NEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJIOTYHUX MPEMAPATIB), LLIOAO AKUX BYJTU BHECEHI 3MIHM 10
PEECTPAUIMHUX MATEPIANIB, AKI BHOCATbLCA OO AEPXXABHOIO PEECTPY JNNIKAPCbKUX 3ACOBIB YKPAIHU

OopaTtok 2

Ao Haka3sy MiHictepcTBa 0XOpoHM
3nopoB’sa YkpaiHu «lpo gepxaBHY
nepepeecTpauito nikapcbknux 3acobis

(MeanYHUX iMmyHOGionorivHnx

npenapariB) Ta BHeCeHHs1 3MiH foO

peecTpauinHMx maTepianiB»

Big 22 6epe3Hsi 2022 poky Ne 510

Ne Haszea ®Popma sunycky 3asisHUK Kpaina Bupo6bHuk Kpaina Peecmpauyitina npouyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢ghopma, 3asieHUKa 8upo6HUKa eionycky peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. L-CEPUH KpucTaniyHum AMIHO M'm6X Himeuunna AMIHO M'm6X HimeyunHa 3Minn | TUny - 3miHm 3 akocTi. CepTudikat BignosigHocTI/TE- - UA/16576/01/01
nopoLLok abo cepTudikaT BianoBigHOCTI €BpONenchbKin
Kpuctanm dapmakonei/MoHorpadii. NogaHHA HOBOro abo OHOBNEHOTO
(cybeTaHuis) y cepTudpikaTta BignoBigHOCTI abo BUNyYeHHst cepTudikaTta
nonieTuneHoBux BignoBigHocCTi €Bponewickkin thapmakonei: ans A®l; ans
MilKax ans BVXiQHOro Marepiany/peareHTy/npoOMiKHOIO MPOAYKTY, LLO
dapmaLeBTU4HOro BMKOPWCTOBYIOTBECS Y BUPpOBHUUTBI API; N 4ONOMiKHOT
3acToCyBaHHs peyvoBUHM (CepTuUdikaT BiaNoBigHOCTI €Bponenchki
dapmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBepAKEHOro BUPOGHMKa -
NnofaHHs OHOBMEHOro cepTudikata BiANOBIAHOCTI
€sponericbkin hapmakonei Ne R1-CEP 2006-315-Rev 03
(3aTBepmkeHo: R1-CEP 2006-315-Rev 02). lNpuseaeHHs
iHdbopMmaUii poaginy "YnakoBka" MeToiB KOHTPOO AKOCTi A0
nirovoi pepakuii CEP
2. L- Tabnetkun no 25 mkr, AT "®apmak” YkpaiHa AT "®apmak” Ykpaina 3Minn | TUny - 3miHm 3 akocTi. CepTudikat BignosigHocTI/lTE- 3a UA/2551/01/01
TUPOKCWUH- no 10 Tabnetok y cepTudikaT BignoBigHOCTI €EBponenchbkii peuenmom
DPAPMAK® Gnictepi; no 5 dapmakonei/MoHorpadgii. NogaHHA HOBOro abo OHOBNEHOTO
GnicTepiB y navui cepTtudpikaTa BignosigHOCTi abo BUNyYeHHs cepTudikaTta
BignoBigHocTi EBponeicbki papmakonei: ans AdDI; ana
BVXiAHOro Marepiany/peareHTy/npOMiKHOIO MPOAYKTY, LLO
BMKOPWCTOBYIOTbECS Y BUPOBHUUTBI APl; Ang AOMOMIXKHOI
peyvoBUHM (cepTuUdikaT BiaNoBigHOCTI EBponenchki
dapmakonei) - OHoBneHu cepTudikat Bif yxe
3aTBepOKeHOro BUPOGHMKa -
MopnaHHs oHoBneHoro CepTudikaTy BiANOBIgHOCTI
€Bponencokin dapmakonei R1-CEP 1998-048 - Rev 05
(3aTBepmxeHo R1-CEP 1998-048 - Rev 04) ans gitoyoi
peyoBuHU Levothyroxine sodium Big 3aTBepaXeHOro
BMpobHWKa Peptido GmbH,
3. L- Tabnetku no 50 mkr, AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa 3MiHn | TUny - 3miHm 3 gkocTi. CepTudikat BignosigHocTI/lTE- 3a UA/2551/01/02
TUPOKCWUH- no 10 Tabnetok y cepTudikaT BignoBigHOCTI €EBponenchkii peuenmom
PAPMAK® dapmakonei/MoHorpadgii. NMogaHHsA HoBoro abo OHOBNEHOMO
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mr, in bulk: no 5000
Tabnetok y
nonieTuneHoBoMy
nakeri

AZITHROMYCIN. 3anponoHoBaHo: ASVUIKYE / AZIJUB.
BBeaeHHs 3MiH NpoTarom 6-Tu MicALIB NiCNs 3aTBEPAXEHHS.

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Gnictepi; no 5 cepTudikaTta BignoBigHOCTi abo BUNyYeHHs cepTudikara
GnicTtepi y navui BigNoBigHOCTI €Bponewckkin hapmakonei: ana A®l; ans
BMXiQHOro Matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, L0
BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI ADI; anst 4ONOMIDKHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIn
dapmakonei) - OHOBNEHUI cepTudikar Big yxe
3aTBepOKeHOro BUPOGHMKa -
MoaaHHsa oHoBneHoro CepTudikaTy BiANOBIAHOCTI
€Bponencokin dapmakonei R1-CEP 1998-048 - Rev 05
(3aTBepmkeHo R1-CEP 1998-048 - Rev 04) ons gitoyoi
peyoBuHM Levothyroxine sodium Big 3aTBEepA>KeHOro
BUpo6HMKa Peptido GmbH,
4, L- Tabnetkn no 100 AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa 3MmiHun | TMny - 3miHm 3 sikocTi. CepTudikaT BignosigHocTI/lE- 3a UA/2551/01/03
TUPOKCWUH- Mmkr, no 10 TabneTok cepTudikar BiANOBIAHOCTI EBPONENCHKIN peuenmom
DPAPMAK® y 6nicTepi; no 5 dapmakonei/MoHorpadii. NMogaHHs HoOBOro abo OHOBNEHOMO
GnicTepiB y navui cepTudikaTta BignoBigHocTi abo BUNyYeHHs cepTudikara
BignoBigHOCTI €Bponencoki papmakonei: ans AdPI; ans
BMXiQHOro Matepiany/peareHTy/NpoMiXKHOro MPOAYKTY, L0
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; anst 4ONOMiDKHOI
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
dapmakonei) - OHoBneHMN cepTudikar Big yxe
3aTBEpOKEHOro BUPOGHMKa -
MoaaHHsa oHoBneHoro CepTudikaTy BiANOBIAHOCTI
€Bponeicbkin dapmakonei R1-CEP 1998-048 - Rev 05
(3aTBepmxeHo R1-CEP 1998-048 - Rev 04) ons gitoyoi
peyoBuHM Levothyroxine sodium Big 3aTBepKEHOrO
BUpo6GHKKa Peptido GmbH,
5. A3NOXYB TabneTkn, BKpUTI [bxy6inaHt IHAis IDKYBITAHT IHAisa BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | Tuny - 3a UA/12966/01/01
NniBKOBOKO [xeHepikc IDKEHEPIKC ApMmiHicTpaTuBHI 3MiHW. 3MiHa Ha3BM NikapcbKoro 3acooby - peuenmom
obonoHkoto, no 250 NimiTen NIMITELQ 3miHa Ha3eu J13: 3aTtBepmxeHo: ASUTPOMILINH /
Mr, No 6 TabneTok B AZITHROMYCIN. 3anponoHoBaHo: ASUNIKYE / AZIJUB.
Gnictepi; no 1 BBeneHHs 3MiH NpoTArom 6-Tu MicALIB MiCNs 3aTBEPAXKEHHS.
Gnictepy y
KapTOHHI kopobui
6. A3NOXYB TabneTkn, BKpUTI [bxy6inant IHAis IDKYBITAHT IHAisa BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3miHu | Tuny - 3a UA/12966/01/02
NniBKOBOIO [xeHepikc IDKEHEPIKC ALMiHicTpaTMBHI 3MiHX. 3MiHa Ha3BW nikapcbkoro 3acoby - peuenmom
obornoHkot, no 500 Nimiten NIMITEQ 3miHa Haseu J13: 3atBepaxero: ASUTPOMILINH /
Mr, no 3 TabneTkn B AZITHROMYCIN. 3anponoHoBaHo: ASUNIKYE / AZIJUB.
GnicTepi; no 1 BBeaeHHs 3MiH NpoTArom 6-Tu MicAUIB NiCNs 3aTBEPAXKEHHS.
Gnictepy y
KapTOHHI kopobui
7. A3NOXYB TabneTku, BKPUTI [xy6inaHt IHais IDKYBINAHT IHais BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - - UA/12967/01/01
NniBKOBOKO [xeHepikc IDKEHEPIKC AnMiHiCTpaTVBHI 3MiHW. 3MiHa Ha3BK NikapcbKoro 3acoby -
obornoHkot, no 250 Nimiten NIMITEQ 3miHa Haseu J13: 3atBepaxero: ASUTPOMILINH /
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
8. A3UOXYB TabneTtkn, BKpUTI Ixy6inaHT IHAis DKYBINTAHT IHpis BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - - UA/12967/01/02
NNiBKOBOIO [xeHepikc IPKEHEPIKC AnmiHicTpaTyBHI 3MiHW. 3MiHa Ha3BM NikapcbKoro 3acoby -
obonoHkoto, no 500 Nimiten NIMITEL 3miHa Ha3ew J13: 3atBepmxeHo: ASUTPOMILINH /
mr, in bulk: no 5000 AZITHROMYCIN. 3anponoHoBaHo: ASUNIKYE / AZIJUB.
TabneTok y BBeaeHHs 3MiH NpoTarom 6-Tu MicAUB NiCNs 3aTBEPAXEHHS.
nonieTMneHoBoMy
nakeri
9. AKBA CMPEWN | crpeit HasanbHui, My6niyHe YkpaiHa My6niyHe Ykpaina 3MinHu | TMNY - 3miHK 3 sikocTi. FoToBMI NikapcbkKin 3aci6. bes UA/17924/01/01
OKCI nosoaHuii 0,05% aKuioHepHe aKLioHepHe 3MiHM y BUpoOHMUTBI. 3amiHa abo BBeAeHHs 40AaTKOBOI peuenma
no 10 mn y donakoHi TOBapUCTBO TOBapUCTBO AOinbHWLi BUpoBHMUTBA ANst YacTUHM abo BCbOro BUPOGHUYOro
noniMepHomy 3 "Ximdhapm3aas "Ximchapm3aasog npoLecy roToBoro fikapcbKoro 3acoby (ZinbHUUS, Ha sKin
po3nunoBavyem oA "YepsBoHa "YepsoHa 3ipka" npoBoaaTbes Byab-aki BUPOGHMUI cTagii, 3a BUHATKOM BUMYCKY
HasanbHuMMm; no 1 3ipka" Cepii, KOHTPOMIO SKOCTi, MEPBUHHOIO Ta BTOPUHHOIO
dnakoHy B nayui naKkyBaHHS, ANS HECTEPUIbHUX NiKapCbKunx 3acobiB) -
BBEAEHHA 40 MaTepianiB peecTpaLiiHoro 4oCbe o4aTKOBO A0
icHyro4oi ginbHMLi BUpobHuuTtea (Ne2) uexy Ne1, Hooi
AinbHULi BupobHuuTtea (Ne1) uexy Ne3 rotoBoro nikapcbkoro
3acoby, Ha iCHyr4YOMYy BUPOOHUYOMY MaigaHunKy, Ha siKin
npoBoAnTb Byab-AKi BUPOOHWUYI cTagii, 3a BUHSTKOM BUMYCKY
cepii, NePBUHHOIO Ta BTOPUHHOIO NaKkyBaHHS Ans
HecTepunbHux J13
10. | AKCACTPOIl | Tabnetku, BKpUTI AT "T'pingekc" Natsis Pemennka TOB Kinp 3minu | Tvny - 3miHn wopo 6esnekvn/edekTMBHOCTI Ta 3a UA/10542/01/01
® NniBKOBOIO dapmakoHarnsgy. 3MiHa y KOpoTKili XapakTepucTuui peuenmom
o6onoHkoto, no 1 mr, nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
no 14 tabnetoky MeOMYHOro 3aCTOCyBaHHSA Ha NiAcTaBi perynspHo
Gnictepi; no 2 OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
Gnictepu B pocrnimpkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby B
KapTOHHIN navi nicnapeecTpauinHmn nepioa, abo sk pe3ynbTaT OUiHKN 3BiTY 3
[ocnigpkeHb, NPOBEAEHNX BigMNOBIgHO 40 NNaHy negiatpuyHux
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHWM OpraHom) - 3MiHu BHeCeHo A0 IHCTpyKLuii ans
ME[NYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao po3ainy
"MobiyHi peakuii" BigNoBigHO [0 OHOBNEHOI iHhopMmalLlii 3
6e3nekn 3acToCyBaHHS Ailo40i pe4YOBUHM
11. | AKTOBETIH PO3YMH ANSA iH’EKUIN, TOB "Takepa YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/11232/01/01
40 mr/mn, no 2 mn YkpaiHa" OAPM" AamiHicTpaTmBHi 3MiHu. 3MiHa kogy ATX - 3MiHM BHECEHO A0 peuenmom
(80 mr) B amnyni; no (nakyBaHHS 3 IHCTPYKUIT ANS MeAMYHOro 3aCToCyBaHHs MikapcbKoro 3acoby
25 amnyny dopmu in bulk fo po3giny "®apmakoTepanestuyHa rpyna. Kog ATX". flo
KapTOHHiIl kopobuyj; dipmn- 3aTBEPIKEHHSI PEKOMEHAYETLCS IHCTPYKUIS ANs Mean4Horo
no 5 mn (200 mr) B BMPOGHMKa 3acTocyBaHHS nikapcbKoro 3aco0y i3 kogom ATX, sKkuii

amnyni; no 5 amnyn
Y KapTOHHIl kopobLi;
no 10 mn (400 mr) B
amnyni; no 5 amnyn
Y KapTOHHIl kopobLi

Takepa ABcCTpist
'm6X, ABCTpist)

BignoBigae mixkHapogHomy knacudikatopy BOO3
(http://www.whocc.no/atc_ddd_index/): 3atBepmxeHo — A16A
X, 3anpornoHoBaHo — BOBA B. BBeaeHHsi 3MiH NpoTarom 6-tu

MicsILiB Micnsi 3aTBEPOKEHHS; 3MiHu |l Tuny - 3MiHK WwWoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. 3MiHU y KOPOTKil
XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
iHCTPYKLUIii AN MEAMYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
[aHUMN 3 SKOCTI, AOKMIHIYHUMM, KIiHIYHUMX AaHUMKU Ta
AaHvMK 3 hapmakoHarnagy - 3mMiHu BHeceHo A0 [HCTpyKuii
ANnst MEAUYHOTO 3acTOCYBaHHS Jlikapcbkoro 3acoby Ao po3ainis
"®apmakonoriyHi BnactmsocTi", "OcobnuBocCTi 3acTocyBaHHS",
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
"Cnoci6 3acTtocyBaHHsi Ta fo3u". BBeaeHHs1 3MiH npoTarom 6-
TV MicsILiB Micns 3aTBEPAKEHHSI
12. | AJIEPOH TabneTtkn, BKpUTI TOB «TeBa YkpaiHa Emkyp IHais BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - bes UA/5615/01/01
0601n0HKo, No 5 Mr Ykpaina» dapmacbioTikan AamiHicTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu peuenma
no 10 Tabnetok y cllta MicLs NPOBafKeHHs AisinbHOCTI BUpoBHWKa/imnopTepa
6nictepi; no 1 abo roTOBOrO NiKapCbKoro 3acoby, BKMYAKUM GinbHULI BUMYCKY
no 3 6nictepu B cepii abo micLe NpoBeaeHHs! KOHTPOIO SKOCTI. (AiSNbHICTb, 3a
KapTOHHiI kopobui SIKy BignoBigae BUpOOHUK/iMNopTep, BKIOYAKUM BUNYCK Cepiit)
- 3MiHa Ha3BuM Ta agpecu BupobHuka M3, 6e3 amiHn micus
BUPOBHMUTBA. 3MiHWM BHECEHI B IHCTPYKLiIO AN MEQUYHOro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu "BupobHuk”,
"Micue3HaxomxeHHs1 BUpobOHUMKa Ta oro agpeca Micus
NPOBAaMKEHHA AiANbHOCTI" 3 BiANOBIAHUMM 3MiHAMMW B TEKCTI
MapKyBaHHS ynakoBoOK. BBeaeHHs 3MiH MpoTsarom 6-Tu micsAuis
nicnsa 3aTBepmKEHHS.
13. | AIIbLUMEPAT | po3uyuH opanbHun, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/17979/01/01
600 mr/7 mn, no 7 "TexHonor" "TexHonor" 3MmiHu 3 AkocTi. FoToBuUIA nikapcbkuii 3acid. Cuctema peuenmom
MI1 PO3YUHY Y KOHTeWHep/3aKkynoproBanbHuii 3acit. 3mMiHa po3mipy ynakoBKu
dnakoHi, no 10 roTOBOro MiKapCbKOro 3acoby (3MiHa KiflbKOCTi OANHULL
driakoHiB y kopobui (Hanpuknag TabneTok, amnyn ToLWO) B yNakoBLi:) - 3MiHa y
3 KapTOHy o 1 JOiana3oHi 3aTBEPAXEHMX PO3MipiB ynakoBku. BBeaeHHs
dnakoHy B mayui no [0[ATKOBOrO BMAY MaKyBaHHSA: MO 7 M PO34uHy Yy chniakoHi, no
10 nayok 3 KapToHy 1 donakoHy B nayui 3 kapToHy; no 10 Navok 3 KapTOHyY Y
B KOpo6Uji KOpo6Li 3 KapTOHY 3 BiAMNOBIAHMMM 3MiHAMUW A0 PO3Aainy
“YnakoBka” MKA 113, 6e3 3mMiHVM NepBUHHOrO NakyBarnbHOro
matepiany. 3MiHU BHECEHi B iIHCTPYKLIit0 ANA MEeANYHOro
3acTocyBaHHS nikapcbkoro 3acoby y po3ain "Ynakoska" 3
BiAMOBIAHVMMW 3MiHAMW B TEKCTi MApKyBaHHS YNaKOBKW.
14. | AMBIT® PO34MH AN iH'eKLN, AT "®apmak” YkpaiHa AT "®apmak” Ykpaina 3Minn Il Tuny - 3minm 3 skocTi. A®l. BupobHuuteo. 3miHu B 3a UA/18024/01/01
30 mr/mn, no 1 Mn B npoueci BUpo6HmuTea API (iHWi 3MiHK) NoAaHHS OHOBMEHOTO peuenmom
amnyni, no 10 amnyn mactep-carina ana Ad®| Big 3aTBepaXeHoro BupobHvka
y 6nicTepi, no 1 Quimica Sintetica, S.A, Icnania (oHoBneHa Bepcis June 2019).
6nicTepy y nauyui; no 3MiHu Il Tuny - 3miHm 3 sikocTi. A®l. BupobHuuTBo. 3MiHM B
1 mn B amnyni, no 5 npoueci BupobHmutea API (iHWwi 3MiHK) NOAaHHA OHOBIEHOrO
amnyn y 6nictepi, no macTtep-darvina ana Ad®| Big 3aTBepAXKeHoOro BUpobHuka,
2 6nicTepu y navui Quimica Sintetica, S.A, IcnaHis (oHoBneHa Bepcis September
2020)
15. | AMIHOBEH PO34UH ANS iHDY3il; Ppe3seHiyc Himeuunna Ppeseniyc Kabi ABcTpis 3miHu [l TUny - 3miHm 3 gxkocTi. A®l. BupobHuuteo. 3miHa 3a UA/4585/01/01
IH®AHT 10 % | no 100 mn a6o no Kabi AscTpist TM6X BMPOGHMKa BUXIZHOrO/MPOMIXXHOTO NPOAYKTY/peareHTy, Lwo peuenmom
250 mn y donakoHax Honunang BVKOPVCTOBYIOTbCH Y BUpobHU4omMy npoteci AdPI, abo 3amiHa
moX BUPOOHMKa (BKIOYaouuM, Ae HeobXigHO, MicLe NPOBEAEHHS!

KOHTponito sikocTi) ADI (3a BiacyTHOCTI cepTudikaTa
BiAMOBIAHOCTI €Bponencbki hapmakonei y 3aTBepaKeHOMy
[ocbe)(BBEAEHHSA HOBOrO BMPOGHMKa APl 3 HagaHHAM MacTep-
arina Ha ADl) BBeieHHs anbTepHaTMBHOIO BUPOGHMKa ADI
L-abnyyHoi kncnotn, AMINO GmbH, 3 HagaHHAM macTep-
arna Ha AD| oo Bxe 3aTBepAXeHoro BupobHuka Kyowa
Hakko Bio Co., Ltd. 3minHu Il Tuny - 3miHn 3 sikocTi. ADI. (iHWi
3MiHn) OHOBNEHHS Bepcii macTep-caina Ha A®| TaypwHy Big
3aTBepakeHoro BMpobHuka Kyowa Hakko Bio Co., Ltd.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(Taypun-llI/AP/Version 02/20130501 TaypuH-II/AP/Version
02/20200311)
16. | AMITPUNTUN | TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa 3MiHun | TMny - 3MiHKM 3 sikocTi. FoToBMIA Nikapcbkmin 3aci6. - UA/13222/01/01
IH obonoHkoto, no 25 "TexHonor" "TexHonor" 3MiHW y BUpoBHMLUTBI. 3MiHa po3mipy cepii (Bknoyaroum
mr; in bulk: no 15000 fianasoH po3mipy cepii) roToBoro nikapcbkoro 3acoby
Tabnetok y (36inbLweHHs o 10 pasiB NOPIBHAHO i3 3aTBEPAYKEHUM
KOHTeWHepax po3mipoM) BBEAEHHSA 4OAATKOBOrO pPo3mipy cepii roToBOro
nikapcbkoro 3acoby. 3aTsepaxeHo: 66,17 kr (630 190
Tabnetok) 3anponoHoBaHo: 66,17 kr (630 190 Tabnetok) 184,
795 kr (1 760 000 TabneTok)
17. | AMITPUNTUN | TabneTtkn, BKpUTI MpAT YkpaiHa MpAT Ykpaina 3MiHn | TUny - 3miHK 3 AkocTi. FoToBMI NikapcbKuii 3acio. 3a UA/6700/01/01
IH o6onoHkKoto, no 25 "TexHonor" "TexHonor" 3MiHM y BUpobHMUTBI. 3MiHa po3mipy cepii (Bkntovatoum peuenmom
mr; no 10 TabneTok Jiana3oH po3Mmipy cepii) roTOBOro fikapCbkoro 3acoby
y bnictepi; no 5 (36inbLueHHsA go 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
GnicTepiB y nayui 3 pO3MipoM) BBEAEHHS 404aTKOBOro po3Mipy cepii roToBoro
KapToHy;no 10 nikapcekoro 3acoby. 3arBepmkeHo: 66,17 kr (630 190
Tabnetok y bnictepi; TabneTtok) 3anponoHoBaHo: 66,17 kr (630 190 TabneTok) 184,
no 100 6nictepiB y 795 kr (1 760 000 TabneTok)
KopobLi 3 KAapTOHY
18. | APTETT AYO | kancynu 3 HenbTa LLisenuapis nepBuHHe Ta Himeyvumna/ 3Minn | TUny - 3miHm 3 akocTi. CepTudikat BignosigHocTI/lTE- 3a UA/12811/01/01
MoandikoBaHUM Megiken BTOPUHHE Ipnangis cepTudikaT BianoBiaHOCTI €BpONenchbKin peuenmom
BUBINbHEHHAM [MpomoyLuH3 nakyBaHH4, dapmakonei/MoHorpadii. NogaHHA HOBOro abo OHOBNEHOTO
TBepAi no 75 mr no Al BUMYCK Cepii: cepTudikaTta BignoBigHOCTi abo Buny4eHHs ceptudikara
10 kancyn y Csicc Kanc BignoBigHocTi €Bponeichki hapmakonei: ans AdDI; ana
6nictepi; mo 1, abo mbX, BVXiAHOrO Martepiany/peareHTy/npoMiKHOIO MPOAYKTY, LLO
no 2, abo no 3 HimeyuuHa; BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; Anst 4ONOMIKHOT
Gnictepn y BUPOGHMLTBO peyoBuHYK (ME-cepTudikat BignoeigHoCTi €Bponeiichbkin
KapTOHHIN kopobLyi Hepo3dacosaHo dapmakonei ana A®l/BnxigHoro
i npoaykuii, marepiany/peareHTy/npoOMiXHOro MPOAYKTY abo AOMOMIKHOT
KOHTPOrb SIKOCTi: peyoBuHK) - OHOBNEHWI cepTudikaT Big BXe 3aTBEPAXKEHOIO
Temmnep BMPOGHMKa - noaaHHsa oHoBneHoro ME- CepTtudikaty
IpnaHais BignoBigHocTi €Bponenceki hapmakonei Ne R1-CEP 2000-
NimiTen, 029-Rev 05 (3atBepmxeHo: R1-CEP 2000-029-Rev 04) ans
Ipnangis; nornomixHoi pevoBuHM Gelatin Big BupobHuka ROUSSELOT,
nepBuHHe Ta HignepnaHaw, Lo BUKOPUCTOBYETLCSA ANS BUPOOHMLTBA
BTOPUHHE TBEpAMX xenatuHoBux kancyn ans M3. 3minu | Tuny - 3miHn 3
nakyBaHHS: sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
NpareHodapm BiAMOBIAHOCTI €Bponencoki papmakonei/MmoHorpadii.
Anotekep Mown MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta BiANOBIAHOCTI
mbX, abo Buny4eHHs cepTudikaTa BignoBigHOCTI €EBpPONENChKil
Himeyuunna capmakonei: gna A®l; gnsa BuxigHoro

maTepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUpOOHUUTBI API; ans onoMikHOT
peyoBuHM (FE-cepTudikat BianoBiaHOCTI €BpONENChKil
apmakonei ana Adl/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro NPoAyKkTy abo JOMOMIXKHOT
peyoBuHM) - BunyyeHHsi ceptudikaTis (y BUNaaKy HasiBHOCTI
MynbTUNINETHOrO cepTudikaTa Ha maTepian) - Buny4eHHs 'E-
CepTudikaty BignosigHocTi €Bponericbkoi ®apmakonei R1-
CEP 2004-022-Rev 00 anst gonomixHoi pevoBuHu Gelatin Big
paHile 3aTBepaxeHoro BupobHuka PB Gelatins, Benbris.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3MmiHun | TMny - 3miHm 3 sikocTi. CepTudikaT BignosigHocTI/lE-
cepTudikat BiaNOBIAHOCTI EBpONENChKIN

dapmakonei/MoHorpadgii. NMogaHHA HOBOro abo OHOBEHOTO
cepTudikaTta BignoBigHOCTI abo BUNy4YeHHs cepTudikara
BigNoBigHOCTI €Bponewckkin hapmakonei: ans A®l; ans
BUXiAHOrO MaTepiany/peareHTy/NpoMiKHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI ADI; anst 4ONOMIDKHOT
peyosuHu (ME-cepTudikat BignosigHocTi €Bponenchbkin
dapmakonei gns Adl/BuxigHoro
MaTepiany/peareHTy/npoMixXKHOro NPoaykTy abo JONOMIKHOT
peyoBuHM) - BunyyerHs ceptudikaTis (y BUNaaKy HasBHOCTI
MYnbTUNNETHOro cepTudikata Ha matepian) BunyyYeHHs E-
CepTudikaty BignosigHocTi €Bponericbkoi Papmakonei R1-
CEP 2003-172-Rev 00 Big paHilue 3aTBepAXeHOro BUpobHuKa
Gelita Group, HimeuunHa ans gonomickHoi pevoBuHn Gelatin.
3MmiHun | TMny - 3miHm 3 sikocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BiANOBIAHOCTI EBPONENChKIN
dapmakonei/MoHorpadii. NMogaHHs HoOBOro abo OHOBNEHOTO
cepTudikaTta BignoBigHoCTi abo BUNy4YeHHs cepTudikara
BignoBigHOCTi €Bponenceki papmakonei: ans AdPI; ans
BUXiZHOTO MaTepiany/peareHTy/npoMiKHOrO NPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; anst 4ONOMIDKHOT
peyosuHu (ME-cepTudikat BignosigHoCTi €Bponenchbkin
dapmakonei gns Adl/BuxigHoro
maTepiany/peareHTy/npoMiXXHOro NPOAYKTY abo AOMOMIKHOT
peyoBuHM) - BunyyeHHs ceptudikaTis (y BUNaaKy HasiBHOCTI
MynbTUNIETHOrO cepTudikaTa Ha maTepian) Buny4veHHsi IE-
CeptudpikaTiB BignosigHocTi €Bponerickkoi chapmakonei R1-
CEP 2001-332-Rev 02 Bif paHille 3aTBepAXXeHOro BUpobHMKa
Rousselot, Hinepnanaw ans gponomixxHoi pevoBuHn Gelatin -
3MiHu | TUny - 3miHu 3 akocTi. CepTudikat BignosigHocTi/lTE-
cepTudikar BiaNoBIAHOCTI €EBpONENChKIN
apmakonei/moHorpadii. NMogaHHA HoBoro abo oHoBNEHOro
cepTudcikaTa BignosigHocTi abo BUNy4YeHHst cepTudikaTa
BigNoBigHOCTI €Bponewickkin hapmakonei: ansa A®l; ans
BVXiAHOrO Matepiany/peareHTy/npoOMiKHOIO MPOAYKTY, LLO
BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; onst fonoMixxHOT
peyoBuHM (CE-cepTudikat BignoBiaHOCTI €BpoONenchbKi
dapmakonei ana A®l/BnxigHoro
mMaTepiany/peareHTy/npoMixXHOro NPOAYKTY abo AOMOMIKHOT
peyoBuHM) - HoBuI cepTudikaT Ans BUXiAHOIO
MaTepiany/peareHTy/npoMixKHOro NPOAyKTy abo JOMOMIXKHOT
peyvoBMHY BiA HOBOro abo BXe 3aTBepAXeHOro BUPOOHMKa -
nopaHHs Hosoro E-cepTudikaTy BignoBigHOCTI €BponeichKil
dapmakonei Ne R1-CEP 2000-050-Rev 02 anst LONOMiXKHOT
peyvoBuHM Gelatin Big paHille 3aTBepaXeHOro BUpobHUKa
GELITA Group, L0 BUKOPUCTOBYETLCH ANst BUPOOHULTBA
TBepamXx xenatuHoBux kancyn ansa 3. 3minv | Tuny - 3miHn 3
sikocTi. CepTudpikat BignosiaHocTi/lE-cepTudikat

BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.

