHI 3MiHK y MeToAauLi
AKOCTI) BMNPOBYBaHHs 3a NokasHukamu sikocTi bakTepianbHi
€HA0TOKCHHM (3amiHa TecT-cucTemu), Posnoain monekyn 3a
pO3MipoM (NpMBEAEHHST METOAMKM Y BiAMOBIAHICTb A0
mMoHorpadii APY/Eur.Ph., 3amiHa ogHiel 3 oBOX
anbTepHaTMBHUX XpoMaTorpadidyHnX KOMIOHOK, SIK HacmMigoK
3MiHEHO LUBUAKICTb PyXxoMoi a3u Ta 06’em iHxekuii); 3miHu |
TUMY - BUNYYEHHS BU3HAYEHHS 3aranbHoro 6inky biypetosum
meTogom OdY/Eur.Ph. 2.5.33, meTog 5. amiHm | Tuny -
BUIMYYEHHSA AETanbHOro ONucy MeToAMKM BUNPOOYyBaHHS 3a
NoKa3HMKOM sikocTi CTepunbHiCTb
13. | AllbBYMIH- pO34uH ANns iHdy3in TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/15875/01/02
BIO®APMA 20 %, no 50 mn, 100 "BIO®APMA MNA3MA", YkpaiHa npuBEAEHHS KpUTEPIiB MPUNHATHOCTI 3@ MOKa3HMKaMK SKOCTi | peuernmom
MmNy donakoHi; no 1 MNA3SMA" (B1pobHMLTBO, laeHTudikauis, Mposopicte, MexaHiyHi BktoveHHs, Cknaa
hnakoHy y nayui 3 nepBuUHHE 6inkiB y BiANOBIAHICTE 4O BMMOT Aitoyoro BuaaHHs JOY/Ed;
KapToHy nakyBaHHs; 3MiHN | TUNY - HE3Ha4YHI 3MiHM B MeToaax BUNpobyBaHHS 3a
BUPOBHMLTBO, nokasHukamu sikocti Cknag 6inkiB (3mMiHa 6apBHUKa ons
nepBuHHe Ta NposiBeHHs enekTpodoperpam, BUNyYeHHs PO3YnHY
BTOPUHHE nopiBHAHHA (b)), laeHTUdiKauia (yTo4HeHHs Wwoao vYacy
nakyBaHHs1, BUMYCK dapbyBaHHs Ta BigMMUBKM enekTpodoperpam, 3amiHa
cepini; KOHTponb aHTMCUpOBATKM); 3MiHU | TUMNY - HE3HAYHI 3MiHW y MeToauLi
SKOCTI) BMNPOOYBaHHSA 3a NokasHMKamu AKoCTi bakTepianbHi
€HOOTOKCUHM (3amiHa TecT-cuctemMu), Po3nogin monekyn 3a
pO3mipoM (NpuBeAeHHS METOAMKM Y BiAMNOBIAHICTb A0
MoHorpadii AdY/Eur.Ph., 3amiHa ogHiel 3 oBOX
anbTepHaTVBHUX XpoMaTorpadiyHNX KONOHOK, K HACMifoK
3MIHEHO LUBMAKICTb PyXOMOi pasu Ta 06’eM iHxeKLUii); 3MiHu |
TUMY - BUNYYEHHS BU3HAYEHHS 3aranbHoro 6inky biypetosum
metogom O®Y/Eur.Ph. 2.5.33, metog 5. 3MiHu | Tuny -
BUINYYeHHS AeTarnbHOro onncy MeToavkn BUNpobyBaHHS 3a
NoKa3HMKOM sikocTi CTepunbHiCTb
14. | ANIbF'O3AH® renb no 35 r y Ty6i; no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiHMX maTtepianis: 3miHu | Tuny - be3 UA/14102/01/01
1 1y6i y nayui 3 "Ximdapm3aas "Ximdpapm3aasog 3MiHU Wwopao 6e3nekn/edekTUBHOCTI Ta dpapmMakoHarnsgy. peuenma
KapTOHYy of "YepsoHa "YepsoHa 3ipka" BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHWX Npo cucTemy
3ipka" dapmakoHarnsaay (BBeAeHHS y3aranbHeHUX A4aHuX Npo

cucTeMy chapMakoHarnsiay, 3MiHa ynoBHOBaXeHoi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHWUKa AN 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHa Big
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
dapmakoHarnsay (BK4Yauy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MmilLieHHi macTep-anna cuctemu bapmakoHarnsay) -
3MiHa KOHTaKTHUX AaHUX YNOBHOBAXEHOi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
15. | AfnenyTon PO34UH ANS iH'eKUin, KO PymyHis BiANOBiAaNbHUIA 3a PymyHis BHECEHHS 3MiH A0 peecTpauiiHnx matepianis: 3miHu | Tuny: 3a UA/6889/01/01
no 1 MN B CKMASIHNX "BioTexHoc" BTOPUHHE 3MiHu Wwopo 6e3nekn/edPekTMBHOCTI Ta hapMakoHarnsiay peuenmom
amnynax; no 5 amnyn A.T. nakyBaHHs Ta (iHWi 3MiHN) - BHeceHHs 3miH oo po3giny “MapkyBaHHs” MKA
Y KOHTYPHI ynakosLyj; BMNYCK cepii: J13”: 3atBepaxeHo: MapkyBaHHs. [logaeTbes.
MO 2 KOHTYPHI "BiotexHoc" AT, 3anponoHoBaHo: MapkyBaHHs. 3rigHO 3aTBEPAXXEHOro
YNaKoBKMN Y KAPTOHHIl PymyHis; TEKCTY MapKyBaHHS. OHOBNEHHSA TEKCTY MapKyBaHHS
kopobuj abo no 1 mn B BiANOBiAaNbHUIA 3a yNaKoBKM MikapCbKoro 3acoby 3 BHECEHHAM iHdbopmalLii
CKIAHMX amnynax; rno BMPOBHMLTBO LLIOAO 3a3HaYeHHs OAMHML BUMIPIOBaHHS Y cuctemi Sl.
5 amnyn y KOHTYpHiW Hepo3adhacoBaHoi BBefeHHs 3MiH NpoTArom 6-Tv MicAUiB Micnsi 3aTBEPAXKEHHS.
ynakoBLi 3 Onbroto; npoaykLii, nepsuHHe 3MiHu | TMny: 3MiHm 3 sikocTi. FoToBWMIA Nikapcbkui 3acib.
MO 2 KOHTYPHI Ta BTOPUHHE Cunctema KoHTenHep/3akynoproBarnbHWii 3aci6 (iHLWi 3MiHW) -
YNaKoBKMN Yy KapTOHHIW nakyBaHHs: BHeceHHst 3MiH O peecTpauiiHux maTepianis p. 3.2.P.7.
Kopobui KO «3eHTiBa» A.T., Cwnctema KOHTelnHep/3aKynoproBarnbHuUA 3acib, a came
PymyHis [0[aBaHHs antoMiHIEBOI pONbr, sika MOKPUBAE KOHTYPHY
ynakoBKy 3 amnynamu, sk anbTepHaTUBHE NakyBaHHSA
[00aTKOBO [0 3aTBEPXKEHOro; AeTanisaLis onncaHHs
KOMIMIIEKTHOCTi 3aTBEPDKEHOI YNaKOBKM (3a3HA4YaEeTbCS, WO
amnynu 3HaxoAsTbCA Yy KOHTYPHUX ynakoBKax rno 5 LWTyk), 3
BiANOBIgHNMYM 3MiHAMK [0 p. «YNnakoBKay». 3MiHM BHECEHO B
IHCTPYKUIiO ANst MEAUYHOrO 3aCTOCyBaHHSA y p. "Ynakoska" 3
BiANOBIgHVMM 3MiHAMM Y TEKCTi MapKyBaHHS ynakoBKN
nikapcbKkoro 3acoby.
BBeaeHHs 3MiH NpoTarom 6-Tu MicauiB Nicns 3aTBEPAXEHHS.
16. | AMBPOKCON cupon, 15 mr/5 mn no MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/17014/01/01
100 mn y 6aHui "Ximdpapm3sas "Ximcbapmsasop 3MiHM Wwopo 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay. peuenma
nonimepHin; no 1 of "YepsoHa "YepsoHa 3ipka" BeeaeHHs abo 3MiHu [0 y3aranbHEHWX AaHWX MPO CUCTEMY
6aHUi y nayui pasom 3i 3ipka" dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX NPo
CcTakaHOM MipHVUM abo cvcTemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
TIOXKOK MipHOI0; MO BiAMOBIAaNbHOI 3a 3AiNCHEHHst bapMakoHarnsAy; KOHTaKTHOI
100 mn y GaHui ocobu 3 hapmakoHarnagy 3asBHWUKa NSt 3AINCHEHHS
CKIsHIN; no 1 6aHui y dapmakoHarnagy B YKpaiHi, SKL0 BOHa BiAMiHHA Bif
navwj pasom 3i yMOBHOBaXeHOoi 0cobu, BignoBiganbHOI 3a 3A4iNCHEHHS
CTakaHOM [03Yy4nM hapmakoHarnsagy (BKMYaym KOHTaKTHi AaHi) Ta/abo 3MiHn
abo NoXKo MipHOIO Y po3MmilLieHHi macTep-anna cuctemm bapmakoHarnsagy) -
3MiHa KOHTaKTHUX faHMX YNOBHOBaXeHOoI ocobu,
BiAnoBiganbHoI 3a 34iNCHEHHSA hapMakoHarnsay
17. | AMBPOKCONY | ta6netku no 30 mr no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/5667/01/01
rigPOXnorPuA | 10 Tabnetok y "Ximdapmsas "Ximbapmsasop 3MiHN Wwopo 6esnekn/edeKTMBHOCTI Ta dbapmakoHarnsay. peuenma
GnicTepi; no 2 of "YepBoHa "YepsoHa 3ipka" BBeaeHHs abo 3MiHU [0 y3aranbHEHWX AaHKX Npo CUCTEMY
Gnictepu y nayui 3 3ipka" dapmakoHarnsaay (BBeAeHHS y3aranbHeHUX A4aHuX Npo

KapToHy; ro 20
TabneTok y 6nictepi;
no 1 Gnictepy y nayui
3 KapTOHY

cvcTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobw,

BiAnoBiganbHoi 3a 34iINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsaay 3asiBHMKA ANs 34iINCHEHHS
tapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS

dapmakoHarnsay (BK4auy KOHTaKTHI AaHi) Ta/abo 3MiHu

y po3MiLLeHHi MacTep-darina cuctemu papmakoHarnagy) -

3MiHa KOHTaKTHUX JaHMX YNOBHOBaXeHOI ocobu,
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
Bi4NOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
18. | AMIHOBEH pO34uH ANs iHdYy3in PpeseHiyc HimeyunHa ®peseHiyc Kabi ABCTpist BHECEHHS 3MiH 0 peecTpauinHnMx martepianis: 3miHu | Tuny - 3a UA/4585/01/01
IHPAHT 10 % no 100 mn a6o no 250 Kabi AscTpis TM6X 3MiHM 3 sikocTi. [oToBMI Nikapcbkuin 3aci6. KoHTponb peuenmom
My donakoHax Hovunang roTOBOro fikapcbKoro 3acoby. 3MiHa y meTogax
MmM6X BMNPoOYyBaHHS rOTOBOTO NiKapCbKOro 3acoby (iHLWi 3MiHn y
MeToAax BMNpobyBaHb (BKMoYaoum 3amiHy abo
[OMNOBHEHHS)) - NPUBEAEHHS MeToAY PepMEeHTaTUBHOIO
BU3HAYeHHSA aueTaTiB 3a nokasHukoM «KinbkicHe
BM3HayveHHs aueTtaty» B MKA J13 go maTepianis BupobHuka
19. | AMITPUNTUII TabneTkn, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/6700/01/01
H o06ornoHkoto, no 25 wr, "TexHonor" 3MiHM Wwopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy - | peyenmom
no 10 TabneTok y OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKWU MikapCbKoro
6nictepi; no 5 3acoby 3 BHECEHHAM iHchopMalLii LLOAo 3a3HavYeHHS
6nicTepiB y nayui 3 oOMHULb BUMIiptoBaHHS y cuctemi Sl. OHOBNEHHS BxXe
kapToHy; no 10 3aTBEPKEHOTO TEKCTY MapKyBaHHSI BHECEHHS 3MiH O
TabneTok y 6nictepi; po3giny “MapkysaHHs” MKA N3; sanponoHosaHo: Po3again
no 100 6nicTepiB y «MapkyBaHHs». 3rigHO 3aTBEPAXEHOr0 TEKCTY MapKyBaHHS.
KopobLUi 3 KapTOHY TepMmiH BBEAEHHS 3MiH - NPOTArom 6 micauis nicns
3aTBEpAKEHHSA
20. | AMITPUOTUNI TabneTkn, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - - UA/13222/01/01
H o6ornoHkoto, no 25 wr, "TexHonor" 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy -
in bulk: no 15000 OHOBJIEHHS TEKCTY MAapKyBaHHS YNaKoBKM IikapCbKOro
TabneTok y 3acoby 3 BHECEHHSAM iHpopMalLlii LLoJo 3a3HavYeHHs
KOHTerHepax oaVHULb BUMIiptoBaHHS y cuctemi Sl. OHOBNEHHS Bxe
3aTBEPKEHOr0 TEKCTY MapkyBaHHs in bulk: no 15000
TabneTok y KOHTeHepax (BHECEHHS1 MO3HAaYeHb OAUHULIb
BMMIipIOBaHHS, 3 BUKOPUCTAHHSAM NiTEP NaTUHCBLKOro
andasiTy); BHECEHHA 3MiH Ao po3giny “MapkyBaHHs” MKA
N3; 3anponoHoBaHo: Po3gin «MapkyBaHHs». 3rigHo
3aTBEPOKEHOro TEKCTY MapKyBaHHs. Po3ain «MapkyBaHHs».
3rigHO 3aTBEPAKEHOro TEKCTY MapKyBaHHS, WO AOAAETHCS.
TepMiH BBEOEHHS 3MiH - NPOTSArom 6 Micsuis nicns
3aTBEPAKEHHS
21. | AMILULUTPOH® NMOPOLLOK AN ToBapucTso YkpaiHa ToBapucTteo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHUX MaTepianis: yTOYHEeHHSA bes UA/13911/01/01
OpanbHOro po34ymHy no 3 AOAaTKOBO HanucaHHA 3asiBHUKa/BMPOOHUKa Ta peecTpauinHoi peuenma
23rycawe;no23ry AO0AAaTKOBOKO BignoBiAanbHicTo npoueaypu B Haka3si MO3 Ykpaitu Ne 1081 Big
cawe; no 10 cawe B BignoBiganb "IHTEPXIM" 02.06.2021 B npoueci BHeceHHA 3MiH. BipHa pegakuis:
navji 3 KapToHy HicTIO 3asiBHUK/BUPOOHWMK - TOBApUCTBO 3 4OAATKOBOK
"IHTEPXIM" BignosiganeHicTio "IHTEPXIM", Ykpaina, npoueaypa -

3MiHu | TUNY - 3MiHK 3 sikocTi. FToTOBUMI Nikapcbkun
3aci6. KoHTponb rotoBoro nikapcbkoro 3aco6y. 3miHa
napameTpiB cneuudikauin Ta/abo nonycTMMmUX Mex
roTOBOrO JiKapCbKOro 3acoly (40NOBHEHHSA
cneuudikauii HOBMM NOKa3HUKOM 3 BianNoBigHUM
MeToAOM BUNPO6YBaHHSA) - BBeAEHHSI NOKa3HUKa
"CepeaHs maca BmicTy cawe" Big 21,275 r no 24,725r.
(APY 2.9.5)
(byr10 NomMunkoeo eka3aHo 8 Hakasi - [lpusamHe aKkuioHepHe
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n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
mosapucmeo hapmayesmuyHa pabpuka "Biona”, YkpaiHa)
22. | AMKECON® cupon 2 % no 100 mn MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnux martepianis: 3miHu | Tuny - 6e3 UA/17239/01/02
YHO y 6aHUj cknsHii paszom | "Ximdapm3sas "Ximcpapmsasog 3MiHN Wwopo 6esnekn/edekTUBHOCTI Ta dhapmMakoHarnsgy. peuenma
3 NIOXKKOIO MipPHOH Y oA "YepsoHa "YepsoHa 3ipka" BBepaeHHs abo 3MiHM A0 y3aranbHeHVX AaHUX Npo cuctemy
nayyi; no 100 mn y 3ipka" dapmakoHarnsay (BBeAeHHS y3aranbHeHUX 4aHuX Npo
6aHLji nonimepHin cvcTemMy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
pasoMm 3 MNOXKOI BiAMNOBIAANbHOI 3a 3AiNCHEHHS (hapMakoHarnsay; KOHTaKTHOI
MipHOIO Y nayui ocobu 3 hapmakoHarnagy 3asiBHUKa ONs 3AINCHEHHS
dapmakoHarnsay B YkpaiHi, AKWwo BOHa BiAMiHHA Bif
YMNOBHOBaXeHOI 0cobu, BiAnoBiaansHoi 3a 34iNCHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
y po3milLieHHi macTep-anna cuctemu bapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOI ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
23. | AMKECON® cvpon 5 % no 100 mn MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH A0 peecTpauinHnmx matepianis: 3miHu | Tuny - 6e3 UA/17239/01/01
YHO B OaHui cknsaHin; no 1 "Ximchapm3aas "Ximcpapm3sasog 3MiHM Woao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. peuenma
6aHui pa3om 3i oA "YepsBoHa "YepsoHa 3ipka" BBeneHHs abo 3MiHM [0 y3aranbHeEHVX AaHWUX Npo cUCTeMy
CTakaHOM [03YHUUM Y 3ipka" dapmakoHarnsay (BBeAeHHS y3aranbHEeHUX 4aHUX Npo
nadui 3 KapToHy; No cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
100 mn B GaHuj BiANoBiganbHoI 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHOT
nonimepHin; no 1 ocobu 3 hapmakoHarnagy 3asBHMUKa ANst 3AINCHEHHS
6aHLi pa3om 3i dapmakoHarnsaay B YKpaiHi, AKLWO BOHa BiAMIHHA Bif
CTakaHOM MipHUM y yMNoBHOBaXeHOI 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
navui 3 KapToHy hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo 3miHu
Y po3MmilLieHHi macTep-anna cuctemm bapmakoHarnsagy) -
3MiHa KOHTaKTHUX AaHMX YNOBHOBaXeHOI ocobu,
BiANoBiganbHOI 3a 3AiIMCHEHHSA hapMakoHarnagy
24. | AHANbANM CynosuTopii pekTanbHi MAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/8459/01/01
no 100 mr/10 mr, no 5 "MoHdapm" 3MiHa B yMoBax 36epiraHHs1 roTOBOro fikapcbKoro 3acoby Ha | peuernmom
Cyno3uTopIiB y CTpUni; nigcTasi gocnigxeHsb 3i ctabinbHocTi. MNponoHoBaHa
no 2 CTpMNM B Navui 3 pepakuisa: B opuriHanbHin ynakoBui npu TemnepaTtypi He
KapTOHY BuLe 25 oC. BBeeHHs 3MiH NpoTarom 6-Tu micsuis nicnsi
3aTBEPKEHHS.
25. | AHANbANM CynosuTopii pekTanbHi MAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/8459/01/02
no 250 mr/20 mr, no 5 "MoHdapm" 3MiHa B yMoBax 36epiraHHs1 roTOBOro fikapcbkoro 3acoby Ha | peuenmom
Cyno3nTopiiB y CTpuni; nigctasi gocniaxeHb 3i ctabinbHocTi. NponoHoBaHa
no 2 CTpYnu1 B Nayui 3 pepakuisa: B opuriHanbHin ynakoBui npu TemnepaTtypi He
KapTOHY BuLLe 25 oC. BBeeHHs 3MiH NpoTarom 6-Tu micsuis nicnsi
3aTBEPKEHHS.
26. | AHy30n CynosuTopii pekTanbHi MAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/7303/01/01
no 5 cynosutopiia y "MoHdapm" 3MiHa B yMoBax 36epiraHHs roTOBOro fikapcbkoro 3acoby Ha | peyenma

CTpwni; no 2 cTpunu B
navuj 3 KapToHy

nigcTasi gocnimxkeHb 3i cTabinbHOcCTI. MponoHoBaHa
pepakuisa: B opuriHanbHin ynakoBui npu TemnepaTtypi He
BuLLe 25 oC. BBeeHHs1 3MiH NpoTarom 6-T1 Micsuis nicnsi
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3aTBEpAKEHHSA
27. | ANETUCTUM cupon; no 125ry Bpounascbke Monbwa Bpovwnascbke Monblwa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 6e3 UA/16160/01/01
conakoHi; no 1 nianpuemMcTaeo nianpuemMcTBo 3aMiHa noninponineHoBOro MipHOro cTakaHuuka MicTkicTio 20 | peyenma
nakoHy 3 MipHUM niKapCbKnx nikapcbkunx Tpas M NONINPONINEHOBNM MiPHUM CTakaH4MKoM MicTKicTio 30 mn
CTakaH4yMKOM B TpaB "l'epbanons" AT, Ta 3MiHa cneumdikauii MipHoro ctakaH4ymka 3 Ne 0468/4,
KOpoO6Li 3 KapTOHY "rTEPBAMNOIb MonbLwa (BMNyck Bua. 1 Big 07.06.2010 poky Ha Ne0454/4, Bua.lll Big
"AT cepii); Bpounascbke 14.07.2014 poky
nianpuemMcTBo
nikapcbKnx Tpas
"l'epbanonb" AT,
Monbwa
(BMpPOOHMLTBO 3a
NOBHMM LMKITOM 6€e3
BUNycKa cepii)
28. | ACKOPYTUH Tabnetku, no 10 MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 6es UA/4397/01/01
Tabnetok y bnicrepi; "TexHonor" 3MiHM Woao 6e3nekn/echbekTMBHOCTI Ta hapmakoHarnsgy - peuenma
no 10 TabneTok y OHOBJIEHHSI TEKCTY MapKyBaHHS YMakoBKW NikapCbKOro
6nictepi, no 5 3acoby 3 BHECEHHAM iHcpopMalLlii LWoao 3a3HavYeHHs
6nicTepiB y navuj; no OAMHULb BUMIpIOBaHHS y cuctemi Sl. OHOBNEHHS BXe
10 TabneTok y 3aTBEPPKEHOrO TEKCTY MapKyBaHHSA BHECEHHS 3MiH [0
6nictepi, no 80 po3giny “MapkyBaHHsi” MKA J13. 3anponoHoBaHo: Po3ain
6nictepis y kopobui 3 «MapKyBaHHsA». 3rigHO 3aTBEPAXXEHOrO TEKCTY MapKyBaHHS.
KapToHy; no 50 TepMiH BBEOEHHS 3MiH - NPpOTSArom 6 Micsuis nicns
TabneTok y 3aTBEPOKEHHS
KOHTelrHepax, no 1
KOHTEeNHepy y nayui
29. | ACKOPYTUH Tabnetky, in bulk: no MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHA 3MiH 0 peecTpauiiH1X maTtepianis: 3MmiHu | Tuny - - UA/12908/01/01
5000 TabneTok y "TexHonor" 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay -
KOHTenHepax OHOBJIEHHSI TEKCTY MapKyBaHHS YMakoBKW NikapCbKoro
nnacTMacoBux 3acoby 3 BHECEHHSAM iHcpopMalLlii LoAo 3a3HavYeHHs
OAMHULb BUMIpIOBaHHS y cuctemi Sl. OHOBNEHHS BxXe
3aTBEpKEHOro TeKCTy MapkysaHHs in bulk: no 5000
TabneTok y KOHTeHepax NNacTMacoBuX (BHECEHHS
no3HavyeHb OAVHWLL BUMIPIOBAHHS, 3 BUKOPUCTAHHAM fniTep
naTUHCBKOrO andasiTy); BHECEHHS 3MiH 4O po3ainy
“MapkyBaHHsa” MKSA 13. 3anponoHoBaHo: Po3gin
«MapkyBaHHs». 3rifHO 3aTBEPAXKEHOro TEKCTY MapKyBaHHS.
Po3gin «MapkyBaHHsI». 3rifHO 3aTBEPOXKEHOIO TEKCTY
MapKyBaHHS, WO AoAaeTbCs. TepMiH BBEAEHHS 3MiH -
npoTArom 6 MicsAUIB Nicnsa 3aTBEPPKEHHS
30. | ACMMAPKAM Tabnetku, no 10 MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - be3 UA/5459/01/01
TabneTok y 6nictepi, "Ximdapm3aas "Ximdpapm3aasog 3MiHU Wwoao 6e3nekn/edekTUBHOCTI Ta dpapmMakoHarnsgy. peuenma
no 1 abo 10 GnicTepis op "YepBoHa "YepBoHa 3ipka" BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHWX Npo cucTemy
B Mayui 3 KapTOHy; No 3ipka" dapmakoHarnsiay (BBEAEHHS y3aranbHEHUX AaHUX NPo

50 TabneTtok y
onictepi, no 1
6nictepy B nayui 3
kapToHy; no 10 abo no
50 TabneTtok y

cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiZNOBIganNbHOI 3a 34iNCHEHHS hapMaKoHarnsay; KOHTAKTHOI
ocobu 3 hapmakoHarnagy 3asBHMUKa NSt 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHa Big
YMOBHOBaXeHOoi ocobw, BignoBiganbHOI 3a 3A4iNCHEHHS
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
6nictepax hapmakoHarnsgy (BKMYaym KOHTaKTHi AaHi) Ta/abo 3MiHn
Y PO3MilLieHHI macTep-anna cuctemm papmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHMX YNOBHOBaXeHOoI ocobu,
Bi4NOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
31. | ACNIKAPO TabneTkn, BKpUTI ToBapwucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - bes UA/15865/01/01
KAPLOIO 000noHKoH, obmMexeHow obmexeHow 3miHn wopo 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsay. peuyenma
KMLLKOBOPO34MHHI MO BiANoBiAanbHi BiAMOBIAANBHICTIO 3MiHa y KOpOTKil XapaKTepUCTMLIi NMikapCcbkoro 3acoby, TeKkcTi
100 mr, no 10 CcTHO "®apmaueBTUYHa MapKyBaHHs Ta iHCTPYKLiT AN MeANYHOro 3acTOCyBaHHS Ha
TabneTok y 6nictepi; "dapmaueBTu cipma "BepTtekc" nigcTasi perynspHo OHOBIOBAHOrO 3BiTy 3 6e3neku
no 2 abo no 3 YHa hipma (BUpOGHMLTBO 3 nikapcbkoro 3acoby, abo gocnimkeHs 3 6e3neku
6nictepu y navui "BepTtekc" npoaykuii in bulk 3aCTOCYBaHHS NiKapCbKoro 3acoby B micnsapeecTpauiiinm
BUpobHuka TOB nepiod, abo sk pesynbTaT OUiHKM 3BIiTY 3 4OCNIAXEHb,
"®APMEKC IrPyr1", NpOBeAEHMX BigMNOBIAHO 4O NnaHy negiatpuyHnx
Ykpaina) pocnimpkeHb (PIP) (3MiHy y3romxeHo 3 KOMMETEHTHUM
YMNOBHOBaXeHNM opraHoM) 3MiHU BHECEHO A0 IHCTPYKUiT Ans
MeAMNYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby Ao po3ainis
"®PapmakoTepaneBTunyHa rpyna. Kog ATX" (pegarosaHo
TeKCT onwvcy rpynu), "®dapmMakonoriyHi BnactueocTi",
"MMokasaHHsA" (yTOUYHEHO Ta pegaroBaHo), "lMpoTunokasaHHs",
"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta iHWi Buan
B3aemogin", "OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaar”, "3aatHicTb
BMMMBATU Ha LUBUAKICTb PeaKLii Mpy KepyBaHHi
aBTOTpaHcnopToM abo iHWMMKN MexaHiamamu", "Cnoci6
3actocyBaHHs Ta gosn", "[itn", "MepenosysaHHs", "MNoBivHi
peakuii” woao oHoBNeHoi iHdopmallii 3 6e3neku Aiyoi
peyoBuHWN. BBEAeHHA 3MiH NpoTArom 3-X micauiB nicns
3aTBEPKEHHS.
32. | ACMIKAPAO TabneTku, BKpUTI ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH A0 peecTpauinHux maTepianis: 3MiHu | Tuny - bes UA/15865/01/02
KAPLOIO 000MnoHKo10, obMexeHow obmexeHow 3miHu wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peuenma
KVLLIKOBOPO34MHHI MO BiAMoBiAanbHi BiAMOBIAANBLHICTIO 3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
300 mr, no 10 CTIo "®apmaueBTnYHa MapKyBaHHS Ta IHCTPYKUIT ANS MEeAMYHOro 3aCTOCYBaHHA Ha
TabneTok y 6nictepi; "®apmaueBTn dipma "BepTekc" nigcTasi perynspHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
no 2 6nictepu y nayui YHa cipma (BMpPOOHMLTBO 3 nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku
"BepTtexc" npoaykuii in bulk 3aCTOCYBaHHS NikapCcbKoro 3acody B nicnsipeecTpauinini

BMpoGHMKa TOB
"®APMEKC IPynmn",
YkpaiHa)

nepioa, abo sk pe3ynbTaT OLiHKK 3BiTY 3 OCHIAXEHD,
NpOBeAEHNX BiMNOBIgHO 4O NnaHy negiatpuyHnx
pocrnimpkeHb (PIP) (3MiHy y3rofxeHo 3 KOMMETEHTHUM
YMNOBHOBaXeHNM opraHoM) 3MiHU BHECEHO A0 IHCTPYKUiT Ans
MeaMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao po3ainis
"®apmakoTepaneBTuyHa rpyna. Kog ATX" (pegaroBaHo
TeKcT onwucy rpynu), "dapmMakonoriyHi BnactusocTi",
"MokasaHHs" (yTO4HEHO Ta peparosaHo), "lMpoTunokasaHHs",
"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta iHWi Buan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiog BariTHoCTi abo rogyBaHHs rpyaar”, "3aatHicTb
BMMMBATU Ha LUBUAKICTb PeaKLii Mpy KepyBaHHi
aBTOTpaHcnopToM abo iHWMMKN MexaHismamu", "Cnoci6
3actocyBaHHs Ta gosn", "Oitn", "MNepenosysaHHs", "lNoBGivHi
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
peakuii" Wwoao oHoBrneHoi iHdopMmaLii 3 6e3neku gitoyoi
peyoBuHW. BBeaeHHs 3MiH npoTsarom 3-x micauiB nicns
3aTBEPAKEHHS.
33. | ATAKAH[ TabneTtku, no 16 ACTPA3EHEK LBeuis Actpa3eHeka Ab, LLBeuisi/ BHECEHHS 3MiH 0 peecTpauinHmMx maTtepianis: 3miHu | Tuny - | B anmekax UA/7620/01/01
nnrocC mr/12,5 mr, no 14 A Ab LLBewis (BMpobHUK Himeyumna 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsagy - ma
TabneTok y 6nictepi; "in bulk"); BHECEHHS 3MiHM Ao po3giny “MapkyBaHHs” MKA N3: anmeyHux
no 2 6bnictepu B Actpa3eHeka 'M6X, B3anponoHosaro: MAPKYBAHHA. 3rigHo 3atBepaxeHoro Kiockax
KapTOHHiIN kopobui HimeyuunHa TeKCTy MapkyBaHHS. OHOBIEHHSI TEKCTY MapKyBaHHS
(BUPOBHUK, yNaKoBKM MikapcbKoro 3acoby 3 BHECEHHAM iHdbopMmalLlii
BignoBiganbHWM 3a OO0 3a3HaYeHHs1 O QMHUL BUMIpIOBaHHS y cuctemi Sl
nakyBaHHs Ta
BUNYCK cepii)
34. | AUUKNOBIP Kpem Ans Benyno, nikun Xopgaris Benyno, niku Ta XopsarTis BHECEHHS 3MiH [0 peecTpauiiinx martepianis: 3amiHu | Tuny - bes UA/14085/01/01
BENYMNO 30BHILLHLOIO Ta KOCMEeTUKa, KOCMeTUKa, A.4. nopaHHsi oHoBneHoro ceptudikaty CEP (R1-CEP 2001-283- | peuenma
3acTocyBaHHsA 5%, no Aa.a. Rev 04) Big yxe 3aTBepmkeHoro BupobHuka Zhejiang
2rabono5r, abo no Charioteer Pharmaceutical Co., Ltd., Kutan ans A®I
10 ry Ty6i; no 1 Ty6i B auwuknogip. 3anponoHosaHo: CEP (R1-CEP 2001-283-Rev
KapTOHHIN nayui 04). faHum oHoBneHHsiM CEP, BignosigHo o ICH Guideline
"Q3D Elemental impurities", HaBogMTbCA y3aranbHEHHs 3
KOHTPOMIO PU3VKIB LLIOAO eneMeHTapHUX AOMILLIOK
35. | AULU® 100 TabneTku Wunydi no CaHpos CnoBseHis Cantotac ®apma Himevuunna/ BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3miHu | Tuny - 6e3 UA/8272/01/01
100 mr no 20 dapmacbioTika 'm6X, HimevunHa ABcTpis noAaHHs HOBOTO cepTudikaTa BignoBiAHOCTI €Bponencekii | peyenma
TabneTtok y Ty6i; no 1 n3 g.a. (Bunyck cepii); dapmakonei Ne R1-CEP 2010-092-Rev 01 ans gitoyoi
Ty6i B KAPTOHHIN Xepmec peyvoBuHM Acetylcysteine Big HoBoro Bupo6Huka WUHAN
Kopobui ApuHaimiTTenb GRAND HOYO CO., LTD. B 4ONOBHEHHS 0 BXE
'm6X, HimeuunHa 3aTBepakeHux BupobHukis A®I Pharma Zell GmbH,
(anbTepHaTUBHUIA HimeuumHa; Moehs Catalana S.L., IcnaHisi, F.I.S. Fabbrica
BMPOGHMK in bulk, Italiana Sintetici S.p.A.
nakyBaHHs); Xepmec
dapma Nec.m.6.X.,
ABcTpis
(BMpPOGHMLTBO in
bulk, nakyBaHHs1)
36. | AUL® 200 TabneTtku wunyyi no CaHnpos CnoBeHiga Cantotac ®apma Himeuuunna/ BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | Tuny - 6e3 UA/8272/01/02
200 wmr, no 20 dapmacbloTika 'm6X, HimeuunHa ABcTpisa nofaHHst HOBOTO cepTudikaTa BignoBigHOCTI €Bponeicekii | peuyenma
TabneTok y Ty6i; no 1 n3 a.a. (Bunyck cepii); dapmakonei Ne R1-CEP 2010-092-Rev 01 ans gitouyoi
Ty6i y KApTOHHIW Xepmec peyoBuHM Acetylcysteine Big HoBoro Bupo6Hnka WUHAN
kopo6ui; no 1 ApuHaimiTTenb GRAND HOYO CO., LTD. B 4ONOBHEHHS [0 BXe
TabneTui y cawe; no M6X, Himeyunna 3aTBepakeHux BUpobHukisa A®I Pharma Zell GmbH,
20 calue y KapTOHHin (anbTepHaTUBHUIA HimeuyuunHa; Moehs Catalana S.L., IcnaHis, F.1.S. Fabbrica
kopoobui BUPOGHKK in bulk, Italiana Sintetici S.p.A.
nakyBaHHs); Xepmec
®apma Nec.m.6.X.,
ABCTpis
(BMpPOGHMLTBO in
bulk, nakyBaHHs1)
37. | BOHOPOHAT® | koHueHTpaT Ans ATtHac ®apma Benuka Benmeng MJC, Benuka BHeceHHs1 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/5557/01/01
PO34uHy ANs iHdY3in, HOK Iimiten Bputanis Benvka bpuTanis Bpuranis/ 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay - | peyenmom
6 mMr/6 mn no 6 mn (BTOPYHHE BHECEHHS 3MiH A0 po3Ainy “MapkyBaHHa” MKA J13™:
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
KOHUeHTparty y nakyBaHHs1, BUMYCK HimeyunHa 3anponoHosaHo: MapkyBaHHs. BignosigHo go
nakoHi 3i ckna; no 1 cepii); Pow 3aTBEPAKEHOro TEKCTY MapKyBaHHA. OHOBMEHHS TEKCTY
ONakoHy y KapTOHHIN HiarHocTuke MM6X, MapKyBaHHs1 yMakoBKMW NiKapCbKoro 3acoby 3 BHECEHHSAM
kopobuLi Himeuunna iHcpopmaUii LLoA0 3a3Ha4YEHHSA OAMHULL BUMIPIOBaHHS Y
(BMPOBHMLUTBO 3a cuctemi Sl
NMOBHUM LMKIIOM)
38. | BEPNIMPUN® Tabnetku no 10 mr/25 BEPJIIH-XEMI HimeyunHa BEPJIIH-XEMI ATl', HimeuyunHa BHECEHHS 3MiH 0 peecTpauinHnMx martepianis: 3miHu | Tuny - 3a UA/5853/01/01
nnkoc 10/25 mr no 10 TabneTtok y Al HimeuyunHa noAaHHsi OHOBNEHOTo cepTudikaTa BiANOBIAHOCTI peuenmom
6nictepi; no 2 abo no (BMpOOHMLTBO "in €sponevicbkin dapmakonei ans A®| (Erananpuny maneary)
3 6nictepu B bulk", kOHTpOsb Bi yxe 3aTBepaxeHoro BupobHuka ZHEJIANG HUAHAI
KapTOHHiIN kopobui cepin); BEPJIH- PHARMACEUTICAL CO., LTD., China: 3anponoHosaHo: R1-
XEMI AT, CEP 2000-053-Rev 05
HimeuyuunHa (kiHUeBe
nakyBaHHs1,
KOHTPOMb Ta BUNYCK
cepii)
39. | BIFTA®JIOH® pO34unH ANns iHdy3in, 4 TOB "tOpis- YkpaiHa TOB "Opis-®apm" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/4554/01/01
mr/mn; no 100 mn abo dapm” AgmiHicTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHS Ta/abo peuenmom
200 mn y nnsAwui; no 1 agpecu Micua NpoBagKeHHs AisinbHOCTI
nnswui B nayui; no BUPOBHMKa/iMnopTepa rotoBoro fikapcbkoro 3acoby,
100 mn a6o 200 mn'y BKIOMAUM AinbHULI BUNYCKY cepii abo MicLe npoBedeHHs
KOHTENHepi; no 1 KOHTPONIO SIKOCTI. (QiNbHICTb, 3a SIKy Bignosigae
KOHTEeVHepy B nayui BMPOGHMK/IMNOpTEp, BKINIOYAO4M BUMYCK Cepilt) - 3MiHa
appecu Micus NpoBafKeHHs AisnbHOCTI BUPOBHUKaA Y 3B'A3KY
3 nepenMeHyBaHHSM BYnULLi Ta MPUBEAEHHAM Y
BiAMoOBiAHICTb A0 cepTudikaty GMP (BBeaeHHs 3MiH
npoTarom 6-Tu MicsiLiB nicnsi 3aTBepOKEeHHS); 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHK)- 3MiHK y po3aini «MapkyBaHHSA». 3aTBEPAXKEHO:
Mapkuposka. MNMpunaraetcsi. 3anponoHoBaHo: MapKyBaHHS.
3riHO 3aTBEPAXXEHOro TEKCTY MapKyBaHHs. BBeAeHHs 3MiH
NpoTArom 6-T MicSILIB NMicNsi 3aTBEPKEHHS
40. | BIKANYTAMIA- | Tabnetku, BKpUTI TOB «TeBa YkpaiHa TeBa I13painb BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHa 3a UA/10546/01/01
TEBA NniBKOBOO YkpaiHa» dapmaueBTikan 3asBHUKa (BNacHWKa peecTpauiiHoro nocsig4eHHs): 3MiHM | peyenmom

obornoHkoto, no 50 wr,
no 7 TabneTtok y
6nicTepi, no 4
onictepu B kOpoOLyj;
no 10 TabneTok y
6nictepi, no 3
Gnictepu B kopoOLi

IHpacTpis JlTa.

BHECEHI LL00 HAa3BW 3asiIBHMKA HA TUTYIbHIN CTOPIHLi TEKCTY
MapKyBaHHs yrnakoBok J13. 3minu | Tuny - 3miHn wopno
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
3MiHWN [0 y3aranbHeHVX AaHnX Npo cUcTemy
dapmakoHarnsiay (BBEAEHHS y3aranbHEHUX AaHWX MPo
cucTeMy chapMakoHarnsiay, 3MiHa ynoBHOBaXeHoi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHMUKa NSt 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
yMOBHOBaXeHOi 0cobu, BifnoBiAanbHOi 3a 3A4iMNCHEHHS
(hapmakoHarnsigy (BkIo4vakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MilLieHHi macTep-anna cuctemum dbapmakoHarnsiay)
3miHa ynoBHOBa)keHOi 0cobu 3asiBHMKa, BiAMOBIAANbLHOI 3a
dapmakoHarnsg. ditoua pegakuisi: Orit Stern-Maman.
MponoHoBaHa pepakuis: buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHMX JaHWUX YNOBHOBaXXeHOi 0cobu 3asiBHUKA,
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
BignoBiganbHoi 3a dpapMakoHarnsag.
41. | BIKANYTAMIA- | TabneTku, BKPUTI TOB «TeBa YkpaiHa TeBa I3painb BHECEHHS 3MiH [0 peecTpaLinHmx maTtepianis: 3miHa 3a UA/10546/01/02
TEBA NNiBKOBOO YkpaiHa» dapmaueBTikan 3asiBHUKA (BnacHuKa peecTpauinHoro noceigvyeHHs): 3miHn | peuenmom
o6GonoHkoto, no 150 IHpacTpis JlTa. BHECEHI 00 Ha3BW 3asiIBHMKA HA TUTYIbHIN CTOPIHLi TEKCTY
Mr, no 7 TabneTok y MapKyBaHHs yrnakoBok J13. 3minu | Tuny - 3miHn wopo
6nictepi, no 4 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
6nictepu B KOopobuyj; 3MiHWN 0O y3aranbHEeHVX AaHnX Npo cuctemy
no 10 TabneTok y dapmakoHarnsay (BBeAeHHS y3aranbHeHUX 4aHuX Npo
6nictepi, no 3 cvcTemMy chapmakoHarnsgy, 3MiHa ynoBHOBaXKeHoi ocobw,
6nictepu B KOpobui BiAMNOBIAANbHOI 3a 3AiNCHEHHS (bapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsaay 3asiBHVKa ANs 34iINCHEHHS
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
y po3MmilLieHHi macTep-anna cuctemm bapmakoHarnsgy)
3MiHa ynoBHOBaXeHOI 0cobu 3asBHUKa, BiAMOBIAANbHOI 3a
dapmakoHarnag. Hitova pegakuia: Orit Stern-Maman.
MponoHoBaHa peaakuis: buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXXeHOI 0cobu 3asiBHMKA,
BignoBiganbHoi 3a papMakoHarnsag.
42. | BIMAHOKC® Kpanni O4Hi, po34nH, 2 AppaH- Xopsarisi AppaH-FaneHcbkuii XopsarTist BHECEHHS 3MiH [0 peecTpauinHnMx maTtepianis: 3miHu | Tuny - 3a UA/17655/01/01
Mmr/mn, no 5 mny "aneHcbknn JlabopaTopiv 4.4. 3MmiHn Wwoao 6e3nekun/edhekTUBHOCTI Ta papMakoHarnsagy - | peyenmom
dnakoHi KpanenbHULj, JTaBopaTopii 3aTBEPAXKEHHS anbTepHATUBHOIO TEKCTY MapKyBaHHS
no 1 pnakoHy- a.a. yNaKkoBKW fikapcbKoro 3acoby i3 3a3HaueHHsIM MiKHapOOHUX
KpanenbHuLj y no3HavyeHb OAVHULb BUMIPIOBaHHS
KapTOHHiI kopobui
43. | BOHBIBA® po3uunH Ans iH'ekuin no | ATtHac ®apma Benuka Benmeng MIC, Benuka BHECEHHA 3MiH 0 peecTpauiiHuX maTtepianis: 3MmiHu | Tuny - 3a UA/5164/02/01
3 mr/3 mn, no 3 mn HOK Iimiten BpuTaHis Benwvka BputaHis BpuTanis/ 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy - | peyenmom
pO34KHYy B (BTOPYHHE HimeyumHa BHECEHHS 3MiH A0 po3Ainy “MapkyBanHa” MKA J13”:
nonepegHLo nakyBaHHs1; BUNYCK 3anpornoHoBaHo: MapkyBaHHs. 3rigHO 3aTBEpAKEHOIO
HanoBHEHOMY LUNpUL; cepii); Bettep TeKCTy MapkyBaHHs1. OHOBIEHHSI TEKCTY MapKyBaHHS!
no 1 nonepeaHL0 Papma-dPepTuryHr YMaKoBKM MiKapCbKOro 3acoby 3 BHECEHHAM iHdbopmalLlii
HanoBHEHOMY LLNpULY 'm6X i Ko. KT, o0 3a3HaYeHHs1 OAMHWLb BUMIpIOBaHHS ¥ cuctemi Sl
B KOMMMeKTi 3 1 HimeyuunHa
CTEPUIbHOIO rOSKOK0 (BMpOBHMLTBO
ans iH'ekuin Hepo3adpacoBaHoI
NMOMILLIEHOIO B npoayKuii, nepBuHHe
nrnacTmMacoBui nakysaHHs); PoLu
KOHTENHep B HiarHocTuke MM6X,
KapTOHHI kopobui HimevuunHa
(BTOPUHHE
nakyBaHHs1,
BUNPOBYBaHHS
KOHTPOIO SIKOCTI,
BUNYCK cepii)
44. | BOHBIBA® TabneTku, BKPUTI ATtHac ®apma Benuka Benmeng MIC, Benuka BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/5164/01/01
NniBKOBOKO HOK Nimiten BpuTaHis Benwuka Bputanis BpwvTaHis/ 3MiHM Wopao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy - | peuenmom
obornoHkoto, no 150 mr (nepBuWHHE Ta LLisenuapis BHECEHHS 3MiH 0 po3ainy “MapkyBaHHs" MKA J13™:

no 1 abo no 3
TabneTku y 6nictepi;

BTOPUHHE
NakyBaHHA; BUMYCK

3anponoHoBaHo: MapkyBaHHs. 3rifHo 3aTBepaXXeHOro
TEKCTY MapKyBaHHs1. OHOBIIEHHS TEKCTY MapKyBaHHS
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

no 1 Gnictepy B
KapTOHHiN kopobui

cepii); Isepc-Ni Al',
LLsevinapisa
(nepBuHHE Ta
BTOPWHHE
nakyBaHHs); MeHH
dapmachkioTikan
Cepsices Jl1a,
Benuka Bpuranis
(BUpOBHMLTBO
Hepo3dhacoBaHoi
npoayKuit,
BMNpPoOYBaHHS
KOHTPOIIO SIKOCTi);
®.XocbdpmaHH-Ia
Pow NTa,
LLiseninapisa
(B1poBHMLTBO
Hepo3dacoBaHoI
npoayKuit,
BMNPOOYBaHHS
KOHTPOIO AKOCTi;
BUMYCK cepii);
®.XodbdpmaHH-Ia
Pow NTa,
LLIserinapisa
(neBuHHe Ta
BTOPVHHE
nakyBaHHSI;
BMNpPOOyBaHHS
KOHTPOIHO SIKOCI)

yNaKoBKM MikapCbKoro 3acoby 3 BHECEHHAM iHdbopmalLlii
LLIOAO 3a3HaYeHHs OAMHML BUMIpIOBaHHS Y cuctemi Sl

45.

BOHAEPM

mMa3sb, 20 Mmr/rno 15ry
Ty6i, no 1 Ty6i y
KapTOHHIN nayui

Benyno, nikun
Ta KOCMeTVKa,
a.n.

Xopsgaris

Benyno, niku Ta
KOCMeTuKa, A.4.

Xopsaris

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
He3Hay4Ha 3miHa B npoueci BupobHuuTea J13 - 3miHa nopsaaky
[ofaBaHHSA A0NOMDKHUX peqoBuH makporony 400 Ta
makporony 3350, i Sk pesynbTaT, BUNyYyeHHs 3miyBaya B3
B npoueci BMpobHuLUTBa. BBEeAeHHst 3mMiH npoTarom 6-tu
MicsILiB MicNsi 3aTBEPOXKEHHS.

3a
peuernmom

UA/15555/01/01

46.

BOPHA
KUCIOTA

NMOPOLLIOK
KpucTaniyium, no 10 r
y cawe, Ne 10 y nayui

MAT
"Ximdapmsas
of "YepBoHa

3ipka"

YkpaiHa

NAT
"Ximbapmsasop
"YepsoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny -
3MiHN Wwopo 6esnekn/edeKTUBHOCTI Ta dbapmMakoHarnsay.
BBeaeHHs abo 3MiHU [0 y3aranbHEHWX AaHKX Npo CUCTEMY
dapmakoHarnsaay (BBeAeHHS y3aranbHeHUX AaHuX Npo
cvcTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BiAnoBiganbHoi 3a 34iINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHuUKa AN 34INCHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsay (BK4auy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MiLLeHHi MacTep-darina cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHUX JaHMX YNOBHOBaXeHOI ocobu,

be3
peuenma

UA/17710/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
Bi4NOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
47. | BPEHEM 1000 MOPOLLIOK A1151 PO34UHY Bpykc IHgis Bpykc IabopaTtopic IHais BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHu | Tuny — 3a UA/17558/01/01
Ans iH ekuin, no 1000 JTabopaTtopic JlimiTen 3MiHa HOPMOBAHOIO 3HAYEHHS HaTPIlO 3a NOKA3HMKOM peuenmom
Mmr 1 donakoH 3 Nimiteq «BmicT HaTpito» (3anponoHoBaHo: Big 72,16 mr go 108,24 mr
MOPOLLIKOM Y HaTpito); 3amiHum | TNy — 3 cneuudikadii 113 Buny4eHo
KapTOHHiI kopooLi nokasHukn «CepegHs Maca BMICTY KOHTelHepa» Ta
«OpHopiAgHICTL MacK BMICTY KOHTENHeEpPa» Npu HasiBHOCTI
nokasHuka «OQHOPIAHICTE A030BaHWUX OAUHULIbY
48. | BPETAPIC® NMOPOLLOK Ans BEPJIIH-XEMI HimevuunHa IHgacTpiac Icnania BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a UA/15568/01/01
IDKEHYEWUP® iHransauin, 322 Al dapmaceyTikac agMiHicTpaTvBHI 3MiHW. 3MiHa HaviMeHyBaHHS Ta/abo agpecu | peuenmom
mkr/go3y, no 30 gos Anwmipan C.A. MicLil NPOBaXEHHSI AisnbHOCTI BUpobHUKa (BKMoYarouu, 3a

MOPOLLIKY B iHransTopi;
no 1 iHranatopy B
nnacTVKOBOMY MakeTi
B KOpOOLj 3 KapTOHY;
no 60 403 NopoLuKy B
iHransTopi; no 1 aéo
no 3 iHransTopu B
NnacTVKOBOMY MakeTi
KOXeH y kopobui 3
KapToHY

HeobxigHOCTI, MicLie NpoBeAeHHS KOHTPOSIO SIKOCTi), abo
BMacHvka mactep-ganna Ha A®Il, abo noctavanbHuka
Adl/BuxigHoro matepiany/peareHTy/ MPOMIXXHOTO NPOAYKTY,
LLIO 3aCTOCOBYOTLCS Y BUPOOHMUTBI API (sIKLLO 3a3HaveHo y
[OCbe Ha nikapcbkun 3acib) 3a BiaCyTHOCTI cepTudikata
BigMNOBIgHOCTI €Bponenchkii hapmakonei y 3aTBepaKeHoOMy
pocbe, abo BUpobOHMKa HOBOI AOMOMIXXHOT PEHOBUHM (SIKLLIO
3a3Ha4yeHo y AOCbE) - 3MiHa HalMEeHYBaHHS KOHTPaKTHOro
BUpPOGHMKa, BignoBiganbHOro 3a MikpoHisauito gito4oi
pPeYoBMHYM akniguHito 6poMiay; agMiHicTpaTMBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu Micusa NpoBafKeHHS
LisnbHOCTI BUPOGHMWKa (BKIOYakoum, 3a HeobXigHOCTi, micue
NpoBeEHHS KOHTPOTH SIKOCTi), abo BnacHWka macTep-
darna Ha AdI, abo noctayanbHuka AdI/BuxigHOro
matepiany/peareHTy/ NPOMIXKHOroO NPOAYKTY, Lo
3acTocoByoTbCS Y BUPoOHMUTBI ADI (sIKLLO 3a3HaYeHO Y
[OCbe Ha nikapcbkui 3acib) 3a BiacyTHOCTI cepTudpikata
BiQMNOBIgHOCTI €Bponenchkii hapmakonei y 3aTBepaKeHOMy
pocbe, abo BUpobHMKa HOBOI JOMOMIXXHOT PEHOBUHM (SIKLLIO
3a3HayeHo y 0CbE) - 3MiHa OpraHisauiiHo-NpaBoBOi hopmu
rocnogaptoBaHHsi BUpoGHMKa Aio4oi pe4oBUHM akniguHito
6pomiay Ranke Quimica S.A., Icnanist po3TalioBaHoro 3a
appecoto Ctra. Nacional Il, Km 593, 08470 Sant Andreu de
la Barca, Barcelona, Spain; agMiHicTpaTvBHi 3MiHK. 3MiHa
HallMeHyBaHHs Ta/abo agpecu MicLs NpoBagKEeHHS
LisnbHOCTI BUPOGHWKa (BKIOYakoum, 3a HeobXigHOCTI, MicLe
npoBeeHHS KOHTPOMIO SIKOCTi), abo BnacHWKa macTep-
darina Ha A®I, abo noctayanbHuka AdI/BuxigHoro
matepiany/peareHTy /MpoMiXKHOro NPOAYKTY, Lo
3acTocoByOTECA Y BUPOOHMLTBI AD| (SKLLO 3a3HaveHo y
[OCbe Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BiAMOBIAHOCTI €Bponenceki hapmakonei y 3aTBepaKeHoOMy
Aocbe, abo BUpOOHMKa HOBOI AOMOMIKHOT PEYOBUHM (SIKLLIO
3a3Ha4YeHo y 10CbE) - 3MiHa opraHisaLiiHo-NpaBoBOi hopmu
rocrnogaproBaHHsi BUPOOHUKA Aito40i pevoBMHN akniguHito
6pomigy Ranke Quimica S.A., IcnaHia posTawioBaHoro 3a
agpecoto Ctra. Granollers-Girona (C-35), Km 58.85, 08470
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
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n 3acoby ynakoeka) noceiodYyeHHs1
Sant Celoni, Barcelona, Spain; 3miHu 3 akocTi. ADI.

BnpobHuuTBO. 3MiHa BUPOGHUKA BUXIAHOTO/MPOMiXKHOTO
NPOAYKTy/peareHTy, WO BUKOPUCTOBYIOTECS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUpobHuKa (Bknovaruu, e
HeobxiaHO, MicLie NpoBeAeHHS KOHTPOO skocTi) AdI (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI €Bponeinchbkii
dapmakonei y 3aTBepaXeHOMY A0ChE)(BBEAEHHS HOBOI
OinbHUUI, Ae 30iMCHI0ETbCS MIKPOHi3aLisl) - BBe4EHHS
ninbHuui Ranke Quimica S.A., Icnarisi po3TalioBaHoro 3a
appecoto Ctra. Nacional Il, Km 593, 08470 Sant Andreu de
la Barca, Barcelona, Spain, ge 3aiiCHIOETLCS MiKpOHi3aLisi;
3MiHu 3 sikocTi. A®l. BupobHMLTBO. 3MiHa BUPOGHWMKa
BVXiAHOro/NpOMIDKHOTO MPOAYKTY/peareHTy, Lo
BMKOPMCTOBYIOTbCH Y BUpoBHU4omMy npoueci APl abo amiHa
BMPOOHMKa (BKNtoyatoun, Ae HeobxigHo, MicLe NpoBeaeHHs!
KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudpikata
BiAMOBIAHOCTI €Bponencokii hapmakonei y 3aTBepaKeHoOMy
[0Cbe)(3anponoHOBaHWI BUPOBHWK HanexuTb Ao Tiei camoi
BMPOBHMYOT rpynu NiANPUEMCTB, LLIO 1 3aTBEPAXKEHNN) -
3amiHa BupobHuKa BMXigHOro npoaykty 1-6pomo-3-
deHoKkeMnponaHy, KU HanexuTb o Tiel camol
3aTBEPKEHOI BUPOOHMYOI rpynu NigNnpueMcTs; 3MiHU 3
akocTi. A®l. BupobHmuteo. 3miHa BUpobHuka
BMXiAHOrO/MPOMIKHOIO NMPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCH Y BUpobHu4omy npoueci APl, abo 3amiHa
BUpoGHMKa (BKMOYatoum, ae HeobxigHo, Micue NpoBeAeHHs
KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudikata
BiAMOBIAHOCTI €Bponenceki hapmakonei y 3aTBepaKeHOMy
[0CHE)(3anponoHOBaHUI BUPOOHMK HANexuTb o Tiei camoi
BUPOGHMYOT rpynu NiJNPUEMCTB, LLIO 1 3aTBEPAXKEHUI) -
3amiHa BUpOBHMKa BUXIOHOTO NpPoAyKTy 2-6poMoTiodheHy,
SIKUA HANeXWUTb A0 TiEi camoi 3aTBEpKEHOT BUPOOHNYOT
rpynu nianpmvemMcTs; 3MiHn 3 sikocTi. A®l. BupobHuuTBO.
3MiHn B npoueci BupobHuutea A®| (HesHavyHa 3miHa y
npoteci BUpobHuuTea API - KOpUryBaHHs napameTpis
npouecy MikpoHi3awnLii 3a AONOMOroK CTPYyMEHEBOro
BUXpoBOro mnuHa ans ginsHudi CATALENT MICRON
TECHNOLOGIES LIMITED, United Kingdom; 3miHu 3 sikoCTi
A®I. BupobHuLTBO. 3MiHU B npoueci BupobHuuTea AdI
(He3HayHa 3MmiHa y npoueci BUpobHuutea AdI -
NpoBaXXeHHs NapameTpiB NpoLecy MikpoHi3aLlii 3a
[0MOMOroK CTPYMEHEBOTO BUXPOBOIO MIIMHA, 3aCTOCOBaHUX
ans ginbHuui Ranke Quimica S.A., IcnaHis (3a agpecoto
Sant Andreu de la Barca — SAB); 3miHu 3 sikocTi. AdI.
BupobHuuTBO. 3MiHa po3mipy cepii (Bkntoyaroun AianasoHu)
A®| abo NpoMi>xXHOrO NPOAYKTY, KW 3aCTOCOBYETLCS Y
npoueci BupobHuutea APl (36inbweHHa go 10 pasis
NOPIBHSIHO i3 3aTBEpPOXXEHUM PO3MIPOM) - 3MiHa PO3Mipy
cepil MPOMDKHOro NPoAyKTY METUNAUTIEHINMMIKONAT Ans

ainbHuLi Ranke Quimica S.A., IcnaHis (3a agpecoto Sant

Andreu de la Barca — SAB);
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3MiHK 3 sikocTi. A®I. BupobHuuTBo. 3miHa po3mipy cepil
(Bkntovatoun gianazoHun) A®l abo NPOMIKHOIO NPOAYKTY,
SIKUI 3aCTOCOBYETbLCS y NpoLeci BUpobHuuTBa ADI
(36inbLueHHs fo 10 pasiB NOPIBHSAHO i3 3aTBEPKEHNM
PO3MipOoM) - 3MiHa po3Mipy cepii MPOMIKHOIO NPoAyKTY
akniguHito 6pomigy HemikpoHizoBaHoro Ans AinbHuuUb Ranke
Quimica S.A., IcnaHis (3anponoHoBaHo: 15 kr abo 50 kr
(makcumym 55 kr)); 3miHu 3 skocTi. A®l. BupobHuuTBo. 3MiHa
po3mipy cepii (Bkntoyatoum gianasoHn) APl abo npomixkHoro
NPOAYKTY, SKWI 3aCTOCOBYETLCS y NpoLeci BUpobHuuTBa
A®I (36inbweHHs o 10 pasis NOPiBHAHO i3 3aTBEPAXEHNM
po3mipoMm) - 3miHa po3Mipy cepii akniguHito 6pomigy
MiIKpOHi3oBaHoro (3anponoHosaHo: 15 kr abo 50 kr
(makcumym 55 «r)); amiHu 3 sikocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikaui Ta/abo gonyctumumx
MeX, BU3Ha4YeHuX y crneumndikauisx Ha A®l, abo
BVXiAHWN/NPOMDKHWIA NpOoAYyKT/peareHT, Lo
BMKOPUCTOBYIOTBCS Y NpoLeci BupobHuutea AdI
(monoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM SIKOCTi Ta
BiAMOBIAHMM MeTOAOM BUNPOOYyBaHHS) - 4O NOKa3HMKa
«OpraHiyHi gomiwwkun» cneumdikauii A®Il, goaaHo
BM3HAYEHHS OOMiLLKK noxigHa 6pomonponokcunponiny (E) 3
ponyctumoro Mexeto He Ginblue 0,10%, sk nepioguyHoro
KOHTPOTIO, L0 NPOBOANTLCS Ha NEPLUNX TPbOX KOMEPLAHNX
NocnigoBHUX CepisiX, a NOTIM — HA KOXHIiW aecATin
NnocnigoBHiIN KOMEpLINHIN cepii;
3MiHn 3 sikocTi. A®I. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo 4OMYCTUMUX MEX, BUSHAYEHUX Y
crneundikauisix Ha A®l, abo BUXigHUA/MPOMIXKHUIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLEC
BUpobHMLTBa ADI (BONOBHEHHS cneuudikadii HOBUM
NOKa3HMKOM SIKOCTi Ta BigNoBiAHM METOAOM BUNPOOYBaHHS)
- [0 NOKa3HMKa «3anuLKy opraHiYHUX PO34UHHUKIB»
cneundikauii A®l, 1ogaHO BU3HAYEHHsSI METaHoNy 3
Aonyctumoto mexeto He Binblue 3000 ppm; 3MiHK 3 SKOCTI.
A®I. KoHTponb A®L. 3miHa y napameTpax cneuudikauii
Ta/abo [onyCTUMMX MeX, BU3HAYEeHUX Y cneuundikaLisx Ha
A®I, abo BMXiQHWA/NPOMIKHUIA NPOAYKT/peareHT, Lwo
BMKOPUCTOBYIOTBCS Y NpoLieci BUpobHuuTea AdI
(monoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM SIKOCTi Ta
BiAMOBIAHMM MeTOAOM BUNPOOYBaHHS) - 4O NOKa3HMKa
«3anuLkn opraHivHUX po3dMHHUKIBY cneumdikadii AdI,
[00aHO BU3HaYEeHHS TONyorny 3 AOMYCTUMOIO MEXEIo He
6inbwe 890 ppm; 3MiHu 3 akocTi. ADIl. KoHTponb ADI. 3miHa
y MeToaax BunpobysaHHs APl abo BuxigHoro
maTepiany/npoMixxHOro NpoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS y Npoueci BUpobHuLUTBa AD| (He3HauHi
3MiHW y 3aTBEpKEHNX MeToAax BUNPODYBaHHS) - 3MiHM A0
METOAMKM 3@ NOKA3HWUKOM «3anuLLK1 OpraHiyHux
PO34MHHUMKIB» (NpoboniaroToBka Ta KOPUryBaHHS BiGHOCHOTO
Yacy YTPUMaHHS Ans BCiX PO34YMHHMKIB Ta JONOBHEHHS Yacy
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YTPYMaHHS AN MeTaHoMy); 3MiHW 3 aKkocTi. [oToBMI
nikapcbkuin 3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.
3MiHa y MmeTogax BUNpobyBaHHS rOTOBOTrO NiKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEPPKEHUX METOAaX
BMNPOBOYBaHHS) - 3MiHN Y MeTOoZi KiNlbkiCHOro aHanisy
meTtogom BEPX ons Bu3HayeHHs OAHOPIAHOCTI BMBINbHEHMX
no3 (OB[1) i ouiHku go3n ApibHux YactuHok (OAY) (ymosm
XpomaTtorpadpyBaHHs); 3MiHW 3 SKOCTi. [0TOBMI NiKapCbKnn
3acib. Cuctema KoHTelHep/3akynoptoBanbHui 3aci6. 3miHa
noctavanbHWKa nakyBarnbHUX maTepianis abo
KOMMMEKTYOUMX (SKLLO 3a3HAaYeHO B AOCHE) (3amiHa abo
[o4aBaHHA nocTavanbHyKa) - 4oAaBaHHsA anbTepHaTUBHOMO
noctavanbHuka Gerresheimer Horsovsky Tyn, Czech
Republic ans komnnekrytounx Genuair; 3miHW WoJ0
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay - 3mMiHu oo
po3giny «MapkyBaHHSA»; 3MiHN BHECEHi B TEKCT MapKyBaHHS
yNaKoBKW fikapCbKoro 3acoby LIOAO 3a3Ha4YeHHS
MDXHapOAHUX NO3HA4YeHb OAUHWLE BUMIPIOBAHHS; 3MiHU 3
AKkocTi. MeauyHi npucTpoi. 3miHa npucTpois Ans
BUMIpIOBaHHA 403K abo BBeAEHHS MikapCbKoro 3acoby
(mopaBaHHs abo 3aMiHa NPUCTPOIO, SIKUIA HE € HEBIA'EMHOIO
YaCTUHOI NMEPBUHHOI ynakoBkn) - Cnencep Ans [4030BaHNX
iHranaTopie abo iHWi NPUCTPOI, SKi MOXYTb MaTU 3HaYHWI
BMNuB Ha goctasBky APl y nikapcekini popmi (Hanpuknag
Hebynansep) - 3mMiHM opMK Ta PO3MIPY KOMMOHEHTIB
BMXPOBOI OCHOBW i MyHALITYKa. MoaudikoBaHWm iHranaTop
SD3FL MicTuTb HOBY BHYTPILLHIO BUXPOBY OOMHULO 3
AesKnMN MoanMIKOBaHUMN AeTansiMmn KOHCTPYKLi
(30BHILLHSA KpMBa pagianbHOi HopMU MiHIManbHO
afanToBaHa, YOTUPW KPYrnnx ob6XiAHUX OTBOPU 3aMicTb
LLIEeCTH), @ TAKOX HOBUI MYHALUTYK 3 AeLlo 36inbLieHnm
AiameTpoMm BMXiAHOro OTBOPY (3aTBEpOXXEHO: BEpCis
iHransitopa SD2FL; 3anponoHoBaHO: BepCisl iHransTopa
SD3FL)

49.