MopaHHsa HOBOro abo OHOBMEHOro cepTudikaTa BigNoOBIgHOCTI
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3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

abo BUNy4eHHsi cepTudikaTa BigNoBigHOCTI €BpONENChbKi
capmaxkonei: gna A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI ADI; anst 4ONOMIDKHOT
peyosuHu (ME-cepTudikat BignosigHoCTi €BponeiichbKin
dapmakonei gns Adl/BuxigHoro
MaTepiany/peareHTy/npoMixXKHOro NPoaykTy abo JONOMIKHOT
peyoBuHM) - HoBui cepTudikaT Ansa BUXiAHOrO
MaTepiany/peareHTy/npoMixXKHOro NPoaykTy abo JONOMIKHOT
peyoBMHYM Big HOBOro abo BXe 3aTBep>KEHOro BUPOOHWMKa -
nogaHHs Hosoro 'E- CepTudikaty BignoeigHoCTi
€ponevickkin hapmakonei Ne R1-CEP 2001-424-Rev 03 ans
ponomixxHoi pedoBuHu Gelatin Big BXxe 3aTBepAKEHOro
BMpobGHuKa Gelita Group, LLIO BUKOPUCTOBYETLCH AN
BMPOGHMLTBA TBEPAUX XenaTMHOBMX kancyn ans M3
3MmiHun | TMny - 3miHm 3 sikocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BiANOBIAHOCTI EBPONENChKIN
tapmakonei/MoHorpadii. NMogaHHs HoBOro abo OHOBNEHOMO
cepTudikata BignoBigHoCTi abo BUNy4YeHHs cepTudikara
BignoBigHOCTi €Bponenceki papmakonei: ans AdPI; ans
BMXiQHOro Matepiany/peareHTy/NpoMiXKHOro MPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; anst 4ONOMIDKHOT
peyosuHu (ME-cepTudikat BignosigHoCTi €Bponenchbkin
dapmakonei gns Adl/BuxigHoro
maTepiany/peareHTy/npoMiXXHOro NPOAYKTY abo AOMOMIKHOT
peyoBuHM) - HoBui cepTudikaT Ansa BUXiAHOIO
MaTepiany/peareHTy/npoMiXXHOro NPOAYKTY abo AOMOMIXKHOT
peyoBUHYM Big HOBOro abo BXxe 3aTBEp>KEHOro BUPOOHNMKA -
nopaHHs Hosoro E-CepTudikaTy BignoBigHOCTI €Bponenchkin
dapmakonei Ne R1-CEP 2010-043-Rev 00 anst 4ONOMiXHOT
peyoBuHK Gelatin Big BXe 3aTBEpAXEHOTO BUPOOHMKA
ROUSSELOT, HigepnaHau, Lo BUKOPUCTOBYETLCSA ANS
BMPOGHMLUTBA TBEPAMX XeNaTUHOBMX kancyn ans M3

19.

APUTMIN

Tabnetku no 200 wmr,
no 10 Tabnetok y
6nicTepi; no 2, 3 abo
5 BnicTepis y nayui 3
KapTOHY

My6nivyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYMIA

LieHTp
"BopLuariscbk
MR XimiKo-
dapmaneBTny
HuI 3aBoa”

YkpaiHa

My6nivyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHWYMIA

LieHTp
"BopLuariBcbkui
XimiKo-
dapMaLleBTUYHU
11 3aBoq"

YkpaiHa

3miHu | TNy - 3miHn wWoao 6esnekn/edekTMBHOCTI Ta
dapmakoHarnsgy. 3MiHa y KOpoTKili XapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT Ans
MeAMYHOro 3acTOCyBaHHS Ha NiACTaBi perynspHo
OHOBJIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
focnimxeHb 3 6e3nekn 3acTocyBaHHS nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pe3ynbTaT OUiHKK 3BITY 3
AocCrifpKeHb, MPOBEeAEHUX BiAMOBIAHO A0 NnaHy negiatpudHmx
pocnimkeHb (PIP) (3MiHY y3rofxeHo 3 KOMNETEHTHUM
YMNOBHOBaXEHNM opraHoM) - 3MiHU BHeceHo A0 IHCTpykuil ans
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3Ainis
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamu Ta iHLWi BUuau
B3aemogin", "MobiyHi peakuii” Wwoao 6e3nekn 3acTocyBaHHs
LiroY0i pevyoBMHM BignoBigHO Ao pekomeHaauii PRAC.
BBefeHHs 3MiH NpOTArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXKEHHS.

3a
peuenmom

UA/1438/01/01

20.

APTULLOKA
EKCTPAKT-
300POB'A

PO34MH OpanbHUAR,
100 mr/mn, no 100
MM Y dNakoHi

ToBapwucTtBo 3
06MeXeHo
BiAgnoBiganbHi

YkpaiHa

ToBapwucTtBo 3
06MexeHo
BignoBiganbHiCT

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianiB: yTOYHEHHs
peecTpauiiHoro Homepa B Hakasi Ne 487 Big 15.03.2022 B

6e3
peuyenma

UA/0140/02/01
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n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nonimepHomy; no 1 CTHO 10 npoueci nepepeecTtpadii. Pegakuis B Hakasi -
dnakoHy 3 "®apmaneBTn "®apmaueBTnyH UA/14795/01/01. BipHa pepakuisa - UA/0140/02/01.
[03yo4nM YHa KOMMaHis a KomMaHis
NPUCTPOEM Y "3popos's" "3popos.'s"”
KOpPOOGLIi 3 KapTOHY
21. | ATEHATUB NMOPOLLIOK Ta Oktadhapma ABCTpis b. BpayH Icnanis/ 3MmiHun | Tuny - 3MiHuM 3 sikocTi. FoToBMIA Nikapcbkmin 3aci6. 3a UA/17557/01/02
1000 MO PO3UYMHHUK AN dapmaueBTUK Megikan, C.A., Lsewis/ 3MiHV y BUPOBHMUTBI (iHLWi 3MiHWM) BHeceHHs pepakuinHux peuenmom
po3unHy Ans a Icnanis HimeuunHa/ | npaBok Ta oHoBRneHHs posainis 3.2.5.2.2 Ta 3.2.P.3.3 3 meTot0
iHdy3in, 50 MO/mn; MpoaykTioHcre (BUPOBHMLTBO ABCTpist rapMoHi3auii 3 iHLIMMKW onnucaMy MeTOZAiB BUPOOHNLITBA Y
1 conakoH 3 c. Mm.6.X. PO3YMHHUKA); OokymeHTauii komnaHii Oktacdapma.
nopotukom (1000 Oxtadhapma AB,
MO) Ta 1 cbnakoH 3 LLeeuis
PO34nHHUKOM (20 (BUPOBHMLTBO

MIT) B KAPTOHHIN
KopobuUi

BiA nnasmu go in
bulk npogykry,
nepBuHHa
ynakoBka Ta
MapKyBaHHS
NOPOLLKY ANst
PO34MHy Ans
iHdy3in, BUNYyCK
cepil KiHLueBoro
npoaykTy
(nopowwok ans
PO34MHY Ans
iHdpysin Ta
PO3YMHHUK));
OkTtadapma
Oeccay 'mM6X,
HimeuyunHa
(BunpobyBaHHsi
oao
Bi3yanbHoro
KOHTpOrHO,
nepesipku
uinicHocTi gns
MOPOLLKY ANst
PO34uMHy Ans
iHOy3in,
MapKyBaHHS1,
BTOPWHHE
nakyBaHHs
KiHLIEBOIrO
npoaykTy
(nopovwok ans
PO34MHyY Ans
iHdpysin Ta
PO3YMHHUK));
Oktadapma
dapmaveBTVKa
lMpoaykTioHcrec
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Homep

peecmpauyiliHo2o

noceio4yeHHs1

M.6.X., ABCTpisi
(BMNpobyBaHHS
wono
Bi3yanbHOro
KOHTpOrto,
nepesipku
uinicHocTi gns
MOPOLLIKY Ans
pO34unHy Ans
iHdy3in);
Contoghapm
dapmavonTiwe
EpuoiirHicce
m6X,
HimeuyunHa
(BUPOBHMLTBO
PO34YMHHMKA)

22.

ATEHATUB
500 MO

NOpOLLOK Ta
PO3YMHHUK ANs
pO34KHy Ans
iHdy3in, 50 MO/mn;
1 chnakoH 3
nopotukom (500 MO)
Ta 1 dnakoH 3
po34mHHuUKoM (10
MIT) B KAPTOHHIN
KopoobLi

OkTadhapma
dapmaneBTuk
a
MpoaykTioHcre
c. Mm.6.X.

ABCTpis

b. bpayH
Megpikan, C.A,,
Icnanis
(BUPOBHMLTBO
PO3YMHHUKA);
Oktadapma Ab,
LBeuis
(BMPOGHMLTBO
BiA nnasmu go in
bulk npogykty,
nepBuHHA
ynakoBka Ta
MapKyBaHHS
MOPOLLKY ANst
PO34MHy Ans
iHOY3in, BUNYCK
cepii KiHLeBoro
npoaykTy
(nopowwok ans
PO34MHyY Ans
iHdpysin Ta
PO3YMHHUK));
Oktacapma
Oeccay 'mM6X,
HimeuunHa
(BNpobyBaHHsi
oao
Bi3yanbHoro
KOHTpOrO,
nepesipku
uinicHocTi gns
MOPOLLKY ANSst
PO34MHy Ans
iHY3in,

Icnanis/
LLBeuis/
HimeuuunHa/
ABcTpia

3MiHu | Tuny - 3MiHKM 3 sikocTi. FoToBMIA Nikapcbkumin 3aci6.
3MiHM y BUPOBHMUTBI (iHWi 3mMiHN) BHeceHHs pegakuinHux
npaBOK Ta OHOBNEHHs po3ainis 3.2.5.2.2 Ta 3.2.P.3.3 3 meTot0
rapMoHisauii 3 iHLMMKW onnucaMy MeTOAiB BUPOOHULITBA Y
OokymeHTauii komnaHii Oktadapma.

3a
peuernmom

UA/17557/01/01
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Ne
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Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

MapKyBaHHs,
BTOPUHHE
nakyBaHHsi
KiHLLEBOIro
npoaykty
(nopoLuok ans
pO34uMHy Ans
iHdpysin Ta
PO3YMHHNK));
OxTachapma
dapmareBTUka
[NpoaykTioHcrec
M.6.X., ABCTpisi
(BunpobyBaHHs
wono
Bi3yanbHOro
KOHTPOrHo,
nepesipkun
uinicHocTi gns
MOPOLLKY Anst
pO34unHy Ans
iHdpy3in);
Contochapm
dapmavonTiwe
EpuonrHicce
m6X,
HimeuunHa
(BPOGHMLTBO
PO3YMHHMKA)

23.

ATTEHTO®
40/10

TabneTku BKpUTI,
NniBKOBOO
o6ornoHkoto no 40
mr/10 wmr; no 14
Tabnetok y 6nictepi;
no 1 abo 2 Gnictepu
B KapTOHHIln kopobui

MeHapiHi
IHTepHeLLoHan
OnepeWnoHc
ITrokcembypr
C.A.

ITrokcembypr

BupobHuuTBO in
bulk, koHTponb
Ta BUMYCK cepili:
[aivi CaHkio
Opoyn Mm6X,
HimeyunHa
MakyBaHHs Ta
BUMYCK Cepint:
BEPJIH-XEMI
Al’, HimeyuunHa
Bupo6HuuTBO in
bulk, koHTponb
cepin:
MeHapiHi-®oH
XeligeH T'm6X,
HimevunHa
MakyBaHHs,
KOHTpOrb Ta
BUNYCK Cepin:
JNa6bopaTopioc
MeHapiHi C. A.,
Icnanis

Himeuuunna/
IcnaHia

-3MinHu | Tuny - 3miHn Wwopo 6e3nekun/edekTnBHOCTI Ta
dapmakoHarnsay. BeeaeHHst abo 3MiHM fo y3aranbHeHUX
AaHnx npo cuctemy chapmakoHarnsagy (BBeAeHHs
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy, aMiHa
ynoBHOBaXeHoI ocobu, BignosiaansHoi 3a 3giNCHEHHS
apmakoHarnsay; KOHTaKTHOi ocobu 3 bapmakoHarnsgy
3asBHMKa ANs 34iNCHeHHs bapmakoHarnagy B YKpaiHi, aKwo
BOHa BiIMiHHa Bif YNOBHOBaXeHOi 0cobu, BianosigansHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKIoYakdm KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilleHHi MacTep-daiina cuctemu
hapmakoHarnsigy) 3miHa KOHTakTHOT 0cobu 3asiBHUKA,
BignoBigansHoi 3a hapMakoHarnsg B Ykpaini. [irova
pepnakuisi: Monisyak OneHa BikTopiBHa. MNponoHoBaHa
pepakuisa: Kyyep MapuHa BacunisHa.
3MiHa KOHTaKTHMX JaHUX KOHTaKTHOT 0cobU 3asiBHUKA,
BignoBiganbHoI 3a 34iMCHEHHs chapmakoHarnsay B YKpaiHi.

3a
peuernmom

UA/13780/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
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24. | BILUUNIH-5 NOPOLLIOK (CymiLu TOB "TK YkpaiHa PerioHr Kutan 3minun | TMny - 3miHn 3 sikocTi. A®I. KoHTponb AL, 3miHa y - UA/15937/01/01
CTEPUNbHNX "Aspopa" dapmachbtoTikan napameTpax cneuudikaLin Ta/abo onyCcTUMUX MeX,
cybcTaHuin) B Ko., N1A. BU3HA4YeHMX y cneumdikauisx Ha Adl, abo
antoMiHieBmx BUXIZHWI/MPOMDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS
6igoHax ans y npoueci BupobHuutea A®! (iHwi 3mMiHu) - nokasHuk «Cyma
dapmaLeBTUYHOro OOMILOK» (He BinbLue 5%) BkntoveHuit y Cneumndikadiio ADI
3acTOCyBaHHs 3a nokasHukom «CynpoBigHi gomiwkuny (€P 2.2.29)
25. | BOHOEPM masb, 20 mr/rno 151 | Benyno, nikun Xopgaris Benyno, nikn Ta XopsarTis 3MiHn | TUny - 3miHm 3 akocTi. CepTudikat BignosigHocTI/TE- 3a UA/15555/01/01
y Ty6i, no 1 1y6i y Ta KOCMeTUKa, KOCMEeTUKa, 4.4. cepTudikaT BiaNoBiaHOCTI €BpONEnchbKin peuenmom
KapTOHHIN nayi a.a. dapmakonei/MoHorpadgii. NMogaHHA HOBOro abo OHOBEHOTO
cepTtudpikaTa BignoBigHOCTI abo BUNyYeHHs cepTudikaTta
BignoBigHocTi €Bponeiickkin thapmakonei: ans A®l; ans
BUXiAHOrO MaTepiany/peareHTy/npoMiKHOrO NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOBHUUTBI API; AN 4ONOMIKHOT
peyoBUHU (cepTudikaT BignoBigHOCTI €BponechbKin
dapmakonei) - OHoBNEHMIN cepTudikart Big yxe
3aTBEpPAKEHOro BUPOGHMKa -
nodaHHsi oHoBneHoro ceptudikaty CEP (R1-CEP 2009-024-
Rev 01) Big yxe 3aTBepaxeHoro BupobHuka Hangzhou
Zhogmei Huadong Pharmaceutical Co., Ltd., Kutan ans A®Il
MynipoumHy. 3ateepmpkeHo: CEP (R1-CEP 2009-024-Rev 00)
3anponoHoBaHo: CEP (R1-CEP 2009-024-Rev 01).
26. | BPOHXOCTO | cupon; no 120 mny Keispa ®apma AscTpis Keizpa ®apma ABcTpis 3MiHn |l Tuny - 3MiHn 3 skocTi. FoTOBMI Nikapcbkui 3acib. bes UA/9915/02/01
n® cupPon dnakoHi; no 1 M6X M6X KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis peuenma
dnakoHy y cneundikaui Ta/abo AoNyCTUMMX MEX FOTOBOIO NiKapCbKOro
KOMMMEKTi 3 MipHUM 3aco0y (3miHa 3HaxoAWTbCA No3a 3aTBEPHKEHNMM
CTakaH4YMKoM B [ONyCTUMUMU MexaMu cneuundikaLlin) po3LMpeHHs
KOpOoO6Li 3 KapTOHY 3aTBEPPKEHOI HXKHBOT Mexi y cneumndikadii M3 Ha TepmiH
NpYAATHOCTI 3a Noka3HUKOM «KinbkicHe BU3HAYeHHS.
AHanITU4HUIA Mapkep TUM’SIHY TPaBW eKCTPaKT CyXui
(Tmon)», a came 3 «+10 %» Ha «-15 % + 10 %»
27. | BYCTPUKC™ | cycneHsia gns makcoCmiTKn Benuka "makcoCwmiTKns Benbrisa 3miHu | Trny - 3miHm 3 AkocTi. A®l. BupobHuyteo. 3MiHu B 3a UA/15071/01/01
nonio iH'ekuin no 1 posi AnH Ekcnopt BpuTaHis nH Bionopgxikana npoueci BupobHuutea AP| (He3HayHa 3miHa y npoueci peuenmom
KOMBIHOBA (0,5 mn/gosy), no 1 Nimiten C.A. BUpobHuuTBa AdI) -
HA 003i y nonepeaHLo HesHauHi 3miHM y npoueci BUpoBHMULTBa NPOMIDKHUX
BAKUMHA HanoBHEHOMY MOHOBareHTHKX Bankis iHakTMBOBaHOro Noniosipycy
anAa wnpwui; no 1 (cepotunie 1, 2, 3), a came BUKOPUCTaHHS OZHI€el
MPO®INAKT nonepeaHL0 ynbTpadinbTpauiiHoi kaceTn Ta konoHku SEC, HanoBHeHOT
UKH HanoBHEHOMY cecpaposoto CL6B, Anst oumLLeHHs pisHUX cepoTuniB.
OUDTEPII, LnpuLy y KOMMMeKTi PepakuinHi npaBku go posginie 3.2.5.2.2, 3.2.S.2.5
NMPABLA, 3 IBOMa ronkamu B peecTpaLimHOro 4OChE.
KALLIIOKY nnacT1koBoMy
(ALIENIONAP | koHTeliHepi; no 1
HUN KOHTeiiHepy y
KOMMNOHEHT | kapToHHil kopobui
)TA
noniomieni
TY
(IHAKTUBOB
AHA)

(AACOPBEOB
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
AHA, 3I
3MEHLLEHU
M BMICTOM
AHTUIEHIB)
28. | BA3ENIHOB piamHa (cybcTaHuis) TosapucTso 3 YkpaiHa lanaxap Oin IHAisa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3minu | Tuny - - UA/16040/01/01
AoniA Y NacTUKOBMX obmexeHot PediHepi (IHais) 3MmiHun 3 akocTi. A®l. Cuctema koHTenHep/3aKynopoBanbHUN
naikkax abo BignoBiganbHi Nimiten 3acib (iHWi 3MiHK) - BBEAEHHS [OAaTKOBOIO BUAY YNaKoBKM (Y
MeTaneBux AiKkax cTio "Bionap" mMeTanesux Aikkax) Ans HafaiiHoro TpaHCNopTyBaHHS. 3MiHu |
abo cnekco- TMNy - AOMiHiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
umcTepHax ans agpecun MicList NPOBamMKEHHS AiSNbHOCTI BUPOBOHMKa
dapmaLleBTU4HOro (BkrtOYatoun, 3a HeOBXiAHOCTI, MicLe NPOBEAEHHS KOHTPOI0
3acTocyBaHHSA sIKOCTi), abo BracHuka mactep-canna Ha Adl, abo
noctadanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3aCTOCOBYIOTLCA Y BUPOOHMUTBI API (AKLLO 3a3HAYEHO Y [OCHE
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikaTa
BiAMOBIAHOCTI €Bponenceki hapmakonei y 3aTBepaKeHoOMy
nocbke, abo BUpobHMKa HOBOI AOMOMIXKHOT pe4OBUHM (SIKLLO
3a3HayeHo y AOChE) - 3MiHa aApecy MicLs NPOBaAXeHHS
AianbHOCTi BUPOOHMKa. 3MiHu | TUNY - 3MiHK 3 SKOCTi.
CepTudikat BignosigHocTi/E-cepTudikaT BignoBigHoCTi
€Bponenckkin hapmakonei/MoHorpadii. 3miHW, NoB'A3aHi 3
HeobXiAHICTIO NpMBEAEHHS Y BiANOBIAHICTL A0 MOHOrpadil
oY abo €sponeicbkoi hapmakonei, abo iHWOoi HauioHanbHOoI
dapmakonei gepxasu €C (3miHa y cneumdikauisx, nos'szaHa
3i amiHamu B 1®Y, abo €Bponevickkin dapmakonei, abo iHLwin
HauioHanbHin papmakonei aepxasu. [NpuBegeHHA 4o BUMOT
MoHorpadii €Bponencekoi hapmakonei, a came: BUNpaBeHHs!
nomunku B cneuudikadii 3a nokasHukamu «BigHocHa ryctuHa»
Ta «B’askicTb».
29. | BABOKET® Tabnetkun no 600 mr CrpareH LLisenuapis diteo PpaHuis 3miHu | TUNy - AgMiHICTpaTUBHI 3MiHW. BunyyeHHsi BUpobHuyoi bes UA/4403/01/01
no 15 Tabnetok y Papma CA ITabopatyap AinbHULI (BKNtoYaroum AinbHuLi ans ADI, npomikHOro peuenma
GnicTepi; no 2 npoaykTy abo rotoBoro nikapcbkoro 3acoby, AinbHULi Anst
6nictepu B nayui npoBeAeHHs NakyBaHHS, BUPOOHUKA, BiAMOBIAansHOro 3a
BMMNYCK Cepil, MiCLie NPOBEAEHHS KOHTPOMIo cepii) abo
noctavanbHWKa BUXiAHOrO maTepiany, peareHty abo
[OOMOMDKXHOT PEYOBUHU (SIKLLO 3a3HaYeHo y AoCkbe) BunyyeHHs
BUpobHuka A®I giocmiH Faes Farma, S.A., Spain y 3B's3ky 3
NPUNMHEHHAM NOCTaYaHHs.
30. | BAHKOBAH niodinisat ans Mictpan AHrnis BEM Inau CaH. TypeuunHa 3MiHn | TUny - 3miHK 3 gkocTi. FoToBMI Nikapcbkuii 3aci6. 3a UA/18898/01/01
po34nHy AnA Kenitan Be Tik. A.C. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis peuernmom
iHy3in no 500 wmr, MeHeaxmeHT cneuudikauin Ta/abo 4ONyCTUMUX MEX FrOTOBOTO fikapCbKoro
dNaKkoH CKNSHWIA, No Nimiten 3aco0y (3BY>KEHHS1 AOMYCTUMMX MEX) BHECEHHS 3MiH [0

1 prnakoHy B
KapTOHHiIl kopobui

Cneuudikauii/MeToais BUNpoOyBaHHSA roTOBOro NikapCbKoro
3acoby, 30kpema: 3BY)KeHHS1 AOMYCTUMMX MEX 3a NOKa3HVMKOM
"BakTepianbHi eHgoTokcMHK" 3 " < 2,5 MO/mMr" Ha "< 0,33
MO/mr". 3miHa 06yMoBneHa NpMBEeAEHHAM Yy BiANOBIAHICTb 4O
MoHorpadii USP. 3minu Il Tuny - 3miHu 3 sikocTi. FoToBMiA
nikapcbkuii 3aci6. 3MiHu y BUpo6HMLTBI. 3MiHa po3Mipy cepii
(BKMOYaOYUM giana3oH po3Mipy cepii) roToBOro fikapCbKoro
3acoby (3MiHa CTOCYETbCS BCiX iHLUMX fikapcbkux doopm
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
CYKYNHOro (KOMMNJEKCHOro) BUpobHMYoro npouecy) 36inbweHo
po3mip cepii [T13: - ansa gosysaHHsa 500 mr: 3 220 n (37.736
amnyn) Ha 443 n (83 585 amnyn); - ans go3yeaxHsa 1000 mr: 3
220 n (19.476 amnyn) Ha 446 n (43 431 amnyn).
31. | BAHKOBAH niodinisat ansa Mictpan AHrnis BEM Inau CaH. TypeuunHa 3MiHu | TMNY - 3miHK 3 sikocTi. FoToBMIN NikapcbkKiA 3aci6. 3a UA/18898/01/02
pPO34MHy Ang Kenitan Be Tik. A.C. KoHTponb roToBoro fikapcbkoro 3acody. 3MiHa napameTpis peuenmom
iHdysin no 1000 wmr, MeHemxmeHT cneuudikaLin Ta/abo 4ONyCTUMUX MEX FrOTOBOIO fiKapCbKoro
dNaKkoH CKNSHWI, No Timiteq 3aco0by (3BY>XEHHS1 OMYCTUMMUX MEX) BHECEHHS 3MiH [10
1 conakoHy B Cneumdikauii/MeTogis BunpobyBaHHsS rOTOBOrO NiKapCbKoro
KapTOHHiI kopobLyi 3aco0y, 30KpeMa: 3BY>KEHHSI JONYCTUMKX MEX 32 MOKa3HUKOM
"BakTepianbHi eHgoTokcMHK" 3 "< 2,5 MO/mr" Ha "< 0,33
MO/mr". 3miHa o6yMoBreHa NpvBeAeHHAM Yy BiAMNOBIAHICTb 40
MoHorpadii USP. 3minu Il Tuny - 3miHn 3 sikocTi. FoToBui
nikapcbkui 3aci6. 3MiHn y BUpOGHMLTBI. 3MiHa po3Mipy cepil
(BKMOYao4M gianasoH po3Mipy cepii) roToBOro nikapcbkoro
3acoby (3MiHa CTOCYETbCS BCIX iHLUMX NiKapCbKnx oopM
CYKYMHOro (KOMMNMEKCHOro) BMpobHM4oro npouecy) 36inbweHo
po3mip cepii IM3: - ana gosyeaHHs 500 mr: 3 220 n (37.736
amnyn) Ha 443 n (83 585 amnyn); - ans go3yeaxHsa 1000 mr: 3
220 1 (19.476 amnyn) Ha 446 n (43 431 amnyn).
32. | BEHTABIC PO34MH ans Bariep Al HimevuunHa Bepniveg, C.A. Icnanis 3MminHn | TMny - 3MiHK wWopo 6e3nekn/edpekTMBHOCTI Ta 3a UA/9199/01/01
iHransuin, 10 mxr/mn cbapmakoHarnsgy (iHwi 3miHWM) 3MiHM BHECEHO [0 iHCTPYKUii peuenmom
no 2 mn B amnyri; ANs MEAUYHOrO 3aCTOCYBaHHS fikapcbkoro 3acoby Ao posginy
no 30 amnyn y "OcobnuBocTi 3acTocyBaHHsA" (BiJOMOCTI LLOA0 BMICTY
KapTOHHIN nayui eTaHory y nikapcbkoMy 3acobi) BiAnoBiaHO 4O OHOBMEHOI
iHdbopMmaLii 3 6e3nekn 3acTocyBaHHS NiKapCbKoro 3acoby.
BBeaeHHs 3MiH NpoTsrom 4-x MicsiuiB Nicns 3aTBEpAXEHHS.
33. | BEPPYKYTA PO3YMH HALLIKIpHWN, TOB «MIBE YkpaiHa Mibe MmM6X HimeyumHa 3MiHn | TUny - 3miHK 3 akocTi. FoToBMI Nikapcbkuii 3aci6. 3a UA/18313/01/01
H® 5 wr/r, 100 mr/r, no YKPATHA» ApuHanmiTTenb KoHTponb gonomipkHux pe4oBrH. 3MiHa napameTpis peuenmom
13 Mn y pnakoHi 3 cneuudikauin Ta/abo gONyCTUMUX MEX AN OMNOMIDKHOI
nonieTMneHoBow peyoBUWHM (iHLLI 3MiHM) 3MiHa napameTpiB cneuyudikauii Ans
KPULLIKOO AonomixHoi pevoBuHK Poly (butyl methacrylate-co-methyl
HeJoCTyNHO Ans methacrylate)(80:20), a came: 3MiHX B ONKWCi 30BHILLIHBOrO
BiOKPUTTS OiTbMU, BUrMAQY
LLIO 3arBUHYYETBCA
Ta NpYeQHaHNM Ao
Hel wnatenem; no 1
dnakoHy y nayui
34. | BIFOP- PO34MH OparnbHUiA TOB YkpaiHa OepxaBHe YkpaiHa 3miHu | TNy - 3miHn Wwoao 6eanekn/edekTMBHOCTI Ta o 100 mn, UA/15304/01/01
CAHTO no 100 mn a6o 200 "'emolnasma" nignpYeEMCTBO capmakoHarnsgy (iHwi 3miHWM) 3MiHM BHECEHi B TEKCT 200 mn —
Mn y donakoHax; no "EkcnepvMeHTa MapKyBaHHs1 YNakoBKM MikapCbkoro 3acoby Loa0 3a3Ha4YeHHs be3
500 mMn y nnsilwkax NbHUIN 3aBOf, MiXXHapOAHUX NO3HaYeHb OAVMHULb BUMIpIOBaHHS. peuenma;
MeONYHNX o 500 mn —
npenaparis 3a
IHcTUTYTY peuenmom
BioopraHivHoi
Ximii Ta
HadTOXIMiT

HauioHanbHoi
akapemii Hayk
Ykpainu"




14 [TponoBkeHHs 1oaaTKa 2
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
35. | BIKC AKTUB Mas3b; no 25 r abo 50 MpokTep eHn LLIseniapis MpokTep eHn HimeuyunHa 3MiHu | TMny - 3MiHuM 3 siKocTi. oTOBUMIA Nikapcbkmin 3aci6. (iHLWi be3 UA/11440/01/01
BAJIb3AM 3 r, abo 100 r y 6aHui; Fembn Fembn 3MiHM) OHOBMEHHSA BXe 3aTBEPAKEHVX METOAIB KOHTPOIO peuenma
MEHTOJIOM no 1 6aHuj y kopobui IHTepHeLLHN MaHydekuypiHr SIKOCTi Nikapcbkoro 3acoby, a came: BUKINaAeHHsI TEKCTY
TA OnepenwHs m6X AepXXaBHOK MOBOIO 3MiHO Cy4acHUX BUMOT.
EBKANINTO CA
M
36. | FTEHBOA® TabneTku, BKPUTI lneap Ipnangia AnpepcoHbpeko CLUA/ 3miHu | TMny - 3miHn Wwopo 6esnekn/eddekTMBHOCTI Ta 3a UA/16530/01/01
NniBKOBOO CaneHcuns H, IHK., CLLUA IpnaHais/ apmakoHarnagy. BeegeHHst abo 3MiHv [0 y3aranbHeHUx peuenmom
o6ornoHkoto; no 30 Alleneng (BTOPMHHA Kanapa AaHux nNpo cuctemMy cpapmakoHarnsgy (BBeAeHHs
TabneTok y onakoHi; AHnimiTen yrnakoBkay); y3aranbHeHuX aHuX Npo cuctemy hapmakoHarnsgy, amiHa
no 1 dnakoHy y KomnaHi lnean YMOBHOBaXEHOi 0CcO0M, BignoBiganbHOI 3a 30iNCHEHHS
KapTOHHIl kopobui CalieHcus capmakoHarnsgy; KOHTakTHoi ocobu 3 hapmakoHarnsay
AneneHp HOC, 3aaBHMKa 4NN 34iNCHEHHS hapMakoHarnagy B YKpaiHi, AKwo
IpnaHais BOHa BiAMiHHa Bif YNOBHOBa)XeHOi 0cobu, BianosigansHoi 3a
(BUnyck cepii, 3piicHeHHs hapmakoHarnagy (BKMYaryn KOHTaKTHI AaHi)
nepBuHHa Ta/abo 3MiHKN y po3MilLieHHi MacTep-chaina cuctemm
yrnakoBkKa, dapmakoHarnsaay) 3miHa yrnoBHOBaXeHOi 0cobu 3asiBHUKA,
BTOpPMHHA BiANOBIganbHOI 3a hapmakoHarnag.
ynakoBkKa, [itoya pepakuia: Anton Pisarikhin. lNponoHoBaHa pegakuis:
KOHTpOnb cepii); Anne- Ruth van Troostenburg de Bruyn. 3miHa KOHTaKTHUX
lneapg [aHUX YNOBHOBaXXeHOI 0cobu 3asBHUKa, BignoBiganbHoil 3a
CalieHcus, IHK., tapmakoHarnag. 3miHa KOHTaKTHOI 0cobu 3asBHUKa,
CLUA (BTOpUWHHA BiANoBiAanbHOI 3a hapmakoHarnag B Ykpaini. [itoua
ynakoBka); pepakuis: Liudmyla Venher / BeHrep Jltogmuna AHaToniiBHa.
lneapg MponoHoBaHa pepakuis: Larisa Danilova / JaHinosa Jlapuca
CawieHcus, IHK., BonoavmupiBHa. 3miHa KOHTAKTHUX JA@HUX KOHTaKTHOI 0cobu
CLUA (koHTponb 3asBHVKa, BignoBiganbHoi 3a hapmakoHarnsg B YkpaiHi.
cepii); €BpodpiHc
JlaHkacTep
Tlabopatopis,
IHk., CLLA
(koHTpOnb
cepii); MinmayHT
Xenckea Jlta.,
Ipnangis
(BTOPUHHA
ynakoBka);
MaTeoH IHkK.,
Kanaga
(BUpOBHULITBO,
nepBUHHA
ynakoBka,
BTOPWHHA
yrnakoBkKa,
KOHTpOnb cepii)
37. | TEHBOA® TabneTku, BKPUTI lnean Ipnangis AHpepcoHbpeko CLUA/ BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3MiHu | Tuny - 3a UA/16530/01/01
NniBKOBOK CaieHcus H, IHk., CLLUA Ipnangis/ AaMmiHicTpaTuBHI 3MiHW. 3MiHa HalMeHyBaHHSA Ta/abo agpecu peuenmom
o6onoHkoto; no 30 AvieneHp (BTOPUHHA KaHapa 3asiBHUKA (BnacHWKa peecTpaLiiHoro NocBigYeHHs) 3miHa
TabneTok y prakoHi; AHnimiTeq ynakoBka); Ha3BM 3asiBHUKA: 3MiHM BHECEHO B iHCTPYKLtO AN MEAUYHOIO
no 1 dnakoHy y KomnanHi lnean 3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ain "3asaBHuK".
KapTOHHIN kopobui CalieHcuns BBegeHHs 3MiH NpoTsArom 6-Tv MicaUiB Nicnsi 3aTBEpAXKEHHSA
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

AneneHp HOC,
Ipnangis
(BUnyck cepii,
nepBuHHa
ynaKkoBka,
BTOPWHHA
ynakoBka,
KOHTpOnb cepii);
lneapg
CaneHcms, IHk.,
CLUA (BTOpYHHA
yrnakoBka);
lneapg
CawieHcus, IHK.,
CLUA (koHTponb
cepii); €BpodiHC
JlaHkacTep
JlaBopaTopis,
IHk., CLLA
(koHTpOnb
cepii); MinmayHT
Xenckea Jlta.,
Ipnangis
(BTOPMHHA
ynakoBka);
MaTeoH IHk.,
KaHnaga
(BupoBHULTBO,
nepBuHHa
ynakoBka,
BTOPWHHA
ynaKkoBka,
KOHTpOnb cepii)

38.

FEHCYINIH
M30

cycneHsisa Ans
iH'ekuin, 100 O4/mn;
no10 mny
CKIMAAHOMY (PNAKOHi;
no 1 cnakoHy B
KapTOHHIN nayui; no
3 Mn B KapTpuoxi;
no 5 kapTpuaxie y
GnicTepi; no 1
Gnictepy B
KapTOHHIN nayui

BIOTOH C.A.

MNonblia

BMPOGHMUK,
BianoBiganbHWn
3a
BMPOGHMLTBO,
NepBUHHE i
BTOPUHHE
nakyBaHHs1,
KOHTPOrb Ta
BUMYCK cepii:
BIOTOH C.A,,
MonbLa;
BMPOGHMUK,
BigNoBiganbHUN
3a KOHTPOJb
cepii: IHCTUTYT
BioTexHonorii Ta
AHTUGIOTHKIB,
MNonblua

Monbwa

TexHiuHa nomwrnka (3rigHo Hakazy MO3 Big 23.07.2015 Ne
460) BunpaBneHo TexHi4Hy NOMUMKy (rpamaTuyHi Ta
opdporpadpiyHi NOMUINKN) B TEKCTi MapKyBaHHS BTOPUHHOI
ynakoBKM fnikapcbkoro 3acoby (no 10 mn y conakoHax Ne1 ta
KapTpumxi no 3 mn Ne5).
SATBEPIKEHO: 3. MEPENIK AOMOMPKHNX PEHOBWH
[onomikHi pe4oBUHUN: M-Kpe3on, MMilepuH, kucnorta
XIopuUCTOBOAHEBA (po3BeaeHa), HaTpito rigpokeug (ans
OTPUMaHHS AeTanbHoi iHopMaLii ANB IHCTPYKUito Ans
MEAMYHOrO 3aCTOCYBaHHs1), BOAa Ans iH'eKLiN.

11. HAMMEHYBAHHSA | MICLLESHAXOMKEHHA
BUPOBHWKA TA/ABO 3AABHWKA
Bupo6Huk:

BIOTOH C.A., Monblua, 02-516 Bapwiasa, Byn.
CrapouuHcbka, 5
14. KATEIOPIA BIAMYCKY
BignyckeTcs 3a peuenTtom.

15. ANA NIKAPCBKNX 3ACOBIB, AKI MPU3HAYEHI ANA

3a
peuenmom

UA/1978/01/01
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

CAMOCTINHOIO NIKYBAHHSA — IHGOPMAL|IA WOOO
3ACTOCYBAHHA
3acTocoByeTbCs 3a NpU3HaAYEeHHAM nikaps.
3AMPOIMOHOBAHO: 3. MEPENIK OMOMPKHANX PEHOBUH
[onomixHi pe4oBUHM: M-Kpe3on, MilepuH, kucnorta
XropucToBogHeBa (po3BefeHa), HaTpito rigpokeug (ans
OTPVMaHHs geTanbHoi iHopMaLii AMB. IHCTPYKLiO anst
MEeAMNYHOro 3aCTOCYBaHHS), BOAA ANS iH eKLiN.

11. HAUMEHYBAHHSA | MICLEESHAXOMKEHHSA
BMPOBHUKA TA/ABO 3AABHUNKA
BrpobHuk:

BIOTOH C.A., Monblwa, 02-516, Bapwasa, Byn.
CTtapounHcbka, 5
14. KATEIOPIA BIOMNYCKY
BianyckaeTbcs 3a peuentom.

15. 4NA NIKAPCbKMX 3ACOEBIB, AKI MPU3HAYEHI ONA
CAMOCTINHOIO NIKYBAHHA — IHGOPMALIA LWOOO
3ACTOCYBAHHA
3acToCOBYETLCS 3@ NPU3HAYEHHSIM Nikapsi.
3a3HayeHe BMMNpaBreHHs BiANOBiAae apxiBHUM maTtepianam
peecTpauiiHoro JoCbE.

39.

OAUBOBET

Ma3b; no 15 r abo 30
r masi y Ty6i; no 1
Ty6i y KAPTOHHIV
KopoobLi

JIEO dapma
A/IC

LaHisa

NIEO
JlabopaTtopic
Timiteqn

Ipnangis

BHECEeHHs1 3MiH o0 peecTpauiiHux maTtepianis: 3MiHu | Tuny -
3MmiHu 3 AkocTi. FoToBuUI nikapcbkuii 3acid. KoHTpornb
OOMOMDKHUX pevoBUMH. 3MiHa napameTpiB cneuudikauin Ta/abo
OONYyCTUMMUX MEX ANS JOMNOMXKHOI pe4OBUHU (JONOBHEHHSI
cneundikaLii HOBMM NOKa3HWKOM 3 BiAMOBIAHUM METOAOM
BUnNpobyBaHHs) [onoBHeHHs1 cneumdikaLii 4oNoMiXHOT
pPEeYOBUHM NOMIOKCUMPOMiNEeHy CTeapunoBoro edipy HOBUM
NOKa3HUKOM 3 Bi4NOBIgHNM METOAOM BUNPOOYBaHHS, LWOA0
aHTuokeuaaHTy 6ytunrigpokcutonyony (E321). BHeceHHs1 3miH
0o p. «Cknagy», a came- 3a3Ha4yeHHs1 aHTUOKCMOAHTY
oyTtunrigpokcutonyony (E321) 3miHM BHECEHO B iHCTPYKLIjO
ONst MEAMYHOrO 3acToCyBaHHS y po3ain «Cknaay (BonoMixkHi
PEYOBUHW) 3 BiANOBIAHUMY 3MiHAMM Y TEKCTi MapKyBaHHS
yMaKoBKM Mikapcbkoro 3acoby. 3miHn | Tuny - 3miHM 3 AKOCTI.
[oToBMI Nikapcbkuit 3aci6. KOHTporb AONOMIKHUX PEYOBUH.
3MiHa napameTpiB cneuudikaui Ta/abo AonycTUMKUX MeX Onst
[OMOMIDKHOI PEYOBUHM (OONOBHEHHSA cneuudikadii HoBUM
NOKa3HWKOM 3 BiAANOBIAHUM METOAOM BUNPOOYBaHHS)
[onoBHeHHSs cneumdikaLii JONOMIKHOI pe4oBUHM napadiHy
6inoro M’AKoro HOBMM MOKa3HWKOM 3 BiAnoBigHUM MEeTOA0M
BMNpPoOYBaHHS, OO0 aHTUOKCUMAAHTY anbda-Tokodepony.
3MiHu | TUNYy - 3miHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTponb gonomixkHux peyoBrH. 3MiHa napameTpis
cneuudikauinn Ta/abo [ONyCTUMUX MEX AN JONOMDKHOI
PEYOBUHY (LOMOBHEHHS cneuudikaLlii HOBUM NMOKa3HUKOM 3
BiAMOBIAHMM MeTOA0M BUNpobyBaHHs) [lonoBHEHHSA
cneundikaii LONOMIKHOI pe4oBMHM Macna MiHepasnbHOro
HOBWM MOKa3HUKOM 3 BiAMOBIAHUM METOAOM BUNPODBYBaHHS,
LLIOA0 aHTUOKCUAAHTY anbda-Tokoepony

6e3
peuenma

UA/7276/01/01
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

40.

OAKAPBA3U
H MEOAK

NOPOLLIOK A451s
NPUroTyBaHHS
PO34MHY AN iH ek
abo iHdya3in no 100
mr, 10 donakoHis 3
NMOPOLLKOM Y KOpobLi
3 KapTOHY

Mepak
[esenbwadt
rop KniHiwe
Lneuianenpe
napate M6X

HimevunHa

Mepak
[esenbwadpt
rop KniHiwe

LWneuianenpena
paTte M6X,
HimeuyunHa
(BTOpPUHHE
nakyBaHHs1,

MapKyBaHHs,
KOHTpOrnb Ta
BMNYCK cepii);

Meg-IKC-MNpecc

mb6X,
HimeuunHa

(MapkyBaHHs Ta
BTOPUHHE
nakyBaHHs,
HaHeceHHs

3aX1CHOI NMiBKK

(onuioHanbHO));
OuHkomen

MeHbtohekyepiH

ra.c., Yecbka
Pecny6bnika
(BMPOGHMLTBO
"in bulk",
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,

MapKyBaHHs Ta

KOHTpOnb cepii);

OnkoTek ®apma
MpogakwH

mb6X,
HimeuunHa

(BPOBHMLTBO
"in bulk",
nepBUHHE

nakyBaHHs Ta

KOHTpOnb cepii)

Himeuuunna/
Yecbka
Pecnybnika

3MmiHun | TMny - 3MiHKM 3 sikocTi. FoToBMIA Nikapcbkmin 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby (iHLui 3MiHu)
OHOBIEHHS BXe 3aTBEpPKEHNX METOAIB KOHTPOIO SKOCTI
nikapcbkoro 3acoby, a came BUKNaAEHHs! TEKCTY AepXKaBHO
MOBOIO 3riJHO Cy4aCHMX BUMOT.

3a
peuenmom

UA/6987/01/01

41.

OAKAPBA3U
H MEOAK

NMOPOLLIOK AIs
NPUroTyBaHHsI
PO34MHY AN iH exuin
abo iHdya3in no 200
mr, 10 donakoHis 3
NMOPOLLIKOM Y KopobLi
3 KapTOHY

Mepak
[esenbwadpt
rop KniHiwe
Lneuiansnpe
napate M6X

Himeyuunna

Mepak
[esenbwadpt
rop KniHiwe

Lneuiansnpena
paTte M6X,
HimeuunHa
(BTOPUHHE
nakyBaHHs1,

MapKyBaHHS,
KOHTpOrb Ta
BUMNYyCK cepii);

HimewunHa/
Yecbka
Pecny6nika

3MiHn | TUNYy - 3MiHK 3 AkocTi. FoToBMIA NikapcbKuiA 3acio.
KoHTponb roToBoro nikapcbkoro 3acoby (iHLui 3mMiHu)
OHOBREHHS BXe 3aTBepAKEHUX METOAIB KOHTPOSIO AKOCTI
nikapcbKoro 3acoby, a came BUKMafeHHs TEKCTY AepXaBHOI
MOBOIO 3riAHO Cy4aCHUX BUMOT.

3a
peuernmom

UA/6987/01/02
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

Meg-IKC-MNpecc
M6X,
HimeuyunHa
(MapkyBaHHs Ta
BTOPUHHE
nakyBaHHs,
HaHeceHHs
3aXUCHOI NNiBKK
(onujioHanbHO));
OHkomen
MeHblodekyepiH
ra.c., Yecbka
Pecny6nika
(BpPOBHMLTBO
"in bulk",
nepBUHHE Ta
BTOPWHHE
nakyBaHHs1,
MapKyBaHHs Ta
KOHTpOnb cepii);
OHkoTek Papma
MpopakwH
m6X,
HimeuyunHa
(BMPOGHMLTBO
"in bulk",
nepBuHHe
nakyBaHHs Ta
KOHTpOrb cepii)

42.

OAKAPBA3UN
H MEOAK

MOpOLLOK AN
NpUroTyBaHHSA
po3uunHy Ana
iHy3in no 500 wmr, 1
PNakoH 3 MOPOLLKOM
y KOpOOLUj 3 KapTOHY

Mepak
[esenbwadpt
drop KniHiwe
LWneuianebnpe
napate M6X

HimevuunHa

Mepak
[esenbwadpt
rop KniHiwe

Lneuianbnpena
paTte M6X,
HimeuunHa
(BTOPUHHE
nakyBaHHs,

MapKyBaHHS,
KOHTpOmnb Ta
BUNYCK cepii);

Meg-IKC-MNpecc

m6X,
HimeuunHa

(MapkyBaHHA Ta
BTOPWHHE
nakyBaHHs1,
HaHeCceHHs

3aXUCHOI NAiBKK

(onuioHanbHo));
OHkomep,

MeHblopekyepiH

Himeuuunna/
Yecbka
Pecnybnika

3MiHu | TUny - 3miHK 3 AkocTi. FoToBMIA Nikapcbkuii 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby (iHLui 3mMiHu)
OHOBNEHHS BXe 3aTBepAKEHNX METOAIB KOHTPOSO AKOCTI
nikapcbkoro 3acoby, a came BUKMafeHHs TEKCTY AepXaBHOI
MOBOIO 3riAHO Cy4aCHUX BUMOT.

3a
peuernmom

UA/6987/01/03
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

ra.c., Yecbka
Pecny6nika
(BUPOBHMLTBO
"in bulk",
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHs Ta
KOHTPOrb cepii);
OHkoTek Papma
MpopakwH
mb6X,
HimeuyunHa
(BpPOBHMLTBO
"in bulk",
nepBuHHe
nakyBaHHs Ta
KOHTpOnb cepii)

43.

OAKAPBA3V
H MEJAK

NopoLLOK AN
NPUroTyBaHHS
PO34mMHY Ans
iHdy3ii no 1000 wmr,
1 dprakoH 3
NOPOLLKOM Y Kopobui
3 KapTOHY

Mepak
[esenbwadT
brop KniHiwe
Lneuianenpe
napate m6X

HimevuunHa

Mepak
[esenbwadpt
brop KniHiwe

Lneuianenpena
pate M6X,
HimeuunHa
(BTOPUHHE
nakyBaHHs,

MapKyBaHHs1,
KOHTpOnb Ta
BUNYCK cepii);

Megn-IKC-Mpecc

mb6X,
HimeuunHa

(MapkyBaHHs Ta
BTOPUHHE
nakyBaHHs,
HaHeCceHHs

3axX1CHOI NNiBKK

(onujioHanbHO));
OHkomen

MeHblodekyepiH

ra.c., Yecbka
Pecny6bnika

(BPOBHMLTBO
"in bulk",

nepBUHHE Ta
BTOPUHHE
nakyBaHHs,

MapKyBaHHs Ta

KOHTpOnb cepii);

OHkoTek Papma
MpogakwH

Himeuuunna/
Yecbka
Pecnybnika

3MiHu | TUny - 3MiHKM 3 sikocTi. FoToBMIA Nikapcbkmin 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby (iHLui 3mMiHu)
OHOBIEHHS BXe 3aTBEPIKEHVNX METOAIB KOHTPOSHO SKOCTI
nikapcbkoro 3acoby, a came BUKNaAEHHs! TEKCTY AepXKaBHOK
MOBOIO 3riJHO Cy4aCHUX BUMOT.

3a
peuenmom

UA/6987/01/04
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
mbX,
HimeyvunHa
(BUPOBHMLTBO
"in bulk",
nepBuHHE
nakyBaHHs Ta
KOHTpOrb cepii)
44. | DAP®EH® renb; no 15 r abo no MpAT YkpaiHa MpAT Ykpaina 3MinHu | Trny - 3miHn wopo 6esneku/edekTUBHOCTI Ta bes UA/18641/01/01
FENb 50r,abono 100 ry "dapmaueBTn "®apmMaueBTUYH dapmakoHarnagy. 3miHa y KOpOTKili xapakTepucTumLi peuenma
Ty6i; no 1 1y6i B YHa hipma a ipma nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
navui "OapHuus" "OapHuug" MEANYHOro 3aCTOCYBaHHSA Ha NiACcTaBi perynspHo
OHOBINIOBAHOIO 3BiTY 3 6e3neku nikapcekoro 3acoby, abo
focnimxeHb 3 6e3nekn 3acTocyBaHHSA nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiod, abo sk pesynbTaT OUiHKK 3BITY 3
pocnigkeHb, NpoBeAeHNX BiANOBIAHO A0 NNaHy neaiatpudHmx
pocnigpkeHb (PIP) (3MiHy y3rogkeHo 3 KOMNEeTEHTHUM
YMOBHOBaXeHNM opraHoM) 3MiHN BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acTOoCyBaHHS NikapCcbKoro 3acoby Ao po3ainiy
"Mo6ivHi peakuii" WwWoao 6e3nekn 3acTocyBaHHSA Lil4nx
pevoBMH BignoBigHo Ao pekomeHaauii PRAC. BBeaeHHs 3miH
npoTsarom 6-Tn MicsaLiB Nicnsa 3aTBepAXEHHSs
45. | DE3INIOPATA | Tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa 3MiHn | TUny - 3miHK 3 AkocTi. FoToBMI Nikapcbkuii 3aci6. bes UA/13810/01/01
OVH obornoHkKoto, no 5 wr; "TexHonor" "TexHonor" 3MiHn y BUpo6HMUTBI. 3MiHa po3mipy cepii (BKMoYaym peuenma
no 10 Tabnetok y fianasoH po3mipy cepii) rotToBoro nikapcbkoro 3acoby
6nicTepi; no 1 abo (36inbLieHHsA go 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
no 3, abo no 10 pPO3MipoM) BBELEHHS1 AOAATKOBOro po3Mipy cepii roToBOro
GnicTepiB B nayui 3 nikapcbkoro 3acoby. 3aTBepaxeHo: 17,25 kr (150 000
KapTOHY Tabnetkn) 3anponoHosaHo: 17,25 kr (150 000 TabneTku);
34,50 kr (300 000 TabneTok)
46. | DEPMOBEWUT | ma3sb 0,05 %; no 25 makcoCmiTKn Benuka "nakcoCmiTKns Monbwa 3miHu | TMny - 3miHn wWopao 6eanekun/edekTMBHOCTI Ta 3a UA/1600/01/01
™ ry Ty6i; mo 1 Ty6i B anH Exkcnopt Bputanis NH dapmakoHarnsaay (iHwi 3amiHn) 3miHu woao 6e3nekn peuenmom
KapTOHHIN ynakoBLi Nimiteq dPapmacbloTukan 3aCTOCyBaHHS Ail040i Pe4YOBUHN BHECEHO B IHCTPYKLiO AN
3C.A. MeAMYHOro 3aCTOCYBaHHs! Nikapcbkoro 3acoby Ao po3ainis
"OcobnumBocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHsA Ta [o3un”
(yTouHeHHs iHdpopmalii) 3rigHo 3 pekomeHaauismm PRAC.
BBeaeHHs 3MiH NpoTsirom 6-Tu MicaUiB Nicns 3aTBEpPAXKEHHS
47. | AEPMOBEMT | kpem 0,05 %; no 25 makcoCmiTKn Benuka "nakcoCwmiTKns Monbwa 3minn | Tvny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI Ta 3a UA/1600/02/01
™ ry Ty6i; mo 1 Ty6i B anH Ekcnopt Bputanis H dapmakoHarnsay (iHwi 3amiHn) 3miHu wopao 6e3nekun peuernmom
KapTOHHIN ynakoBUj Nimiteq dapmacbioTumkan 3aCTOCyBaHHS [il040i pe4OBMHN BHECEHO B IHCTPYKLUitO Ans
3C.A. MeOUYHOro 3aCToCyBaHHS NikapcbKoro 3acoby 4o po3ainis
"OcobnuBocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHsA Ta Jo3un"
(yTouHeHHs iHdopmauii) 3rigHo 3 pekomeHaauismn PRAC.
BBefeHHs 3MiH NpoTarom 6-Tu MicALUiB Nicns 3aTBEpAXXeHHS
48. | DECMOIPEC | nopoLuok AT "dapmak" YkpaiHa BiCieH Icnania BHECEHHS 3MiH 0 peecTpauinHMx maTtepianis: 3miHu | Tuny - - UA/11804/01/01
WUHY ALUETAT | (cyGcTaHuist) y MenTiganas C.A. AamiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu

H6aHkax noniMepHux
ans BupobHuuTBa
CTEPUNBbHUX i
HeCcTepuIbHUX
nikapcbknx popm

3asiBHMKA (BNacHWKa peecTpaLiiHoro NocBigvYeHHs) - 3MiHa
HallMeHyBaHHs Ta agpecu 3asiBHUKa (BMacHWKa
peecTpaLinHOro NoCBig4YeHHS)