EPUINBbAHTOB
Wi 3ENEHUIA

pO34uH Ans
30BHILUHBOIO
3aCTOCYBaHHS,
cnuptoBuin 1 % no 25
My dornakoHi-
KpanenbHuui; no 25
My donakoHi-
KpanensHuui; no 1
hnakoHy-KkpanenbHULi
B navui

NAT
"Manuudapm”

YkpaiHa

MAT "Tanuudpapm”

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
BHECEHHS 3MiH y peecTpaLjiiHe 4OCbe MoB'sA3aHe 3
HeoOXiaHICTIO NpuBeaeHHs crneundikauii Ta meToais
KOHTPOMIO A0MNOMiKHOI peyoBuHK ETaHon (96%) Ao Bumor
EP/O®Y, pitoye BuAaHHs; cynyTHsi 3MiHa - 3MiHM 3 SKOCTI.
[oToBMI Nikapcbkui 3aci6. KOHTponb AONOMIKHUX PEYOBWH.
3miHa y MeToaax BUNpoOyBaHHS AOMOMKHOI PeYOBMHM (iHLLi
3MiHM y MeToaax BUNpobyBaHHS (BKNoYatoun 3amiHy abo
[OAAaBaHHS)); 3MiHM | TNy — BUNyYeHHs 3 peecTpaLinHoro
[0Cbe iHhopMaLlii, Loa0 Ha3BM BUPOOHUKIB JOMOMDKHUX
peYvoBUH (3aTBEpAXKEHO BUPOOHMKA J4OMOMIXKHOI PEHOBUHM
EtaHon (96%) OepxaBHe nignpruemMcTBO CNMPTOBOI Ta
nikepo-ropinyaHoi NPOMKMCIOBOCTi «YKPCNMPT»), y 3B'A3KY i3
nepioanYHNMM 3MiHaMK Ha3B BUPOGHWMKIB JOMOMIKHUX
PEYOBMH, OCKINbKM cneundikaLis Ta METOAN KOHTPOMK

6e3
peuenma

UA/8011/01/01
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n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
SIKOCTi iEHTWYHI Ans BCiX BUPOBHUKIB
50. | BPOHXO®IT HacToWKa cknagHa, no TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: amiHu | Tuny - bes UA/3546/02/01
100 mn y 6aHui "HaykoBo- BUPOGHMYA 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsagy - peuenma
CKNsiHiN; no 1 6aHui B BMPOGHMYa dapmaueBTUYHa BHECEHHS 3MiHM 4o po3giny "MapkyBaHHs" MKA J13:
nayyi; no 100 mn y dapmaneBTny koMmnaHis "EVM" 3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTBepa)XeHoro
6aHLji nonimepHi; no Ha KOMNaHis TEKCTYy MapKyBaHHS. 3MiHV BHECEHi B TEKCT MapKyBaHHSA
1 6aHui B nayui; no "ENM" yNakoBKM MikapCbKOro 3acoby LLoAo 3a3HaYeHHs OAUHNL
100 mn y donakoHi BMMIiptoBaHHs y cuctemi Sl. BBegeHHst 3amiH npoTtsarom 3-x
nonimepHomy; no 1 MicAaUiB Nicnsa 3aTBepAXeHHsA
hnakoHy B mauui
51. | BYCTPUKC™ cycneHsis ons iH'ekuin makcoCmiTKn Benwuka MnakcoCmiTKnsanH Benbris BHECEHHS 3MiH O peecTpauiHMX maTtepianis: 3miHu | Tuny - 3a UA/14955/01/01
KOMBIHOBAH 0,5 mn/po3y, no 1 poai SAH Ekcnopt BpuTaHis Bionogxikana C.A. BUny4eHHs BunpobysaHHs Optical dencity test Ha eTani peuenmom
A BAKUMHA y nonepeaHb0 Nimiten epmeHTaUii NPOMIXXHOIO NPOAYKTY aHTUIEHIB KaLutoka 3
ansa HanoBHEHOMY LLUNpWL; KaTeropii MOHITOPUHIY nig Yac npouecy BupobHuuTaa (in-
NMPO®INAKTUK | no 1 nonepenHbo process monitoring); 3miHu | TUny - BUNy4YeHHs
N OUSTEPII, HamnoBHEHOMY LUNPULY BMNpobyBaHHs Protein content by Lowry ans npomiHoro
NPABLA, y KOMMNAeKTi 3 ABOMa NpOAYKTY aKTMBHOI CyOCTaHLji Ha eTani OYnLLEHHS
KALUJTIOKY rornikamv B ioHoOBMiHHOI XpoMaTorpadieto (konoHka Q-cedaposu) 3
(AUENONAPH nnacTuKoBOMYy KaTeropii MOHITOpPUHry nig Yac npouecy BupobHuuTea (in-
nn KOHTelHepi; no 1 process monitoring); 3miHu | TUNy - NnepeHeceHHs
KOMIMOHEHT) KOHTEWHepy y BunpobyBaHHs Bioburden test, wo npoBoanTbcs Ha cTagii
(AOCOPBOBA KapTOHHiIN kopooLi OYULLEHHS, Nepes eTanoM diHanbHOI CTepunisyoyoi
HA, 3I dinbTpauii 3 kKaTeropii MOHITOPUHIY NifA Yac npouecy
SMEHLUEHUM BMpOGHMLTBA (in-process monitoring) go kaTeropii
BMICTOM NPUAHSTTA pilleHHs Wwopo sikocTi (quality decision test) 3
AHTUrEHIB) kputepiem npuinHaTHocTi «Not more than (NMT )10 CFU/100
ml»; 3MiHuM | TURY - 3MiHa KpUTEPIiB NPUNHATHOCTI AN
BUNPOBYBaHHS Ha MIKPOGHY YMCTOTY Ha TPUMCUH-COEBOMY
arapi (Microbial purity test on Tryptic Soy Agar) ansi oBox
OCTaHHIX NpeKynbTyp Ta OCHOBHMX eTaniB depMeHTauii Ans
aHTWUreHiB KaLUmoKy B KaTeropii NPUAHATTA pilleHHs Woao
skocTi (Quality decision test). 3anponoHosaHo: Absence of
growth. BHeceHHs1 pegakuiiHnx npaBok Ao posginy 3.2.5.2.4
peecTpaLiiHoro oocbe
52. | BYCTPUKC™ cycneHsis ans iH'ekuin | MnakcoCmiTKn Benuka "makcoCmiTKnanH Benbrisa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/15071/01/01
nonio no 1 gosi (0,5 anH Exkcnopt Bputanis Bionogxikans C.A BUNyYeHHs BunpobysaHHsa Optical dencity test Ha eTani peuenmom
KOMBIHOBAH mn/po3y) no 1 gosiy Nimiteq hepmeHTaLii IPOMDKHOrO NPOAYKTY aHTUrEHIB Kalumtoka 3
A BAKLUUHA nonepeaHLo KaTeropii MOHITOpPUHIy nig Yac npotecy BupobHuuTea (in-
ana HanoBHEHOMY LLNpUL; process monitoring); 3miHu | TUNy - BUNyYeHHS
MPO®INAKTUK | no 1 nonepenHbo BMNpobyBaHHs Protein content by Lowry ans npomixHoro
N OUDTEPII, HarnoBHEHOMY LUNpULY NPOAYKTY aKTMBHOI CyOGCTaHLIi Ha eTani OYnLLEHHS
NMPABLIA, Y KOMNIEeKTi 3 ABOMA ioHOOBMiHHO XpomaTorpadieto (konoHka Q-cedhaposn) 3
KALLITIOKY ronkamu B KaTeropii MOHITOPUHTY MiA Yac npoLiecy BUpobHuuTBa (in-
(ALENONAPH nnacTMKoBOMY process monitoring); 3MiHu | TUNY - NnepeHeceHHs
un KOHTelHepi; no 1 BMNpobyBaHHs Bioburden test, wo npoBoanTbCs Ha cTagii
KOMIMOHEHT) KOHTEWHepyY y OYMLLEHHSI, Nepen eTanoM cpiHanbHoi cTepunisyryoi
TA KapTOHHiIl kopobuyi dinbTpauii 3 kaTeropii MOHITOPUHIY Nif Yac npouecy
noniomMienity BMpOGHMUTBa (in-process monitoring) go kaTeropii

(IHAKTUBOBA

NPUNHATTS pillleHHs WwoJo akocTi (quality decision test) 3
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n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
HA) Kputepiem npuinHaTHocTi «Not more than (NMT )10 CFU/100
(AOCOPBOBA ml»; 3miHm | Tuny - 3miHa KpUTepiiB NPUAHATHOCTI ANA
HA, 3I BUNPOOYyBaHHSA Ha MiKpPOOHY YMCTOTY Ha TPUMCUH-COEBOMY
SMEHLUEHUM arapi (Microbial purity test on Tryptic Soy Agar) ans Asox
BMICTOM OCTaHHiX NpeKynbTyp Ta OCHOBHWX eTanis dhepmeHTauii ans
AHTUTEHIB) aHTUreHiB KaLLIoKy B KaTeropii NPUAHSTTSA pilleHHs LWoao
akocTi (Quality decision test). 3anponoHosaHo: Absence of
growth. BHeceHHsi pefakuiiHnx npasok Ao posainy 3.2.5.2.4
peecTpauinHoro ocbe
53. | BAKCIFrPUN® cycneHsis Ans iH'ekuin CaHodi PpaHuis MOBHUW LMKN PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3minu | Tuny - 3a UA/16141/01/01
TETPA/ no0,5mny MacTep BUPOOHMLTBA, YropwuHa/ 3MiHM Woao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. peuenmom
VAXIGRIP nonepeaHL0 3arnoBHEHHS, Benbrisa BBeneHHs abo 3MiHM [0 y3aranbHEHWX AaHKX NPO CUCTEMY
TETRA CNiT- 3aMOBHEHOMY LUMPWLL; nepBuHHE Ta bapmakoHarnsgy (BBe4eHHS y3aranbHEHUX AaHUX Npo
BAKUMWHA OANA | no 1 nonepeaHbo BTOPUHHE cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
NMPO®INAKTUK | 3anoBHeHOMY Lunpuuy nakyBaHHs, BiANoBiganbHOI 3a 3AiINCHEHHA hapMaKkoHarnaay; KOHTaKTHOI
nreuny 3 MPUKPINNEHO0 KOHTPOIb SKOCTI, ocobu 3 hapmakoHarnagy 3asBHMKa AN 3AINCHEHHS
YOTUPbOXBA | ronkot y KapTOHHil BMNYCK cepii: dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHa BiA
JIEHTHA, kopobui; no 0,5 mny CaHodpi Mactep, yMNoBHOBaXeHOi ocobu, BignoBiganbHoI 3a 3A4iNCHEHHS
IHAKTUBOBAH | nonepeaHbo PpaHuis; dapmakoHarnsgy (BK4aoyy KOHTaKTHI AaHi) Ta/abo 3MiHn
A 3aMoBHEHOMY LUMPWLY; BTOPUHHE Y PO3MilLieHHI macTep-anna cuctemm bapmakoHarnsagy) -
no 1 nonepegHLo nakyBaHHs, 3MiHa KOHTaKTHOi 0cObM yNnoBHOBaXeHOT 0cobu 3asiBHUKa,
3anoBHEHOMY LUNpuLy KOHTPOIb SKOCTI, BiAMOBiAanNbHOI 3a hapmakoHarnsg B Ykpaini. NponoHoBaHa
6e3 ronku y KapTOHHiW BUNYCK cepii: pepakuia: XopakiBcbka TeTaHa BsyecnagiBHa. 3miHa
kopooui CaHodi MacTep, KOHTaKTHUX [laHWX KOHTaKTHOI 0cOBM YNOBHOBaXeHOi 0cobu
®paHuis; 3asBHUKA, BiANOBIAANbHOI 3a dhapmakoHarnag B YKpaiHi
3aMoBHEHHS,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb AKOCTi:
CAHO®I BIHTPOI
IHOACTPIA,
dpaHLis; BTOPUHHE
nakyBaHHS, BUNYCK
cepii: CaHodi-
AseHrTic Npansit Ko.
JIta., Mnatcdopma
TNOriCTVKM Ta
AncTpubydii y m.
Bypanew,
YropLmHa;
BTOPWHHE
nakysaHHs: CPHA
CA, Benbris
54. | BAJICAPTAH MOPOLLIOK (CyBCcTaHList) TOB "TK YkpaiHa UxeussH TiaHo Kutai BHECEHHS 3MiH O peecTpauiiHux MaTtepianiB: yTOYHEHHSA - UA/17955/01/01
y NOABIAHNX "Aspopa" PapmachbtoTikan Ko., HanucaHHA 3asiBHMKa B Haka3si MO3 Ykpainu Ne 517 Big
nonieTuneHoBmx Nro. 22.03.2021 B npoueci BHECEHHSA 3MiH (3MiHu | TNy - 3MiHK
MilKax ans 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikart

dhapmaLeBTUYHOO

BiNOBIgHOCTI €Bponenchkin dapmakonei/MmoHorpadii.
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
3acToCyBaHHS MopaHHsa HoBoro abo oHoBreHoro cepTudikara
BiANoBigHOCTI abo BUMy4eHHs1 cepTudgikata BignoBiaHoOCTI
€Bponenickkin hapmakonei: gns A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPWUCTOBYIOTBCS Y BUPOOHMLTBI ADI; Ans 4ONOMiIXKHOT
peyvoBUHM (CepTuUdikaT BiaNoBigHOCTI €BponenchKin
dapmakonei) - OHoBneHun cepTudikaT Bif yxe
3aTBEPAKEHOrO BUPOBHMKA - NOAAHHS OHOBMEHOTO
cepTudgikaTa BignoBigHoCTi €Bponeichkin dhapmakonei Ne
R1-CEP 2013-159-Rev 01(3atBepmpxeHo: R1-CEP 2013-
159-Rev 00) ans fito4oi pevyoBUHW BancapTaHy Bif BXe
3aTBepaKeHoro BMpobHuka YxewssH TiaHio PapmacktoTikan
Ko., NNTa., Kutan, sk Hacnigok 3MiHu B METo4ax KOHTPOo
A®I 3a nokasHukamu «CynpoBigHi AOMILLKMY 2-LjiaHO-4-
'OpommeTMnGicdheHin, «Asung HaTpito», «3anmnLKOBI KiNbKOCTI
OpraHiYHMX PO34YMHHUKIBY ). Pedakuis e Hakasi: TOB "TK
"Aepopa" YkpaiHa, 04112, m. Kuis, 8yn. [Jeeamspiscbka, 62.
BipHa pedakuyisi: TOB "TK "Aepopa” YkpaiHa.
55. | BAJICAPTAH TabneTtkn, BKpUTI CaHnpos CnoBeHiga Jlek CnoseHisi/ BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/15619/01/01
CAHOO03® NniBKOBOIO dapmacbloTika dapmaueBTMyHa ITanis/ 3MiHuM Wopao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy - | peuenmom
KOMMO3UTYM | oGonoHkoto, no 160 ns3 g.a. KOMnMaHisi 4.4, PymyHis OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKU MiKapCbKoro
mr/12,5 mr no 14 CnoBeHis (Bunyck 3acoby 3 BHECEHHAM iHchopMalUii LLOAO 3a3HavYeHHS
TabneTok y 6nictepi; cepin, TECTyBaHHS); OAVHULIL BUMIpIOBaHHSA y cuctemi SI. 3amiHa posainy
no 1 abo 2 Gnictepn y HoeapTic ®apma «["padpiyHe opopmneHHs ynakoBku» Ha po3ain
KapTOHHIN kopobui C.n.A, Itanis «MapkyBaHHsa» y MKA J13: 3anponoHoBaHo: MapKyBaHHS
(BMpOBHMLTBO "in 3rigHO 3aTBEPAPKEHOrO TEKCTY MapKyBaHHS.
bulk", nakyBaHHs); TepmiH BBeQEHHS 3MiH NpOTAroM 6 micauis nicns
C. K. Canpgos C.P.J1., 3aTBEpKEHHSA
PymyHis (Bunyck
cepii, TeCTyBaHHS)
56. | BAIICAPTAH TabneTtku, BKpUTI CaHnpos CnoBeHiga Jlek CnoseHisi/ BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | Tuny - 3a UA/15620/01/01
CAHOO3® NniBKOBOO dapmacbloTika dapmaueBTNYHa ITanis/ 3MiHK Wwopo besnekn/edeKTUBHOCTI Ta hapmakoHarnsgy - | peuenmom
KOMMO3UTYM | obonoHkoto, no 80 ns3 g.a. KoMnaHis g.4., PymyHis OHOBMEHHS TEKCTY MapKyBaHHSA YNakoBKU MiKapCbKoro
mr/12,5 mr no 14 CnoBeHis (BMNyck 3acoby 3 BHECEHHAM iHchopMalLlii LLoAo 3a3HavYeHHS
TabneTok y 6nictepi; cepi, TECTyBaHHS); OAUHULIL BUMIpIOBaHHSA y cuctemi SI. 3amiHa posainy
no 1 abo 2 6nictepn y HosaprTic ®apma «["pacpiyHe odpopmneHHs ynakoBku» Ha «MapKyBaHHS» B
KapTOHHiIN kopobui C.n.A, Itanis 3atBepaxeHnx MKA J13. 3anponoHoBaHo: MapKyBaHHS
(BMpOOHMLTBO "in 3rigHO 3aTBEPAKEHOro TEKCTY MapKyBaHHS
bulk", nakyBaHHs); TepmiH BBeQEHHS 3MiH NpOTAroM 6 micauis nicns
C.K. Canpos C.P.1., 3aTBEpPAXKEHHSA
PymyHis (Bunyck
cepii, TeCTyBaHHs)
57. | BAIICAPTAH TabneTtkn, BKpUTI CaHpos CnoBeHisa Jlek CnogBeHisi/ BHECEHHS 3MiH IO peecTpauiiinx maTtepianis: 3amiHu | Tuny - 3a UA/15620/01/02
CAHOO3® NniBKOBOO dapmacbloTika dapmaueBTUYHa ITanis/ 3MiHK Wwopo besnekn/edeKTMBHOCTI Ta hapmakoHarnsgy - | peuernmom
KOMMO3UTYM | oGonoHkoto, no 160 n3 a.Aa. KoMnaHis g.4., PymyHis OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKU MiKapCbKoro

Mmr/25 mr; no 14
TabneTok y 6nictepi;
no 1 abo 2 Gnictepn y
KapTOHHiIl kopobuyi

CrnoBeHis (Bunyck
cepiii, TECTyBaHHs);
HoBaprtic ®apma
C.n.A., lTania
(BMpOBHMLTBO "in
bulk", nakyBaHHs);

3acoby 3 BHECEHHAM iHbopMaLii LWoao 3a3HauYeHHs!
OauHULL BUMipIOBaHHA y cucTtemi Sl. 3amiHa po3giny
«[padpiyHe odpopmneHHs ynakoBku» Ha «MapKyBaHHS» B
3atBepaxeHnx MKA J13. 3anponoHoBaHo: MapKyBaHHS
3rigHO 3aTBEPAXXEHOro TEKCTY MapKyBaHHS
TepmiH BBeAEHHS 3MiH NpoTAroM 6 micauiB nicns
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
C.K. Canpgos C.P.11., 3aTBEpAKEHHSA
PymyHis (Bunyck
cepii, TeCTyBaHHs)
58. | BAIIbCAPIA H TabneTku, BKpUTI CaHpos CnoBeHis Brpo6bHuuTBO "in ITanis/ BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3miHu | Tuny - 3a UA/15619/01/01
NNiBKOBOO dapmacbloTika bulk", nakyBaHHs: CnogeHisi/ AOMiHicTpaTuBHI 3MiHK. 3MiHa Ha3Bu nikapcbkoro 3acoby - | peuenmom
obornoHkoto, no 160 mr n3 a.a. Hoeaptic ®apma PymyHis 3MiHM BHeceHiI wopao Hasewm J13. 3aTBepaxeHo: BancapTtaH
/12,5 mr no 14 C.n.A., Itanis; CAHOO3® komno3utym® Valsartan SANDOZ compositum
TabneTok y 6nictepi; Bunyck cepin, B3anponoHoBaHo: Banbcapis H Valsariya H BBegeHHst amiH
no 1 abo 2 6nictepn y TECTYBaHHs: NpOTArom 6-Tu MicsALB NiCNs 3aTBEPYKEHHS.
KapTOHHiN kopobui TNek
dapmaueBTUYHa
KoMnaHis a.4a.,
CnoseHisi; Bunyck
cepii, TeCTyBaHHS:
C.K. CaHpos C.P.J1.,
PymyHis
59. | BEHITA®AKCHU | T1abnetku no 75 mr no MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/15569/01/01
H 10 TabneTok y "TexHonor" 3MiHM Woao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy - | peuenmom
6nictepi; no 3 OHOBJIEHHSI TEKCTY MapKyBaHHS YMakoBKW NikapCbKOro
Gnictepu y navui 3 3acoby 3 BHECEHHSAM iHcpopMalLii LWoao 3a3HavYeHHs
KapToHy OAMHULb BUMIpIOBaHHS y cuctemi Sl. TepMiH BBeAEeHHS 3MiH
npoTsarom 6 MicauiB nicnsa 3aTBEpAXXEHHSA
60. | BEHOIFEMAHO | renb no 40 ry Ty6i; no My6nivyHe YkpaiHa My6nivyHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/7100/01/01
n 1 1y6i B nayui aKuioHepHe aKujioHepHe BUNy4eHHs BupobHuka APl gekcnaHteHnon Daiichi Fine peuenma
TOBapUCTBO TOBapUCTBO Chemical Co., LTD, AnoHis; 3anponoHoBaHo: BASF SE,
"HaykoBo- "HaykoBo- Himeuumnna;
BMPOGHNYMIA BUPOBHWYMIA LEHTP 3MiHM | TUNY - BUNyYeHHS i3 cneumdikauii APl gekcnaHTeHon
LEeHTp "BopLuariBcbkui nokasHuka «Baxxki meTanu» - npuBeAeHo Y BigNOBIQHICTb A0
"BopLuariscbk XiMmiKo- BUMoOr MoHorpadii EP; amiHu | Tuny - 3mMiHn y meTogax
Wi XiMiKo- dhapmaLueBTU4HNIA BUNpPoOyBaHHA Ans koHTponto APl 3a nokasHUKOM
apmaneBTny 3aBoa” «CynpoBigHi 4OMILLKW»; 3MiHU | TUMY - NOJaHHSA OHOBIEHOrO
Hui 3aBog" cepTudikaTa BignosigHoCTi EBponeiickkii hapmakonei Ne
R1-CEP 2006-233-Rev 01 ans gito4oi pe4oBuHU
Dexpanthenol Big BXxe 3aTBepaxeHoro BupobHuka BASF SE;
3MiHu | TUNY - NogaHHSA OHOBIEHOrO cepTudikaTa
BignoBigHocTi €Bponencekii papmakonei Ne R1-CEP 2006-
233-Rev 02 gnsa gitovoi pevosuHn Dexpanthenol Big Bxe
3aTBepakeHoro BupobHuka BASF SE
61. | BONMbTAPEH emyrnbrens Ansa CK LLiBenuapis "CK KoHcblomep LLisenuapis BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: BUNPaBneHHs bes UA/1811/01/01
EMYNbrEnb 30BHIiLLHBOIO KoHcblomep Xenckep C.A. TexHiYHOi nomunku y cneumdikauii M3 3a nokasHnKom peuenma
3actocyBaHHs 1 %; no Xenckep C.A. «MikpobionoriyHa YicToTa», OCKINbKN NPy BBEAEHI
20T, abo no 50 r, abo OHOBMEHMX MO3HAYOK Y NPUMITLi A0 cneumdikadii Lwoao
no75r,abono 100 ry 4yacToTu npoBeAeHHs koHTponto (F1 Ta F2) nonepeaHi
Ty6i, no 1 Ty6i B nosHavku (F Ta E) y Tabnuui cneuudikauii noMunkoso He
KapTOHHiI kopooLi Oynu 3amiHeHi
62. | BYrinnsa Tabnetku no 0,25 r no MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - be3 UA/9148/01/01
AKTUBOBAHE 10 TabneTok y "Ximdapmsas "Ximdbapmsasog 3MiHM LWwopao 6esnekn/edeKTMBHOCTI Ta hapMakoHarnsgy. peuenma
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n 3acoby ynakoeka) noceiodYyeHHs1
6nictepax; no 10 oA "YepsoHa "YepsoHa 3ipka" BBepaeHHs abo 3MiHM A0 y3aranbHeHVX AaHuX Npo cuctemy
TabneTok y 6nicTepi; 3ipka" dapmakoHarnsay (BBEAEHHS y3aranbHEeHUX 4aHUX Npo
no 2 abo no 10 cvcTemMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
6nictepiB y nayui BiAMNOBIAANbHOI 3a 3AiNCHEHHS (bapMakoHarnsAy; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asBHuUKa AN 34iINCHEHHS
dapmakoHarnsay B YkpaiHi, AKWwo BoHa BiAMiHHA BiA
YMOBHOBaXeHOi 0cobu, BignoBiaansHoi 3a 34iNCHEHHS
hapmakoHarnsigy (BKIovakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3milLieHHi macTep-anna cuctemu bapmakoHarnsgy) -
3MiHa KOHTaKTHMX [aHUX YNOBHOBAXEHOT 0coby,
BiANOBIganbHOI 3a 34iMCHEHHSA hapMakoHarnsay
63. | TA3IBA® KOHUEHTpaT ans . XodbpmanH- | LBeruapis Pow [iarHocTuke HimeuunHa/ | BHeceHHsi 3MiH 0O peecTpauiHux MaTtepianis: 3miHu I Tuny - 3a UA/14232/01/01
PO34uHy ANs iHY3in Ia Pow Jlta 'm6X, HimevunHa LLisenuapis 3MiHVM BHECEHO B iHCTPYKLIO ANS MEANYHOro 3aCTOCYBaHHS | peyenmom
no 1000 mr/40 mn; no (BMPOGHMLITBO nikapcbkoro 3acoby oo posginy "Cnocib 3actocyBaHHA Ta
40 mn y dpnakoHi; no 1 Hepo3dacoBaHoI po3n" Ta pegaroBaHo po3gin "OcobnueocTi 3acTocyBaHHSA".
nakoHy y KapTOHHIN npoaykLuii, NnepBuHHe BBeaeHHs 3MiH npoTsarom 6-Tu micauiB nicns 3aTBepaXeHHs
Kopobui nakyBaHHs,
BMNpPoOyBaHHs
KOHTPOIIO SIKOCTi);
®.XocbdpmaHH-Ia
Pow NTa,
LLiseninapisa
(BTOPYHHE
nakyBaHHs, BUMYCK
cepii)
64. | TANTAPA Kancynu TBepgi no 75 yorng TypeuunHa yopng MEOVUMH TypeuunHa BHECEHHS 3MiH [0 peecTpauiiHuX maTtepianis: 3MmiHu | Tuny - 3a UA/16529/01/01
Mr no 14 kancyn B MEOVNUNH IJTAY CAH. BE 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dpapmakoHarnsgy - | peyenmom
6nictepi; no 1 abo 2 IITAY CAH. BE TIDK. A.LL. BHECEHHS 3MiH A0 po3Ainy “MapkyBanHa” MKA J13”:
6nicTepu B KApTOHHIN TIDK. A.LL. 3anponoHoBaHo: MapkyBaHHsi. B cooTBeTcTBUM C
KopobLi YyTBEPXAEHHbLIM TEKCTOM MapKnpoBKku. OHOBNEHHS TEKCTY
MapKyBaHHS yMakoBKM MikapcbKoro 3acoby BignoBigHO o
BuMor Hakady MOS Ykpainu Big 23.07.2015 p. Ne460 3
BHECEHHAM iHpopmMaLii LLoAO 3a3HaYeHHsT OanHULb
BMMIipIOBaHHS y cuctemi Sl, 3a3HaveHHs 3asBHUKa
(BnacHuka peecTpaLinHOro nNoceig4eHHs). BBegeHHs 3MiH
NpoTHArom 6-Tu MicsILiB Nicnsi 3aTBepOXKEHHS
65. | FANTAPA Kancynu TBepgi no yorPng TypeuunHa yopPng MEOUUMH TypeuunHa BHECEHHS 3MiH O peecTpaLiiHMX maTtepianis: 3miHu | Tuny - 3a UA/16529/01/02
150 mr no 14 kancyn B MEOVNUNH IJTAY CAH. BE 3MiHM Wopo 6e3neku/edeKTUBHOCTI Ta dpapmakoHarnsgy - | peyenmom
6nictepi; no 1 abo 2 ITAY CAH. BE TIDK. A.LL. BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs" MKA J13”:
Gnictepu B KapTOHHIN TIODK. A.LL. 3anponoHoBaHo: MapkyBaHHs. B cooTBeTcTBUM C
KopobLi yTBEPXAEHHbLIM TEKCTOM MapKupoBKku. OHOBNEHHS TEKCTY
MapKyBaHHS yNakoBKW Nnikapcbkoro 3acoby BignoBiaHoO A0
BuMor Hakady MOS3 Ykpainu Big 23.07.2015 p. Ne460 3
BHECEHHAM iHbopmMaLii LLoAo 3a3HaYeHHsT 0anHULb
BMUMIipIOBaHHs y cucTemi Sl, 3a3HayeHHst 3asiBHUKa
(BnacHuka peecTpaLinHOro nNoceig4eHHs). BBegeHHs 3MiH
NpoOTHArom 6-Tu MicsILiB Nicns 3aTBepXKEHHS
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
66. | TEKCABIT Apaxe in bulk: no MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - - UA/3286/01/01
1000 gpaxe y "TexHonor" 3MiHu Wwopo 6eanekn/edekTUBHOCTI Ta chapMakoHarnsgy -
KOHTenHepax OHOBJIEHHSI TEKCTY MapKyBaHHS YMakoBKW NikapCbKOro
3acoby 3 BHeCeHHsAM iHdhopMaLii LoAo 3a3HaYeHHs
OAMHWLb BUMIptOBaHHSA y cuctemi SI. OHOBREHHS Bxe
3aTBEPKEHOr0 TEKCTY MapkyBaHHs in bulk: no 1000 gpaxe
Y KOHTeNHepax (BHECEHHsI NO3Ha4YeHb OQNHULb
BVMIiPIOBAHHS, 3 BUKOPUCTAHHAM NiTEP NaTUHCLKOro
andasiTy); BHECEHHS 3MiH A0 po3giny “MapkyBaHHs” MKA
J13: 3anponoHoBaHo: Po3ain «MapkyBaHHs». 3rigHo
3aTBEPAKEHOro TEKCTY MapKyBaHHS. 3rigHO 3aTBEPAXXEHOro
TEKCTY MapKyBaHHS, L0 A0AAETLCA. TepMiH BBEAEHHS 3MiH:
npoTarom 6-Tu MicsuiB 3 AaTh 3aTBEPOXEHHS 3MiH
67. | TEKCABIT apaxe, no 50 gpaxe y MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - bes UA/3285/01/01
KOHTENHepax "TexHonor" 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy - peuyenma
OHOBMEHHHA TEKCTY MapKyBaHHS YNakoBKU MiKapCbKOro
3acoby 3 BHECEHHAM iHbopMaLlii LWoao 3a3HayYeHHs
oOMHULb BUMIiptoBaHHS y cuctemi Sl. OHOBNEHHS BxXe
3aTBEPPKEHOTO TEKCTY MapKyBaHHS BHECEHHS 3MiH 4O
po3ainy “MapkyBaHHs” MKA J13: 3anponoHoBaHo: Po3gain
«MapkyBaHHs». 3rigHO 3aTBEpAXKEHOro TEKCTY MapKyBaHHS.
TepmiH BBEOEHHSA 3MiH: MPOTAroM 6-Tu MicauiB 3 gatn
3aTBEPAKEHHS 3MiH
68. | FTEKCABIT Apaxe no 50 gpaxe B AT YkpaiHa AT "BITAMIHA" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/5225/01/01
KOHTenHepi "BITAMIHA" NnoJaHHsi OHOBNEHOTO cepTudikaTa BiaNOBIAHOCTI peuenma
nnactmacosomy; no 1 €sponevicbkinn dpapmakonei Ne R1-CEP 2013-165-Rev 00
KOHTerHepy B navi; ans gitoyoi pevoBuHK MipuaokeuHy rigpoxnopugy (BitamiHy
no 50 gpaxe B B6) Big Bxe 3aTBepaXeHoro BupobHuka Jiangxi Tianxin
KOHTelnHepi Pharmaceutical Co., Ltd., Kutai, y Hacnigok 3miH B
nrnacTMacoBomy MeToAuLi BUNpobyBaHHSA 3a nokasHukoM «CynpoBigHi
OOMILLKM»
69. | FEKCANI3 TabneTku Ans TabopaTopii PpaHuis TNa6bopaTopii ®paHuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/6005/01/01
PO3CMOKTYBaHHS Mo Bywapa Bywapa Pekopgaari He3HauHi 3MiHK y npoueci BupobHuutea AP| Biknotumony, peuenma
10 Tabnetok y Pekopgaari {0 0ByMOBMEHi MPeACTaBNEHHS PENPOLECUHTY Ta HEe3HaYHI

6nicTepi; no 3
GnicTepu B KApTOHHIN
Kopobui

penakTopcbki NpaBk; 3MiHu | Tuny - goaaBaHHS HOBOTO
BUNPODYBaHHS Ta 4ONYCTUMUX MEX Y NpoLeci BUpoBHMLTBA
A GiknoTumony; 3MiHu | TUNy - 4ONOBHEHHS cneumdikauii
NPOMIXXHUX NPOAYKTIB, sIKi BAKOPUCTOBYETLCA AN
BUPOGHMLUTBa ADI GiKNOTUMONY HOBUMMW NMOKA3HUKOM SIKOCTI
Ta BiANOBiAHMM METOAOM BUNPOBYBaHHS; 3MiHM | Tuny -
JonoBHeHHs cneundikauii Ana APl eHOKCOMNoHY HOBUM
nokasHukom sikocTti «MikpobionoriyHa uuctoTa» Ta
BigMNOBIOHMM METOAOM BUNPOOYBaHHS 3rigHO BUMOT
3aranbHux ctaten EP 2.6.12 ta 2.6.13; 3miHn | Tvny - 3miHa
BHOCMUTbCS Y 3B'SI3KY 3i 3MIHOIO SIKICHOrO Ta KiflbKiCHOro
ckragy NepBUMHHOT YyNakoBKK A5 Ai040i PeYOBUHM Ni3oLmmy
rigpoxnopuay; 3miHu | Tuny - npuBeaeHHs cneuundikauii Ha
A®I eHOKCONOHY Y BiANOBIAHICTb A0 Aito40i MoHorpadii




24 ITponoBkeHHs momarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
Enoxolone EP; aminu | Tvny - 3miHa poamipy cepii AdDI
eHokcornoHy 3 480 — 580 kr go 400-600 «kr, siknn
BCTaHOBIEHUI BiANOBIOHO A0 BUPOBHUYMX NOTYXKHOCTEW
70. | TEMNIIBPA® PO34UH ANS iH eKUin & . Xocpdpmarn- | Lseninapis Pow [iarHoctuke Himeyvumna/ BHECEHHS 3MiH [0 peecTpauiiHix matepianis: 3miHu | Tuny - 3a UA/16914/01/01
no 30 mr/1 mn; no 1 Jla Pow Jlta 'M6X, Himeyunna Pecnybnika BHECEHHS 3MiH B MaTepianv peecTpauinHoro 4ocbe, a came: | peuernmom
mn (30 Mr) y donakoHi; (BunpobyBaHHs Kopes/ [ofaBaHHS anbTepHaTUBHOI AiNbHULI Ha SKi 34iINCHIOETLCSA
no 1 dnakoHy B KOHTPOIIO SIKOCTi); LLisenuapis/ KOHTporb skocTi A®I Ta M3 MeToaoM XPOMOreHHoro
KapTOHHiI kopooLi Pow ®apma AT, AnoHia aHaniay 3a NokasHMKOM «AKTMBHICTb» AN 3aTBEPAXEHOro
HimevuunHa BUpo6GHuKa: Yyran ®apma ManydekTypuHr Ko, Jlta
(BunpobyBaHHsS (BMpOBHNLTBO HEpO3hacoBaHOI NPOAYKLIi, NEPBUHHE
KOHTPOIIO SIKOCTi); nakyBaHHs1, BUNpobyBaHHS KOHTPOSO AKOCTi), 3@ aApecoio:
CamcyHr 16-3 Kuitoxapa Koryoganui, YTcyHomis-CiTi, Touiri, 321-
Biollogxuke Ko, 3231, AnoHis. BBegeHHs1 3MiH npoTsirom 6-Tv MicsiLiB nicnsi
Iltp, Pecny6nika 3aTBEepPPKEHHS
Kopes
(B1poBHMLTBO
Hepo3dhacoBaHoi
NPOAYKLUii, NepBuUHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOIO AKOCTi);
®.XocbdpmaHH-Ia
Pow JTg,
LLisenuapis
(BunpobyBaHHsS
KOHTPOMIO SIKOCTI,
BTOPVHHE
nakyBaHHs, BUMYCK
cepii); Yyran dapma
ManydekTypuHr Ko,
NTa, Anowis
(BunpobyBaHHs
KOHTPONIO AKOCTi );
Yyran ®apma
MaHydekTypuHr Ko,
NTa, AnoHis
(BPOGHULTBO
Hepo3dhacoBaHoi
npoaykuii, nepBuHHe
nakyBaHHs,
BUMNPOBYBaHHS
KOHTPOJ0 SIKOCTi)
71. | TEMNIIBPA® PO34UH ANS iH eKUin ®.XocpdpmarH- | Llsernapis Pow [iarHocTukc HimeyunHa/ | BHeCeHHs 3MiH [O peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3a UA/16914/01/02
no 150 mr/1 mn; no 0,4 Ia Pow It 'm6X, HimeuunHa Pecnybnika BHECEHHS 3MiH B MaTepiany peecTpaLiiHOro AoCbe, a came: | peyenmom
mn (60 Mr) y donakoHi; (BunNpobyBaHHs Kopesi/ [oAaBaHHA anbTepHaTUBHOI OiNbHULI Ha 5K 34INCHIOETLCSA
no 0,7 mn (105 mr) y KOHTPOIIO SIKOCTi); LLIsenuapis/ KOHTporb skocTi A®| Ta M3 MeToaOoM XPOMOreHHOro
dnakoHi; no 1 mn (150 Pow ®apma AT, AnoHis aHarisy 3a NokasHWKOM «AKTUBHICTbY» AJ1si 3aTBEPAKEHOTO

Mr) y donakoHi; no 1
bNakoHy B KAPTOHHIN

HimevuunHa
(BunNpobyBaHHs

BUpoGHuKa: Yyra ®apma ManydektypuHr Ko, Jltg
(BUpPOBOHULTBO HEpo3dacoBaHOi NPoAyKLii, NepBUHHE
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHs

Kopoo6uUi

KOHTPOIIO SIKOCTI);
CamcyHr
BioJlogxuke Ko,
JIta, Pecny6nika
Kopes
(BUpOBHMLTBO
Hepo3dhacoBaHoi
npoaykLii, nepsuHHe
nakyBaHHs,
BUNPOBYBaHHs
KOHTPOIIO SIKOCTi);
& . XopdpmaHH-J1s
Pow JTg,
LLiseninapisa
(BunpobyBaHHs
KOHTPOIMIO AKOCTI,
BTOPWHHE
nakyBaHHS, BUMYCK
cepii); Yyran ®apma
MaHydekTypuHr Ko,
o, AnoHis
(BunpobyBaHHsS
KOHTPOIIO SKOCTI );
Yyran dapma
MaHydekTypuHr Ko,
NTa, Anowis
(BUpOBHULTBO
Hepo3dhacoBaHoi
npoaykLuii, nepBuHHe
nakyBaHHs,
BMNpPOOyBaHHS
KOHTPOMIO SKOCTi)

nakyBaHHs1, BUNPOBYBaHHSI KOHTPOIIO SKOCTI), 32 aApecolo:
16-3 Kumnoxapa Koryoganui, YTcyHomisa-Citi, Touiri, 321-
3231, AnoHis. BBegeHHs 3MiH NpoTsirom 6-Tu MicsiLiB nicnsi
3aTBEPKEHHS

72.

FEMUUTABIH
MELOAK

NOPOLLOK Ans
NpUroTyBaHHs
PO34uHy ANs iHDY3in
(38 mr/mn) no 200 wr;
1 donakoH 3 nopoLukom
Y KapTOHHIl KopooUi

Mepak
[esenbwadt
drop KniHiwe
LWneuianenpe
napate mM6X

HimevuunHa

Mepak NesenbliadT
rop KniHiwe
Lneuianbnpenapat
e M6X, HimeuunHa
(BUPOBHUK, WO
Bignosigae 3a
BTOPUHHE
nakyBaHHs,
HaHECEHHS 3aXUCHOI
nniBkx Ha cprakoH
(HeoboB's3koBE) TA
3a BUNYCK cepii);
Meg-IKC-TMpecc
'M6X, HimeyuunHa
(BMPOBHWK, IO
BignoBsigae 3a
BTOPUHHE
nakyBaHHsi Ta
HaHECEHHs1 3aXUCHOI

Himeyumna

BHECEHHS 3MiH [0 peecTpauinHMx matepianis: 3miHu | Tuny -
3MiHM Wwopo 6esnekn/edekTMBHOCTI Ta dbapmakoHarnsaay.
BeeaeHHs abo 3MiHu [0 y3aranbHEHWX AaHWX NPo cucTemy
hapmakoHarnagy (BBeAeHHs yaaranbHeHWUX 4aHuX npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BiAMOBiAanNbHOI 3a 34iNCHEHHst bapMaKkoHarnsAy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHMUKa NSt 3AINCHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa BiAMiHHA Bif
yMOBHOBaXeHOi 0cobu, BifnoBiaanbHOI 3a 3A4iNCHEHHS
(hapmakoHarnsigy (BkIo4vakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MiLLeHHi MacTep-darina cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHOi 0COBM yNOBHOBaXeHOT 0cobu 3asBHMKa,
BignoBiganeHoi 3a dpapMakoHarnag B YkpaiHi. NponoHoBaHa
pepakuisa: bakyH AHHa OnekcaHgpiBHa. 3MiHa KOHTAKTHUX
[aHUX KOHTaKTHOI 0coby ynoBHOBaXkeHOi 0CobM 3asiBHMKA,
BignosiganbHoI 3a hapMakoHarnsg B YkpaiHi

3a
peuernmom

UA/11640/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
nniBkM Ha NakoH
(HeoGoB'si3k0BE));
OnkoTek ®apma
MpogakwH M6X,
Himeuunna
(BUPOBHWK, IO
Bignosigae 3a
BMPOGHMLUTBO
roToBOI NiKapCbKoi
dopmu, NepBUHHE
Ta BTOPVHHE
nakyBaHHs1)
73. | FTEMUUTABIH NOPOLUOK Ans Mepak HimeyunHa Mepak NesenbliadT HimeuunHa BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/11640/01/02
MEOAK NPUroTyBaHHSA [esenbwadt drop KniHiwe 3MiHN Wwopo 6esnekn/edekTMBHOCTI Ta dbapmakoHarnsaay. peuernmom
pPO34MHYy Ans iHdY3in brop KniHiwe LLneuianenpenapar BeeneHHs abo 3MiHM [0 y3aranbHEHWX AaHKX NPo CUCTEMY
(38 mr/mn) no 1000 mr; | LWneuiansnpe e M6X, HimewunHa apmakoHarnsaay (BBEAEHHS y3aranbHeHUX 4aHUX Npo
1 donakoH 3 nopoLukom napate M6X (BMPOBHWK, Lo cvctemy cphapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
Y KapTOHHIlA kopobui BignoBsigae 3a BiANoBiganbHoI 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHOT
BTOPUHHE ocobu 3 hapmakoHarnagy 3asBHuKa AN 3AINCHEHHS
nakyBaHHs, dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHA BiA
HaHEeCEeHHS 3aXUCHOI yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
nniBkM Ha NakoH dapmakoHarnsgy (BKYaoyy KOHTaKTHI AaHi) Ta/abo 3MiHn
(Heobos'sa3koBe) Ta y PO3MilLieHHI macTep-anna cuctemm bapmakoHarnsagy) -
3a BUMNycK cepii); 3MiHa KOHTaKTHOi 0COBM yNnoBHOBaXeHOT 0cobu 3asiBHUKa,
Meg-IKC-lMpecc BiAMOBiAanbHOI 3a hapmakoHarnsg B Ykpaini. NponoHoBaHa
'm6X, HimevunHa pepakuia: bakyH AHHa OnekcaHapiBHa. 3MiHa KOHTaKTHUX
(BMPOBHWK, WO AaHUX KOHTaKTHOI 0coBM ynoBHOBaXeHOi 0cobu 3asBHUKA,
BignoBigae 3a BignoBiganbHoi 3a chapMakoHarnsg B YkpaiHi
BTOPUHHE
nakyBaHHs Ta
HaHEeCeHHS 3axXMCHOI
nniBkM Ha NakoH
(HeoboB'si3k0BE));
OHnkoTek ®apma
MpopakwH M'véX,
HimeyuunHa
(BMPOBHWK, IO
Bignosigae 3a
BMPOGHMLUTBO
roTOBOI NiKapCbKoi
dopmu, NepBUHHE
Ta BTOPUHHE
nakyBaHHs)
74. | FTEMUUTABIH NOpPOLUOK ANs Mepak HimeyunHa Mepak NesenbliadT HimeuyunHa BHECEHHS 3MiH O peecTpaLiiHMX maTtepianis: 3miHu | Tuny - 3a UA/11640/01/03
MEOAK NPUroTYBaHHS [esenbwadt drop KniHie 3MiHW Wwopo 6e3nekn/edekTMBHOCTI Ta chapMakoHarnagy. | peyenmom
PO34MHy Ans iHGY3in rop KniHiwe Lneuianbnpenapat BBeneHHs abo 3MiHM 0 y3aranbHeHUX aHWX NPO CUCTEMY
(38 mr/mn) no 1500 mr; | LWneuianbnpe e M6X, HimewunHa dapmakoHarnsaay (BBeAeHHS y3aranbHEeHUX AaHuX Npo
1 donakoH 3 NOPOLLKOM napate M6X (BUPOBHUK, LIO cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
Y KapTOHHI Kopoobui BignoBigae 3a BiZNOBIganNbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
BTOPUHHE ocobu 3 hapmakoHarnsay 3asiBHUKA ANs 34iINCHEHHS
nakyBaHHs, dapmakoHarnagy B YKpaiHi, SKL0 BOHa BiAMiHHa Big
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHs

HaHEeCeHHSs 3axXMCHOI
nniBkM Ha NakoH
(HeoboB's3koBe) Ta
3a BUNYyCK cepii);
Meg-IKC-Tpecc
'm6X, HimeuunHa
(BMPOBHWK, WO
Bignosigae 3a
BTOPUHHE
nakyBaHHs Ta
HaHECEeHHS 3axXMCHOI
nnNiBkM Ha NakoH
(Heobos'a3koBe));
OnkoTek ®apma
MpoaakwH MéX,
HimeyunHa
(BUPOBHWK, WO
BignoBsigae 3a
BMPOGHMLTBO
roTOBOI NiKapCbKoi
¢opmu, NepBUHHE
Ta BTOPVHHE
nakyBaHHs)

YMNOBHOBaXeHOI 0cobu, BignoBiaanbHoi 3a 34iNCHEHHS

hapmakoHarnsigy (BKIovakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MmilLieHHi macTep-anna cuctemu bapmakoHarnsgy) -

3MiHa KOHTaKTHOT 0cO6M YNOBHOBaXKEHOT 0CObM 3asiBHUKA,
BignoBiganbHoi 3a papmakoHarnag B YkpaiHi. [ponoHoBaHa

pepakuia: bakyH AHHa OnekcaHapiBHa. 3MiHa KOHTaKTHUX
[OaHNX KOHTaKTHOI 0CcOOU YNOBHOBaXKEHOT 0COBM 3asiBHUKA,
BignoBiganbHoI 3a chapMakoHarnsig B YkpaiHi

75.

FEHEPOJIOH

PO3YMH HaLUKIipHWIA, 5
% no 60 mny
dnakoHi; no 1
nakoHy B KOMMNIEKTI
3 MipHUM HacocoMm Ta
PO3MUITIOHOYO0
HacaaKo B KAPTOHHIN
nayui

Benyno, niku
Ta KOCMeTVKa,
A.Aa.

Xopsaris

Benyno, niku Ta
KocMeTuKa, A.4.,
XopgarTis (BTOPUHHE
nakyBaHHs,
KOHTPOIb SKOCTi Ta
BUWMNYCK cepii);
IHpacTpian
dapmachbioTika
KaHTtabpia, C.A.,
IcnaHis
(BMpOBHMLTBO
roToBOro
nikapcbkoro 3acoby,
nepBuHHe
nakyBaHHs);
IHpacTpian
dapmachbtoTika
KaHTtabpia, C.A.,
IcnaHis
(BPOGHULTBO
roToBOro
nikapcbkoro 3acoby,
nepBuHHe
nakyBaHHs)

Xopsarisi/
Icnania

BHECEHHS 3MiH A0 peecTpauinHnMx matepianis: 3miHu | Tuny -
3MiHu Wopao 6e3nekn/echekTMBHOCTI Ta hapmakoHarnsgy -
OHOBJIEHHS TEKCTY MapKyBaHHS YNaKOBKM IiKapCbKOro
3acoby 3 BHECEHHSAM iHcpopMalLlii LWoAo 3a3HavYeHHs
OAMHULb BUMIPIOBaHHS y cuctemi Sl. TepMiH BBeAEeHHS 3MiH
NpoTArom 6 MicsAUIB Nicnsa 3aTBEPPKEHHS

6e3
peuyenma

UA/17808/01/02

76.

FEHEPOJIOH

PO3YMH HaLLKipHWUNA, 2
% no 60 mn'y
donakoHi; no 1
dnakoHy B KOMNAEKTI

Benyno, niku
Ta KOCMeTVKa,
a.Aa.