21 [TponoBkeHHs 1oaaTKa 2
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
49. | DBUKNO®PEHA | renb 5 %, no 40, MpAT YkpaiHa MpAT YkpaiHa 3miHu Il Tvny - 3miHm 3 akocTi. A®l. BupobHuuteo. 3miHa be3 UA/7167/01/02
K 50r, 100 ry Ty6i dapmaueBTny dapmaueBTUYHa BMPOOHMKa BUXiQHOrO/MPOMIXKHOrO NPOAYKTY/peareHTy, Wwo peuenma
anoMiHieBin B nayu,, Ha (abpuka cabpuka BUKOPUCTOBYHOTLCS Y BUpoBHMYOMY npoueci AP, abo 3amiHa
no40r,50r, 100ry "Biona" "Biona" BUPOGHMKa (BKIOYatoum, Ae HeobxigHo, MicLe NPoBEAEHHS!
Ty6i namiHaTHIN B KOHTporto sikocTi) AP (3a BiAcyTHOCTI cepTudikaTta
nayui, no40r, 50T, BiNOBIgHOCTI €Bponenchkin thapMakonei y 3aTBepaykeHoOMy
100 ry TyGi nocbe)(BBeaeHHs HoBoro BUpobHuka A®| 3 HagaHHAM MacTep-
namiHaTHin chaiina Ha A®l) BBeaeHHs1 JoaaTkoBOro BUpobHuka ans AdI
OuvknodeHaky HaTpito «Aarti Drugs Limited», India 3 HagaHHAM
DMF Ha Adl.
50. | AUKNO®EHA | renb 1 %, no40r MpAT YkpaiHa MpAT YkpaiHa 3minu Il TUny - 3miHm 3 gkocTi. A®l. BupobHuuteo. 3miHa bes UA/7167/01/01
K-BIOJIA abono 100ry dapmanesTny dapmaueBTMyHa BUPOBHMKa BUXiAHOIO/MPOMIXKHOFO NPOAYKTYy/peareHTy, Lo peuenma
Tybax; no 40 r abo Ha dhabpuka cabpuka BUKOPUCTOBYIOTLCS Y BUpoBHMYOMY npoueci AP, abo 3amiHa
no 100 r y Ty6ax; no "Biona" "Biona" BUPOOHMKa (BKMOYaoum, Ae HeobxigHo, MicLe NPOBEAEHHS!
1 Ty6i B nayui 3 KOHTponto sikocTi) ADI (3a BiocyTHoCTi cepTuddikarta
KapTOHY Bi4NOBIgHOCTI €Bponenchkiln thapmMakonei y 3aTBepmKeHOMY
Aocbe)(BBEAEHHSA HOBOrO BMPOGHMKa APl 3 HagaHHAM macTep-
daiina Ha A®Il) BBeaeHHs1 [oaaTKoBOro BUpobHuka anst Ad|
LOuknodeHaky HaTpito "AapTi Oparc Jlimiten", IHaia 3
HagaHHaMm DMF Ha AdI.
51. | AN PUnie® renb; no 15 r a6o no MeHTonaTtym AHrnia MeHTonatym Benvka 3MminHn | TMny - 3MiHK wWopo 6e3nekn/edpekTMBHOCTI Ta 6e3 UA/0377/01/01
50r,abono 100ry KomnanHi Komnari Iimiteq BputaHisa dapmakoHarnsgy. 3MiHa y KOpoTKili XapakTepucTui peuenma
Ty6i; mo 1 Ty6i B Nimiteq nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta iHCTPYKLT Ans
KapTOHHiI kopobui MeOMYHOro 3acToCyBaHHS Ha niAcTasi perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekun 3acToCcyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauinHuii nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
[ocnigpkeHb, NPOBEAEHNX BiANOBIAHO 4O NnaHy negiatpuyHux
pocnimkenb (PIP) (iHwi 3MiHn) 3miHn BHeceHo A0 [HCTpyKuii
ONst MEAMYHOrO 3aCTOCYBaHHS nikapcbkoro 3acoby Ao
po3ainis: "3acTtocyBaHHs y nepiof BariTHOCTI abo roayBaHHs
rpyaa”, "Mobivni peakuii” woao 6e3nekn 3actocyBaHHs
Lito4nx pevyoBUH BiAMNoBIgHO Ao pekomeHaauin PRAC.
BBeaeHHs 3MiH NpoTsirom 6-Tu MicaUiB Nicns 3aTBEPAXKEHHS
52. | puniPUAAM PO3YMH ANSA iH’EKUIN, ToBapucTso 3 YkpaiHa KOHTPOIb SKOCTI, YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnxX maTtepianis: 3MiHa 3asiBHUKa 3a UA/7465/01/01
on 5 mr/mn no 2 mn B obmexeHoto BUNYCK cepii: (BnacHuka peecTpauiiHoro noceig4eHHs) (3rigHo Hakazy MO3 peuenmom
amnyni; no 5 amnyn BiAnoBiganbHi ToBapwucTBo 3 Big 23.07.2015 Ne 460) BBeaeHHs 3MiH NpOTArom 6-Tun MicsLiB
y nayi 3 KapTOHy; CTIo obmexeHoto nicns 3aTBepAKEHHs; 3MiHu | Tuny - 3miHn Wwopo
no 2 mn B amnyni; "®apmaueBTu BignosiganbHicT 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
no 5 amnyny YHa KOMMaHis 10 "AocnigHnin 3MiHM A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsay
6nicTepi; no 1 "3popos's" 3asog "M'HLJIC", (BBEOEHHS y3aranbHeHVX AaHWX Npo CUCTEMY

Gnictepy B nauui 3
KapTOHY

YkpaiHa;

BCi cTaaii
BUPOOHMUTBA,
KOHTPOIb SIKOCTI,
BMNYCK cepii:
ToBapwucTBo 3
oBGMeXeHo
BianoBiganbHicT
10
"®apmMaueBTUYH

dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsaay 3asiBHMKA ANs 34iINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXXEHOI 0COOM, BiANOBIAaNbHOI 3@ 34iICHEHHS
cbapmakoHarnsgy (BKMYar4um KOHTaKTHiI gaHi) Ta/abo 3amMiHu y
po3MilLieHHI MacTep-chaina cuctemm papmakoHarnsay) -
3MmiHa ynoBHOBaXkeHOi 0cobu 3asiBHMKa, BiAMOBIAaNbLHOI 3a
capmakoHarnsg. Litova pegakuis: MNnakciHa OnexHa
BonoagumupisHa. [NponoHoBaHa pegakuisi: Lies4yeHko OneHa
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
a KoMnaHisi IropiBHa. 3MiHa KOHTAKTHUX LaHWUX YNOBHOBaXeHOi 0cobu
"3nopos's", 3asBHUKA, BiAMNOBIAANLHOI 3a 34IVCHEHHA dhapmakoHarnsay
YkpaiHa
53. | auniPUAAM TabneTku, BKPUTI TosapucTso 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHa 3asiBHUKa 3a UA/7465/02/01
on o6ornoHkot, no 25 obmexeHo BMPOGHMLTBA, (BnacHuka peecTpauiiHoro noceigveHHs) (3rigHo Hakady MO3 peuenmom
mr no 50 Tabnetoky | BignoeiganbHi KOHTPOSb SIKOCTI, Big 23.07.2015 Ne 460). 3MiHM BHECEHI B TEKCT MapKyBaHHsI
H6aHkax abo cTio BMNYCK cepii: ynakoBKW nikapcbKkoro 3acoby y 3B"s3Ky 3i 3MiHO 3asiBHMKa
KOHTeWnHepax; no 50 "®apmaneBTn ToBapuctso 3 (BnacHuka peecTpauinHoro noceig4eHHs). BeegeHHs 3miH
Tabnetok y 6aHui YHa KOMMaHis obmexeHo NPOTArom 6-Tu MicsILiB Micnsi 3aTBepAKEHHS; 3MiHu | Tuny -
abo KoHTelHepi; no "3popos's" BigNoOBiganbHiCT 3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta hapMakoHarnagy.
1 6aHui abo 10 "AocnigHnn BeeaeHHs abo 3MiHu [0 y3aranbHEHWX AaHWX Npo cucTemy
KOHTENHepY B naui; 3aBog "MHLUNC", capmakoHarnsgy (BBefAeHHs y3aranbHEHUX AaHnx npo
no 40 TabneTtok y YkpaiHa; cuctemy chapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,
Gnictepax; no 10 BCi cTagii BiAMOBIAANbHOI 3a 3AiNCHEHHST hapMakoHarnsaAy; KOHTaKTHOI
Tabnetok y Gnictepi, BUPOBHMUTBA, ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 34iNCHEHHs!
no 5 Gnictepis y KOHTPOIb SKOCTI, thapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA Big
navui BMNYCK cepii: yNOBHOBaXeHOoI ocobu, BiAnoBiganbHOI 3a 34iNCHEHHSA
ToBapucTteo 3 chapmakoHarnsgy (BKM4arym KOHTaKTHi gaHi) Ta/abo amiHn y
oBMeXeHo po3MilLeHHi MacTep-chaina cuctemn hapmakoHarnsgy) -
BiAnoBiganbHicT 3MiHa YNOBHOBaXXEHOI 0COOM 3asiBHMKA, BiAnoBiganbHoi 3a
10 cdapmakoHarnsg. Litova pegakuis: MNMnakciHa OnexHa
"®apmMaueBTUYH BonogumupisHa. NponoHoBaHa pegakuisi: LLieByeHko OneHa
a KoMMaHis IropiBHa. 3MiHa KOHTaKTHUX AaHUX YNIOBHOBAXEHOi 0CobM
"3popos's"”, 3asiBHMKA, BiAnNoBiganbHoi 3a 3A4iMCHEHH:A dhapMakoHarnsgy
YkpaiHa
54. | QUNIPUOAM TabneTkn, BKPUTI ToBapwucTtBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX maTepianis: 3MiHa 3asBHMKa 3a UA/7465/02/02
on o6ornoHkot, no 75 obmexeHoto BMPOGHMLTBA, (BnacHuka peecTpauiiHoro noceig4eHHs) (3rigHo Hakady MO3 peuenmom
mr o 40 TabneToky | BignosiganbHi KOHTPOIb SKOCTI, BiA 23.07.2015 Ne 460). 3MiHN BHECEHI B TEKCT MapKyBaHHS
H6aHkax abo CTIo BUNYCK cepii: yNaKoBKU fikapcbKoro 3acoby y 3B"s3Ky 3i 3MiHOI 3asiBHMKa
KOHTenHepax; no 40 "®apmaueBTu ToBapwucTtBo 3 (BnacHuka peecTpauinHoro noceig4eHHs). BBegeHHs 3MiH
Tabnetok y 6aHui YHa KOMMaHis obmexeHo npoTArom 6-Tu MicsLiB Nicns 3aTBepaKeHHS; 3MiHu | Tuny -
abo KoHTeHepi; no "3popos's" BiAnNoBiganbHicT 3miHu wopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsagy.
1 6aHui abo to "HocnigHun BeeneHHs abo 3MiHU [0 y3aranbHEHWX AaHWX NPO CUCTEMY
KOHTeWHepy B nayi; 3aBog "M'HUIC, dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX NPo
no 40 Tabnetok y YkpaiHa; cuctemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocoou,
6nictepax; no 10 BCi cTaail BiAnoBiganbHoi 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
Tabnetok y 6nictepi; BMPOGHMLTBA, ocobu 3 hapmakoHarnagy 3asiBHUKa ANs 34iINCHEHHS
no 4 Gnictepn y KOHTPOIb SIKOCTI, dapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif
navui BUMYCK cepii: ynoBHOBaeHoI ocobu, BignoBiaansHoi 3a 3aiNCHEHHS
ToBapucTtBo 3 dapmakoHarnsay (BKoYarym KOHTaKTHI gaHi) Ta/abo 3miHu y
obmexeHot pO3MilLieHHi MacTep-hanna cuctemu papmakoHarnsagy) -
BignoBiganbHicT 3MiHa YNoBHOBaXeHOi 0cobu 3asiBHMKa, BiAnoBiganbHoi 3a
10 dapmakoHarnsg. Oitoya pegakuisi: MNnakciHa OneHa
"®apmaueBTUYH BonogvmupisHa. MNponoHoBaHa pepakuis: LLieByeHko OneHa
a KoMnaHis IropiBHa. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0cobu
"3nopos's", 3asiBHMKA, BignoBiganbHoi 3a 34iNCHEHHSA dhapMakoHarnsgy
YkpaiHa
55. | AUNPOCA-I nocbiioH; no 30 mn y OpraHoH Lsenuapis | CEHEKCI HSC - ®paHuis 3miHu | Trny - 3miHn Wwoao 6esnekn/edekTMBHOCTI Ta 3a UA/4114/01/01
K® dnakoHi 3 NpobKoto- CeHtpan lct EPYBINIb CEHT dapmakoHarnsaay. BeegeHHs abo 3MiHM [o y3aranbHeHWX peuyenmom
KpanenbHuLet; no 1 Mm6X KNEP AaHuX npo cuctemMy chapmakoHarnsagy (BBeAeHHs

y3aranbHeHWX JaHWX Npo cucTeMy dapMakoHarnsgy, 3mMiHa
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

¢bnakoHy B
KapTOHHiI kopobui

yNOBHOBa)eHOi 0cobu, BignosigansHoI 3a 34iNCHEHHS
hapmMakoHarnsagy; KOHTakTHoI ocobu 3 chapmakoHarnsay

3asiBHMKa Ans 34ilicHeHHs bapmakoHarnsgy B YkpaiHi, akwo
BOHa BigMiHHa Bif ynoBHOBa)keHOi ocobu, BianoBiganbHOI 3a

3[iNCHEeHHs dapmakoHarnagy (BKIOYavn KOHTaKTHI AaHi)

Ta/abo 3MiHKM y po3MilLieHHi MacTep-channa cuctemm
dapmakoHarnagy) 3miHa ynoBHOBaXeHoi 0cobu 3asiBHUKaA,
BignoBiganbHoI 3a dpapmakoHarnag.

Litova pepakuis: Joktop Man Jemon. NponoHoBaHa pedakuis:
MapiaHHa Bank- KopteHpaag,. 3MiHa KOHTaKTHUX SaHUX
yMOBHOBaXeHOoi 0cobu 3asBHUKa, BiAMOBIAANLHOI 3a
3iicHeHHs dhapmakoHarnsgy. 3MiHa KOHTaKTHOT ocobu
3asBHMKa, BiANOBIAanbHOI 3a hapMmakoHarnsg B YKpaiHi.
Hitoywa pepakuis: Angpiyua Onena [ImutpisHa NponoHoBaHa
peaakuisi: MotuniHcbka OneHa BitaniiBHa.
3MiHa KOHTaKTHMX JaHMX KOHTaKTHOI 0cobu 3asiBHMKA,
BigNoBiganbHOI 3a 34iMCHEHHS chapMakoHarnsay B YKpaiHi.
3MmiHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy. 3miHa micue3HaxomkeHHs macTep- daina
cucTeMu hapmakoHarnsgy 1a horo Homepa.

56.

OUMNPOCAII
K®

Mas3b; no 30 ry Ty6i;
no 1 1y6i B
KapTOHHIN kopobLi

OpraHoH
CeHTtpan lct
M6X

LLiBenuapis

LWepiHr-Mnay
JNa6o H.B.

Benbria

3minn | TMny - 3MiHK wWopo 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnsgy. BeegeHHst abo 3MiHu fo y3aranbHeHuX
AaHnx npo cuctemy chapmakoHarnsagy (BBeAeHHs
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy, aMiHa
ynoBHOBaeHoI ocobu, BignosiaansHoi 3a 3giNCHEHHS
apmakoHarnsay; KOHTaKTHOI ocobu 3 hapmakoHarnsgy
3asBHMKa ANs 34iNCHeHHs bapmakoHarnagy B YKpaiHi, aKwo
BOHa BiIMiHHa Bif YNOBHOBaXeHOi 0cobu, BianosigansHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKIoYavm KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilleHHi MacTep-daiina cuctemm
hapmakoHarnsigy) 3miHa ynoBHoBaxeHoi ocobu 3asiBHUKa,
BinoBigansHoi 3a dpapmakoHarnag,.

[itova pepakuis: OJoktop Man Oemon. MNponoHoBaHa pefakuis:
MapiaHHa Bank- KopTeHpaag. 3MiHa KOHTaKTHUX AaHuX
yMOBHOBaXeHOoi 0cobu 3asBHUKa, BiAMOBIAANLHOI 3a
30iACHEHHS (hapmakoHarnsigy. 3MiHa KOHTakTHOI ocobu
3asBHVKa, BignoBiganbHoi 3a hapmakoHarnsag B YkpaiHi.
[itoua pegakuisi: AHapiyua Onexa OmutpiHa MponoHoBaHa
pepakuis: MoTtuniHcbka OneHa BitaniiBHa.
3MiHa KOHTaKTHUX aHUX KOHTaKTHOI 0COBU 3asiBHUKA,
BiANOBIAaNbHOI 3a 3AiNCHEHHS dhapmakoHarnsay B YKpaiHi.
3MiHa Micus 3AiMCHEHHS OCHOBHOI AisANbHOCTI 3
hapmakoHarnsgy. 3miHa micLe3Haxo4XeHHs1 MacTep- daina
cucTeMu hapmakoHarnsgy Ta horo Homepa.

3a
peuernmom

UA/4114/02/01

57.

AIANINOH®
TYPBO

PO34nH Ans iHDY3in
1,2 % no 50 mny
cdnakoHi 3i ckna; no
1 abo 10 dnakoHiB y
nadui 3 KapToHy

AT "dapmak"

YkpaiHa

AT "®apmak”

YkpaiHa

3miHu | TMny - 3miHm 3 sikocTi. ADl. KoHTponb A®I. 3miHa y
napameTpax cneuudikauivi Ta/abo AonycTUMmUX MeX,
BM3Ha4YeHuX y cneuudikauisx Ha APl, abo
BVXiQHWI/NPOMIXXHUIA NpOAYKT/peareHT, LU0 BUKOPUCTOBYHOTHLCS
y npoueci BUpo6HuuTBa AP (iHLWi 3MiHK)

— [0 nokasHuka «lgeHTudikauis» gogaHo metoom
2.2.40.CnekTpomMeTpisi B 6rvxHin iHppayepBoHii obnacti abo

3a
peuernmom

UA/0794/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
2.2.48.PamaHiBcbka CNeKTpoMeTpisi 3 MPUMITKOK —
«O0MycKaeTbCs BU3HaAYeHHs igeHTudikaLii KOXXHOT TapHOT
€MHOCTI». 3MiHn | Tuny - 3miHn 3 akocTi. A®I. KoHTponb ADI.
3MmiHa y napameTpax crneundikauii Ta/abo JonycTUMmMx Mex,
BM3Ha4yeHux y crneundikauisx Ha Adl, abo
BUXIZHWI/MPOMIDKHUIA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS
y npoueci BupobHuutea AP (iHWwi 3mMiHWM) — 40 NoKa3HMKa
«lpeHTudikauisi», metogom 2.2.24. A6copbuinHa
CrnekTpodoTOMETPIA B iHppayepBoHii obnacTi, fogaHo
NPUMITKY — «BU3HAYEHHS iAeHTUdIKaLii npoBoanTLCA Ha
cepepHiv npobi». 3minu Il TMny - 3miHn 3 gkocTi. API.
Bupo6HMLTBO. 3MiHa BUPOGHMKA BUXIOHOTO/MPOMIXKHOIO
NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTECS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpobHUKa (BKkMtovatoun, e
HeobxiaHo, MicLe NpoBeaeHHs! KOHTporo sikocTi) ADI (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI €BponenchbKin
apmakonei y 3aTBepaXeHOMY A0ChE)(BBEAEHHS HOBOIO
BUpobHMKa APl 3 HagaHHSAM macTep-gaiina Ha Adl) —
BBeAEHHS [0AaTKOBOro BUPOBHMKa Aito4oi pevoBuHK anbda-
ninoesoi knucnotn SUZHOU FUSHILAI PHARMACEUTICAL
CO., LTD, KuTait 3 HagaHHsIM MaincTep-canny Ha AdI (version
N0.2020/01/01).
58. | AIACKAH PO34MH AN iH'eKLN, M. BIOTEK Benuka BupobHuk, Lo ABcTpis 3minu | Tvny - 3miHn wopo 6esnekvn/edekTMBHOCTI Ta 3a UA/16444/01/01
no 300 mr/mn, no 50 NIMITEL BputaHia 34iNCHI0E apmakoHarnsgy. 3miHa y KopoTKili XapakTepucTuui peuenmom
mn a6o no 100 mn y BUPOGHMLTBO nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
cdnakoHi, no 1 Hepo3dacoBaHo MeOMYHOro 3aCTOCyBaHHSA Ha NiACTaBi perynspHo
dnakoHy y nauui 3 ro NpoaykTy, OHOBIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
KapTOHY nepBuHHe pocnimpkeHb 3 6e3neky 3acTocyBaHHS fnikapcbkoro 3acoby B
nakyBaHHs, nicnapeecTpauinHuii nepiod, abo sk pesynbTaT OUiHKK 3BITY 3
KOHTPOSb SIKOCTI pocnigpkeHb, NpoBeAeHNX BiANoBIiAHO A0 NnaHy negiatpudHnx
Ta BUNYCK cepin: pocnimkeHb (PIP) (3MiHy y3rofxeHo 3 KOMNETEHTHUM
CaHoxemis YMOBHOBaXEHNM OpraHoM)- 3MiHW BHECEHI A0 IHCTPYKLUIii ANns
dapmaueBTUKa MeAMYHOro 3aCTOCYBaHHs! Nikapcbkoro 3acoby y po3ainu
'm6X , ABCTpis; "OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii" BignosigHo Ao
Bupo6HuK, wo OHOBIEHOI iHcpopmaLii Lwoao 6esnekn Ailoyoi peyoBUHU
30iACHI0E
BTOPUHHE
nakyBaHHs:
CaHoxemisi
dapmaneBTUka
'm6X, ABCTpisi
59. | OIACKAH PO34MH ANs iH'eKLin, M. BIOTEK Benuka Bupo6Huk, Lo ABcTpis 3miHu | TNy - 3miHn Wwoao 6eanekn/edekTMBHOCTI Ta 3a UA/16444/01/02
no 370 mr/mn, no 50 NIMITEL BpuTaHis 34inicHIoe hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuui peuenmom
mn abo no 100 mny BUPOOHMLTBO nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
cdnakoHi, no 1 Hepo3dacoBaHo MeOM4YHOro 3acToCyBaHHS Ha NiAgcTasi perynspHo
dnakoHy y nauui 3 ro NpoaykTy, OHOBIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
KapTOHY NepBUHHE pocnigpkeHb 3 6e3nekun 3acTocyBaHHSA Nikapcbkoro 3acoby B
nakyBaHHs, nicnsipeecTpauinHuii nepioa, abo sik pe3ynbTaT OUiHKK 3BITY 3

KOHTPOMb AKOCTi
Ta BUMYCK cepili:
CaHoxemis

pocnigkeHb, NpoBeAeHNX BignoBigHO A0 NnaHy negiatpudHnx
pocnigpkeHb (PIP) (3MiHy y3rogKeHo 3 KOMMNEeTEHTHUM
YNOBHOBaXXEHWUM OpraHom)- 3MiHW BHeCEHI 40 iHCTpyKUii Ans
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
dapmaueBTrKa MeAMYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby y po3ainu
'm6X , ABCTpis; "OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii" BignosigHo Ao
Bupo6HuK, wo OHOBIEHOI iHcbopmaLii Lwoao 6e3nekn Ailo4oi peyoBUHU
30iCHI0E
BTOPUHHE
nakyBaHHsi:
CaHoxemisi
dapmaneBTuka
'M6X, ABCTpist
60. | AOKCA303UN | tabnetkn no 1 mr: ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 4O peecTpaLiHMX maTepianis: 3MiHa 3asiBHMKa 3a UA/2974/01/01
H no 10 tabnetoky obMmexeHo BUPOBHMLTBA, (BnacHuka peecTpauiiHoro noceigveHHs) (3rigHo Hakasy MO3 peuenmom
Gnictepi, no 3 BigNoBiganbHi KOHTPOIb SKOCTI, Big 23.07.2015 Ne 460). BBegeHHs1 3MiH NpoTsirom 6-Tu micauiB
Gnictepu B kOpoOLyj; CTHO BUMYCK Cepil: nicns 3aTBepAXeHHs. 3MiHK | Tuny - 3MiHM Woao
no 30 TabneTtoky "®apmaueBTn ToBapwucTtBo 3 6e3nekn/edekTuBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
6aHui abo YHa KOMMaHis obmexeHor 3MiHM [0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
KOHTEnHepi, no 1 "3gopop’s" BignosiganbHIiCT (BBEAEHHS y3aranbHEHMX AaHUX NPo cUCTeMy
6aHui abo 10 "[ocnigHui cbapmakoHarnsigy, 3MiHa ynoBHOBaXkeHoi ocobu,
KOHTENHEpPY B 3aBog "MHLUNC", BiANOBIgANbHOI 3a 34iNCHEHHS dhapMakoHarnaay; KOHTakTHOI
KopobuUi YkpaiHa; ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 34iNCHEHHs!
BCi cTagii dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHA BiA
BUPOBHMUTBA, yNoBHOBa)eHOi 0cobu, BignoeiganbHoI 3a 30iNCHEHHS
KOHTPOIb SKOCTI, capmakoHarnsgy (BKM4arum KOHTaKTHI gaHi) Ta/abo 3amiHn y
BMNYCK cepii: po3milLieHHI macTep-thanna cuctemu papmakoHarnsgy).
ToBapucTtBeo 3 3miHa ynoBHOBaxeHOI 0cobu 3asiBHUKa, BiAMNoBigansHoi 3a
obmexeHow dapmakoHarnsg. Oitoya pegakuisi: MNnakciHa OneHa
BignoBiganbHicT BonoagumupisHa. NponoHoBaHa pepakuisi: LLieBueHko OneHa
10 "®APMEKC IropiBHa. 3MiHa KOHTaKTHUX JA@HUX YNOBHOBaXeHOi 0cobun
reyn., 3asBHVKa, BignoBiganbHOI 3a 30iNCHEHHS hapmakoHarnsgy.
YkpaiHa;
BCi cTaail
BMPOGHMLTBA,
KOHTPOIb SIKOCTI,
BUMYCK cepii:
ToBapwucTtBo 3
obmexeHo
BignoBiganbHiCcT
10
"®apmaueBTUYH
a KoMnaHis
"3nopos's",
YkpaiHa
61. | QOKCA303U | Tabnetku no 2 mr: ToBapwucTtBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMX maTepianis: 3MiHa 3asiBHUKa 3a UA/2974/01/02
H no 10 Tabnetok y obmexeHo BMPOGHMLTBA, (BnacHuka peecTpaLinHoro noceig4eHHs) (3rigHo Hakazy MO3 peuenmom
Gnictepi; no 2 BianoBiganbHi KOHTPOIb SIKOCTI, Big 23.07.2015 Ne 460). BBegeHHs 3MiH NpoTsirom 6-Tu micauis
Gnictepu B kKopobui CTIo BUMYCK cepii: nicnsi 3aTBepaXeHHs. 3MiHu | Tuny - 3MiHn Wwoao
3 KapTOHY "®apmaueBTn ToBapwucTtBo 3 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
YHa KOMMaHisi 06MexeHo 3MiHM [0 y3aranbHEHUX faHNX NPo cucTeMy cbapmakoHarnsay
"3gopos’s" BiANoBiganbHicT (BBEOEHHS y3aranbHEHVX AaHWUX Npo CUCTEMY

to "docnigHnin
3aBog "MHUNC",
YkpaiHa;

dapmakoHarnsigy, 3MiHa ynoBHOBaxeHoi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnaay 3asBHWKa ANsi 3AINCHEHHS
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BCi cTaaii tapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
BMPOGHMLTBA, yNoBHOBaXeHOI ocobu, BignoBiaansHoi 3a 34iNCHEHHS
KOHTPOSb SKOCTI, chapmakoHarnsgy (BKM4arym KOHTaKTHI gaHi) Ta/abo amiHn y
BUMYCK Cepii: pO3MiLLleHHI MacTep-thanna cuctemmn hapMakoHarnagy).
ToBapuctso 3 3MiHa ynoBHOBaXeHOoi 0cobu 3asiBHUKA, BiANoBiAanbHOI 3a
obmexeHow capmakoHarnsg. Lirova pegakuis: MNMnakciHa OnexHa
BiANOBiganbHICT BonogumupisHa. NponoHoBaHa pefakuisi: LLieByeHko OneHa
10 "®APMEKC IropiBHa. 3MiHa KOHTaKTHUX AaHWX YNIOBHOBaXXeHOI 0cobu
reyn-, 3asiBHUKA, BiANOBiAanbHOI 3a 3AiNCHEHHS hapmakoHarnsgy.
YkpaiHa;
BCi cTagii
BUPOBHMUTBA,
KOHTPOIb SIKOCTI,
BMNYCK cepii:
ToBapucTtBeo 3
obmexeHo
BiAnoBiganbHicT
10
"®apmMaueBTUYH
a KoMnaHisi
"3popos's"”,
YkpaiHa
62. | AOKCA303UN | tabnetku no 4 mr: ToBapwucTtBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX MaTepianis: 3MiHa 3asBHMKa 3a UA/2974/01/03
H no 10 Tabnetok y obMexeHow BUPOBHMUTBA, (BnacHuka peecTpauiiHoro noceig4yeHHs) (3rigHo Hakazy MO3 peuenmom
GnicTepi; no 2 BiAgNoBiganbHi KOHTPOIb SIKOCTI, Bia 23.07.2015 Ne 460). BBegeHHs 3MiH NpoTsirom 6-Tu MicsuiB
6nictepn B Kopobui CTIo BUNYCK cepii: nicns 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn Wwopao
3 KapTOHY "®apmaueBTu ToBapwucTtBo 3 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay. BeegeHHs abo
YHa KOMMaHis obmexeHoto 3MiHM [0 y3aranbHeHUX AaHuX Npo cuctemy dapmMakoHarnsay
"3popos’a" BiAnNoBiganbHicT (BBEOEHHS y3aranbHEHVX AaHWX Npo CUCTeMy

to "ocnigHun
3aBog "M'HUIC,
YkpaiHa;

BCi cTaail
BMPOGHMLTBA,
KOHTPOIb SIKOCTI,
BUMYCK cepii:
ToBapucTtBo 3
obmexeHo
BignoBiganbHicT
10 "OAPMEKC
reyn-,
YkpaiHa;

BCi cTaail
BUPOOHMUTBA,
KOHTPOIb SIKOCTI,
BUMYCK cepii:
ToBapwucTBo 3
oBGMeXeHo
BiANoBiganbHicT
10
"®apmMaueBTUYH

dapmakoHarnsgy, 3aMiHa ynoBHOBaXeHoi ocobu,
BiANoBiganbHoI 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asiBHUKA ANs 34iINCHEHHS
dapmakoHarnagy B YkpaiHi, Ko BoHa BiAMiHHa Bif
ynoBHOBaXeHoI ocobu, BignosiaansHoi 3a 3giNCHEHHS
bapmakoHarnsgy (BKMYar4uM KOHTaKTHi AaHi) Ta/abo 3amiHn y
po3milLieHHI MacTep-anna cuctemu papMmakoHarnsay).
3miHa ynoBHOBaXeHOI 0cobu 3asiBHUKa, BiAMNoBiAansHoI 3a
capmakoHarnsg. Litova pegakuis: MNnakciHa OnexHa
BonogvmupisHa. MNponoHoBaHa pepakuis: LLleByeHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX OAHUX YNOBHOBaXEHOi 0cobu
3asiBHUKA, BiANOBiAanbHOI 3a 3AiIMNCHEHHS hapmakoHarnsgy.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
a KoMnaHis
"3gopos'a"”,
YkpaiHa
63. | AOKCOPYBIL | po3uunH ans iHdy3in, Mepak Himevuunna BignoBigae 3a Himevumna 3miHu Il TUny - 3miHK Wopo Ge3nekn/edPekTMBHOCTI Ta 3a UA/14471/01/01
WH MEOAK 2 mr/mn no 5 mn (10 [esenbwadpt BTOPUHHE dapmakoHarnagy. 3mMiHu y KOpOTKili xapakTepucTumui peuenmom
mr) abo no 10 mn drop KniHiwe nakyBaHHS, nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
(20 mr), abo no 25 LWneuiansnpe HaHeCceHHs MEeAMNYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM AaHVMU 3
mn (50 mr), abo no napate M6X 3aXMCHOI MMiBKK AKOCTI, AOKNIHIYHUMW, KMiHIYHUMW AaHMMU Ta AaHUMK 3
100 mn (200 mr) y Ha donakoH dapmakoHarnagy - 3aTBepaKeHHst TEKCTY IHCTPYKUiT ans
dnakoHi, no 1 abo 5 (onuioHanbHo), ME[MNYHOro 3aCTOCYBaHHS Ta TEKCTY MapKyBaHHS YNaKoBKu
dnakoHiB B ynaxkosLi [03BiN Ha nikapcbkoro 3acoby ao PeecTpauinHoro nocsig4eHHs
BUMYCK cepii: NeUA/14471/01/01, satBepgxeHoro Hakaszom MO3 Big,
Mepak 13.04.2021 Ne721. IHdbopmalid, BUKNageHa B iHCTPYKLUIi,
[esenbwadt BiAMNoBiAae matepianam peecTpaLinHoOro AOCLE Ta OHOBIEHIN
brop KniHiwe iHcpopmalii 3 6e3nekn 3acTocyBaHHS Ai04OI PEYOBUHMU.
Lneuianenpena
pate M6X,
HimeyumnHa;
BigNoBigae 3a
BMPOBHMLTBO
Hepo3dacoBaHO
1 NnpoaykKuii,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOIb SKOCTI:
OHkoTtek ®apma
MpogakwH
v6X,
HimeyumnHa;
BignoBigae 3a
BTOPWHHE
nakyBaHHs1,
HaHeCceHHs
3aXUCHOI NNiBKK
Ha donakoH
(onuioHanbHo):
Meg-IKC-MNpecc
m6X,
HimeyuunHa
64. | QONAPEH® renb no 20 r abo no Habpoc IHAis Habpoc ®apma IHAisa 3MiHn | TUny - 3miHK 3 gkocTi. FoToBMI Nikapcbkuii 3aci6. bes UA/18576/01/01
50 ry Ty6i; no 1 Ty6i dapma lBT. MeT. JITa. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y metogax peuenma
Y KapTOHHI ITa. BUNpPoBYBaHHS rOTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHWU y
ynakoBLi mMeTofax BUnpobyBaHb (BKMHOYa4umn 3amiHy abo JOMOBHEHHS))
BBEJIEHHS HOBOTO METOAY KOHTPOSHO KifbKICHOTO BU3HAYEHHS
Aitoyoi pevoBuHU MeHTony (€D, 2.2.28, meTop raszosoi
xpomatorpadii).
BBefeHHs 3MiH NpOTArom 6-Tv MicsiLiB Nicnsi 3aTBEPOAXKEHHS.
65. | APOTABEPU | tabnetkn no 40 mr ToBapucTtBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX MaTepianis: 3MiHa 3asBHMKa be3 UA/10344/01/01
H no 10 Tabnetok y 06MeXeHo BUPOOHMUTBA, (BnacHuka peecTpaLiiHoro NocBigveHHs) (3rigHo Hakasy MO3 peuenma
GnicTepi; no 1 abo 2 BignosiganeHi KOHTPOIb SIKOCTI, Big 23.07.2015 Ne 460). 3MiHM BHECEHI B TEKCT MapKyBaHHsI
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Gnictepu B kOpOOLi CTHO BUMYCK Cepii: BTOPWHHOI YNakoBKW NMikapcbkoro 3acoby y 3B"A3Ky 3i 3MiHOO
3 KapToHy; no 10 "®apmaneBTn ToBapucTtso 3 3asBHUKA (BNacHMKa peecTpauinHoro noceigveHHs). BeeaeHHs
Tabnetok y YHa KOMMaHis 0oBMeXeHo 3MiH NPOTArom 6-Tn MicsALiB Nicns 3aTBEpPPKEHHS; 3MiHK | Tuny
Gnictepax "3popos's" BianosiganbHicT - 3MiHu wopno 6eanekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
10 "[ocnigHui BBeneHHs1 abo 3MiHU [0 y3aranbHEHVX AaHKX NPO CUCTEMY
3aBog "MHUNC", chapmakoHarnsgy (BBefeHHs y3aranbHEeHUX 4aHnx npo
YkpaiHa; cuctemy chapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,
BCi cTagii BiANOBIganbHOI 3a 34iINCHEHHSA (hapMaKoHarnsay; KOHTaKTHOI
BMPOGHMLTBA, ocobu 3 hapmakoHarnagy 3asBHUKa AN 3AINCHEHHS
KOHTPOSb SKOCTI, tapmakoHarnagy B YkpaiHi, Ko BOHa BigMiHHa Big
BUMYCK cepii: YMOBHOBaXXEHOi 0cObM, BignoBiganbHOI 3a 30iNCHEHHS
ToBapucTtBeo 3 chapmakoHarnsgy (BKM4ar4ym KOHTaKTHi gaHi) Ta/abo amiHn y
oBMexeHo po3MilLeHHi MacTep-chaina cuctemn chapmakoHarnsgy) -
BiAnoBiganbHicT 3miHa ynoBHOBa)KeHOI 0cobu 3asiBHMKa, BiANOBIAANbLHOI 3a
10 "®APMEKC cdapmakoHarnsg. Litova pegakuis: MNMnakciHa OnexHa
reyn-, BonoagumupisHa. NponoHoBaHa pegakuisi: LLieByeHko OneHa
Ykpaina; IropiBHa. 3MiHa KOHTaKTHUX AaHUX YNIOBHOBAXEHOi 0Ccobm
BCi cTaaii 3asiBHMKA, Bi4NoBiganbHoI 3a 3AiNCHEHHA dhapMakoHarnsgy
BUPOBHMUTBA,
KOHTPOIb SIKOCTI,
BUMYCK Cepil:
ToBapucTtBeo 3
obmexeHoto
BigNoOBiganbHiCT
10
"®apmMaueBTUYH
a KoMnaHis
"3gopos's",
YKkpaiHa
66. | OYOTPAB® Kpanni o4Hi; no 2,5 HoBaprTic LLisenuapis AnkoH-KyBpbop Benbrisa 3MiHu | TUny - 3miHK 3 AkocTi. FoToBMIA Nikapcbkuii 3aci6. 3a UA/6292/01/01
My dONakoHi- dapma Al KoHTponb AONOMiXXHUX peqoBMH. 3MiHU B METOAj CUHTE3y abo peuenmom
KpanenbHu1ui; no 1 pereHepadii HehapMakonenHoi JOMOMKHOI PEYOBUHY (SIKLLO
dnakoHy- onucaHo y focbe) abo HOBOT AOMOMIXKHOI PEYOBUHM (HE3HAYHI
KpanenbHuLi B 3MiHM Yy MeToAi cMHTE3y abo pereHepaLii HedbapmakonenHoi
NPOMIXKHI ynakoBLyj, [OMNOMiXKHOI pe4yoBUHM abo HOBOT AOMOMIDKHOT PEYOBUHMN)
L0 BKlagaeTbcs B He3Ha4Hi 3MiHV B onuci Npoueci AMCTUNALT SONOMDKHOT
KOPOGKY 3 KapTOHY peyoBuHM lMonikBag 3 METOK BUMPaBMNEHHS AESKUX
CynepeyHOoCTel Y pestome TeXHIYHoro channy. BeeaeHHs amiH
nNpoTArom 6-T1 MicsLIB NicNs 3aTBEPAKEHHS.
67. | EFNOHIN® kancynu no 50 wmr; TOB "CaHodi- YkpaiHa OENbO®APM ®paHuis 3Minu Il TUny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI Ta 3a UA/3818/02/01
Ne 30 (15x2): no 15 ABeHTiC OIPKOH dapmakoHarnagy. 3MiHu y KOpOTKili XxapaKTepucTumLi peuenmom
Kancyn y énictepi; YkpaiHa" nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta iIHCTPYKUiT Ans

no 2 6nictepu B
KapTOHHiI kopobLyi
Ne 30 (30x1): no 30
Kancyn y énictepi;
no 1 6nictepy B
KapTOHHiI kopobuyi

MEAMYHOrO 3aCTOCYBaHHS! Y 3B’sI3KY i3 HOBUMMW AaHUMU 3
SKOCTI, AOKNIHIYHUMW, KMiHIYHUMM JAHUMW Ta aHUMU 3
dapmakoHarnsgy - 3MiH1 BHECEHO B iHCTpYKLjito Ans
MeAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby Ao po3ainis
"OcobnuBocTi 3acTocyBaHHS" Ta "3acTocyBaHHS y nepiof
BariTHocTi abo rogyBaHHs rpyaato”. BBegeHHs 3MiH NpoTsirom
6-T1 MicsiliB nicnst 3aTBepakKeHHs. -3MiHn |l Tuny - 3MiHn
oo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. 3MiHu y
KOPOTKili XapakTepucTuLi Nnikapcbkoro 3acoby, TeKCTi
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep

n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o

n 3acoby ynakoeka) noceio4yeHHs1
MapKyBaHHS! Ta IHCTPYKUii ANS MEANYHOrO 3aCTOCYBaHHS y
3B’A3KY i3 HOBMMMW A@HUMMU 3 SIKOCTi, AOKNIHIYHUMW, KNiHIYHUMN
AaHVMU Ta AaHMMK 3 dhapmakoHarnsay - 3MiHM BHECEHO B
iHCTpYyKUIiito ANs MegnYHOro 3acTocyBaHHS Nikapcbkoro 3acoby
no po3sginis "OcobnusocTi 3acTocyBaHHA" Ta "To6iuHi peakuii”.
BBefeHHs 3MiH NpOoTArom 6-T MicsiLiB Micnsi 3aTBEPAXKEHHS.

68. | ENbAENPUN TabneTtku no 5 mr, OpioH DiHNaHAain OpioH DiHngaHaia 3miHun | Tuny - 3minHm 3 sikocTi. CepTudikaT BignosigHocTi/lE- 3a UA/5566/01/01
no 100 TabneTok y KopnopeniH KopnopenH, cepTudikaT BiANoBiAHOCTI €EBpONENChKi peuenmom
cdnakoHi; no 1 DiHnAHAais; dapmakonei/MoHorpadii. NMogaHHA HOBOro abo OHOBNEHOMO
¢bnakoHy B OpioH cepTudikaTta BignoBigHOCTIi abo BUNyYeHHs cepTudikara
KapTOHHIN kopobLi KopnopenH, BignoBigHOCTi €Bponencoki papmakonei: ans AdPl; ans

diHnaHaisa BUXiOHOrO MaTepiany/peareHTy/npoMiXXKHOro NPOAYKTY, LU0
(anbTepHaTUBHU BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; anst 4ONOMIDKHOT
1 BUPOOHUK, Lo peyoBUHM (CepTuUdikaTt BiANOBIAHOCTI €BpPONENChKin
34iNCHI0E dapmakonei) - OHoBNEHUIN cepTudikart Big yxe
nepBUHHE Ta 3aTBEpOKEHOro BUPOGHMKa -
BTOPUHHE noAaHHst OHOBNEHOro cepTudikara BiANOBIAHOCTI
nakyBaHH4, €ponevickkin papmakonei Ne R1-CEP 1998-014 - Rev 03
BUNYCK Cepilt) (3aTBepakeHo: R1-CEP 1998-014 - Rev 02) gns AdI
ceneriniHy rigpoxnopuay Bif BXe 3aTBepa)KeHOro BUpobHuka
Chinoin Pharmaceutical and Chemical Works Private Co Ltd,
YropuuHa, y Hacnigok AogaBaHHs iHopmaLii Woao TepMiHy
NMOBTOPHOro BMNPOBYBaHHS; BUNy4YeHHs BUNpobyBaHHA Ha
BaXKi MeTanu; BBEAEHHS 3BiTYy 3 OLHKN PU3NKIB LLOAO BMICTY
erneMeHTHMX AOMILLIOK BiAnoBiaHO A0 BUMOr HacTaHosu ICH
Q3D.

69. | ENINEH PO34MH ANs iH'eKLin, MEOA Ab LLBeuis BUPOGHMUK, CLUA/ BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: * 3MiHu | Tuny - 3a UA/14931/01/01
0,3 mr/posy; BianoBiganbHWn Hinepnangn AOMiHiCTpaTUBHI 3MiHW. BunyyeHHs BUPOGHWMYOI AinbHMLI peuenmom
no 2 Mr po3ynHy y 3a BUPOOHMLTBO / (Bkmrovaroum ainbHuui ana A®l, npomixkHoro npogykTy abo
nonepegHL0 Hepo3sdacoBaHo Danis/ roTOBOrO fikapcbKoro 3acoby, AinbHWLi ANst NPOBEAEHHSI
HarMoBHEHIN pyyLli; T npoaykuii Himeyumna nakyBaHHs, BAPOOHMKA, BiAMNOBiAaNbLHOrO 3a BUMYCK Cepilt,
no 1 nonepeaHeo (nigroToBka, MicLie NpoBeEeHHS KOHTPOMI cepii) abo nocTtavyanbHUKa
HaMoBHEHIW py4Lli B acentuyHa BMXiQHOro Matepiany, peareHTy abo JONOMiXXHOT pevoBUHU
Ty6i; no 1 Ty6i B inbTpauis, (sKLWo 3a3HaveHo y aocke) (A.7. IA)

KopobLi 3 KapTOHY HarnoBHEHHSs Ta BunyyeHHs BUPOOHMYOI AinbHUL, WO 3HAaX0AUTLCS 3a
yKyrnopka): appecoto BepkwratT y6ep aeH TanxeH O6epesiHrep LUtpacce
MepigiaH 149, 44339 JopTMyHA, HiMewyunHa ans anbTepHaTUBHOMO
Megikan Bupo6bHuka, BignosigansHOro 3a MapKyBaHHs Ta BTOPUHHY
TekHonomxuc, ynakoBky ®apmJlor ®apma Jorictuk MMEX.
IHk., CLLUA;
BMPOGHMK,
BigNoBiganbHUN
3a TECTYBaHHS
Ta
KOMMMeKTaLito:
MepigiaH
Megikan
TekHonoaxwuc,
IHk., CLUA;
BMPOGHMK,

BiAnNoBiganbHUN
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

3a MapKyBaHHs
Ta BTOPUHHY
yNaKoBKY:
Mo B.B.
(MaHydakTypiHr
[NekemXuHr
dapmaka),
HigepnaHaw;
KOMMaHis, Wo
BiOgNOBigae 3a
NpOBeAEHHSs
KOHTPOS0
SAKOCTI:
€BpodiHc
Biocapma
Mpopakt
TecrTiHr, aHis;
BUPOBHMK,
BigNoOBiganbHUN
3a BUMYCK cepii:
MEJA dapma
'M6X eHp Ko.
K, HimeyuunHa;
anbTepHaTUBHU
1 BUPOOHUK,
BianoBiganbHWn
3a MapKyBaHHS
Ta BTOPUHHY
yMaKoBKY:
Mo B.B.
(MaHydakTypiHr
MekemKuHr
dapmaka),
HigepnaHaw;
anbTepHaTUBHA
1 BUPOOHWK,
BigNoBiganbHUN
3a MapKyBaHHs
Ta BTOPUHHY
yNaKoBKy:
POLW-OENLTA
'm6X enp Ko.
KI', HimeuuunHa;
anbTepHaTUBHU
1 BUPOOHUK,
BigNoBiganbHUN
3a MapKyBaHHs
Ta BTOPUHHY
yNaKoBKy:
dapwmJlor
dapma JloricTmk
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

'mM6X,
Himev4yunHa

70.

ENINEH
IOHIOP

PO34MH NS iH'EKLiNn,
0,15 mr/goay;

no 2 Mi PO34nHY y
nonepeaHL0
HanoOBHEHIN pyuLi;
no 1 nonepegHLo
HanoBHEHiIN py4Li B
Ty6i; no 1 1y6i B
KopobLi 3 KapTOHY

MEJA Ab

LBeuis

BUPOBHMK,
BignoBiganbHWn
3a BUPOBHMLTBO
Hepo3dgacoBaHO

T npoaykuii

(migroToBka,
acentnyHa
dinbTpauis,
HaMoBHEHHSA Ta
yKynopka):

MepigiaH

Megikan
TekHonoaxwuc,

IHK., CLUA;

BUPOBHMK,
BigNoOBiganbHUN
3a TeCTyBaHHS

Ta
KOMMMeKTaLito:
MepigiaH
Megikan
TekHonoaxwuc,

IHK., CLUA;

BMPOGHMK,
BigNoBiganbHUN
3a MapKyBaHHS

Ta BTOPUHHY
yNaKoBKy:

Mo B.B.
(ManydakTypiHr

[NekeaXuHr

dapmaka),

Hinepnanaw;
KOMMaHis, Wwo
BignoBigae 3a
NPOBEAEHHS
KOHTpOMo
SIKOCTI:
€BpodiHC

Biodpapma

MpogakT
TecrTiHr, OaHis;

BMPOGHMUK,
BigNoBiganbHUN
3a BUMYCK cepii:

MEJA dapma
'm6X enp Ko.
KI', HimeyuunHa;

CLIA/
Higepnangm
/

Danis/
Himevumna

BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny -
AaMiHiCTpaTUBHI 3MiHW. BunyveHHs BUpOBHWUYOI AinbHULI
(Bkntovaroum ainbHuui ana A®l, npomixkHoro npogykTy abo
roTOBOrO fikapcbKoro 3acoby, AinbHWLi AN NPOBEAEHHS
nakyBaHHs1, BUpobHuKa, BiANOBiAanbLHOro 3a BUMYCK cepil,

MicLie NPOBEAEHHS KOHTPOMIO cepii) abo nocTtayanbHuKa
BMXiQHOro Matepiarny, peareHTy abo JONOMiXXHOI pe4oBUHM
(KO 3a3Ha4YeHo y A0oCbe) BunyyeHHs BUPOOHMYOI AinbHUL
Ans anbTepHaTnBHOro BupobHuka, BignosigansHoro 3a
MapKyBaHHs Ta BTOPVUHHY YNaKoBKY

3a
peuenmom

UA/14932/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep

n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o

n 3acoby ynakoeka) noceio4yeHHs1

anbTepHaTMBHM
" BUPOBHUK,
BigNoBiganbHUN
3a MapKyBaHHs
Ta BTOPUHHY
YNakoBKy:
MMN® B.B.
(MaHydakTypiHr
[NekemXuHr
dapmaka),
Higepnanaw;
anbTepHaTMBHM
1 BUPOOHUK,
BiAnoBiganbHWn
3a MapKyBaHHS
Ta BTOPUHHY
yNaKoBKY:
POLW-AENBTA
'M6X eHp Ko.
K, HimeyuunHa;
anbTepHaTMBHM
N BUPOOHUK,
BiAnoBiganbHWn
3a MapKyBaHHS
Ta BTOPUHHY
YNaKoBKY:
dapwmllor
®apma JloricTuk
v6X,
HimeuwunHa
71. | ETOPUKOKC | nopoLuok My6nivyHe YkpaiHa BurotoBneHHsi IHAis BHECEHHS 3MiH 10 peecTpaLiliHix maTepiani: TexHivyHa - UA/19021/01/01
715 (cybeTaHuis) y aKuioHepHe NPOMiXXHOro nomwunka (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460),
nonieTuneHoBmx TOBapuCTBO npoaykTy BunpaBneHHs TexHIYHUX NOMWUIOK, 3rigHo nn.4 n.2.4. posginy
nakeTax aons "HaykoBo- (Ketosulfone): VI Hakady MOS Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii
dapmaLeBTU4HOro BMPOGHNYUIA Kopei opraHik Haka3y MO3 Ykpainu Big 23.07.2015 p Ne 460) — nomunku y
3acToCyBaHHs LEeHTp MeT. JlTo, IHAis; MKA, nos'sizaHi 3 nepeknagom abo nepeHeceHHsIM
"BopLuariscbk BurotosneHHs iHdopMaUii, Woao0 HaMMeHYBaHHS Ta MiCLLe3HaxXo4KeHHS
Wi XiMiKo- cybcTaHuji, BUPOOHMKA, siki Oynun JonyLueHi nig Yac npoBeAeHHs
dapmaneBTny nakyBaHHs, npouenypu peectpaldii nikapcekoro 3acoby (Haka3 Ne2374 Big,
Hu 3aBog" dacyBaHHs Ta 28.10.2021p.), y MeTogax koHTponto sikocTi, byna gonylieHa
BMNYCK cepii: TeXHiYHa NoMUIIKa y MicLie3HaxoOXeHHi BupobHuka AdI, a
Anembik TaKoX He Byno 3a3HayeHo BUPOBHMYY AiNbHULIO BUMYCKY
dapmachbioTikan NPOMIDXHOrO NPOAYKTY: 3a3HaueHe BUNpaBneHHs Bianosigae
c Nimiteq, IHais mMarepianam peecTpauifiHoro JocCke.

72. | 3APCIO® PO34UH ANS iH'eKLIN CaHpo3 'mbX AscTpis An i Ti HimevunHa/ 3MinHu | Trny - 3mikn 3 akocTi. A®L. KonTtponb A®I. SmiHa y 3a UA/12447/01/01
abo iHdysin, 30 mnH Bionorika Mm6X, ABcTpia mMeTofax BunpobyBaHHs A®I abo BuxigHoro peuenmom
0p/0,5 mm; mo 0,5 HimeyumHa marepiany/npoMiXHOro NpoaykTy/peareHTy, LWo
M1 PO3YKHY B (BignoBigansHWi BUKOPUCTOBYETbCS Y NpoLleci BUpobHuLTBa A®I (He3HauHi
nonepeaHL0 3a 3MiHW y 3aTBEpHKEHNX MeToAax BUNPODYBaHHS) -
3arnoBHEHOMY BMPOGHMLTBO, He3HayHi 3MiH1 B aHaniTM4HOMY MeTOZi i30eNeKTPUYHOro
wnpuui, nakyBaHHS, okycyBaHHs (IEF) ana akTnBHOI pe4oBMHU inbrpacTnMm:
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
OCHalLeHoro KOHTPO~b cepii); 3MiHa meTogay Bisyanisauii 6inka 3 PlusOne ™ Silver Staining
NOPLUHEM, CaHpo3 M'mbX — Kit (Cytiva) Ha po3po6neHuii KomnaHieto BHYTPILLHiK Habip,
iH'EKLNHOIO rOnKot, bisHec ekBiBaneHTHUI PlusOne™ Silver Staining Kit (Cytiva),
KOBMa4ykoMm Ta nigpo3aain BignoBigHo Ao iHpopmalii BupobHuka. Kpim Toro, BnacHuk
3aXUCHUM TexXHonorivyHa PeeCcTpaLinHOro AOCLE CKOPUCTABCS MOXIMBICTIO BNPOBaANTH
NPUCTPOEM ANs po3pobka Ta He3HauyHi pefakuiviHi 3miHu B po3gini 3.2.S.4.2. AHaniTu4Hi
3anobiraHHs BUPOGHMLTBO METOAMKM.
MOLUKOKEHHS GionoriyHnx
ronKkoto nicns niKapcbknx
3acTOCyBaHHS, y 3acobis
GnicTepHi ynakosLuyj; LWadTenay
no1a6o5 (6TOM OMNC),
GrictepHux ABCTpis
yrnakoBOK B (BignoBiganbHun
KapTOHHIl kopobui 3a
BUPOBHMUTBO,
nakyBaHHs,
KOHTPOIb cepil
Ta BUNycK cepii)

73. | 3APCIO® PO3YMH ANS iH'EKLIN CaHpgo3 'mM6X ABcTpis An i Ti Himeyvumna/ 3miHu | Trny - 3minm 3 akocTi. A®l. Kontpone A®I. 3miHa y 3a UA/12447/01/02
abo iHdya3in, 48 MnH Bionorika MM6X, ABcTpisn MeTodax BunpobysaHHst APl abo BuxigHoro peuenmom
0p4/0,5 mn; no 0,5 HimeuyunHa mMaTepiany/npomMiKHOro NpoayKTy/peareHTy, Wo
MIT PO3YMHY B (BignoBiganbHun BMKOPWCTOBYETLCS Y npoueci BUpobHuuTea A®I (Hes3HayHi
nonepeaHL0 3a 3MiHW Y 3aTBEPAXKEHNX METOAAX BUNPOBYBaHHS) -
3arnoBHEHOMY BMPOGHMLTBO, He3HauHi 3MiH1 B aHaniTM4HOMY MeTOZ| i30eNeKTPUYHOro
Lnpuui, nakyBaHHs, dokycyBaHHs (IEF) ons aktmBHOI peqoBuHM dinbrpacTm:

OCHalLleHoro KOHTpOnb cepii); 3MiHa meToay Bidyanisauii 6inka 3 PlusOne ™ Silver Staining
NOpLUHEM, CaHpo3 M'M6X — Kit (Cytiva) Ha po3pobneHuii KoMnaHieto BHYTPILLHIA Habip,
iH'EKLINHOIO rOnKot, BisHec eksiBaneHTHun PlusOne™ Silver Staining Kit (Cytiva),
KOBMa4ykom Ta nigposain BigMNoBigHO Ao iHpopMmauii BupoGHuka. Kpim Toro, BnacHuk
3aXMCHUM TexHonorivyHa PEeECTPALiNHOIO AOCHE CKOPUCTABCS MOXIMBICTIO BNPOBaAUTH
NPUCTPOEM ANs pospobka Ta He3HauHi peAakuiviHi 3MiHn B po3aini 3.2.S.4.2. AHaniTuyHi
3anobiraHHs BUPOGHULTBO METOAMKM.
MOLUKOIKEHHS BionoriyHmx
ronKoto nicrns nikapcbKnx
3acTOCyBaHHs, y 3acobis
GnicTepHii ynakoBLuj; WadTeHay
no1abo5 (6TOM OMNC),
GnictepHux ABCTpis
yrNakoBOK B (BignoBigansHWi
KapTOHHiI kopobLyi 3a
BMPOGHMLTBO,
nakyBaHHs1,
KOHTpOrb cepii
Ta BUMYycK cepii)

74. | IBAHOPOHO KOHLeHTpaT Ans Akkopg Benuka Bupo6HuuTBO Inpis/ BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny - 3a UA/16515/01/01
BA KUCINOTA | po3unHy gns Xenckea JlTa. BpuTaHis rotoBoro J13, Benuka 3MiHM 3 AkocTi. F0TOBMI Nikapcbkuii 3acib. 3miHNM y peuenmom
AKKOPO iHdpy3in, 1mr/mn no 2 nepBUHHE, BpuTanis/ BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYTbCS

M Tano 6 mny BTOPUHHE YropwuHa BUMYCKY Cepii Ta KOHTPOSIO SIKOCTi FOTOBOrO NiKapCbKOro
cdnakoHax, no 1 nakyBaHH4, 3acoby (3amiHa abo fofaBaHHA AiNbHUL, Ha SIKin

KOHTPOIb SIKOCTi:

30iNCHIOETLCS KOHTPOIb/BUMNPOOYBaHHS cepii) - JoaaBaHHs
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nakoHy y IHTac AinbHUUI 3 koHTponto sikocTi PAPMABANIL JTTa.
KapTOHHiI kopobui dapmacboTuken MikpobionoriyHa nabopaTtopis, Byn. Tatpa 27/6., Byaanewr,
c Nimiten, IHAais; 1136, YropwmHa/PHARMAVALID Ltd. Microbiological
BTopuHHe Laboratory, Tatra u. 27/b., Budapest, 1136, Hungary
nakyBaHHsI:
Akkopa Xenckea
Nimiten, Benuka
BpuTaHis;
KoHTponb
AKOCTI:
Beccninr
XaHrepi K.,
YropwuHa;
BignoeiganbHuii
3a BUMYCK cepii:
Akkopa Xenckea
JlimiTen, Benuka
BpuTtaHis;
KoHTponb
SKOCTI:
SAPMABANIA
nTo.
MikpobionoriuHa
naboparopis,
YropwuHa
75. | IBAHOPOHO TabneTkn, BKpUTI Mictpan AHrnis CiHToH XicnaHis, Icnanis 3miHu | TUNy - AgMiHICTpaTUBHI 3MiHW. BunyyeHHst BUpobHuyoi 3a UA/16004/01/02
BA NNiBKOBOK Kenitan C.n. OinbHULI (BKNtoYaroum ainbHuui anst ADI, npomixxHoro peuenmom
KUCINOTA- obonoHkoto, no 150 MeHemKkmeHT npoaykTy abo rotoBoro nikapcbkoro 3acoby, AinbHuLi Ans
BICTA 150 Mmr, no 3 TabneTtkn y Nimiten NPOBEAEHHS NaKyBaHHS, BUPOOHYMKa, BignoBigansHoro 3a
Mmr 6nicTepi; no 1 BUMNYCK Cepil, MicLie NPoBeAEHHS KOHTPOTto cepii) abo
6nictepy B nocTtavanbHuKa BMXigHOro maTtepiany, peareHty abo
KapTOHHI kopobLyi AOMOMDKHOT PEYOBUHU (SIKLLO 3a3HayYeHo y A0Cbe) BunyyeHHs
Bupo6GHuka Dr. Reddy's Laboratories, India ana A®l 3
MaTepianis peecTpauiiHoro oCbe.
76. | IHOANAMIO NOpPOLLIOK Yewmo I6epika, IcnaHis IHgycTpiane ITanisa 3Minn | TUny - 3miHm 3 akocTi. CepTudikat BignosigHocTi/lTE- - UA/9710/01/01
(cybeTaHuis) y C.A. Kimika, C.P.J1. cepTudikaT BignoBigHOCTI €EBponenchkii
NoABINHNX apmakonei/moHorpadii. NMogaHHsA HoBoro abo OHOBNEHOTO
nonieTuneHoBmx cepTudikaTta BignoBigHOCTi abo BUNy4eHHs cepTudikara
nakeTax ans BignoBigHocTi EBponeicbki papmakonei: anst AdDI; ana
apmaLeBTUYHOIO BMXiQHOro MaTtepiany/peareHTy/npoMiXKHOro NPOAYKTY, L0
3acToCyBaHHs BMKOPVCTOBYIOTBCS Y BUpOobHUUTBI APIl; ons onoMikHOT

peyvoBUHM (cepTuUdikaT BiaNoBigHOCTI EBponenchki
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBepOKeHOro BUPOGHMKa -

NnoJaHHs OHOBMEHOro cepTudpikata BigNoBIAHOCTI
€Bponelicbkint papmakonei Ne R1-CEP 2008-140-Rev 01
(3aTBepakeHo: R1-CEP 2008-140-Rev 00). Ak Hacnigok,

BBeAEeHHS y creunadikaLito KOHTposto Aomiwok N-
HiTposogunetunamiHy NDEA Ta N-HiTpo3oammeTunamiHy

(NDMA) 3 BignoBigHOK METOAMKOL.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
77. | IHOANEH TabneTtkn, BKpUTI dapmaneBTny Monbwa dapmaueBTUYHU Monblwa 3MmiHun | TMny - 3MiHKM 3 sikocTi. FoToBMIA Nikapcbkmin 3aci6. 3a UA/0877/01/01
obornoHkot, no 2,5 HWUIA 3aBOS, 1 3aBog KoHTporb roToBoro nikapcbkoro 3acoby (iHLwi 3MiHK) - peuenmom
mr no 10 TabneTok y "MONb®APM "MOJIbAAPMA" OHOBEHHSI BXXe 3aTBEePOKEHNX METOAIB KOHTPOIO SKOCTI
Gnictepi; no 2 abo 3 A" C.A. C.A. nikapcbKkoro 3acoby, a caMe: BUKageHHs! TEKCTY AepKaBHO
abo 6 brictepiB y MOBOIO 3riAHO Cy4aCHUX BUMOT
KapTOHHI kopobui
78. | IHOAHPUKC cycnensisa (DTPa- makcoCmiTKn Benuka "makcoCmitKns Benbrisa 3MinHu | TNy - 3minm 3 sikocTi. A®L. BupobHuuTteo. 3milu B 3a UA/16235/01/01
FEKCA™/INF HBV-IPV) ans anH Exkcnopt Bputanis nH Bionogxikans npoueci BupobHuutea A®| (HeaHavHa 3MiHa y npoueci peuenmom
ANRIX iH’ekuin no 0,5 mn (1 Nimiten C.A. BUpobHMUTBa ADI)
HEXA™ [o3a) Ta niodinisat HesHauHi 3MiHM y npoueci BUPOGHULTBA MPOMDKHUX
KOMBIHOBA | (Hib); 1 nonepegHso MOHOBareHTHMX 6arnkis iHaKTMBOBaHOro NomioBipycy
HA HarnoBHEHWM (cepotunie 1, 2, 3), a came BUKOPUCTaHHS OaHIel
BAKLUUHA OAHOpa3oBun ynbTpaginbTpauiiHoi kaceTn Ta konoHkn SEC, HanoBHEHOT
ana wnpuy (mo 0,5 mn (1 cedpaposoto CL6B, Anst oumLLEeHHS pisHMX cepoTuniB.
NMPODINAKT [03a)) y KOMMeKTi 3 PepakuinHi npaeku go posginie 3.2.5.2.2, 3.2.5.2.5
UKU [BOMa rofnkamu Ta peecTpauiiHoro 4oCLE.
OUDTEPI, hnakoH 3
NMPABLA, niodpinizatom (Hib)
KALUMKOKY onsa 1 gosu, Wwo
(ALENIONAP | 3miwytoTbca nepea
HUN BUKOPUCTAHHAM
KOMMOHEHT | (wnpwy 3 ronkamu
), TENATUTY 3aKpUTi TYMOBUMM
B, KoBnaykamm); OBi
noniomieni ronku (ogHoro
TY TA po3mipy), Wwnpuy Ta
3AXBOPIOB nakoH repMeTUYHO
AHb, 3anakoBaHi y
36YAHUKOM nnacTUKoBMIN
AKUX € KOHTenHep; no 1 abo
HAEMOPHIL no 10 nnacTnkoBmx
us KOHTEWHepiB y
INFLUENZAE | kapTOHHil kopobui 3
TUny B MapKyBaHHSAM

YKpaiHCbKOK MOBOH);
1 nonepegHbLO
HanoBHEHWN
OfHOpa3oBUiA
wnpwuy (no 0,5 mn (1
[03a)) y KOMNNekTi 3
ABOMa ronkamu Ta
rakoH 3
niogpinizatom (Hib)
ans 1 gosu, Wwo
3MiLLyoTbCA nepen
BMKOPUCTaHHAM
(wnpwy 3 ronkamu
3aKpUTi TyMOBUMM
KoBMaykamu); aBi
ronku (ogHoro
po3Mipy), Wwnpuy Ta
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
dnakoH repMeTU4HO
3anakoBaHi y
nNnacTUKoBU
KOHTelHep; no 1 abo
no 10 nnacTukoBmx
KOHTENHepiB y
KapTOHHIl kopobLi 3
MapKyBaHHAM
aHrMiNCLKOK MOBOIO
3i CTUKepamun
YKPaiHCbKOKO MOBOHO
79. | IH®OAHPUKC cycneHsis (DTPa- makcoCmiTKn Benwka "nakcoCwmiTKns Benbris 3Mminn | TMny - 3miHn 3 skocTi. A®l. BUpobHUUTBO. 3MiHM B 3a UA/15832/01/01
™ INB XIB / IPV) ons iH’ekuin no anH Excnopt BputaHia nH Bionogxikana npoueci BupobHmuTea APl (HeaHayHa 3MiHa y npoueci peuenmom
INFANRIX™ 0,5 mn (1 gosa) Ta Nimiteq C.A. BMpOGHMUTBa ADI)
IPV HIB niodpinizat (Hib); HesHauHi 3MiHM y npoueci BUPOGHULTBA NMPOMIKHUX
KOMBIHOBA | cycneHsis (DTPa- MOHOBasIeHTHMX BarnkiB iHaKTMBOBAHOro MosioBipycy
HA IPV) ons iH’ekuin no (cepotunie 1, 2, 3), a came BUKOPUCTaHHS OJHI€el
BAKLUMHA 0,5 mn (1 posa) y ynbTpaginbTpauiiHoi kaceTn Ta konoHkn SEC, HanoBHEHOT
onsa nonepegHbo cechapo3soto CL6B, 4 OUMLLEHHS Pi3HUX CEepOoTUNIB.
MPO®INAKT HarnoBHEHOMY PepakuinHi npasku go posginis 3.2.5.2.2, 3.2.5.2.5
UKHn OAHOPa30BOMY peecTpauiiHoro 4oCLE.
OUDTEPII, wnpuui Ne 1y
NMPABLA, KOMMIEKTi 3 ABOMA
KALLJTIOKY ronkamu Ta
(ALUENONAP | niodinisat (Hib) y
HUN cpnakoni Ne 1, wo
KOMMNOHEHT | 3miwytoTbecsa nepea
), BUKOPWUCTAHHSIM; MO
noniomieni 1 nonepenHbO
TYTA HanoBHEHOMY
3AXBOPIOB ofHOpa3oBOMY
AHb, LLINPULY Y KOMMMEKTI
3BYAHUKOM | 3 oBoma ronkamu ta
AKUX € 1 pnakoHom 3
HAEMOPHIL nioginiatom (Hib) y
us BaKyyMHin
INFLUENZAE | cTepunbHin
TANY B ynakosLi; no 1
BaKyyMHin
CTEepUnbHiIN ynakoBsLi
Y KapTOHHIln kopobui
80. | IPUHOTEKAH | koHUeHTpaT ans Mepak Himeuyunna Bupo6Huk, Lo HimeuuunHa 3miHu | TNy - 3miHn Wwoao 6eanekn/edekTMBHOCTI Ta 3a UA/11702/01/01
MEOAK NPUroTyBaHHs [esenbwadpt Bignosigae 3a dapmakoHarnsay. BeeaeHHst abo 3MiHM 4o y3aranbHeHUX peuenmom
po34nHy AnA drop KniHiwe MapKyBaHHS AaHux npo cuctemMy chapmakoHarnsagy (BBeAeHHs
iHdpy3in, 20 mr/mm; LWneuiansbnpe nepBUHHOI y3aranbHeHUX AaHnx Npo cuctemy papmakoHarnsagy, 3amiHa
no 2 mn (40 mr), abo napate M6X yNaKoBKMU, yNnoBHOBaeHoI ocobu, BignoBiaansHoOi 3a 3aiNCHEHHS
no 5 mn (100 wmr), BTOPUHHE bapmakoHarnsgy; KOHTakTHOI ocobu 3 hapmakoHarnsay
abo no 15 mn (300 nakyBaHHs, 3asBHMKa ANs 34iNcCHeHHs bapmakoHarnagy B YKpaiHi, aKwo
M) y CKISIHOMY HaHEeCEeHHs BOHa BiIMiHHa Bif YNOBHOBaXeHOi 0cobu, BianoBiganbHoi 3a

cdnakoHi; no 1
dnakoHy B nayui

3aXUCHOI NNiBKK
(onuioHanbHO),

3[iNCHeHHS dhapmakoHarnagy (BKIoYakdm KOHTaKTHiI AaHi)
Ta/abo 3MiHM y po3MilleHHI MacTep-daiina cuctemu
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

KOHTPOIb/BUMNPO
6yBaHHsA cepii Ta
3a BUNyCK cepii:
Mepak
esenbwadpt
brop KniHiwe
LWneuianenpena
paTte M6X,
Hime4vuuHa;
Bupo6HuK, wo
Bignosigae 3a
BUPOBHMLTBO
nikapcbKkoro
3acoby,
nepBuUHHE
nakyBaHHS,
MapKyBaHHs1
NepBUHHOI
YNaKOBKM,
BTOPWHHE
nakyBaHHs,
KOHTPOrb/BUMNPO
ByBaHHSA cepii:
OHkoTek Papma
MpogakwH
m6X,
HimeuvuuHa;
Bupo6Huk, Lo
Bignosigae 3a
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHs,
HaHeCEeHHs
3axMCHOI NNiBKK
(onuioHanbHO):
Meg-IKC-MNpecc
M6X,
HimeyuymHa

dapmakoHarnagy) 3miHa ynoBHOBaxeHOi 0cobu 3asiBHUKaA,
BignoBiganbHoI 3a 3aiicHeHHsA chapmakoHarnsaay. [itoya
pepakuiqa: Dr. Hans- Juergen Kuehnel. lNMponoHoBaHa
pegakuis: Dr. Barbara Jogereit. 3MiHa KOHTaKTHUX AaHUX
ynoBHOBaxeHOi 0cobu 3asiBHUKA, BignosiganbHoi 3a
3iicHeHHs dhapmakoHarnagy.

81.

nopikcone®

cnpeit, 85 mr/r no 30
'y KOHTENHepi
nnacT1KoBOMY 3
MeXaHi4YHUM
HacocoMm Ta
po3nunoBayem; no
1 KOHTelNHepy B
nadui 3 KapToHy

TOB
"Mikpocapm"

YkpaiHa

TOB
"Mikpocapm"

YkpaiHa

3MiHu | TUNYy - 3miHK 3 sikocTi. FoTOBMIA Nikapcbkui 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHS rOTOBOTO NiKapCbKoro 3acoby (iHLWi 3MiHN y

MeTofax BunpobyBaHb (BKMOYa4n 3amiHy abo JONOBHEHHS))

BBEAEHHS HOBOTO METOAY KOHTPOIIO KiflbKICHOTO BU3HAYEHHS

LitoYoi pevoBrHN MeHTOny (EP, 2.2.28, MmeToa ra3oBoi
xpomatorpadii).
BBegeHHs 3MiH NpOTArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXKEHHS.

6e3
peuenma

UA/5764/01/01

82.

KABIHTOH

Tabnetku no 5 wmr,
no 25 Tabnetok y
GnicTepi; no 2
Gnictepn y
KapTOHHIN ynakoBUi

BAT "lepneoH
PixTep"

YropwuHa

BAT "lepgeoH
PixTep"

YropwuHa

3MiHn | TUny - 3miHm 3 akocTi. CepTudikat BignosigHocTi/lTE-
cepTudikaT BignoBigHOCTI €EBponenchkii
apmakonei/moHorpadii. NMoaaHHsA HoBoro abo OHOBNEHOIO
cepTtudcpikaTa BignoBigHOCTi abo BUNyYeHHs cepTudikaTta
BigNoBIigHOCTI €Bponewchbkin apmakonei: ans A®l; ans

3a
peuernmom

UA/4854/01/02
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

BMXiQHOro matepiany/peareHTy/npoMiXKHOTO NPOAYKTY, L0
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ana aonomixkHoT
peyoBUHYM (cepTudikaT BigNOBIAHOCTI €BpONENCHKIN
dapmakonei) - OHOBNEHUI cepTudikar Big yxe
3aTBEPKEHOrO BUPOBHMKA -

MopaHHa oHoBneHoro CepTtudikaty BignosigHocTti €O Ne R1-
CEP 2011-059-Rev 00 (3atBepmxeHo RO-CEP 2011-059-Rev
00) Ha BiHNOLETVH Bif BXe 3aTBepOKeHOro BUPOobHYKa
Gedeon Richteg Plc, YropwuHa, Ta sik Hacnigok amiHa
NOCUNaHHsA Ha MeTop 3a NOKa3HUKOM «3aruLLKOBi
PO34YMHHUKMY B cneuudikauii Ta aHaniTMYHIn MeToaunui Aito4yoi
peYoBUHY, Ska Byna JONOBHEHA rPaHUYHUM BUNPOBYBaHHAM
ons 6eHsony, 6e3 amiHn B cneundikadii 13, 3miHn | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BigNoBigHOCTI €Bponeichkin thapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBMEHOro cepTudikaTta BignoBiAHOCTI
abo Buny4eHHsi cepTudikata BiaNoBIAHOCTI EBpONENChKin
capmakonei: gna Adl; gnsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOBHUUTBI API; AN 4ONOMIKHOT
pevoBUHYU (cepTudikaT BiaNoBIAHOCTI €BpONENCHKi
dapmakonei) - OHoBNEHUI cepTudikart Big yxe
3aTBEpPAKEHOro BMpOOHWMKa - NogaHHSA OHOBNEHOrO
Ceptudikaty BignosigHocTi €P Ne R1-CEP 2011-059-Rev 01
Ha BIHMOLUETUH Bif BXe 3aTBepaxeHoro BupobHuka Gedeon
Richteg Plc, YropwuHa, Ta sk Hacnigok 3miHa B cneuudikadii
Ta aHaniTU4HIn MeToamui Aito4oi pevoBUHU, a caMe: 3MiHa
NocunaHHs Ha MeToA 3a nokasHukamu «laeHTudikauis — 14
TecT», «BTparta B Maci npu BucyLLyBaHHi», «CynbdaTtHa
30Ma», «3anuLKoBi PO3YMHHMKMY 6e3 3MiH B KpUTEpisx
npuiiHsaTHocTi A®I Ta cneundikauii 3.

83.

KABIHTOH

KOHLIeHTpaT Ans
PO34MHyY Ans
iHdpy3in, 5 mr/mn; no
2 Mn B amnyni; no 5
amnyn y
NNacTuKoBin opmi;
no 2 NNacTuKoBi
OpMU B KAPTOHHIN
ynakoBLi

BAT "l'epgeoH
PixTep"

YropwuHa

BAT "leneoH
PixTep"

YropwuHa

3Minn | TUny - 3miHm 3 akocTi. CepTudikat BignosigHocTi/lTE-
cepTudikaT BignoBigHOCTI €EBponenchkii

apmakonei/moHorpadii. NMogaHHA HoBoro abo OHOBNEHOTO
cepTtudpikaTa BignosigHOCTi abo BuNy4YeHHs cepTudikaTta
BignoBigHocTi €Bponeichki papmakonei: anst AdDI; ana
BUXiAHOrO MaTepiany/peareHTy/NpoMiKHOrO NPOAYKTY, LLO
BMKOPVCTOBYIOTBCS Y BUpOobHUUTBI APIl; ons onoMikHOT

peyvoBUHM (cepTuUdikaT BiaNoBigHOCTI EBponenchki
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBepOKeHOro BUPOGHMKa -

MopnaHHsa oHoBneHoro CepTudikaTty BignosigHocTi €O Ne R1-
CEP 2011-059-Rev 00 (3aTBepmxeHo RO-CEP 2011-059-Rev
00) Ha BiHMOLETWH Bif BXe 3aTBepAKeHOro BUPoGHMKa
Gedeon Richteg Plc, YropwuHa, Ta sik Hacnigok 3amiHa
NocunaHHsA Ha MeToz 3a NOKa3HUKOM «3anuLLKOoBi
PO34YMHHUKMY B cnieumdikaLii Ta aHaniTUYHIn MeToaunLi Aito4yoi
peyvoBUHY, sika Byna AOMOBHEHA rpaHNYHUM BUNPOGYBaHHAM
anst 6eHsony, 6e3 3miHu B cneuudikadii M3, 3miHn | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
Bi4NoOBIigHOCTI €Bponenchkin dapmakonei/moHorpadii.

3a
peuernmom

UA/4854/02/01
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

MopaHHsA HoBOro abo OHOBIEHOro cepTudikaTta BigNoOBIgHOCTI
abo BUny4eHHsi cepTudikata BignoBigHOCTI €EBPONENChHKil
capmakonei: gna Adl; gnsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ana aonomixkHoT
peyoBUHYM (cepTudikaT BiaNOBIAHOCTI €BpONENCHKIN
dapmakonei) - OHOBNEHUI cepTudikar Bif yxxe
3aTBEPYKEHOrO BUPOOHUKA - MNoJaHHs OHOBEHOrO
CepTudikaty ignosigHocTi €& Ne R1-CEP 2011-059-Rev 01
Ha BIHMOLUETUH Bif BXe 3aTBepaxeHoro BupobHuka Gedeon
Richteg Plc, YropwuHa, Ta sk Hacnigok 3MiHa B cneuudikauii
Ta aHaniTUYHIN MeToaunLi 4ito4oi pevyoBUHN, a caMe: 3MiHa
nocunaHHAa Ha MeTop 3a nokasHukamu «lageHTtudikauis — 14
TecT», «BTparta B maci npu BucyLlyBaHHi», «CynbdaTtHa
3ona», «3anuwKoBi PO3YNHHUKNY 6e3 3MiH B KpUTEpIisiX
npunHaTHocTi AP Ta cneumdikadii 113.

84.

KABIHTOH
®OPTE

Tabnetku no 10 mr
no 15 rabnetok y
6nictepi; no 2 abo 6
GnictepiB y
KapTOHHIN ynakoBLj

BAT "T'egeoH
PixTep"

YropwuHa

BAT "T'eneoH
Pixtep"

YropwwmHa

3Minn | TUny - 3miHm 3 akocTi. CepTudikat BignosigHocTI/lTE-
cepTudikaT BianoBigHOCTI €BpONenchbKin

tapmakonei/MoHorpadgii. NMogaHHsA HoOBOro abo OHOBNEHOMO
cepTtudpikaTa BignoBigHOCTI abo BUNyYeHHs cepTudikaTta
BignoBigHocTi €Bponeiickkin hapmakonei: ans A®l; ans
BMXiQHOro Matepiany/peareHTy/NpoMiXKHOro MPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOBHUUTBI API; AN 4ONOMIKHOT

peyoBUHM (cepTuUdikaTt BianoBigHOCTI €EBponenchki
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBepKEHOro BUPOGHMKa -

MopgaHHs oHoBneHoro CepTudikaTty BignosigHocTi €O Ne R1-
CEP 2011-059-Rev 00 (3aTBepmxeHo RO-CEP 2011-059-Rev
00) Ha BiHMOLETMH Bif BXe 3aTBepAXeHOro BUpobHuka
Gedeon Richteg Plc, YropwuHa, Ta sik Hacnigok 3amiHa
NMOCUMNaHHsA Ha MeTop 3a NOKa3HUKOM «3aruLLKOBi
PO34YMHHUKMY B cneuudikalii Ta aHaniTMYHIn MeToauui Aitoyoi
peYoBUHY, Ska Byna JONOBHEHA rPaHUYHUM BUNPOBYBaHHAM
ans 6eHsony, 6e3 3miHu B cneuudikadii [M3. 3MiHn | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BigMNoBigHOCTI €Bponenchkii papmakonei/MmoHorpadii.
MopgaHHsa HoBoro abo oHOBNEHOro cepTudikaTta BiANOBIQHOCTI
abo BuNy4eHHsi cepTudikaTa BiaNOBIAHOCTI €BpONENCHKI
capmaxkonei: gna A®l; ansa BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUpOOHUUTBI API; ans onoMikHOT
peyvoBUHM (cepTuUdikaT BiaNoBigHOCTI EBponenchki
apmakonei) - OHoBREeHU cepTudikat Bif yxe
3aTBepKEHOro BMpobHUKa - MNogaHHA OHOBNEHOro
Ceptudikaty BignosigHocTti €® Ne R1-CEP 2011-059-Rev 01
Ha BIHMOLUETUH Bif BXe 3aTBepAxeHoro BupobHuka Gedeon
Richteg Plc, YropwuHa, Ta sk Hacnigok 3aMmiHa B cnevudikadii
Ta aHaniTU4HIn MeToaumui Aito40i pe4oBUHM, a caMe: 3MiHa
NocunaHHs Ha MeToA 3a nokasHukamm «laeHTudikauis — 14
TecT», «BTtparta B Maci npu BucyLwyBaHHi», «CynbdaTtHa

3a
peuernmom

UA/4854/01/01




40 [TponoBkeHHs qoaaTka 2
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
30nay, «3anuLKoBi PO3YNMHHMKMY 6e3 3MiH B KpUTepisx
npunHaTHocTi A®I Ta cneuudikauii [113.
85. | KAHOI®OPC- | kancynu TBepai no MAHKAMH], IHAis PAYEM IHpis 3MiHun | TMny - 3MiHKM 3 sikocTi. FoToBMIA Nikapcbkmin 3aci6. 3a UA/17640/01/01
100 100 wr, no 10 DPAPMA DAPMA KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa napameTpis peuenmom
Kancyn y énictepi; JIMITEQ NIMITEQ cneumdikauivi Ta/abo 4OMYCTUMMX MEX rOTOBOTO NiKapChbKoro
no 3 6nictepu B 3acoby (iHLi 3MiHW) - KpUTEpIi NPUIUHATHOCTI 3a NOKA3HMKaMK
KapTOHHIN ynakoBLj «laeHnTndikadis», «KinbkicHe BU3Ha4YeHHs», « OgHOPIAHICTb
[030BaHUX OAMHMLbL» Ta « CynpoBiaHi 4OMILLKU» B
cneumdikaLii roToBOro nikapcbkoro 3acoby npuBegeHo y
BignoBigHiCTb 40 MoHorpadii «ltraconazole capsules» BP.
3MiHn | TUny - 3miHK 3 AkocTi. FoToBMI Nikapcbkuii 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y metogax
BMNPOOYBaHHS rOTOBOIO NikapcbKoro 3acoby (iHWwi 3MiHK y
mMeTofax BunpobyBaHb (BKIHOYa4M 3amiHy abo JOMOBHEHHS))
- METOOMKM 3a NOKasHMKaMu «laeHTudikauisy, «PO34MHEHHSY,
«KinbkicHe BU3Ha4eHHs», «CynpoBigHi JOMILLKM» Ta
«OaHOpIgHICTb 4O30BAaHUX OAMHWLIbY NPUBEAEHO Y
BiANOBIAHICTb A0 MoHorpadii «ltraconazole capsules» BP
86. | KAPBOIJIAT | KOHUeHTpaT Ans Mepaxk Himeuunna BTopuHHe HimeyunHa 3minu | Trny - 3miHn wopo 6esnekun/edekTMBHOCTI Ta 3a UA/10829/01/01
WH MEOAK po34nHy Ans [esenbwadt nakyBaHHs, apmakoHarnsaay (iHwi 3mMiHW) 3MiHW BHECEHI B TEKCT peuenmom
iHdy3in, 10 mr/mn, brop KniHiwe MapKyBaHHS, MapKyBaHHA NEPBUHHOI ynakokn y nyHkT "6. IHWE" Ta
no 5 mn abo 15 mn, LWneuiansnpe KOHTpOrb Ta BTOPWHHOI ynakoBku y MyHKT "17 IHLWE" wopao BunyyeHHs
abo 45 mn, abo 60 napate M6X BUMNYCK Cepil: iHdopmauii - (mg/ml). BBeaeHHs 3miH npoTarom 6-Tu micauis
mn, abo 100 mn y Mepak nicnsa 3aTBepaKeHHs
dnakoHi; no 1 [esenbwadt
dnakoHy B drop KniHiwe
KapTOHHiI kopobui Lneuianbnpena
pate M6X,
HimeuuuHa;
Bupo6HuuTBO
"in bulk",
nepBuHHe
nakyBaHHs Ta
KOHTPOIb Cepin:
OHkoTtek Papma
MpogakwH
mb6X,
HimeyunHa
87. | KAO®ETIH Tabnetku; no 6 ANKANOIOQ AL | Pecny6nika ANKANOIOQ AQ Pecnybnika 3MiHu | TUNYy - 3miHK 3 sikocTi. MoTOBMIA Nikapcbkuii 3aci6. bes UA/4125/01/01
CK® Tabnetok y Ckon'e MiBHiYHa Ckon'e lMiBHiuHa KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis peuenma
nepdopoBaHoMy MakegoHis MakenoHis cneuudikauin Ta/abo 4ONYCTUMUX MEX rOTOBOTO JiKapCbKoro
cTpuni; no 1 abo 2 3acoby (iHWi 3MiHW) - BBEOEHHS NEPIOANYHOCTI TECTYBaHHS 3a
CTPUNM B KAPTOHHIN nokasHukom "MikpobionoriyHa unctoTa" y cneuudikadiio npu
Kopob6ui; no 10 BWMYCKY: NPOBOANTLCSA Ha KOXHIiN 10-ii npoMucnosin cepii abo
Tabnetok y Ha OfHil cepii Ha pik, 3 ornsay Ha Te, sike AocniaxXeHHs byae
nepdopoBaHoOMy paHiwe.
cTpwvni; no 1 ctpuny
B KApPTOHHIl kopobui
88. | KETOHAN® rens 2,5% no50ry CaHnpos CnoBeHisa CantoTac HimeuyunHa 3miHun | Tuny - 3miHm 3 sikocTi. CepTudikaT BignosigHocTi/lE- 3a UA/8325/05/01
Ty6i; no 1 Ty6i B dapmacbloTika ®apma 'mbX, cepTudikaT BignoBigHOCTI €EBpoNenchKi peuernmom
KapTOHHIN kopobui ns3 a.a. HimeyumHa apmakonei/MoHorpadii. NogaHHs HoBoro abo OHOBMNEHOIO
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

(BUPOBHMLTBO
3a MOBHMM
LKIOM;
KOHTpOrb cepii)

cepTudikaTta BignoBigHOCTIi abo BUNy4eHHs cepTudikara
BigNoBigHOCTI €Bponewckkin hapmakonei: ana A®l; ans
BVXiQHOro Matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, L0
BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI ADI; anst 4ONOMIDKHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIn
dapmakonei) - OHOBNEHUI cepTudikar Bif yxe
3aTBepOKeHOro BUPOGHMKa -
noAaHHs OHOBMEHoro cepTudikara BiANOBIAHOCTI
€ponevickkin hapmakonei Ne R1-CEP 2003-136 - Rev 07
(3aTBepakeHo: R1-CEP 2003-136 - Rev 06) gna AdI
KeTonpodeHy Bif BXe 3aTBepMHKeHOro BUpobHuka Zhejiang
Jiuzhou Pharmaceutical Co., Ltd, Kutan, y Hacnigok 3aMiH y
MeTOAMLi BU3HAYEHHS 3aNnMULLKOBUX PO3YUHHUKIB.