Xopsaris

Benyno, niku Ta
KocMeTuKa, A.4.,
XopBarTis (BTOpPVHHE
nakyBaHHs1,

Xopsaris/
Icnania

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta dbapmakoHarnsagy -
OHOBMEHHHA TEKCTY MapKyBaHHS YMakoBKU MiKapCbKOro
3acoby 3 BHECEHHSAM iHcpopMalLlii LWoao 3a3HaYeHHs

6e3
peuyenma

UA/17808/01/01




28 ITponoBkeHHs momarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
3 MipHUM HacocoMm Ta KOHTPOIb SKOCTi Ta OAMHULL BUMIpIOBaHHS y cuctemi Sl. TepMiH BBEAEHHS 3MiH
PO3NUIMIOI40I0 BUMYCK cepil); npoTarom 6 MicsAUIB MiCNsA 3aTBEPHKEHHS
HacagKow B KapTOHHIN IHgacTpian
navui dapmachbioTika
KaHTabpia, C.A.,
IcnaHis
(BpPOGHULTBO
roToBOro
nikapcbkoro 3acoby,
nepBuHHE
naKkyBaHHs);
IHgacTpian
dapmachbtioTika
KaHTtabpia, C.A.,
Icnanis
(BMpoBHMLTBO
roToBOro
nikapcbkoro 3acoby,
nepBuHHE
nakyBaHHs)
77. | TNMYTOKCUM PO34MH ans iH'ekuin 1 TOB YkpaiHa MpAT «Jlekxim- YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny: 3a UA/5228/01/01
%, no 1 mn abo no 2 "30PABQO" XapkiB» 3MiHn 3 gKocTi. FoToBUI Nikapcbkui 3acib. KoHTpornb peuyenmo
Mn B amnynax; no 5 roTOBOrO fikapcbKkoro 3acoby. 3miHa napameTpis M
amnyn y 6nictepi B cneumdikauin Ta/abo JONyCTUMUX MEX rOTOBOIO
nauui 3 KApTOHy nikapcbkoro 3acoby (AONOBHEHHs1 ab0 3aMiHa NokasHuka
cneumdikauii 3a pesynbTatamum gocnigkeHb 3 6esnekn abo
AIKOCTi (32 BUHSATKOM TNikapCbkux 3acobis
6ionori4Horo/iMyHOMNOri4HOro NOXoAKeHHs)) - 3amMiHa
KpUTEpIiB MPUAHATHOCTI Ta NPOinto 4OMILLIOK B
cneuudikauii MM3. 3miHu | TMNy: 3miHn 3 sakocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTporb roToBoro nikapcbkoro 3acooy.
3miHa y MeToaax BUNpobyBaHHSA roTOBOro MikapCbKoro
3acoby (iHwWi 3MiHW y MeTodax BUNpobyBaHb (BKI4aoum
3aMiHy abo [ONOBHEHHS)) - 3MiHWM B METOAWL, 32 MOKA3HMKOM
«[ocTopoHHME NpuMecH».
78. | FMYTOKCUM PO34uH Ans iH'ekuin 3 TOB YkpaiHa MpAT «Jlekxim- YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny: 3a UA/5228/01/02
% no 1 mn B amnyni; "30PABQO" XapkiB» 3MiHu 3 gKocTi. FoToBUIA nikapcbkuii 3acib. KoHTpornb peuernmo
no 5 amnyn y 6nicrepi, roTOBOrO fikapcbKoro 3acoby. 3MiHa napameTpis M
no 1 6nictepy B nayui cneuudikauin Ta/abo ONyCTUMUX MEX rOTOBOIO
3 KapTOHY; No 2 MN B nikapcbkoro 3acoby (4OMOBHEHHS abo 3amiHa nokasHuKa
amnyni; no 5 amnyn y crneungikauii 3a pesynbtatamu gocnigxeHs 3 6e3nekn abo
6nictepi, no 1 abo no AIKOCTi (32 BUHSAITKOM NikapCbkux 3acobis
2 bnicTtepu B nauui 3 6ionoriYHOro/iMyHONOrYHOrO NOXOAXKEHHS)) - 3MiHa
KapTOHYy KpUTEpIiB MPUIUHATHOCTI Ta NPOdIinio JOMILLOK B
cneuudikauii MM3. 3miHu | TMNYy: 3miHK 3 sakocTi. FoToBMI
nikapcbkuii 3aci6. KoHTporb roToBoro nikapcbkoro 3acooy.
3miHa y MeToaax BUNpoOyBaHHS roTOBOro MikapCbKoro
3acoby (iHwWi 3MiHW y MeToAax BUNpoGyBaHb (BKMOYaoum
3amiHy abo JONOBHEHHS)) - 3MiHM B METOAML, 3@ NMOKa3HUKOM
«[NocTopoHHMEe NpuMecH».
79. | IMKOKO30- NMOPOLLIOK JO30BaHUN, AT "®apmak” YkpaiHa AT "¢apmak” YkpaiHa BHECEHHS! 3MiH 10 peecTpaLiiHMX MaTepianis: BUNpaBneHo 6e3 UA/0758/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
TONEPAHTHU 75 r/nakeT; no 75,75 r TEXHIYHY NOMWIIKY Yy TEKCTi MapKyBaHHSI BTOPUHHOI yNakoBK1 | peuenma
M TECT NOPOLLIKY B NakeTi; No nikapcbkoro 3acoby: 3anponoHosaHo: 3. NEPEJIIK
1 nakeTy B nayui OOMOMPKHNX PEHOBWH ponomixkHa peyoBuHa: kucrnota
NMMOHHA, MOHOriApaT BCrioMoraTenbHOe BeLeCTBO:
KMCroTa NMMOHHas, MoHormapat. 3asHa4yeHe BUNpaBreHHs
BiANoBigae martepianam peecTpauinHoro 4ocke
80. | MIOKCUN® pO34uH ANs iHdy3in TOB "tOpis- YkpaiHa TOB "Opis-®apm" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/6724/01/01
no 200 mn ta 400 mn y dapm” 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy - | peyenmom
NASALWKax CKNAHMX; no 3amiHa posginy «IpadiyHe oPopMMeHHs1 ynakoBku» Ha
250 mn ta 500 MmNy po3gin «MapkysaHHsA» MKA J13: 3anponoHosaHo:
KOHTEeVHepax MapkyBaHHS 3rigHO 3aTBEPOXEHOro TEKCTY MapKyBaHHS.
noniMepHux 3MiHM BHECeHi B TEKCT MapKyBaHHS YNaKoBKW NikapCbKoro
3acoby WoaA0 3a3HaYeHHS MiXKHApOAHWX NO3HAYeHb
OAVHWLb BUMIpIOBaHHSA. BBegeHHs 3MiH NpoTsrom 6-tu
MicAUiB Nicnsa 3aTBepAXeHHSA
81. | TPAHOLUT® nioginizat Ansa TOB "CaHodi- YkpaiHa [aynt ®apma PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/5627/01/01
34 PO34MHY AN iH'eKLin ABeHTIC JliBpoH , ®paHuis AnoHis [ofaHHst BUNpobyBaHHSA Ha (isuyHy LinicHICTb cucTemu peuernmom
no 33,6 mnH MO (263 Ykpaina" (BUpOBHMLTBO ynakoBka/ykyrnopka (pCCl) LnsxoM BU3HAYEHHSI BUTOKY
mkr) Ne 5: no 5 PO34YMHHUKA, renito yepes 24 ta 30 micsAuUiB 4O 3aTBEPKEHOrO MPOTOKONY
c¢nakoHiB 3i ckna Tuna nepBuHHE OocnimxeHHs cTabinbHOCTI nikapcbkoro 3acoby. BignosigHo
| ¢ niocpinizatom, nakyBaHHs, OHOBJIEHO HacTynHi po3ginu moayns 3: 3.2.P.5.1
YKYNOpeHuXx npobkamu KOHTPOMb SKOCTi); Creumdpikauii, 3.2.P.5.2 AHanitnyHi metogmku, 3.2.P.5.3
ryMOBUMM CaHodi BiHTpon Banigauis aHanitTuyHnx metoauk, 3.2.P.8.1 Pestome woao
GyTunoBumu Ta IHpacTpia, PpaHuis ctabinbHocTi Ta BUCHOBKY Ta 3.2.P.8.3 [aHi npo
obxaTnx koBnavkamu (BTOPYHHE CTabinbHICTb; 3MiHM | TUNY - BUAaneHHsa BUNpobyBaHHs Ha
antoMmiHieBummn B nakyBaHHs, CTepunbHicTb Ta GakTepianbHi eHOoTOKCUMHY Yepes 24 Ta 30
KOMMMekKTi 35 KOHTPOrb SIKOCTi Ta MiCsILiB i3 3aTBEPHKEHOro NPOTOKOY AOCNIMKEHHS
amnynamu no 1 mn 3i BUNYCK Cepil cTabinbHoCTI nikapcbkoro 3acoby. BignosigHo oHoBneHo
ckna tuny | 3 niodpinizaty Ta HacTynHi po3ginu moayns 3: 3.2.P.5.1 Cneuudikaulii,
PO34YMHHMKOM (BOAA po3umnHHuka); LLyrai 3.2.P.5.2 AHanitnyHi meToauku, 3.2.P.5.3 Banigauis
ans iH'ekuin) B dapma aHaniTM4Hnx metoauk, 3.2.P.8.1 Pestome Lioao
KapTOHHiI kopobui ManydekTypuHr Ko. ctabinbHocTi Ta BUCHOBKM Ta 3.2.P.8.3 [aHi npo
NTa, AnoHis cTabinbHicTb. PegakTtopcbki npasku Ao posginy 3.2.P.8.1.
(BUPOGHMLITBO Pestome Wwoao ctabinbHOCTi Ta BUCHOBKM
nioginisaty,
nepBuHHe
nakyBaHHs,
KOHTPOIb SKOCTi)
82. | TPOMPUM TabneTku no 500 mr TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: amiHu |l Tuny - 3a UA/15916/01/01
no 10 TabneTtoky "Actpadapm” "ACTPAGAPM" BBEeJEHHSA foaaTkoBoro BUpobHuka A®I IHo3mH npaHobekc | peuernmom
6nictepi, no 2 abo no TOB "d®apmxiM", YkpaiHa. 3anponoHoBaHo: «ABC
4 6nictepm B kopobLi 3 Farmaceutici S.p.A., - Unibios Divisione, Iltaly» (ABC
KapToHY PAPMAYEYTIMI C.n.A. — YHibioc [lisisioH, ITania); TOB
"®apmxim", YkpaiHa
83. | DAIIMAKCIH masb, 20 mr/r; no 25r MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - be3 UA/4182/01/01
y Ty6i; no 1 Ty6i B "Ximdhapm3sas "Ximcpapm3sasog 3MiHM Wopao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. peuenma
nadui 3 KapToHy of "YepBoHa "YepsoHa 3ipka" BBeneHHs abo 3MiHU [0 y3aranbHEHWX AaHKX NPO CUCTEMY

3ipka"

hapmakoHarnsigy (BBeAEHHS y3arafibHEHUX JaHUX Npo
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
cuctemy cbapmakoHarnsay, 3MiHa ynoBHOBa)eHoi ocobum,
BiANOBIganbHOI 3a 34iINCHEHHS (hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHUKa AN 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
YMNOBHOBaXeHOI 0cobu, BignoBiaanbHoi 3a 34iNCHEHHS
dapmakoHarnsay (BkoYarym KOHTaKTHI AaHi) Ta/abo 3miHm
Y PO3MilLieHHI macTep-anna cuctemm bapmakoHarnsgy) -
3MiHa KOHTaKTHMX JaHUX YNOBHOBAaXeEHOT ocobu,
BigMOBiAanbHOI 3a 3ailcHeHHs hbapmakoHarnsay
84. | DEKATUNIEH™ | tabnetkn ans TOB «TeBa YkpaiHa BupobHuuTBO 3a LLisenuapis/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHa bes UA/6633/01/01
PO3CMOKTYBaHHS, Mo Ykpaina» MOBHUM LIMKITOM: HimeyunHa 3asBHUKA (BNacHMKa peecTpaLlinHoro Noceig4eHHs) (3rigHo | peuenma
10 TabneTtok y AumnHo ®apma AT, Hakady MOS Big 23.07.2015 Ne 460).3miHn BHeceHi Ha
6nicTtepi; no 2 abo 3, LLisenuapis; TUTYMbHY CTOPIHKY TEKCTY MapKyBaHHS yMakoBOK
abo 4 6nictepn y BrpobHuuTBO nikapcbkoro 3acoby y 3B'A3Ky 3i 3MiHO 3asiBHMKa 6e3 3MiH
KapTOHHiI kopoOLi Hepo3dgacoBaHOro 6e3nocepenHbO y TEKCTi MapkyBaHHS. 3MiHN | Tuny - 3MiHu
NPOAYKTY, KOHTPOIb wono 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
SIKOCTI, [O3BIN Ha BBeneHHs abo 3MiHM 00 y3aranbHEeHWX aHWX NPO CUCTEMY
BUMYCK cepii: AuMHO dapmakoHarnsay (BBeAeHHS y3aranbHEeHUX 4aHUX Npo
®apma AT, cvctemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobw,
LLiBeviuapis; BiZNOBIganNbHOI 3a 34iIMCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
[NepBuHHa Ta ocobu 3 hapmakoHarnagy 3asBHMUKa AN 3AINCHEHHS
BTOPWHHA yrakoBKa: dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHA BiA
AunHo ®apma AT, YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
LLisenuapis; hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo 3miHu
HopatkoBa y PO3MilLieHHi macTep-anna cuctemm papmakoHarnsay)
naboparopis, o 3miHa ynoBHOBaXeHOI 0cobu 3asiBHMKa, Bi4MOBiAanbHOI 3a
npunmae yvyacTb B dapmakoHarnsg. ditoua pegakuisi: Orit Stern-Maman.
KOHTPOTi SIKOCTi: MponoHoBaKra pepakuis: buctposa Okcana BitaniiBHa.
HHAC Na6op A-p 3MiHa KOHTaKTHMX AaHWNX YNOBHOBAaXEHOi 0CObM 3asiBHUKA,
Xovicnep M'v6X, BiAgnoBigansHoil 3a dhapmakoHarnag,.
HimeuuuHa;
HopaTtkoBa
nabopatopis, Wwo
npuiMae y4acTb B
KOHTPOTi SIKOCTi:
YHTEep3yXyHrCiHCTUT
yT Xennenep MmbX,
HimeyunHa
85. | AEKCAMETA3 pO34uH ANg iH'ekuin, 4 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/0992/02/01
OH-AAPHUUA Mmr/mn no 1 mn B "®dapmaueBTn "®apmaueBTUYHa 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay - | peyenmom
amnyni; no 5 abo no YHa hipma dipma "OapHuus” OHOBJIEHHS! TEKCTY MapKyBaHHS YNakoBKM MikapCbKOro
10 amMnyn y KOHTYPHIn "OapHuus” 3acoby 3 BHeECEHHAM iHchopMalLlii LLoAo 3a3HavYeHHS

YapyHKOBI ynakoBLyj;
no 1 KOHTYpPHIn
YapyHKOBIN yrnakoBLi B
nayui; no 1 mn e
amnyni; no 5 amnyn y
KOHTYPHIl YapyHKOBI

OOMHULb BUMIpIOBaHHS y cuctemi Sl. BHeceHHs 3miH fo
po3aginy “MapkyBaHHs” MKA J13; 3anponoHoBaHo:
MAPKYBAHHA BignosigHo 0o 3aTBEpAXXEHOro TEKCTY
MapKyBaHHs. TepMiH BBEAEHHS 3MiH - NPOTArom 6 micauis
nicns 3aTBepaXeHHs




31 ITponoBkeHHs momarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
ynakoBLi; o 2
KOHTYPHi YapyHKOBI
yMakoBKM B nayui
86. | AEKCAMETA3 po34MH Ang iH'ekuin, 4 KPKA, a.4., CnoBeHis Bupo6HuLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpauinHmMx matepianis: 3miHu Il Tuny - 3a UA/8538/01/01
OH mr/mn, no 1 mn B HoBo mecto bulk", nepeuHHe Ta 3miHu wopo 6esnekn/edekTMBHOCTI Ta hapMakoHarnsgy. peuenmo
amnyni; no 5 amnyn y BTOPUHHE 3MiHM y TepaneBTUYHKX NOKa3aHHAX (4oAaBaHHA HOBOro M
6nictepi; no 5 nakyBaHHs, TepaneBTUYHOIO Noka3aHHs abo 3MiHa y 3aTBEpPIKEHOMY
GnicTepiB y KapTOHHil KOHTPOIb Ta BUMYCK rokasaHHi) - 3mMiHM BHeceHi Jo IHCTPYKLUii 4N MeanyHoro
Kopobui cepii: 3acTocyBaHHS nikapcbkoro 3acoby y po3ain "lMNokasaHHsa" -
KPKA, a.a., Hoso [O0aHHsi Noka3aHHs "NnikyBaHHS KOPOHaBipyCHOi XBOpoou
mecTto, CrioBeHis; 2019 (COVID-19) y aopocnux Ta nignitkis (Bikom Big 12
KoHTponb cepii: pokiB 3 Macoto Tina He meHwe 40 kr), siki noTpebyoTb
KPKA, a.a., Hoso [OAaTKOBOI KMCHEBOI Tepanii”; Ta po3ginu "®apmakonorivHi
mecTo, CrnoBeHis; BnactumeocTi", "OcobnueocTi 3actocyBaHHsA", "Cnocib
KoHTponb cepii: 3acTocyBaHHA Ta Jo3u" - BiANOBIAHO A0 PilEeHHs
HN30X EMA/483739/2020 Big 18.09.2020 Ha niacTasi NO3NTUBHNX
(HauioHanbHi pesynbTarTiB, NigTBEpAKEHNX gocnimxkeHHsm RECOVERY
nabopartopist 3a BBegeHHst 3MiH NPOTArom 6-Tn MicauUiB NicnNga 3aTBEPLKEHHSA
34paB'e, OKOIE iH
xpaHo), CnoseHis
87. | BEKCAMETA3 TabneTtku no 4 mr, no KPKA, o.4., CnoBeHis BUPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHu Il Tuny - 3a UA/16902/01/03
OH KPKA 10 TabneTok y HoBo mecTo bulk", nepBuHHe Ta 3MiHM Wwoao 6e3neku/edeKTUBHOCTI Ta dhapMakoHarnagy. peuenmo
6nictepi; no 1, 2 abo 3 BTOPUHHE 3MiHM y TepaneBTUYHMX NOKa3aHHSX (4oAaBaHHS HOBOrO M
GnicTepu y KapToHHIN nakyBaHHs1, TepaneBTUYHOrO NokasaHHs abo 3MiHa y 3aTBepAKEHOMY
Kopooui KOHTPOIb Ta BUMYCK noKasaHHi) - 3MiHW BHeCeHi 40 iHCTPYKLii Ans MeAuyHoro
cepil: 3acTocyBaHHs nikapcbkoro 3acoby y po3ain "lMNokasaHHsa" -
KPKA, a.4., Hoso [0faHHsi NokasaHHs "nikyBaHHS KOPOHaBipyCHOi XBopobu
mecTto, CrioBeHis; 2019 (COVID-19) y aopocnux Ta nignitkis (Bikom Big 12
nepBrHHe Ta pokiB 3 Macoto Tina He MeHwe 40 kr), siki noTpebyoTb
BTOPUHHE [0AaTKOBOI KMCHEBOI Tepanii”; Ta po3ginu "®apmakonorivHi
nakyBaHHs: BnacTueocTi", "OcobnmeocTi 3acTocyBaHHs", "Crocio
KPKA, a.4a., Hoso 3acTocyBaHHA Ta Jo3u" - BianoBiAHO A0 PilleHHs
mecTo, CnoseHis; EMA/483739/2020 Bia 18.09.2020 Ha niacTasi NO3UTUBHUX
KOHTPOIb cepii: pe3ynbTarTis, nigTBepaXeHnx gocnigxkeHHsm RECOVERY
KPKA, ao.a., Hoso BBeneHHs 3MiH NpOTArom 6-Ty MicsILiB NiCNs 3aTBEPOKEHHS
MecTo, CrnoBeHis
88. | AEKCAMETA3 TabneTku no 8 mr, no KPKA, a.4., CnoBeHis BMPOGHMLUTBO "in CnoBeHis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu |l Tuny - 3a UA/16902/01/04
OH KPKA 10 TabneTtok y HoBo mecTo bulk", nepeuHHe Ta 3MiHu wopao 6e3neku/edekTMBHOCTI Ta dhapmakoHarnagy. peuyernmo
6nictepi; no 1, 2 abo 3 BTOPUHHE 3MiHU y TepaneBTUYHKX NOKa3aHHSIX (oAaBaHHS HOBOMO M
GnicTepun y KapTOHHiIN nakyBaHHs, TepaneBTUYHOTO NokasaHHSA abo 3MiHa y 3aTBepAKEHOMY
kopoobui KOHTPOMb Ta BUMYCK nokasaHHi) - 3MiHM BHeCeHi 40 iHCTPYKLUii ANst MeauyHoro
cepii: 3acTocyBaHHs nikapcbkoro 3acoby y po3ain "lMNokasaHHsa" -

KPKA, a.a., Hoso
mecTo, CnoBeHis;
nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
KPKA, a.4a., Hoso
mecTto, CrnoBeHis;
KOHTPO-b cepii:
KPKA, a.a., Hoso

[OAAaHHS MoKasaHHSA "nikyBaHHSA KOPOHaBipyCHOi XBOpobu
2019 (COVID-19) y oopocnux Ta nignitkis (sikom Big 12
pokiB 3 Macoto Tina He MeHLe 40 kr), siki noTpebyoTb
[0[aTKOBOI KMCHEBOI Tepanii”; Ta po3ainy "®apmMakonoriyHi
BnacTueocTi", "OcobnmBocTi 3acTocyBaHHs", "Crocio
3acTocyBaHHA Ta Jo3u" - BiANoBiAHO A0 PileHHs
EMA/483739/2020 Big 18.09.2020 Ha niacTaBi NO3UTUBHUX
pe3ynbTarTiB, NigTBEpAXeHNX gocnimxeHHsm RECOVERY
BBefeHHs 3MiH NpoTArom 6-Tn MicsiLiB NicNs 3aTBEpAXKEHHS
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
mecTo, CrnoBeHis
89. | OEKCOOP KOHUEHTpaT ans OpioH diHnaHgisa OpioH KopnopeWuH, diHnaHaisa BHECEHHS 3MiH 0 peecTpauinHnux martepianis: 3miHu | Tuny - 3a UA/11627/01/01
pO34MHYy Ans iHdY3in KopnopenwH OpioH dapma, 3MiHVM BHECEHO [0 iHCTPYKLIi ANsi MeQuyYHOro 3acTocyBaHHS | peuernmom
100 mkr/mn no 2 mn B 3asog B Typky, nikapcbkoro 3acoby ao posginis "OcobnueocTi
amnyni; no 5 abo 25 dinnaHain 3actocyBaHHs" Ta "MobiuHi peakuii” BignosigHo oo
amnyrn y KapTOHHIW (BupobHuK, wo OHOBMeHOI iHdopMaLlii 3 6e3nekn 3acTocyBaHHS NikapCbKOro
kopobuj; no 4 mn abo 3[iNCHIOE KOHTPOIb 3acoby. BBeeHHs1 3MiH NpOTArmoM 2-x MicsliB nicns
no 10 mn y cprakoHi; SKOCTi Ta BTOPUHHE 3aTBEpPAKEHHSA
no 4 conakoHu y nakyBaHHs1); OpioH
KapTOHHiN kopobui KopnopeniuH,
diHnaHAaia
(BupobHuK, wo
3[iNCHI0E
BMPOBHMLTBO,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOIb SIKOCTI,
BWMNYCK Cepiit)
90. | AENPATAN TabneTkn AT "Apamven Monbwa BUPOBHMLUTBO MonbLlwa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/17428/01/02
KMLLKOBOPO34YMHHI NO dapma” "rpanynarty": AT OHOBJIEHMI cepTudikaT BignoBigHOCTI €BponeichbKin peuenmom
60 mr, no 7 TabneTok «Apameg ®apmay, dapmakonei R1-CEP 2012-319-Rev 00 gns A®| Duloxetine
y bnicTtepi; no 1 abo 4 MonbLwa; hydrochloride Big Bxe 3aTBepmxeHoro BupobHnka MOEHS
GnicTepu y KapToHHIN BUPOGHMLTBO, CANTABRA S.L. Poligono Industrial Requejada 39313,
Kopobui nepBuHHE Ta Polanco, Cantabria, Spain, sikui 3MiHUB Ha3By Ta agpecy Ha
BTOPUHHE MOEHS BCN, S.L., Poligono Industrial Aquiberia, Zenc 12,
nakyBaHHsi, BUMYCK Spain-08755 Castellbisbal, Barcelona, y Hacnigok pegakuii
cepil: cneumdikauii Ta MeTogis BUNPoOyBaHHSA 3a NOKasHUKamu
AT «Apnamep "Onuc", "Po34mnHHicTh", "laeHTudikauis"; 3miH y cneumdikauii
®dapman, MonbLa Ta MeToAj BUNpobyBaHHS 3a NOKa3HUKOM "3anuLuKoBi
KifTIbKOCTi OpraHiYHMX PO34YMHHUKIB"; BUAANEHHs 3i
cneundikauii APl Baxkux meTtanis Ta HagaHHSA 3BITY 3
OLiHKM PU3MKIB CTOCOBHO €fleMEeHTHUX JOMILLIOK
91. | AENPATAN TabneTku AT "Apaven Monbwa BMPOGHMLTBO Monbuya BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/17428/01/01
KMLLKOBOPO34MHHI MO dapma” "rpanynarty": AT OHOBMEHWI cepTudikaT BigNoBiAHOCTI €Bponeinchkii peuenmom
30 wr, no 7 TabneTtok «Agameg ®apmay, dapmakonei Ne R1-CEP 2012-319-Rev 00 ans AdI
y bricTtepi; no 1 abo 4 MonbLa; Duloxetine hydrochloride Big Bxe 3aTBepaxeHoro
GnicTepu y KapTOHHIN BUPOGHMLTBO, Bupo6Huka MOEHS CANTABRA S.L. Poligono Industrial
kopooui nepBrHHe Ta Requejada 39313, Polanco, Cantabria, Spain, sikuii 3miHus
BTOPUHHE Ha3By Ta agpecy Ha MOEHS BCN, S.L., Poligono Industrial
nakyBaHHsi, BUMYCK Agquiberia, Zenc 12, Spain-08755 Castellbisbal, Barcelona, y
cepii: AT «Agameq Hacnigok pegakuii cneuudikauii Ta meToais BUNpobyBaHHS
dapmay, MonbLa 3a nokasHukamm "Onuc", "Po3unHHicTh", "laeHTurdikauin";
3MiH y cneuudikaLii Ta MeToai BUNpobyBaHHS 3a
NOKa3HWKOM "3anuLLKOBI KiNbKOCTi OpraHiYHMX PO3YUHHUKIB";
BuaaneHHs 3i cneundikadii APl Baxkkux meTanie Ta HagaHHs
3BiTY 3 OLiHKM PU3UKIB CTOCOBHO €MeMEHTHUX AOMILLOK
92. | QUHACTAT niogoinizat ans NOAN3EP CLIA AxTasic |Tanis ITanis/ BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis: 3miHu | Tuny - 3a UA/2525/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
PO34UHY ANs iH'eKLuin IHK. C.n.A, Itanis Benbria/ 3MiHuW Wwopo 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsay. peuernmom
no 40 wmr, 5 dpnakoHiB (BVPOBHYMK ANnst CLWA BBepaeHHs abo 3mMiHM A0 y3aranbHeHVX AaHUX Npo cuctemy
3 nioginizatom y PO34YMHHUKA: NOBHUIN dapmakoHarnsay (BBeAeHHS y3aranbHeHUX 4aHuX Npo
KOMMMekTi 3 5 LMK BUPOGHMLTBA cuctemy cbapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
amnynamu Ta BUMYCK); BiAMNOBiAANbHOI 3a 3AiNCHEHHs bapMakoHarnsAy; KOHTaKTHOI
PO34YMHHMKA MO 2 M1 Mdpansep ocobu 3 hapmakoHarnagy 3asBHuUKa ANs 3AINCHEHHS
(haTpito xnopua, Boaa MeHtodekvypuHr dapmakoHarnsaay B YKpaiHi, SKWwo BOHa BiAMiHHA BiA
Ans iH'ekuin) B Benbria HB, benbris YMNOBHOBaXeHOI 0cobu, BignoBiaansHoi 3a 34iNCHEHHS
KapTOHHiI kopooLi (BUpOBHYMK Ans dapmakoHarnsay (BkoYarym KOHTaKTHI AaHi) Ta/abo 3miHm
PO3YMHHMKA: MOBHUN Y PO3MilLieHHI macTep-banna cuctemm papmakoHarnsgy) -
LMK BUpOBHMUTBA 3MiHa YNOBHOBaXXEHOI 0COOM 3asiBHMKA, BiANoOBiganbHoI 3a
Ta BUMYCK); 3aiicHeHHs hapmakoHarnsgy: MNponoHoBaHa peaakuis:
Mdpansep Bap6apa e BepHapgi/ Barbara De Bernardi. 3miHa
MeHtodek4ypuHr KOHTAKTHMX JAHMX YNOBHOBaXXEHOI 0COOM 3asBHMKA,
Benbria HB, Benbris BiANOBIganbHOI 3a 3AiIMCHEHHA hapMakoHarnsay
(BTOPYHHE
nakyBaHHsi, BUMYCK
cepii); Papmadis i
AngxoH KomnaHi
Ninc, CWA
(BMpPOGHMLTBO in
bulk, nepsuHHe
nakyBaHHs)
93. | AUHACTAT niocpinizat ans MNeAN3EP CWA Mdparizep Benbrisi/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/2286/01/02
PO34UHY ANS iH'eKLuin IHK. MeHtocekqypuHr CLA 3MiHM Wwopo 6esnekn/edekTMBHOCTI Ta dhapMakoHarnsagy. peuernmom
no 40 wr; 10 donakoHis Benbria HB, benbris BBeneHHs abo 3MiHM 00 y3aranbHEeHVX JaHWX NPO CUCTEMY
3 nioginizatom y (BUpOBHYMK Ans dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX NPo
KapTOHHIN kopooLi PO34YMHHUKA: MOBHUI cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
LMK BUpOBHMUTBA BiZNOBIganNbHOI 3a 34iIMCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
Ta BUMYCK); ocobu 3 hapmakoHarnagy 3asBHMUKa ANst 3AINCHEHHS
Mdpanszep dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHA BiA
MeHtodek4ypuHr YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
Benbris HB, Benbris hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo 3miHu
(BTOPYHHE Y po3MmilLieHHi macTep-anna cuctemm bapmakoHarnsagy) -
nakyBaHHS, BUMYCK 3MiHa YNOBHOBaXeHOI 0COOM 3asBHMKA, BiANOBiAanbHOI 3a
cepii); Papmadis i 3aiicHeHHs bapmakoHarnsgy: MNMponoHoBaHa peaakuis:
AnmpxoH KomnaHi Bap6apa [e BepHapgi/ Barbara De Bernardi. 3miHa
JINC, CWA KOHTaKTHMX JAHMX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
(BMpPOGHMLTBO in BiAnoBiganbHoi 3a 34iNCHEHHSA hapMakoHarnsay
bulk, nepBuHHE
nakyBaHHs)
94. | AUTUNIH- PO34uH ANs iH'eKuiin, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/2995/01/01
OAPHULA 20 mr/Mnno 5 mn B "®apmaueBTn "®apmMaueBTUYHa 3MiHM 3 siKoCTi. [oTOBUIA Nikapcbkuin 3acib. KoHTponb peuenmom
amnyni; no 10 amnyny YHa ipma cipma "[apHuusa” roTOBOrO fikapcbKoro 3acoby. 3miHa napameTpis
kopobui; no 5 mn B "OapHuus” cneuudikauin Ta/abo OoNyCTUMUX MEX rOTOBOIO

amnyni; no 5 amnyn y
KOHTYPHIl YapyHKOBIl
ynakoBLj; no 1 abo 2
KOHTYPHi YapyHKOBI
yMakoBKM B nauyuli

nikapcbkoro 3acoby (0onoBHeHHSA abo 3amiHa NokasHuKa
cneumdikauii 3a pesynbTatamu gocnigkeHb 3 6esnekn abo
AIKOCTi (32 BUHSAITKOM NikapCbkux 3acobis
6ionoriYHOro/iMyHONOrYHOrO MOXOAXKEHHS)); CYNyTHSA 3MiHa -
3MiHuM 3 akocTi. [oToBMI Nikapcbkui 3aci6. KoHTponb
roTOBOrO fikapcbkoro 3acoby. 3MiHa y meTofax
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHs

BMNPOBYBaHHS roTOBOro Nikapcbkoro 3acoby (iHLi 3MiHW y
mMeToAax BunNpobyBaHb (BKMOYaYM 3aMiHy abo
[OOMNOBHEHHS)) - 3MiHN A0 cneuundikauii Ta MeTOAIB KOHTPOIO
'MN3: 3amina Tecty «MpoaykTn rigponidy» Ha «CynpoBsigHi
OOMILLKM» Ta, SIK HacMigoK 3MiHM o po3ainy «laeHTudikauii
B» 3anponoHoBaHo: igeHTUdikauis B Ha gutuniH i3 posginy
«MpoaykTn rigponidy» metogom TLLUX 3amiHuTn
ineHTudikauieto B Ha gutuniu i3 po3giny «CynpoBigHi
nomiwkny metogom TLUX

95.

OOKCENIH

kancynu no 10 mr no
10 kancyn y nicTepi;
no 3 Gnictepu B
Kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

TOB TeBa
OnepenwHs MNonaHg

Monbwa

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny -
NoAaHHs OHOBMNEHOro cepTudikaTa BiANOBIAHOCTI
€poneickkin dpapmakonei Ne R1-CEP 2005-217-Rev 01
ANs XenaTuHy Bif BXe 3aTBepaxeHoro BupobHuka Nitta
Gelatin Inc; 3miHn | TUNY - NoAaHHS OHOBNEHOTO
cepTudikaTa BignoBigHoCTi €Bponeiichkin dapmakonei Ne
R1-CEP 2005-217-Rev 02 ans xxenaTtuHy Bifg BXe
3aTBepaxeHoro BupobHuka Nitta Gelatin Inc; amiHm | Tuny -
BUIyYeHHSs cepTudikaTis BignoBiaHOCTi EBponenchbkin
dapmakonei Ne R1-CEP 2004-247-Rev 00 Ta R1-CEP 2004-
320-Rev 00 ans xenatuHy BupobHuka Nitta Gelatin Inc.

3a
peuernmom

UA/7467/01/01

96.

OOKCENIH

Kancynu no 25 mr no
10 kancyn y nicTepi;
no 3 6nictepu B
kopooui

TOB "TeBa
YkpaiHa"

YkpaiHa

TOB TeBa
OnepenwHs MNonaHg

Monbwa

BHECEHHS 3MiH [0 peecTpauinHnMx maTtepianis: 3miHu | Tuny -
NoAaHHs OHOBMNEHOro cepTudikaTa BiANOBIAHOCTI
€sponevicbkinn dpapmakonei Ne R1-CEP 2005-217-Rev 01
ANSA XenaTuHy Bif BXe 3aTBepa)eHoro BupobHuka Nitta
Gelatin Inc; 3mMiHn | TUNY - NoAaHHS OHOBNEHOTO
cepTtudikaTa BignosigHocTi €Bponeiickbkin dpapmakonei Ne
R1-CEP 2005-217-Rev 02 ans xxenaTtuHy Big BXxe
3aTBepakeHoro BupobHuka Nitta Gelatin Inc; 3miHu | Tuny -
BUIyYeHHs1 cepTudikaTis BignosiaHOCTI €EBponenchKil
capmakonei Ne R1-CEP 2004-247-Rev 00 tTa R1-CEP 2004-
320-Rev 00 ans xenatuHy BupobHuka Nitta Gelatin Inc.

3a
peuernmom

UA/7467/01/02

97.

OOHA®

MOPOLLOK Ansi
oparnbHOro po3yunHy,
no 20 a6o 30 cawe 3
MOPOLLKOM B
KapTOHHI kopobui

MEJA ®apma
'm6X eHp Ko.
Kr

HimevuunHa

Pottadapm JlTa.

Ipnangis

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3miHu | Tuny -
3MiHU Wwopao 6e3nekn/edekTUBHOCTI Ta dpapmakoHarnsgy.
BeeaeHHs abo 3MiHu [0 y3aranbHeHVX AaHWX Npo cucTemy
dapmakoHarnsiay (BBEAEHHS y3aranbHEHUX aHUX NPO
cucTeMy chapMakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS (hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnaay 3asBHMUKa NSt 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
yMOBHOBaXeHOoi ocobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
(hapmakoHarnsigy (BkIo4vakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MmilLieHHi macTep-ainna cuctemu bapmakoHarnsay) -
3MiHa YNOBHOBaXXeHOI 0COOM 3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarnag,.

MponoHoBaHa pegakuisi — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHMX JaHMX YNOBHOBaXeHoi ocobu, BiaNoBiaanbLHOI 3a
dapmakoHarnag. 3MiHa KOHTAKTHUX JaHWUX KOHTaKTHOI

3a
peuerimom

UA/0878/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
ocobu ynoBHOBaxeHOi ocobu, BignoeiganbHoi 3a
dapmakoHarnsg B YKpaiHi.
3MiHa Micue3HaxomKeHHs MacTep-canna cuctemm
dapmakoHarnagy. 3miHa micus 3ginCHEHHS OCHOBHOT
AisgnbHOCTI 3 hapmakoHarnsgy
98. | AOHA® po34mH ans iH'ekuin no | MEOA dapma Himeyuunna Bionorivi ITanis ITania BHECEHHS 3MiH 0 peecTpauinHnMx martepianis: 3miHu | Tuny - 3a UA/4178/01/01
2 mn B amnyni A B "M6X eHp Ko. Jla6opaTopis C.p.J1. 3MiHU LWopao Gesnekn/edekTUBHOCTI Ta papmMakoHarnsgy. peuenmom
KOMMeKTi 3 1 Mn KIr BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHKX Npo cUcTeMy
PO34YUHHMKA dapmakoHarnsay (BBeAeHHS y3aranbHeHUX 4aHuX Npo
(mieTaHonamiH, Boga cuctemy hapmakoHarnsagy, 3miHa ynoBHOBaXeHoi ocobu,
Ans iH'ekuin) B amnyni BiZNOBIganNbHOI 3a 34iIMCHEHHSA hapMaKoHarnsaay; KOHTaKTHOI
B; no 6 amnyn A ta 6 ocobu 3 hapmakoHarnagy 3asBHMUKa ANst 3AINCHEHHS
amnyn By dytnapi; dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHA BiA
no 1 cpytnspy B YNOBHOBaXeHOT 0cobu, BignoBiganeHoi 3a 34iNCHEHHSA
KopobLUi 3 KapTOHY bapmakoHarnsgy (Bkovakyy KOHTaKTHI AaHi) Ta/abo 3MiHu
y PO3MilLieHHi macTep-anna cuctemm bapmakoHarnsagy) -
3MiHa YNOBHOBaXeHOI 0cobu 3asiBHMKA, BiANoBiAansHoI 3a
chapmakoHarnsag,.
[MponoHoBaHa pepakuisi — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHMX AaHNX YNOBHOBaXXeHOi 0cobu, BiAnoBiaanbHoi 3a
dapmakoHarnag. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
ocobu ynoBHOBaXeHOi 0cobu, BignosigansHoi 3a
dapmakoHarnsa B YkpaiHi.
3MiHa MicLue3HaxodkeHHs1 MacTep-daiina cucremu
dapmakoHarnagy. 3miHa micusa 30inCHEHHS OCHOBHOT
AisnbHOCTi 3 dhapmakoHarnsgy
99. | AOP30NI® Kpanni O4Hi, po34uH 2 AnpaH- Xopgarist AppaH-TaneHcbkuii XopsarTis BHECEHHS 3MiH 0 peecTpauiiHuX maTtepianis: 3MmiHu | Tuny - 3a UA/14027/01/01
%; no 5 mn y dprakoHi- aneHcbkun ITabopatopin a.4. 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsapy - | peyenmom
KpanensHuui; no 1 IlabopaTopin 3aTBEPAKEHHS anbTepHATUBHOIO TEKCTY MapKyBaHHS
hnakoHy-KkpanenbHULj a.a. yNaKoBKW fikapcbKoro 3acoby i3 3a3HaYeHHsIM MiKHapOOHUX
B KAPTOHHIN Kopobui no3Ha4YeHb OAMHWLb BUMIPHOBAHHSI
100.| APOCNI®PEM® | TtabneTku, BKpUTI TOB «MIBE YkpaiHa Mibe MMB6X HimeuumHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/15867/01/01
20 nniBKOBOK YKPATHA» ApuHanmiTTens 3MiHM BHECEHI A0 iHCTPYKLIT AN MeQnYHOro 3acTocyBaHHA | peuernmom

obonoHkoto, no 0,02
mr/3 mr; no 28
TabneTok y 6nictepi
(24 akTnBHi TabneTkm
pOXeBoro Konoopy + 4
TabneTkn nnauebo
6inoro konbopy); no 1,
abo no 3, abo no 6
GnicTepiB B KAPTOHHIN
ynakoBLi

nikapcbkoro 3acoby y po3ainu "lMpoTunokasaHHsA",
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamu Ta iHLWi BUuau
B3aemopin”, "OcobnmBocTi 3acTocyBaHHs" BiANOBIAHO 40
OHOBIEHOI iHhopmalii Wwoao 6e3nekn Aitoyoi peHOBUHMN.
BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUIB MiCNs 3aTBEPOXKEHHS;
3MiHu | TRy - 3MiHWM BHECEeHi A0 iIHCTPYKLii NS Megu4Horo
3aCTOCyBaHHsI Nikapcbkoro 3acoby y po3ainu
"®apmakonorivHi BnactusocTi", "B3aemogis 3 iHwWmu
nikapcbkuMun 3acobamu Ta iHWi BUAM B3aemogiin",
"OcobnuBocTi 3acTocyBaHHS", "3acTocyBaHHs y nepiog
BariTHocTi abo rogyBaHHs rpyaa”, "3gaTHicTb BINUBaTU Ha
LUBMAKICTb peakLii Npy KepyBaHHi aBToTpaHcnopToM abo
iHLWKMK MexaHismamn”, "Cnocib 3acTocyBaHHsA Ta Jo3un”,
"Oitn", "Mepeno3ysaHHs", "MobiyHi peakuii" - peaaryBaHHsi
TEKCTY IHCTPYKUIii BiANOBIAHO A0 TEKCTY KOPOTKOI
XapaKTepPUCTUKM Nikapcbkoro 3acoby. BBegeHHs 3MiH




36

[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
NpoOTArom 6-Ty MicsILiB Nicnsi 3aTBepOXKEHHS
101.| APOCMIPEM® TabneTkn, BKpUTI TOB «MIBE YkpaiHa Mibe Mmb6X HimeuyunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/15868/01/01
30 nniBKOBOK YKPATHA» ApuHanmiTTeNnb 3MiHW BHECEHI [0 iHCTPYKLiT ANS MeQWYHOro 3acToCyBaHHS | peyernmom
obornoHkoto, no 0,03 nikapcbkoro 3acoby y po3ainu "MpoTunokasaHHs",
Mmr/3 mr; no 21 "B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta iHWi Buan
TabneTui y 6nictepi; B3aemogin”, "OcobnmBocTi 3acTocyBaHHs" BiANoBigHO 40
no 1, abo no 3, abo no OHOBIEHOI iHbopmalLii Woao 6e3nekn Ailoyvoi pevoBUHM.
6 bnictepiB y BBefeHHs 3MiH NpoTArom 6-Tv MicAUiB Micnsi 3aTBEPAXKEHHS;
KapTOHHIN ynakoBL 3MiHW | TNy - 3MiHW BHECeHi A0 IHCTPYKUii AN Meanu4Horo
3aCTOCYBaHHS NiKapcbKoro 3acoby y po3ainu
"®apmakonorivyHi BnactueocTi", "B3aemogisi 3 iHWnmMu
nikapcbkumm 3acobamm Ta iHWi BUaM B3aemogin”,
"OcobnueocTi 3acTocyBaHHA", "3acTocyBaHHS y nepiog
BariTHocTi abo rogyBaHHS rpyaa", "3aaTHicTb BINUBaTH Ha
LUBMAKICTb peakLii Npy KepyBaHHi aBTOTpaHcnopToM abo
iHLWKMK MexaHismamn”, "Cnocib 3acTocyBaHHsA Ta 4o3un",
"0Oitn", "Mepeno3yBanHs", "MobivHi peakuii” - pegaryBaHHs
TEKCTY IHCTPYKLUIiT BiANOBIAHO A0 TEKCTY KOPOTKOI
XapaKTepUCTUKM Nikapcbkoro 3acoby. BBeaeHHs 3miH
NPOTArom 6-T MicSILB Micnsi 3aTBEpPOXKEHHS
102.| EBKA®IINT® cnpen no 20 mny MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 6es UA/17182/01/01
hbnakoHi CKNsHOMY 3i "Ximdpapm3sas "Ximbapmsaso 3MiHM 3 sKoCTi. [0TOBMI NikapcbKkuin 3aci6. 3MiHN Y peuenma
cnpem-Hacocom Ta opf "YepBoHa "YepsoHa 3sipka" BMPOGHMLTBI. 3MiHa po3Mipy cepii (BKkrovatoum gianasoH
Hacagkow 3ipka" po3mipy cepii) roToBOro nikapcbkoro 3acoby (3MeHLUEeHHS A0
NMOBOPOTHOHO; Mo 1 10 pasiB) - BBeAEHHSA 4OAATKOBOro TEOPETUYHOrO PO3Mipy
dnakoHy B nayi 3 cepii (5460 yn. no 20 mn; 2184 yn. no 50 mn);
KapToHy; no 50 mn'y 3anpornoHoBaHo: TP 64-00481241-008-20 TeopeTu4Huii
hbnakoHi CKNsHoMy 3i o06’em cepii 16955 yn. no 20 mn 6782 yn. no 50 mn
cnpem-Hacocom Ta OuikyBaHuin 06’em cepii Big 15925 no 16575 ynakosok no 20
HacaaKo roprioBolo; mn Big 6370 po 6630 ynakosok no 50 mn TP 64-00481241-
no 1 dnakoHy B nayui 101-20
3 KapTOHY TeopeTuyHuin 06’em cepii 5460 yn. no 20 mn 2184 yn. no 50
mn OuikyBaHui 06’em cepii Big 4750 go 5750 ynakoBok no
20 mn
Bia 1900 go 2300 ynakoBok o 50 mn
103.| EBKONEK cynoautopii no 0,05, MpuBaTtHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - be3 UA/3682/01/01
no 5 cynosutopiiB y aKuioHepHe aKujioHepHe HesHayHa 3MmiHa y npoueci BupobHuutea Adl, a came peuenma
6nicTepi, no 1 abo 2 TOBapuUCTBO TOBapuUCTBO "llekxim BUKIaAEHHS TEKCTY KOPOTKOro ONM1Cy TEXHOMOrYHOro
Gnictepu y navui "Nekxim- - XapkiB" npoLiecy Ta TEXHOMOriYHOI CXeEMU BUPOBHMLITBA FOTOBOTO
Xapkis" nikapcbKkoro 3acoby y HOBiW pefakuii. TexHonoriYHnn

npouec, ctagii Ta onepadii BUpoGHMUTBA 3anunnuch
He3MiHHUMU; 3MiHu | TURy - 3MiHa y napameTpax
cneumdikaLi 3 BianoBigHUM MeTOAOM BUNPOOYyBaHHSA A4S
nokasHuka lgeHtudikauii xnopodinis y XnopodinninTty
€eKCTPaKT ryCTUh KpuTepii NPUARHATHOCTI LLOAO AOBXUHU
XBUNb NpuBegeHo 0o Bumor AdY, 2.2.25, i moxe cknagatu
+3 HM; 3MiHM | TMNY - HE3HAYHI 3MiHW Y 3aTBEPIKEHMX
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
mMeTofax BunpobyBaHHs A®I, a came npuBeaeHHs
nokasHuka AHTMGakTepianbHa akTMBHICTb A0 BuMmor [dVY;
3MiHM | TUNY - 3MiHa yMOB 36epiraHHs Ailo4oi pe4oBUHM
XnopodinninT ekCcTpakT rycTui: 3anponoHoBaHo: B
3axuvLLEHOMY Bif CBiTNa Micui Npu Temnepatypi He BuLie 25
°C.
104.| EBKONEK cynosutopii no 0,05, MpuBatHe YkpaiHa MpusatHe Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - - UA/13823/01/01
in bulk Ne 1000: no 5 akuioHepHe akuioHepHe HesHayHa 3MiHa y npoueci BupobHuutea Adl, a came
CynosmTopiis y TOBapWCTBO ToBapucTBO "ekxim BWKNaAEHHS TEKCTY KOPOTKOrO OMNMCY TEXHOMOMYHOro
6nictepi, mo 200 "Jlekxim- - Xapkis" npoLiecy Ta TEXHOMOrYHOI CXeMW BUPOOHMLITBA FOTOBOIO
6nicTtepis y AWKy Xapkis" nikapcbKkoro 3acoby y HOBIW pefakuii. TexHoNoriYHnn
npouec, ctagii Ta onepadii BUpOGHULTBA 3anMLLMIIUCD
HEe3MiHHUMW; 3MiHu | TUNY - 3MiHa y napameTpax
crneundikaLii 3 BianoBigHUM METOAOM BUNPOOYyBaHHA A4S
nokasHuka lgeHtudikauii xnopodinis y XnopodinninTty
EeKCTPaKT ryCTUi KpUTepii NPUARHATHOCTI LLOAO0 AOBXUHU
XBWIb NpuBeaeHo Ao sumor AdY, 2.2.25, i moxe cknagatu
13 HM; 3MiHW | TUNY - HE3HAYHI 3MiHW Y 3aTBEPKEHUX
MeTodax BunpobyeaHHst A®I, a came npvBeaeHHs
nokasHuka AHTMbakTepianbHa aKkTMBHICTb 40 BuMor dY;
3MiHM | TUNY - 3MiHa yMOB 36epiraHHs Ailo4oi pe4oBUHM
XnopodinninT ekCTpakT ryCcTui: 3anponoHoBaHo: B
3axuvLLEHOMY Bif CBiTNa MicLi npu Temneparypi He BuLle 25
°C.
105.| EK3OOEPUN® nak ons Hirtie ToBapwucTBo 3 YkpaiHa Jlek CnoseHisi/ BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | Tuny - 6e3 UA/13688/01/01
JIAK nikyBanbHui, 5% obMmexeHo dapmaueBTM4Ha Himeyumna 3MiHM BHECEHi A0 iHCTPYKLiT AN MeguyHoro 3acTocyBaHHs peuenma
po3uuH, no 2,5 mn abo | BignoBiganbHi KoMnaHis g.4., nikapcbkoro 3acoby y po3ginu "®apmMakonorivHi
5 mn y dnakoHi; no 1 ctio "CaHpos CnoBeHis (803BiN Ha BnactmsocTi", "B3aemogis 3 iHLuMMKM nikapcbkummn 3acobamm
dnakoHy pasom 3 10 YkpaiHa" BUNyck cepii); Maynb Ta iHWi Buam B3aemogii", "OcobnmneocTi 3acTocyBaHHS",
nonarto4vkamu, 30 B. BeriBepc MM6X, "3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
TamnoHamu ans Himeyuunna "Cnocib 3actocyBaHHs Ta go3u", "Oitn", "MepenosyBaHHsA",
oyuuieHHs Ta 30 (BUpOBHMLTBO "MobiyHi peakuii" BignoBigHo o iHpopMauii pecepeHTHOro
nunovkamu Ans Hirtie Hepo3adpacoBaHoi nikapcbkoro 3acoby JIOLIEPUJI®. BeeaeHHs 3MiH NpoTsirom
y nayui 3 KapTOHY npoaykLuii, nepBuHHe 6-Tn MicsLiB nicns 3aTBepOXeHHS
Ta BTOPVHHE
nakyBaHHs1,
TECTyBaHHSA)
106, EKCTEHLUE® MOPOLLIOK A11s1 PO34UHY M.BioTek It Benuka ACTPAN CTEPITEK IHais BHECEHHS 3MiH IO peecTpauiiHiX MaTepianiB: yTOYHEHHA 3a UA/8998/01/01
ans in'ekyin no 500 mr BpuTaHis MNPAVBIT NIMITEL HanucaHHA 3asBHMKa B Haka3i MO3 Ykpaiuu Ne 517 Bip, | peyenmom

1 donakoH 3 NopoLLKoM
y nayui 3 KapToHy

22.03.2021 B npoueci BHECEHHS 3MiH (3MiHY | TUny - 3MiHK
wono 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsigy (iHwi
3MiHW) - BHECEHHSI 3MiH [0 po3ainy «MapkyBaHHsi» MKA J13.
3anponoHoBaHo: MAPKYBAHHA. 3rigHo 3aTBepa)KeHoro
TEKCTY MapKyBaHHS. OHOBNEHHS TEKCTY MapKyBaHHS
yNaKoBKM MikapCbKoro 3acoby 3 BHECEHHSIM iHdbopMmalLlii
OO 3a3HaYeHHS OAVHMLb BUMIPIOBaAHHS Y CUCTEMI
S|.BBegeHHs 3MiH NpoTsrom 6-Tu Micauis nicns
3aTBepaxeHHs). Pegakuisa B Hakasi: M.biotek JlimiTea,
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n 3acoby ynakoeka) noceiodYyeHHs1
Benwvka bputaHisi. BipHa peaakuia: M.bioTtek JlIta, Benuka
BpwuTaHis.
107.| EKCTEHLUE® MOPOLLIOK A151 PO34UHY M.BioTek JlTg Benwka ACTPAN CTEPITEK IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepianiB: yTOYHEHHSA 3a UA/8998/01/02
ans in'ekuin no 1000 BpuTaHis MPAVBIT NIMITEL HanucaHHA 3asiBHMKa B Hakasi MO3 Ykpaiuu Ne 517 Big, | peyenmom
Mr 1 conakoH 3 22.03.2021 B npoueci BHECEHHS 3MiH (3MiHM | TUMy - 3MiHK
NMOPOLLKOM Y nayi 3 oo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHLwi
KapToHy 3MiHW) - BHECEHHS 3MiH A0 po3diny «MapkysaHHs» MKA J13.
3anponoHoBaHo: MAPKYBAHHA. 3rigHo 3aTtBepa)keHoro
TEKCTY MapKyBaHHS. OHOBNEHHSA TEKCTY MapKyBaHHS
yNakoBKM MikapCbKoro 3acoby 3 BHECEHHAM iHdbopmalLlii
OO 3a3HaYeHHS OAMHMLb BUMIPIOBaAHHS Y CUCTEMI
Sl|.BBegeHHst 3MiH NpoTsrom 6-Tu micauis nicns
3aTBepaxeHHs). Pegakuisa B Hakasi: M.bioTek JlimiTea,
Benwvka bputaHisi. BipHa peaakuia: M.biotek Jltg, Benuka
BpuTaHis.
108 EHOKCAMNAPU PO34UH ANS iH'eKUin, TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/14324/01/01
H-®APMEKC 10000 aHTK-Xa "®APMEKC reyn" BHECEHHS [0 MaTepianis peecTpauiiHoro gocke (p. 3.2.P.7. | peuenmom
MO/mn;no 3 mn B reyn" Cunctema KoHTeHep/3akynoptoBarnbHuUii 3acib) goaaTkoBoro
6aratogo3oBomy nocravanbHuka grakoHiB iH'exkuUiiHMX 4R 3 6e3bapBHOro
dnakoHi; no 1 6opocwunikaTHoro ckna, | Tuny rigponiTMYHOI CTiNKOCTI
6aratogo3oBomMy Shandong Pharmaceutical Glass Co LTD, Kutain. MaTepian
bnakoHy B KOHTYPHIN dnakoHiB HOBOro nNocTavarnbHMKa € aHanoriYHum
YapyHKOBI ynakoBLyj; 3aTBepakeHoMy BUpobHuKky (SCHOTT Forma Vitrum Kit,
no 1 KOHTYpPHIn YropuwuHa), cneuudikauii Ta METOAN KOHTPOMHO SIKOCTI -
YapyHKOBI ynakoBLji B ineHTnyHi. MeTop Ta ymoBM cTepunisauii donakoHis
KapTOHHiN KopobLyi 3aTBepAKEHOro BUpobHMKa Ta 3anponoHOBaHOro BUPOBHWMKa
TON camun
109. 30N10PT® TabneTku, BKpUTI AngxoH KOC 1 CWA BUPOGHMLTBO, ITanis/ BHECEHHS 3MiH [0 peecTpauiiHux MmaTtepianiB: yTOYHEHHSA 3a UA/7475/01/01
NniBKOBOO ninc nepBrHHe Ta HimeuyunHa HanucaHHA 3asBHMKa B Haka3i MO3 Ykpaiuu Ne 517 Bin | peyenmom
oboroHkoto, no 50 mr, BTOPUHHE 22.03.2021 B npoueci BHECEHHSA 3MiH (3MiHu | TUNY - 3MiHK
no 14 tabnetoky nakyBaHHs1, 3 sikocTi. A®l. BupobHuuTBo. 3MiHa BUPOGHMKa
GnicTepi; no 2 KOHTPOrb SIKOCTI, BWXiAHOro/NPOMIXKHOrO NPOAYKTY/peareHTy, Lo
Gnictepu y KapTOHHiIn BUNYCK cepii: BMKOPMCTOBYIOTbCH Y BUpoBbHU4omy npoueci APl, abo 3amiHa
ynakoBLji Xaynt ®apma BMPOGHMWKa (BKIOYakoun, Ae HeobxigHo, Micue NpoBeaeHHS
Nativa C.p.n., KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudikata
ITanis; BiAMOBIAHOCTI €Bponenceki hapmakonei y 3aTBepAKeHOMy
BUPOGHMLTBO, [ocbe)(iHLWi 3mMiHKM) - goaaBaHHs BUpobHUuka Finorga SAS,
nepBuHHe Ta France, BignoBiganbHOro 3a BUPOGHULITBO Ta TECTYBaHHS
BTOPUHHE npomixHoro npoaykty 4S-Tetralone, L0 BUKOPUCTOBYETLCA
nakyBaHHs, npu BUpobHULTBI A®I cepTpaniHy rigpoxnopuay). Penakuis
KOHTPOIb SIKOCTI, B Hakaai: MPANSEP IHK., CLUA, 235 IcT 42-ra CTpiT, Hbto-
BUMYCK cepii: Mopk, HA 10017-5755/PFIZER INC., USA, 235 East 42nd
Mdpanzep Street, New York, NY 10017 - 5755. BipHa pepakuis:
MeHtodek4ypuHr N®AU3EP IHK., CLLUA.
Donunenpg Mm6X,
HimeyuunHa
110.| 3YNbBEKC® TabneTku KPKA, o.4., CrnioBeHis BignoBiganbHWIA 3a CnoBeHis BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny - 3a UA/12070/01/01
KULLKOBOPO34MHHi MO HoBo mecTto BUPOGHMLTBO "in BHECEHHS 3MiH Ao po3ainy «MapkyBaHHa» MKA J13; peyenmom
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
10 mr, no 14 TabneTok bulk", nepsuHHe Ta 3anponoHoBaHo: MAPKVPOBKA B cooTBeTcTBUM C
y 6nictepi; no 1, 2 abo BTOPUHHE YTBEPXAEHHBIM TEKCTOM MapKMPOBKW. TakoX OHOBIEHHS
no 4 6nictepu B nakyBaHHs, TEKCTY MapKyBaHHS YMakoBKW Nikapcbkoro 3acoby 3
KapTOHHHIl kopobui KOHTPOMb cepiii Ta BHECEHHAM iHdOopMalLlii LLOAO 3a3Ha4YeHHSA OANHNLb
Bunyck cepin: KPKA, BMMIipIOBaHHA y cuctemi Sl; amiim | Tuny - BUNyYeHHs
a.4., Hoeo mecto, BMpOGHWMKa Aitoyoi pevoBuHu Pabenpasony HaTpito Dr.
CnoBeHisi; Reddy's, IHgis; 3miHm | TUNY - 4ONOBHEHHS cneumdikauii ons
BignoBiganbHWM 3a OOMOMDKHOI pe4oBUHM MarHito okeua ferkuin NokasHUKOM
BMPOGHMUTBO "in «Ni» (Hikenb) (Not more than 350 ppm); 3miHu | TUny - 3MiHK
bulk", nepeuHHe Ta y metofax koHTponto 113 3a nokasHukom «OgHOPIAHICTb
BTOPUHHE [030BaHNX OAVHML — OAHOPIAHICTL BMICTy pabenpasony
nakyBaHHs: KPKA, HaTpito B Tabnetkax» (02508-C11), pegakuiiHi 3miHu B
n.4., Hoso mecto, cneundikadii 713 3a gaHMM NOKasHWKOM (3aTBEPOKEHO:
CnoBeHis 3Ha4YeHHs npunmaneHoro Yyncna (AV) cknagae He Ginblue
15,0; 3anponoHoBaHo: 3HaYeHHs NpuiManbHoro Ymcna (AV)
cknapae He Ginble 15,0%); 3amilu | TMNy - 3MiHK y MmeTogax
KoHTponto 113 3a nokasHukom «laeHTudikauia TutaHy
giokenax» (02510-A35); amiHu | TUNy - 3mMiHKM go MeTogiB
koHTporto 113 3a nokasHukom «CynyTHi AOMILLKN
pabenpa3sony HaTpito B Tabnetkax» (02511-C11). MeTtog
KOHTpOro 3anuwmnecs Tor camuii (BEPX). Kputepii
NPUAHSATHOCTI HE 3MIHUIUCS; 3MiHW | TUMY - NOAAHHSA HOBOTO
cepTtudikaTa BignosigHocTi €Bponerichbkin dapmakonei Ne
RO-CEP 2018-140-Rev 00 gnsa gito4oi pe4oBuHn
Rabeprazole sodium hydrate Big Bxe 3aTBepmxeHoro
BupobHuka KRKA d.d., Novo mesto, CrioBeris (3amiHa
ASMF Ha CEP)
111, 3YNIbBEKC® TabneTku KPKA, a.4., CnoBeHis BiAMNoOBiAaNbHUIA 3a CnoBeHis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/12070/01/02
KVLLIKOBOPO34MHHI MO Hoso mecTo BMPOGHMLUTBO "in BHECEHHS 3MiH 10 po3ainy «MapkyBaHHsa» MKA J13; peuernmom

20 mr, no 14 Tabnetok
y 6nicTepi; no 1, 2 abo
no 4 6nictepu B
KapTOHHHIlA KopobLi

bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb Cepini Ta
Bunyck cepin: KPKA,
A.4a., Hoso mecto,
CrnoBeHis;
BiAnoBiganbHWI 3a
BMPOGHMLUTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs: KPKA,
a.a., Hoso mecto,
CnoBeHisi

3anponoHosaHo: MAPKMPOBKA B cootseTcTBUM C
YyTBEPXAEHHBIM TEKCTOM MapKMPOBKW. TakoX OHOBIEHHS
TEKCTY MapKyBaHHS YNaKOBKMW NikapCbKoro 3acoby 3
BHECEHHAM iHbopmMaLii LLoAO 3a3HaYeHHs 0OanHULb
BMMIipIOBaHHS y cuctemi Sl; amiHu | Tvny - BUNyYeHHs
BMpOGHMKa Aitoyoi pevoBuHu Pabenpasony HaTpito Dr.
Reddy's, IHgis; 3miHK | TURNY - 4ONOBHEHHS cneumdikauii ons
[OMOMDDKHOI pe4oBUHM MarHito okcuz nerkuin NokasHUKOM
«Ni» (Hikenb) (Not more than 350 ppm); 3miHu | Tuny - 3miHK
y MeTofax koHTponto 113 3a nokasHukom «OAHOpPIAHICTb
[030BaHNX OAMHMWLb — OOHOPIAHICTb BMICTy pabenpasony
HaTpito B Tabnetkax» (02508-C11), peaakuiiHi 3miHn B
cneuudikauii M3 3a gaHWM Noka3HWKOM (3aTBEPOXKEHO:
3HaYeHHs npunmanbHoro yucna (AV) cknagae He Ginblue
15,0; 3anponoHOBaHO: 3HaYeHHs NpunmarnbsHoro yncna (AV)
cknagae He binbLe 15,0%); 3miHun | TMNY - 3MiHKM y MeTopax
KoHTponto 13 3a nokasHukom «laeHTudikalia TutaHy
niokenax» (02510-A35); 3amiHu | TUny - 3mMiHKM Jo MeTozdiB
koHTponto 13 3a nokasHukom «CynyTHi JOMILLKK
pabenpasony HaTpito B Tabnetkax» (02511-C11). MeTtog
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
KOHTpOrto 3anuwmecs Ton camuii (BEPX). Kputepii
NPUAHATHOCTI HE 3MIHUMUCS; 3MiHW | TUMY - NOAAHHSA HOBOTO
cepTudgikaTa BignoBigHoCTi €Bponeiichkin dhapmakonei Ne
RO-CEP 2018-140-Rev 00 ans gito4oi pe4oBunHU
Rabeprazole sodium hydrate Big Bxe 3aTBepaxeHoro
Bupob6Huka KRKA d.d., Novo mesto, CrioBeHist (3amiHa
ASMF Ha CEP)
112, IBAHOPOHOB TabneTkn, BKpUTI MicTtpan AHrnia CiHTOH XicnaHis, Icnania BHECEHHS 3MiH 40 peecTpauiiHux maTtepianiB: yTOYHEHHSA 3a UA/16004/01/02
A KUCINOTA- nniBkOBOKO Kenitan C.J. peecTpauinHoro Homepa B Haka3i MO3 Ykpaiuu Ne 1081 | peuenmom
BICTA 150 MI' obornoHkoto, no 150 MeHemKMeHT Big 02.06.2021 B npoueci BHeceHHs1 3MiH (3miHu | Tuny -
mr, no 3 TabneTkn y NimiTeq ApmiHicTpaTuBHi 3mMiHW. 3MiHa HaiMeHyBaHHs Ta/abo
6nictepi; no 1 agpecw 3asiBHMKa (BNacHWKa peecTpauiiHoro NocBigYeHHs)
onictepy B KapTOHHIN 3miHa agpecu 3asBHUKa). Pegakuis B Hakasi:
Kopobui UA/16004/01/01. BipHa pepakuin: UA/16004/01/02.
113.| IBPAHC Kancynu no 75 mr, no MNeAN3EP CWA Mdparizep HimeuyunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/15747/01/01
7 kancyn y énictepi; EWY.CLII. MeHtodekvypuHr 3MiHM WoAo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnspy - | peyenmom
no 3 6nictepu y KOPMOPENLL Oonuneng Mm6X 3MiHM BHECEHO B TEKCT MapKyBaHHS YMaKoOBKW NikapCbKoro
KapTOHHiIN kopoOLi H 3acoby LWoA0 BUAANEHHs yNakoBOK 3 MapKyBaHHSAM
aHrninceKoto abo iHLWOoK IHO3EMHOK MOBOHO 3i CTUKEPOM
YKpaiHCLKOIO MOBOIO.
BBegeHHst 3MiH NPOTArom 6-Tn MicauUiB NicnNga 3aTBEPLKEHHSA
114, IBPAHC kancynu no 100 wmr, no NOAN3EP CLUA Mdpanszep HimeyunHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/15747/01/02
7 kancyn y bnictepi; EMY.CLII. MeHtodek4ypuHr 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy - | peyenmom
no 3 6nictepu y KOPMOPENLL Oonuneng Mm6X 3MiHM BHECEHO B TEKCT MapKyBaHHS yNakoBKU NiKapCbKoro
KapTOHHIN kopobui H 3acoby Woa0 BUAaneHHs ynakoBoK 3 MapKyBaHHAM
aHrnincekor abo iHLWOo iIHO3EMHOK MOBOIO 3i CTUKEPOM
YKpaiHCLKOI MOBOIO.
BBeneHHs 3MiH npoTsrom 6-Tu micauiB nicns 3aTBepaXeHHs
115.| IBPAHC kancynu no 125 wmr, no NOAN3EP CLUIA Mdpanzep HimeuumHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/15747/01/03
7 kancyn y énictepi; EMY.CLII. MeHtocbekvypuHr 3MiHM WoAao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsapy - | peyenmom
no 3 6nictepuy KOPMOPENLL Doruneng M'moX 3MiHM BHECEHO B TEKCT MapKyBaHHS YMaKOBKU NiKapCbKoro
KapTOHHiI kopobui H 3acoby LWoA0 BUAANEHHS yNakoBOK 3 MapKyBaHHAM
aHrninceKo abo iHLWOoK IHO3EMHOK MOBOH) 3i CTUKEPOM
YKPaiHCBbKOIO MOBOIO.
BBegeHHs 3MiH NpoTArom 6-Tu MicsiLiB Nicns 3aTBepOXKEHHS
116, IBYNPO®EH cycneHsist oparnbHa, ToBapucTso 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/11513/01/01
BEBI 100 mr/5 mn, no 100 obmexeHo obmexeHo 3MiHM 3 sikocTi. [oToBUMIA Nikapcbkuin 3acib. Cuctema peuenma
mn, abo no 200 mn y BiAgnoBiganbHi BiANoBiganbHiCTIO KOHTeWHep/3aKkynoptoBanbHuUiA 3acit. 3MiHa nocTayanbHuka
dnakoHi; no 1 CTIo "®apmaueBTniHa nakyBanbHUX MaTepianiB abo KOMNMIEKTyUMX (AKLLO
hnakoHy pasom 3 "®dapmaueBTn KomMnaHis "3gopos's"” 3a3HayeHo B 4OCbE) (3amiHa abo fofaBaHHSA
[03YH04MM NPUCTPOEM YHa KOMNaHis nocrayanbHuka); CynyTHsi 3aMmiHa) 1A)
y KopoOLji 3 KapTOHYy "3popos's" - 3miHu 3 gkocTi. FoToBUIA nikapcbkuii 3acid. Cuctema

KOHTelHep/3aKkynoptoBanbHuii 3aci6. 3miHa dopmn abo
PO3Mipy KOHTEHepa YM 3aKynoproBaribHOro 3acoby
(NepBWHHOI ynakoBKW) (HeCcTepwrbHi Nikapcbki 3acobw) -
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

BBEJEHHS HOBOrO BUPOGHMWKa ¢hriakoHiB nonimepHux no 125
mn TOB «Crtatycy, YkpaiHa 404aTKOBO A0 3aTBEPIKEHMX
BUpo6HukiB TOB «MPODIMNIACT NTA», YkpaiHa Ta TOB

«[MnacTxim», Ykpaina. KinbkicHWn Ta sakicH1i cknaam
nakyBanbHOro matepiany ¢rnakoHy He 3MiHWBCSI; BUPOOHUKM
KPULLOK 0 HOBOTO dhniakoHy 3anuiueHi 6e3 amiH. Ak
Hacnifok, He3HayHi 3MiHVM rabapuTHUX po3mipiB drakoHiB

117.