89.

KETOPOI

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto, no 10
mr no 10 TabneTok y
antoMiHin-
antomiHiesomy (Alu-
Alu) 6niictepi; no 2
Gnictepu y navui

O-p Peagi'c
JTabopaTtopic
Ntg

IHAisA

O-p Pepgi'c
JTabopaTtopic
Jta, Bupo6Huya
ainsHUUA — |1

IHais

3MiHn | TUny - 3miHK 3 AkocTi. FoToBMI Nikapcbkuii 3aci6.
3MiHM y BUpoBHMUTBI. 3MiHM BMNpobyBaHb abo AonyCTUMMUX
MeXX, BCTaHOBMEHWX Y cneumdikauisx, nig Yyac BMpobHMuTBa
roTOBOro MiKapCbKOro 3acoby (iHLi 3MiHWN) BHECEHHS 3MiH 40 p.
3.2.P.3 Mpouec BnpobHULTBaA fikapcbkoro 3acoby, 3okpema:
Ha cTagii Blend Buny4mMT pyTUHHUIA KOHTPOSO 3@ NOKA3HUKOM
"KinbkicHe BM3Ha4eHHs", BUNpoOyBaHHSA NPOBOAMTY NULLE Nig
yac BMpOOHMUTBA BanigauiHMX cepiii. BBeOEHHS 3MiH
nNpoTArom 6-Tu MicsiLiB nicns 3aTBepaKeHHs. 3MiHu | Tuny -
3MiHK 3 AkocTi. [oToBUIA Nikapcbkuii 3acid. 3miHn y
BUPOGHMUTBI. 3MiHM BUNpobyBaHb abo JONyCTUMNX MEX,
BCTaHOBIEHUX Y crneundikauisx, nig Yac BMpobHMUUTBa
roTOBOro MiKapCbKoro 3acoby (iHLi 3MiHN) BHECEHHS 3MiH A0 p.
3.2.P.3 MNpouec BMpoGHMLTBA NikapCcbkoro 3acoby, 3okpema:
Ha cTagii Blend BUNy4YnTN PYTUHHUIA KOHTPOMIO 3@ NOKa3HUKOM
"Boaa", BunpobyBaHHA NpoBOAUTM NULLE Nif Yac
BMPOGHMUTBA BanigaLiHux cepiii. BBEAEHHS 3MiH MPOTSAroM 6-
TV MicsuiB nicns 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTi.
[oToBWI Nikapcbkui 3aci6. 3MiHU Y BUPOBHMLTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBIEHUX Y
cneuudikauisix, nig Yyac BUpOBHULITBA rOTOBOrO NiKapCbKoro
3acoby (BUIyYeHHS HECYTTEBOIO BUNPOOYBaHHS B NPOLECI
BUPOGHMLTBA) BHECEHHS 3MiH 0 p. 3.2.P.3 Mpouec
BMPOGHMLTBA nikapcbkoro 3acoby, 3okpeMa: Ha cTagii Blend
BUITYYUTW PYTUHHWIA KOHTPOTIO 3a NokasHukom "Onmc”,
BMNpoOyBaHHS NPOBOAWUTU NuLLEe Mg Yac BUpobHULITBA
BanigauiHmx cepin.
BBEJEHHSA 3MiH NPOTArom 6-Tn MicAUIB Nicns 3aTBEpAXXEHHS.

3a
peuernmom

UA/2566/02/01

90.

KUCEHb
MEOUYHUIA
rA3onoaisH
un

ra3 y 6anoHax
o6'emomno 1n,2n,
3n,5n,6mn8n,10
n,20n,40n,50 n;y
rpynax 6anoHis
o6'emom 480 n (40 n
x 12), 600 n (50 n x
12), 640 n (40 n x
16), 720 n (40 n x
18), 800 n (50 n x

MpAT
“XapkiBCbkun
aBTOreHHUIN
3aBoa’

YkpaiHa

MpAT
“XapkiBCbkun
aBTOreHHUIN
3aBoa’

YkpaiHa

3miHu | TNy - 3miHn Wwoao 6eanekn/edekTMBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHW) - OHOBNEHHSI TEKCTY
MapKyBaHHS! yMakoBKM MikapcbKoro 3acoby

3a
peuernmom

UA/3603/01/01




42 [TponoBkeHHs 1oaaTKa 2
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
16), 800 n (40 n x
20), 840 n (40 n x
21), 1050 n (50 n x
21); y meranakax C4
(4 x 150 n), C6 (6 x
150 n); 3
rasucpikatopis
KpPiOre€HHUX
91. | KNNIMAKCAH Tabnetku; no 20 TOB "Martepia YkpaiHa 3AT CaHToHika JlntBa 3MiHun | TMny - 3MiHKM 3 sikocTi. FoTOBMIA Nikapchkumin 3aci6. be3 UA/12815/01/01
FTOMEOIATW | Ttabnetok y 6nicTepi; Mepuka- KoHTposb JOMOMDKHUX peqoBUH. 3MiHa y MeTogax peuenma
YHUA no 1 6nictepy y YkpaiHa" BUNPOOYBaHHSA AOMOMDKHOI PEYOBMHM (iHLLI 3MiHW y MeToaax
KapTOHHIl kopobui BMNPOOYBaHHS (BKMoYatoum 3aMiHy abo goaaBaHHs))
BBEJEHHS oAaTKOBOro MetoAy BunpobyBaHHS Ha
iaeHTudiIKaLjio 4OMOMIKHOI PEYOBMHM NaKTO3M MOHOrIApaT -
Roman spectrophotometry PH Eur.2.2.48 ((3aTtBepaxeHuit: IR
spectrophotometry 2.2.24).
92. | KNONIAOrPE | tabnetku, BKpUTI ToBapucTso 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpauiiHixX maTtepianis: 3MiHa 3asiBHUKa 3a UA/3924/01/01
nb o06onoHkKoto, no 75 obmexeHot BUPOBHMUTBA, (BnacHuka peecTpaLiiHoro noceigveHHs) (3rigHo Hakasy MO3 peuenmom
mr no 10 TabneTok y BignoBiganbHi KOHTPOIb SIKOCTI, Big 23.07.2015 Ne 460) BBeaeHHs 3MiH NpPOTArom 6-Tun micsAuUiB
GnicTepi: mo 1 abo 2, CTIo BMNYCK cepii: nicns 3aTBepAKEHHs; 3MiHW | Tuny - 3miHn Wwoao
abo 3 Gnictepn B "dapmaueBTu ToBapucTBo 3 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
KOpoO6Li 3 KapTOHY YHa KOMMaHis obmexeHoto 3MiHM A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnagy
"3popos's" BiAMNoBiganbHicT (BBEOEHHS y3aranbHEHVX AaHNX NPo CUCTEMY
10 "[ocniaHuin dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
3asog "MHUNC", BiZNOBIganbHOI 3a 34iIMCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
Ykpaina; ocobu 3 hapmakoHarnagy sasBHVUKa AN 3AINCHEHHS
BCi cTaail dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHa Bif
BUPOBHMLTBA, YMOBHOBAXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
KOHTPOIb SKOCTI, dapmakoHarnsaay (BKOYaroun KOHTaKTHI AaHi) Ta/abo 3miHn y
BUMYCK cepii: po3MilLieHHI MacTep-aina cuctemm papmakoHarnsay) -
ToBapucTso 3 3MiHa YNOBHOBaXeHOI 0cobu 3asiBHMKA, BiAnoBigansHoI 3a
obmexeHoo dapmakoHarnsaa. Hitoya pepakuis: MNnakciHa OneHa
BignoBiganbHiCcT BonogvmupisHa. MNponoHoBaHa pepakuis: LLleByeHko OneHa
10"PAPMEKC IropiBHa. 3MiHa KOHTaKTHUX JAHUX YNOBHOBaXeHOi ocobu
rePymn", 3asBHUKA, BiAMNOBIAANLHOI 3a 3AiCHEHHS dhapmakoHarnsay
YkpaiHa;
BCi cTaail
BUPOOHMUTBA,
KOHTPOIb SIKOCTI,
BUMYCK cepii:
ToBapwucTBo 3
obmexeHo
BignoBiganbHicT
10
"®apmMaueBTUYH
a KoMnaHis
"3popos'sa"”,
YkpaiHa
93. | KNOTPUMA3 TabneTku BariHanbHi | MNakcoCmiTKn Benuka makcoCmiTKns MonbLa 3minn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI Ta bes3 UA/2564/01/01
on no 100 mr; no 6 anH Exkcnopt Bputanis MH dapmakoHarnsgy. 3MiHW y KOpPOTKili XapakTepucTui peuenma

TabneTtok y 6nictepi;

Nimiten

nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

no 1 Gnictepy B
KapTOHHIN ynakoBuj

dapmackioTrkan
3C.A.

MeONYHOro 3aCToCyBaHHS reHepuYHUX/ribpnaHux/GionoaioHnx
nikapcbkux 3acobiB Nicnsi BHECEHHs! Tiei camoi 3MiHM Ha
pedbepeHTHUIN Npenapar (3miHa He NoTpebye HagaHHs XOOHUX
HOBMX 0AATKOBUX AaHMX) 3MiHWM BHeCeHi Jo IHCTpykuii ons
MeaMYHOro 3acTOCyBaHHsI NikapCbkoro 3acoby A0 po3Ainis:
"dapmakonoriyHi BnactusocTi","MpoTnnokasaHHs", "Baaemogais
3 iHWKMMK NiKapcbknMy 3acobamu Ta iHWi BUuau B3aemogin”,
"OcobnueocTi 3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta fo3un"
, "Mepepno3yBaHHA" BiANoBIAHO A0 iHopMaLii pedhepeHTHoro
nikapcbkoro 3acoby (KaHecTteH, TabneTku BariHanbHi no 100
M).

BBegeHHs 3MiH NPOTArom 6-TU MicALIB Nicns 3aTBEPOKEHHS

94.

KNOTPUMA3
on-
DITODAPM

Ma3b 1% no 15r
abo no 25 ry Ty6i;
no 1 Ty6i y nayui 3
KapTOHY

MNPAT
"OITOPAPM"

YkpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH O peecTpaLliHUX maTepianis: 3miHum | Tuny -
3MiHn 3 gKkocTi. FoToBMIA Nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLWi 3MiHW) - peaakuiniHi npaBku B
cneundikauii Ta metTogax BunpobyeaHHs 13 3a nokazHukamm
«MponineHrnikonb», «Knotpumason», «(0-XnopdeHin)
andeHinveTtaHon», Ta «MikpobionoriyHa YnctoTa, 6e3 amiHu
MeToaMK BUNpobyBaHb Ta BCTHOBNEHNX JOMYCTUMUX MEX.
BBeageHHs 3MiH NpoTarom 6-Tu MicAUIB NiCNs 3aTBEPAXEHHS.
3Mminun | TMny - 3MiHK 3 sikocTi. [oToBUMIA Nikapcbkuie 3acib. Onnc
Ta cknag. 3miHa y cknagi (BoNoMiKHUX peYoBMHAX) rOTOBOTO
nikapcbkoro 3acoby (iHLWi A4ONOMDKHI pe4oBUHM) - 3amiHa
OfHI€ AOMOMIKHOI PEYOBMHW Ha iHLWY 3 TUMW CaMUMu
YHKLIOHANbHUMMW XapakTepucTUkaMu Ta Ha TOMy camMomy
piBHi. 3amiHa gonomixHoi pe4oBuHM MNpokcaHon-268 Ha
Monokcamep 338 B cknaai nikapcekoro 3acoby.
BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUiB NiCNs 3aTBEPAXEHHS.
3MiHn BHeceHi y po3ain "Cknaa" (4onomMikHi pe4oBuHN) B
iHCTpYyKLUIil0 ANs MeQUYHOro 3acToCyBaHHS fikapcbkoro 3acoby
(3amiHa JONOMiXHOT pe4oBUHU) Ta sIK HACMIAOK - BiANOBIAHI
3MiHW Y TEKCTi MapKyBaHHS yMakoBKU MikapcbKoro 3acoby.

6e3
peuenma

UA/3967/01/01

95.

KOMIPHATI /
COMIRNATY

™

KOHLeHTpaT Ans
aucnepcii ans
iH'ekuii; 1 donakoH
(0,45 mn) micTnTb 6
no3 no 30 mkr; 195
dnakoHiB y
KapTOHHI kopobui

Mdpansep
Eny.Ci.nMi.
KopnopenwH

CLA

Mdpansep
MeHtodekyypuH
r benbrist HB,
Benbrisi;
BanoHTek
MeHtodekdypuH
r 'm6X,
HimevuunHa

Benbrisi/
Himeyumna

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu Il Tuny -
3miHu wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHUN y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii ANS MeAUYHOro 3aCTOCYBaHHS Y
3B’A3KY i3 HOBUMMW JaHUMMU 3 SKOCTi, AOKNIHIYHUMW, KNiIHIYHUMUK
[aHMMK Ta gaHumm 3 chapmakoHarnsgy - BHeceHo oHOBNeHy
iHdpopmauiito go po3ginis 4.8 "MobivHi peakuii” Ta 5.1
"PapmakogmHamika" KOPOTKOI XapaKTepPUCTUKMN NiKapCbKOro
3acoby BiAMoBiAHO A0 pe3ynbTaTiB AocnimkeHHs C4591001
Loao AaHHKX 3 6e3neky Ans BCix y4acHWKIB BikoM cTaplue 16
POKiB, BKMOYAO4M yHaCHUKIB 3 NigTBEPAXEHUM
3axsoptoBaHHAM BIJ1. BignosigHi oHoBneHHs iHdopmaLi
BHECEHO [0 TEeKCTY NUCTKa-BKNagku: iHdopmadii ans
kopucTyBaya "4. MoxnuBi noGivHi peakuii”. 3asHaueHi 3MiHK
BigNoBigalTb 3MiHaM, 3aTBEPAXEHMM pilleHHsM EMA.
3asiBHUKOM HagaHo oHoBeHwul MYP Bepcia 2.2. Pestome MYP
Bepcis 2.2 aogaetbest. 3miHm |l Tuny - 3miHu Wwoao
6e3nekn/edekTMBHOCTI Ta bapmakoHarnsaay. 3MiHW y KOpOTKil
XapaKTepuCTuULi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta

3a
peuernmom

UA/18592/01/01
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eupobHUKa
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Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

iHCTPYKLUIii 4N MEeAWYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHUMW 3 SIKOCTi, OKMNIHIYHUMM, KNIHIMHUMW JaHUMK Ta
OaHumun 3 bapmakoHarnsagy - BHeceHo oHoBneHy iHdhopmalito
0o posginie 4.2 "Cnoci6 3actocyBaHHsi Ta gosn", 4.4.
"OcobnuBocTi 3acTocyBaHHs", 4.8 "MobivHi peakuii” Ta 5.1
"dpapmakogmHamika" KOPOTKOI XapaKTePUCTUKMN NiKapCbKoro
3acoby BiAMNOBIAHO A0 pe3ynbTaTiB AOCHIMKEHHS LWOoJ0
3acTocyBaHHsi BycTepHoi [o3u Ans ocib Bikom Big 18 pokis.
BignoBigHi OHOBNEHHs iHdhopMmalLlii BHECEHO [0 TEKCTY NUCTKa-
BKMagku: iHcpopmalii gna kopuctyBaya "3. Ak 3actocoByBaTh
npenapat KomipHati®, "4. MoxnuBi nobivHi peakuii". 3a3HaveHi
3MiHW BigMNOBIi4alTb 3MiHaM, 3aTBEpPAXEHUM piweHHam EMA.
3anBHUKOM HagaHo oHoBeHwi [YP Bepcis 2.2. Pestome MYP
Bepcisa 2.2 gogaetbes. 3minm |l Tuny - 3milu woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy. 3MiHM y KOpPOTKil
XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
iHCTPYKUIii AN MEAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
[aHUMW 3 AKOCTI, AOKMIHIYHUMW, KIiHIYHUMW gaHUMK Ta
baHumn 3 cbapmakoHarnsagy - BHeceHo oHoBneHy iHdhopmalito
0o posginis 4.2 "Cnocib 3actocyBaHHsi Ta gosn", 4.4.
"OcobnunBoCTi 3aCcTOCyBaHHNA" KOPOTKOI XapakTepUCTUKN
nikapcbKkoro 3acoby 040 MOXITMBOCTI 3aCTOCYBaHHS TPeTbOi
0031 LLoHaMeHLe Yepes 28 aHiB micns gpyroi o3m ocobam y
BiLj Big 12 pokiB 3 THXKMM iMyHOAEedILUTOM nicns
TpaHcnnaHTauii napeHxiMaTo3HUX opraHis. BignosigHi
OHOBIEHHS iHOpMaLLii BHECEHO 40 TEKCTY NUCTKA-BKITAOKM:
iHdbopMmauii ans kopuctysaya "3. Ak 3actocoByBaTy npenapat
KomipHarTi". 3a3HauyeHi 3MiHM BignosigaTb 3MiHaM,
3aTBEPKEHUM pilleHHaM EMA.
3asiBHMKOM HagaHo oHoBeHwul MYP Bepcia 2.2. Pestome MYP
Bepcis 2.2 [ogaeTbCs.

96.

KOMIPHATI /
COMIRNATY
™

KOHLeHTpaT Anis
aucnepcii ans
iH'ekuii; 1 dnakoH
(0,45 mn) mictutb 6
no3 no 30 mkr; 195
rakoHiB y
KapTOHHiI kopobLyi

Mdpansep
Eny.Ci.nMi.
KopriopenLuH

CLA

Mgpanzep
MeHtodekyypuH
r benbrist HB,
Bbenbrisi;
BanoHTek
MeHtodekyypuH
r 'm6X,
HimevuunHa

Benbrisi/
Himeyumna

BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny -
3MmiHu 3 skocTi. FoToBUMIA Nikapcbkuii 3aci6. KoHTponb
OOMNOMiXKHUX Pe4OBUH. 3MiHM B MeTodi CMHTe3y abo
pereHepadii HehapMakonenHoi JOMOMIKHOI PEYOBUHM (SIKLLO
onucaHo y focbe) abo HOBOT AOMOMIXKHOI PEYOBUHM (HE3HAYHI
3MiHM Yy MeToAi cMHTE3y abo pereHepaLii HedbapmakonenHoi
[OMOMiXKHOI pe4yoBUHM abo HOBOT JOMOMIDKHO| PEYOBUHM)
HesHauHi 3MiHW y MeTofi cuHTe3y HedbapmakonenHol
OonomikHOI peqoBuHu ALC-0159. 3miHu | Tuny - 3miHn 3
sKocTi. [oToBMIA Nikapcbkuii 3aci6. KOHTporb ONOMiIKHMX
peyoBuH. 3MiHa y MeTofax BUNPoByBaHHsI JOMNOMiXXHOT
PeYOoBUHM (iHLLi 3MiHX Y MeToAax BUNPODYBaHHS (BKMOYaoym
3aMiHy abo gopaBaHHs)) [logaBaHHSA anbTepHATUBHUX
MeTOAIB BUNPoDYyBaHHS (BU3HAYEHHS JOMILLOK Ta 3amnMLIKOBUX
PO3YMHHWKIB) ANs aHanidy HedapMaKkonenHoi JONOMIKHOI
peyoBuHM ALC-0159. miHu | Tuny - 3miHm 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb AONOMiXHMX peqoBUH. 3MiHa
napameTpiB cneuudikauin Ta/abo AonycTUMKUX MeX Ansi
[OMOMIDKHOI PEYOBUHM (OONOBHEHHSA cneuudikadii HoBUM
NOKa3HMKOM 3 BiANOBIAHMM METOAOM BUNPOOYBaHHS)

3a
peuernmom

UA/18592/01/01
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[opaBaHHs eTunaueTaTy siK 3ar1LLKOBOrO PO34YMHHMKa 40
cneundikauii gonomixHoi pevoBuHM ALC-0159. 3minm Il Tuny -
3MiHuM 3 akocTi. [oToBMI Nikapcbkuin 3aci6. (iHWi 3miHK)
BeeneHHs HoBoro noctavanbHuka Pfizer Inc., Groton, CT,
USA HedapmakoneriHoi gonomixHoi pevoBmHn ALC-0159
97. | KO- Tabnetku no 20 Mepk Lapn i LLIseniapis BUPOBHMK Benwka 3MiHun | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHS 3a UA/4279/01/01
PEHITEK® mr/12,5 mr, no 14 Ooym IOEA Hepo3dacoBaHo BputaHis/ Ta/abo agpecu MicLsl NPOBaKEHHSI QisiNbHOCTI peuenmom
TabneTok y bnictepi; mM6X i npoaykui, Hinepnanau BMpPOBHWKa/imnopTepa roToBoro nikapcbkoro 3acoby,
no 2 6nictepu B TECTYBaHHS: / BKITHOYAK04M AinNbHUL BUNYCKY cepii abo micLe npoBedeHHs
KapTOHHIl kopobui OpraHoH ®apma Benbria KOHTPOSIO SKOCTI. (QisNbHICTL, 3a SKy Bignosigae
(UK) Nimitea, BMPOGHMK/IMNOPTEP, HE BKMOYaYM BUMYCK Cepiit) 3MiHa
Benwuka Ha3Bu BUpobHuka 113 BignoBiganbHoOro 3a BUpoGHMUTBO
BpuTaHis; Hepo3acoBaHOI NPoAYKLUIi Ta TecTyBaHHs, 3 «Mepk LWapn i
MepBuHHa Ta Hoywm Jlimitea» Ha «OpraHoH ®apma (UK) JlimiTea», a Takox
BTOPWHHA BHECEHHS KOPEKTUBY [0 agpecy BUPOGHMKa 3 METO
ynakoBkKa, NpVBEAEHHS Y BiANOBIOHICTb A0 NiLeH3ii Ha BUPOOHMLTBO.
KOHTPOIb SKOCTI, 3Minn | TUny - 3miHm 3 akocTi. CepTudikat BignosigHocTI/lTE-
[03Bin Ha cepTudikaT BianoBigHOCTI €BpONenchbKin
BUMYCK Cepil: dapmakonei/MoHorpadii. NMogaHHs HoOBOro abo OHOBNEHOMO
Mepk Wapn i cepTtudpikaTa BignoBigHOCTI abo BUNyYeHHs cepTudikaTta
Hoym B.B., BignoBigHocTi €Bponeiickkin hapmakonei: ans A®l; ans
Higepnanaw; BUXiZHOrO MaTepiany/peareHTy/npoMiXKHOro NPOaYKTY, LU0
BMNYCK cepii: BMKOPVCTOBYIOTbCS Y BUPOBHUUTBI API; AN 4ONOMIKHOT
LWepinr-Mnay peyoBUHM (cepTuUdikaTt BianoBigHOCTI EBponenchkin
Jlabo H.B., apmakonei) - OHoBReHU cepTudikat Bif yxe
Benbrisa 3aTBEPAKEHOro BUPOOHMKA - NOAAHHSA OHOBEHOTO
cepTtudikaTa BignosigHocTi €Bponeickkin dapmakonei Ne R1-
CEP 2004-149 - Rev 05 (3aTBepaxeHo: R1-CEP 2004-149 -
Rev 04) ans A®I rigpoxnopoTiasuay Bif BXe 3aTBepAKeHOro
BMpo6HMKa Teva Pharmaceutical Industries Ltd., Israel, y
HacnifoK NpoBeAeHHS aHanidy pu3ukiB Ha BMICT B cybcTaHLii
ernemMeHTHUX AoMiwok 3rigHo Bumor KepisHuutea ICH Q3D,
pesynbTaTu SIKOro cBig4aThb NPO BiACYTHICTb EMEMEHTHUX
aomiwok B AdI.
98. | KPUHOH® renb BariHanbHu 8 Apec Tpewginr | LBenuapis HenapoH Benukobput 3MiHn | TUny - 3miHK 3 akocTi. FoToBMI Nikapcbkuii 3aci6. 3a UA/3490/01/01
%; no 1,45 r (wo C.A. BpeHac Jlimiten, aHis 3MiHu y BUpOGHMUTBI. 3MiHM y NpoLieci BUPOGHMLTBA rOTOBOrO peuenmom

BignoBigae oosi ans
BBeaeHHsA 1,125r) B
0HOL030BOMY
annikaTopi,
BKIaZeHoMy B
GaraToLuapoBy
ynakoBky; no 6 abo
15 ogHOp030BUX
annikaTtopis y
KapTOHHiI kopobui