I3BA®

Kpanni o4Hi, 30
MKr/mn; no 2,5 mn 'y
dnakoHi-kpanenbHuLj;
no 1 abo 3 dpnakoHm-
KpanenbHuLui B
MPOMIXHIN ynakoBLi 3
donbrun y Kopobui 3
KapToHY

HoeapTic
dapma Al

LLisenuapis

AnkoH-KyBpbop

Benbria

BHECEHHS 3MiH 0 peecTpauinHnmx martepianis: 3miHu | Tuny -
3asiBHUKOM HaZaHO OHOBMEHUI NaH ynpasniHHA pusnmkamu
Bepcis 10.0. 3miHn BHeceHo 80 YacTuH: | «3aranbHa
iHdbopmauisay, Il «Cneundikauis 3 6e3nekmy, Il «lMnaH 3
dapmakoHarnagy», |V «lnaxHu woao nicnapeectpauinHmnx
pocnigpkeHb edbekTMBHOCTI», V «3axoam 3 MiHimisauii
pusukie», VI «Pestome nnaHy ynpasniHHSA pusnkammuy, VIl
«[JopnaTkn» y 3B’A3Ky 3 pekomeHgauisimu PRAC B pesynbrari
ouiHkn PSUR, a came: BuganeHHs BaXnvmemx
iBeHTNMIKOBaHMX PU3UKIB, BXXIMBUX MOTEHLINHMX PU3UKIB, a
TakoX BuaaneHHs BiacyTHboi iHcpopmauii. CTpykTypy MYPa
6yno oHOBMEHO BiANOBIAHO A0 pekoMeHaaui Guideline on
good pharmacovigilance practices (GVP) Module V — Risk
management systems (Rev 2)

3a
peuerimom

UA/15579/01/01

118.

IMoAIlYM®

Kancynu no 2 wmr; no 6
abo 20 kancyn y
6nicTepi; no 1
onictepy B KapTOHHiN
navuj

MakHin
Mpogaktc
Nimiten

AHrnis

AHCCEH-CINAI

®paHuia

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny -
BuAaneHHs1 HeaHauyLLoro napameTpy (TECT Ha OAHOPIAHICT
BMICTY) 3i cneumdikaLii TepMiHy NpuaaTHOCTI FOTOBOIO
npoaykty. BBeaeHHst 3miH npoTarom 6 micsauis nicns
3aTBEPKEHHS; 3MiHW | TUNY - BUAANEHHS He3HaYyLLoro
napameTpy (laeHTudikauia: -nonepamug Metop TLLUX,
MeTtopa BEPX) 3i cneuudikauin TepmiHy npuaaTHOCTI
roTOBOro NPOAYKTY. BBeAEHHS 3MiH NpOoTAromM 6-Tn MicsauiB
nicnsa 3aTBepAXeHHS; 3MiHW | TUNY - 3MEHLLEHHS YacToTH
BMNpobyBaHb MIKpoBionoriYHoi YacToTh 3a cneumdikalieto
TepMiHy NpMAaTHOCTI FOTOBOrO NPOAYKTY; 3anponoHOBaHO:
Mwukpoburonornyeckas ymctoTa (cneundukaums Beinycka).
YacToTa npoBeAeHUs UCNbITaHUI NPY BbINyCKe: NS KaX40N
cepwvu, noka He ByayT nonyyeHbl NONOXUTENbHbIE
pes3ynbTaThl A4ns 3-X cepuin, 3ateM Ans kaxgomn 10-om
cepuu, Ho He MeHee 1 cepun B rod. Mukpobuornormyeckas
yncToTa (cneumdukaumsa cpoka rogHocTn). YactoTa
MCMbITaHUIA: HaYanbHbIN U KOHEYHBIN CPOK XPaHEeHUs
CornacHo Ha4yaToMy MCCrefoBaHWio CTabunbHOCTK.
BBeneHHs 3MiH NpoTArom 6-T MicsILiB Nicns 3aTBEpO)KEHHS

6e3
peuenma

UA/9831/01/01

119.

IMYHO-TOH®

cupon no 100 mny
6aHui; no 1 6aHui y
nayui; no 100 mn a6o
200 mn y donakoHi; no
1 donakoHy y nayui

NAT
"Manuudapm”

YkpaiHa

MAT "Tanuudapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3miHu | Tuny -
3MiHuM 3 sikocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax
cneuudikaLinn Ta/abo 4ONyCTUMUX MeX, BUSHAYEHUX Y
cneuudikauisix Ha A®l, abo BUXigHWUIA/NMPOMiIXHUIA
NpoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLECi
BUpOGHMUTBa ADI; cynyTHs 3MmiHa - 3MiHK 3 sikocTi. ADI.

6e3
peuyenma

UA/2179/01/01
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHs

KoHTponb A®l. 3miHa y meTopax BunpobysaHHs APl abo
BMXiAHOro Martepiany/npoMiKHOro NpoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCS Y Mpoueci BUpobHuuTBa ADI (iHwWi 3mMiHW
y MeToaax BunpobyBaHHs (BKMovaoumn 3aMmiHy abo
nonoBHeHHs1) A®| abo BMXiZHOTO/MPOMIDKHOTO NMPOAYKTY) -
BHECEHHS 3MiHW Y peecTpauiiHe gocbe Ha 113 IMYHO-
TOH®, cupon, noe'a3aHe 3 HEOOXIQIHCTIO NPUBEAEHHS
cneuudikauii i MeTofiB kKoHTporto cybcTaHuii ETaHon (96%)
o sumor EP/PY, pitoye BuAaHHS, sika BUKOPUCTOBYETLCS
npu BupoBHULTEI Adl 3BIPOBOKO HACTOWKA, HacToiika
(cybeTaHuis)

120.

IMYHO-TOH®

cupon in bulk: no 100
mn y 6aHui; no 48
6aHoK y kopobi
KapToHHOMY; in bulk:
no 200 mn y conakoHi;
no 30 cnakoHiB y
kopobi KapTOHHOMY

NAT
"lManuydapm”

YkpaiHa

MAT "lrannydcapm”

YkpaiHa

BHECEHHS 3MiH A0 peecTpauinHMx matepianis: 3miHu | Tuny -
3MiHu 3 sikocTi. A®Il. KoHTponb A®L. 3miHa y napameTpax
cneuudikauin Ta/abo 4OMYCTUMUX MEX, BUSHAYEHUX Y
cneundikauisix Ha A®l, abo BUXIgHUA/NPOMIXKHWIA
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
BMPOGHMLUTBa ADI; cynyTHA 3miHa - 3MiHM 3 akocTi. ADI.
KoHTponb A®I. 3miHa y meTopax BunpobysaHHs APl abo
BVXiAHOrO Marepiany/MpoMiXXHOro NpoayKTy/peareHTy, Wwo
BMKOPWCTOBYETLCS Y npoueci BUpobHuuTea A®I (iHLwi 3mMiHW
y MeTogax BunpobyBaHHs (BKMoYa4umn 3amiHy abo
AonoBHeHHs1) A®I abo BUXiAHOro/npOMiIKHOIO NPoAykKTy) -
BHECEHHS 3MiHW Y peecTpauiiHe gocbe Ha 113 IMYHO-
TOH®, cvpon, noe'sizaaHe 3 HEOOXIQIHCTIO NPMBEAEHHS
cneuundikauii i meToaiB KOHTpornto cybcTaHuii ETaHon (96%)
0o sBumor EO/ODY, pitoue BUOAHHS, sika BUKOPUCTOBYETLCS
npv BupoBHNLTEI Adl 3BIPOBOKD HACTOWKA, HacTolka
(cybeTaHuis)

UA/9511/01/01

121.

IMYHO-TOH®

cupon no 100 mny
6aHuj; no 1 6aHui y
nayyi; no 100 mn abo
200 mn y donakoHi; no
1 donakoHy y nauui

NAT
"Manuudapm"

YkpaiHa

MAT "Tanuucapm"”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMx matepianis: 3miHu | Tuny -
3MiHK 3 sikocTi. A®I. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo 4OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHUIA/MPOMIXHUIA
NpoAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLEC
BMPOGHMLUTBa ADI; cynyTHA 3miHa - 3MiHM 3 akocTi. ADI.
KoHTponb A®I. 3miHa y meTopax BunpobysaHHs APl abo
BUXiHOTO MaTepiany/npoMixXHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCS y NpoLeci BUpobHuuTBa ADI (iHLWi 3MiHK
y MeToaax BunpobyBaHHs (BKMOYao4umn 3amiHy abo
ponoBHeHHs1) A®I abo BUXiAHOro/NpPOMiXXHOTO NPOAYKTY) -
BHECEHHS 3MiHW Y peecTpauiiHe gocbe Ha 113 IMYHO-
TOH®, cupon, noe'sidaHe 3 HEOOXiIAHICTIO NPMBEAEHHS
cneumdikauii i MmeTogiB kOHTponto cybcTaHLii ETaHon (96 %)
0o sBumor EO/APY, pitoue BUOAHHS, sika BUKOPUCTOBYETLCS
npu BupobHunuTei A®I EJIEYTEPOKOKA EKCTPAKT
PIOKWN, ekcTpakT pigkuii (cybeTaHuis)

6e3
peuenma

UA/2179/01/01

122,

IMYHO-TOH®

cupon in bulk: no 100
mn y 6aHuj; no 48

NAT
"Manuudapm"

YkpaiHa

MAT "Tanuudpapm”

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
3MiHu 3 sikocTi. A®I. KoHTponb A®I. 3miHa y napameTpax

UA/9511/01/01
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHs

6aHoK y kopobi
KapToHHOMY; in bulk:
no 200 mn y donakoHi;
no 30 cnakoHis y
kopo6i KapTOHHOMY

cneuudikauivi Ta/abo 4ONYCTUMMX MEX, BUSHAYEHMX Y
cneumdikauisx Ha API, abo BMXiAHUI/NPOMIXKHWI
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIEC
BMpobHMUTBa ADI; cynyTHA 3miHa - 3miHK 3 sikocTi. AdI.
KoHTponb A®l. 3miHa y meTopax BunpobysaHHs APl abo
BUXiAHOrO MaTepiany/npoMixXHOro NPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCS y Npoueci BUpobHuuTea A (iHLWi 3MiHK
y MeToaax BunpobyBaHHs (BKMovaoumn 3aMiHy abo
ponoBHeHHs1) A®| abo BUXiZHOro/npoMiXXHOro NPOAyKTy) -
BHECEHHS 3MiHW Y peecTpauiiHe gocbe Ha 113 IMYHO-
TOH®, cvpon, noe'a3aHe 3 HEOOXIAHICTIO NpMBEAEHHS
cneumdikauii i meToaiB KoHTponto cybcTtaHuii ETaHon (96 %)
0o sBumor EO/ADY, pitove BUOAHHS, sika BUKOPUCTOBYETLCS
npu BupobHuuTei A®I ENIEYTEPOKOKA EKCTPAKT
PIOKWN, ekcTpakT pigkuii (cybeTaHuis)

123.

IMYHO-TOH®

cvpon no 100 mny
6aHui; no 1 6aHui y
nayui; no 100 mn a6o
200 mn 'y donakoHi; no
1 donakoHy y navui

NAT
"lManuydapm”

YkpaiHa

MAT "Tanuudpapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny -
3miHn 3 skocTi. ADl. KonTponbs A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JONyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiAHNI/MPOMIXKHMI
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLeCi
BMpo6HMUTBa ADI; cynyTHSA 3MiHa - 3MiHK 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTopax BunpobysaHHs APl abo
BVXiAHOrO MaTtepiany/npoMiXXHOro NPoAyKTy/peareHTy, Lo
BUKOPUCTOBYETbCS Y NpoLeci BUpobHuuTea ADI (iHwWi 3mMiHW
y MeTogax BunpobyBaHHS (BKMoYa4mn 3amiHy abo
AonoBHeHHs1) A®I abo BUXiAHOro/npOMIXKHOIO NPOAYKTY) -
BHECEHHS 3MiHW Y peecTpaluiiHe gocbke Ha 13 IMYHO-
TOH®, cvpon, noe's3aHe 3 HEOBXIAHICTIO NpMBEAEHHS
crneundikauii i meToaiB KOHTpornto cybcTaHuii ETaHon (96%)
no sumor /DY, fitoye BUAaHHS, sika BUKOPUCTOBYETLCS
npw Bupo6HMLTEi A®I EXIHALIET MYPMYPOBOI
HACTOWKA, HacToiika (cy6eTaHLis)

6e3
peuenma

UA/2179/01/01

124.

IMYHO-TOH®

cupon in bulk: no 100
mn y 6aHLUi; no 48
6aHoK y kopobi
KapToHHOMY; in bulk:
no 200 mn y donakoHi;
no 30 dnakoHiB y
kopobi KapTOHHOMY

NAT
"Manuydapm”

YkpaiHa

MAT "Tanuucapm"”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHnux matepianis: 3miHu | Tuny -
3MiHu 3 sikocTi. A®I. KoHTponb A®L. 3miHa y napameTpax
cneundikalii Ta/abo JoNyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®I, abo BUXigHWUIA/MPOMIXXHUIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BMpOGHMLTBa ADI; cynyTHA 3miHa - 3MiHM 3 skocTi. ADI.
KoHTponb A®I. 3miHa y meTopax BunpobysaHHa APl abo
BVXiAHOrO Marepiany/nMpoMixXHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCS y Npoueci BUpobHuuTBa AP (iHLWi 3MiHK
y MeToaax BunpobyBaHHs (BKMoYa4n 3amiHy abo
ponoBHeHHs1) A®I abo BUXiZHOro/NpOMiIXKHOIO NPOAYKTY) -
BHECEHHS 3MiHM Y peecTpauiiHe aocbe Ha 113 IMYHO-
TOH®, cvpon, noe'sizaaHe 3 HEOOXIAHICTIO NpUBEAEHHS
cneuudikauii i MeTofiB kKoHTponto cybcTaHuii ETaHon (96%)
0o sBumor EO/OPY, pitoue BUOAHHS, sika BUKOPUCTOBYETLCS
npu Bupo6HuLTBI AP EXIHALIET MYPNYPOBOI

UA/9511/01/01
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

HACTOWIKA, HacTolika (cybcTaHList)

125.

IHOYIIAH

PO34MH AN iHdY3in
10 mr/mn no 20 mn, 50
mn, abo 100 mn B
nnAwWi, no 1 nnsawui B
nayui 3 KApTOHYy

TOB "HOpis-
dapm”

YkpaiHa

TOB "HOpis-Papm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnMx martepianis: 3miHu | Tuny -
3MiHW BHECEHI [0 iHCTPYKLIT ANs MeQn4YHOro 3acTocyBaHHSA
Ta KOPOTKOI XapaKTepUCTVKX NikapCbkoro 3acoby y po3ainu
"®apmakonoriyHi BnactmsocTi" (Wwogo 6esneku), "Baaemogis
3 iHLWKMM Nikapcbkumm 3acobamm Ta iHWi B1uam B3aemogin”,
"OcobnueocTi 3acTocyBaHHs", "Cnocib 3acTtocyBaHHs Ta
po3n” (wopo 6e3neku), "MepenosyBaHHaA", "MobiuHi peakuii”,
popaaHo posgin "HecymicHicTb" 3rigHo 3 iHdopMauieto Wwoao
MEeOUYHOro 3aCTOCyBaHHS pedepeHTHOro NikapcbKoro
3acoby (PERFALGAN 10 mg/ml, solution pour perfusion, B
YKkpaiHi He 3apeecTpoBaHuii). BBegeHHs 3MiH NpoTsiroM 6-Tu
MiCSILIiB MiCNsi 3aTBEPAXKEHHS; 3MiHM | TUNY - 3MiHN BHECEHI
[0 IHCTPYKLIT ANS MeANYHOro 3aCTOCYBaHHA Ta KOPOTKOI
XapaKTepuUCTMKM Nikapcbkoro 3acoby y po3ainu
"®apmakornoriyHi BnactmBocTi", "3acTocyBaHHS y nepioa
BariTHocTi abo rogyBaHHSA rpyAA" BiANOBIAHO 4O OHOBMEHO!
iHdopMauii 3 6eaneku gjto4oi pe4yoBnHN. BBeaeHHs 3MiH
npoTarom 6-Tu MicsuiB Nicns 3aTBepkeHHs; 3MiHu | Tuny -
3MiHWN BHECEHI [0 iHCTPYKLIT ANS MeANYHOro 3acToCyBaHHA
Ta KOPOTKOI XapaKTepUCTMKM Nikapcbkoro 3acoby y po3ainu
"OcobnuBocTi 3acTocyBaHHA" BiANOBIAHO A0 iHdopMmaLii 3
6e3nekn AONOMIXHMX pevoBUH. BBeaeHHs 3miH npoTtsarom 6-
TW MicALiB Nicns 3aTBepKEHHS

3a
peuerimom

UA/11955/01/01

126.

ITonrPua
KCAHTIC

Tabnetkun no 50 wmr, no
10 TabneTtok y
6nictepi, no 1 abo no
4 abo no 10 bricTtepis
B KapTOHHY Nayky

"KcaHTic
dapma
Nimitea"

Kinp

CaHeka
dapmacbioTtikana AT

CnoBaubka
Pecny6nika

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
BHECEHHS 3MiH 10 MaTepianiB peecTpauiiHoro Jocke (p.
3.2.P.7. Cuctema koHTelHep/3akynoptoBarnbHui 3acib), a

came BHeCeHHs 3miH Ao Creumdikauii Ans nonieTuneHoBmx

nakeTiB (PE bag used as a bulk packaging material): -
BUMNYYEHHS M. «PE4OBUHN PO3UYNHHI Y rekcaHi -
MonionediHn», y 38’a3Ky 3 oHOBNEeHHAM MoHorpadii EP ans
nonionediHis (3.1.3.); - kopekuinHi npaBku N. «TekcT Ta
Konip» (He 3aCTOCOBYETLCS AN YOPHUX NAKETIB); 3MiHM |
TUMY - BHECEHHSA [0 MaTepianiB peecTpauiiHOro Jockbe (p.
3.2.P.7. Cuctema KoHTelHep/3aKyrnoptoBanbHuii 3acib), a
came BBeAE€HHS AOAATKOBOro BUPOBHMKa NonieTneHoBmx
nakeTiB Novplasta, s.r.o., Slovak Republic. MaTepian (PE
bag used as a bulk packaging material) HoBoro BupobHuka €
aHarnoriyHum 3aTeepaxeHomy BupobHuky (PLASTIC —PACK
s.r.o., Slovak Republic), cneundikadii Ta MeToan KOHTPOIO
SAKOCTI - iQ€HTUYHI

3a
peuerimom

UA/17458/01/01

127.

IXTION

Cyno3nTopii peKkTanbHi
no0,2rno5
Cyno3unTopIiB y CTpuni;
no 2 cTpunu y navui 3
KapTOHY

NAT
"MoHdapm"

YkpaiHa

MAT "MoHdapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3miHu | Tuny -
BHECeHHSs 3MiH Ao Cneumdikauii / MeToais BunpobyBaHHS
roTOBOrO fiKapCbKoro 3acoby, 3okpema: BUIyYeHHs!
KOHTpOro 3a nokasHukom "CepegHsa maca" (OPY, 2.9.5.) Ta
"OpgHopigHicTe" (OPY, N 1.2, ¢.310). B cneumndikauii
3anuwiaeTbesa NokasHuk "OQHOPIAHICTb 4030BaHMX OAMHULL"

6e3
peuyenma

UA/7840/01/01
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

(APY 2.9.40); 3amiHK | TUNY - BHECEHHS HE3HAYHMX 3MiH OO
MeTogiB BUNpoGyBaHHS roTOBOro nikapcbkoro 3acoby 3a
nokasHukamm "KinbkicHe BM3HadeHHs", "OgHopigHICTb
[030BaHNX OAMHMLB", 30Kpema: HalMeHyBaHHS peakTuBiB
npvBeAEHO Y BiANOBIAHICTb 4O pekoMeHAaLi Ta CTUNICTUKK
[®Y; 3a nokasHukom "OaHOPIOHICTL 4030BaHNX OONHULE"
3a3HayeHo npurotyeaHHsa peaktusy 0,01 M po3unHy Hatpito
rigpokcuay; 3miHu | Tuny - BHeceHHs 3MiH o Cneumdikauii /
MeTopaiB BunpobyBaHHs rOTOBOrO NikapCcbKoro 3acooy,
30KpeMa: NpMBeAEeHHS KpUTEPIiB MPUNHATHOCTI 3a
nokasHukom "OgHOPIgHICTE 4O30BaHNX OOUHMLE" Y
BignoBigHicTb Ao BUMor A®Y; 3MiHM | TNy - BHECEHHS 3MiH
no Cneundikauii / MeTogis BunpobyBaHHS roTOBOro
nikapcbKoro 3acoby, 3okpema: 3a NOKa3HMKOM
"MikpobionoriyHa ynctota" - BBEAEHHS NepioandHOCTI
"MepLua Ta KoXkHa HacTynHa AecsaTa cepis, ane He pifle Hix
1 cepis B pik"; 3miHm | Tuny - 3miHK 3 skocTi. [oToBMIA
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro 3acofy.
3miHa napameTpiB cneuudikauin Ta/abo gonycTumMmnx mex
roTOBOrO fikapcbKoro 3acoby (BHECEHHS 3MiH 4O AOCbE
nicrs OHOBIEHHS 3aranbHOI CTaTTi Ha rOTOBY MiKapCbKy
dopmy y APY/Eponeliceki dapmakonei); CynyTHA 3miHa -
3MiHn 3 gKkocTi. FoToBUI nikapcbkuii 3acib. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNpPOOyBaHHSA roTOBOTO NikapCbkoro 3acoby (ans
npuBeaeHHs y BianosigHicTb 3 1PY abo €Bponencbkoo
dapmakoneeto Ta BUINy4YEHHS MOCUNAaHHS Ha 3acTapinuin
BHYTPILLHIN MeToA BUNPOOYBaHHS i MOro HOMep) - BHECEHHS
3MiH o Cneumdikauii / MeTogis BunpobyBaHHS rOTOBOrO
nikapcbkoro 3acoby 3a nokasHukom "MikpobionoriyHa
ymucToTa", 30Kpema: KpuTepii NPUNHATHOCTI MPUBEAEHO Y
BigNOBIHICTb 40 BUMoOr [®Y, BUNyYEHHsI NOCUMAHHSA Ha
HauioHanbHy YacTuHy cTaTTi 2.6.12 Ta BUNy4YeHO NOBHUN
OnMc METOAMKN BUNPODByBaHHS;
3MiHu | TUNY - BHeceHHs 3miH Ao Cneundikauii / MeTogis
BUNpobyBaHHsA roTOBOro NikapcbKoro 3acoby, 3okpema: -
3MiHa Ha3BM NokasHuka "Yac nosHoi gedopmadii” Ha "Hac
PO3M'AKLIEHHS NiNodiNbHKX Cyno3nTopiis" 06yMmoBneHo
NpVBEAEHHAM Y BigNoBiaHICTb A0 BUMOr DY - BUNYyYEHHS
NocunaHHs Ha HeakTyanbHi po3ginu AdY 3a nokasHukamu
"lgeHTudpikauis”, "KinbkicHe BU3Ha4yeHHs"

128,

non

pO34uH Ansi
30BHILLHLOTIO
3aCTOCyBaHHS,
cnupToBuii 5 % no 10
mr, abo no 20 mn, abo
no 100 mny
donakoHax

MNPAT
"OITOPAPM"

YkpaiHa

MNPAT "®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny -
BBEJEHHS HOBMX PO3MIpiB Cepii roTOBOro NikapCbKoro
3acoby. 3anponoHoBaHo: 500 kr (51716 dnakoHiB no 10 mn,
25858 dpnakoHis no 20 mn, 5172 ¢nakonu no 100 mn), 1000
Kkr (103432 donakoHriB no 10 mn, 51716 dnakoHis no 20 mn,
10343 donakonu no 100 mr)

6e3
peuenma

UA/8248/01/01

129.

KARIO
NEPMAHIAHA
T

MOPOLLIOK A5 PO34UHY
ANS 30BHILLHBOIO
3acTocyBaHHA No 5,

TOB "UcTok-
Mntoc"

YkpaiHa

TOB "UcTok-Mntoc"

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
BHECEHHS 3MiH O MaTepianiB peecTpaLiiHOro 4ocbe 00
po3giny 3.2.P.7. Cuctema KoHTelrHep/3akynoptoBanbHum

6e3
peuyenma

UA/5815/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
1 donakoH 3 nopoLukom 3acib, a came: BUNyYeHHs iHopMalLii Woao noctadansbHUKIB
nakyBanbHux matepianie: BAT «biomegckno», YkpaiHa; BAT
«[onTaBcbkuin 3aBoA MeANYHOro cknay, YkpaiHa.
3anponoHoBaHo: ®nakoHu 3i ckna knacy | (10 mn) BupobHuk
Shandong Pharmaceutical Glass Co., Ltd., China (llaHbayH
PapmacsbtoTikan Macc Ko., Iltg, Kutan)
130.| KAPOIOAPTIHI cupon in bulk: no 50 n ToBapucTso 3 YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - - UA/14656/01/01
H-3[0OPOB'A y Boukax obmexeHoto obmexeHoto 3MiHK 3 aKocTi. [oToBMI Nikapcbkuin 3acib. Cuctema
BiAgNoBiganbHi BiANOBIgANbHICTIO KOHTeWHep/3aKynoptoBanbHui 3aci6. 3MiHa nocTayanbHuka
CTIo "®apmaueBTniHa nakyBarnbHUX MaTepianiB abo KOMNNEKTYUMX (SKLLO
"®apmaueBTn KOMMaHis 3a3HayeHo B AOCbE) (3amiHa abo AgogaBaHHA
YHa KOMnNaHis "3popos's", YkpaiHa rnocTayarnbHuKa); CynyTHsi 3MiHa
"3popos's" (Bci cTagii - 3miHu 3 gKkocTi. FoToBUIA nikapcbkui 3acib. Cuctema
BUPOOHMLTBA, KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa doopmun abo
KOHTPOIb AKOCTI, PO3Mipy KOHTEelHepa Y1 3aKynoptoBasibHOro 3acoby
BUMYCK cepii); (nepBMHHOIT ynakoBKku) (HeCTepurbHi Nikapcbki 3acobw) -
ToBapwucTso 3 BBEJEHHS HOBOro BMPOGHMKa cnakoHiB nonimepHnx TOB
obmexeHolto «Crarycy, YkpaiHa 4OAAaTKOBO [0 3aTBEPAKEHUX
BiAnoBiganbHICTO BupobHukiB TOB «MPO®IMNACT NTA», YkpaiHa Ta TOB
"XapkiBcbke «MnacTxim», YkpaiHa. Ak Hacnigok, He3HayHi 3MiHK
tapmaLeBTUYHE rabaputHux poamipie cnakoHiB
niagnpYEMCTBO
"3popos'a Hapoay",
YkpaiHa (Bci cTagii
BMPOGHMLTBA,
KOHTPOJb SKOCTI)
131.| KAPOIOAPTIHI cvpon no 50 mn'y ToBapucTso 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/11187/02/01
H-30OPOB'A dnakoHi; no 1 0oBMmexeHo obmexeHo 3MiHM 3 sikocTi. [oToBUIA Nikapcbkui 3acib. Cuctema peuenma
dnakoHy 3 MipHUM BignosiganeHi BignoBiganbHiCcTO KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3MiHa nocTayanbHuka
cTakaHoM Yy Kopobui 3 CTIo "®apmaueBTnYHa nakyBanbHUX MaTepianis abo KOMNNEKTYUMX (SKLLO
KapToHy; no 100 mn y "®apmaueBTn KOMMNaHisi 3a3HayvyeHo B 4OCbe) (3aMiHa abo JoAaBaHHS
donakoHi, no 1 YHa KOMnaHis "3popos's", YkpaiHa rnocTayanbHuka); CynyTHsi 3MiHa
hnakoHy 3 MipHUM "3popos's" (Bci cTagii - 3miHu 3 gkocTi. FoToBMIA nikapcbkuii 3acib. Cuctema
CTakaHoM y Kopobui 3 BMPOBHMLTBA, KOHTelHep/3akynoptoBanbHui 3aci6. 3miHa dopmn abo
KapTOHY KOHTPOIb SIKOCTI, PO3Mipy KOHTENHEepa Yn 3aKyrnopioBasnbHOro 3acoby
BUMNYCK cepii); (nepBWHHOI ynakoBku) (HeCcTepunbHi Nikapcbki 3acobwm) -
ToBapwucTBo 3 BBEJEHHS HOBOro BMPOGHMKa cnakoHiB nonimepHnx TOB
obmexeHo «CtaTycy, YKpaiHa 4oAaTKoBO A0 3aTBEPMKEHUX
BiAnoBiganbHicTO BUpoGHuKiB TOB «MPODINMACT NTO», YkpaiHa Ta TOB
"XapkiBcbke «MnacTxim», YkpaiHa. Ak Hacnigok, He3HayHi 3MiHK
dapmaueBTU4HE rabapuTHUX po3mipiB goriakoHiB
nignprueMcTBO
"3popos's Hapoay",
YkpaiHa (Bci cTapgii
BUPOGHMLTBA,
KOHTPOJI1b SIKOCTi)
132.| KAPMETAOVH TabneTku, BKPUTI yorng TypeuunHa yoprng MEOVUMH TypeuunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/14715/01/01
NniBKOBOIO MEOVNUNH IJTAY CAH. BE 3MiHM Woao 6e3neku/edheKTUBHOCTI Ta hapmakoHarnsgy - | peyenmom
oboroHkoto, 3 INTAY CAH. BE TIDK. A.LL. OHOBMEHHHA TEKCTY MapKyBaHHS YMakoBKU MiKapCbKOro
mMoaundikoBaHUM TIDK. A.LLL

BUBINbHEHHSAM, o 35

3acoby 3 BHECEHHSAM iHcpopMalLlii LWoAo 3a3HavYeHHs
OAVHWLb BUMipIOBaHHS Y cucteMi Sl. TepmiH BBeAEHHS 3MiH
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
mr no 30 Tabnetok y npoTarom 6 MicsAUIB MiCnsa 3aTBEPMKEHHS
GnicTepi; no 2
onictepun B KQpPTOHHI
KopoouUi
133.| KBATTPEKC kancynu no 250 mr no TOB "ACIHO YkpaiHa TOB "dapma Ctapt” YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnmx martepianis: 3miHu | Tuny - bes UA/12875/01/01
10 kancyn y 6nicTepi; YKPATHA" YTOYHEHHS iHcpopMalLlii CTOCOBHO HaHeCeHHs HoMepy cepii peuenma
no 2 bnictepu y Ta TepMiHy NpPMAATHOCTI Ha cTadiax «PacyBaHHa» Ta
KapTOHHIN nayui «MakyBaHHS», L0 0OYMOBNEHO TEXHOMONYHOI MOXIMBICTIO
HaHeceHHs HoMepy cepii Ta TepMiHy NpuaaTHOCTI —
MeTOAOM APYKY B AONOBHEHHS A0 METOAY HaHECEHHS
BiATUCKY, WO cTOCyeTbes po3ainis 3.2.P.3.3. Onuc
BMPOGHMYOro NpoLecy Ta KOHTporo npouecy., 3.2.P.3.4.
KoHTponb KpUTUYHUX CTagdiv i NPOMIXKHOI NPOAYKLUii,
3.2.P.3.5. Banigauis npouecy Ta/abo noro ouiHka; 3miHu |
TUNY - BHECEHHSA 3MiH o posginis 3.2.P.3.4. KoHTporb
KPUTWUYHKX CTaAin i npoMixHOI npoaykuii Ta 3.2.P.3.5.
Banigauis npouecy Ta/abo noro ouiHka, LWo CTOCyTbCH
3MiH Y NpoBeAEeHHi KOHTPOSO NOKa3HWKIB B PYTUHI AN
KancynbHOI Macw Ta AN Karncyn Hepo3dacoBaHUX; 3MiHU
NpOBEAEHHS KOHTPOIIO NOKA3HUKIB Ha (pe)Banigadii ons
Kancyn Hepo3dgacoBaHUX
134.| KETOJOHT- Tabnetkun no 10 mr, no MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/2190/02/01
OAPHULA® 10 TabneTtok y "®apmaueBTu "®apmMaueBTUYHa BHECEHHS 3MiH o po3ainy «Cknag» maTepianis peuenmom
KOHTYPHIN YapyHKOBIN YHa bipma cipma "OapHuusa” peecTpauinHoro agocke Ha 13, a came TepmiH «CepeaHsi
ynakosui, no 1 "OapHuus” Maca TabneTkm» 3amiHeHo Ha «Maca TabneTku», OCKinbKn

KOHTYPHIW YapyHKOBIV
ynakoBLji B nayuj

3a3HayeHa Maca PakTUYHO € HOMiIHANbHOIO;
3anpornoHoBaHo: Maca Tabnetku 180 mr
3MiHn | Tuny - 3MiHn 3 gkocTi. A®Il. KonTtponb A®I. 3miHa y
MeTogax BunpobysaHHs ADI abo BuUxigHoro
maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCS Y Mpoueci BUpobHuuTea AP (iHLwi 3mMiHW
y MeTogax BunpobyBaHHs (BKMoYa4mn 3amiHy abo
ponoBHeHHs1) A®l abo BUXiZHOro/MPOMiXXHOIO NPoAyKTY);
CynyTHA 3MiHa - 3miHu 3 skocTi. ADI. KoHTponb ADI. 3miHa y
napameTpax crneuudikadin Ta/abo JonycTUMUX MeX,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BVXiAHWIN/NPOMIDKHUI NpoAYyKT/peareHT, Lo
BMKOPVCTOBYIOTbCSA Y npoueci BupobHuuytea A®I - amiHn o
cneundikauii A®I 3a nokasHMkaMu: «PO3YMHHICTbY -
3aMpornoHOBaHO NPOBOAMTY BUMPOOYBaHHSA PO3YMHHOCTI
cybcTaHUji B Takux po3vnHHukax: Boga P ta etaHon (96 %)
P BignosigHo o sumor O®Y, 1.4. «MoHorpadii»; «pH
po3umnHy», «CynpoBifHi gomilwkm» Ta «KinbkicHe
BU3HAYEHHA» - A0 cneuudikadii Ta MeToaiB KOHTPOM
BHECEHI peakUiliHi NpaBKku, METOANKU 3anuLLeHi 6e3 3MiH;
«MikpobionoriyHa uncToTa» - NPUBEAEHO Y BiANOBIQHICTE OO
BuMor EP 2.6.12, 5.1.4. «3anuLUKOBI KiNbKOCTi OpraHiyHux
PO34MHHUKIB» ANs BUpobHMKka Symed Labs Limited.
HopmyBaHHs Ta MeToauka BUNpoOyBaHHSA 3anuiueHi 6e3
3MiH, B METOAMKY BHECEHI pefaKLUiiHi npaBku Ansi
BMpob6Huka Vasudha Pharma Chem Limited BBegeHo
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
METOANKY BU3HAYEHHS OPraHiYHNX PO3YMHHUKIB 3
HOPMYBaHHsSIM «MeTaHony He 6inblue 0,3 %, aueToHy He
6inbLwe 0,5 %, etunauetary He Ginbwe 0,5 %, Tonyony He
GinbLe 0,089 %»; 3miHu | TUNY — BUNyYeHHs 3i cneundikauii
Al «lgeHTudikauis C» metogom Y®P-cnekrpomeTpii, Wo
KOpeneTbes 3 TecToM «laeHTudikauis B» metogom BEPX,
B SIKOMY TaKOX BUKOPUCTOBYETLCA cnekTpodoTomeTpis B YO
obnacTi; 3miHu | TUNY — BUNy4eHHs 3i cneumdikauii Ta
mMeTogiB koHTposnto APl nokasHuka «Baxki meTanuy;
3MiHU | TUNY — BONOBHEHHS creuudikauii ADl, BMpobHuLTBa
Vasudha Pharma Chem Limited, noka3Hukom sikocTi «1,2-
[unxnopeTtaH» 3 HOPMyBaHHSIM — He GinbLue 5 ppm.; 3MiHu |
TMNY — BUNYYeHHS 3i cneumdikauii ADI nokasHukiB
«[lMpo3opicTb po3unHy», «KONbOPOBICTb PO3UNHY Y,
«AHOMarnbHa TOKCUYHICTb» Ta «bakTepianbHi eHAOTOKCUHNY,
OCKifNIbKM CyBCTaHLis BUKOPUCTOBYETLCSA AN BUPOOHMLTBA
HecTepurbHUX Nikapcbkux popM; 3MiHu | TUNY — 36inNbLUEHHSA
TepMiHy npugatHocTi A®I; 3anponoHoBaHo: 5 pokis; 3MiHu Il
TMNy — BBEAEHO AofaTkoBoro BupobHuka AP| KetoponakTy
TpomeTamiHy, Vasudha Pharma Chem Limited, India, 3
HadaHHsaM MacTep-daiina Ha A®| o Bxxe 3aTBepa)KEHOro
BMpo6HMKa Symed Labs Limited, India
135 KETOTU®EH Tabnetku no 1 Mr no AT Bonrapis BupobHuLTBO Ykpaina/ BHECEHHS 3MiH O peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/5512/01/01
CODAPMA 10 TabneTtok y "Cocpapma" Hepo3dacoBaHoi Bonrapis 3MiHun wopo 6e3neku/edekTMBHOCTI Ta dhapMakoHarnagy | peuenmom
6nictepi; no 3 npoaykLuii, nepBuHHa (iHwWi 3MiHM) - OHOBNEHHSA TEKCTY MapKyBaHHS NEPBUHHOI
6nictepu B KapTOHHIN ynakoska abo yMaKoBKM Mikapcbkoro 3acoby Ans BupobHuka AT "BitamiHn".
navuj BMPOGHMLUTBO 3a BBegeHHs 3MiH NpoTArom 3-X MicALiB Nicns 3aTBePAXEHHS.
NOBHUM UMKNom: AT
"Codhapma",
Bonrapisi; BTopuHHa
ynakoBka, [03BiN Ha
BUNyckK cepii abo
BMPOGHMLUTBO 3a
NOBHUM UMKNom: AT
"BITAMIHA",
YkpaiHa
136.| KNEKCAH® PO34UH ANS iH'eKuin, TOB "CaHodi- YkpaiHa CAHO®I BIHTPOIN ®paHuis BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: YTOYHEeHHA 3a UA/7181/01/01
10 000 aHTU-Xa MO/1 ABeHTiC IHOACTPIA peecTpauiiHoro Homepa B Hakasi MO3 YkpaiHu Ne 1081 | peuenmom
mMn Ne 2: no 0,8 mny YkpaiHa" Bia 02.06.2021 B npoueci BHeceHHs1 3MiH (3MiHu | Tuny -

LnpuL-8o3i i3
3aXMCHOK CUCTEMOIO
ronku; no 2 Wwnpu-
no3un y bnictepi; no 1
onictepy B KapTOHHiN
kopoobui

3miHu wopao 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsagy.
BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHWX Npo cucTemy
dapmakoHarnsiay (BBEAEHHS y3aranbHEHUX aHUX NPO
cvcTemMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnaay 3asBHMUKa ANst 3AINCHEHHS
dapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
hapmakoHarnsigy (BkIovakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MillieHHi macTep-danna cuctemm papmakoHarmnsgy)
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKA, BiANOBIAanbHOI 3a
dapmakoHarnag. Oitova pegakuis: KniwmH AHTOH
Mukonanosuy. MNMponoHoBaHa peaakuis: XoaakiBcbka
TeTsaHa BavecnasiBHa. 3MiHa KOHTAKTHUX AaHUX
ynoBHOBaxeHOi 0cobu 3asiBHUKA, BignosiganbHoi 3a
tapmakoHarnsa). Pegakuia B Hakasi: UA/7182/01/01. BipHa
peaakuia: UA/7181/01/01.
137, KOMBITAH® Kpanni o4Hi, no 5 mn y AnnepraH Ipnangis AnnepraH Ipnangis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/11289/01/01
onakoHi-kpanenbHuui; | ®apmacbloTika dapmachbioTikans 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy - | peyenmom
no 1 abo 3 chnakoHu- n3 Ipnangis OHOBMEHHHA TEKCTY MapKyBaHHS YNakoBKU MiKapCbKOro
KpanenbHuULi B 3acoby 3 BHECEHHAM iHchopMalLii LLOAO 3a3HavYeHHS
KapTOHHIN ynakoBLji 0oOMHULb BUMIpIOBaHHS y cuctemi Sl
138, KOMIPHATI/ KOHLeHTpaT Ans Mdpanszep CLUA Mdpanszep Benbrisa/ 3miHu | Trny - 3miHKn 3 AkocTi. FoToBUIA Nikapcbkuii 3acib. 3a UA/18592/01/01
COMIRNATY™ avcnepcii ans in'exuii, Eny.Ci.Mi. MeHtoek4ypuHr HimeuyunHa KoHTponb AONOMIDKHUX peYOBWH (iHLWi 3MiHK) - (NOCTaHoBa | peuenmom
1 donakoH (0,45 mn) KopropenLuH Benbria HB, KMY Big 08.02.2021 Ne95). flonaBaHHst Merck KGaA,
MicTuUTb 6 o3 no 30 Benbris; baoHTek Darmstadt, Germany sik anbTepHaTUBHOrO NocTavanbHuKa
MKr; 195 dnakoHis y MeHtodekyypuHr OOMOMDKHOI peqoBMHM xonectepon. [na xonectepony Big
KapTOHHiIN kopooLi 'M6X, Himeyunna noctavanbHuka Merck KGaA nonaTkoBo NpoBOAMTLCS
BM3HaA4Y€HHSA BMiCTY KUCIOT, ANA KOHTPOIIO 3armLLKOBOI
OLTOBOI KMCNOTU BCTAHOBMEHO KpUTEPIi NpuiHATHOCTI "NMT
0.3 ml". BukopucTtaHHs anbTepHaTUBHUX METOAIB
BUNPOBYBaHHS ANs BU3HAYEHHS 3anMLLIKOBUX PO3YMHHWKIB.
139.| KOHLEEPTA® TabneTku TOB YkpaiHa Ansa Kopnope/LuH, CLIA/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/14199/01/01
NPOSIOHroBaHoI Aji No "[>KOHCOH i CLUA (BupobHuuTBO Benbris 3MiHM Wopo 6e3nekn/edbeKTUBHOCTI Ta dhapmakoHarnsgy - | peyenmom
18 mr, no 28 a6o 30 IKOHCOH Hepo3dacoBaHOro OHOBJIEHHS TEKCTY MapKyBaHHS YNaKOBKM IiKapCbKOro
TabneTok y dnakoHi; YkpaiHa" npoaykTty); AHcceH 3acoby 3 BHECEHHSAM iHcpopMalLlii LoAo 3a3HavYeHHs
no 1 dpnakony y ®apmauesTtuka HB, oOMHULb BUMIpIOBaHHS y cuctemi S|
KapTOHHIN nayui Benbria (Bunyck
cepii); Anccen-Cinar
MaHydekuypuHr
Nnc, CWA
(BUpOBHMLTBO
Hepo3adacoBaHOro
NpoAyKTYy, NepBUHHA
Ta BTOPWHHA
ynakoBKu)
140, KOPHEPETEJb | renb o4Hui, 50 mr/r, TOB "bayw YkpaiHa [Op. M'epxapa MaHH HimeyumHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/8545/01/01
® no 5 ry Ty6i; no 1 Ty6i Xenc" Xewm.-cbapm. Gabpuk BBEJIeHHs1 HoBOro BMpobHuka BASF SE ans gitouoi peuenma
B KapTOHHII kopobui vm6X pedvoBuHu Dexpanthenol B sikoro HasisBHuii CEP R1-CEP
2006-233-Rev 02 B JOMNOBHEHHS [0 BXE 3aTBEPMHKEHOTO
BmpobHrka DSM NUTRITIONAL PRODUCTS LTD
141 KOCTAPOKC TabneTkn, BKpUTI ToBapucTso 3 YkpaiHa BMPOGHMLUTBO "in IHpis/ BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/17232/01/01
NniBKOBOKO 06MeXeHo bulk", nepBuHHe Ta Manbta/ 3MiHM Wopao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy - | peuenmom
obornoHkoto, no 30 mr BignosiganbHi BTOPUHHE HimeuunHa OHOBJIEHHS! TEKCTY MapKyBaHHS YNakoBKM FikapCbKOro
no 7 TabneTok y ctio "CaHpos nakyBaHHs: Kagina 3acoby 3 BHECEHHAM iHchopMalLlii LLoAo 3a3HavYeHHS
6nictepi; no 4 YkpaiHa" dapmachbioTikans OLMVHWLb BUMIpIOBaHHSA Y cucTemi SI. BHeceHHs 3MiH fo

GnicTepu B KApTOHHIN
Kopobui

NimiTen, IHais;
TECTYBaHHs:

poaginy «MapkyBaHHsi» MKA J13: 3anponoHoBaHo:
MapkyBaHHs. 3rigHO 3aTBEpKEHOr0 TEKCTY MapKyBaHHS.
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
dapmakep Npemiym TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis nicns
JIta., ManbTa; 3aTBEPAXKEHHSA
BUMYCK Cepint:
Cantotac ®apma
'M6X, HimeyunHa
142 KOCTAPOKC TabneTkn, BKpUTI ToBapucTBo 3 YkpaiHa BUPOGHMLTBO "in IHgis/ BHECEHHS 3MiH 0 peecTpauinHnux martepianis: 3miHu | Tuny - 3a UA/17232/01/02
NniBKOBOIO obmexeHo bulk", nepsuHHe Ta ManbTa/ 3MiHM Woao Ge3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy - | peyenmom
o6onoHKoto, no 60 mr BignosiganbHi BTOPVHHE HimewunHa OHOBJIEHHSI TEKCTY MapKyBaHHS YMakoBKW NikapCbKOro
no 4 Tabnetkn y cTio "CaHpgos nakyBaHHs: Kagina 3acoby 3 BHeECEHHAM iHchopMalLii LWoAo 3a3HavYeHHs
6nictepi; no 1 YkpaiHa" dapmacbtoTikans OAMHULL BUMIpIOBaHHS y cuctemi Sl. BHeceHHs 3miH o
6nicTepy B KapTOHHIW Nimiten, HAis; po3giny «MapkyBaHHsi» MKA J13: 3anponoHoBaHo:
kopobui; no 7 TeCTyBaHHS: MapkyBaHHs. 3ridHO 3aTBEpKEHOr0 TEKCTY MapKyBaHHS.
TabneTok y 6nictepi; Papmakep MNpemiym TepmiH BBEAEHHS 3MiH NPOTArom 6 micauis nicns
no 4 6nictepu B JIta., ManbTa; 3aTBEpPAKEHHSA
KapTOHHiIN kopobui; no BUMYCK Cepint:
10 TabneTok y Cantotac ®apma
6nictepi; no 10 'M6X, HimeuunHa
GnicTepiB y KapTOHHil
Kopobui
143, KOCTAPOKC TabneTkn, BKpUTI ToBapwucTBoO 3 YkpaiHa BUPOGHMLTBO "in IHgis/ BHECEHHS 3MiH A0 peecTpauinHMx matepianis: 3miHu | Tuny - 3a UA/17232/01/03
NNiBKOBOO obmexeHot bulk", nepBuHHe Ta ManbTa/ 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy - | peyenmom
obornoHkoto, no 90 mr BiAMNoBiAanbHi BTOPUHHE HimeyunHa OHOBMEHHHA TEKCTY MapKyBaHHS YNakoBKU MiKapCbKoro
no 7 TabneTtok y cTio "CaHpgos nakyBaHHs: Kagina 3acoby 3 BHECEHHSAM iHcpopMalLii LWoao 3a3HavYeHHs
6nicTepi; no 1 abo 4 YkpaiHa" dapmacbioTikana oaMHULb BUMIiptOBaHHS y cuctemi Sl. BHeceHHs 3amiH fo
6nictepu B KapTOHHIN Nimiten, HAis; po3gainy «MapkyBaHHsi» MKA J13: 3anponoHoBaHo:
kopobui; no 10 TECTYBaHHS: MapkyBaHHs1. 3rigHO 3aTBEPIXXEHOr0 TEKCTY MapKyBaHHS.
TabneTok y 6nictepi; dapmakep MNpemiym TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis nicns
no 10 6nictepis y Nita., ManbTa; 3aTBEpPAXKEHHSA
KapTOHHiI kopobui BUMYCK Cepint:
Cantotac ®apma
'M6X, HimeyunHa
144.| KOCTAPOKC TabneTku, BKpUTI ToBapucTso 3 YkpaiHa BUPOGHMLUTBO "in IHgis/ BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis: 3MmiHu | Tuny - 3a UA/17232/01/04
NniBkOBOIO obmexeHoto bulk", nepsuHHe Ta ManbTa/ 3MiHM Wopo 6e3nekn/edbeKTUBHOCTI Ta dhapmakoHarnsgy - | peyenmom
oboroHkoto, no 120 mr | BignosiganbHi BTOPUHHE HimeyunHa OHOBMEHHA TEKCTY MapKyBaHHS YNakoBKU MiKapCbKoro
no 7 TabneTtok y cTio "CaHpgos nakyBaHHs: Kagina 3acoby 3 BHECEHHSAM iHcpopMalLlii LoAo 3a3HavYeHHs
6nicTepi; no 1 abo 4 YkpaiHa" dapmacbioTikana oaMHULb BUMIiptOBaHHS y cuctemi Sl. BHeceHHs 3amiH fo
6nictepu B KapTOHHIN Nimiten, HAis; po3gainy «MapkyBaHHsi» MKA J13: 3anponoHoBaHo:
KopobLi TeCTyBaHHS: MapkyBaHHs. 3riHO 3aTBEpPKEHOr0o TEKCTY MapKyBaHHSI.
dapmakep MNpemiym TepmiH BBeQEHHS 3MiH NpOTAroM 6 micauis nicns
Nta., ManbTa; 3aTBEPAKEHHSI
BUMYCK Cepint:
Cantotac ®apma
'M6X, HimeyuunHa
145.| KCAMION® renb no 15,30 r,60 r JIEO dapma Nanis JIEO dapma A/C Oanis BHECEHHS 3MiH [0 peecTpauiiHix matepianis: 3miHu | Tuny - 3a UA/13535/01/01
y chnakoHi; no 1 A/IC BHECEHHS 3MiH Ao Cneumdikauii N3, 3okpema: 3By4eHHs | peuernmom

bnakoHy y KapTOHHIN
kopoobui

KpUTEPITB NPUAHATHOCTI 32 NoKas3HUKOM "B'a3kicTb".
BanponoHoBaHo: 0,4-1,2 Ma*c; 3MiHu | TUNY - BBEAEHHS
nepioanMYHOCTI KOHTPOIMO 3a nokasHukoM "MikpobionoriuHa
yncToTa": TeCTyBaHHS MPOBOAUTLCS Ha KOXHIn 20 cepii abo
NPUHaNMHI Ha OHIN cepii KOXHI 6 MicAUIB 3anexHo Big Toro,
LLIO € HaWBINbLL YaCcTUM; 3a3Ha4YEHHs KpUTEPIiB NPUNHATHOCTI
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BigMNOBIQHO BiANOBIAHO OpuriHanbHUX MaTepianis
BMPOGHMKA; 3MiHW | TUNY - BHECEHHS 3MiH A0 MeTogais
BunNpobyBaHHs 3a nokasHvkamu "loeHTudikauis"”, "KinekicHe
BM3HadveHHs: KanbuunoTpiony moHorigpaT, betameTtasony
avnponioHaty", " OpraHiyHi gomiwkKn", 3okpema: 3amiHa
mMeToauk BunpobyeaHHs BEPX Ha meToauky BUnpobyBaHHs
ynbTpa-BEPX; 3amiHu | Tuny - BHECEHHs 3MiH A0 p.
3.2.P.7.Cuctema KoHTelHep/3akynoptoBanbHuii 3aci6,
30kpema: 3i crneumdikauii BunyyeHo 14 cnektp ans
iAeHTuiIKaLii NNacTMKOBMX MaTepianis; 4O04AHO CXeMaTUYHi
KpecneHHs hnakoHy, roprioBMHW nakoHy, Hacagku Ta
KPULLIKW; Y cneumdikaLii 3a3Ha4yeHo po3mipy NepBUHOro
naKkyBaHHsi; OHOBMNEHW hopmart po3ainy; 3MiHu | Tuny -
BHeCeHHs 3miH Ao Cneumdikauii 113, 3okpema: npuBeaeHHS
KPUTEPIIB NPUMHATHOCTI 32 Noka3Hnkamu "lgeHTundikauia" Ta
"OpraHivHi gAoMiWwKkK" y BiANOBIQHICTE 4O OpUriHaNbHUX
matepianis BUPOGHWKa

146.

KCUNO-TEBA

cnpen HasanbHWUN,
po3unH 0,5 mr/mn; no
10 mn y cknsHomy
¢nakoHi 3 403aTOpOM;
no 1 dnakoHy y
KapTOHHIN kopobui

TOB «TeBa
Ykpaina»

YkpaiHa

LinbHNus, ska
Bignosigae 3a
BMPOGHMLTBO
npenapary in bulk,
nakyBaHHsi Ta
BMNYCK cepin;
LinbHWus, sika
BianoBigae 3a
KOHTPOIb SKOCTI:
Mepkne M'm6X

Himeyumna

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3MiHa
3asiBHUKA (BNacHMKa peecTpauinHoro NocBigYeHHs) (3rigHo
Hakady MOS Big 23.07.2015 Ne 460); 3MiHn | Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEeHWX aHWX NPO CUCTEMY
cbapmakoHarnsgy (BBe4eHHS y3ararnbHEHUX AaHUX Npo
cucTemMy chapMakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
BiZNOBIganNbHOI 3a 34iIMCHEHHSA hapMaKoHarnsay; KOHTAKTHOI
ocobu 3 hapmakoHarnsaay 3asiBHUKa ANns 3OiNCHEHHSs!
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
y po3MmilLieHHi macTep-anna cuctemu bapmakoHarnsgy) -
3miHa ynoBHOBaXeHOI 0cobu 3asiBHMKa, Bi4MOBiAanbHOI 3a
dapmakoHarnag. Hitova pepakuia: Orit Stern-Maman.
MponoHoBaHa pepakuis: buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHMX JAHMX YNOBHOBaXXEHOI 0CObM 3asiBHUKA,
BignoBiganbHoi 3a dhapMakoHarnsg

6e3
peuenma

UA/8161/01/01

147.

KCUNO-TEBA

cnpew HasanbHUi,
po3uuH 1 mr/mn no 10
MI 'y CKINSiHOMY
dnakoHi 3 4O3aTopOM;
no 1 dnakoHy y
KapTOHHiIl kopobuyi

TOB «TeBa
YkpaiHa»

YkpaiHa

LinbHuus, sika
Bignosigae 3a
BUPOBHMLTBO
npenapary in bulk,
nakyBaHHs Ta
BUWMYCK Cepit;
LinbHuus, sika
Bignosigae 3a
KOHTPOIb SIKOCTi:
Mepkne M'm6X

Himeyunna

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHa
3asiBHUKA (BNacHMKa peecTpauinHoro NocBig4eHHs) (3rigHo
Hakady MOS Big 23.07.2015 Ne 460); 3MiHn | Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsay.
BeeaeHHs abo 3MiHu [0 y3aranbHeHVX AaHWX Npo CUCTEMY
dapmakoHarnsaay (BBeAeHHS y3aranbHEeHUX 4aHuX Npo
cucTeMy chapMakoHarnsiay, 3MiHa ynoBHOBaXeHoi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHWUKa AN 3AINCHEHHS
dapmakoHarnagy B YkpaiHi, SKLWo BoHa BiAMiHHA Big
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
apmakoHarnsay (BK4aouy KOHTaKTHI AaHi) Ta/abo 3MiHn
y po3MmilLieHHi macTep-anna cuctemu bapmakoHarnsay) -
3miHa ynoBHOBaXkeHOi 0cobu 3asiBHUKaA, BigMoBiganbHoi 3a

6e3
peuenma

UA/8161/01/02
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
dapmakoHarnag. Hitova pegakuia: Orit Stern-Maman.
MponoHoBaHa peaakuis: buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHMX AaHWUX YNOBHOBaXeHOi 0CobM 3asiBHUKA,
BignosiganbHoi 3a dhapmakoHarmsig
148.| NA®EPOBIOH NMOPOLLIOK Ha3anbHUN, TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/16017/01/01
no 100 000 MO, 5 "BIOPAPMA" "BIOPAPMA" 3MiHa BHOCUTBCS Y 3B’A3KY 3 NpMBEAEHHAM creumndikaLin peuenma
hnakoHiB 3 NOPOLLIKOM BXiIHOrO KOHTPOO AOMNOMIXKHUX PEYOBUH (HaTpito xnopua,
y bnicTepi; no 2 nekctpaHn-70 ans iH'ekuin, kanito aurigpodocdat, AMHaTpio
6nictepu B naywi 3 docdar gogekarigpaT, Boga Ans iH'exuini) 4O BUMOT
KapToHy BiAMOBIAHMX MOHOrpadii €Esponericbkoi hapmakonei -
npuBeaeHHAM cneundikauii AOMOMIKHUX PEYOBWH A0 BUMOT
OdY Ta €Bponeiicbkoi hapmakonei; 3miHu | Tuny - 3amiHa
BHOCUTbCS y 3B’A3KY 3 OHOBINEHHAM (aKTyari3auieto)
cneuudikaLin BXiGHOTO KOHTPOIIO MEPBUHHOIO NaKyBaHHS
(dbnakoHu 3 TpybKM cknsiHOT Npo3opi, Npobku rymoBi Ans
niogineHoi cywkn) o sumor n.3.2 KoHteriHepn AdPY, sk
Hacnigok oHosneHHs po3ainy 3.2.P.7 Cuctema
KOHTeWHep/3aKynoptoBanbHui 3acib
149.| NEBILUTAM TabneTkn, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/11396/01/01
250 NNiBKOBOO YKPATHA" 36inbLueHHs po3mipy cepii [J13 no 250 mr; 3anponoHoBaHo: | peuenmom
obornoHkot, no 250 mr 45 000 Tabnetok (18,09 kr) 150 000 TabneTtok (60,30 kr) 340
no 10 TabneTtoky 000 TabneTok (136,68 kr) [lonaTkoBO BHECEHI
6nicTepi; no 3 abo 6 pefakTopcbkui npasku Ao posainy 3.2.P.3.2. woao
GnicTepiB y KapTOHHil BUMNPaBEHHS 3HaYeHb TEOPETUYHOI KifTbKOCTi JOMOMDKHUX
navui PEYOBUHYM (KpOXMarnb KyKypYA3SHWUI NpoXenaTuHI30BaHW
Ta MarHito cteapar), sika BUHWUKNA NpW OKpYyrneHi 3HaveHb
ans cepii M3 no 500 mr o6’emom 241,4 kr (300 000
TabneTok); 3miHu | Tuny - 3aTBepmKeHHs MKA 13
YKpaiHCbKO MOBOIO
150.| NEBILUTAM TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx matepianis: 3miHu | Tuny - 3a UA/11396/01/02
500 NniBKOBOIO YKPAIHA" 30inbLueHHs po3mipy cepii 113 no 250 mr; 3anponoHoBaHo: | peyenmom
o6ornoHkoto, no 500 mr 45 000 Tabnetok (18,09 kr) 150 000 TabneTtok (60,30 kr) 340
no 10 TabneTok y 000 TabneTok (136,68 kr) JonaTkoBO BHECEHI
onictepi; no 3 abo 6 pefakTopcbkui npaeku Ao po3ainy 3.2.P.3.2. woao
GnicTepiB y KapTOHHil BUMNPaBEHHS 3HaYeHb TEOPETUYHOT KifTbKOCTi JOMOMDKHUX
nauui PEYOBUHYM (KpOXMarnb KyKypYyA3sSHUIA NpoXenaTUHI30BaHWI
Ta MarHito cteapar), sika BUHWKINA NpW OKpYrneHi 3Ha4YeHb
ans cepii M3 no 500 mr o6’emom 241,4 «r (300 000
TabneTok); amiHu | Tuny - 3aTBepakeHHs MKA J13
YKpPaiHCbKOIO MOBOIO
151 NEBOMILIETUH | po3ynH HallKipHWiA, MPAT YkpaiHa MPAT "®ITODAPM" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/8046/02/01
Y PO34UH cnupToBuii 0,25 % no "®OITOPAPM" 3MiHu 3 sKocTi. FoTOBMIA nikapcbkuid 3aci6. 3miHu y peuenma
CMNUPTOBUN 25 mn y cdonakoHax BMPOBHMLTBI. 3MiHa po3Mipy cepii (BKMoYaoum gianasoH
0,25% po3mipy cepii) roToBOro nikapcbkoro 3acoby (3MeHLUEeHHS A0

10 pasiB) - BBeileHHSI oAaTKOBOrO po3mipy cepii 13.
3anponoHoBaHo:
500 kr (22750 donakoHis no 25 mn); 1000 kr (45501 dnakoH
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
no 25 mn)
152, NEBOCWUH masb, no 40 ry Ty6i, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/8326/01/01
no 1 Ty6i B nayui 3 "Ximcpapmsas "Ximcbapmaasoq 3MiHN Wwopo 6esnekn/edekTUBHOCTI Ta hapmMakoHarnsgy. peuyenma
KapToHy oA "YepsoHa "YepsoHa 3ipka" BBepaeHHs abo 3MiHM A0 y3aranbHeHVX AaHUX Npo cuctemy
3ipka" dapmakoHarnsay (BBeAeHHS y3aranbHeHUX 4aHuX Npo

cvcTemMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIganbHOI 3a 34iNCHEHHSA (hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHMUKa NS 3AINCHEHHS
dapmakoHarnsay B YkpaiHi, AKWwo BOHa BiAMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
y po3milLieHHi macTep-anna cuctemu bapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHMX YNOBHOBaXeHOI ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay

153.| NEBO®JIOKCA | Tabnetku, BKpUTI TOB "TeBa YkpaiHa AkTasic NNT ManbTta BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/11952/01/01
LUMNH-TEBA NniBKOBOKO YkpaiHa" 3MiHM BHECEHI [0 IHCTPYKUiT AN MeQNYHOro 3aCTOCyBaHHSA | peuernmom
obornoHkoto, no 250 nikapcbkoro 3acoby y po3ainu "OcobnuneocTi 3acTocyBaHHS",
mr, no 5 Tabnetok y "Mo6ivHi peakuii" BigNoBigHO 4O OHOBMEHOI iHdopMmaLlii
6nicTepi; no 2 Lono 6esnekm Aitoyoi pevoBnHN. BBeAeHHS 3MiH NpoTarom
6nicTepu B KApPTOHHIl 6-Tn MicaLiB nicns 3aTBEPOXKEHHA
Kopobui
154.| NEBO®JNIOKCA | Tabnetku, BKpUTI TOB "TeBa YkpaiHa Axtagic NTA ManbTa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/11952/01/02
LUMWH-TEBA NniBKOBOIO YkpaiHa" 3MiHM BHECEHI 0 IHCTPYKUiT AN MeQUYHOro 3aCTOCyBaHHA | peuernmom
obornoHkoto, no 500 nikapcbkoro 3acoby y po3ainu "OcobnunBocTi 3acTocyBaHHS",
mr, no 5 Tabnetok y "MobiyHi peakuii" BigNoBigHO [0 OHOBMNEHOI iHpopMaLii
6nicTepi; no 2 Loao 6esnekm Aitoyoi pevyoBnHN. BBeaeHHS 3MiH npoTsarom
6nicTepu B KAPTOHHIN 6-TW MicauiB nicna 3aTBepaXKEHHS
kopooui
155, NEBOLUH-H PO34uH ANS iHAY3in, TOB YkpaiHa BIOCEP C.A. peuis/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/12842/01/01
500 mr/100 mn, no 100 | "®APMACEN" MAPEHTEPAJ YkpaiHa noAaHHs HOBOTO cepTudikaTa BiANOBIAHOCTI €BpoNencekii | peuenmom
mn abo no 150 mn y CONnLwHC dapmakonei Ne RO-CEP 2019-023-Rev 00 ans gitoyoi
dnakoHi; no 1 IHOACTPI, peuis pevoBuHU Levofloxacin hemihydrate Big Bxe 3aTBepaXeHOro
dnakoHy B nayi 3 (HeposdacoBaHui BupobHuka Neuland Laboratories Limited., IHgisi; 3miHu |
KapTOHY nNpoayKT, NepBUHHA TUNY - NOAAHHS OHOBIEHOro cepTudikaTa Bi4NOBIAHOCTI
yrnakoBka, BTOPUHHA €sponevicbkin dapmakonei Ne RO-CEP 2019-023-Rev 01
yrnakoBka, ons gitoyoi pevoBuHu Levofloxacin hemihydrate Big Bxe
KOHTpornb); TOB 3aTBepakeHoro BupobHuka Neuland Laboratories Limited.,
"®APMACEN", IHAis

YkpaiHa (KoHTporb,
BUNYCK cepii)

156.| NEFKONAKC MOPOLLIOK AN MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu 3 bes UA/15646/01/01
opanbHoro posuyuHy no | "KuiBmeanpen "KniBmegnpenapat” sKocTi. [oToBMI nikapcbkuii 3aci6. Cuctema peuenma
150rB apat" KOHTeWHep/3aKkynoptoBanbHuiA 3aci6. 3miHa y nepBUHHIN
nonieTuneHoBi 6aHLi, ynakoBLii FOTOBOrO NikapCbKoro 3acoby (Tvn koHTenHepa abo
no 1 6aHui B nayui [o[aBaHHs HOBOTO KOHTeNHepa) - TBepai, M'ski Ta
pasom 3 MipHOI0 HecTepunbHi pigki nikapcbki hopmu - BBeaeHHs

noxkow; no 4,0re anbTepHaTVMBHOIO NakyBaHHS, @ came MnonieTuneHoBi 6aHku
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157.

JNIETKOJNAKC

abo 10, abo no 20

nakeTiB-calle B navuj

3 KpuLKoto | npoknaakoto no 150 r ta 300 r 3 BHECEHHAM
BiANOBIgHWX 3MiH 0 p. «YnakoBka» MKA N13. Y 38’a3ky 3
[o[aHHSAM HOBMX ynakoBok (6aHok no 150 r ta 300 r,
CropsAMKEHNX MIpPHOI NOXKOto 3 noginkamu 4 i 10 r)
BHOCWTbLCS BiANOBIAHE KoperyBaHHsA 4o p. «Cknapy,
OHOBMIOETLCS crneuyndikauis (qoaaeTbes cneyndikadis Ha
MOMEHT BMMNYCKYy Ta NPOTAroM TepMiHy NpMAATHOCTI ANd
HOBOTO TUMY NaKyBaHHs1)) Ta METOAIB KOHTPOSO SAKOCTi
(3a3HayeHHs ynakoBku) Ans n. «lgeHTudikauis A»,
«lpeHTudikauis By, «KucnoTHictb abo nyxHicTby,
«®opmanbgerigy, «Boga», «KinbkicHe BU3Ha4YeHHsI» Ta p.
«TepMiH npuaaTHOCTI». 3MiHWM BHECEHO [0 iHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby Ao po3Ainis
"Cknapg", "Cnocib 3actocyBaHHs Ta go3un", "TepmiH
npugaTHocTi", "YMoBM 36epiraHHs" (yTOUYHEHHSs iHdopmauii
6e3 3miHM TemnepaTypHOro pexumy), "Ynakoska" Ta
BiAMOBIAHI 3MiHWN B TEKCTi MapKyBaHHS yMaKkoBKMN MiKapCbKOro
3acoby. BeegeHHsi 3amMiH npoTsArom 6-T MicauiB nicns
3aTBEPKEHHS. 3MiHM 3 AKOCTi. [0TOBUI NiKapcbKuii 3acio.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo OoNycTUMUX MEX roTOBOro
nikapcbkoro 3acoby ([oNoBHeHHS cneumdikalii HOBUM
NMOKa3HUKOM 3 BiANOBIAHMM METOAOM BUMPOBYBaHHS) -
[onoBHeHHs cneuudikaLii HOBUM NOKa3HUKOM
«OpHOopigHICTL MacK J03, WO BUTAraTbes i3
6araTto030BOro KOHTEVHepay 3 BiANOBIAHMM METOLOM
BUNpoOyBaHHA ANs anbTepHaTUBHOIO NakyBaHHs (GaHku 3
nonietuneny no 150 r abo 300 r). 3miHu 3 skocTi. [oToBMI
nikapcbkuii 3aci6. KoHTporb rotoBoro nikapcbkoro 3acoby
(iHWi 3MiHK) - OHOBMNEHHS BXe 3aTBEPAXEHUX METOAIB
KOHTPOIIO AKOCTI NikapcbKkoro 3acoby, a came BUKIAAEHHS
TEKCTY AIEP>KaBHOK MOBOHO 3riJHO Cy4aCHMUX BUMOT.
BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUiB NiCNs 3aTBEPOXEHHS.
3MiHn 3 gKocTi. MegunyHi npucTpoi (iHwi 3miHK) - BBegeHHs
MipHOT NOXKM 3 noginkamu 4 i 10 r 4na anbTepHaTUBHOIO
nakyBaHHs (6aHku 3 nonietuneHy no 150 r abo 300 r), a
came: no 150,0 r B nonieTuneHoBi 6aHLi 3 KpULLKOHO i
npoknazgkot. 1 6aHKy pa3om 3 iIHCTPYKLIE Ans MeanyYHOro
3aCTOCYBaHHsI Ta MipPHOI NOXKO0 MOMILLaI0Tb B Nayky; no
300,0 r B 6aHLi NonieTUNEHOBIN 3 KPULLIKOI i NpoKnaakoto. 1
0aHKy pasoMm 3 iHCTPYKLIE ANs MEANYHOIO 3aCTOCYBaHHS
Ta MipHOI NOXKO0 MOMILLa0Th B NaYky. 3MiHU BHECEHO A0
iHCTPYKUIii ANa MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby go posginis "Crocib 3actocyBaHHs Ta gosu",
"YnakoBka" Ta BignoBiA4Hi 3MiHW B TEKCTi MapKyBaHHS
ynakoBKW fikapcbkoro 3acoby. BBeeHHs1 3MiH npoTsirom 6-
TV MiCSILIB MiCNsi 3aTBEPOXKEHHS.

NOPOLLOK Ans
oparnbHOro po3ymHy no
300rB

nonieTuneHosii 6axuj,

NAT
"KviBmegnpen
apat”

YkpaiHa

NAT
"Kuismegnpenapat”

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiliHix maTepianis: 3miHu 3
sKocTi. [oToBMI nikapcbkuii 3aci6. Cuctema
KOHTENHep/3aKynoproBanbHuUii 3acio. 3miHa y NepBUHHIN

ynakoBLli FOTOBOro Nikapcbkoro 3acoby (Tvn koHTenHepa abo

6e3
peuyenma

UA/15646/01/02
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158,

JNIIBEPATTI®

no 1 6aHuji B nayuj
pasom 3 MipHOI0
noxkoto; no 10,0 r 8
naketax-cawle no 4
abo 10, abo no 20
nakeTiB-calle B navuj

[oJaBaHHA HOBOTO KOHTenHepa) - TBepai, M'siki Ta
HecTepurbHI pigki nikapcbki opmm - BBeaeHHs
anbTepHaTVMBHOIO NakyBaHHS, @ came rnonieTuneHoBi 6aHku
3 KpuLKoto | npoknazgkoto no 150 r ta 300 r 3 BHECEHHSAM
BiANOBIgHWX 3MiH 0 p. «YnakoBka» MKA J13. Y 3B’A3ky 3
[ofaHHSAM HOBMX ynakoBok (6aHok no 150 r ta 300 r,
CMopsAMKEHNX MipHOI NOXKOto 3 noginkamu 4 i 10 r)
BHOCWTbLCS BiANoOBiAHE koperyeBaHHsA 4o p. «Cknapy,
OHOBMIOETLCS crneundikauis (4oaaeTbes cneumdikauis Ha
MOMEHT BMMYCKYy Ta MPOTAroM TepMiHy NpuaaTHOCTI Ans
HOBOTO TUMY MaKyBaHHA)) Ta METOAIB KOHTPOMIO SKOCTI
(3a3HayeHHs ynakoBku) Ans n. «lgeHTudikauis A»,
«lpeHTudikadisi By, «KucnotHictb abo nyxHicTb»,
«®opmanbgerigy, «Boga», «KinbkicHe BU3Ha4YeHHsI» Ta p.
«TepMiH npuaaTHOCTI». 3MiHWM BHECEHO [0 iHCTPYKUiT Ans
MeAMNYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby Ao po3Ainis
"Cknapg", "Cnocib 3actocyBaHHs Ta go3un", "TepmiH
npugaTHocTi", "YMoBM 36epiraHHs" (yTOUYHEHHSs iHdopmauii
6e3 3MiHM TeMnepaTypHOro pexumy), "Ynakoska" Ta
BiAMOBIAHI 3MiHN B TEKCTi MapKyBaHHS yMakoBKW NiKapCbKOro
3acoby. BeegeHHsi 3amMiH npoTsArom 6-T MicauiB nicns
3aTBEPAKEHHS. 3MiHM 3 AKOCTi. [0TOBUI NiKapcbkuii 3acio.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JONyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby ([onoBHeHHS cneundikaLii HOBUM
NMoKa3HUKOM 3 BiANOBIAHMM METOAOM BUMPOBYBaHHS) -
[onoBHeHHA cneundikaLii HOBUM MOKa3HUKOM
«OpHOopigHICTL MacKu J03, WO BUTAraTbes i3
6araTto030BOro KOHTEVHepay 3 BiANOBIAHMM METOLOM
BUNpoOyBaHHA AN anbTepHaTUBHOIO NakyBaHHs (GaHku 3
nonietuneny no 150 r abo 300 r). 3miHu 3 skocTi. [oToBMI
nikapcbkuii 3aci6. KoHTporb rotoBoro nikapcbkoro 3acoby
(iHWi 3MiHK) - OHOBMNEHHS BXe 3aTBEPAXEHUX METOAIB
KOHTPOIIO AKOCTI NikapcbKkoro 3acoby, a came BUKIAAEHHS
TEKCTY IEP>KaBHOK MOBOHO 3riJHO Cy4aCHMUX BUMOT.
BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUiB NiCNs 3aTBEPOXEHHS.
3MiHu 3 sKkocTi. MegunuHi npucTpoi (iHwi 3miHK) - BBegeHHst
MipHOT NOXKKM 3 noginkamu 4 i 10 r 4na anbTepHaTUBHOIO
nakyBaHHs (6aHku 3 nonietuneny no 150 r abo 300 ), a
came: no 150,0 r B nonieTuneHoBi 6aHLi 3 KpULLIKOKO i
npoknazgkot. 1 6aHKy pa3om 3 iIHCTPYKLIE Ans MeanyYHOro
3aCTOCYBaHHsI Ta MipPHOIO NOXKO0 MOMILLAITb B Nayky; No
300,0 r B 6aHLi NonieTUNEHOBIN 3 KPULLIKOI i NpoKnaakot. 1
©aHKy pasoMm 3 iHCTPYKLE ANA MEANYHOIO 3aCTOCYBaHHS
Ta MipHOI NOXKOH0 MOMILLalThb B Nayvky. 3MiHU BHECEHO A0
IHCTPYKLUIii ANa MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby no posainis "Cnocib 3actocyBaHHsA Ta Jo3un",
"YnakoBka" Ta BignoBiA4Hi 3MiHW B TEKCTi MapKyBaHHS
ynakoBKW fnikapcbkoro 3acoby. BeBeeHHs1 3MiH npoTsrom 6-
TV MiCSILIB MiCNsi 3aTBEPLKEHHS.

TabneTku, BKpUTI

TOB

YkpaiHa

JlabopaTopioc JleoH

IcnaHis

BHECEHHS 3MiH [0 peecTpauinHmx martepianis: 3miHu | Tuny -

3a

UA/16408/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
NniBKOBOIO "BOPBAPTC dapma, C.A. BBEJEHHS 4OAaTKOBOro po3mipy cepii ans 6inux Tabnetok | peyenmom
obornoHkoto, 0,02 mr/3 SAPMA" nnaue6o. 3anpornoHoBaHo: 1 250 000 TabneTok; 6 000 000
Mr, no 28 (24+4) Tabnetok
TabneTok y 6nicTepi,
no 1 Gnictepy pasom 3
KaneHgapHo
LUKanot, TpuMayem
Aans énictepy y
Kopo6Lli 3 KApTOHY
159.| NIBA3O TabneTku, BKPUTI Pekopaarti Ipnangis BUPOBHMK PpaHuis/ BHECEHHS 3MiH 40 peecTpauiiHUX MaTepianis: BUNpaBneHo 3a UA/11963/01/03
NniBKOBOIO AineHg Nto Hepo3dacoBaHOro ITanis TEXHIYHY NOMWIIKY Yy TEKCTi MapKyBaHHSI BTOPUHHOI YAKOBKWU | peuernmom
o6ornoHkot, No 4 wmr, npoaykry: M'ep nikapcbkoro 3acoby (TabneTku, BKpUTI MNiBKOBOIO
no 7 TabneTok y ®abpe MegikamaH o6ornoHkot, no 4 mr). SANPONMOHOBAHO: 17. IHLWE
6nicTepi; mo 1 MpoatoKcoH, pitavastatin 4 mg. 3a3HayeHe BuNpaBneHHs BiANoBifae
GnicTepy B KapTOHHiW ®paHLis; BUPOGHNK, apxiBHMM MaTepianam peecTpauiiHoro 4ocbe
kopobui; no 14 KU 30iNCHI0E
TabneTok y 6nictepi; nepBuHHe Ta
no 2 6nictepu B BTOPUHHE
KapTOHHiIN kopobui; no nakyBaHHS,
15 Tabnetok y Bignosigae 3a
6nictepi; no 2 KOHTPOSb SKOCTi Ta
6nictepu B KapTOHHIN BMNYCK cepii:
Kopobui Pekopgaarti IngacTpia
Ximika e
dapmaceBTika
C.n.A., Itanis
160, NIAOKATHY PO34uH ANS iH'eKuin, MNAT YkpaiHa MAT "lanuudpapm"” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/4364/01/01
rigpoxnopPua | 20 mr/mn, no 2 mn B "Manuudapm” 3MiHM BHECEHi [0 IHCTPYKLUIT ANns MeaMYHOro 3acToCcyBaHHA | peyenmom
amnyni; no 10 amnyn y nikapcbkoro 3acoby ao posginy "OcobnueocTi
KOHTYPHIiW YapyHKOBI 3acTocyBaHHs" Woao 6e3neky 3acToCyBaHHS AOMNOMIKHOT
ynakoBLj; 1o 1 peyYoBUHM HaTpito xnopua. BBeaeHHs 3MiH npoTarom 6-Tu
KOHTYPHIW YapyHKOBIW MicsiLiB nicns 3aTBepaXKEHHS
ynakoBLi B nayui; no 2
mn B amnyni; no 10
amMnyn y kopooui
161.| NIBNHOMNPUI- TabneTku no 2,5 mr no TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHa 3a UA/8705/01/01
TEBA 10 TabneTok y YkpaiHa» dapmaLeBTUYHUIA 3asiBHMKA (BMacHMKa peecTpaLiiHoro noceigvyeHHs) (3rigHo | peyenmom
6nicTepi; no 3 abo 5 3aBog TEBA Hakady MOS3 Big 23.07.2015 Ne 460): 3miHu BHeceHi Lwoao

GnicTepis y kopobui

Ha3BW 3asiBHMKA Ha TUTYIbHIN CTOPIHLI TEKCTY MapKyBaHHS
ynakoBok J13. 3minu | Tuny - 3miHn wono
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
3MiHW 00 y3aranbHeHVX AaHuX Npo cucTemy
dapmakoHarnsaay (BBeAeHHS y3aranbHeHUX AaHuX Npo
cucTeMy chapMakoHarnsiay, 3MiHa ynoBHOBaXeHoi ocobu,
BiAnoBiganbHoi 3a 34iINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsaay 3asiBHUKA ANs 34iINCHEHHS
dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHa Big
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsaay (BKoYarym KOHTaKTHI AaHi) Ta/abo 3miHm
y po3MilLieHHi macTep-anna cuctemm bapmakoHarnsiay)
3miHa ynoBHOBaXkeHOT 0cobu 3asiBHUKA, BiANoBigansHoi 3a
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162.

NIBUHOMNPUII-

dapmakoHarnag. Hitova pegakuis: Orit Stern-Maman.
MponoHoBaHa peaakuis: buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHMX AaHWUX YNOBHOBaXeHOi 0CobM 3asiBHUKA,
BiANoOBiganbHOI 3a hapmakoHarnsg.

163.

TEBA

NI3NHONPUN-

TabneTkn no 5 mr no
10 TabneTtok y
6nictepi; no 3 abo 5
GnicTtepiB y kopobui

Tabnetkn no 10 mr no

TOB «TeBa
YkpaiHa»

TOB «TeBa

YkpaiHa

YkpaiHa

AT
dapmaLeBTUYHUIA
3aBog TEBA

AT

YropwwmHa

BHECEHHS 3MiH [0 peecTpaLinHmx maTtepianis: 3miHa
3asiBHUKA (BnacHWKa peecTpauinHoro noceig4yeHHs) (3rigHo
Haka3dy MOS3 Big 23.07.2015 Ne 460): 3miHu BHeceHi woao
Ha3BW 3asiBHMKA HA TUTYSbHIN CTOPIHLI TEKCTY MapKyBaHHS

ynakoBok J13. 3minu | Tuny - 3miHn wopo
6e3nekn/edekTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHM 0O y3aranbHEeHUX AaHnX Npo cUcTemy
dapmakoHarnsay (BBeAeHHS y3aranbHEeHUX 4aHUX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BiZNOBIganbHOI 3a 34iIMCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHWUKa NSt 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHA Big
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
hapmakoHarnsay (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHm
y PO3MilLieHHI macTep-anna cuctemm papmakoHarnsgy)
3MiHa ynoBHOBaXeHOI 0cobu 3asBHUKa, BiAMOBIAANbHOI 3a
dapmakoHarnag. Hitova pepakuin: Orit Stern-Maman.
MponoHoBaHa pepakuisi: buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHMX JAaHWX YNOBHOBAaXXEHOI 0CObM 3asiBHUKA,
BignosiganbHOI 3a hapmakoHarnag.

3a
peuerimom

UA/8705/01/02

164.

TEBA

NIBUHOMNPUI-

10 TabneTtok y
6nictepi; no 3 abo 5
GnictepiB y kopobui

Tabnetku no 20 Mr no

YkpaiHa»

dapmaLeBTUHHUIA
3aBog TEBA

YropwuHa

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHa
3asiBHUKA (BnacHWKa peecTpauiniHoro NocBeigvyeHHs ) (3rigHo
Hakady MOS3 Big 23.07.2015 Ne 460): 3miHu BHeceHi Lwoao
Ha3BW 3asiBHUKA HA TUTYIbHIV CTOPIHLi TEKCTY MapKyBaHHs

ynakoBok J13. 3minu | Tuny - 3miHn wopao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
3MiHWN [0 y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
cucTemMy chapMakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
BiZNOBIgaNbHOI 3a 34iIMCHEHHS (hapMaKoHarnsay; KOHTAKTHOI
ocobu 3 hapmakoHarnsaay 3asiBHUKA ANs 34iINCHEHHS
dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHa Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnsaay (BKoYarum KOHTaKTHI AaHi) Ta/abo 3miHm
y po3MilLieHHi macTep-anna cuctemu dhapmakoHarnsiay)
3miHa ynoBHOBa)eHOi 0cobu 3asiBHMKa, BiANOBIAaNbLHOI 3a
dapmakoHarnag. Hitova pepakuia: Orit Stern-Maman.
MponoHoBaHa pepakuis: buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHMX JAHMX YNOBHOBaXXeHOI 0cObYM 3asiBHUKA,
BignoBiganebHoi 3a papMakoHarnsag,.

3a
peuerimom

UA/8705/01/03

TEBA

10 TabneTok y
6nictepi; no 3 abo 5
GnicTtepis y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

AT
dapmMaLeBTUYHWIA
3aBog TEBA

YropwuHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHa
3asiBHUKA (BNacHMKa peecTpauinHoro NocBia4eHHs) (3rigHo
Hakady MOS3 Big 23.07.2015 Ne 460): 3miHu BHeceHi Lwoao
Ha3BW 3asiBHMKA HA TUTYIbHIN CTOPIHLI TEKCTY MapKyBaHHS

ynakoBok J13. 3miHu | Tuny - 3MiHun wopo
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay. BeegeHHs abo

3a
peuenmom

3MiHW [0 y3aranbHEHWX AaHWX Npo cucTemMy

UA/8705/01/04
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
hapmakoHarnagy (BBeAeHHs y3aranbHeHWX f4aHuX npo
cuctemy cbapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiAMOBiAanbHOI 3a 34ilCHEHHs1 dhapMaKkoHarnsAy; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asBHuUKa NSt 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
yNoBHOBaXeHoi ocobu, BignoBiganbHoI 3a 3A4iNCHEHHS
chapmakoHarnsay (BKMYaum KOHTaKTHi AaHi) Ta/abo 3MiHu
Y PO3MilLieHHI macTep-anna cuctemm bapmakoHarnsgy)
3miHa ynoBHOBaXkeHOI 0cobu 3asiBHUKa, BigMoBigansHoi 3a
dapmakoHarnag. Hitova pegakuisa: Orit Stern-Maman.
MponoHoBaHa pepakuisi: buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOi 0Cobu 3asBHUKa,
BigNoBiganbHoi 3a papMakoHarnsag.
165.| NIKBECTIA® TabneTkn, BKpUTI AT "®apmak” YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/17565/01/01
NniBKOBOI BBEeAEHHS goaaTkoBoro po3mipy cepii A®I debykcoctat peuenmom
o6onoHkoto, no 80 wmr; BupobHuuTBa Alembic Pharmaceuticals Limited, India -
no 14 tabnetok y 100,0 «r.
6nictepax, no 2 abo 4 3anponoHoBaHo: 22 kr, 100 kr
bnictepu y nayui
166.| NIKBECTIA® TabneTkn, BKpUTI AT "dapmak” YkpaiHa xeHedpapm CA peuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - - UA/17566/01/01
NniBKOBOK BBEeAEHHS goaaTkoBoro po3mipy cepii A®I debykcoctat
obonoHkoto, no 80 wmr, BupobHuuTBa Alembic Pharmaceuticals Limited, India -
in bulk: 550 a6o 600 100,0 «r.
abo 650 bnictepi y BanponoHoBaHo: 22 kr, 100 kr
Kopobui
167.| NIKBECTIA® TabneTku, BKPUTI AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/17565/01/02
NniBkOBOIO BBEAEHHS fofaTkoBoro po3mipy cepii A®I debykcoctaT peuenmom
ob6onoHkoto, no 120 BupobHuuTBa Alembic Pharmaceuticals Limited, India -
Mr; no 14 TabneTok y 100,0 «r.
6nictepax, no 2 abo 4 BanponoHoBaHo: 22 kr, 100 kr
Gnictepu y nayui
168.| NIKBECTIA® TabneTku, BKpUTI AT "®apmak” YkpaiHa xeHedpapm CA peuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - - UA/17566/01/02
NniBKOBOIO BBEOEHHS OOATKOBOro po3mipy cepii APl debykcoctaT
ob6onoHkoto, no 120 BupobHuuTBa Alembic Pharmaceuticals Limited, India -
wmr, in bulk: 480 a6o 100,0 «r.
520 abo 560 GnicTepis BanponoHoBaHo: 22 kr, 100 kr
y Kopobui
169.| NIHKAC NacTWUmKK 3i CMakom XepbioH MakuctaH XepbioH MakucTaH MakuctaH BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - be3 UA/9890/01/01
NACTUNKU anenbcuHa; no 8 MakncTaH MpawneeT JimiTeq, 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay - peuenma
nacTurnok y énicrtepi; MpanseT OHOBMEHHHA TEKCTY MapKyBaHHS YMakoBKU MiKapCbKOro
no 2 6nictepu y Nimiteq 3acoby 3 BHECEHHSAM iHcpopMalLlii LWoAo 3a3HavYeHHs
KapTOHHiI kopooLi OLMVHWLb BUMIpIOBaHHSA Y cucTemi SI. BHeceHHs 3miH fo
po3giny «MapkysaHHa» MKA N13. 3anponoHoBaHo:
MapkyBaHHs. 3rigHO 3aTBEPIKEHOrO TEKCTY MapKyBaHHS
170, NIPUKA kancynu no 50 mr; no AnpxoH KOC 1 CWA Mdparnzep HimeuunHa BHECEHHS 3MiH O peecTpaLinHmMx maTtepianis: 3miHa 3a UA/3753/01/05
21 kancyni y 6nictepi; ninc MeHtobek4ypuHr 3asBHUKa (BracHUKa peecTpaLinHOro NocBig4eHHs) (3rigHo | peyenmom
no 1 abono4 Donuneng MbX Haka3y MOS3 Big 23.07.2015 Ne 460): BeegeHHsi amiH
Gnictepu B KapTOHHIN npoTarom 9-Tu micsuiB nicns 3aTBepakeHHs. 3MiHu | Tuny -
Kopooui 3miHu wopao 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsaay.
BBeaeHHs abo 3MiHM A0 y3aranbHeHWX AaHUX Npo cucTemy
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noceid4yeHHs

bapmakoHarnsiay (BBEAEHHS y3aranbHEHUX aHUX MPO
cuctemy cbapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiAMOBiAanbHOI 3a 34ilCHEHHs1 dhapMaKkoHarnsAy; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asBHuUKa NSt 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLo0 BOHa BiAMiHHa Big
yNoBHOBaXeHoi ocobu, BignoBiganbHoI 3a 3A4iNCHEHHS
chapmakoHarnsay (BKMYaum KOHTaKTHi AaHi) Ta/abo 3MiHu
Y PO3MilLieHHI macTep-anna cuctemm bapmakoHarnsgy)
3miHa ynoBHOBaXkeHOI 0cobu 3asiBHUKa, BigMoBigansHoi 3a
3aiicHeHHs dhapmakoHarnagy: Hitova pegakuis: dpaHcyasa
Oyma-Cinnan/ Francoise Dumas-Sillan. MNponoHoBaHa
penakuisi: bapbapa [le bepHapgi/ Barbara De Bernardi.
3MiHa KOHTaKTHMX JaHWX YNOBHOBAaXXeHOI 0CObM 3asiBHUKA,
BigNoBiganbHoI 3a 34iMCHEHHS hapMaKoHarnsay.

171.

NIPUKA

Kancynu no 75 mr; no
14 abo no 21 kancyni
y bnictepi; no 1 abo
no 4 Gnictepu B
KapTOHHiIN kopobui

AngxoH KOC 1
ninc

CLWA

Mdbansep
MeHtodekqypuHr
Hownuneng M6X

Himeyumna

BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3miHa
3asBHUKa (BracHUKa peecTpauinHOro NocBig4eHHs) (3rigHo
Hakady MO3 Big 23.07.2015 Ne 460): BBegeHHs 3miH
npotarom 9-Tu micsiyiB nicnsi 3aTBepaXKeHHs. 3MiHu | Tuny -
3miHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay.
BBeneHHs abo 3MiHM 00 y3aranbHEeHVX aHWX NPO CUCTEMY
dapmakoHarnsay (BBeAeHHS y3aranbHEeHUX 4aHuX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BiZNOBIganNbHOI 3a 34iIMCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHWKa ANst 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKL0 BOHA BiAMiHHA Bif
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo 3miHu
y PO3MilLieHHi macTep-anna cuctemm papmakoHarnsgy)
3miHa ynoBHOBaXeHOi 0cobu 3asBHUKa, BiAMOBIAANbHOI 3a
3aicHeHHs dapmakoHarnagy: Hitova pegakuis: dpaHcyasa
Oyma-Cinnan/ Francoise Dumas-Sillan. MNponoHoBaHa
penakuisi: bapbapa e bepHapgai/ Barbara De Bernardi.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXeHOi 0cobu 3asiBHUKA,
BiANOBIgaNbHOI 3a 3AiCHEHHs dbapmakoHarnsgy.

3a
peuernmom

UA/3753/01/04

172,

JNIIPUKA

kancynu no 150 mr; no
14 abo no 21 kancyni
y bnicTepi; no 1 abo
no 4 6nictepu B
KapTOHHIl kopobui

AngxoH KOC 1
ninc

CLA

Mdpanzep
MeHtodek4ypuHr
Hownuneng M6X

Himeyumna

BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3miHa
3asiBHUKa (BnacHUKa peecTpaLiiHoro noceig4eHHs) (3rigHo
Hakady MO3 Big 23.07.2015 Ne 460): BeegeHHs 3miH
npoTarom 9-Tu micsuiB nicnst 3aTBepakeHHs. 3MiHu | Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
BeeaeHHs abo 3MiHu [0 y3aranbHeHVX AaHWX Npo cucTemy
dapmakoHarnsaay (BBeAeHHS y3aranbHEeHUX 4aHuX Npo
cucTeMy chapMakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHuUKa AN 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHa Big
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
dapmakoHarnsaay (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHm
y po3MilLieHHi macTep-anna cuctemum hapmakoHarnsay)
3miHa ynoBHOBa)keHOI 0cobu 3asiBHMKa, BiANOBIAANbLHOI 3a
3piicHeHHs hapmakoHarnagy: Hitova pepakuis: dpaHcyasa
Oyma-Cinnan/ Francoise Dumas-Sillan. NponoHoBaHa

3a
peuerimom

UA/3753/01/02




60 ITponoBkeHHs momarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
penakuisi: bapbapa e bepHapai/ Barbara De Bernardi.
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXEHO! 0CObU 3asiBHUKA,
BiANoOBIganbHOI 3a 3AiiCHEHHs dhapmakoHarnsgy.
173, NIPUKA kancynu no 300 mr; no | AngxoH FOC 1 CLUA Mdpanzep HimeyvumHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHa 3a UA/3753/01/06
21 kancyni y 6nictepi; ninc MeHtoek1ypuHr 3asBHUKa (BracHUKa peecTpaliiHoro noceig4eHHs) (3rigHo | peyenmom
no1abono4 Hownuneng M6X Haka3y MOS3 Big 23.07.2015 Ne 460): BeegeHHs 3amiH
6nicTepu B KapTOHHIN npoTarom 9-Tn micauis nicns 3aTeepaXkeHHs. 3MiHu | Tuny -
Kopobui 3miHu wopo 6esnekn/edekTMBHOCTI Ta hbapMakoHarnsay.
BBeaeHHsA abo 3MiHM A0 y3aranbHeHVX 4aHUX Npo cuctemy
hapmakoHarnagy (BBeAeHHs y3aranbHeHWUX f4aHuX npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BiANoBiganbHoI 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHOT
ocobu 3 hapmakoHarnsaay 3asiBHMKa ANs 34iINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHA Big
yMNoBHOBaXeHOi ocobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
y PO3MilLieHHI macTep-anna cuctemm papmakoHarnsgy)
3miHa ynoBHOBaxeHOI 0cobu 3asiBHUKa, BigMnoBigansHoi 3a
3gicHeHHs dhapmakoHarnagy: Hitova pepakuis: dpaHcyasa
Oyma-Cinnan/ Francoise Dumas-Sillan. MNponoHoBaHa
penakuisi: bapbapa [le bepHapgi/ Barbara De Bernardi.
3MiHa KOHTaKTHMX JAHMX YNOBHOBAaXXEHOI 0CObM 3asiBHUKA,
BigNoBiganbHoI 3a 34iMCHEHHS hapMaKoHarnsaay.
174 NO3AN® TabneTku, BKpUTI TOB "CaHoi- YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis: 3MmiHu | Tuny - 3a UA/3906/01/03
obornoHkoto, no 50 mr ABeHTiC PapmachbtoTikans", Pecny6nika/ NoAaHHS OHOBMNEHOro cepTudikaTta BiANOBIAHOCTI peuenmom
Ne30 (10x3), Ne30 Ykpaina" CnoBaubka Yecbka €sponevicbkin hapmakonei R1-CEP 2009-227-Rev 03
(15x2), Ne 60 (10x6), Pecnybnika Pecnybnika (nonepepnHs Bepcis R1-CEP 2009-227-Rev 02) Big Bxe
Ne 60 (15x4), Ne 90 (BupoGHMLTBO 13, 3aTBepakeHoro BupobHuka ZHEJIANG TIANYU
(10x9), Ne90 (15x6): nepBUHHE Ta PHARMACEUTICAL CO., LTD. gns A®| nosaptaH kanito, y
no 10 TabneTok y BTOPUHHE 3B’A3KY i3 BHECEHHSIM 3MiH A0 NoKasHWUKiB cneuudikauii
6nictepi; no 3, 6 abo 9 nakyBaHHs, wono BmicTy N-HiTpo3aMmiHiB (3BY>KEHHS AONYCTUMMX MEX);
GnicTepiB y KapTOHHil KOHTPOSb Ta BUMYCK 3anponoHoBaHo: Impurity Limit Method NDMA < 0.03 ppm
kopobui; no 15 cepin); TOB LC-MS/MS; NDEA < 0.03 ppm LC-MS/MS; BMSA < 0.3 ppm
TabneTtok y bnicrepi; "3eHTiBa", Yecbka LC-MS/MS; 3miHun | TUny - nogaHHa OHOBMEHOro
no 2, 4 abo 6 Pecnybnika cepTudikaTa BignosigHocTi €Bponerickbkin dapmakonei R1-
GnicTepiB y KapTOHHil (BpobHuLTBO 13, CEP 2009-227-Rev 03 (nonepegHsi Bepcist R1-CEP 2009-
Kopooui nepBuHHe Ta 227-Rev 02) Big BXe 3aTBepaxeHoro BupobHmka ZHEJIANG
BTOPUHHE TIANYU PHARMACEUTICAL CO., LTD. ans A®I no3saptaH
nakyBaHHs, Kanito, y 3B’s13Ky i3 BHECEHHSAM 3MiH 4O MOKa3HWKIB
KOHTPOIb Ta BUMYCK cneumdikauii woao BmicTy N-HiTpo3amiHiB (3ByXeHHS
cepin) [OMNyCTUMUKX MeX); 3anpornoHoBaHo: Impurity Limit Method;
NDMA <0.003 ppm LC-MS/MS; NDEA <0.001 ppm LC-
MS/MS; BMSA <0.002 ppm LC-MS/MS; NDBA <0.001 ppm
LC-MS/MS; NIEA <0.001 ppm LC-MS/MS; NIPA <0.001
ppm LC-MS/MS; 3miHu | Tvny - BUNy4YeHHs BupobHuka AdI
nosaprtaH kanito Saneca Pharmaceuticals a.s., Cnosaubka
Pecnybnika. 3anuwwmnu BupobHuka, Lo BUKOHYE Ti cami
YHKLUIT, WO | BUNYyYeHU
175 NO3AN® TabneTkn, BKpUTI TOB "CaHodi- YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3mibu | Tuny - 3a UA/3906/01/04




61 ITponoBkeHHs momarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
obonoHkoto, no 100 mr ABeHTiC dapmacbtoTikans", Pecny6nika/ NnoAaHHs OHOBNEHOro cepTudikaTa BiANOBIAHOCTI peuernmom
Ne30 (10x3), Ne30 YkpaiHa" Cnosaubka Yecbka €sponevicbkin apmakonei R1-CEP 2009-227-Rev 03
(15x2), Ne 60 (10x6), Pecnybnika Pecnybnika (nonepepnHs Bepcia R1-CEP 2009-227-Rev 02) Big Bxe
Ne 60 (15x4), Ne 90 (BpoBHuLTBO 13, 3aTBepgkeHoro BupobHuka ZHEJIANG TIANYU
(10x9), Ne90 (15x6): nepBuHHe Ta PHARMACEUTICAL CO., LTD. ans A®I nosaptaH Kkanito, y
no 10 TabneTtok y BTOPUHHE 3B’A3KY i3 BHECEHHSIM 3MiH 0 MOKa3HWKIB cneumdikadii
6nictepi; no 3, 6 abo 9 nakyBaHHs, wopao Bmicty N-HITpO3aMmiHiB (3BY>KEHHS AONYCTUMMX MEX);
6nicTepiB y KapTOHHIl KOHTPOIb Ta BUMYCK 3anponoHosaHo: Impurity Limit Method NDMA < 0.03 ppm
kopobui; no 15 cepin); TOB LC-MS/MS; NDEA < 0.03 ppm LC-MS/MS; BMSA < 0.3 ppm
TabneTok y 6nictepi; "3eHTiBa", Yecbka LC-MS/MS; 3minHu | Tuny - nogaHHA OHOBMEHOro
no 2, 4 abo 6 Pecny6nika cepTudikaTa BignosigHocTi €Bponerickbkin dapmakonei R1-
GnicTepiB y KapTOHHil (BpobHMLTBO 13, CEP 2009-227-Rev 03 (nonepegHsi Bepcis R1-CEP 2009-
Kopooui nepBuHHe Ta 227-Rev 02) Bif BxXe 3aTBepaxeHoro BupobHuka ZHEJIANG
BTOPWHHE TIANYU PHARMACEUTICAL CO., LTD. anst A®| nosaptaH
nakyBaHHs, Kanito, y 3B’s13Ky i3 BHECEHHSAM 3MiH [0 NMOKa3HUKIB
KOHTPOIb Ta BUMYCK cneuudikauii woao Bmicty N-HiTposamiHiB (3ByXeHHS
cepin) AONyCTUMKX MeX); 3anponoHoBaHo: Impurity Limit Method;
NDMA <0.003 ppm LC-MS/MS; NDEA <0.001 ppm LC-
MS/MS; BMSA <0.002 ppm LC-MS/MS; NDBA <0.001 ppm
LC-MS/MS; NIEA <0.001 ppm LC-MS/MS; NIPA <0.001
ppm LC-MS/MS; aminu | Tvny - BUNy4YeHHs BupobHuka AdI
nosapraH kanito Saneca Pharmaceuticals a.s., CnoBaubka
Pecnybnika. 3anuwmnu BupobHuka, Lo BUKOHYE Ti cami
PYHKLUIT, WO | BUNYyYeHU
176, NOMEKCUH® Kpem BariHanbHun 2 Pekopaarti IpnaHgis Pekoppaarti IHgacTpia ITanisa BHECEHHS 3MiH [0 peecTpaLiiHUX MaTepianis: BUNpaBrneHo bes UA/6094/03/01
%, no 78 r kpemy y Aineng Nnta Ximika e TEXHiIYHY MOMWIIKY Y TEKCTi MapKyBaHHS YNaKoBKW peuenma
Ty6i; no 1 Ty6i y dapmacesTika nikapcbkoro 3acoby. BupobHuk BAM®APMA C.P.J1., Itanis
KOMMMEKTi 3 C.n.A,, Itanis; BtopuHHa ynakoska 3AMPOIMNMOHOBAHO: 8. AATA
annikaTopom y BAM®APMA C.P.J1,, 3AKIHYEHHA TEPMIHY NPUOATHOCTI MpuaatHwi go:
KOHTeWHepi; no 1 ITanis 13. HOMEP CEPIi NNIKAPCBKOIO 3ACOBY Cepis Ne

KOHTEViHepy B
KapTOHHIN kopobui

MepeurHHa ynakoka 3AMPOMNOHOBAHO: 2. KIJIbKICTb
[AI0YOT PEYOBWHW Ckniaa: 1 1 kpemy MicTUTb
deHTUKoHasony Hitpaty 20 Mr; 4OMOMIKHI PEHOBUHMU:
NPONINEHINiKoMb, NaHOMIH riApPOreHi3oBaHWn, onis
MUrAganbHa, nonirnikonesi edipy XUPHUX KACIOT, CpT
LieTUNOBWIA, rMiLepon MoHoCTeaparT, HaTpito efeTar, Boaa
ounweHa. [ins BupobHuka PekopaaTi IHaacTpia Ximika e
®apmacesTika C.n.A., Itanis. BropuHHa ynakoBka.
3AMNPOMNOHOBAHO: 8. AATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI
MpupatHun go: 13. HOMEP CEPII NIKAPCbLKOIO 3ACOBY
Cepisi Ne. NepBuHHa ynakoska. 3AMPOMOHOBAHO: 2.
KINbKICTb AIK0YOT PEHOBWHW Cknag: 1 r Kpemy MicTUTb
deHTMKoHa3ony HiTpaTy 20 Mr; JONOMKHI PEYOBUHM:
NPOoNiNeHMikonb, NaHoMiH rigporeHisoBaHun, onis
MUrganbHa, nonirnikonesi edipy XUPHUX KACIOT, CpT
LLleTUNOBWIA, rMiLleport MOHOCTeaparT, HaTpilo eaeTaT, BoAa
ouuLeHa. 3a3HaveHe BUNpaBIieHHs BiANOBIAaE apXiBHUM
MaTtepianam peecTpauiiHoro 4ocke
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
177 NOPAHIH cnpen Ans poToBoi TOB YkpaiHa TOB "Mikpodapm” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - bes UA/14801/01/01
MOPOXHMHM No 50 mMn "Mikpodpapm" BHECEeHHs 3MiH go po3giny 3.2.P.3.3. Onuc BupobHuyoro peuernma
y donakoHi Ta npoLiecy Ta KOHTPOIto npotecy, 3okpema: Ha Ctagii 2.
po3nunosavem; no 1 "MpurotyBaHHA Ta GiNbTpauis po3dmHy", a came 3 onepadii
hbnakoHy B nauui 3 2,3 “3MmillyBaHHs BOAHOIO Ta CMIMPTOBOrO PO34UHIB”
KapToHY nepeHeceHo Biabip Npobu HaniBNpoayKkTy Ta NpoBeAeHHS
aHanisy signosigHo Ao CrlL-kH Ha onepauito 2.4
“@inbTpauis posvnHy”
178.| NYMITAH® Kpansi O4Hi, pO34uH, AnnepraH Ipnangis AnnepraH Ipnangis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/13815/01/01
0,1 mr/mm; mo 3 mny dapmacbloTika dapmacbtoTikana 3MiHM WoAo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsapy - | peyenmom
dnakoHi-kpanenbHuLj; n3 lpnaHgis Ipnangis OHOBJIEHHS TEKCTY MapKyBaHHS YNaKoBKM IiKapCbKOro
no 1 cpnakoHy- 3acoby 3 BHECEHHSAM iHcpopMalLii LWoao 3a3HavYeHHs
KpanenbHUuUi y OAMHULb BMMIPIOBaHHS y cuctemi Sl
KapTOHHIN nayui
179.| MAOIHET® TabneTkn, BKpUTI Mibe Mmb6X HimevuunHa Mibe M'm6X HimeuyunHa BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3MiHu | Tuny — 3a UA/15840/01/01
nniBKOBOK ApuHanmitTen ApuHanmiTTeNb BUAAaneHHs TOprosoi Ha3BM CyMilli ANS NiIBKOBOrO NOKPUTTS | peuernmom
o6onoHkoto, no 0,03 b ("Opadry pink 03B34109") Ta 3amiHu ii 3aranbHUM TEpMiHOM
Mmr/2 mr, no 21 «poXeBa CyMill Ans NNiBKOBOro MOKpUTTS» y MaTtepianax
TabneTui y 6nictepi; peecTpauiiHoro gocke, 6e3 6e3nocepeaHLOl 3MiHU SIKICHOTO
no 1 abo no 3, abo no Ta KinbKiCHOro cknagy nniBkoBOro MOKpUTTS. 3MiHM BHECEH B
6 Gnictepis B iHCTpyKUito Ans meguyHoro 3actocyBaHHsA 113 y p. "Cknag”
KapTOHHiIN kopooLi (monomixxHi pe4oBMHM). BBEAEHHS 3MiH NpoTArom 6-Tu
MicsLiB nicnsi 3aTBEpOKEHHS
180., MAKPOron NMOPOLLIOK (CyBCTaHList) TOB "TK YkpaiHa Aecta Papma BT, IHAis BHECEHHA 3MiH 0 peecTpauiiHuX maTtepianis: 3miHu | Tuny - - UA/15027/01/01
4000 y NoABiNHMX "Apopa" nTo. BHECEHHS 3MiH Ao Cneumdikauii/MeTogiB KOHTPOMHO SIKOCTI
nonieTuneHoBmx A®I, a came: BUNyYeHHS nokasHuka "Baxki metann", y
MilWwKkax ans 3B’A3KY 3 NpuBeAeHHsM Ao MoHorpadii EP. 3miHa y meTogi
dhapmMaueBTU4HOro aHani3dy nokasHuka "ETuneHokeng ta 1,4-giokcaH" nos'si3daHa
3acTocyBaHHS i3 noro npuseaeHHAM o Bumor moHorpadii "Ethylene oxide
and dioxan"
181, MENTOKCUKAM | posuuH anst iH ekuii, TOB «TeBa YkpaiHa Xenn C.A. Ipeuis BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHa 3a UA/6308/02/01
-TEBA 15 mr/1,5 mn, no 1,5 YkpaiHa» 3asiBHMKA (BMacHMKa peecTpaLiiHoro noceigvyeHHs) (3rigHo | peyenmom

MI B amnyni, no 5
amnyny
nnacTyKoBOMY
KOHTelHepi B
KapTOHHIl kopobui

Hakady MOS3 Big 23.07.2015 Ne 460); 3miHu | Tuny - 3miHu
wono 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnagy.
BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHWX Npo cucTemy
dapmakoHarnsiay (BBEAEHHS y3aranbHEHUX aHUX NPO
cucTeMy chapMakoHarnsiay, 3MiHa ynoBHOBaXeHoi ocobu,
BiAMOBiAanNbHOI 3a 34iNCHEHHST hapMakoHarnsaAy; KOHTaKTHOI
ocobu 3 hapmakoHarnaay 3asBHMKa ANst 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHa Big
yMOBHOBaXeHOoi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
hapmakoHarnsiay (BKoYarym KOHTaKTHI AaHi) Ta/abo 3miHu
y po3MmilLieHHi macTep-anna cuctemu hapmakoHarnsay) -
3miHa ynoBHOBa)eHOi 0cobu 3asiBHMKa, BiANOBIAANbLHOI 3a
dapmakoHarnsg. ditoua pegakuisi: Orit Stern-Maman.
lMponoHoBaHa pegakuis: buctposa OkcaHa BitaniiBHa.
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXeEHOT 0cobU 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsag
182.| MEMEHAM MOPOLLIOK A151 PO34UHY MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/10759/01/02
ansin'ekyinno 0,5, "Kuismegnpen "KuiBmegnpenapat” 3MiHu 3 skocTi. FoToBUIA Nikapcbkuii 3aci6. CTabinbHICTb. peuenmom
no 1 a6o 10 chnakoHis apat” 3miHa y TepMmiHax npuagaTHocTi abo ymoBax 36epiraHHsi
3 MOPOLLKOM Yy nayi, roTOBOro MikapCbKoro 3acoby (36inbLUeHHs TepMiHy
no 40 cnakoHiB 3 npuaaTHOCTI FOTOBOrO Nikapcbkoro 3acoby) - [ns Toprosoi
MOPOLLIKOM Y FpynoBil ynakoBku (MiATBEPAXKYETbCS AaHUMU peanbHoro Yacy) -
ynakoBLi 36inbLUeHHst TepMmiHy 36epiraHHs [J13 3aTBepaxeHo: 2 poku,
3anpornoHoBaHo: 3 PoKkW. 3MiHN BHECEHI B iHCTPYKLIiO Ans
mMeaunyHoro 3actocyBaHHs J13 y p. "TepmiH npuaaTtHocTi"
BBegeHHsA 3MiH NPOTArom 6-Tu MicAUIB NiCNSA 3aTBEPLKEHHS;
3MiHn | Tuny - 3MiHK 3 aKocTi. [oToBMI Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y metogax
BMNPoOYyBaHHS rOTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHW y
mMeTofax BMNpobyBaHb (BKMOYao4m 3amiHy abo
[OMOBHEHHS)) — Yy MeToauKy KoHTpornto 113 3a nokazHukom
«MexaHi4Hi BKNIOYEHHSA» BHECEHI YTOYHEHHS A0
npoboniarotoBku 3pa3ky J13 Ta xig npoBeaeHHs
BMNpPOOyBaHHSA
183.| MEPUCTAT- TabneTtku 3 CaHoBenb TypeuunHa CaHoBernb Insy TypeuunHa BHECEHHS 3MiH [0 peecTpauinHnMx maTtepianis: 3miHu | Tuny - 3a UA/10713/02/01
CAHOBEIb MoaundikoBaHUM Insy CaHai Be CaHai Be Tugxapet 3MmiHn Wwoao 6e3nekun/edhekTUBHOCTI Ta papMakoHarnsagy - | peyenmom
JIOHI BUBiINbHEHHsAM no 500 Tuoxapet A.LL. BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” MKA J13:
Mr; no 7 TabneTtok y A.LL. 3anponoHoBaHo: MapkyBaHHs1. 3rigHO 3aTBEpAXXEHOro
6nictepi; no 1 abo 2 TeKCTy MapkyBaHHSA. OHOBIEHHSI TEKCTY MapKyBaHHS
GnicTepu y KapTOHHIN yNaKoBKM MikapCbKoro 3acoby 3 BHECEHHSAM iHdbopMalLlii
kopooui OO 3a3HaYeHHs! OAMHWLb BUMIpIOBaHHS Y cuctemi Sl
184 MEPUCTAT- TabneTku 3 CaHoBenb TypeuunHa CaHosernb Insy TypeuuunHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/10713/02/01
CAHOBEI/b MoaudikoBaHNM Insy CaHai Be CaHai Be Tugxapet 3MiHKW Wwopo 6esnekn/edekTMBHOCTI Ta hapMakoHarnagy. | peyenmom
JIOHI BUBiINbHEHHSAM no 500 Tumxapet A.LL. BeeneHHs abo 3MiHM [0 y3aranbHEHWX AaHKX NPO CUCTEMY
Mr; no 7 TabneTok y A.LL. cbapmakoHarnsgy (BBe4eHHS y3ararnbHEHUX AaHUX Npo
6nicTepi; no 1 abo 2 cucTemMy chapMakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
GnicTepu y KapToHHiN BiANoBiganbHOI 3a 34iNCHEHHSA dhapMaKoHarnsaay; KOHTaKTHOI
Kopooui ocobu 3 hapmakoHarnagy 3asBHMKa AN 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHa Bif
yMNOBHOBaXeHOi 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsay (BK4alouy KOHTaKTHI AaHi) Ta/abo 3MiHn
y po3MmilLieHHi macTep-ainna cuctemu papmakoHarnsay) -
yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
3pincHeHHs dhapmakoHarnagy. [ponoHoBaHa pepakuis — M.
Sc. Pharm. Sela Anah. 3MiHa KOHTaKTHUX AaHuX
yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
3[iNCHEeHHs hapMakoHarnagy
185., MEPOHEM MOPOLLIOK A11s1 PO34UHY NOANIEP CLUIA Actpa3eHeka HOK Benuka BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/0186/01/01
ans iv’ekuin abo ENY.CLML. NimiTen, Benuka BpuTanis/ BHECEHHS 3MiHM Ao nigpo3ainy 3.2.S.2.1. BupobHuk(n), a peuenmom
iHcpysin no 500 mr; no KOPMOPENLU Bputanis ITania/ came - 3miHa agpecu BupobHuka A®I (MeponeHemy
10 conakoHiB 3 H (BUPOBHUK, LLisenuapis/ TpurigpaT ) ENCIiEc Jo6dap Cna, 6e3 3miHu micus
NMOPOLLIKOM Y BignosiganbHWM 3a AnoHis BMPOGHMLTBA: 3anponoHoBaHo: Viale Addetta, 2a/12-3/5,
KapTOHHiIN kopobui BTOPWHHY YMaKoBKY,
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

BUMYCK cepii);
EnCiEc Oobdap
Cna, Itanis
(BUpo6HUMK "in bulk");
3amboH
CaiTuepnaHg 174,
LLsevinapisa
(BMPOBHWK,
BignoBiganbHUN 3a
NepBUHHY YMaKoBKY,
BTOPUHHY YMaKOBKY,
BUMNYCK cepii);
CymiTomo
HennHinnoHn ®apma
Ko., Ilta., AnoHia
(BMpOGHUMK "in bulk")

20067, Tribiano, Milano, Italy

186.

MEPOHEM

MOPOLLOK A5 PO34UHY
ans iv’ekuin abo
iHdpysin no 1000 mr;
no 10 chnakoHis 3
MOPOLLKOM Yy
KapTOHHiIN kopobui

MOAN3EP
EMY.CLIL.
KOPMOPENLL
H

CLA

AcTtpa3eHeka HOK
JlimiTen, Benuka
Bputanis
(BMPOBHMK,
BignoBsiganbHUN 3a
BTOPUHHY YMaKOBKY,
BUNYCK cepii);
EnCiEc OJobdap
Cna, Itania
(B1po6Huk "in bulk");
3aM06oH
CaiTuepnang J1Ta,
LLisenuapis
(BUpPOBHMK
BiAnoBiganbHWM 3a
NepBUHHY YMaKOBKY,
BTOPUHHY YMaKoBKY,
BUNYCK Cepii );
CymiTomo
OenninnoH ®apma
Ko., [lTa., AnoHia
(B1po6HuK "in bulk")

Benvka
BpwuTaHis/
ITanis/
LLiBeviuapis/
AnoHia

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny -
BHECEHHS 3MiHM Ao nigpo3ainy 3.2.S.2.1. BupobHuk(n), a
came - 3miHa agpecu BupobHuka A®I (MeponeHemy
TpurigpaT ) ENCiEc Jo6dpap Cna, 6e3 3miHu micus
BUpOGHMLTBA: 3anpornoHoBaHo: Viale Addetta, 2a/12-3/5,
20067, Tribiano, Milano, Italy

3a
peuerimom

UA/0186/01/02

187.

METUNPEQ

MOPOLLOK AN PO34UHY
Ons i ekuin no 250 mr
1 donakoH 3 NopoLLKoM
B KapTOHHII kopobui

OpioH
KopnopenwH

diHnaHAain

BUPOGHWK, LLIO
3[iCHIOE
BUPOBHMLTBO,
nakyBaHHs i
KOHTPOIb AKOCTI:
Xikma
dapmaceyTuka
(Moptyranis), C.A.,
MopTyranis;
BUPOGHWK, LLIO
3[AiACHIOE BTOPUHHE
naKyBaHHs,
KOHTPOMb SIKOCTI i

MopTtyranis/
OiHnaHAaina

BHECEHHS 3MiH 0 peecTpauinHMx matepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay -
OHOBMEHHHA TEKCTY MapKyBaHHS YMakKoBKU MiKapCbKOro
3acoby 3 BHECEHHSAM iHcpopMalLlii LWoAo 3a3HavYeHHs
OOMHULb BUMIpIOBaHHS y cuctemi Sl. BHeceHHs 3miH fo
po3giny “MapkysaHHs” MKA N3: 3anponoHoBaHo: Po3again
«MAPKYBAHHA» 3rigHo 3aTBEpaXXEHOro TEKCTY
MapKyBaHHs. TepMiH BBE4EHHSI 3MiH MPOTHAroM 6 MicsAuis
nicns 3aTBepAKEHHs

3a
peuenmom

UA/15196/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
Bunyck cepii: OpioH
KopnopeniuH,
OiHnaHain
188.| METUMNPENQ MOPOLLIOK AJ18 PO3HYNHY OpioH PiHnaHaisa BMPOBHWK, LLO MopTyranis/ | BHeCeHHs 3MiH JO peecTpauinHuX MaTepianis: 3miHu | Tuny - 3a UA/15196/01/02
Ons iH ekuin no 1000 KopropenLuH 3[iNCHI0E diHnaHAaina 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy - | peyenmom
mr; 1 donakoH 3 BUPOGHMLTBO, OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKU MikapCbKoro
MOPOLLKOM Y naKkyBaHHS i 3acoby 3 BHeCEHHsAM iHhopMaLlii LLoAo 3a3HavYeHHs
KapTOHHiI kopooLi KOHTPOSb SKOCTi: oOMHULb BUMIipIOBaHHS y cuctemi Sl. BHeceHHs 3miH fo
Xikma po3giny “MapkysaHHst” MKA 113: 3anponoHoBaHo: Po3again
dapmaceyTuka «MAPKYBAHHSAA» 3rigHO 3aTBEpPIKEHOIO TEKCTY
(Moptyranis), C.A., MapKyBaHHs. TepmiH BBEAEHHS 3MiH MPOTHAroM 6 Micauis
MopTyranis; nicnsa saTtBepaXeHHs
BUPOBHWK, LLIO
3[iNCHIOE BTOPUHHE
nakyBaHHs,
KOHTPOMb SKOCTI i
Bunyck cepii: OpioH
KopnopenwuH,
diHnaHain
189.] METOTPEKCAT | po3uunH ans iH'ekuin, TOB «TeBa YkpaiHa dapmaxewmi b.B. Higepnanam BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3amMiHa 3a UA/0818/01/02
-TEBA 100 mr/mn, no 10 mn y YkpaiHa» 3asiBHUKA (BnacHWKa peecTpaLiiHoro NocBigveHHst) (3rigHo | peuenmom
dnakoHi; no 1 Hakady MOS Big 23.07.2015 Ne 460); 3amiHn | Tuny - 3miHn
hnakoHy B kopobui wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy.
BBeneHHs abo 3MiHU [0 y3aranbHEHWX AaHKX NPO CUCTEMY
apmakoHarnsaay (BBEAEHHS y3aranbHeHUX 4aHuX Npo
cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiANoBiganbHoI 3a 3AiNCHEHHSA dhapMakoHarnsaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asiBHMKA ANs 34iINCHEHHS
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Bif
yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
y po3MmilLieHHi macTep-ainna cuctemu papmakoHarnsay) -
3miHa ynoBHOBaXeHOI 0cobu 3asiBHUKa, BiAMNOBiAanbHOI 3a
dapmakoHarnag. Hitova pepakuia: Orit Stern-Maman.
MponoHoBaHa pepakuisi: buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOi 0cobu 3asiBHUKA,
BignoBiganbHoi 3a dhapMakoHarnsag
190.| METPONABIH masb no 40 r y Ty6i; no MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - be3 UA/11518/01/01
1 1y6i B nayui 3 "Ximdapm3aas "Ximdpapm3aasog 3MiHU Wwoao 6e3nekn/edekTUBHOCTI Ta dhapmMakoHarnsay. peuenma
KapTOHYy of "YepsoHa "YepsoHa 3ipka" BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHWX Npo cucTemy
3ipka" dapmakoHarnsiay (BBEAEHHS y3aranbHEHUX aHUX NPO
cucTeMy chapMakoHarnsiay, 3MiHa ynoBHOBaXeHoi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHUKa NS 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
hapmakoHarnsigy (BKo4vakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MmilLieHHi macTep-anna cuctemu bapmakoHarnsay) -
3MiHa KOHTaKTHUX AaHUX YNOBHOBAXEHOT ocobu,
BinoBiganbHoi 3a 34iMCHEHHA dhapMakoHarnsay
191 MUPO®YPUN CycCneH3isi oparbHa, ToBapucTso 3 YkpaiHa ABC ®apmayeyTivi ITanis BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis: 3miHu | Tuny - 3a UA/17351/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
200 mr/5 mn no 90 mn obmexeHo C.n.A 3MiHM Wopao Ge3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy - | peyenmom
cycneHsii opanbHoi y BiANoBiAanbHi OHOBMEHHHA TEKCTY MapKyBaHHS YNaKoBKU MiKapCbKOro
onakoHi; no 1 cTio "POKET- 3acoby 3 BHeECEHHAM iHchopMalLlii LLoJo 3a3HavYeHHs
dnakoHy 3 MipHUM DAPM" OAMHWLb BUMIpIOBaHHSA Y cuctemi SI. BHeceHHs 3miH go
CTaKaH4MKoM Yy posginy “ MapkysarHs” MKA J13. 3anponoHoBaHo:
KapTOHHiI kopooLi “MapkyBaHHs" 3rigHO 3aTBEp)KEHOr0 TEKCTY MapKyBaHHS.
TepMiH BBEAEHHS 3MiH: NPOTAroM 6-Tu MicsAUiB nicns
3aTBEPAKEHHS 3MiH
192.| MIPAMICTUH®- | masb, 5mr/rno 151 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/1804/01/01
OAPHUUA abo no 30 ry Ty6i; no "®apmaueBTn "®apmaueBTNYHa 3MiHM Wopao 6e3nekn/echekTMBHOCTI Ta hapmakoHarnsgy - peuenma
1 1y6i y nayui; no YHa cbipma dipma "JapHunua" BHECEHHS 3MiH 40 po3Ainy “ MapkysaHHs” MKA 13.
1000 r y 6aHkax "NapHuus" 3anponoHoBaHo: MAPKYBAHHA BignosigHo go
3aTBEPAKEHOro TEKCTY MapKyBaHHA. 3MiHN BHECEHI B TEKCT
MapKyBaHHS! yNakoBKU fikapcbKoro 3acoby Lioao
3a3HayYeHHs 0QVHULb BUMIptOBaHHS y cuctemi Sl. BBegeHHs
3MiH NPOTArom 6-T MicALIB NiCNsi 3aTBEPIKEHHS
193.| MIPAMEKC®NM | tabnetku BepiHrep HimevyunHa Bupo6HuLTBO, HimeuyunHa BHECEHHS 3MiH [0 peecTpauinHnMx maTtepianis: 3miHu | Tuny - 3a UA/3432/02/01
NPOSIOHroBaHoI Aji no IHrenbxanm nepBUHHE Ta BHeCeHHs1 3MiH o p.3.2.P.3.1 BupobHuku, a came: peuenmom
0,375 mr; no 10 IHTEepHeLHN BTOPUHHE BBEJEHHS anbTepHaTUBHOI AinbHuui (naboparopii 3
TabneTok y 6nictepi, M6X nakyBaHHs, KoHTponto sikocTi) JTabop JIC CE eHg Ko. KT,
no 3 Gnictepu B MapKyBaHHS, MaHrenbcdensa, 4,5,6, 97708, bag-boknet-IpoceHbpax,
KapTOHHiIN kopobui KOHTPOIb SKOCTI, HimeyunHa gns koHTponio skocTi N3 3a napameTtpom
BKITHOYa04n «MikpobionoriyHa uncrora»
LOCTiopKEeHHs
cTabinbHOCTI Ta
BUMYCK cepii:
BepiHrep
IHrenbxanm ®apma
Mv6X i Ko. KT,
HimeyumnHa;
BupobHuuTBo,
KOHTPOIb SIKOCTI,
BKIOYaK0YN
[OCHioKEHHSA
crabinbHocTi Ta
BUNYCK cepii
roToBOro
nikapcbkoro 3acoby:
PotteHgopd ®apma
'm6X, HimeuunHa;
[MepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
MapKyBaHHS:
PotteHgopd ®apma
'M6X, HimeyuunHa
194.| MIPANEKC®MNA | tabnetku BepiHrep HimeuumHa Bupo6HuuTBO, HimeuymHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/3432/02/02
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky

(nikapcbka ¢ghopma,

ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

NPOSIOHroBaHoI Aji No

0,75 mr; no 10
TabneTok y 6nictepi,
no 3 bnictepu B
KapTOHHiN Kopobui

IHrenbxanm
IHTEepHeLwHN
m6X

nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS1,
KOHTPOIb SKOCTI,
BKIOYa0YN
OOCNigKEHHSA
cTabinbHocTi Ta
BMNYCK cepii:
BepiHrep
IHrenbxanm ®apma
Mv6X i Ko. KT,
HimeuuunHa;
BupobHuuTBo,
KOHTPOIb SIKOCTI,
BKITHOYA0UN
OOCHioKEHHSA
crabinbHocTi Ta
BWMYCK Cepii
roToBOro
nikapcbkoro 3acoby:
PotteHgopd ®apma
'm6X, HimeuunHa;
[NepBuHHE Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHs:
PotteHgopd ®apma
'M6X, HimeyunHa

BHeCEeHHs 3MiH 8o p.3.2.P.3.1 BupobHuku, a came:
BBEAEHHS anbTepHaTUBHOI AinbHUUi (nabopaTopii 3
KoHTponto sikocTi) JTabop JIC CE eHg Ko. KT,
MaHrenbcdenba, 4,5,6, 97708, bag-bokneT-I'poceHbpax,
HimeyvunHa gns koHTponto sikocTi 113 3a napameTtpom
«MikpobionoriyHa unctota»

peuenmom

195.

MIPAMEKC®NA

TabneTku
NPOSIOHroBaHOI Aji No
1,5 mr; no 10
TabneTok y 6nictepi,
no 3 6nictepu B
KapTOHHiIN kopobuyi

BepiHrep
IHrenbxanm
IHTEepHeLLHN

B6X

HimevuunHa

BupobHuuTBO,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
MapKyBaHHS,
KOHTPOIb SIKOCTI,
BKITHOYaoUn
[OCHIoKEHHSA
cTabinbHOCTI Ta
BUMYCK cepii:
Bepinrep
IHrenbxanm ®apma
'M6X i Ko. KT,
HimeuuuHa;
Bupo6bHuLTBO,
KOHTPO~b SIKOCTI,
BKJTOYaOUU
[OCHIoKEHHSA
cTabinbHOCTI Ta
BUNYCK cepii

Himeyumna

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3miHu | Tuny -
BHECEHHS 3MiH Ao p.3.2.P.3.1 BupobHuku, a came:
BBEJEHHS anbTepHaTUBHOI AinbHuui (naboparopii 3
KoHTponto sikocTi) JTabop JIC CE eHg Ko. KT,
Manrenbcdensa, 4,5,6, 97708, bag-boknet-I'poceHbpax,
HimeyunHa gns koHTponto skocTi N3 3a napameTpom
«MikpobionoriyHa uncrtota»

3a
peuernmom

UA/3432/02/03
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
roToBOro
nikapcbkoro 3acoby:
PotteHgopd ®apma
'm6X, HimeuunHa;
lMepBuHHE Ta
BTOPVHHE
nakyBaHHs1,
MapKyBaHHSI:
PotteHgopd ®apma
'ME6X, HimeyumHa
196., MOBANIIH Tabnetku no 7,5 wr, dapmacariHc Kanapa dapmacanHc IHk. KaHaga BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | Tuny - 3a UA/6870/01/01
no 10 TabneTok y IHK. 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsagy - | peyenmom
6nictepax; no 1 OHOBMEHHHA TEKCTY MapKyBaHHS YNakoBKU MiKapCbKOro
6nicTepy B KapTOHHIW 3acoby 3 BHECEHHAM iHchopMalLii LLoAo 3a3HavYeHHS
Kopobui oauHULBL BUMiptoBaHHA y cuctemi Sl. 3amiHa poaginy
«padmyeckoe odopmneHne ynakoBkM» Ha po3gain
«Mapkumposka» y MKA J13: 3anponoHoaHo: Mapkuposka. B
COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapKVpOBKU.
TepmiH BBeOEHHA 3MiH NPOTAroM 6 micauiB nicns
3aTBEPKEHHS
197.| MOBAITIH Tabnetku no 15 mr, no dapmacaiiHe KaHapa dapmacantHc IHk. KaHaga BHECEHHS 3MiH [0 peecTpauinHnMx maTtepianis: 3miHu | Tuny - 3a UA/6870/01/02
10 Tabnetok y IHK. 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsapy - | peyenmom
6nictepax; no 1 OHOBJIEHHSI TEKCTY MapKyBaHHS YMakoBKW NikapCbKOro
GnicTepy B KapTOHHiV 3acoby 3 BHECEHHSAM iHcpopMalLlii LWoAo 3a3HavYeHHs
Kopooui OAUHULIL BUMIpIOBaHHSA y cucTemi SI. 3amiHa posainy
«["padpnyeckoe ohopmneHune ynakoBku» Ha po3ain
«Mapkuposka» y MKA J13: 3anponoHoBaHo: Mapkuposka. B
COOTBETCTBUM C YTBEPKAEHHBIM TEKCTOM MapKUPOBKM.
TepmiH BBeQEHHS 3MiH NpoTAroM 6 micauis nicns
3aTBEPOKEHHS
198 MOKCU®IOKC | Ttabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/17766/01/01
ALUWH obornoHkoto, no 400 "TexHonor" 3MiHM BHECEHO [0 iHCTPYKLIi ANS MEeAUYHOro 3aCTOCYBaHHS | peyernmom
mr; no 5 abo no 7, abo nikapcbkoro 3acoby y po3ainu: "OcobnueocTi
no 10 TabneTtoky 3acTocyBaHHs", "lMobivHi peakuii”" BigNoOBiAHO 4O OHOBMEHOI
6nicTepi; no 1 iHpopmalii 3 6e3neku aitovoi peyoBMHU. BBeaeHHsI 3MiH
6nictepy B nayui 3 NpoOTArom 6-T MicsAUIB Nicns 3aTBepoKeHHS; 3MiHu |l Tuny -
kapToHy; no 10 3MiHM BHECEHO A0 YacTuH V «3axoau 3 MiHimisauii pusmkisy,
TabneTok y 6nictepi; VI «Pe3tome nnaHy ynpasniHHS pusukamuny», y 3B’s13Ky i3
no 1 6nictepy B nayui OHOBMEHHUMKU pekomeHaaLlismm PRAC. BeeaeHHs 3miH
3 KapTOHY npoTArom 6-Tn MicsLiB Nicns 3aTBepAKeHHS
199./ MOKCOHIOUH TabneTku, BKPUTI "KcaHtic Kinp CaHeka CnoBaubka BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/17580/01/01
KCAHTIC NniBKOBOO dapma dapmacbtoTikana AT | Pecnybnika BHECEHHS 3MiH 0 MaTepianiB peecTpauiiHoro Aocke (p. peuenmom
o6onoHkoto, no 0,2 mr Nimiten" 3.2.P.7. Cuctema KoHTelHep/3akyrnoptoBarnbHuii 3acib), a
no 10 TabneTok y came BHECeHHS 3MiH Ao CneumdikaLii Ans nonieTuneHoBmx
6nictepi; no 3 nakeTiB (PE bag used as a bulk packaging material): -
GnicTtepu B KapTOHHIN BUITyYEHHS M. «Pe4OBUHU PO3YMHHI Y reKcaHi -
nasui MonionediHny, y 38’a3Ky 3 oHOBNEeHHAM MoHorpadii EP ans
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk Kpaina

eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

nonionediuie (3.1.3.); - KOpeKLinHi npaBku N. «TekcT Ta
Konip» (He 3aCTOCOBYETLCS AN YOPHUX NAKeTIB); 3MiHW |
TUMY - BHECEHHSA [0 MaTepianiB peecTpauiiHoro gocbe (p.
3.2.P.7. Cuctema koHTelHep/3akynoptoBarnbHuii 3acib), a
came BBEAEHHS AOAATKOBOrO BUPOOHMKa NonieTUneHoBux
nakeTiB Novplasta, s.r.o., Slovak Republic. MaTepian (PE
bag used as a bulk packaging material) HoBoro Bupo6Huka €
aHanoriyHuM 3aTBepakeHoMy BUpo6HUKY (PLASTIC —PACK
s.r.o., Slovak Republic), cneumndikauii Ta MeToamn koHTponto
SAKOCTI - iQ€HTUYHI

200.

MOKCOHIAWH
KCAHTIC

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 0,3 mr
no 10 Tabnetok y
6nictepi; no 3
6nictepu B KapTOHHIN
nayui

"KcaHTic
dapma
Nimiten"

Kinp

CaHeka
dapmackioTikana AT

CnoBaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny -
BHECEHHS 3MiH 10 MaTepianiB peecTpauiiHoro Jocke (p.
3.2.P.7. Cuctema KoHTeNHep/3aKynoptoBanbHui 3acib), a

came BHeCeHHs 3miH Ao Creumdikauii Ans nonieTuneHoBmx

nakeTiB (PE bag used as a bulk packaging material): -
BUIMYYEHHSA M. «PE4OBUHU PO3YMHHI Y FreKCaHi -
MonionediHn», y 38’a3Ky 3 oHOBNEeHHAM MoHorpadii EP ans
nonionediHis (3.1.3.); - kopeKuinHi npaBku N. «TekcT Ta
Konip» (He 3aCTOCOBYETLCS ANs YOPHUX MaKeTiB); 3MiHM |
TUMY - BHECEHHSA [0 MaTepianiB peecTpauiiHOro Aockbe (p.
3.2.P.7. Cuctema koHTelHep/3akynoptoBarnbHuii 3acib), a
came BBE[eHHS JOAAaTKOBOro BMPOGHMKA NOMieTUNEHOBMX
nakeTiB Novplasta, s.r.o., Slovak Republic. MaTepian (PE
bag used as a bulk packaging material) HoBoro BUpo6Huka €
aHarnoriyHum 3ateepaxeHomy BnpobHuky (PLASTIC —PACK
s.r.o., Slovak Republic), cneundikadii Ta MeToan KOHTPOIO
AKOCTI - iAEHTUYHI

3a
peuerimom

UA/17580/01/02

201,

MOKCOHIAWH
KCAHTIC

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 0,4 mr,
no 10 Tabnetok y
6nictepi; no 3
6nicTepu B KApTOHHIN
nayui

"KcaHTic
dapma
Nimitea"

Kinp

Caneka
dapmacbtoTtikana AT

CnoBaubka
Pecny6nika

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
BHECEHHS 3MiH 10 MaTepianiB peecTpauiiHoro focke (p.
3.2.P.7. Cuctema koHTelHep/3akynoptoBarnbHuii 3acib), a

came BHeCeHHs 3miH Ao Creumdikauii Ans nonieTuneHoBmx

nakeTiB (PE bag used as a bulk packaging material): -
BUMNYYEHHS M. «PE4OBUHN PO3UYNHHI Y rekcaHi -
MonionediHn», y 38’a3Ky 3 oHOBNEeHHAM MoHorpadii EP ans
nonionediHis (3.1.3.); - KOpeKLinHi npaBku N. «TekcT Ta
Konip» (He 3aCTOCOBYETbCS AN YOPHUX NAKETIB); 3MiHM |
TUMY - BHECEHHSA [0 MaTepianiB peecTpauiiHoro Aocke (p.
3.2.P.7. Cuctema KoHTelHep/3aKyrnoptoBanbHuii 3acib), a
came BBeAEHHS AOAATKOBOrO BUPOOHMKA NonieTUneHoBmx
nakeTiB Novplasta, s.r.o., Slovak Republic. MaTepian (PE
bag used as a bulk packaging material) HoBoro BupobHuka €
aHarnoriyHumM 3aTeepaxeHomy BupobHuky (PLASTIC —PACK
s.r.o., Slovak Republic), cneundikadii Ta MeToan KOHTPOIO
SAKOCTI - iA€HTUYHI

3a
peuerimom

UA/17580/01/03

202.

MOHTENYKAC
T-TEBA

TabneTku, BKPUTI
NniBKOBOO
obonoHkoto, no 10 wr,

TOB «TeBa
YkpaiHa»

YkpaiHa

TOB TeBa
OnepenwHs MNonang

MonbLla

BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis: 3miHa
3asBHUKa (BracHUKa peecTpaLiniHOro NocBig4eHHs)(3rigHo
Hakady MO3 Big 23.07.2015 Ne 460): 3MmiHm | Tuny - 3miHu

3a
peuenmom

UA/12439/02/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
no 7 TabneTok y wopao 6esneku/edeKkTMBHOCTI Ta dhapmakoHarnsay.
6nictepi, no 4 BBepaeHHs abo 3mMiHM A0 y3aranbHeHVX AaHUX Npo cuctemy
6nictepun B KapTOHHIN dapmakoHarnagy (BBeAeHHs y3aranbHeHWUX 4aHUX npo
kopobuLi cuctemy cbapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiANoOBiganbHOI 3a 34iINCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHuUKa ANs 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKL0 BOHa BiAMiHHa Big
YMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoi 3a 3A4iNCHEHHS
dapmakoHarnsay (BkoYarym KOHTaKTHI AaHi) Ta/abo 3miHm
Y PO3MilLieHHI macTep-anna cuctemm bapmakoHarnsgy)
3MiHa ynoBHOBaXeHOI 0cobu 3asBHUKa, BiAMOBIAANbHOI 3a
dapmakoHarnag. Hitova pepakuin: Orit Stern-Maman.
MponoHoBaHa pepakuis: buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHMX JAHMX YNIOBHOBAaXXEHOI 0CObM 3asiBHUKA,
BiANOBIganbHOI 3a hapMakoHarnag,.
203.| HABIPEN KOHUeHTpaT ans Mepak Himeuunna Mepak lesenbwadt | HimevumHa/ BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/4711/01/01
NPUroTyBaHHSA [esenbwadt drop KniHiwwe Yecbka 3MiHN Wwopo 6esnekn/edekTMBHOCTI Ta dbapmakoHarnsay. peuernmom
pPO34MHYy Ans iHdY3in, brop KniHiwe LLneuianenpenapat Pecny6nika BBeneHHs abo 3MiHM [0 y3aranbHEHWX AaHKX NPO CUCTEMY
10 mr/mn no 1 mn (10 LWneuiansnpe e M6X, HimewunHa apmakoHarnsay (BBEAEHHS y3aranbHeHUX 4aHUX Npo
mr) abo 5 mn (50 mr) y napate M6X (nakyBaHHs, cvctemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
dnakoHi, no 1 MapKyBaHHS Ta BiANoBiganbHOI 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHOT
hnakoHy B KAPTOHHIN BUMYCK cepii); ocobu 3 hapmakoHarnagy 3asBHMKa AN 3AINCHEHHS
Kopooui OHKOMe[ dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHa BiA
MeHbtohekyepiHr yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
a.c., Yecbka dapmakoHarnsaay (BKYarum KOHTaKTHI AaHi) Ta/abo 3miHm
Pecnybnika y po3MmilLieHHi macTep-anna cuctemm bapmakoHarnsagy) -
(BMpPOBHMLTBO "in 3MiHa KOHTaKTHOi 0cobM YyNoBHOBaXeHOT 0cobu 3asiBHUKA,
bulk", koHTponb BiAMOBiAanbHOI 3a hapmakoHarnsg B Ykpaini. NponoHoBaHa
cepin) pepakuia: bakyH AHHa OnekcaHapiBHa. 3MiHa KOHTaKTHUX
[AaHNX KOHTaKTHOI 0cOBU YNOBHOBaXeHOi 0cobu 3asiBHUKA,
BignoBiganbHoi 3a chapMakoHarnsg B YkpaiHi
204.| HATPIIO NMOPOLLIOK (CyBCTaHList) AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis: 3MmiHu | Tuny - - UA/15040/01/01
OKCUBYTUPAT | y naketax nanepoBux BHECEHHS 3MiH 0 po3Ainy «MapKyBaHHS» y 3B’A3Ky 3

ans
hapmaLeBTU4HOro
3aCTOCYBaHHS

npuseaeHHAM po3giny «MapkysaHHs» MKA y BignoBigHicTb
[0 AOoKyMeHTaUil BUpobHmKa: 3anponoHOBaHO:
MAPKYBAHHA Ha eTukeTui ykpaiHCbKOO MOBOIO
3a3HavaloTb «YkpaiHay, «AT «Papmak», Noro ToBapHuin
3HaK i agpecy, Ha3By cybCTaHLii aHIMIACBKOL i YKPaiHCbKO
MoBaMu, Macy cybcTaHuii, yMoBM 36epiraHHs,
peecTpauinH1in HoMep, HoMep cepii, AaTa NPOBEAEHHS
NMOBTOPHMX BMNPOOYBaHb. [JonycKaeTbCA HAHECEHHS
[00aTKOBWX Hanucis;
3MiHuM | TUNY - BHeceHHs 3MiH go Cneuudikadii Ta meTogis
KOHTPOO 3a nokasHukom «MikpobionoriyHa yuctoTtar, a
came JoAaTkoBO A0 nocunaHHsA Ha EP* popaHo nocunaHHs
Ha [1®Y* (* - gitoye BuaaHHs). Bunyyaetbcs NoBHUIN BUKNaA,
npoBefeHHsA MeToankv. Kputepii NpUAHATHOCTI 3anvLLeHo
6e3 3MiH
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
205.| HAOTU3UH® Kpanni HasarbHi AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/3332/01/01
0,05%; no 10 mn y 3MiHK 3 aKoCTi. [oTOBMIA Nikapcbkuii 3acib. 3miHn y peuenma
nakoHi; no 1 BMPOBHMUTBI. 3MiHa po3mipy cepii (BKMOYakoumM dianasoH
hnakoHy B nauui 3 po3Mmipy cepii) roToBOro nikapcbkoro 3acofy (36inbLeHHs 4o
KapTOHY 10 pasiB NOPIBHSHO i3 3aTBEPHKEHNM PO3MIPOM) - BBEAEHHS
[08aTKOBMX PO3MIpIB cepii rOTOBOro fikapCbkoro 3acoby.
3anponoHosaHo: 1000 n (100,00 tuc. ¢n.), 2000 n (200,00
Tnc. dn.), 2700 n (270,00 Tuc. dn.)
206.| HA®TU3UH® kpanni Ha3anbHi 0,1%; AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - bes UA/3332/01/02
no 10 Mn y dnakoHi; 3MiHM 3 siKoCTi. [0TOBWI Nikapcbkui 3aci6. 3MiHK Y peuyenma
no 1 pnakoHy B nayui BMPOGHMLTBI. 3MiHa po3Mipy cepii (BKrovatoum gianasoH
3 KapTOHY pO3Mmipy cepii) roTOBOro nikapcbkoro 3acoby (36inbLeHHs 4o
10 pasiB NOPIBHSAHO i3 3aTBEPHKEHNM PO3MIPOM) - BBEAEHHS
[0[aTKoBMX PO3MIpiB cepii roToBOro fikapcbkoro 3acoby.
3anponoHoBaHo: 1000 n (100,00 Tuc. ¢n.), 2000 n (200,00
TnC. dn.), 2700 n (270,00 Tuc. dr.)
207.| HEBAHAK® Kpanni ou4Hi, HosapTic LLiseniapis AnkoH-KyBpbop Benbris BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/13522/01/01
cycnensis, 1 mr/mn, no Papma Al 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsapy - | peyenmom
5 mMn y dprakoHi- 3MiHM BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI YNaKOBKU
KpanenosHuui "dpon- nikapcbkoro 3acoby. BBegeHHs 3MiH npoTsirom 6 micsauiB
TenHep®"; no 1 nicns 3aTBepaKEHHs
hnakoHy B kopobui 3
KapToHY
208., HEUPOBIOH TabneTtkn, BKpUTI i eng Oxi HimeyunHa Mi enp Oxi Xenc ABcTpisa BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | Tuny - 3a UA/5409/01/01
obornoHkoto no 10 Xenc Ocrtpist TM6X eHp 3MiHa HanmeHyBaHHsi BuUpobHuka A®I TiamiHy aucynbdigy  |peyenamom
TabneTok y 6nictepi; [xepmaHi Ko. Ol (BiTaminy B1) 3 Merck Limited, India Ha Procter & Gamble
no 2 6nictepn y m6X Health Limited, India; 3miHu | TUNY - BUNy4YeHHA BUPOGHWYOT
KapTOHHiI kopobui AinbHuUi Zhejiang Tianxin Pharmaceutical Co. Ltd, China
ans A®I Mipupokeuny rigpoxnopuay (BiTamiHy B6)
209.| HEO®EH renb, 50 mr/r; no 151 Benyno, nikun Xopgaris Benyno, niku Ta XopsarTis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/14739/01/01
BENYMNO abo 50T, abo 100 ry Ta KOCMEeTUKa, KOCMeTUKa, A.4. 3MiHa B MeTofi BU3Ha4YeHHs1 BMicTy eTaHony B J13 - peuenma
nntoc Ty6i; no 1 Ty6i B a.a. BBE[IEHHA HOBOrO MEeTOAy ras3oBoi xpomaTorpadii 3amicTb
KapTOHHIN nayui 3aTBepmkeHoro metoay ['X. BBeaeHHs amiH npotarom 6-tu
MicsLiB nicns 3aTBepOXKEHHS
210.| HI®YPO3UA- cycneHsisi oparnbHa, ToBapucTso 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHu | Tuny — 3a UA/12707/02/01
300POB'A 200 mr/5 mn, no 50 mn 0obMmexeHo obmexeHo BBEJEHHS HOBOrO BMpPOBOHMKa chrakoHiB nonimepHux no 125 | peuenmom
y cbrakoHi BiAgnoBiganbHi BiANoBiganbHiCTIO mn TOB «CtaTyc», YkpaiHa 4oAaTKOBO [0 3aTBEPKEHUX
nonimepHomy, no 1 cTio "®apmaueBTuiHa Bupo6HukiB TOB «MPODIMNINACT NTA», YkpaiHa Ta TOB
hnakoHy 3 MipHO "®apmaueBTn KomnaHis "3gopos's” «MnacTxim», YkpaiHa. KinbKicHWM Ta skicHUA cknaam
NOXKOI0 Yy kopobui 3 YHa KOMNaHis nakyBanbHOro matepiany gnakoHy He 3MiHWBCSI; BUPOOHMKHM
kapToHy; no 100 mn y "3popos's" KPULLOK 10 HOBOTO (hniakoHy 3anviueHi 6e3 3amiH. Ak

dnakoHi noniMepHomy
abo 3i ckna; no 1
nakoHy 3 MipHOHO
TOXKOH Y kopobLi 3
KapTOHY

HacnigoK, He3HayHi 3MiHWM rabapuTHUX po3MipiB NaKoHiIB;
CynyTHs 3MiHa - 3MiHuM 3 sikocTi. [0TOBMIA Nikapcbkuii 3acib.
Cuctema koHTelHep/3akynoptoBanbHui 3acid. 3MiHa hopmu
abo po3mipy KOHTENHEpa YM 3aKynoprBanbHOro 3acody
(NepBMHHOI yNakoBKW) (HeCTepunbHi Nikapcbki 3acobu)
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
211 HOBOMNAPUH® | po3unH Ans iH'exuin, IPDKEHO®AP Benuka LWenaxeH Texkaoy Kutan BHECEHHS 3MiH 0 peecTpauinHMx maTtepianis: 3miHu | Tuny - 3a UA/9061/01/01
100 mr (10 000 aHTK- MNOTA Bputanis dapmacbtoTrkan 3MiHu Wwopo 6esneku/edeKTUBHOCTI Ta hapmakoHarnsgy - | peuernmom
daktop Xa MO)/mn; Ko., NNTg OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKM fikapCbKoro
no 0,2 mn (20 mr), abo 3acoby 3 BHeCeHHsM iHdhopMaLii LoAo 3a3HavYeHHs
no 0,4 mn (40 mr), abo OOMHULIb BUMIPIOBaHHS y cuctemi Sl
no 0,6 mn (60 mr), abo
no 0,8 mn (80 mr), abo
no 1,0 mn (100 mr) y
nonepeaHLo
HaMoBHEHOMY LLNpUL,
no 2 wnpvuy B
6nictepi, no 1
onictepy B KapTOHHiN
kopobui; abo no 0,2
mn (20 wr), abo no 0,4
mn (40 wr), abo no 06,
mn (60 wr), abo no 0,8
mn (80 mr) y
nonepeaHLo
HaMoBHEHOMY LLNpUL,
no 2 Wwnpuum B
6nictepi, no 5
6nicTepiB y KapTOHHIN
Kopobui
212 HOPBACK® TabneTku no 5 mr; no AnaxoH HOC CLUA BupobHuk, Himeyvumna/ BHECEHHS 3MiH 0 peecTpauiiHUX MaTepianis: yTOYHEeHHSA 3a UA/5681/01/01
10 TabneTok y 1nC BiAnoBiganbHWIM 3a CLLA HanucaHHA 3asiBHMKa B Hakasi MO3 Ykpainu Ne 1081 Bia | peuenmom
6nictepi; no 3 abo no BMPOGHMLUTBO 02.06.2021 B npoueci BHeCeHHA 3MiH (3MiHa 3asBHVKa
6 6nictepiB y npenapary in bulk, (BnacHuka peecTpauinHoro NocBiAYeHHst) (3rigHO Hakasy
KapTOHHIN ynakoBLi nakyBaHHs, MO3 Big 23.07.2015 Ne 460): BBeaeHHS 3MiH npoTarom 9-Tu
KOHTPOrb SIKOCTi Ta MicsauiB nicns 3aTBepAXeHHs. 3miHu | Tuny - 3miHK wono
BUNYCK cepii: 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy. BeegeHHsa abo
P-®apm IxepmaHi 3MiHWN [0 y3aranbHeHVX AaHWX Npo CUCTEMY
MM6X, HimeuuunHa; dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
BupobHuk, cvctemy chapmakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
BiAnoBiganbHWM 3a BiZNOBIganNbHOI 3a 34iIMCHEHHSA hapMaKoHarnsay; KOHTAKTHOI
nakyBaHHs, ocobu 3 hapmakoHarnsgy 3asBHUKa AN 30iIRCHEHHS
KOHTPOrb SKOCTi Ta dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHA Bif
BUNYCK cepii: YMOBHOBaXeHOoi 0cobu, BignoBiaanbHOI 3a 3A4iNCHEHHS
Mdpanzep (hapmakoHarnsiay (BKoYarym KOHTaKTHI AaHi) Ta/abo 3miHu
MeHtoek1ypuHr Y po3MiLLeHHi MacTep-darina cuctemu papmakoHarnsgy)
Donunenpg Mm6X, 3miHa ynoBHOBa)keHOi 0cobu 3asiBHMKa, BiANOBIAANbLHOI 3a
HimeuumnHa; 3aiicHeHHs dapmakoHarnagy: Hitova pegakuis: dpaHcyasa
BupobHuk, Iyma-Cinnan/ Francoise Dumas-Sillan. MponoHoBaHa
BiAMoBiAanbHUA 3a pepakuia: bapbapa [le bepHapai/ Barbara De Bernardi.
BUPOBOHMLITBO 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0Cobu 3asiBHUKA,
npenapary in bulk, BiAMOBiAanbHOI 3a 3ailcHeHHst hapmakoHarnsaay). Pepakuis
KOHTPOMb SIKOCTI: B Hakasi: AnmxoH KOC 1 JINC KopnopeiiwH. BipHa
Mdpanzep pepakuisa: Angxon HOC 1 JNC.
dapmactoTikana
JINC, CWA
213.| HOPBACK® Tabnetkn no 10 mr; no AngxoH HOC CLWA BupoBHuk, Himevumna/ BHECEHHS 3MiH IO peecTpaUiiHiX MaTepianiB: YTOYHEHHSA 3a UA/5681/01/02
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
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10 TabneTok y 11nC BignoBiganbHWM 3a CLLA HanucaHHA 3asiBHMKa B Hakasi MO3 Ykpaiuu Ne 1081 Bia | peuernmom
6nictepi; no 3 abo no BMPOBOHMLTBO 02.06.2021 B npoueci BHeCeHHs 3MiH (3miHa 3asBHMKa
6 bnictepiB y npenapary in bulk, (BnacHuka peecTpauiiHoro NocBigYeHHst) (3rigHo Hakasy
KapTOHHIN ynakoBLi nakyBaHHs, MOZ3 Big 23.07.2015 Ne 460): BeeaeHHs 3MiH npoTarom 9-Tu
KOHTPOIb SIKOCTi Ta MicsiLiB nicnsi 3aTBepAXeHHs. 3MiHu | Tuny - 3miHu woao
BMNYCK cepii: 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
P-®apm [xepmaHi 3MiHWN 00 y3aranbHeHVX AaHnX Npo cucTemy
M6X, Himeuunna; apmakoHarnsay (BBEAEHHS y3aranbHEeHUX 4aHUX Npo
BupobHuk, cvcTemMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHoi ocobu,
BignoBiganbHWIM 3a BiANOBIganbHOI 3a 34iINCHEHHSA (hapMaKoHarnsay; KOHTaKTHOI
nakyBaHHs, ocobu 3 hapmakoHarnagy 3asBHuKa AN 3AINCHEHHS
KOHTPOSb SKOCTi Ta dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
BUMYCK Cepii: YNOBHOBaXeHOT 0cobu, BignoBiganebHoi 3a 34iNCHEHHSA
Mdpanszep dapmakoHarnsgy (BK4aoyy KOHTaKTHI AaHi) Ta/abo 3MiHn
MeHtodekyypuHr y po3MmilLieHHi macTep-anna cuctemm bapmakoHarnsgy)
Lonuneng M'm6X, 3miHa ynoBHOBa)keHOi 0cobu 3asiBHMKa, BiANOBiAanbLHOI 3a
Himeyumha; 3[incHeHHs dapmakoHarnagy: [itova pegakuis: paHcyasa
BupoGHuK, Iyma-Cinnan/ Francoise Dumas-Sillan. NMponoHoBaHa
BiAnoBiganbHWN 3a penakuisi: bapbapa [le bepHapgai/ Barbara De Bernardi.
BMPOGHMLTBO 3MiHa KOHTaKTHMX AaHWNX YNOBHOBaXEHOi 0CObu 3asiBHUKA,
npenapary in bulk, BigMNoBiganbHOI 3a 3gificHeHHs1 hapmakoHarnsagy). Pepakuis
KOHTPOMb SIKOCTI: B Hakasi: AngxoH KOC 1 JIN1IC KopnopewiwH. BipHa
Mdpanzep penakuisa: Anpgxon OC 1 JIJIC.
dapmactoTikana
JINC, CWA
214, HOPTAJTAKC renb pekransHun, 0,12 HOP>XXWH PpaHuis HopxuH ®apma ®paHuis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/2723/01/01
r/10rno10ry CAC 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy - peuenma
0[HOO030BOMY 3anponoHoBaHo: 3rigHO 3aTBEPAKEHOIO TEKCTY MapKyBaHHSI.
KOHTeViHepi (Tybi- OHOBMEHHA TEKCTY MapKyBaHHS YMakoBKU MiKapCbKOro
KaHtoni); no 6 Ty6- 3acoby 3 BHECEHHSAM iHcpopMalLlii LWoAo 3a3HavYeHHs
KaHIOMb Y KapTOHHIl OAVHWLb BUMIpIOBaHHSA y cucTemi Sl. BBegeHHs 3MiH
Kopooui npoTArom 6 MicsALIB MiCNA 3aTBEPHKEHHS
215 HOPMATEHC TabneTku, BKpUTI MELA dapma HimeuunHa Air-Ci-EH Monbda MonbLa BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis: 3miHu | Tuny - 3a UA/2922/01/01
obornoHkoto, no 20 'M6X eHp Ko. XKewys AT 3MiHM Wwopao 6esnekn/edekTMBHOCTI Ta dbapmakoHarnsaay. peuernmom
TabneTok y 6nictepi; KIr BeeaeHHs abo 3MiHu [0 y3aranbHEHWX AaHWX Npo cucTemy

no 1 6nictepy y
KOpoO6Li 3 KapTOHY

dapmakoHarnsiay (BBEAEHHS y3aranbHEHUX aHUX NPO
cvcTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHUKa NSt 3AINCHEHHS
chapmakoHarnagy B YKpaiHi, SKL0 BOHa BiAMiHHA Bif
yMOBHOBaXeHOoi ocobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
(hapmakoHarnsigy (BkIo4vakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MiLLieHHi MacTep-daina cuctemm papmakoHarnsagy -
3MiHa YNOBHOBaXXeHOI 0COOM 3asiBHMKA, BiANOBiganbHOI 3a
dapmakoHarnag,.

MponoHoBaHa pepakuisi — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHMX JaHMX YNOBHOBaXeHoi ocobu, BiaNoBiaanbLHOI 3a
hapmakoHarnsig. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
ocobu ynoBHOBaXeHoi ocobw, BignoeiganbsHoi 3a
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dapmakoHarnsg B YKpaiHi.
3MiHa MicLue3HaxoaXeHHs macTep-danna cucremun
dapmakoHarnsgy. 3miHa micus 34iNCHeHHS OCHOBHOI
AisnbHOCTI 3 hapmakoHarnsgy
216.| O3YPOEKC® iMnnaHTaT ans AnnepraH Ipnangis AnnepraH Ipnangis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/12292/01/01
iHTpaBiTpeanbHoOro dapmacbloTika dapmachbioTikans 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy - | peyenmom
BBeAeHHs, 700 mkr, no n3 lpnaHgis Ipnangia OHOBJIEHHS! TEKCTY MapKyBaHHS YNaKoBKM MikapCbKOro
1 annikaTopy, Wwo 3acoby 3 BHeECEHHAM iHchopMalLii LWoAo 3a3HavyeHHs
MICTUTb iMNNaHTaT, OOMHULb BUMIpIOBaHHS y cuctemi Sl
pa3oM 3 nakeToMm-
nornuHa4yem Bosoru, y
nakert i3 ponbru; no 1
nakety i3 gonbru B
KapTOHHIN kopobui
217 OKcon PO34MH ans iH'ekuin, 2 Mini Xenckepe Benuka Benyc Pemegic IHpia BHECEHHS 3MiH A0 peecTpauinHnMx maTtepianis: 3miHu | Tuny - 3a UA/4065/01/01
mr/mn; no 25 mn aéo NimiTeq BpuTaHis Jlimiten 3MiHM Woao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy - | peuenmom
50 Mn y conakoHi; rno 1 BHECEHHS 3MiH 0 po3ainy «MapkyBaHHa» MKA 13:
hnakoHy B KApPTOHHI 3anponoHoBaHo: MapkyBaHHs1. 3rigHO 3aTBEepAXXEHOro
Kopooui TEKCTY MapKyBaHHs. OHOBNEHHS TEKCTY MapKyBaHHS!
yNaKoBKM MikapCbKoro 3acoby 3 BHECEHHSAM iHdbopMalLlii
o0 3a3HaYeHHs! OAMHMLb BUMIpIOBaHHS Y cuctemi Sl
218.| OKCOIIH mMa3sb 2,5 mr/r,no 10 r MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpauiHMX maTtepianis: 3miHu | Tuny - 6e3 UA/14853/01/01
Tano 15 r B Ty6i; no 1 "Ximdpapm3aas "Ximdpapm3aasog 3MiHN Wwopao 6e3nekn/edekTUBHOCTI Ta dpapmakoHarnsay. peuenma
Ty6i y nayui 3 KapToHy opf "YepBoHa "YepsoHa 3sipka" BBeneHHs abo 3MiHM [0 y3aranbHEHWX AaHKX NPO CUCTEMY
3ipka" dapmakoHarnsaay (BBeAeHHS y3aranbHeHUX 4aHuX Npo
cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiAnoBiganbHoi 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsaay 3asiBHUKa ANs 34iNCHEHHSI
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
yMNoBHOBaXeHOi ocobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
y po3MmilLieHHi macTep-anna cuctemu bapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHMX YNOBHOBaXeHOI ocobu,
BiNOBIgaNbHOI 3a 34iMCHEHHS dhapMakoHarnsay
219 OoniA HACIHHA | onisa, no 100 mny ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHuX maTtepianis: 3miHu | Tuny - bes UA/3517/01/01
FAPBY3A hnakoHi, no 1 obmexeHo obmexeHo BBEAEHHS HOBOro BUPOOHMKa chrnakoHiB nonimepHux TOB peuenma
hnakoHy B kopoOuii 3 BigMoBiAanbHi BiAMOBIAANbHICTIO «CtaTycy», YKpaiHa 4oAaTKoBO [0 3aTBEPMKEHUX
KapToHy; no 2,5 mn cTio "OocnigHuii 3aBog BUpoGHUMKiB TOB «MPO®IMNNACT NTO», YkpaiHa, MpAT
abo 5 mn y cawe, no "OocnigHnn "THUNC", YkpaiHa “®ipma ENIMNC”, Ykpaina Ta TOB «[Mnactxim», YkpaiHa. Ak
20 cawe B kopobuj 3 3aBof (KOHTpOnNb AKOCTI, HacnigoK, He3HauHi 3MiHWM rabapuTHUX po3MipiB NaKoHiIB;
KapTOHY "rHunc" BUMNYCK cepii); CynyTHs 3MiHa - 3MiHM 3 sikocTi. [0TOBMIA Nikapcbkuii 3acib.

TosapucTBo 3
obmexeHo
BiANoBiganbHiCTIO
"®apmaueBTNYHa
KOMMNaHis
"3popos's", YkpaiHa
(Bci cTagii
BUPOGHMLTBA,

CucTeMa KoHTelHep/3akynoptoBanbHui 3aci6. 3miHa dopmu
abo po3mipy KOHTelHepa Yv 3aKynoploBarnbHOro 3acoby
(NepBMHHOI ynakoBku) (HeCcTepunbHi Nikapcbki 3acobu)
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KOHTPOIb AKOCTI,
BUNYCK cepii)
220.| OMENPA30nN niocpinizat ans M.BioTek JlTg Benwka HAMPOO NAN® IHais BHECEHHS! 3MiH 40 peecTpauiiHux maTtepianiB: yTOYHEHHSA 3a UA/11147/01/01
PO34UHY ANs iH'eKuin Bputanis CAEHCEC HanucaHHA 3asiBHMKa B Hakasi MO3 Ykpaiuu Ne 517 Big, | peyenmom
no 40 mr 1 donakoH 3 NBT.NTAH 22.03.2021 B npoueci BHECEHHS 3MiH (3MiHM | TUMy - 3MiHK
NMOPOLLKOM Y nayi 3 oo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy -
KapToHY OHOBIIEHHSI TEKCTY MapKyBaHHS yrMakoBKW NikapCbKoro
3acoby 3 BHeECEHHAM iHchopMalLii LWoJo 3a3HavYeHHs
oOMHULb BUMIipIOBaHHS y cuctemi Sl. BHeceHHs 3miH fo
po3ainy «MapkyBaHHs» MKA J13; 3anponoHoBaHo: [Ans
rotoBoro nikapcekoro 3acoby: MAPKYBAHHA 3rigHo
3aTBEPOKEHOrO TEKCTY MapKyBaHHs. BBeaeHHs 3miH
nNpoTArom 6-T MicALIB 3 4aTu 3aTBEPIKEHHS). Peaakuis B
Hakasi: M.bioTek JlimiTen, Benuka Bputanis.
BipHa peaakuisn: M.Biotek JItg, Benuka BpuTtaHis.
221.| OHOAHCET pPO34MH Ans iH'ekuin, 2 M.Biotek IlTg Benuka XENM C.A. peuis BHECEHHS 3MiH 40 peecTpauiiHux MmaTtepianis: yTOYHEeHHs 3a UA/13558/01/01
Mr/mMn no 2 mn (4 mr) BpuTaHis HanucaHHs 3asBHUKa B Haka3i MO3 Ykpaihu Ne 517 Big | peuenmom
abo no 4 mn (8 mr) B 22.03.2021 B npoueci BHECEHHS 3MiH (3MiHM | TUMy - 3MiHK
amnyni; no 5 amnyn y oo 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsay -
navuji 3 KapToHy OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKU MikapCbKoro
3acoby 3 BHECEHHSAM iHcpopMalLii LWoao 3a3HavYeHHs
OAVHWLb BUMIpIOBaHHSA Y cucTemi Sl. BHeCeHHs 3MiH a0
po3giny «MapkyBaHHs» MKA J13: 3anponoHoBaHo: Ans
roToBoro nikapcbkoro 3acoby: MAPKYBAHHA 3rigHo
3aTBEPKEHOr0O TEKCTY MapKyBaHHS. BBegeHHSA 3miH
npoTarom 6-Tu MicsiliB nicnsi 3aTBepakeHHs). Pepakuis B
Hakasi: M.BioTek NimitTen, Benuka BputaHis.
BipHa penakuia: M.Biotek JIta, Benuka BpuraHis.
222 O®PJIOKCAUMH | Ttabnetku no 200 wmr, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/1805/01/01
-OAPHULA no 10 TabneTok y "®apmaueBTn "®apmaueBTuYHa BBEAEHHs foaaTkoBoro po3mipy cepii 13 250 «r. peuenmom
KOHTYPHI YapyHKOBIN YHa dipma dipma "JapHunuqa” 3anponoHoBaHo: 125 kr (500,00 1. Tabnetok / 50,00 1. yn.
ynakosui; no 1 "OapHuus" Ne10),
KOHTYPHIl YapyHKOBI 250 kr (1000,00 1. Tabnetok / 100,00 T. yn. Ne10); 3miHu |
ynakoBLji B nayui TMNy - BHECEHHS 3MiH o p. 3.2.P.3. Mpouec BupobHuuTBa
roTOBOro NMikapcbKoro 3acoby, 3okpema: BHECEHHS
pedakuinHux npasok o po3ainie 3.2.P.3.2.Cknag Ha cepito;
3.2.P.3.3. Onuc BUpOoGHMYOro npoLiecy Ta KOHTPOM
npoLiecy; 3aHavyeHHsi obrnagHaHHsi 6e3 Ha3Bu ipmu
223 NAPA®Y3IB PO34uH Ans iHdy3in, dapma MopTyranis C.M. dapmaveyrTivi ITanis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/17329/01/01
no 10 mr/mn, no 50 mn BaBapis C.P.J. 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay - | peyenmom
abo 100 mn y IHTepHauioHan OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKM MikapCbKoro
chnakoHi, no 1 a6o 10 (PBI) 3acoby BignoeiaHo Ao BUMor Hakady MO3 Ykpainu Big
(hNaKoHiB y KApTOHHIl MopTyranis, 23.07.2015 p. Ne460 3 BHeCeHHSAM iHchopMmalLlii LLoao
ynakoBLji KOHin. Ipa. BHYTPILLHIX KoaiB 3aBoay, iHdopMauii wogo 2D Data Matrix
koay. BBegeHHs 3MiH NpoTArom 6-Tv MicsuiB nicns
3aTBEPAKEHHS
224 MIBOHIT HacTovika no 100 mn'y MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - be3 UA/9246/01/01
HACTOUKA nakoHi CKNgHOMY "Ximdapmsas "Ximcbapmsasop 3MiHM Wwopo 6esnekn/edeKTMBHOCTI Ta dbapmakoHarnsaay. peuenma
abo nonimepHomy; no of "YepsoHa "YepsoHa 3ipka" BeeaeHHs abo 3MiHu [0 y3aranbHeHVX AaHWX Npo cucTemMy
1 donakoHy B nayui 3 3ipka" dapmakoHarmnsiay (BBEAEHHS y3aranbHEHUX aHUX Npo
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kapToHy; no 100 mn y cuctemy cbapmakoHarnsay, 3MiHa ynoBHOBa)eHoi ocobum,
6aHui; no 1 6aHui B BiAMNOBiAANbHOI 3a 3AiNCHEHHS bapMakoHarnsAy; KOHTaKTHOI
nayui 3 KapToOHy ocobu 3 hapmakoHarnagy 3asBHMUKa ANs 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
YMNOBHOBaXeHOI 0cobu, BignoBiaanbHoi 3a 34iNCHEHHS
dapmakoHarnsay (BkoYarym KOHTaKTHI AaHi) Ta/abo 3miHm
Y PO3MilLieHHI macTep-anna cuctemm papmakoHarnsgy) -
3MiHa KOHTaKTHMX [aHUX YNOBHOBAaXeEHOT ocobu,
BigMNoBiganbHoi 3a 3giNcHeHHs hapmakoHarnsgy
225 NIPAUETAM Tabnetkun no 200 mr MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/5788/01/01
no 10 TabneTtoky "Ximdapmsas "Ximbapm3sasoa 3MiHM Wwopo 6esnekn/edekTMBHOCTI Ta dbapmMakoHarnsay. peuernmom
6nictepi; no 6 oA "YepsBoHa "YepsoHa 3ipka" BBeneHHs abo 3MiHM [0 y3aranbHEHWX AaHKX NPO CUCTEMY
onicTepiB y nayui 3 3ipka" bapmakoHarnsgy (BBe4eHHS y3ararnbHEHUX AaHnX npo
KapToHy cvctemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANoBiganbHoI 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsaay 3asiBHMKa ANs 34iINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLW0 BOHa BiAMiHHa Big
yMNOBHOBaXeHOi 0cobu, BignoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
Y PO3MilLieHHI macTep-anna cuctemm bapmakoHarnsagy) -
3MiHa KOHTaKTHUX AaHMX YNOBHOBaXeHOoI ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
226./ NIPALUETAM Tabnetku no 400 mr MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/5788/01/02
no 10 TabneTok y "Ximdpapm3aas "Ximdpapm3aasog 3MiHN Wwopao 6e3nekn/edekTUBHOCTI Ta dpapmakoHarnsay. peuenmom
6nictepi; no 6 of "YepsoHa "YepsoHa 3ipka" BeeaeHHs abo 3MiHu [0 y3aranbHEHWX AaHWX Npo cucTemy
GnicTepiB y nayui 3 3ipka" dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX NPo
KapTOHY cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiZNOBIganNbHOI 3a 34iIMCHEHHSA hapMaKoHarnsay; KOHTAKTHOI
ocobu 3 hapmakoHarnagy 3asBHMKa ANst 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
YMOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo 3miHu
y po3MmilLieHHi macTep-anna cuctemu bapmakoHarnsgy) -
3MiHa KOHTaKTHUX faHMX YNOBHOBaXeHOoI ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
227 NMC- NOpPOLLOK AN dapmacariHc Kanaga dapmacanHc IHk. KaHapa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/9786/01/01
XONECTUPAMI | opanbHoi cycneHsii, 4 IHK. 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay - | peyenmom
H PEIFYNAP 3I r/9r, no 9 r NopoLUKy B OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKU MiKapCbKoro
CMAKOM naketi, no 30 nakeTiB 3acoby 3 BHECEHHSAM iHcpopMalLlii LWoAo 3a3HavYeHHs
AMENNbCUHA Y KapTOHHIl Kopoobui OAMVHWLb BUMIpIOBaHHSA Y cucTemi SI. BHeceHHs 3MiH Jo
po3ainy MKA: Mapkuposka NponoHoBaHa peaakuisi:
MapkupoBka B cooTBeTCTBUM C YTBEPXKAEHHBIM TEKCTOM
MapKMpoBku. BBeieHHS 3MiH npoTarom 6-Tu micauiB nicns
3aTBEPOKEHHS
228.| NOBEPKOPT kpem 0,05 %, no 5r Cmexnmapk IHAisa "mexmapk IHAisa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/8193/01/01
abo 15 r B Ty6i; Mo 1 PapmacboTuk dapmacboTrkan3 3MiHM Y cneumdikaLilo gitoyoi pe4oBuHU knobertasony peuenmom
TyGi Yy KApTOHHiW ans JlTa. ITa. nponioHaTy, Ski NOB’A3aHi 3 NPMBEAEHHSAM Y BiANOBIAHICTb 40
ynakoBLji USP, gitove BMaaHHS, 30Kkpema npuBefeHHs cneundikadii Ta
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHs

METOAIB KOHTPOIIO SIKOCTi 3a NOKa3HMKOM «laeHTudikaLis»
Ta BUMYYEHHS NokasHuka «Badxki metanun»

229.

NOMMNE30

nioginizat gns
PO34MHYy Ans iH'eKuin
no 40 mr; 1 conakoH 3
niocpinizatom y
KapTOHHiN kopobui

yoprng
MEOVUNH
INAY CAH. BE
TIIK. A.LLL

TypeyuunHa

Medap Inay CaH.
AL

TypeyunHa

BHECEHHS 3MiH 0 peecTpauinHnmx martepianis: 3miHu | Tuny -
3MiHM Woao Ge3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy -
OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKU MikapCbKoro
3acoby 3 BHeCEHHAM iHchopMalLii LWoao 3a3HavyeHHs
OAVHULIL BUMIpIOBaHHS y cucTtemi SI. BBeaeHHs 3miH
NPOTArom 6-T MicsILiB Nicnsi 3aTBEpPYKEHHS

3a
peuenmom

UA/17804/01/01

230.

NMPOr’MHOPM
FECTA

kancynu m'siki no 100
mr; no 15 kancyn
M'skux y 6nictepi; no 2
Gnictepuy nayui

3AT
"®apmnira”

JlntoBcbka
Pecny6nika

JIABOPATOPIOC
JNIEOH ®APMA, C.A.

Icnanis

BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: YTOYHEHHA
peecTpauiitHoro Homepa B Haka3si MO3 YkpaiHu Ne 1032
BiA 25.05.2021 B npoueci BHeCEHHA 3MiH (3miHu | Tuny -
3MiHN Wwopo 6e3nekn/edekTUBHOCTI Ta hapmMakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHVX aHWX NP0 CUCTEMY
dapmakoHarnsay (BBeAeHHS y3aranbHEeHUX 4aHUX Npo
cvcTeMy chapMakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
BiZNOBIganbHOI 3a 34iIMCHEHHSA hapMaKoHarnsaay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHMUKa ONs 3AINCHEHHS
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsay (BkoYarum KOHTaKTHI AaHi) Ta/abo 3miHm
y po3milLieHHi macTep-anna cuctemu bapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHUX YNOBHOBAXEHOI 0COOU 3asiBHMKA,
BiAgnoBiganeHoi 3a hapMakoHarnsag. BeeaeHHs iHpopmauii
npo MicLe3HaxodXKeHHs1 MacTep- hanna cuctemm
hapmakoHarnsay Ta voro Homep. BBegeHHs iHdopmaLii
LWoao Micus 34iMCHEHHSA OCHOBOHOI AisiNbHOCTI 3
dapmakoHarnsay). Pegakuis B Hakasi: Ans 403yBaHHS Mo
100 wmr - UA/15254/01/01, anst po3yBaHHA no 200 mr -
UA/15254/01/02. BipHa peaakuisa: ansa gosyBaHHs no 100
mr - UA/15254/01/02, pnsa aosyBaHHsA no 200 mr -
UA/15254/01/01.

3a
peuernmom

UA/15254/01/02

231.

[y

NMPOr’MHOPM
FrECTA

kancynu m'siki no 200
mr; no 15 kancyn
M'akux y 6nictepi; no 2
Gnictepuy nayui

3AT
"®apmnira”

JlntoBcbka
Pecnybnika

JNNABOPATOPIOC
NEOH ®APMA, C.A.

Icnanis

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: yTOYHEHHA
peecTpauiiiHoro Homepa B Haka3si MO3 Ykpainu Ne 1032
BiA 25.05.2021 B npoueci BHeCEHHSA 3MiH (3miHu | Tuny -
3MiHU Wwoao 6e3nekn/edekTUBHOCTI Ta dpapmakoHarnsgy.
BBeaeHHs abo 3MiHM [0 y3aranbHEHWX AaHKX Npo CUCTEMY
dapmakoHarnsaay (BBeAeHHS y3aranbHeHUX A4aHuX Npo
cucTeMy chapMakoHarnsiay, 3MiHa ynoBHOBaXeHoi ocobu,
BiAnoBiganbHoi 3a 34iINCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHUKa AN 34INCHEHHS
dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHa Big
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsaay (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHm
y po3MmilLieHHi macTep-anna cuctemu bapmakoHarnsay) -
3MiHa KOHTaKTHMX AaHKX YNOBHOBAaXEHOI 0COOU 3asiBHYKA,
BifnoBiganbHoi 3a papMakoHarnag. BeeaeHHst iHpopmaii
npo MicLe3Haxo4KeHHs1 MacTep- dhanna cuctemm
dapmakoHarnagy Ta noro Homep. BeegeHHs iHpopmalii

3a
peuerimom

UA/15254/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
oo Micust 30iMCHEHHSA OCHOBOHOI AisiNbHOCTI 3
dapmakoHarnsay). Pegakuis B Hakasi: Ana 4o3yBaHHS Mo
100 mr - UA/15254/01/01, ansa go3ysaHHs no 200 wmr -
UA/15254/01/02. BipHa pepaakuis: ansa Ao3sysaHHs no 100
mr - UA/15254/01/02, ans ao3syBaHHA no 200 mr -
UA/15254/01/01.

232.| NYPEMOH® PO34UH ANS iH’eKUin, OpraHoH LLisenuapis BetTtep ®apma- HimeuunHa/ | BHecCeHHs 3MiH 4O peecTpauinHux maTtepianis: 3miHu I Tuny - 3a UA/5023/01/01

833 MO/mn no 0,420 CeHTtpan lct PepTuryHr Mrm6X i Higepnanam 3MiHK MeToauku Ans BusHaveHHs Content of CHO cell- peuenmom

mn (300 MO/0,36 mn) MmM6X Ko. KT, Himeuunna derived proteins imyHodepmeHTHUM aHanisom (HCP-

abo 0,780 mn (600
MO/0,72 mn) y
KapTpuoki; no 1
KapTpuomKy y
BiAKpPUTOMY
nnacTyKOBOMY IOTKY B
KOMMIEKTi 3 ronkamu,
no 2 KOMNIEKTU ronok
— 2 KapTOHHI KOpPo6KM
(koxeH komMnekT no 3
ronku, KoXKHa rofnka B
iHauBigyanbHOMY
nnacTMKOBOMY
KOHTEWHepi) y
KapTOHHIN navui

(BpPOGHULTBO
Hepo3dhacoBaHoi
npogykuii Ta
nepBUHHA ynakoBKa,
KOHTPOIb SIKOCTI,
TecTyBaHHS
CTepunbHOCTI Ta
bakTepianbHUX
€HOO0TOKCUHIB
roToBOro
nikapcbKkoro 3acoby
(KOHTpONb AKOCTI Ta
TECTyBaHHS
cTabinbHoCTi),
BidyarnbHa
iHcnekuisn); Bettep
Papma-dPepTuryHr
mBEX i Ko. KT,
HimeyunHa
(BidyanbHa
iHcnekuisn); Bettep
Papma-dPepTuryHr
MM6X i Ko. K,
HimeyuunHa
(KOHTpONb AKOCTI,
TECTyBaHHS
CTepunbHOCTI Ta
BakTepianbHUX
€HIOTOKCWHIB
roToBOro
nikapcbkoro 3acoby
(koHTpOIb AKOCTI Ta
TeCTyBaHHS
cTabinbHocTi),
BidyanbHa
iHcnekuis); H.B.
OpraHoH,
Hinepnangm
(koHTpONb AKOCTI Ta
TECTyBaHHS
cTabinbHOoCTI,
BTOpVHHA YNaKoBKa,

EIA)(3amiHa BiomaTepianis); 3miHu |l TUNY - po3LWMpeHHs
AonycTMMmnx mex 3a nokasHukom «Impurities. Content of
CHO cell-derived proteins» cneundikauii Ha AdI
donitTponiHy 6eTa; 3anponoHosaHo: £ 0,045% (m/m))
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
A03BIN Ha BUMYCK
cepii)
233.| PAUSOOEI® PO34MH Ons iH'ekuin, A/T Hoso [anis A/T Hoeo Hopagaick, Hanis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/14281/01/01
®IIEKCTAY® 100 O4/mn no 3 mny Hopgaick OaHis ®paHuia 3MiHM y cneumdikauii A®I (insulin aspart), a came peuenmom
KapTpuai, KU (BupobHuuTso, BUITy4eHHS AOAAaTKOBOIO TECTY Ha BMICT HIiTpOreHy, skuii 6ys
MiCTUTBCA Y HarnoBHEHHS B cnpsiMoBaHuin Ha nigTBepakeHHs Tecty HPLC- assay Ha
6araToao30Biii NEPBUHHY YNaKkoBKy BMICT iHCYNiHY Y aKTUBHIll pE4OBUHI
OHOPa30BiN LWNpUL- Ta KOHTPOnb Ganky.
py4ui; no 1 abo no 5 BionosiganbHuin 3a
LUNPUL-PYHOK Y Bunyck); A/T Hoso
KapTOHHIN kopobLi Hopgaick, daHis
(KomnnekTyBaHHs,
MapKyBaHHs Ta
BTOPWHHE
nakyBaHHS rOTOBOrO
npoaykty. KoHTponb
aKkocTi 6anky
roToBOro NPOAYKTY
Ta KiHLEBOro
roTOBOro NPOAYKTY);
Hoeo Hopgaick
MpogatokcboH CAC,
®paHuia
(MapkyBaHHs Ta
BTOPWHHE
naKkyBaHHs FOTOBOrO
NpOAYKTY)
234| PEKTOOENbLT CynosuTopii pekTanbHi Tpommcaopd Himeuunna Tpommcaopdd HimeyunHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/0685/01/01
100 no 100 mr, no 2 a6o & M6X eHp 'm6X eHp Ko. KIM 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy - | peyenmom
no 6 cynosuTopiis y Ko. KI' 3MiHM BHECEHO Y TEKCT MapKyBaHHS YNakoBKW MikapCbKoro
6nicTepi; no 1 3acoby. BBefeHHs 3amiH npoTArom 6-T MicauiB nicns
GnicTepy B KapTOHHiV 3aTBEePAKEHHS
kopooui
235 PECTACIC® emynbcis o4Ha, 0,5 AnnepraH, [Hk. CLUIA AnnepraH Ceinc CLA BHECEHHA 3MiH 0 peecTpauiiHuX maTtepianis: 3miHu | Tuny - 3a UA/10983/01/01
mr/mn; no 0,4 mn'y Jinc 3MiHM Woao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy - | peuenmom
donakoHi; no 30 OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKM MikapCbKOro
nakoHiB B ynakosLi 3acoby 3 BHECEHHAM iHpopMalLlii LWoao 3a3HavYeHHs
OOMHULb BUMIpIOBaHHS y cuctemi Sl
236./ PULIMUHOBA onist opanbHa no 30 r MPAT YkpaiHa MPAT "®ITODPAPM" YkpaiHa BHECEHHA 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - be3 UA/9198/01/01
onid abono100ry "®ITOPAPM" BBeAEHHSA JoAaTkoBoro posmipy cepii M3 - 1000 kr; amikn | | peuenma
nakoHax TVNy - BBEAEHHS [0OATKOBOro po3mipy cepii M3 - 500 «r.
MponoHoBaHa pegakuis 500 kr (16833 cnakoHis no 30,
5050 ¢onakoHis no 100 r), 600 kr (20000 conakoHis no 30 r,
6000 donaxoHis no 100 r), 1000 kr (33667 dnakoHiB no 30,
10100 dpnakoHis no 100 r)
237 PO3YBACTAT MOPOLLIOK (CyBCTaHLis) CeHTpieHT HinepnaHau CeHTpieHT IHAis BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu | Tuny - - UA/15891/01/01
WH KANbLUIO y NoABINHMX dapmacbloTika dapmachbioTikans 3miHun 3 akocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
nonieTuneHoBumx n3 IHais Mpansit BiANOBIgHOCTI €Bponenchkii hpapmakonei/MmoHorpadii.
naketax ans Hesepnanac Jliviteg MogaHHA HOBOro abo OHOBMEHOro cepTudikara




80

[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

hapmaLeBTU4HOro
3acTOCYBaHHS

B.B.

BiANoBigHOCTI abo BUMyYeHHs1 cepTudikata BignoBigHoCTi
€sponevicbkin bapmakonei: ana A®l; ans BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BMKOPWUCTOBYIOTBCS Y BUPOBHMLTBI A®I; Ans 4ONOMiIXKHOT
peyoBUHY (iHLLI 3MiHW) - NOAAHHS OHOBMEHOro cepTudikata
BignosigHocTi €Bponeickkin hapmakonei Ne RO-CEP 2015-
090-Rev 04 (3atBepmxeHo: RO-CEP 2015-090-Rev 03). Ak
HacmMigoK: - METOAMKM 3a nokasHukamm «Onuc» Ta
«Po34nHHicTb» Byno 06’egHaHO B OAWH MyHKT
«XapakTepucTukm» 6e3 3MiH1 y HOpMYBaHHi; - 3MiHa y
cneundikauii 3a nokasHukoM «[omiwika G» - 3MiHEHO
HopmyBaHHS A0 0,15%; - gonoBHeHHS cneuudikauii 3a
nokasHukom «laeHTmdikauisa» metoamkoro «EHaHTioMepHa
YnCTOTaY; - METOAMKa 3a NokasHMKOM «CynpoBigHi
OOMILLKM» NPUBELEHO Y BiAMNOBIAHICTb 40 OHOBMEHOT
MoHorpadii EP; - BBeaeHHA meToankmn «BusHaveHHsi BMiCTy
dypdypunaminy»; - Tect «[Jomilka L» BUHECEHNI OKpEMUM
NYHKTOM; - TecT «OLTOBa KMCNOTa» BUHECEHWI OKPEMUM
NyHKTOM, 6€3 3MiHN y METOAWL Ta HOPMYBAHHI; - 3MiHW Y
cneuudikauii 3a nokasHukom «MikpobionoriyHa ymctoTar»
BignosigHo go EP 2.6.12 ta 2.6.13; - y cneundikauii Ta
MeToAax KOHTPOIO BHECEHO NMOCUNAaHHSA Ha Ajirody
MoHorpadito EP «Rosuvastatin Calciumy; - oHoBneHo
XiMiuHy Ha3By Po3yBacTaTuHy kanbLilo y 3B’s13Ky 3
OHOBJEHHAM MOHorpadii; - HagaHo 3BiT 3 OLHKM PU3NKIB
CTOCOBHO €ITeMEHTHMX JOMILLOK Bi4NOBIgHO A0 KEpiBHULTBA
ICH Q3D; - BHECEHHSI YTOYHEHHS1 O pO3ainy «YnakoBkay; -
nepiof NepPeKoHTPOITI0 3MIHEHO Ha 3 POKM (3aTBEPAXEHO: 2
poku). lMponoHoBaKa pepakuis: Ynakoska. CybcTaHuito
yrnakoByoTb B aTMOcdepi a3oTy B NOABINHUN
nonieTUNeHoBMN NakeT (30BHILLHIA YOPHOrO KOMNbopy),
BMiLLEHUI B MOTPINHWIA NamiHOBaHW NakeT
(noniectep/antomiHi/nonieTnneH) 3 abcopbEHTOM KUCHIO
MiX MakeTamu, B nonietuneHosomy 6apabaHi. TepmiH
nepekoHTponto. 3 poku. 3miHa MoBu BuknageHHs MKA 13 3
POCINCBLKOT Ha YKPAIHCbKY .

238,

CEAABIT®
EKCTPAKT
PIOKUA

€KCTPaKT piakunn
(cybcTaHuis) y 6oykax
noniMepHux ans
BUpPOBHMLTBA
HeCTepUnbHUX
nikapcbkux ¢opm

NAT
"Manuudapm"

YkpaiHa

MAT "Tanuudpapm”

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
BHECEHHS 3MiH y peecTpauiiHe focbke (nigposain 3.2.5.2.3.
KoHTponb maTepianis) nos'sa3aHe 3 HeobXigHICTO
NpvBeAEHHs cneumdikauii Ta MeToaiB KOHTposto ETaHon
(96%) y BignoBigHicTe Ao Bumor EP/O®Y, fitoye BUAAHHS;
CynyTHS 3MiHa
- 3MiHu 3 sikocTi. ADL. KoHTponb A®I. 3miHa y MeToaax
BunpobyBaHHa APl abo BuxigHOro martepiany/npoMikKHOro
NpPoAYKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLECi
BMpOGHMUTBa ADI (iHLWi 3MiHM y MeToAax BUNpobyBaHHSA
(Bkrtoyatoum 3amiHy abo gonosHeHHs) AD| abo
BUXiAHOrO/MPOMIDKHOrO NPOAYKTY; 3MiHW | TUNY - BUNYYeHHs 3
peecTpauinHoro gocke (nigpo3ain 3.2.S.2.3. KoHTponb
marepianis) iHdopmaLii, LWoao Ha3BM BUPODHUKa peareHTiB
(3aTBEpaKeHO: [lepxaBHe NignpueMCcTBO CNUPTOBOI Ta

UA/12508/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
nikepo-ropinyaHoi NPOMUCIOBOCTI «YKPCIMPT»), y 3B'A3KY i3
nepiogn4HMMK 3MiHaMu Ha3B BUPODHWKIB peareHTiB,
OCKiNbKKM cneumdikauisa Ta METOAN KOHTPOSO SKOCTI
iIeHTUYHI Ans BCiX BUPOBHWKIB
239.| CENNCENT® kancynu no 250 mr, no | ®.XocdpdpmarH- | Lsernyapis Bupo6bHuLTBO ITanis/ BHECEHHS 3MiH 0 peecTpauinHnmx martepianis: 3miHu | Tuny - 3a UA/6612/01/01
10 kancyn y 6nicTepi; Jla Pow Nt Hepo3adhacoBaHoi LLiseviapis 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy - | peyenmom
no 10 6nictepiB y npoaykKuii, 3MiHVN BHECEHO Y TEKCT MapKyBaHHS YNakoBKW NikapCbKoro
KapTOHHIN nayui BMNpPOOYBaHHs 3acoby. BBefeHHs1 3mMiH npoTArom 6-T MicauiB nicns
KOHTPOTIO SIKOCTi: 3aTBEpKEHHS
Henbdapm MinaHo,
C.P.N., Itanis;
MakyBaHHs, BUNYyCK
cepii: ®.XodbdpmaHH-
Ia Pouw J11a,
LLiBenyapis
240, CEPETMA™ NMOPOLLOK ANA makcoCmiTKn Benuka "makco Bennkom PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/8524/01/01
OUCKYC™ iHransauin, no3oBaHUi, SAH Ekcnopt BpuTaHis MpopakLuH, Benuka 3MiHN Wwopo 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy. peuenmom
50 mkr/100 mkr/go3sy, TimiTen dpaHuis; Makco BpuTtaHia BeeneHHs abo 3MiHM [0 y3aranbHEHWX AaHWX NPO CUCTEMY
no 60 o3 y AMCKYCi; OnepenwHc HOK apmakoHarnsay (BBEAEHHS y3aranbHeHUX 4aHUX Npo
no 1 guckycy B IlimiTen, Benwuka cvcTemMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
KapTOHHIN ynakoBLi BpuTtaHia BiANoBiganbHOI 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHOT
ocobu 3 hapmakoHarnsaay 3asiBHVUKA ANs 34iINCHEHHS
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Bif
yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
y po3MmilLieHHi macTep-anna cuctemu bapmakoHarnsgy) -
3MiHa YNoBHOBaXeHOi 0cobu 3asiBHKKA, BiAnoBiAanbHoi 3a
dapmakoHarnsa: Hitoya pepakuis — Ap. CtiBeH Xo66umkep
/ Dr. Stephen Hobbiger, BSc; MNponoHoBaHa pegakuisi — p.
Menc-Ynbpix LLitermann / Dr. Jens-Ulrich Stegmann, MD.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXEHOI ocobu,
BignoBiganbHoI 3a hapmakoHarnsg. 3MiHa Homepy Ta
MicLie3HaxoMKeHHa MacTep-danna
241| CEPETMA™ MOPOLLOK ANs makcoCmiTKn Benuka "makco Bennkom PpaHuis/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/8524/01/02
OUCKYC™ iHranauin, no3oBaHUi, anH Ekcnopt Bputanis MpopakLuH, Benuka 3MiHN Wwopao 6e3nekn/edekTUBHOCTI Ta dpapmakoHarnsgy. peuenmom
50 mkr/250 mkr/go3sy, Nimiten ®dpaHuis; Makco BpuTaHis BBeneHHs abo 3MiHU [0 y3aranbHEHWX AaHKX NPO CUCTEMY
no 60 o3 y AMCKYCI; OnepenwHe HOK apmakoHarnsaay (BBeAeHHS y3aranbHeHUX 4aHuX Npo
no 1 guckycy B JlimiTen, Benwuka cucTeMy chapMakoHarnsiay, 3MiHa ynoBHOBaXeHoi ocobu,
KapTOHHIN ynakoBLji BpuTaHis BiAnoBiganbHoi 3a 34iINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHuUKa AN 34INCHEHHS
dapmakoHarnagy B YkpaiHi, SKLo BOHa BiAMiHHa Big
yMNOBHOBaXeHOi 0cobu, BiAnoBiaanbHOI 3a 3A4iNCHEHHS
dapmakoHarnsay (BK4Yaouy KOHTaKTHI AaHi) Ta/abo 3MiHn
y po3MmilLieHHi macTep-ainna cuctemu bapmakoHarnsay) -
3MiHa YNoBHOBaXeHOi 0cobu 3asiBHKKA, BiAnoBiganbHoI 3a
capmakoHarnsg;: Lirova pegakuis — [p. CtiBeH Xo66uaxep
/ Dr. Stephen Hobbiger, BSc; MNponoHoBaHa pegakuisi — [p.
Menc-Ynbpix LLitermanH / Dr. Jens-Ulrich Stegmann, MD.
3MiHa KOHTaKTHMX JaHWX YNIOBHOBaXXeHOI ocobu,
BiAnoBiganbHoi 3a hapmakoHarnsg. 3MiHa Homepy Ta
MicLie3HaxXoMKeHH MacTep-danna
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
242| CEPETMA™ MOPOLLOK ANs "makcoCmiTKn Benuka "makco Bennkom PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/8524/01/03
AOUCKyCc™ iHransyin, 4o3oBaHWn, anH Ekcnopt BpuTaHis MpogakLuH, Benvka 3MiHU Wopao Gesnekn/edekTUBHOCTI Ta dhapmMakoHarnsgy. peuenmom
50 mkr/500 mkr/go3sy, Nimiten dpaHuis; Makco BpuTaHis BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHKX Npo cUcTeMy
no 60 03 y AMCKYCi; OnepenwHc HOK apmakoHarnsay (BBEAEHHS y3aranbHEeHUX 4aHUX Npo
no 1 guckycy B JlimiTen, Benwuka cucTeMy chapMakoHarnsigy, 3MiHa ynoBHOBaXKeHoi ocobu,
KapTOHHIN ynakoBLi BpuTtaHia BiAMOBiAanbHOI 3a 34iCHEHHs1 dhapMaKkoHarnsAy; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asBHVKa NSt 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKL0 BOHa BiAMiHHa Big
yNoBHOBaXeHOoi ocobu, BignoBiganbHoI 3a 3A4iNCHEHHS
chapmakoHarnsgy (BKMYaum KOHTaKTHiI AaHi) Ta/abo 3MiHn
y PO3MilLieHHI macTep-anna cuctemm bapmakoHarnsagy) -
3MiHa YNoBHOBaXeHOi 0cobu 3asiBHKKA, BiAnoBiganbHoi 3a
dapmakoHarnsa: Hitoya pepakuis — Ap. CtiBeH Xob66umkep
/ Dr. Stephen Hobbiger, BSc; lNponoHoBaHa pegakuis — Ap.
Menc-Ynbpix LLitermann / Dr. Jens-Ulrich Stegmann, MD.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXEHOI ocobu,
BiAMNoBiAanbHOI 3a hapmakoHarnag. 3MiHa Homepy Ta
MicLie3HaxXo4XKeHH MacTep-ganna
243, CINAEKC TabneTkn, BKpUTI My6nivHe YkpaiHa My6nivHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/18444/02/01
NniBKOBOI 0BOMOHKO akuioHepHe akuioHepHe 3MiHuM Wopao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy - | peuenmom
no 50 wmr, no 1 TOBapUCTBO TOBapuCTBO OHOBJIEHHSI TEKCTY MapKyBaHHS YMakoBKW NikapCbKOro
TabneTui y 6nictepi, "HaykoBo- "HaykoBo- 3acoby 3 BHECEHHAM iHchopMalUii LLOAO 3a3HavYeHHS
no 1 6nictepy B nauui; BMPOGHNYUIA BMPOBHWYMIA LEHTP OOMHULb BMMIPIOBaHHS y cuctemi Sl
no 1 Tabnetuyiy LeHTp "bopLuariscbkui
6nictepi, no 2 "BopLuariBcbk XimiKo-
onictepu B nayi; no 4 Wi Ximiko- dapmaLleBTUYHNI
TabneTku y 6nictepi, capmaneBTny 3asog"
no 1 6nictepy B nayui HUI 3aBon"
244 | CINOQEKC TabneTku, BKpUTI My6nivyHe YkpaiHa My6nivyHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/18444/02/02
nniBkOBOI 0BOMOHKO akuioHepHe akuioHepHe 3MiHM Wopo 6e3nekn/edbeKTUBHOCTI Ta dhapmakoHarnsgy - | peyenmom
no 100 mr, no 1 TOBapuUCTBO TOBapUCTBO OHOBJIEHHS TEKCTY MapKyBaHHS YNaKOBKM IiKapCbKOro
TabneTui y 6nictepi, "HaykoBo- "HaykoBo- 3acoby 3 BHECEHHSAM iHcpopMalLlii LoAo 3a3HavYeHHs
no 1 6nictepy B nauuj; BMPOGHUYMIA BUPOGHUYMIA LLEHTP OOMHULb BUMIpIOBaHHS y cuctemi Sl
no 1 Tabnetuiy LeHTp "BopLuariBcbkui
6nictepi, no 2 "BopLuariBcbk XimiKo-
6nictepu B nayui; no 4 MR XimiKo- dapmaueBTUYHUI
TabneTkn y 6nictepi, dapmaueBTmy 3asog"
no 1 6nictepy B nayui HUI 3aBon"
245 COOEPM® kpem 0,1 %, no 25, TOB "MIBE YkpaiHa mi6e M'm6X HimeuuunHa BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianiB: yTOYHEHHA 3a UA/10254/03/01
50 ry Ty6i, mo 1 Ty6i B YKPAIHA" ApuHanmiTTenb BMpPOGHUKIB B Haka3i MO3 Ykpainu Ne 1032 Big peuenmom
KapTOHHiIN nauui 25.05.2021 B npoueci BHeCEHHS 3MiH (3MiHW | TUny - 3MiHK
3 sikocTi. AdI. KoHTponb ADI. 3miHa y meTogax
BunpobyBaHHa APl abo BmxigHOro martepiany/npomikKHOro
NPoAYKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLECI
BMPOGHMUTBa ADI (iHLWi 3MiHM y MeToAax BUNPOOYBaHHS
(Bkrtoyatoum 3amiHy abo gonoBHeHHs) ADI abo
BUXiAHOro/NpOMIXKHOrO NPOAYKTY) - 3aMiHa meToay
BM3HaYEHHs po3noginy YacTok 3a po3mipoM (PSD) AdI
OeTameTaszoHy METOAOM MIKPOCKOMii Ha MeToa nasepHoi
andpakuiii. 3anponoHosaHo 3.2.S.4.1 & 3.2.S5.4.2 Method
for determination of patrticle size distribution Laser
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Diffraction; Ph. Eur. 2.9.31 3.2.S.4.3 Validation of Laser
diffraction method is included; 3miHu | TUNY - 3MiHK 3 AKOCTI.
A®I. KoHtponb A®I. 3miHa y napameTpax cneundikauiv
Ta/abo [onycTUMMX MeX, BU3HAYEHUX Y cneundikaisx Ha
A®I, abo BMXiAHMA/NPOMIXHWIA NPOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTBCS Y npoueci BupobHuutea APl (3BykeHHS
AONYCTUMUX MEX, BUSHAYEHNX y crieumndikaLlii) - BHECEHHS
3MiH go Cneuundikauii APl 6eTameTasoHy, a came: 3miHa
rpaHn4HKX xapaktepuctuk (PSD; peneBaHTHO mibe GmbH):
NOCUINEHHA MeX cneuudikaLii SK TOHLWWIN po3noAin
YaCTUHOK 3a PO3MIpOM, a TaKoX BCTAHOBIIEHO AOAATKOBY
mexy. 3anponoHoBaHo 3.2.S.4.1 Specification particle size
distribution d (0,9) ? 10 mkm d (0,5) ? 5 mkm d (0,1) ? 3 MKm).
Pepnakuis B Hakasi: TOB "MIBE YKPAIHA", Ykpaina. BipHa
peaakuina: mioe N'M6X ApuyHanmiTrenb, HiMeyuunHa.

246.

CONI®EHALM
H KCAHTIC

TabneTkn, BKpUTI
NniBKOBOO
obornoHkot, no 5 mr;
no 10 Tabnetok y
6nictepi; no 3 abo no
10 GnicTepis B
KapTOHHiIN kopobui

"KcaHTic
Papma
NimiTen"

Kinp

CaHeka
dapmacbioTtikana AT

CnoBaubka
Pecnybnika

BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny -
BHECEHHS 3MiH [0 MaTepianiB peecTpauiiHoro Aocbe (p.
3.2.P.7. Cuctema koHTelHep/3akynoptoBarnbHuii 3acib), a

came BHeCeHHs 3miH Ao Creumdikauii Ans nonieTuneHoBmx

naketiB (PE bag used as a bulk packaging material): -
BUMNYYEHHS M. «PE4OBUHN PO3UYNHHI Y rekcaHi -

MonionediHn», y 38’a3Ky 3 oHOBNEHHAM MoHorpadii EP ans

nonioneiHiB; - KOPEKLiHI NpaBkn M. « TEKCT Ta konip» (He

3aCTOCOBYETLCS ANA YOPHWX NaKeTiB); 3MiHK | Tuny -

BHECEHHS [0 mMaTepianiB peecTpauiiHoro gocee (p. 3.2.P.7.

Cunctema KoHTenHep/3akynoptoBarnbHuii 3acib), a came
BBEAEHHSA JOAATKOBOrO BUPOGHMKA NONieTUNEHOBMUX NaKeTiB
Novplasta, s.r.o., Slovak Republic. Matepian (PE bag used
as a bulk packaging material) HoBoro Bupo6Huka €
aHarnoriyHum 3aTeepaxeHomy Bnpo6Huky (PLASTIC —PACK
s.r.o., Slovak Republic), cneundikaLii Ta MeToan KOHTPOIO
SAKOCTI - iQ€HTUYHI

3a
peuernmom

UA/17953/01/01

247.

CONI®EHALU
H KCAHTIC

TabneTku, BKpUTI
NniBKOBOO
oboroHkoto, no 10 mr;
no 10 TabneTok y
6nictepi; no 3 abo no
10 6nicTepis B
KapTOHHIl kopobui

"KcaHTic
Papma
Nimiten"

Kinp

CaHeka
dapmacbtoTtikana AT

CrnoBalbka
Pecnybnika

BHECEHHS 3MiH [0 peecTpauinHMx matepianis: 3miHu | Tuny -
BHECEHHS 3MiH 0 MaTepianiB peecTpauiiHoro focke (p.
3.2.P.7. Cuctema KoHTeNHep/3aKynoptoBanbHui 3acib), a

came BHeceHHs 3MmiH Ao Crneundikauii 4na nonieTnneHoBux

nakeTiB (PE bag used as a bulk packaging material): -
BUITYYEHHS M. «Pe4OBUHU PO3YMHHI Y reKcaHi -

MonionediHny, y 38’3Ky 3 OHOBMNEHHAM MoHorpadii EP ans

nonioneiHiB; - KOPEKLiHI NpaBku M. « TeKCT Ta konip» (He

3aCTOCOBYETLCS AN YOPHUX MaKeTiB); 3MiHM | Tuny -

BHECEHHS [0 MaTepianiB peecTpadiiiHoro gocke (p. 3.2.P.7.

Cunctema KoHTeNHep/3akynoptoBarnbHuii 3acib), a came
BBEJEHHS A0AaTKOBOro BUPOOHMKa NONieTUIeHOBMX NakeTiB
Novplasta, s.r.o., Slovak Republic. MaTepian (PE bag used
as a bulk packaging material) HoBoro BUpo6GHWKa €
aHaroriyHum 3ateepmaxeHomy BnpobHuky (PLASTIC —PACK
s.r.0., Slovak Republic), cneundikaLii Ta MeToan KOHTPONO

3a
peuernmom

UA/17953/01/02
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SIKOCTI - iQ€HTUYHI

248.

COJIKOBATH

po3uuH, no 0,5 mn y
conakoHi 3i ckna; no 2
dnakoHW B KOMMMEKTI
3 ryMOBUMU Npobkamu
Yy KOHTeNHepi 3
niHonnacty; no 1
KOHTeWHepy B KOpoobui

MEOA
dapmacbloTika
n3 CeiTceneHg

MmM6X

LLisenuapis

Jleraci
dapmachbioTikans
CaitceneHna MmoX

LLiBenyapia

BHECEHHS 3MiH 0 peecTpauinHnMx martepianis: 3miHu | Tuny -
3MiHN Wwopo 6esnekn/edekTUBHOCTI Ta dhapmakoHarnsgy.
BBeaeHHs1 abo 3MiHM [0 y3aranbHEHVX AaHKX NPO CUCTEMY
dapmakoHarnsay (BBeAeHHS y3aranbHeHUX 4aHuX Npo
cvcTemMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHoi ocobu,
BiANOBIganbHOI 3a 34iNCHEHHSA (hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHuUKa ANs 3AINCHEHHS
dapmakoHarnsay B YkpaiHi, AKWwo BOHa BiAMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
y po3milLieHHi macTep-anna cuctemu bapmakoHarnsgy) -
3MiHa YNOBHOBaXeHOI 0cobu 3asiBHMKA, BiANoBiAansHoI 3a
dapmakoHarnag;

MponoHoeaHa pegakuisi — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHMX AaHNX YNOBHOBaXXeHOi 0cobu, BiAnoBiaanbHoi 3a
dapmakoHarnag. 3mMiHa KOHTAKTHUX SAHWUX KOHTaKTHOI
ocobu ynoBHOBaXxeHoi ocobw, BianoeigansHoi 3a
dapmakoHarnsa B YKpaiHi.
3MiHa Micue3HaxoaXXeHHs MacTep-danna cucremun
apmakoHarnsgy. 3miHa micus 34iNCHeHHs OCHOBHOI
AisnbHOCTI 3 dhapmakoHarnsgy

3a
peuyerimom

UA/5526/01/01

249.

COJIKOCEPUN

PO34MH ANs iH eKuin
42,5 mr/Mnno 2 mn B
amnyni; no 25 amnyn B
KapTOHHIN ynakoBLi;
no 5 mn B amnyni; no 5
amnyrn B KapTOHHIN
ynakoBLji

MEJA
dapmacbloTika
n3 Ceitcenena

B6X

LLiseniuapis

Jleraci
dapmacbioTikana
CeiTceneng M'moX

LLisenuapis

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny -
3MiHN Wwopao 6e3nekn/edekTUBHOCTI Ta dpapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHVX JaHWX NPO CUCTEMY
dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX NPo
cucTemMy chapMakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
BiZNOBIganNbHOI 3a 34iIMCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHWUKa NSt 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsigy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MmilLieHHi macTep-anna cuctemu bapmakoHarnsgy) -
3MiHa YNOBHOBaXeHOI 0cobu 3asiBHMKA, BiAnoBigansHoi 3a
dapmakoHarnag,.

MponoHoBaHa pepakuisi — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXeHOi 0cobu, BignoBiaansHoi 3a
dapmakoHarnag. 3MiHa KOHTAKTHUX JAHUX KOHTaKTHOT
ocobu ynoBHOBaxeHoi ocobw, BianoeiaansHoi 3a
dapmakoHarnsa B YkpaiHi.
3MiHa MicLue3HaxodkeHHs MacTep-daiina cucremun
hapmakoHarnsigy. 3miHa micus 34iNCHeHHs1 OCHOBHOIT
fisnbHOCTI 3 dhapmakoHarnsagy

3a
peuerimom

UA/8587/04/01

250.

COJIKOCEPUN

ma3b 2,07 mr/rno 20 r
masi y Ty6i; no 1 Ty6i B
KapTOHHIl ynakoBLi

MELOA
dapmacbloTika
n3 CeitceneHn

'm6X

LLisevinapis

Jleraci
dapmachbioTikana
CsitceneHp M'v6X

LLisenuapis

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny -
3MiHU Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay.
BeeaeHHs abo 3MiHu [0 y3aranbHeHVX AaHWX Npo cucTemMy
dapmMakoHarnagy (BBeAeHHs y3aranbHeHWUX f4aHuX npo

6e3
peuenma

UA/8587/02/01
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cuctemy cbapmakoHarnsay, 3MiHa ynoBHOBa)eHoi ocobum,
BiANOBIganbHOI 3a 34iINCHEHHS (hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asiBHUKa AN 34iINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
YMNOBHOBaXeHOI 0cobu, BignoBiaanbHoi 3a 34iNCHEHHS
hapmakoHarnsgy (BKo4aloyy KOHTaKTHI AaHi) Ta/abo 3MiHn
Y PO3MilLieHHI macTep-anna cuctemm bapmakoHarnsgy) -
3MiHa ynoBHOBaXeHoi 0cobu 3asiBHUKA, BignoBiganbHoi 3a
chapmakoHarnsag,.
lMponoHoBaHa pepakuisi — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHWX AaHNX YNOBHOBaXXeHOi 0cobu, BiAnoBiaanbHoi 3a
dapmakoHarnag. 3mMiHa KOHTaKTHUX SaHUX KOHTaKTHOT
0cobu ynoBHOBaXeHOi 0cobu, BignosigansHoi 3a
dapmakoHarnsa B YkpaiHi.
3MiHa Micue3HaxomKeHHs1 MacTep-caina cuctemm
dapmakoHarnagy. 3miHa micusa 3ginCHEHHS OCHOBHOT
AisnbHOCTI 3 hapmakoHarnsgy

251.

COJIKOCEPUN

renb 4,15 mr/rno 20 r
rento y Ty6i; no 1 Ty6i
B KapTOHHII ynakosLi

MELOA
dapmacbloTika
n3 CeitceneHg

m6X

LLiBenuapis

Jleraci
dapmacbtoTikana
CeitceneHng M'moX

LLiBenyapia

BHECEHHS 3MiH A0 peecTpauinHnMx maTtepianis: 3miHu | Tuny -
3MiHN Wwopo 6esnekn/edekTMBHOCTI Ta dbapmMakoHarnsay.
BBeneHHs abo 3MiHM 00 y3aranbHEeHVX aHWX NPO CUCTEMY
dapmakoHarnsay (BBeAeHHS y3aranbHEeHUX aHUX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BiZNOBIganNbHOI 3a 34iIMCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHWKa ANst 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKL0 BOHA BiAMiHHA Bif
YNOBHOBaXEHOT 0co6WU, BiANoOBIiganbHOI 3a 34iNCHEHHS
hapmakoHarnsigy (Bkovakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MiLLeHHi MacTep-darina cuctemu papmakoHarnagy) -
3MiHa YNOBHOBaXeHOI 0cobu 3asiBHMKA, BiAnoBiAansHoI 3a
dapmakoHarnsag,.

MponoHoBaHa pepakuisi — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTAKTHMX JaHWX YNOBHOBaXeHoi ocobu, BiANoBiaanbLHOI 3a
papmakoHarnsig. 3mMiHa KOHTaKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXeHOi 0cobu, BignosigansHoi 3a
dapmakoHarnsa B YKpaiHi.
3MiHa Micue3HaxodkeHHs1 MacTep-daiina cucremu
dapmakoHarnagy. 3miHa micusa 34iNCHEHHA OCHOBHOI
fisnbHOCTi 3 dhapmakoHarnsagy

6e3
peuenma

UA/15843/01/01

252,

COJIKOCEPUN
OEHTANBbHA
ANTFE3NBHA
NACTA

nacTa opoMyKo3Ha no
5 r y antomiHieBin Ty6i;
no 1 Ty6i B KApTOHHIN
kopooui

MEOA
dapmacbloTika
n3 CeitTceneHn

m6X

LLseniuapis

Jleraci
dapmachbioTikans
CeitceneHg M'moX

LLisenuapis

BHECEHHS 3MiH 0 peecTpauinHMx matepianis: 3miHu | Tuny -
3MiHM Wwopao 6esnekn/edeKTUBHOCTI Ta dbapmakoHarnsaay.
BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHWX Npo cucTemy
dapmakoHarnsiay (BBEAEHHS y3aranbHEHUX aHUX NPO
cuctemy hapmakoHarnsay, 3miHa ynoBHOBaXeHoi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnaay 3asBHMUKa ANst 3AINCHEHHS
dapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
hapmakoHarnsigy (BKovakoum KOHTaKTHI AaHi) Ta/abo 3MiHu
Y po3millieHHi macTep-danna cuctemu papmakoHarnsagy) -

6e3
peuenma

UA/17189/01/01
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3MiHa ynoBHOBaXeHoi 0cobu 3asiBHKKa, BignoBiganbHoi 3a
dapmakoHarnsag.

MponoHoBaHa pegakuisi — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHMX JaHuX YNOBHOBaXeHOi 0cobu, BianoBigansHoi 3a
dapmakoHarnag. 3miHa KOHTAKTHUX JaHWUX KOHTaKTHOT
ocobu ynoBHOBaXeHoi ocobw, BignoBiaansHoi 3a
dapmakoHarnsg B YKpaiHi.
3MiHa MicLue3HaxoaXeHHs MacTep-danna cucremun
dapmakoHarnsgy. 3miHa micus 34iNCHeHHS OCHOBHOI
AisgnbHOCTI 3 dhapmakoHarnsgy

253,

COHOOKC®

Tabnetkn no 0,015,
no 10 TabneTok y
6nictepi; no 1 abo 3
6nictepu y navui 3
KapTOHY

MAT
"Ximcpapmsas
of "YepBoHa

3ipka"

YkpaiHa

MAT
"Ximcbapmaasoa
"YepsoHa 3ipka"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny -
3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta dpapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEeHVX aHWX NPO CUCTEMY
bapmakoHarnsgy (BBe4eHHS y3aranbHEHUX AaHUX Npo
cvcTeMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIganNbHOI 3a 34iIMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsaay 3asiBHVUKA ANs 34iINCHEHHS
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Bif
YNOBHOBaXeHOT 0cobu, BignoBiganeHoi 3a 34iNCHEHHSA
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
y po3milLieHHi macTep-anna cuctemu bapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHMX YNOBHOBaXeHOI ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay

6e3
peuenma

UA/7257/01/01

254,

COHOOKC®

Tabnetkn no 0,015,
in bulk: Ne 10000 (no
10 TabneTtok y
6nicTepi; no 1000
6nictepis y kopobuii 3
KapTOHY)

MAT
"Ximdpapmasas
of "YepBoHa

3ipka"

YkpaiHa

NAT
"Ximbapmsaso
"YepsoHa 3sipka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMx matepianis: 3miHu | Tuny -
3MiHM Wwopo 6esnekn/edekTMBHOCTI Ta dbapmakoHarnsaay.
BeeneHHs abo 3MiHU [0 y3aranbHEHWX AaHKX NPO CUCTEMY
dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHWX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BiAnoBiganbHoI 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHMKa ANst 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKL0 BOHA BiAMiHHA Bif
yMNOBHOBaXeHOi 0cobu, BiAgnoBiganbHOI 3a 3AiINCHEHHS
hapmakoHarnsgy (Bkovakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MiLLeHHi MacTep-darina cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHUX faHMX YNOBHOBaXeHOoI ocobu,
BiAnoBiganbHoi 3a 34iNCHEHHSA hapMakoHarnsay

UA/13739/01/01

255.

CNA3MANIOH
®

PO34MH ANt iH'eKLin no
2 mnabo 5mnB
amnyni; no 5 aéo 10
amnyn y énictepi; no 1
GnicTepy B KapTOHHiV
navuj

AT
"Cocpapma"

Bonrapis

AT "Cogapma"

Bonrapis

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny —
BBeAeHHs BUpobHuka Centaur Pharmaceuticals Privat
Limited, Plot No. 76/1, Chikholi MIDC, Ambernath (W), Dist.
Thane — 421 501, Maharashtra, IHgis1, 4na KOHTPOMO AKOCTI,
cTabinbHOCTi Ta MikpobioNOoriYHOT YNCTOTU aKTUBHOT
cy6cTaHuii niTodeHoHy rigpoxnopug; amiHu | Tuny —
[OOMOBHEHHS crneumdikauii Ha AP| niTodeHoHy rigpoxnopug
Big BUpobHuka M3 gogatkosmm napameTpom N-(2-
Chloroethyl) piperidine HCI (meTog GC); 3miHu | Tuny — 3i
cneuudikaLii KOHTPOIO aKTUBHOI PEYOBUHMN MITOEHOHY
rigpoxnopua Bupo6Huka 113, Buny4yeHo BUNpobyBaHHs Ha

3a
peuerimom

UA/3531/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
BMICT 3anuLIKoBmnx po3vunHHukiB: Methanol, acetone,
cyclohexane, benzene, N,N Dimethyl formamide
256. CMMUPTON® pPO34MH ons MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: amiHu | Tuny - 3a UA/12877/01/02
30BHILUHLOIO "®ITOPAPM" BEEHHs JOAATKOBOro PO3Mipy Cepii roTOBOro fikapcbKkoro | peuenmom
3actocyBaHHsA 70 % 3acoby. 3anponoHosaHo: 500 kr (5719 dnakoHis); 1000 kr
no 100 mny (11438 dnakoHiB)
hrnakoHax
257 CMUPTON® po34uH Ans MPAT YkpaiHa MPAT "®ITOPAPM" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix matepianis: 3miHu | Tuny - 3a UA/12877/01/01
30BHILLUHLOrO "®ITOPAPM" BBE[EHHS [OAAaTKOBOro pPo3mipy cepii roToBOro fikapcbKoro | peyenmom
3acTocyBaHHsA 96 % 3acoby. 3anponoHosaHo: 500 kr (6242 donakoHwn); 1000 kr
no 100 mny (12484 dnakoHw)
cdnakoHax
258.| CTUMON® MOPOLLIOK LUMMYYUIA BIOKOJEKC dpaHuis BIOKOJEKC dpaHuia BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 6e3 UA/12606/01/01
ANSA NPUroTyBaHHA 3MiHK Wwopo 6esnekn/edekTUBHOCTI Ta hapMakoHarnsay. peuenma
oparnbHOro po34unHy rno BeeaeHHs abo 3MiHu [0 y3aranbHEHVX AaHWX Npo CUcTemMy
11 B nakeTuky; no 18 apmakoHarnagy (BBeAeHHs y3aranbHeHWX 4aHnX npo
NakeTuKIB B KAPTOHHIN cucTeMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
Kopooui BiAMOBIAANbHOI 3a 3AiNCHEHHsT bapMakoHarnsAy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHUKa ANst 3AINCHEHHS
dapmakoHarnagy B YkpaiHi, AKWo BoHa BiAMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
bapmakoHarnsgy (Bkovakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MmilLieHHi macTep-anna cuctemu bapmakoHarnsgy) -
3MiHa YNOBHOBaXeHOI 0cobu 3asiBHMKA, BiAnoBiAansHoI 3a
dapmakoHarnag,.
MponoHoBaHa pepakuis: Hatani >Kogdp / Joffre Nathalie.
3MiHa KOHTaKTHMX JAHMX YNOBHOBAaXXEHOI 0CcObYM 3asiBHUKA,
BignosiganbHoI 3a hapmakoHarnsg
259 CTUMON® PO34uH oparnbHui, 1 BIOKOAEKC PpaHuis BIOKOAEKC PpaHuis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/6937/01/01
r/10 mnno 10 My 3MiHM Wopao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. peuenma
nakeTuky, no 18 BBepaeHHsA abo 3MiHM A0 y3aranbHeHWX faHUX Npo cucTemy
NakeTWKIB Y KapTOHHIN apmakoHarnsaay (BBEAEHHS y3aranbHeHUX 4aHuX Npo
Kopooui cvcTemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiAnoBiganbHoi 3a 34iINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHuUKa AN 3AINCHEHHS
hapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHA Bifg
yMNOBHOBaXeHOi 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
(hapmakoHarnsigy (Bkovakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MiLLeHHi MacTep-darina cuctemu papmakoHarnagy) -
3MiHa YNoBHOBaXeHOi 0cobu 3asiBHKKA, BiAnoBiganbHoI 3a
dapmakoHarnsag.
lMponoHoBaHa pepakuia: Hatani XKXoddp / Joffre Nathalie.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0Cobu 3asBHUKa,
BignosiganbHoOI 3a hapmakoHarnsg
260.] CTUMYINIOTOH | tabnetku, BKpUTI 3AT YropuuHa 3AT YropwuHa BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis: 3miHu | Tuny - 3a UA/3195/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
® NniBKOBOIO dapmaueBTuy dapmaueBTUHHUIA 3aTBEPAKEHHSI TEKCTY [HCTPYKLUIi NS MeanmyHoro peuernmom
obonoHkoto, no 100 HWI 3aBOf, 3asog ElNC 3aCTOCYBaHHS Ta TEKCTY MapKyBaHHS YNaKkoOBKW NikapCbKOro
Mr, no 14 TabneTok y ErIC 3acoby Ao PeectpauinHoro nocsigueHHst Ne UA/3195/01/01,
6nictepi; no 1 abo 2 3aTBepaxeHoro Hakazom MOS Big 23.10.2020 Ne 2417.
6nictepu y KapTOHHiW IHdopmaLis, BuknageHa B IHCTPYKUIi AN MeanyHoro
Kopobui 3acTocyBaHHS Nikapcbkoro 3acoby, BiAnoBigae OHOBIEHiN
iHcbopmalii 3 6e3neku 3acTocyBaHHs Ai0H0I PEYOBUHN
nikapcbkoro 3acoby
261.| CTOMTYCWUH- Kpanni opanbHi, TOB «TeBa YkpaiHa TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH [0 peecTpaLinHmx maTtepianis: 3miHa bes UA/2447/01/01
TEBA po3uuH, no 10 mn abo YkpaiHa» C.p.o. Pecny6nika 3asiBHMKa (BNacHWKa peecTpauiiHoro noceigveHHs) (3rigHo peuernma
25 mn y conakoHi 3 Hakasy MOS Big 23.07.2015 Ne 460): 3minu | Tuny - 3miHn
KPULLIKOO- wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
KpanensHuueto; no 1 BBeneHHs abo 3MiHM 00 y3aranbHEeHVX aHWX NPO CUCTEMY
dnakoHy B KopoOLi bapmakoHarnsgy (BBe4eHHS y3aranbHEHUX AaHUX Npo
cvcTeMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiZNOBIganNbHOI 3a 34iIMCHEHHSA hapMaKoHarnsay; KOHTAKTHOI
ocobu 3 hapmakoHarnsay 3asiBHMKa ANs 34iINCHEHHS
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Bif
YNOBHOBaXeHOT 0cobu, BignoBiganeHoi 3a 34iNCHEHHSA
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHu
y po3MmilLieHHi macTep-anna cuctemu dpapmakoHarnsgy)
3MiHa ynoBHOBaXeHOI 0cobu 3asBHUKa, BiAMOBIAANbHOI 3a
dapmakoHarnag. Hitova pegakuisa: Orit Stern-Maman.
MponoHoBaHa peaakuis: buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHMX JAHMX YNOBHOBaXXeHOI 0coby 3asiBHMKaA,
BiNoBigansHoi 3a dpapmakoHarnag.
262 CYMATPUNTA nopoLuok (cybecTaHuist) | ToBapucTso 3 YkpaiHa CMC IHAis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - - UA/14825/01/01
HY CYKUUHAT y NoABINHMX obMeXeHow OAPMACBHIOTIKAS NnoJaHHsi OHOBNEHOTO cepTudikaTa BiANOBIAHOCTI
nonieTMneHoBmnx BiAgnoBiganbHi 3 NIMITELQ €sponevicbkinn dapmakonei Ne R1-CEP 2007-329-Rev 05
naketax gns cTHO ans cyberaHuii CymatpuntaHy cyKumHaT Bif Bxe
hapmaLeBTU4HOro "®apmaueBTn 3aTBepakeHoro BupobHuka SMS PHARMACEUTICALS
3aCTOCYyBaHHS YHa KoMnaHisa LIMITED, India Ta, sik Hacnigok:
"3popos's" - YTOUHEHHS agpecy BUPOBHMUTBA cybcTaHLii (6e3 3MiHK

MiCLie3HaxOMKEHHS AinbHuWLi); 3anponoHosBaHo: CMC
OAPMACBIOTIKANS NIMITEL FOHiT 11-Mnot Ne24&24B, eHp,
36&37 C.B. Ko-OnepariB IHgacTtpian Ectent Bavynanni,
Mepuan-Mankagxripi AictpikT IHAis-500 090 Xavpepabag,
TenaHraHa, IHAisA - yTOYHEHHS XiMiYHOT Ha3BuM cybcTaHuiil y
BignoBigHOCTi 4o MoHorpadii EP aitovoro BuaaHHs
(saTBepmkeHo: 3-(2-(aumetunamino)etun)-1H-iHgon-5-un) —
N-meTunmeTaHcynbdoHamif rigporeH byTtaHaioHarT;
3anponoHoBaHo: 1-(3-(2-(ammeTunamiHo)etun)-1H-iHgon-5-
in) —=N-meTunmeTaHcynbgoHamif rigporeH bytaHaioHar); -
npuBeAeHHs HOpMyBaHHS AoMilWwku E Ta meToaukn 3a
nokasHukom “CynposigHi gomilkm” o MoHorpadii EP
[ito4oro BMaaHHsA
(3anponoHosaHo: He 6inbLe 0,1 % gomiwwkm E). -
npvBeAeHHA MeTOAMKM 3a nokasHukoM “Oomiwkm A i H” go
MoHorpadii EP gitouoro BugaHHs; - npyBeaeHHss METOLAMKM
3a MOKa3HWKOM “3anuLuUKoBi KiNbKOCTi OpraHivyHmX
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
pPO34nHHUKIB” o oHoBneHoro CEP
263.| CYMINAP Kancynu TBepgi no 5 CaHpos CnoBeHis Apnamveg ®apma Monblwa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/15320/01/01
mr/10 mr; no 7 kancyn dapmacbloTika C.A,, MNMonbLua 3MiHN Wwopo 6esnekn/edekTUBHOCTI Ta dhapmakoHarnsgy. peuenmom
TBepAux y bnictepi; no n3 a.a. (BMPOBHMLTBO in BBepaeHHs abo 3MiHM A0 y3aranbHeHVX AaHUX Npo cuctemy
4 6nictepn y bulk, TecTyBaHHs, dapmakoHarnsay (BBeAeHHS y3aranbHeHUX 4aHuX Npo
KapTOHHiN Kopobui nepBuHHe Ta cuctemy cpapmakoHarnsay, 3MiHa ynoBHOBaXKeHOi ocobm,
BTOPUHHE BiAMNOBIAANbHOI 3a 3AiNCHEHHS (hapMakoHarnsay; KOHTaKTHOI
nakyBaHHs); ocobu 3 hapmakoHarnsagy 3asBHUKa AN 30IMCHEHHS
Apnamveg ®apma dapmakoHarnsay B YkpaiHi, AKWwo BOHa BiAMiHHA Bif
C.A,, MNomnbLla yMOBHOBaXeHOi 0cobu, BignoBiganbHOI 3a 3A4iNCHEHHS
(TecTyBaHHs); lNek dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
dapmaueBTMyHa y po3milLieHHi macTep-anna cuctemu bapmakoHarnsgy) -
KOMnaHis a.a., 3MiHa YNOBHOBaXXEHOI 0COOM 3asiBHMKA, BiANoBiganbHoi 3a
CnoBeHis (BMnyck apmakoHarnsg.
cepin) MponoHoBaHa pepakuis: David J Lewis, B.Sc (Hons), Ph. D.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXXeHOi 0coby 3asiBHUKA,
BiAnoBiganbHoi 3a papMakoHarnsag. 3miHa KOHTaKTHOI
ocobu ynoBHOBaXeHOI 0cobu 3asiBHUKa, BigMNoBigansHoi 3a
3[incHeHHs dhapmakoHarnagy B YkpaiHi. [ponoHoBaHa
pepakuisi: Opnos B’auecnas BiktopoBuy. 3miHa KOHTaKTHMX
[OaHNX KOHTaKTHOI 0cOoBU YNoBHOBaXeHOiT 0cobu 3asiBHUKA,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnagy B YKpaiHi.
3MmiHa Micus 3AiNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsgy. 3miHa micuesHaxomKeHHs macTep-canna
cMcTeMu chapmakoHarnsgy Ta horo Homepy
264.| TABINETKWU BIA | Ttabnetkun no 50 wmr, no dapmacaitHc Kanaga dapmacantHc IHk. Kanapa BHECEHHS 3MiH [0 peecTpauiiHuX maTtepianis: 3MmiHu | Tuny - bes UA/0653/01/01
3AXUTYBAHH 25 abo 10 TabneTok 'y IHK. 3MiHK Wwopo 6esnekn/edeKTUBHOCTI Ta hapMakoHarnsagy - peuenma
A TAHYOOTU onictepi; no 1 BHECEeHHSs 3MiH 0o po3giny MKA: Mpaduyeckoe
GnicTepy y kKapTOHHI odopMrieHne ynakoBok ponoHoBaHa pefakuis:
ynakoBLi MapkupoBka B cooTBeTCTBUM C YTBEPXKAEHHBIM TEKCTOM
MapkupoBku. OHOBNEHHS TEKCTY MapKyBaHHS1 YNakoBKU
nikapcbkoro 3acoby 3 BHECEHHSIM iHdopMaLii Woao
3a3Ha4YeHHs1 OAVHULIL BUMIpIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH npoTsrom 6-Tu micauiB nicns 3aTBepaXeHHs
265.| TANNITOH® TabneTku no 6,25 mr; 3AT YropuuHa 3AT YropwuHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/0947/01/01
no 20 a6o 30 dapmauesTuy dapmaueBTUHHUIA noaaHHst oHosneHoro CepTtudikaTy BiaNoBigHOCTI peuenmom
TabneTok y dnakoHi; HWI 3aBOf, 3aBog ElNC €sponevicbkin dapmakonei R1-CEP 2002-089-Rev 03
no 1 conakoHy B Eric (nonepepnHs Bepcis R1-CEP 2002-089-Rev 02) Big Bxe
KapTOHHiIl kopobuj; no 3aTBepgkeHoro BupobHuka MOEHS IBERICA S.L., Spain,
7 TabneTok y 6nictepi; ans A®| Kapseaunony
no 2 abo 4 6nictepn y
KapTOHHI kopobui
266.] TANNITOH® Tabnetku no 12,5 wr; 3AT YropwuHa 3AT YropwuHa BHECEHHS 3MiH O peecTpauiHMX maTtepianis: 3miHu | Tuny - 3a UA/0947/01/02
no 20 a6o 30 dapmauesTuy dapmaueBTUHHUIA noaaHHst oHosneHoro CepTtudikaTy BignoBigHOCTI peuenmom
TabneTok y cnakoHi; HWUI 3aBOf, 3aBog ElC €sponevicbkinn papmakonei R1-CEP 2002-089-Rev 03
no 1 dnakoHy B Eric (nonepepnHs Bepcia R1-CEP 2002-089-Rev 02) Big Bxe

KapTOHHiIl kopobuj; no
7 TabneTok y 6nictepi;

3aTBepgkeHoro BupobHuka MOEHS IBERICA S.L., Spain,
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
no 2 abo 4 6nictepn y ans A®l Kapseaunony
KapTOHHiN kopobui
267.| TANNITOH® Tabnetku no 25 mr, no 3AT YropwuHa 3AT YropwuHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/0947/01/03
20 abo 30 TabneTtoky dapmaneBTny dapmaueBTUYHUIA nopaHHst oHoBneHoro CepTtudikaTy BignoBigHOCTI peuenmom
nakoHi; no 1 HWI 3aBOf, 3asog ElNC €sponevicbkin apmakonei R1-CEP 2002-089-Rev 03
hnakoHy B KAPTOHHIN ETIC (nonepepnHs Bepcia R1-CEP 2002-089-Rev 02) Big Bxe
kopobui; no 14 3aTBepakeHoro BupobHuka MOEHS IBERICA S.L., Spain,
TabneTok y 6nicTepi; ans A®l Kapseaunony
no 1 abo 2 6nictepn y
KapTOHHiIN kopooLi
268.| TAPKA® Tabnetku 3 ABOOTT HimeyunHa AG66BI JovunaHg HimeuunHa BHECEHHS 3MiH O peecTpauiHMX maTtepianis: 3miHu | Tuny - 3a UA/8978/02/01
MoAMdiKoBaHUM JlabopaTopis v6X i Ko. KIF 3MiHM BHECEHO B iHCTPYKLiO AN MeQNYHOro 3acToCyBaHHA | peuernmom
BUBINbHEHHSIM, BKPUTI meX nikapcbkoro 3acoby Ao po3sainis "Baaemogisi 3 iHWumMu
NniBKOBOKO nikapcbkumm 3acobamu Ta iHWi BuaM B3aemogin” Ta
obornoHkoto, 2 mr/180 "Mepeno3yBaHHs" 3rigHO 3 pekomeHaauismm PRAC
Mr no 14 Tabnetok y
6nictepi; no 2
6nicTepun B KApPTOHHIl
Kopobui
269.] TAPKA® Tabnetku 3 ABOOTT HimeyunHa AG66BI JovunaHg HimeuunHa BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/8978/02/03
MoAMdiKoBaHUM JlabopaTopis 6X i Ko. KIF 3MiHM BHECEHO B iHCTPYKLitO AN MeQNYHOro 3acTOoCyBaHHA | peuernmom
BUBINbHEHHSIM, BKPUTI meX nikapcbkoro 3acoby Ao posainis "Baaemogisi 3 iHWnmMu
NniBKOBOIO nikapcbkumm 3acobamu Ta iHWi BUaM B3aemogin” Ta
obornoHkoto, 4 mr/240 "Mepeno3yBaHHs" 3rigHO 3 pekomeHaauismm PRAC
Mr no 14 Tabnetok y
6nictepi; no 2
6nicTepu B KAPTOHHIN
kopooui
270 TACUTHA Kancynu TBepai no Hosapric LLisenuapis HoapTic ®apma LLisenuapis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/8979/01/01
200 wmr; no 14 kancyn dapma Al WrenH Al 3MiHM BHECEHO [0 iHCTPYKLIi ANS MEeAUYHOro 3aCTOCYBaHHS | peyernmom
y bricTepi; no 2 nikapcbKkoro 3acoby Ao po3sainis "Baaemogis 3 iHwumu
onictepu y kopobui 3 nikapcbkumm 3acobamu Ta iHWwi Buam B3aemogin” "MobivHi
KapToHy; no 4 kancynu peakuii” BignosigHo go pekoMmeHaauii PRAC. BeegeHHs
y bricTtepi; no 7 3MiH MPOTAroM 6-Tu MicAUiB NicNsA 3aTBEPAKEHHS; 3MiHM ||
onictepiB y kopobui 3 TUNYy - 3MiHW BHECEHO [0 iHCTPYKUii ANst MeanyHoro
KapTOHY 3acTocyBaHHs nikapcbkoro 3acoby Ao po3ainy "MobiyHi
peakuii” BignNoBigHO A0 MaTepianiB peecTpaLifnHOro AOChE.
BBefeHHs 3MiH NpoTArom 6-T MicsILiB NicNs 3aTBEpOKEHHS
271 TACUTHA Kancynu Teepgi no HoBaprTic LLiBenuapis HoapTic ®apma LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/8979/01/02
150 wmr; no 4 kancynu dapma Al LWrenn Al 3MiHVM BHECEHO [0 iHCTPYKLIi ANs MeQUYHOro 3acTOCyBaHHSA | peuernmom

y bricTtepi; no 7
GnicTtepis y kopobLi 3
KapToHY

nikapcbkoro 3acoby [o posginis "Baaemogis 3 iHWnMn
nikapcbkumu 3acobamu Ta iHWi Buamn Bzaemogin" "MobiyHi
peakuii” BignosigHo ao pekomeHaauin PRAC. BeegeHHs
3MiH NPOTArom 6-T MicALB Nicnsi 3aTBEpPXKEHHS; 3MiHW I
TUNY - 3MiHN BHECEHO A0 iHCTPYKUii ANs MeanyYHoro
3acTocyBaHHS nikapcbkoro 3acoby o poaginy "MobivHi
peakuii” BignoBigHO [0 MaTepianiB peecTpaLinHoro AOCkE.
BBegeHHs 3MiH NpOTArom 6-Tu MicsiLiB Nicns 3aTBepOXKEHHS




91 ITponoBkeHHs momarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
272| TEMOOAN® kancynu no 20 mr, no Mepk Wapn i LLisenuapis OpioH ®apma, PiHnanHais/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/4893/01/02
1 kancyni y cawe; no 5 Hoym IOEA PiHnaHais Benbrisa 3MiHn 3 skocTi. CepTtudikaT BignosigHocTi/lE-cepTudikat | peyenmom
abo no 20 cawe y m6X (anbTepHaTUBHUIA Bi4NOBIgHOCTI €BponeWnchkin dhapmakonei/MoHorpadii.
KapTOHHiN kopobui KOHTPOMb SKOCTI); 3MiHW, NoB'A3aHi 3 HeobXiAHICTIO NPUBEAEHHS Y
OpioH ®apma, BianoBigHicTb 40 MoHorpadii APY abo €sponenchkoi
diHnaHaia capmakonei, abo iHWOoi HauioHanbHOI hapmakonei Aep>xaBu
(BpPOGHULTBO €C (3miHa y cneuudikauii HedapmakonenHoro Ad®| ans
HeposdacoBaHoi npvBeAeHHs y BiAnoBigHicTb Ao Bumor Y abo
npoaykuii, nepBuHHa €Bponercbkoi hapmakonei, abo iHLWOoi HauioHanbHoT
yrnakoBka Ta dapmakonei gepxasun €C) - A®I - npuBegeHHs
KOHTPOMb SKOCTi); cneuudikauii A®l Temosonomigy y BiANOBiAHICTL A0
LWepiHr-Mnay Na6o MOHorpagii €C
H.B., Benbrisi
(nepBuHHa Ta
BTOPVHHA YNaKoBKa,
[A03BiN Ha BUMYCK
cepii)
273.| TEMOOAN® kancynu no 100 wmr, no Mepk Lapn i LLIseniapis OpioH dapma, diHnaHgis/ BHECEHHS 3MiH [0 peecTpauinHMx martepianis: 3miHu | Tuny - 3a UA/4893/01/03
1 kancyni y cawe; no 5 Hoym IOEA PiHnaHais Benbrisa 3MiHM 3 skocTi. CepTudikaT BignosigHocTi/lE-cepTudikat | peyenmom
abo no 20 cawe y MmM6X (anbTepHaTUBHUIA BiAMOBIAHOCTI €Bponencoki apmakonei/moHorpadii.
KapTOHHiIN kopoOLi KOHTpPOMb SIKOCTi); 3MiHK, NoB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
OpioH ®apma, BiANOBIAHICTL A0 MoHorpadii APY abo €sponencekoi
PiHnaHais dapmakonei, abo iHLWOI HauioHanbHOT hapmakonei Aepxasu
(BUpOBHMLTBO €C (3miHa y cneuudikauii HecbapmakonenHoro AdP| ans
Hepo3dacoBaHoi npuBeaeHHs y BianoBigHicTb Ao Bumor AdY abo
npoaykLuii, nepBuHHa €Bponevicbkoi papmakonei, abo iHWOi HauioHanbHOI
ynakoBka Ta apmakonei aepxasu €C) - A®I - npuBeaeHHs
KOHTPOb SIKOCTI); cneundikauii A®l Temosonomigy y BiANOBIAHICTb A0
LWepinr-Mnay Na6o MOHorpagii €C
H.B., Benbris
(nepBuHHa Ta
BTOPVHHA YNaKoBKa,
[03BiN Ha BUNYCK
cepii)
274 TEMOMEOAK Kancynu no 5 mr, no 5 Mepak HimeyunHa Mepak Nesenbwadt | HimeuyunHa/ BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | Tuny - 3a UA/13562/01/01
abo 20 kancyn y [esenbwadpt rop KniHiwe ITanis 3MiHN Wwopao 6e3nekn/edekTUBHOCTI Ta dpapmakoHarnsgy. peuenmom
dnakoHi, no 1 drop KniHiwe LLneuiansnpenapat BeeaeHHs abo 3MiHu [0 y3aranbHEHWX AaHuX Npo cucTemy
hnakoHy B mayi Lneuiansnpe e M6X, HimewyunHa dapmakoHarnsaay (BBeAeHHS y3aranbHeHUX A4aHuX Npo
napate M6X (BUPOBHUK, LIO cucTeMy chapMakoHarnsiay, 3MiHa ynoBHOBaXeHoi ocobu,
BianoBigae 3a BiZNOBIganbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
BTOPUHHY YMaKoBKY, ocobu 3 hapmakoHarnagy 3asBHUKa AN 34INCHEHHS
KOHTponb/Bunpobys dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHA Bif
aHHs cepil, 4O3BIN yMOBHOBaXeHOoi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
Ha BUNyckK cepii); dapmakoHarnsaay (BKoYarum KOHTaKTHI AaHi) Ta/abo 3miHm
Hepdapma C.p.J1., y po3MmilLieHHi macTep-ainna cuctemu bapmakoHarnsay) -
ITania (BMpobHMLTBO 3MiHa KOHTaKTHOi 0COBM YyNOBHOBaXeHOT 0cobu 3asBHMKa,
Hepo3dacoBaHoi BiAMOBiAanbHOI 3a hapmakoHarnsg B YkpaiHi. NponoHoBaHa
npoAayKuii, nepBuHHa penakuisi: BakyH AHHa OnekcaHapiBHa. 3MiHa KOHTAKTHUX
yrnakoBka, [AaHVX KOHTaKTHOI 0COBU YNOBHOBaXXeHOi 0cobu 3asBHUKA,
KOHTpOnb/B1npobyBs BiAMOBiAanbHOI 3a hapmakoHarnsg B YkpaiHi
aHHg cepii); Xaynt
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
dapma Amaper
'MEX, HimeyunHa
(BUpOBHMLTBO
HeposdacoBaHoi
npoaykLuii, nepsuHHa
ynakoBka,
KOHTpOnb/BMNpobyB
aHHsA cepii)
275.| TEMOMEOAK kancynu no 20 mr, no Mepak Himeyuunna Mepak Nesenbwadpt | HimeyunHa/ BHECEHHS 3MiH 0 peecTpauinHmx martepianis: 3miHu | Tuny - 3a UA/13562/01/02
5 abo 20 kancyn y [esenbwadt drop KniHiwe ITanisa 3MiHuW wopo 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay. peuernmom
dnakoHi, no 1 drop KniHiwe LLneuiansbnpenapat BeeaeHHs abo 3MiHu [0 y3aranbHEHVX AaHVX Npo cucTemy
dnakoHy B navui Lneuianenpe e M6X, HimeuyunHa dapmakoHarnsay (BBeAeHHS y3aranbHEHUX aHUX Npo
napate M6X (BMPOBHWK, IO cvctemy chapmakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
BignoBigae 3a BiZNOBIganbHOI 3a 34iIMCHEHHS (hbapMaKoHarnsay; KOHTAKTHOI
BTOPVHHY YNaKoBKY, ocobu 3 hapmakoHarnsgy 3asBHUKa AN 30iINCHEHHS
KOHTponb/Bunpobys dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHA BiA
aHHS cepii, 403BIN YMOBHOBaXeHOi 0cobu, BiAgnoBiganbHOI 3a 3A4iNCHEHHS
Ha BUnyck cepii); hapmakoHarnsay (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHm
Hepdapma C.p.J1., y PO3MilLieHHI macTep-anna cuctemm bapmakoHarnsagy) -
ITania (BupobHMLTBO 3MiHa KOHTaKTHOi 0COBbM yNoBHOBaXeHOI 0cobu 3asBHMKA,
Hepo3dacoBaHoI BiAnNoBiganbHoOI 3a hapmakoHarnag B YkpaiHi. NponoHoBaHa
npoaykLuii, nepBuHHa pepakuia: bakyH AHHa OnekcaHapiBHa. 3MiHa KOHTaKTHUX
YyNakoBKa, [aHUX KOHTaKTHOI 0coby ynoBHOBaXkeHOi 0cobu 3asiBHMKA,
KOHTponb/Bunpobys BiANOBIganbHOI 3a hapMakoHarnsg B YKpaiHi
aHHs cepii); XaynT
dapma Amaper
'm6X, HimeuunHa
(B1pOBHMLTBO
Hepo3dhacoBaHoi
NpoAyKLuii, nepBuHHa
ynakoBka,
KOHTponb/Bnnpobys
aHHs cepii)
276.] TEMOMEOAK kancynu no 100 wmr, no Mepak HimeyunHa Mepak Nesenbwadt | HimeuyumHa/ BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3miHu | Tuny - 3a UA/13562/01/03
5 abo 20 kancyn y [esenbwadt drop KniHiwe ITanisa 3MiHM Wwopo 6esnekn/edekTMBHOCTI Ta dbapmakoHarnsaay. peuernmom
donakoHi, no 1 rop KniHiwe Lneuianbnpenapat BeeneHHs abo 3MiHU [0 y3aranbHEHWX AaHWX Npo cucTemMy
nakoHy B mayui LWneuiansnpe e M6X, HimewunHa apmakoHarnsaay (BBEAEHHS y3aranbHeHUX 4aHuX Npo
napate M6X (BMPOBHWK, IO cvcTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,

BignoBsigae 3a
BTOPWHHY YNaKoBKY,
KOHTponb/Bnnpobys

aHHs cepil, 4O3BIN
Ha BUNyckK cepii);
Hepdpapma C.p.J1.,
ITanis (BUpoGHULTBO
Hepo3dhacoBaHoi
npoaykLuii, NnepBuHHa
ynakoBka,
KOHTponb/Brnpobys
aHHs cepii); XaynTt
dapma Amaper

BiAnoBiganbHoi 3a 34iINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHuUKa AN 3AINCHEHHS
hapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif

yMNOBHOBaXeHOi 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsaay (BKoYarum KOHTaKTHI AaHi) Ta/abo 3miHm
y po3MiLLeHHi MacTep-darina cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHOi 0co6M yNoBHOBaXeHOT 0cobu 3asiBHUKA,
BiAMOBiAanbHOI 3a hapmakoHarnsg B YkpaiHi. NponoHoBaHa
pepakuisa: bakyH AHHa OnekcaHgpiBHa. 3MiHa KOHTAKTHUX
[AaHNX KOHTaKTHOI 0cOBU YNOBHOBaXeHOi 0cobu 3asiBHUKA,
BiAMOBiAanbHOI 3a hapmakoHarnsg B YkpaiHi
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
'ME6X, HimeyumHa
(BpPOGHULTBO
Hepo3dhacoBaHoi
npoaykLuii, nepsuHHa
ynakoBka,
KOHTponb/Brnpobys
aHHsA cepii)
277 TEMOMEOAK kancynu no 140 wmr, no Mepak Himeyuunna Mepak Nesenbwadt | HimeuyunHa/ BHECEHHS 3MiH 0 peecTpauinHmx martepianis: 3miHu | Tuny - 3a UA/13562/01/04
5 kancyn y ¢gnakoHi, [e3enbwadpt rop KniHiwe ITania 3MiHN Wwopo 6esnekn/edekTUBHOCTI Ta dhapmakoHarnsagy. peuenmom
no 1 dnakoHy B nayui drop KniHiwe LLineuianbnpenapat BBepaeHHs abo 3mMiHM A0 y3aranbHeHWX AaHnX Npo cuctemy
LWneuiansnpe e M6X, HimewunHa apmakoHarnsay (BBEAEHHS y3aranbHEeHUX 4aHUX Npo
napate M6X (BUPOBHUK, IO cvcTemMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BignoBigae 3a BiANOBIganbHOI 3a 34iIMCHEHHS (hapMaKoHarnsay; KOHTaKTHOI
BTOPVHHY YNaKOBKY, ocobu 3 hapmakoHarnsaay 3asiBHVUKA ANs 34iINCHEHHS
KOHTponb/Bunpobys dapmakoHarnagy B YkpaiHi, SKWo BOHa BiAMiHHa Bi
aHHS cepii, A403BIN yMOBHOBaXeHOi 0cobu, BiAnoBiganbHOI 3a 3A4iNCHEHHS
Ha BUNYyCK cepii); dapmakoHarnsgy (BK4aoyy KOHTaKTHI AaHi) Ta/abo 3MiHn
Hepdpapma C.p.J1., y po3milLieHHi macTep-anna cuctemu bapmakoHarnsgy) -
ITania (BupobHMLTBO 3MiHa KOHTaKTHOi 0COBM yNOBHOBaXeHOI 0cobu 3asBHMKA,
Hepo3dacoBaHoi BiAMOBiAanbHOI 3a hapmakoHarnsg B Ykpaini. NponoHoBaHa
NPOAYKLUii, NepBUHHa pepakuis: bBakyH AHHa OnekcaHapiBHa. 3MiHa KOHTaKTHUX
YyNakoBKa, [aHNX KOHTaKTHOI 0coby ynoBHOBaXkeHOi 0cobu 3asiBHMKA,
KOHTponb/Bnnpobys BiAMOBiAanbHOI 3a hapmakoHarnsg B YKpaiHi
aHHs cepii); XaynTt
dapma Amaper
'M6X, HimeyunHa
(BUpOBHMLTBO
Hepo3dhacoBaHoi
npoaykLuii, nepBuHHa
ynakoBka,
KOHTponb/Bnnpobys
aHHs cepii)
278 TEMOMEOAK kancynu no 180 wmr, no Mepaxk HimeuunHa Mepak Mesenbwadt | HimeuumHa/ | BHECEHHs 3MiH 4O peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3a UA/13562/01/05
5 kancyn y donakoHi, lesenbwadt drop KniHiwwe ITanisa 3MiHM Wwopo 6esnekn/edekTMBHOCTI Ta dbapmakoHarnsaay. peuernmom
no 1 dnakoHy B nayui drop KniHiwe LLneuiansnpenapat BeeaeHHs abo 3MiHu [0 y3aranbHEeHWX AaHWX Npo cucTemMy
LWneuianenpe e M6X, HimewyunHa dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
napate M6X (BMPOBHWK, O cvctemy chapmakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,

Bignosigae 3a
BTOPVHHY YNaKoBKY,
KOHTponb/Brnpobys

aHHs cepil, 4O3BIN
Ha BUnyck cepii);
Hepdpapma C.p.J1.,
ITania (BMpobHMLTBO
Hepo3adhacoBaHoI
npoaykLuii, nepBuHHa
ynakoBka,
KOHTponb/B1npobys
aHHs cepii); XaynT
dapma Amaper
'M6X, Himeyuunna

BiAMOBiAanNbHOI 3a 34iNCHEHHst bapMaKkoHarnsAy; KOHTaKTHOI
ocobu 3 hapmakoHarnaay 3asBHMUKa NSt 3AINCHEHHS
hapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif
yMOBHOBaXeHOoi ocobu, BignoBiaanbHoI 3a 3A4iNCHEHHS

hapmakoHarnsigy (BkIo4vakuy KOHTaKTHI AaHi) Ta/abo 3MiHu

y po3MiLLeHHi MacTep-darina cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHOi 0COBM YyNOBHOBaXeHOT 0cobu 3asBHMKa,

BignoBiganeHoi 3a dpapmakoHarnag B YkpaiHi. [MponoHoBaHa

pepakuisa: bakyH AHHa OnekcaHgpiBHa. 3MiHa KOHTAKTHUX
[aHUX KOHTaKTHOI 0coby ynoBHOBaXkeHOi 0CobM 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag B YkpaiHi
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
(BpPOGHULTBO
HeposdacoBaHoi
npoaykuii, nepBuHHa
ynakoBka,
KOHTpOnb/BMNpobyB
aHHs cepii)
279.| TEMOMEOAK kancynu no 250 mr, no Mepak Himevunna Mepak Nesenbliadt HimeuumHa/ BHECEHHS 3MiH 0 peecTpaLinHMx maTtepianis: 3miHu | Tuny - 3a UA/13562/01/06
5 kancyn y ¢gnakoHi, [e3enbwadpt rop KniHiwe ITania 3MiHN Wwopo 6esnekn/edekTUBHOCTI Ta dhapmakoHarnsaay. peuenmom
no 1 donakoHy B nayui rop KniHiwe Lneuianenpenapat BeeneHHs abo 3MiHu [0 y3aranbHeHWX AaHKX Npo cUCTeEMy
LWneuiansnpe e M6X, HimeuumnHa apmakoHarnsay (BBEAEHHS y3aranbHEeHUX 4aHUX Npo
napate M6X (BMPOBHWK, Lo cvctemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BignoBsigae 3a BiANoBiganbHoI 3a 3A4iIMCHEHHSA hapMakoHarnsay; KOHTaKTHOI
BTOPVHHY YNaKOBKY, ocobu 3 hapmakoHarnsaay 3asiBHMKa ANs 34iINCHEHHS
KOHTponb/Bnnpobys dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHA BiA
aHHA cepii, [o3BIN yMNoBHOBaXeHOi ocobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
Ha BUNyCK cepii); dapmakoHarnsaay (BKIoYaum KOHTaKTHI AaHi) Ta/abo 3miHm
Hepdapma C.p.J1., Y PO3MilLieHHI macTep-anna cuctemm bapmakoHarnsagy) -
ITanis (BMpobHMLTBO 3MiHa KOHTaKTHOi 0cObM yNnoBHOBaXeHOT 0cobu 3asiBHUKa,
HeposdacoBaHoi BiAMOBiAanbHOI 3a hapmakoHarnsg B Ykpaini. NponoHoBaHa
npoaykLuii, nepBuHHa pepakuia: bakyH AHHa OnekcaHapiBHa. 3MiHa KOHTaKTHUX
ynakoBka, AaHUX KOHTaKTHOI 0coBM ynoBHOBaXeHOi 0cobu 3asBHUKA,
KOHTponb/Bnnpobys BiAMOBiAanbHOI 3a hapmakoHarnsg B YKpaiHi
aHHs cepil); XaynT
dapma Amaper
'M6X, HimeyunHa
(BMpOBHMLTBO
Hepo3adpacoBaHoI
npoaykLuii, nepBuHHa
ynakoBka,
KOHTponb/Bunpobys
aHHA cepii)
280.] TIOKTALMA® PO34UH ANs iH'eKuin MELA dapma HimeuunHa yCi BUPOOHWUi HimeuumHa BHECEHHS 3MiH 0 peecTpauiiHixX maTtepianis: 3MmiHu | Tuny - 3a UA/5289/01/01
600T (600 mr/24 mn); no 24 "M6X eHp Ko. cTagii, 3a BUHATKOM 3MiHKW Wwopo 6esnekn/edekTMBHOCTI Ta hapMakoHarnagy. | peyenmom
MmN B amnyni, no 5 KIr BUWMYCKy cepil: BeeaeHHs abo 3MiHu [0 y3aranbHEHWX AaHWX Npo cucTemy

amnyrn B KOHTYPHi
YapyHKOBIN ynakoBLi,
no 1 KOHTYpHIW
YapyHKOBI ynakoBLji B
navuj

3ircdopua MamenbH
MM6X, HimeuuunHa;
Bunyck cepii: MEJA
®apma 'mbX eHg
Ko. KI', HimewunHa

cbapmakoHarnsgy (BBe4eHHS y3ararnbHEHUX AaHUX Npo
cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiZNOBIganNbHOI 3a 34iIMCHEHHSA hapMaKoHarnsay; KOHTAKTHOI
ocobu 3 hapmakoHarnagy 3asBHuUKa AN 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
yMOBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsaay (BKoYarum KOHTaKTHI AaHi) Ta/abo 3miHm
y po3MmilLieHHi macTep-ainna cuctemu bapmakoHarnsay) -
3MiHa YNOBHOBaXXeHOI 0CObOM 3asiBHMKA, BiANOBigaNbHOI 3a
dapmakoHarnag,.

MponoHoBaHa pepakuisi — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXeHoi ocobu, BiANoBiaanbLHOI 3a
dapmakoHarnag. 3miHa KOHTAKTHUX SAHUX KOHTaKTHOT
ocobu ynoBHOBaXeHoi ocobw, BianoeiaansHoi 3a
dapmakoHarnsa B YkpaiHi.
3MiHa MicLue3HaxodXkeHHs MacTep-daiina cucremun
dapmakoHarnagy. 3miHa micus 3giNCHEHHS OCHOBHOIT
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
AisgnbHOCTI 3 hapmakoHarnsgy
281.| TOBPOCONT® | kpanni o4Hi, po3unH, 3 | BapluaBcbkuii Monbwa BapLuaBcbkuii Monbla BHECEHHS 3MiH 0 peecTpauinHnux martepianis: 3miHu | Tuny - 3a UA/13493/01/01
mr/mn no 5 mn hapmaneBTny thapmaLeBTUYHUI 3MiHM Yy MeTofax BunpobysaHb Ans TecTty "O6'em peuenmom
pO34MHY Y HWUIA 3aBOS, 3aBog Monbda AT HanoBHeHHs", a came 3 MB/3/001/01/03 Ha MB/4/143301/16
6e3bapBHOMY Monbda AT (B onnc MeToaMKM BHECEHO YTOYHEHHS). BBegeHHs 3MiH
nonieTuneHoBomy npoTArom 6-Tn MicsLiB Nicns 3aTBepAKeHHs; 3MiHu | Tuny -
bnakoHi-kpanenbHuLi, 3MiHM y MeToAax BUNpobyBaHHA Ans Tecty " [JlomiLkm
3aKPUTUI KPULLIKOKO (BEPX)", a came 3 MB/2/45302/12 Ha MB/2/137601/17.
6inoro konbopy 3 BBefeHHs 3MiH NpoTArom 6-Tv MicaUiB Micnst 3aTBEPAXKEHHS;
rapaHTiiHUM KinbLuem 3MiHM | TRy - 3MiHK y MeToaax BunNpobyBaHHsA Ans
(3 KOHTPOMEM Tecty"laeHTudikauis Tobpomauiny (BEPX)", "OomiLkn
nepLuoro BigKpUTTS); (BEPX)", a came 3 MB/2/137601/17 na MB/1/156201/18;
no 1 pnakoHy B 3MiHM YMOB XpomarorpadpyBaHHs Ta MPUroTyBaHHs
KapTOHHiIN kopobui CTaHAapTHUX Po34yunHiB. BBeAeHHS 3MiH npoTarom 6-u
MicAUiB Nicnsa 3aTBepAXeHHSA
282 TPAYMENDb C PO34MH Ans iH'eKuin no Bionoriwe HimeyunHa Bionoriwe HimeuunHa BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/5934/03/01
2,2 mn B amnyni; no 5 Xannbmitteno XannbmitTenb nonoBHeHHs Cneundikauii Ans MaTpUYHOI HACTONKM peuenmom
amnyn y KOHTYpPHIn Xeenb M6X Xeenb M'M6X Symphytum officinale HoBMM nokasHWkaMu sIKOCTi: BBEAEHHS
YapYHKOBIN yNakoBLi; [oaaTkoBoro nokasHuka sikocTi "Escherichia coli; amiHn |
no 1, 2 aéo no 20 TUMYy - BHECEHHS 3MiH o Cneuwndikadii/MeTogis
KOHTYPHMX BUNpobyBaHHsA ANs MaTpuyHOi HacTovku Symphytum
YapYHKOBUX YNakoBOK officinale, 3okpema: BUMy4YeHHS KOHTPOIb 3@ NOKa3HUKOM
B KOpoOLj 3 KapTOHY "Pyrrolizidine alkaloids"; 3amiHu | Tuny - BHECEHHSA 3MiH 40
Cneuudikauii / MeTtoais BunpobysaHHs 113, 3okpema: -
3a3HaYeHHs NokasHuka "MexaHiYHi BKNIOYEeHHS: BUanMmi
yacTkun", Ik oOKpemoro napameTpa cneumdikadii; -
3a3HayYeHHs NPUMITKM "rapaHToBaHO B NpoLeci
BUpPOBHMUTBA" AN NoKka3HuKa "MexaHiuHi BKIOYEHHS:
BMAMMI YacTku" B cneumaikauii npy BUNYCKY; - 3a3Ha4YeHHs
NPUMITKM "He 3aCTOCOBYETLCS K PYTUHHUIA TECT (€
YaCTUHOIO KiHLLEBOro BUNPOoOyBaHHA Ha CTabinbHICTb) ANs
nokasHuka "MexaHiyHi BKIIOYEHHS: BUAUMI YacTkn" B
crneundikaLii Ha TepMiH NPUAATHOCTI; - YTOYHEHHS KpUTepiiB
NPUAHSATHOCTI 3@ NoKasHMKamy "MexaHiYHi BKIMIOYEHHS:
HeBMAUMI YacTkn" Ta "bakTepianbHi eHOOTOKCUHKN" Y
cneundikaLisax Ha BUNYCK Ta TEPMIH NPUAATHOCTI; 3MiHu |
TUMy - BHECEHHS 3MiH Ao MeToais BunpobysaHHs M3,
30KpeMa: BUITy4EHHS OMUCY MeTOoAMK/ BUNpoOyBaHHSA 3a
nokasHukom "3anax". Metoaumky npoBoasaTb BignosigHo H
2.2.1. pitoyvoi pegakuii HAB; 3milu | Tvny - 3miHmn BUMor
cneumdikauii 4na maTpuyHoi HacTowkn Atropa Bella donna,
30Kkpema: 3amiHa MoHorpadii HAB Ha MoHorpadito Ph. Eur.
(3aTBepmxeHo: Specificaton according HAB monograph;
3anponoHoBaHo: Specificaton according Ph. Eur.
monograph)
283.| TPU-ANITEP® Tabnetku no 4 mr/1,25 TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/17632/01/01
mr/5 mr; no 10 "MIKPOXIM" «MIKPOXIM», 3MiHM BHECEHIi [0 iIHCTPYKUii AN MeQNYHOro 3acToCyBaHHA | peuernmom
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
TabneTok y Gnictepi, YkpaiHa, (opnamyHa nikapcbkoro 3acoby y po3ainu "OcobnmBocTi 3acTocyBaHHS",
no 3 bnictepu y nayui ajpeca Ta "MobiuHi peakuii" BignosiaHo fo iHdopmauii pedpepeHTHOro
3 KapTOHY naboparopis nikapcbkoro 3acoby TPUMJTIKCAM®. BeeaeHHs 3miH
i3nKO-XiMi4HOTO npoTArom 6-Tn MicsuiB nicns 3aTBepOXeHHSs
aHanisy Ta
KOHTPOIO
BMPOBOHMLTBA);
(BpOBHMYa
AinbHWUS (BCi cTagii
BMPOBHMYOro
npouecy))
284.| TPU-ANITEP® Tabnetku no 4 mr/1,25 TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/17632/01/02
mr/10 mr; no 10 "MIKPOXIM" «MIKPOXIM», 3MiHM BHECEHI [0 IHCTPYKUiT AN MeQNYHOro 3aCTOCyBaHHSA | peuernmom
TabneTtok y bnicrepi, YkpaiHa, (ropnamyHa nikapcbkoro 3acoby y po3ainu "OcobnmBoCTi 3acTocyBaHHA",
no 3 6nictepu y nayui agpeca Ta "Mo6ivHi peakuii" BignoeigHo 4o iHbopmaLii pecdepeHTHOro
3 KapTOHY naboparopis nikapcbkoro 3acoby TPUMNJTIIKCAM®. BeaeHHs 3MiH
i3nKO-XiMiYHOTO npoTarom 6-Tu MicsuiB nicns 3aTBepaXeHHs
aHanigy Ta
KOHTPOTO
BMpOBHMLTBA);
(BpoBHMYa
AinbHUUS (BCi cTagii
BMPOGHWYOTO
npouecy))
285 TPU-ANITEP® Tabnetku no 8 mr/2,5 TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3miHu | Tuny - 3a UA/17632/01/04
mr/10 mr; no 10 "MIKPOXIM" «MIKPOXIM», 3MiHM BHECEHi A0 iIHCTPYKLIT AN MeQn4YHOro 3acTocyBaHHA | peuernmom
TabneTok y 6nictepi, YkpaiHa, (ropuanyHa nikapcbkoro 3acoby y po3ainu "OcobnuneocTi 3acTocyBaHHS",
no 3 6nictepu y nayui afpeca Ta "MobiuHi peakuii" BigNoBigHO Ao iHpopmauii pedepeHTHoro
3 KapTOHY naboparopis nikapcbkoro 3acoby TPUMJTIKCAM®. BeeaeHHs1 3miH
i3nko-xiMmivHoro NPOTArom 6-Tu MicsiLiB MicNs 3aTBepPAXKEHHS
aHanisy Ta
KOHTpOTO
BUPOGHMLTBA);
(BMpoBHMYa
[inbHUUS (BCi cTagii
BMPOGHMYOro
npotecy))
286., TPU-ANITEP® TabneTku no 8 mr/2,5 TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/17632/01/03
mr/5 mr; no 10 "MIKPOXIM" «MIKPOXIM», 3MiHM BHECEHI A0 IHCTPYKUiT AN Megn4YHOro 3acTocyBaHHSA | peuernmom
TabneTok y 6nictepi, YkpaiHa, (ropuanyHa nikapcbkoro 3acoby y po3ainu "OcobnmnBocTi 3aCToCyBaHHS",
no 3 Gnictepu y nayui agpeca Ta "Mo6iuHi peakuii" BignoBigHo o iHpopMaLii pecepeHTHOro
3 KapTOHY naboparopis nikapcbkoro 3acoby TPUMJTIKCAM®. BeeaeHHs1 3miH
i3nKO-XiMi4HOTO npoTArom 6-Tu MicsLiB Nicns 3aTBepaKeHHS
aHanisy Ta
KOHTpOTO
BMPOGHMLTBA);
(BpOBHMYa
AinbHWUS (BCi cTagii
BMPOGHWYOro
npouecy))
287 TPUKACAUAO kancynu no 500 wmr, no dapmacaiiHc Kanaga dapmacaitHc IHk. Kanapa BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis: 3miHu | Tuny - 3a UA/1071/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
15 kancyn y 6nictepi; IHK. 3MiHu Wwopo besneku/edeKTUBHOCTI Ta hapmakoHarnsgy - | peuernmom
no 1 6nictepy B BHECEHHS 3MiH 4o po3ainy MKA: Mapkuposka
KapTOHHIN ynakoBsLi, [MponoHoBaHa pepakuis: Mapkuposka. B cooTBeTcTBMM C
no 30 kancyn y YyTBEPXAEHHBIM TEKCTOM MapKMpPOBKW. 3MiHWU BHECEHI B TEKCT
donakoHax MapKyBaHHS1 yNakoBKU fikapcbKkoro 3acoby Lioao
3a3Ha4YeHHs1 MXKHapOAHWUX NOo3HaYeHb OAVHULb
BMMIiptOBaHHS. BBeAeHHS 3MiH npoTarom 6-Tu micauis nicns
3aTBEpPAKEHHS
288.| YHOEBIT apaxe, no 50 gpaxe y AT YkpaiHa AT "BITAMIHWN" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/5605/01/01
KOHTelHepi, no 1 "BITAMIHN" NnoJAaHHsi OHOBNEHOTO cepTudikaTa BiaNOBIQHOCTI peuenma
KOHTENHepy B nauyui 3 €poneicbkin dpapmakonei Ne R1-CEP 2013-165-Rev 00
KapToHy; no 50 gpaxe ans gitoyoi pevoBuHK MipuaokeuHy rigpoxnopugy (BitamiHy
Y KOHTenHepi B6) Big Bxe 3aTBEepaXeHoro BupobHuka Jiangxi Tianxin
Pharmaceutical Co., Ltd., Kutaw, y Hacnigok 3miH B
MeToauui BUNpobyBaHHS 3a nokasHukoM «CynpoBigHi
OOMILLKM»
289.| YPANIT-Y® rpaHynu ans MEJA dapma HimevuunHa Bunyck npogykry- HimeuyunHa BHECEHHS 3MiH [0 peecTpauinHnMx maTtepianis: 3miHu | Tuny - 3a UA/7357/01/01
opanbHoro po3uuHy no | M6X eHg Ko. BUMYCK cepii: 3MiHN Wwopo 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy. peuenmom
280 r y KOHTelrHepi, no KIr MALAYC 'mbX, BBeneHHs abo 3MiHM 00 y3aranbHEeHVX aHWX NPO CUCTEMY
1 KOHTEWHepy y HimeuumnHa; dapmakoHarnsay (BBeAeHHS y3aranbHEHUX aHUX Npo
KOMMSIEKTi 3 MipHOHO Bupo6HMLTBO in cucTeMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
TOXKOIO, bulk: BiAMOBIAaNbHOI 3a 3AiNCHEHHst bapMakoHarnsAy; KOHTaKTHOI
iHAMKaTOPHUM MNAHTEKCTPAKT ocobu 3 hapmakoHarnagy 3asBHMUKa NSt 3AINCHEHHS
nanepom, 'm6X Ta Ko. KT, dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Bif
KOHTPOSIbHUM HimeuuuHa; YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
KaneHgapem Ta HanoBHeHHs Ta hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo 3miHu
3aTuckavem y nakyBaHHs: y po3MmilLieHHi macTep-anna cuctemu bapmakoHarnsgy) -
KapTOHHIN kopobui MALAYC 'mbX, 3MiHa YNOBHOBaXeHOI 0cobu 3asiBHMKA, BiAnoBiAansHoi 3a
HimeyuunHa dapmakoHarnsag,.
MponoHoBaHa pepakuist — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTAKTHMX JaHWX YNOBHOBaXeHoi ocobu, BiANoBiaanbLHOI 3a
papmakoHarnsig. 3mMiHa KOHTaKTHUX JaHUX KOHTaKTHOT
ocobu ynoBHOBaXeHoi ocobw, BianoeiaansHoi 3a
dapmakoHarnsa B YKpaiHi.
3MiHa MicLue3HaxodXkeHHs MacTep-danina cucremu
hapmakoHarnsigy. 3miHa micus 34iNCHEeHHs1 OCHOBHOIT
fisnbHOCTi 3 dhapmakoHarnsgy
290.] YPOTON® TabneTku, BKPUTI TOB "CaHoi- YkpaiHa BUpOoGHMUTBO 113, Yecbka BHECEHHS 3MiH [0 peecTpauiiHix matepianis: 3miHu | Tuny - 3a UA/6706/01/02
o60ornoHkot, No 2 mr; ABeHTiC nepBrHHe Ta Pecny6nika BUIYYEHHs anbTepHaTUBHOro BUpobHuka APl Zentiva k.s., | peuenmom
Ne 28 (14x2), Ne 56 YkpaiHa" BTOPUHHE Czech Republic, 3a HasBHOCTi 3aTBepAXeHOro BUpobHuka
(14x4): no 14 nakyBaHHs, CHINOIN Pharmaceutical and Chemical Works Private Co.

TabneTok y 6nictepi;
no 2 a6bo no 4
GnicTepu B KApTOHHIN
kopoobui

KOHTPOIb SIKOCTI,
Bunyck cepin: TOB
"3eHTiBa", Yecbka

Pecnybnika;

KOHTPOIb AKOCTI:

KBiHTa-AHanituka
C.p.o., Yecbka

Ltd., Hungary; 3miHu | Tuny - 3amiHa BUpoGHUYOro
obnaaHaHHS, L0 BUKOPUCTOBYETLCS Y BUPOOHUYOMY
NpoLecCi, 3 NOBITPAHO-LMPKYNSALIVHOI CyLLapKn Ha BaKyyMHY
cyliapky (npu BupobHuUTBI chiHanbHoi A®I Ta Ha cTagisx
NPOMXKHUX NPOAYKTIB); 3MiHM | Tuny - foaaBaHHsS
BMNPOOYBaHHS LOAO KOHTPOMIO BMICTY BOAM B NPOLIECI
BMpoGHMUTBa ADI. BMiCT BOAM BU3HA4al0Tb 38 METOAOM
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

Pecnybnika

Kapna ®iwepa (He binbLue Hix 0,5%); 3miHum | TMNY -
[oAaBaHHsi HOBOTO BUNPOOYBaHHS LLOAO BU3HAYEHHS BMICTY
3anULLKOBUX PO3YMHHUKIB METOLO0M ra3oBoi XxpomaTorpadii
npv BUpobHMUTBI ADI;
3MiHu | TUNY - 36inbLUEeHHsI nepiofy NOBTOPHOIO
BunpobyBaHHa APl o 60 micsiB Ha OCHOBI pe3ynbTaTiB
AOCMiMKEHb Y peanbHOMY Yaci; 3MiHW | TUMY - 3BY)XEHHS
[OMYyCTUMUX MEX ANs AOAATKOBOrO TECTY Ha BU3HAYEHHSI
BMiCcTy 6eH3eHy y cneumdikadii ADI (Big He GinbLue Hix 2
ppm Ao He Ginble Hix 0,6 ppm); 3MiHK | TUNY - 3BYXKEHHSI
AONYCTUMUX MEX ANsi 4OAATKOBOrO TECTY Ha BU3HAYEHHSA
BMiCTy gumetuncynbdarty y cneumdikadii ADI (Big He
6inbLe Hix 375 ppm Ao He GinbLue HixX 2 ppm); 3miHun | Tuny
- 3BY)KEHHS AONYCTUMMNX MEX ANA JOAATKOBOro TECTY Ha
BWU3HAYEHHSA BMIiCTy eTun p-tonyoncynbdgoHaty y
cneuudikauii A®I (ig He BinbLue Hix 375 ppm Ao He GinbLue
Hi>k 110 ppm); 3MiHM | TUMY - OHOBNEHHS BIAKPUTOI Ta
3aKpUTOI YacTuMHU MacTep-danna Ha AD| TonTepoanHy
rigporeHy TapTparTy, L0 eKBiBaneHTHO TONTEPOANHY,
BignosigHo 8o Bumor Eur. Ph. (ASMF Version 05, BUpo6Huk
A®I| - CHINOIN Pharmaceutical and Chemical Works Private
Co. Ltd., Hungary, BnacHuk mactep-caviny Ha AdP| — Zentiva
k.s., Yecbka Pecny6nika)

291.

®ABIMIPABIP-
MIKPOXIM

TabneTku, BKPUTI
NniBKOBOO
o6onoHkoto, no 200
mr, no 10 TabneTok y
onictepi, no 4 abo 10
GnicTepiB y nayuj 3
kapToHy; no 40 abo
100 TabneTok y 6aHui
y nayui 3 KapTOHY

TOB HB®
"MIKPOXIM"

YkpaiHa

topuanyHa agpeca
Ta naboparopis
i3nko-ximiyHOro
aHanisy Ta
KOHTPOIHO
BUPOOHMLTBA;
BUPOGHMYa
OinbHUUS;
naboparopis
GionoriyHoro
aHanisy: TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMx matepianis: 3miHu | Tuny -
3miHu wopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay.
BBeneHHs abo 3MiHM 00 y3aranbHEeHVX JaHKX NPO CUCTEMY
dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX NPo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BiZNOBIganNbHOI 3a 34iIMCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHWUKa NSt 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKL0 BOHA BiAMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsigy (Bkovakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MiLLeHHi MacTep-darina cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHUX AaHUX YNOBHOBAXEHOi 0COOU 3asiBHMKA,
BignoBiganbHoI 3a hapmakoHarnsg. 3miHa agpecu
3[iNCHEHHSA OCHOBHOI AiSNbHOCTI 3 hapmakoHarnsgy. 3MiHa
MicLle3HaxooKeHHS MacTep-channa cuctemm
dapmakoHarnsgy

3a
peuernmom

UA/18654/01/01

292,

OAPMALOUMIH
®

Kpanni opanbHi 2 %;
no 5 mn abo 25 mny
donakoHi; no 1
hnakoHy B mayi

AT "®apmak”

YkpaiHa

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
BBEAEHHS 104ATKOBUX PO3MIpiB CEpii rOTOBOrO MikapCbKoro
3acoby. 3anponoHoBaHo: 224 n (no 5 mn - 44,8 Tuc. ¢n.; no
25 mn - 8,96 Tuc. ¢pn.) 500 n (no 5 mn — 100,0 Tnc. cn.; no
25 mn — 20,0 Tuc. ¢n.) 1000 n (no 5 mn — 200,0 Tuc. cn.; no
25 mn — 40,0 Tuc. ¢n.) 1500 n (no 5 mn — 300,0 Tuc. cn.; no
25 mn — 60,0 Tuc. dn.) 1958, 04 n (no 5 mn — 391,6 TuC.
dn.; no 25 mn —78,32 Tuc. dn.)

3a
peuenmom

UA/2556/01/01

293.

DACTODEH

renb 25 mr/rno 30T,
50 ry Ty6i; no 1 1y6i y

NAT
"Ximchapmaas

YkpaiHa

NAT
"Ximcpapm3sasog

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny -
3MiHM Wwopao 6esnekn/edeKTMBHOCTI Ta dhapmMakoHarnsaay.

3a
peyernmom

UA/17045/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
navui oA "YepsoHa "YepsoHa 3ipka" BBeaeHHs abo 3MiHM A0 y3aranbHeHVX JaHuxX nNpo cuctemy
3ipka" dapmakoHarnsay (BBEAEHHS y3aranbHEeHUX 4aHUX Npo
cuctemy cpapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobm,
BiANoOBIganbHOI 3a 34iINCHEHHSA (hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asBHMKa NSt 3AINCHEHHS
dapmakoHarnsay B YkpaiHi, AKWwo BoHa BigMiHHA Big
YMOBHOBaXeHOi 0cobu, BignoBiaansHoi 3a 34iNCHEHHS
hapmakoHarnsigy (BKIovakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3milLieHHi macTep-anna cuctemu bapmakoHarnsgy) -
3MiHa KOHTaKTHMX [aHUX YNOBHOBAaXeEHOT ocobu,
BiANOBIgaNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
294.| ®EMIHATI® TabneTkn, BKpUTI TOB YkpaiHa JlabopaTtopioc JleoH Icnania BHECEHHS 3MiH A0 peecTpauinHMx matepianis: 3miHu | Tuny - 3a UA/16341/01/01
NniBKOBOIO "BOPBAPTC dapma, C.A. BBEOEHHS A04ATKOBOrO po3Mipy cepii Ans 6inux Tabnetok | peuenmom
o6onoHkoto, no 0,03 DAPMA" nnauebo. 3anponoHoBaHo: 1 250 000 Tabnetok; 6 000 000
mr/ 3 mr, no 28 (21+7) Tabnetok
TabneTtok y bnicrepi,
no 1 6nictepy pasom 3
KaneHgapHo
LLKarnot, TpuMayem
ans énictepy y
KapTOHHiIN kopooLi
295.| ®ITOCEA® kancynm no 10 kancyn MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - bes UA/7511/01/01
y bnicTepi; no 2 "Ximdpapm3aas "Ximdpapm3aasog 3MiHN Wwopao 6e3nekn/edekTUBHOCTI Ta dpapmakoHarnsgy. peuenma
6nictepu B nayui 3 opf "YepBoHa "YepsoHa 3sipka" BeeneHHs abo 3MiHM [0 y3aranbHEHVX AaHKX NpO CUCTEMY
KapToHy 3ipka" apmakoHarnsaay (BBeAeHHS y3aranbHeHUX 4aHuX Npo
cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiANoBiganbHoI 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asiBHMKA ANs 34iINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOoHa BiAMiHHa Bif
yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
y po3MmilLieHHi macTep-anna cuctemu bapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOI ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
296.| ®ITOCEA® HacTolika, no 100 mny MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - be3 UA/3373/01/01
dnakoHi CKnsiHOMY "Ximdapm3aas "Ximdpapm3aasog 3MiHU Wwoao 6e3nekn/edekTUBHOCTI Ta dhapmMakoHarnsgy. peuenma
abo nonimepHomy; no of "YepsoHa "YepsoHa 3ipka" BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHWX NPo cucTemy
1 donakoHy B nayui; no 3ipka" dapmakoHarnsiay (BBEAEHHS y3aranbHEHUX aHUX NPo

100 mn y GaHui
CKNSAHIN; no 1 6aHui B
navuj

cucTeMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHMKa NSt 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
hapmakoHarnsigy (BKIo4vakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MmilLieHHi macTep-anna cuctemu bapmakoHarnsay) -
3MiHa KOHTaKTHUX AaHUX YNOBHOBAXEHOi ocobu,
BiA4NoBiganbHOI 3a 34iMCHEHHSA hapMakoHarnsay
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
297.| ®ITOCEA® kancynu in bulk Ne MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - - UA/9013/01/01
1200 (no 1200 kancyn "Ximdhapm3aas "Ximcpapm3sasog 3MiHU Wopao Gesnekn/edekTUBHOCTI Ta dhapmMakoHarnsgy.
y KOHTelnHepax); Ne oA "YepsoHa "YepsoHa 3ipka" BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHKX Npo cUcTeMy
3750 (10x375) (o 10 3ipka" bapmakoHarnsgy (BBeAeHHs y3aranbHEHUX AaHUX Npo
kancyn y énictepi; no cuctemy cbapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobwm,
375 bnictepiB y BiAMOBiAanbHOI 3a 34iCHEHHs1 dhapMaKkoHarnsAy; KOHTaKTHOI
kopobuyi) ocobu 3 hapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHs!
dapmakoHarnagy B YKpaiHi, SKL0 BOHa BiAMiHHa Big
yNoBHOBaXeHOoi ocobu, BignoBiganbHoI 3a 3A4iNCHEHHS
hapmakoHarnsay (BKMYaum KOHTaKTHi AaHi) Ta/abo 3MiHu
y PO3MilLieHHI macTep-anna cuctemm bapmakoHarnsagy) -
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOoI ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
298.| ®JIABAMEO® po34uH opanbHui, 30 BEPIIH-XEMI Himeuunna BEPJIH-XEMI AT, HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - bes UA/3591/01/02
®OPTE mr/5 mn no 100 mn y Al Himeyuunna nogaHHsi OHOBIEHOrO cepTudikaTa BignoBigHOCTI peuyenma
dnakoHi; no 1 (BMpOBHMLTBO "in €sponevicbkin bapmakonei Ne R1-CEP 2004-201-Rev 04
hnakoHy 3 MipHOI bulk", nakyBaHHs, ans APl Ambpokcony rigpoxnopuay Bif BXe 3aTBEpAKEHOro
TIOXKKOIO B KOPOOLLi KOHTPOSb Ta BMMYCK BMpob6HuKa Shilpa Medicare Limited, IHgis, y Hacnigok 3miH B
cepin) appeci BUPOGHWYOI AinbHULI 6e3 3MiHK MicLs NpoBagKeHHS
nisnbHocTi. 3anponoHoBaHo: Plot No. 1A & 1A'P’, 1B, 2, 2A,
2B, 3A to 3E, 4A, 5A, 4B & 5B Deosugur Industrial Area
India-584 170 Raichur, Karnataka; 3miHn | Tuny - BUny4eHHs
meToamkm BunpobysaHHsa NIR spectrophotometry (sk
anbTepHaTMBHOro nopsiA i3 metogom EP) ans ineHTudikauii
A®| Ambpokcony rigpoxnopuay BupobHuutea Shilpa
Medicare Limited, IHgis
299. ®ITYKOHA3O0I- | kancynu TBepAi no ToBapucTso 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHuX maTtepianis: 3MmiHu | Tuny - 3a UA/3938/01/04
300POB'A 200 wmr, no 1, abo 2, 0oBMmexeHo 0obMexeHo 3MiHM BHECEHO [0 iHCTPYKLIi AN MEOUYHOro 3aCTOCYBaHHS | peyernmom
®OPTE abo 3, abo 4, abo 7, BignosiganbHi BianoBiganbHicTO nikapcbkoro 3acoby y po3ainu: "d®apMakonoriyHi
abo 10 kancyn y CTIo "®apmaueBTnYHa BnacTmeocTi", "OcobnmBocTi 3acTocyBaHHs", "3acTocyBaHHs
6nicTepi; no 1 "®apmaueBTn KomnaHis "3gopos's" y nepioa BariTHOCTi abo rogyBaHHA rpyAA0" BiAnoBigHo Ao
GnicTepy B KapTOHHiV YHa KOMnaHis OHOBMeEHOI iHdopmaLlii 3 6e3neku Ailo4oi PeYOBMHY; CYMyTHS
kopooui "3popos's" 3MiHa - 3MiHM Wwopao 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy. BHeceHHs abo 3miHa(n) oo 3060B'A3aHb
Ta YMOB BuAaui peecTpaLiiHoro nocBigvYeHHs!, BKIoYaum
MnaH ynpaBniHHS pu3nkaMm (3aCTOCYBaHHS TEKCTY, SIKUIA
NMOrO/PKEHWNI 3 KOMMNETEHTHUM OPraHOM) - 3MiHU BHECEHO [0
yacTuH | «3aranbHa iHpopmadisy, || «Cneumndikadis 3
6e3nekn», lll «MnaH 3 hapmakoHarnsgy», V «3axogu 3
MiHiMi3aLii puawukiBy, VI «Pestome nnaHy ynpasniHHS
puankammy, VIl «[dogaTtkmy y 3B’A3Ky 3 OHOBIIEHHSAM
iHpopmalLlii 3 6e3neku aito4oi peyoBUHM
300.| ®NTYKOHA30MN- | kancynu TBepai no 50 TOB "TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16524/01/01
TEBA Mmr: no 7 abo 10 YkpaiHa" dapmaLeBTUHHUIA noJaHHsi OHOBMNEHOTo cepTudikaTa BigNOBIAHOCTI peuenmom
kancyn y 6nictepi; no 3aBog TEBA €sponevicbkint papmakonei Ne R1-CEP 2007-071-Rev 03
1 6nictepy B Kopobui Ons gitoyoi peyouHu GriykoHasony Bif BXXe 3aTBEpPKEHOrO
BUpoGHMKa Aurobindo Pharma Limited, IHgis, y Hacnigok
3MiHW NOLUTOBOrO iHAEKCY B afpeci ofHiei 3 BUPOBHUYMX
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
ainbHuupe Unit — XIV. 3anponoHosaHo: Unit — X1V, Plot No.
17, Jawaharlal Nehru Pharma City Parawada Mandal,
Visakhapatnam District India-531 019 E-Bonangi Village,
Andhra Pradesh
301, ®NNYKOHA3OIJ1- | kancynu TBepdi no TOB "TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16524/01/02
TEBA 100 mr: no 7 abo 10 YkpaiHa" dapmaLeBTUYHUIA nogaHHs OHOBIEHOro cepTudikaTa BianoBigHOCTI peuenmom
kancyn y énictepi; no 3aBog TEBA €sponevicbkin papmakonei Ne R1-CEP 2007-071-Rev 03
1 6nictepy B kopobui Ans gitoyoi pevoBuHN PnykoHasony Big BXe 3aTBEPAXKEHOrO
BUpo6HMKa Aurobindo Pharma Limited, IHgis, y Hacnigok
3MiHW NOLUTOBOrO iHAEKCY B aApeci OaHIel 3 BUPOBHNYMX
ainbHuuype Unit — XIV. 3anponoHosaHo: Unit — X1V, Plot No.
17, Jawaharlal Nehru Pharma City Parawada Mandal,
Visakhapatnam District India-531 019 E-Bonangi Village,
Andhra Pradesh
302, ®NYKOHA3OIJ1- | kancynu TBepdi no TOB "TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 6es UA/16524/01/03
TEBA 150 mr: no 1 kancyni y YkpaiHa" dapmMaueBTUYHUIA NoAaHHS OHOBNEHOro cepTudikaTa BiANOBIAHOCTI peuenma
6nictepi; no 1 3aBog TEBA €poneickkin dpapmakonei Ne R1-CEP 2007-071-Rev 03
6nictepy B kopobui ans gitoyoi pevoBuHN PnykoHasony Bif BXe 3aTBEPAXKEHOIO
BMpo6HuKa Aurobindo Pharma Limited, IHais, y Hacnigok
3MiHW NOLUTOBOrO iHAEKCY B agpeci oAHIel 3 BUPOBHNYMX
ainbHuupe Unit — XIV. 3anponoHoeaHo: Unit — X1V, Plot No.
17, Jawaharlal Nehru Pharma City Parawada Mandal,
Visakhapatnam District India-531 019 E-Bonangi Village,
Andhra Pradesh
303.| ®NTYKOHA3O0MN- | kancynu TBepAi no TOB "TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16524/01/04
TEBA 200 mr: no 1 a6o 4 YkpaiHa" dapmaLeBTUHHUIA noJaHHsi OHOBMNEHOro cepTudikaTa BigNOBIAHOCTI peuenmom
abo 7 abo 10 kancyn y 3aBog TEBA €sponevicbkinn dapmakonei Ne R1-CEP 2007-071-Rev 03
onictepi; no 1 ansa gitodoi peyouHu ®nykoHas3ony Bif BXXe 3aTBEPKEHOrO
6nictepy B kopobui BUpo6GHMKa Aurobindo Pharma Limited, IHgis, y Hacnigok
3MiHW NOLUTOBOrO iHAEKCY B afpeci ogHiei 3 BUPOBHNYMX
ainbHuupe Unit — XIV. 3anponoHoBaHo: Unit — X1V, Plot No.
17, Jawaharlal Nehru Pharma City Parawada Mandal,
Visakhapatnam District India-531 019 E-Bonangi Village,
Andhra Pradesh
304, ®TANA30N Tabnetkn no 0,5 r no MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/7925/01/01
10 TabneTok y "Ximdapm3aas "Ximdpapm3aasog 3MiHU Wwoao 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy. peuenma
6nictepax; no 10 op "YepBoHa "YepBoHa 3sipka" BeeaeHHs abo 3MiHu [0 y3aranbHeHVX AaHWX Npo cucTemy Ne10,
TabneTok y 6nictepi; 3ipka" hapmakoHarnagy (BBeAeHHs y3aranbHeHUX f4aHnX npo Ne10x1.
no 1 abo 10 Gnictepis cucTeMy chapMakoHarnsiay, 3MiHa ynoBHOBaXeHoi ocobu, 3a
B Mayli 3 KAPTOHY BiAMOBiAanbHOI 3a 3ailCHEHHsI hbapmakoHarnsay; KOHTaKTHOI |peyernmom -
ocobu 3 hapmakoHarnaay 3asBHMUKa ANst 3AINCHEHHS Ne 100
dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHa Big (10x10).
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
hapmakoHarnsigy (BKovakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
y pPO3MilLleHHi MmacTep-danna cuctemmn gpapmakoHarnagy) -
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
3MiHa KOHTaKTHMX [aHUX YNOBHOBAaXeHOT ocobu,
Bi4NoBiganbHoi 3a 34iMCHEHHSA hapMakoHarnsay
305.[ XAINNOBAT kpem 0,05 % no30ry MmeHmapk IHais "meHmapk IHais BHECEHHS 3MiH 0 peecTpauinHnmx martepianis: 3miHu | Tuny - 3a UA/13588/01/01
Ty6i; no 1 Ty6i B dapmacboTuK dapmacbtoTrkan3 3MiHu Wwopo besneku/edeKTUBHOCTI Ta hapmakoHarnsgy - | peuernmom
KapTOHHiI kopooLi ans Jita. Jlimiten OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKM IiKapCbKOro
3acoby 3 BHeECEHHAM iHchopMalLii LWoao 3a3HavYeHHs
OAMHWLb BUMIpIOBaHHSA Y cuctemi SI. BHeceHHs 3miH go
po3giny MKA: MapkyBaHHs NponoHoBaHa pegakuis: 10.
MapkyBaHHs 3rigHO 3aTBEpPOKEHOrO TEKCTY MapKyBaHHSI.
BBeaeHHs 3MiH NnpoTArnM 6-Tn micauiB 3 Aatn
3aTBEpAKEHHSA
306.] XAPBOHI TabneTkn, BKpUTI lnean CLWIA lneapn CavieHcus Ipnangis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/15873/01/01
NniBKOBOKO CarieHems, [Hk. AveneHp tOC, CLA/ 3a pesynbTaTaMy eKCnepTu3v HagaHux matepianis peuenmom
obornoHkoto, no 90 IpnaHgis (Bunyck KaHaga BCTAHOBIEHO, LLIO: 3asiBHMKOM HagaHO AeTanbHUin onuc
mr/400 wmr; no 28 cepii, BTOpUHHa CUCTEeMMU yNpaBIiiHHSA PU3MKamMu y BUrMs4i OHOBNEHOMO
TabneTok y dnakoHi; yrnakoBKa, KOHTPOIb MnaHy ynpasniHHA pusukamm Bepcis 6,0 Ans nikapcbkoro
no 1 donakoHy B cepii); MNneag 3acoby XAPBOHI, tabneTku, BKpUTi NNiBKOBOK 0BONOHKOI0,
KapTOHHiI kopooLi CalieHcus, IHK., no 90 mr/400 mr;no 28 TabneTok y prakoHi; no 1 dprnakoHy B
CLUA (BTOpuWHHa KapTOHHIN kopobui; 3MiHM BHECEHO A0 YacTuH: |l
ynakoBka); lneag "Cneuudikauisi 3 6e3nekn”, lll "Mnax 3 dpapmakoHarnagy"”, V
CaieHcus, IHK., "3axoawm 3 miHimizauii pusukis", VI "Pestome nnaHy
CLUA (koHTponb ynpasniHHS pu3vkamn" y 3B'A3Ky 3 JOAABAHHAM HOBUX
cepii); MinmayHT pusmkis
Xenckea Jlta.,
IpnaHais (BTopuHHA
ynakoBka); MNaTeoH
IHk., KaHapa
(BUpoGHMLTBO,
nepBuHHA Ta
BTOPWHHA ynaKkoBKa,
KOHTpOnb cepii);
Mg OesenonvenT,
JN, CLA (koHTponb
cepii)
307.| XENICKAH® HacTolika, no 100 mny MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/9499/01/01
dnakoHi; no 1 "Ximdpapm3aas "Ximdpapm3aasog 3MiHN Wwopao 6e3nekn/edekTUBHOCTI Ta dpapmakoHarnsgy. peuenma
hnakoHy B nauui 3 of "YepsoHa "YepsoHa 3ipka" BeeaeHHs abo 3MiHu [0 y3aranbHEHWX AaHWX Npo cucTemy
KapToHy; no 100 mn y 3ipka" dapmakoHarnsiay (BBEAEHHS y3aranbHEHUX aHUX Npo
6aHuj; no 1 6aHui y cucTeMy chapMakoHarnsiay, 3MiHa ynoBHOBaXeHoi ocobu,
navui 3 KApTOHy BiZNOBIganbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHMUKa NSt 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
yMOBHOBaXeHOoi ocobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
hapmakoHarnsigy (BKIo4vakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MmilLieHHi macTep-ainna cuctemu bapmakoHarnsay) -
3MiHa KOHTaKTHUX AaHUX YNOBHOBAXEHOi ocobu,
BiA4noBiganbHoi 3a 34iMCHEHHA dhapMakoHarnsay
308, XYMIPA® PO34UH ANS iH'eKuii, E66Bi LLisenuapis BMPOGHMLUTBO HimeuunHa BHECEHHS 3MiH [0 peecTpauinHnx maTepianis: 3MiHu | Tuny - 3a UA/16818/01/01
20 mr/0,2 mni; no 0,2 Biocdapmachkto nikapcbkoro 3acooy, AZMiHiCTpaTVBHI 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo peuenmom
MIT PO3YUHY Y Tikana M6X nepBUHHE agpecu 3asiBHMKa (BNacHWKa peecTpaLiiHoro NocBig4eHHs)

nonepeaHLo

nakyBaHHsi: Bettep

3MiHa agpecu 3asiBHUKa
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n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1

HarnoBHeHOMY dapma-depTiryHr

0QHOA030BOMY 'M6X i Ko. KT,

wnpuui, no 1 wnpuuy HimeuuuHa;

pas3om 3 1 cepBeTkolo, BTOPUHHE

npocsikHyToo 70 % nakyBaHHs: Bettep

isonponinosum Papma-depTiryHr

cnupTom (B Mv6X i Ko. KT,

namiHoBaHOMY Hime4vuuHa;

nonieTuneHoM TecTyBaHHs: EGOBI

nanepi), BMiLLYIOTb Y Howunena MvoX i

KOHTYPHY YapyHKOBY Ko. KI', HimewunHa;

ynakoBKy; no 2 BUNyck cepii: E6GBI

LUNPULM (Y KOHTYPHIN BioTtekHonoaxi

YapyHKOBIV ynakoBLji 3 'm6X, HimevunHa

1 cepBeTKOIO KOXEH) Y

KapTOHHIN kopobui
309.| XYMIPA® PO34UH ANS iH'eKUin, E66BI LLisenuapis nikapcbka opma, HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3miHu | Tuny - 3a UA/13612/01/01

40 mr/0,8 mn; no 0,8 Biodapmacsto nepBuHHE AamiHicTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHS Ta/abo peuenmom

MIT PO3YMHY Y Tikan3 MM6X nakyBaHHs: Bettep agpecy 3asiBHMKa (BNacHvKa peecTpaLiiHoro NocBigYeHHs)

nonepeaHLo dapma-depTiryHr 3MiHa agpecu 3asiBHUKa

HanoBHEHOMY Mv6X i Ko. KT,

O[HOA030BOMY Hime4vuuHa;

Lnpuui; no 1 wnpuuy BTOPUHHE

pa3om 3 1 cepBeTKolo, nakyBaHHs:

npocsikHyToto 70% Bettep ®apma-

isonponinosum ®epTiryHr 'm6X i Ko.

CMNPTOM, BMiLLEHI Y KI', HimeuuunHa;

KOHTYPHY YapyHKOBY TecTyBaHHs: EGOBI

ynakoBky; no 1 abo 2 Ooruneng M'moX i

LUINPULM (Y KOHTYPHIN Ko. KI', HimeuunHa;

YapyHKOBIN yrakoBLi 3 BUNyck cepii: E6G6BI

1 CEepBETKOI KOXKEH) Y BioTekHonooxi

KapTOHHiI kopobuj; no 'm6X, HimeuunHa

0,8 mn y donakoHi ans abo E66BI

O[HOPa30BOro BioTekHonooxi

BUKOPUCTaHHS; no 1 'm6X, HimeuunHa

dnakoHy, 1

CTEPUNbHOMY LUMPULLY,

1 cTepwnbHiv ronui, 1

CTepUrnbHOMY

apanTtepy Ans

dnakoHa, 2

cepBeTKamMu

(npocskHyTUMK 70 %

isonponinosum

cnupTom) y Habopi y

BHYTPILLHI KAPTOHHIN

kopobui; no 2 Habopu

Y 30BHILLHIi KAPTOHHIW

Kopobui
310.| XYMIPA® PO34uH ANs iH'eKuin, EGGBI LLisenuapis BMPOGHMLUTBO Himeyunna BHECEHHS 3MiH [10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/16818/01/02
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n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
40 wmr/0,4 mn; no 0,4 Biodapmacsio nikapcbkoro 3acoby, ApnmiHicTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuernmom
MIT PO3YMHY Y Tikan3 MM6X nepBuHHe agpecwu 3asiBHMKa (BNacHyKa peecTpaLiiHoro NocBig4eHHS)
nonepeaHLo nakyBaHHs: BeTTep 3MiHa agpecu 3asBHUKa
HarnoBHeHOMY Papma-depTiryHr
0QHOA030BOMY 'M6X i Ko. KT,
wnpuui; no 1 wnpuuy HimeuyuuHa;
pas3om 3 1 cepBeTKolo, BTOPUHHE
npocsikHytoro 70 % nakyBaHHs: Bettep
isonponinosum Papma-depTiryHr
cnupTom (B Mv6X i Ko. KT,
namiHoBaHOMY Hime4uuuHa;
nonieTuneHoM TecTyBaHHsi: EGOBI
nanepi), BMiLLYIOTb y Honuneng Mm6X i
KOHTYPHY YapyHKOBY Ko. KI', HimewunHa;
ynakoBKy; no 2 BUNyck cepii: E6GBI
LUNPULM (Y KOHTYPHIN BioTtekHonoaxi
YapyHKOBIV ynakoBLji 3 'm6X, HimevunHa
1 cepBeTKOIO KOXEH) Y
KapTOHHIN kopobui
311.| UETPOTIA® MOPOLLIOK Ta Apec Tpewnginr | LBenuapis ABGOTT HipepnaHam | BHeCeHHs 3MiH 4O peecTpauinHux MaTtepianis: 3miHu | Tuny - 3a UA/4898/01/01
0,25 MI' PO3YMHHUK ANs C.A. Bionoaxikans b.B., / HimewunHa/ | 3miHu 3 gkocTi. A®l. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX | peuernmom
PO34UHY ANS iH'eKuin Hipepnanan ®paHuis BunpobyBaHb/nepioay 36epiraHHs abo ymoB 36epiraHHa AD|
no 0,25 mr 1 conakoH 3 (BTOPYHHE (3a BigCcyTHOCTI Y 3aTBEpOXEHOMY A0Cbe cepTudikaTta
NOPOLLKOM Y nakyBaHHs1); BifnoBigHOCTI €Bponenchkiln dhapMakonei, LWo BKoYae
KoMnnekTi 3 1 Bakctep OHkonoaxi nepiog NOBTOpPHOro BUNpobyBaHHS) (nepiog NOBTOPHOroO
nonepegHL0 'M6X, HimeuunHa BUNpoOyBaHHs/nepioa 36epiraHHs) - 36inbLueHHst abo
3anoBHEHUM LLMPULIOM (BMPOGHYMK BBeEHHS nepiofy NOBTOPHOrO BUNPOoOyBaHHs/nNepioay
3 PO34YMHHMKOM (BOAA Hepo3dacoBaHoi 36epiraHHst Ha OCHOBI pe3ynbTaTiB AOCNiAKeHb Yy peanbHOMY
Ans iH ekuin) no 1 mn, npoaykuii Ta yaci - 36inblUeHHs nepiogy NOBTOPHOrO BUNpobyBaHHSA ADI
1 ronkoto Ans nepBUHHE LleTpopenikc 3 18 po 36 micauis. 3miHa NnpoBoAUTLCS Ha
PO34YUHEHHS, 1 ronko nakyBaHHs); Mepk niacTaBi AaHUX BUBYEHHS CTabiNbHOCTI B peanbHOMy Yaci
ONs iH ekuin Ta 2 Xenckea KlaA,
TamrnoHamu, HimeuunHa
NPOCOYEHNMU (BignoBiganbHun 3a
CMNPTOM, Y KOHTYpHIl Bunyck cepii); M'ep
YapyHKOBIN ynakoBLi; ®abp MegukameHT
Nno 7 KOHTYPHUX MpopakwH, ®paHuis
YapyHKOBUX YNaKOBOK (BUPOBHWMK
B KapTOHHII kopobui Hepo3adhacoBaHoI
npoaykuii Ta
nepBuHHE
nakyBaHHs
312| UE®MA NMOpPOLLOK ANA ToBapucTso 3 YkpaiHa Cantotac ®apma Himeuumna/ BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/18064/01/01
OUTAYA oparnbHOI CycneH3il, 0obMmexeHo 'M6X, HimewunHa ABCTpist BHECEHHSs 3MiH o p. 3.2.P.3 MNpouec BMpobHULTBa peuenmom
CYCNEH3IA 40 mr/5 mn, no 50 abo BignoBiganbHi (BTOPUHHE nikapcbkoro 3acoby, 3okpema: BUry4yeHHs1 BUNpobyBaHHs 3a
100 mn y donakoHi; no ctio "CaHpos nakyBaHHs1); CaHpo3 nokasHukom "BTpata B Maci npu BucywyBaHHi" 3i ctagii IPC
1 conakoHy Ta Wwnpuuy YkpaiHa" 'M6X - BupobHuua 2. HanoBHeHHs (Filling); 3miHu | TNy - BHECEHHSA 3MiH A0 p.
Y KapTOHHIlA kopobuUi AinbHUUS 3.2.P.3 lMpouec B1pobHMLUTBA nikapcbkoro 3acoby, 3okpema:
AHTMiHekUinHI [T13 30inbLUEHHS KiNbKOCTI hrnakoHiB 3 5 4o 6 Ans NpoBeAeHHs
Ta XiMiyHi onepauii
Kynane (AIXO M3
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
KyHans), AscTpis KOHTPOSIO 3a nokasHukom "OgHopigHicTe macu”
(BMPOBHMUTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
TeCcTyBaHHS, BUMYCK
cepii)
313, LUE®PYPOKCUM | nopoLuok Anst po3ynHy AAP ®APMA O6'eqHaHi 3elicc IHpis BHECEHHS 3MiH [0 peecTpaLinHmx maTtepianis: 3miHa 3a UA/17542/01/01
750 MI Ans iH ekuin no 750 O3-J1J1IC Apabcbki dapmac’ioTikenc 3as1BHMKa (BMacHMKa peecTpaLiiHoro NoceigvYeHHs) (3rigHo | peuenmom
mr, no 1 a6o 10 EwmipaTn Met. Jlta. Hakasy MOS Big 23.07.2015 Ne 460): 3minu | Tuny - 3miHn
hNakoHIB Y KAPTOHHIN wono 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy (iHLwi
Kopooui 3MiHW) BHECEHHS 3MiHM A0 po3ainy «MapkyBaHHA» MKA J13:
3areepoxeHo: MAPKUPOBKA B cootBeTcTBUM C
yTBEPXKAEHHBIM TEKCTOM MapKUPOBKW KOTOPBIN
npunaraetcs. 3anponoHosaHo: MAPKUPOBKA B
COOTBETCTBUM C YTBEPKAEHHBIM TEKCTOM MapKUPOBKM.
OHOBIEHHS TEKCTY MapKyBaHHS YMakoBKW NikapCbKoro
3acoby 3 BHECEeHHAM iHbopmaLii LLOoAOo 3a3HaYeHHS
OAVHULIL BUMIPIOBaHHS y cuctemi SI. BBeaeHHs 3miH
NPOTArom 6-TW MicAUIB NiCNA 3aTBEPAXKEHHS.
314, UMKITOME[ Kpanni o4Hi 1 %, no 5 CEHTICC IHAis CEHTICC ®APMA IHgia BHECEHHS 3MiH A0 peecTpauinHnMx matepianis: 3miHu | Tuny - 3a UA/2911/01/01
My dprnakoHi- DPAPMA MBT. NTA. BBeJEHHS 40AaTKOBOro po3Mipy cepii roTOBOro NikapcbKoro | peuernmom
KpanensHuui; no 1 Mpaneet 3acoby. 3anponoHoaHo: 1000 n (192308 dnakoHis), 500 n
hnakoHy y nauui Nimiteq (96154 dpnakoHu), 300 n (57692 cdnakoHwn)
315, UWMNPO®PINOKC | posunH ans iHdysit, 2 | ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHA 3MiH 0 peecTpauiiH1X maTtepianis: 3MmiHu | Tuny - 3a UA/5534/01/01
ALUWH - mr/mn no 100 mn Ta no obMmexeHo 0BMexeHo 3MiHM BHECEHO B IHCTPYKLilO0 ANs MEAWYHOrOo 3aCTOCYBaHHA | peuyernmom
HOBO®APM 200 mn y nnsiwi, no 1 BignosiganbHi BianoBiganbHicTO nikapcbkoro 3acoby Ao posainis "OcobnusocTi
nnswyi B navui cTio chipma cipma "Hosodapm- 3actocyBaHHs" Ta "MobiyHi peakuii" BignosigHo Ao
KapToHy; no 100 mn Ta "HoBodhapm- BiocuHTtes" OHOBIIEHOI iHcpopmaLlii 3 6esnekn 3acTocyBaHHS Aitoyoi
no 200 M y CKNSAHUX BiocuHTes" peyvoBUHU
nnswkax BBegeHHs 3MiH NpoTArom 6-Tv MicsiLiB NicNs 3aTBepXKEHHS
316.| ULMNPO®INOKC | Kpanni ouHi/ ByLUHI, ToBapucTso 3 YkpaiHa K.T. POM®APM PymyHis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/15845/01/01
ODAPM po3ymH 0,3% no 5 mn obmexeHoto KOMMAHI C.P.N. 3MiHM Wopo 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy - | peyenmom
y dnakoHi- BiAgnoBiaanbHi BHECEHHS 3MiH 0 po3ainy «MapkyBaHHs» MKA 13:
KpanenbsHuui; no 1 cTio "®OPC- 3anponoHoBaHo: MAPKYBAHHA 3rigHo 3 3aTBepaxeHnm
dnakoHy-KkpanenbHuULi DPAPMA TEKCTOM MapKyBaHHs1. 3MiHU BHECEHI B TEKCT MapKyBaHHS!
Y KapTOHHIlA kopobuUi ONCTPUBIO ynaKkoBKW MikapcbKoro 3acoby L1oao 3a3HavYeHHs!
LLH" MiXKHapOOHWX NO3HAYeHb OAMHWLb BUMIPIOBAHHSA
317 UWOPAH TabneTku, BKPUTI CaH IHaia CaH IHpia BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/2897/01/02
obornoHkoto no 500 mr, | dapmacbloTUK dapmacbioTukan 3MiHM Wwopo 6esnekn/edeKTUBHOCTI Ta dhapmMakoHarnsay. | peuenmom
no 10 Tabnetok y an lngactpis IHgacTpis JlimiTen BunyyeHHs (cvna gii) - Buny4yeHHs gosyBaHHsA 250 mr ans
6nicTepi; no 1 TNimiteq N3 UndbpaH, Tabnetku, BKpuTi 060M0OHKO 3 MaTepianis

onictepy y KapTOHHI
Kopobui

peecTpauiiHoro gocbe: 3atBepaxeHo: 250 mr, 500 mr
3anponoHoBaHo: 500 mr
3MiHVM BHECeHi 40 IHCTPYKLUIii ANs MeAMYHOro 3acCTOCYBaHHSA
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa Ymoeu Homep
eidnycky | peecmpayiliHo2o
noceiodYyeHHs1

nikapcbkoro 3acoby y po3ainu "Cknaa", "OCHOBHi di3unko-
ximivni BnactueocTi", "Cnocib 3acTocyBaHHs Ta fo3un"

B.o. leHepanbHOro aoMpeKkropa
OupekTopaTy papmaueBTUYHOro 3abe3neyeHHs

IBan 3AABOPHUX