BenukobputaHis
(BUPOBHWMK
Hepo3dacoBaHo
T npoaykuii Ta
KOHTPOSb
AKOCTi); Maponak
ar, Weenuapis
(nepBuHHa
ynakoBka); Xepa
MaHngi
PivapacoH
Nimiten,
BenukobputaHis
(koHTpOnb
SIKOCTI);

nikapcbKoro 3acoby, BKMIOYa0UM MPOMIKHWIA NPOAYKT, LLO
3aCTOCOBYETHLCS NMPU BUPOBGHULITBI FOTOBOIO NiKapCbKOro
3acoby (He3HayHa 3MiHa y NpoLeci BUPOOHULITBA) BHECEHHS
He3Ha4HMX 3MiH B NpoLec BUpOGHMLITBA rOTOBOrO fiKapCbKoro
3aco0y, 30kpemMa: foAaBaHHsA CybCcTaHLii akTUBHOI PeYOBUHM
nporecTepoHy A0 BOAHOI YaCTUHM rento y 3 eTanu 3amicTb 2.
3miHa 06ymoBneHa 3 MeTot GinbLL eheKTUBHOIO po3noginy
cybcTaHLUii nporecTepoHy y reni Yepes JoAaBaHHS MEHLINX
KiNbKOCTeN Ta BBEAEHHS [OAaTKOBOro eTany nepemillyBaHHS.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
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n 3acoby ynakoeka) noceio4yeHHs1
LleHTpan ®apma
(KoHTpakT
Mexinr) Jimitea,
BenukobputaHis
(BTOPUHHA
ynakoBka Ta
BUMYCK cepii)
99. | KCAIO- Kpanni O4Hi, PO34mH; TosapucTso 3 YkpaiHa ToBapuctso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHa 3asiBHUKa 3a UA/15905/01/01
PAPM no 5 mn y ¢pnakoHi 3 obmexeHot 0oBMeXeHo (BnacHuka peecTpaLiiHoro noceigveHHs) (3rigHo Hakasy MO3 peuenmom
KPWLLIKOHO- BignosiganbHi BianosiganbHicT Big 23.07.2015 Ne 460) BBeaeHHs 3MiH NpOTArom 6-Tun MicsiLiB
KpanenbHuueto; no 1 CTHO 10 "®APMEKC nicnsa 3aTBepAXKEHHs; 3MiHu | Tuny - 3MiHK Wwono
cdrakoHy y kopobui 3 "®APMEKC reyn" 6e3nekn/ecdeKkTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
KapTOHY reymn" 3MiHW J0 y3aranbHEHWX AaHuX Npo cUcTemy hapmMakoHarnsgy
(BBEAEHHSI y3aranbHEHMX JaHUX NPO CUCTEMY
capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS dhapMakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnsaay 3asiBHUKa Anst 3OiNCHEHHSs!
chapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA Big
yNoBHOBa)eHOi 0cobu, BignoeiganbHoI 3a 34iMCHEHHS
bapmakoHarnsgy (BKMYaro4um KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-chaina cuctemn chapmakoHarnsgy) -amiHa
YNOBHOBa)eHOT 0co6U 3asiBHMKA, BignoBigansHoi 3a
capmakoHarnsg. Litova pegakuis: MNnakciHa Onexa
BonogumupisHa. MNponoHoBaHa peakuis: Tonokesny
Bonogumup tOpirioBuY. 3MiHa KOHTaKTHUX JaHUX
yMOBHOBaXeHOoi 0cobu 3asBHUKa, BiAMOBIAANLHOI 3a
dapmakoHarnsg. 3miHa micusi 34iNCHEHHSI OCHOBHOI
fisnbHOCTi 3 dhapmakoHarnsgy. 3miHa MicLe3HaXOmKeHHs!
MacTep- cdavina cuctemu papmakoHarnsgy
100.| KCUHOKCIC® | Tabnetku, BKpUTI AT «dapmak» YkpaiHa AT «dapmak» YkpaiHa TexHiuHa nomwrnka (3rigHo Hakazy MO3 Big 23.07.2015 Ne 3a UA/18472/01/01
NniBKOBOKO 460) BunpaBneHo TexHidHy nomunky B po3aini "lNikapcbka peuenmom
obornoHkoto, no 200 dopma" Ta Aeski He3HaYHi rpamaTUYHiI MOMUIIKU B TEKCTI
Mmr no 10 TabneTok y IHCTPYKUIT ANS MeAMYHOro 3aCTOCyBaHHS fikapcbKoro 3acoby:
GnicTepi, no 6 3aTBepoKeHo:
GnicTepiB y navui INikapcbka dpopma. TabneTku, BKpUTI NNIBKOBOKO 0BOMOHKO0.
OCHOBHI (pi3nko-Ximi4Hi BMAcTMBOCTI: TabneTku kpyrnoi
dopmu, ABOONYKII, BKPUTI NIiBKOBOK 060M0HKO Binoro abo
mavixe 6inoro konbopy. 3anponoHoBaHo: Jlikapcbka hopma.
TabneTku, BKpUTI NMiBKOBOK 060M0HKOK. OCHOBHI (Di3nKO-
XiMi4Hi BnacTUBOCTI: TabneTku Kpyrmnoi ¢oopmu, 3 ABOOMYKMOH
NoBepXHe, BKPUTI NNiBKOBOI 060M0HKo0, 6inoro abo maike
6inoro konbopy. 3a3HayeHe BUMNpaBIEHHS BiANOBiAae
MaTepianam peecTpauiiHoro JOChe.
101.[ NAMIOEPM kpeM, 10 mr/r, no 10 €BPO IHAis IHooko Pemepic IHAis 3miHun | Tuny - 3miHun 3 sikocTi. CepTudikaT BignosigHocTi/lE- bes UA/1679/01/01
rabo 15 ry Ty6i; no NANDKEP TimiTen cepTudikat BiaNoBIAHOCTI EBPONENChKIN peuenma
1 Ty6i B KAPTOHHIN MPAVBIT dapmakonei/MoHorpadgii. NMogaHHA HOBOro abo OHOBIIEHOTO
KopobLi NIMITEL cepTudikaTta BignoBigHOCTi abo BUNy4eHHs cepTudikara

BignoBigHocTi €Bponeichki papmakonei: ans AdDI; ana

BVXiAHOro Marepiany/peareHTy/npoOMiKHOTO MPOAYKTY, LLO

BMKOPWCTOBYIOTbCS Y BUpOobHUUTBI API; ons onoMikHOT
peyoBUHU (cepTudikaT BiANOBIAHOCTI EBpONENChKin
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capmakonei) - HoBuii cepTudikaT Big BxXe 3aTBEpA)KEHOro

BUPOOHMKaA -
noAaHHsi HOBOro cepTudikaTa BignoBigHOCTI €BpoONeEnchbkKi
tapmakonei Ne R1-CEP 2012-310-Rev 02 ans gito4yoi
peyosuHu Terbinafine hydrochloride Big Bxe 3aTBepaxeHoro
BnpobHmka HETERO LABS LIMITED, IHgisi.
102.| TAHOTAH® T | kpanni O4Hi, po34nH AT "®apmak” YkpaiHa AT "®apmak” Ykpaina 3MiHn | TUny - 3miHm 3 akocTi. CepTudikat BignosigHocTI/TE- 3a UA/14936/01/01
no25mny cepTudikaT BiANoBiAHOCTI €EBpONENChKi peuenmom

cdnakoHi; no 1
bnakoHy y nadui 3
KapTOHY

dapmakonei/MoHorpadgii. 3MiHK, NOB'A3aHi 3 HEOOXiAHICTIO
NpVBEAEHHN Y BiANoBiaHICTb 40 MoHorpadii AdPY abo
€Bponencbkoi hapmakonei, abo iHWOoi HauioHanbHOI
capmakonei gepxaeun €C (3MiHa y cneundikauii
HedbapmakoneiHoro APl ans npuBeaeHHs y BignNoBIgHICTb A0
sumor AI®Y abo €sponericbkoi papmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C) - AdI - Po3again
«KonbopoBiCTb» BUNYyYaeTbCA Tak SK AaHi TeCTN He
MPOMOHYIOTLCS ANs PYTUHHOTO aHanisy MmoHorpadgieto €P* Ha
TNataHonpocT. 3miHu | Tuny - 3miHn 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHoCcTi €Bponenchkii
dapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3 HeobXiaHICTIO
NpvBeAEHHs y BiANoBiaHICTb A0 MoHorpadii AdPY abo
€Bponeicbkoi hapmakonei, abo iHWoi HauioHanbHo
dapmakonei gepxasu €C (3miHa y cneumdikauii
HedapmakonenHoro AP| ans npvBedeHHs y BiANOBIAHICTb A0
Bumor ®Y abo €sponeicbkoi papmakonei, abo iHLwoi
HauioHanbHoi dhapmakonei aepxasu €C) - 3miHn go posainy
«Onucy, a came yToOUHEHO onunc cybcTaHLii — NnpuBeaeHo A0
onvcy AdI, 3a3HayeHoro B MoHorpadii Ha JlataHonpocT €.
3Minn | TUny - 3miHm 3 akocTi. CepTudikat BignosigHocTI/lTE-
cepTudikaT BignoBigHOCTI €EBponenchkii
apmakonei/moHorpadii. 3miHW, NoB'A3aHi 3 HeobxiaHiCTO
NpVBEAEHHS Y BiAMOBIAHICTb A0 MoHorpadii AdPY abo
€Bponelicbkoi hapmakonei, abo iHWOoi HauioHanbHoI
dapmakonei gepxasu €C (3miHa y cneumdikauii
HedapmakoneriHoro A®| anst npuBeaeHHs y BiANOBIAHICTb A0
Bumor ®Y abo €sponeiicbkoi phapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C) - A®I - Po3zgain
«Mpo3opicTb» BUNyYaeTbCsA TaK K AaHi TECTU He
NMPOMOHYIOTLCS Ast PYTUHHOTO aHanisy MoHorpadieto €* Ha
JlaTaHonpocTt
3MiHn | TUny - 3miHm 3 gkocTi. CepTudikat BignosigHocTi/lTE-
cepTudikat BiaNoBIAHOCTI EBPONENChKIN
apmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi 3 HeobXiaHICTHO
NPVBEAEHHSN Y BiAMOBIAHICTb A0 MoHorpadii AdY abo
€Bponelicbkoi hapmakonei, abo iHWoT HauioHanbHoI
dapmakonei aepxasu €C (3miHa y cneumdikauii
HedbapmakoneviHoro A®| anst npuBeaeHHs y BiANOBIAHICTL A0
BuMor ®Y abo €sponeiicbkoi hapmakonei, abo iHwofl
HaLujioHanbHoi dpapmakonei aepxasu €C) - A®I - 3miHn go
posginy «laeHTudikauisy, NnpuBeaeHHs A0 BUMOT MOHorpadii
€0*, a came BunyyYaeTbcs Tect metogom PX Ta gogaeTtbes
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ineHTudikauis 3a Tectom «lNuToMe onTnyHe obepTaHHs».
TecT ipeHTUdikauii 3a 14 cnekTpom 3anuweHo 6e3 3MiH. 3miHu
| TMny - 3MiHu 3 sikocTi. CepTudpikat BignosigHocTi/lE-
cepTudikaT BiaNnoBiaHOCTI €BpONEnChbKin
chapmakonei/moHorpadii. 3mMiHu, NoB'si3aHi 3 HeobXigHICTO
NpVBEAEHHSN Y BiAMNoBiaHICTb 40 MoHorpadii AdPY abo
€Bponencbkoi hapmakonei, abo iHWOoi HauioHanbHoT
dapmakonei Aepxasu €C (3miHa y cneumdikauii
HedbapmakoneiHoro APl anst npuBeaeHHs y BigNOBIAHICTL A0
Bumor [J®Y abo €eponericbkoi hapmakonei, abo iHLWoi
HaujioHanbHoi dhapmakonei gepxasu €C) - A®I - 3miHn go
po3giny «MTome onTnyHe obepTaHHsA», a came HOPMYBaHHS
nokasHuka npueegeHo 4o BUMOr MoHorpadii €9* - ameHLeHo
BEPXHIO MEXY HOPMYBaHHS nokasHuka 3 «+38,0» go «+37,0».
3MmiHun | TMny - 3miHm 3 sikocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BianoBiaHOCTI €BpoONenchbKin
dapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3 HeobXigHICTO
NpvBeAEHHs y BiANoBiAHICTb A0 MoHorpadii AdPY abo
€Bponeicbkoi hapmakonei, abo iHWOoi HauioHanbHoI
dapmakonei gepxasu €C (3miHa y cneumdikauii
HedbapmakoneiHoro APl ans npuBeaeHHs y BigNoBIgHICTb A0
Bumor [1®Y abo €sponevicbkoi hapmakonei, abo iHwoi
HauioHanbHoi bapmakonei gepxasu €C) - A®I - Posain
«Bopa» npusegeHo no moHorpadii €9*, amiHeHO meToq
BU3HaYeHHs 3 «AdY*, 2.5.12» Ha «[AdY*, 2.5.32» Ta
HOpPMyBaHHS nokasHuka 3 «He Ginblue 0,3 %» Ha «He BinbLue
0,5 %» Ta BHeCeHO NpuMITKy "3a pe3dynbTaTtamu KOHTPOSo
BUpOGHMKa". 3MiHn | TUNY - 3MiHK 3 sikocTi. A®I. KoHTponb AdI
(iHWi 3MiHN) -

Po3agin «Baxki metanun». BupobHuk JlataHonpocty YONSUNG
FINE CHEMICALS CO., LTD, Kopesi Buny4uB 3i cBOix
Cneuudpikadii Ta AHaniTUYHNX METOANK, LLO
BMKOPVCTOBYIOTLCS ANs1 NepeBipku SKOCTi cybcTaHLii Tect
«Baxki meTanuy. Bupo6Hukom Byno gocnigkeHo 3rigHo BUMOr
ICH Q3D BnnuB BUMy4YeHHSA AAHOMO MOKasHMKa Ha SKiCTb
cybcTaHuii. B pesynbTaTi npoBeaeHux JocnimpkeHb 6yno
[OBEAEHO HE3HAYHICTb BUMYyYeHOro napameTpy. 3miHu | Tuny -
3MmiHun 3 akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHsA APl abo BMXigHOrO MaTepiany/npoMiKHOro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLECI
BMpOGHMUTBa ADI (iHLWi 3mMiHM y MeToAax BUNpobyBaHHSA
(Bkrtoyatoum 3amiHy abo gonosHeHHs) AD| abo
BUMXigHOro/NpoMmixkHoro npoaykTy) 3miHu oo Tecty "3anuLukoBi
PO3YMHHUKN", @ caMe 3MIHEHO KOHLIEHTPAL|it0 PO34MHIB, yMOBU
XpomaTtorpadpyBaHHs; 4OAaTKOBO AOAAHO HOPMYBaHHS
fieTnnoBoro eqipy Ta eTunaueTary, Ui PO34YUHHUKN
BMKOPVCTOBYBaN1Cb BUPOGHMKOM B npoueci cuHTesa Adl, ane
He BMU3Hayanucb Npu pyTMHHOMY KOHTpOFi. 3anpoBagXeHo
nepioAMYHICTb KOHTPOIO NOKa3HKKa (He piglle 1 pasy Ha pik).
3MiHn | TUny - 3miHm 3 gkocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiANoBiAHOCTI €BpONenchbkin
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dapmakonei/MoHorpagii. 3MiHK, NoB'A3aHi 3 HeObXigHICTIO
npuBeaeHHs y BianoBigHicTb o MoHorpadii APY abo
€Bponencbkoi hapmakonei, abo iHWOoi HauioHanbHo
capmakonei gepxasn €C (3MiHa y cneundikauii
HedbapmakonenHoro APl ans npuBeaeHHs y BiANOBIAHICTb A0
Bumor [J®Y abo €sponelicbkoi hapmakonei, abo iHwoi
HauioHanbHoi hapMakonei gepxasu €C) - AdI - BBogutbes
HOBUI po3ain «Jomiwka Hy» BignosigHO A0 BMMOT MoHorpadii
€® Ha naTaHonpocT. BusHayeHHs NpoBoAATL METOAOM
pianHHOT xpomaTtorpadii (OPY*, 2.2.29). Bmict gomiwkm H B
cybcTaHuii HopmytoTb He binblie 0,15 %, BUpOOHUK AaHy
OOMILLKY HOpMYE xopcTkile — He Ginbwe 0,1 %.
-3MiHu | Tuny - 3MmiHu 3 sikocTi. ADL. KoHTponb A®I. 3miHa y
napameTpax cneundikadi Ta/abo JonycTUMNX Mex,
BU3Ha4YeHuX y cneumdikauisix Ha Adl, abo
BUXiZHWMIA/MPOMIDKHMI NPOAYKT/peareHT, WO BUKOPUCTOBYOTLCS
y npoueci BupobHuuTea A®I (iHwi 3miHn) - Po3ain «CynposiaHi
OOMILLKMY» NpuBeaeHo BiANOBIAHO A0 BUMOr MoHorpadii €4*
3aMiHeHO METOAMKY BU3HAYEHHS, a caMe: 3MiHEHO
npo6oniaAroToBKy Ta KOHLEHTpaLii BUNIPOGOBYBaHOrO PO34MHY
Ta PO34MHIB NOPIBHAHHSA, YMOBU XpomaTtorpadyBaHHA Ta BMICT
OOMILLOK Ta iXx HopMyBaHHS B ADL. 3MiHu | Tuny - 3MiHM 3
akocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHUIA/MPOMIXHUIA
NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLECI
BUpoGHMUTBa ADI (iHWi 3miHW) MpoBeaeHHst koHTponto ADI 3a
TecTtoM "MikpobionoriyHa yncTtoTa" - 1 cepist 1 pa3 Ha pik
-3MiHun | Tuny - 3miHn 3 skocTi. A®I. KoHTponb A®L. 3miHa y
mMeTofax BunpobyBaHHsa A®Il abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BVKOPVCTOBYETLCS Y npoueci BUpobHuuTea AP (iHWwi 3miHn y
MeToAax BUNpobyBaHHS (BKMoYaroum 3amiHy abo
ponoBHeHHs1) A®I abo BUXiZHOro/MPOMiXXHOIro NpoayKTy)
3MiHeHO MeToAuKy BU3HaYeHHs p. "KinbkicHe BU3Ha4yeHHs"-
BUMNpPoBYyBaHHS NPOBOASTL B YyMOBaX NPOBEAEHHS TECTY
"CynposigHi gomiwwkun" (3aTBepaxeHo: Big 98,0% no 102,0%, B
nepepaxyBaHHi Ha 6€3BOAHy, BifbHY Bi PO34YMHHUKIB,
peYoBUHyY, 3anponoHoBaHo: Big 94,0% no 102,0%, B
nepepaxyBaHHi Ha 6e3BOAHY, BiNbHY Bif PO3YNHHUKIB,
pPEYOBUHY)

103.

JIEBOKOM

Tabnetkn no 250
mr/25 mr; no 10
Tabnetok y 6nictepi;
no 3 abo 10
GnicTepis B
KapTOHHIN nayui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

YkpaiHa

3MiHu | TUny - 3miHu 3 sikocTi. CepTudikat BignosiaHocTi/lTE-
cepTudikat BiaNoBIAHOCTI EBPONENChKIN

dapmakonei/MoHorpadgii. NMogaHHA HOBOro abo OHOBNEHOTO
cepTudcpikaTa BignosigHocTi abo BUNy4YeHHst cepTudikaTta
BignoBigHocTi €Bponeicbki papmakonei: ans AdDI; ana
BVXiAHOrO Matepiany/peareHTy/npoMiXKHOTO MPOAYKTY, LLO
BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Ansi 4ONOMiXHOI

peyvoBUHM (CepTuUdikaT BianoBigHOCTI €EBponenchbki
dapmakonei) - OHoBReHu cepTudikat Bif yxe
3aTBEPKEHOIO BUPOGHMKA -

3a
peuernmom

UA/7844/02/01
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nogaHHs oHosneHoro CEP Ne R1-CEP 2000-012-Rev 08 ans
A®| kapbigona Bif Bxe 3aTBepaKeHOro BupobHuka Bachem
SA, Weenuapis (3aTBepaxeHo: Ne R1-CEP 2000-012-Rev 07).
3MiHun | TMny - 3MiHuM 3 sikocTi. FoToBMIA Nikapchkumii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby (iHLui 3MiHu)
3aTBepAKeHHs meToaiB koHTpornto 13 JleBokom, Tabnetku no
250 Mr/25 Mr ykpaiHCbKOK MOBOIO
3miHu | Trny - 3minm 3 akocTi. A®l. KoHtpons A®I. 3miHa y
MeTodax BunpobyBaHHst APl abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BMKOPVCTOBYETLCS y npoueci BUpobHuuTea AP (iHWwi 3miHn y
MeTodax BUNpobyBaHHs (BKMYar4un 3aMiHy abo
ponoBHeHHs1) ADl abo BUXiZAHOro/NPOMIXKHOIO NPOAYKTY) -
BBEJEHHS anbTepHaTMBHOI MeToANKN BUNpobyBaHHsa ans AdI
Kap6igonu 3a nokasHukom «[ligpasuH» metogom BEPX fo Bxe
3aTBepakeHoro metoay TLUX gns BupoGHuka Bachem SA,
LLIBenuapis, HOpMyBaHHs 3anuwmnHe 6e3 3miH

104.

JIEBOMILIET
WH

Tabnetku no 250 wmr;
no 10 TabneTtok y
Gnictepax

MAT
"Knismegnpen
apat”

YkpaiHa

MAT
"KviBmegnpenap
at"

YkpaiHa

3MiHu | Tuny - 3MiHKM 3 sikocTi. FoToBMIA Nikapcbkumin 3aci6.
3MiHM y BUpobHMUTBI. 3MiHa po3mipy cepii (Bkntoyatoum
[iana3oH po3Mipy cepii) roTOBOro fikapCbKkoro 3acoby
(36inbLeHHs o 10 pasiB NOPIBHSAHO i3 3aTBEPAYKEHUM
pO3MipoM) BBEAEHHS 404aTKOBOro po3Mipy cepii roToBoro
nikapcbkoro 3acoby ans aosysaHHa 500 mr. 3aTBepaXeHo:
206 kr (374 545 TabneTok)
BanponoHoBaHo: 206 kr (374 545 tabneTtok) 440 kr (800 000
TabneTok

3a
peuernmom

UA/2952/01/01

105.

JIEBOMILIET
WH

Tabnetku no 500 wmr;
no 10 tabnetok y
Gnictepax

NAT
"KviBmegnpen
apat”

YkpaiHa

MAT
"KniBmegnpenap
at"

YkpaiHa

3MiHu | TUny - 3miHK 3 AkocTi. FoToBMIA Nikapcbkuii 3aci6.
3MiHM y BUpobHMUTBI. 3MiHa po3mipy cepii (Bkntoyatoum
[iana3oH po3Mipy cepii) roToBOro fikapCbkoro 3acoby
(36inbLeHHs go 10 pasiB NOPIBHSHO i3 3aTBEPKEHUM
pO3mMipoM) BBEAEHHSA AOAATKOBOro po3mipy cepii roTOBOro
nikapcbkoro 3acoby ans aosyeaHHa 500 mr. 3aTBepaXeHo:
206 kr (374 545 TabneTok)
BanponoHoBaHo: 206 kr (374 545 tabneTtok) 440 kr (800 000
TabneTok

3a
peuenmom

UA/2952/01/02

106.

JIEBOMILIET
WH-03

Kpanni o4Hi, 2,5
mr/mn, no 5 mn abo
no 10 mn y donakoHi;
no 1 dnakoHy y
KOMMNIEKTi 3
KPULLKOO-
KpanenbHULe Yy
naywi 3 KapToHy

ToBapwucTBo 3
obMmexeHo
BianoBiganbHi
CTIo
"dAPMEKC
reyn"

YkpaiHa

BCi cTaail
BUPOOHMUTBA,
KOHTPOIb SIKOCTI,
BUMYCK cepii:
ToBapwucTBo 3
obmexeHo
BignoBiganbHicT
to "docniaHni
3asog "MHUNC",
YkpaiHa;

BCi cTaaii
BUPOOHMUTBA,
KOHTPOIb SIKOCTI,
BMNYCK cepii:
ToBapwucTBo 3
0BMEXEHO

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis: 3MiHa 3asiBHUKa
(BnacHuka peecTpauiiHoro noceig4eHHs) (3rigHo Hakazy MO3
Big 23.07.2015 Ne 460). BBegeHHs 3MiH NpoTsirom 6-Tu micsauiB
nicnsi 3aTBepaXeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
3MiHM [0 y3aranbHEeHUX faHNX Npo cucTemy cbapmakoHarnsay
(BBEOEHHS y3aranbHEHVX AaHUX Npo CUCTEMY
chapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHWKa ANst 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKL0 BOHa BiAMiHHA Bif
YNOBHOBaXXEHOI 0COOU, BiANOBIAaNbHOI 3@ 34iICHEHHS
dapmakoHarnsay (BKoYar4n KOHTaKTHI gaHi) Ta/abo 3miHu y
po3milLieHHI MacTep-danna cuctemu papmakoHarnsgy).
3miHa ynoBHOBaXeHOi 0cobu 3asiBHMKa, BiANOBIAANbLHOI 3a
capmakoHarnsg. Litova pegakuis: MNnakciHa Onexa

6e3
peuyenma

UA/13220/01/01
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BigNoOBiganbHiCT BonogumupisHa. MNponoHoBaHa peaakuis: Tonokesny
10 "®APMEKC Bonoammup HOpinoBuy. 3miHa KOHTaAKTHUX SaHWX
reyn", YNOBHOBaXeHOT 0cobU 3asiBHMKA, BignoBigansHoi 3a
YkpaiHa capmakoHarnsg. 3miHa micus 3giNCHEHHS OCHOBHOT
nisnbHocTi 3 chapmakoHarnsgy. 3MiHa MiCLLe3HaX0oKEHHS
MacTtep-panna cucteMu dpapmakoHarnsgy.
107.| NEBO®OJIK PO3YMH ANS iH EKUiN Mepak Himeuunna 3irdpia HimeyvunHa 3MiHn | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa HalMeHyBaHHS 3a UA/16366/01/01
abo iHdysin, 50 lesenbwadt FamenbH MM6X , Ta/abo agpecu MicLsi NPOBaMKEHHS QisnNbHOCTI BUPOBHMKa peuenmom
mr/mn no 1 mn, 4 rop KniHiwe Himeyumna (BKrOYatoum, 3a HeOOXigHOCTI, MicLe NPOBEAEHHS] KOHTPOSO
M, 9 MNn y donakoHi; LLneuiansnpe (BUPOBHMLTBO sIKOCTi), abo BnacHuka mactep-channa Ha AdI, abo
no 1 abo 5 dnakoHis napate M6X roToBOro nocrayansHuka Ad®l/BuxigHoro
3 PO3YMHOM Y nikapcbkoro matepiany/peareHTy/npoMiXXKHOrO MPOAYKTY, Lo
KapTOHHIN ynakoBLj 3acoby, 3aCTOCOBYHOTbCS Y BUPOOHMUTBI API (SIKLLO 3a3HAYEHO Y A0ChE
nepBuHHE Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikaTa
nakyBaHH4, BigNoOBIigHOCTI €Bponenchkiln thapmMakonei y 3aTBepayKeHOMYy
MapKyBaHHA Ta nocbke, abo BUpobHMKa HOBOI AOMOMIXKHOT pe4OBUHM (SIKLLO
BTOPUHHE 3a3HaYeHo y A0CbE) 3MiHa Ha3BM BUPOOHYMKa, BliacHUKa
nakyBaHH4, MacTep-canna APl (kucnoTtn nesodponiHoBoi
KOHTPOIb (neBodoniHieBOI), LLIO eKBiBaNeHTHO AMHATPI0
BUNpobyBaHHsA nesodoniHaTty)), 6e3 3miHn micua BUpobHuuTBa:
cepii); Megak 3artBepokeHo: Cerbios-Pharma SA, SAPEC Fine Chemicals
[esenbadpT Division, Switzerland 3anponoHoBaHo: Cerbios Pharma SA,
rop KniHiwe Switzerland.
Lneuianenpena
paTte MG6X,
HimeuunHa
(BTOPUHHE
nakyBaHHs1,
MapKyBaHHS1,
KOHTpOnb Ta
BUNYCK cepilt)
108.| NIEPKAMEH® | Tabnetku, BKpUTi MeHapiHi ITrokcembypr BEPNIH-XEMI HimeyumHa 3miHu | Trny - 3miHn wWopo 6esnekun/edekTMBHOCTI Ta 3a UA/0583/01/01
10 NniBKOBOIO IHTepHelLoHan Al', HimewyuunHa dapmakoHarnsay. BeegeHHst abo 3MiHM fo y3aranbHeHUX peuenmom
o6onoHkoto, no 10 OnepenoHc (BPOGHMLTBO [AaHux nNpo cuctemMy chapMakoHarnsay (BBeAeHHs
Mr; no 7 TabneTok y TTrokcembypr "in bulk"); y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsagy, 3MiHa
6nicTepi; no 1 C.A. BEPJIIH-XEMI ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 3giNnCHEHHS
Gnictepy y Al', HimewyuunHa dapmakoHarnsay; KOHTaKTHoi ocobu 3 hapmakoHarnsay
KapTOHHIl KOpoOLyi; (nakyBaHHS, 3asiBHMKA ANs 34iNCHEeHHs bapmakoHarnagy B YKpaiHi, aKwo
no 14 Tabnetoky KOHTPOrb Ta BOHa BiIMiHHa Bif} YNOBHOBaXeHOi 0cobu, BianoBiganbHoi 3a
GnicTepi; no 1 abo BUNYCK cepii) 3[iCHeHHs1 hapmakoHarnaay (BKMoYavm KOHTaKTHi AaHi)
no 2 6nicrepn y Ta/abo 3miHM y po3MilleHHi macTep-daiina cuctemm
KapTOHHiI kopobuyj; hapmakoHarnsigy) 3miHa KOHTaKTHOT 0cobu 3asiBHUKA,
no 15 Tabnetok y BignosiganbHoI 3a hapMakoHarnsag B Ykpaini. [irova
6nicTepi; no 4 abo pepakuis: Monisuyak OneHa BikTopiBHa. MNponoHoBaHa
no 6 Gnictepis y pepakuis: Kyyep MapuHa BacuniBHa. 3MiHa KOHTaKTHUX AaHUX
KapTOHHiI kopobui KOHTaKTHOI 0cO0M 3asiBHUKA, BianoBiaanbHol 3a 3AiNCHEHHSA
dapmakoHarnsgy B YKpaiHi.
109.| NEPKAMEH® | Ttabnetku, BKpUTI MeHapiHi Tiokcembypr Pekopaarti ITanis 3MinHu | Trny - 3min Wwopo 6esnekn/edekTUBHOCTI Ta 3a UA/13569/01/01
AMN® 10/20 NniBKOBOKO IHTepHeloHan IHaycTpia Kimika capmakoHarnsgy. BeegeHHst abo 3MiHM 0O y3aranbHEHUX peuenmom
obornoHkot, no 14 OnepenwoHc e AaHuX npo cuctemMy chapmakoHarnsagy (BBeAeHHs

TabneTtok y 6nictepi,

y3aranbHeHWX JaHWX Npo cucTeMy dapMakoHarnsgy, 3mMiHa




52 [TponoBkeHHs qoaaTka 2
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 2 6nictepu B JTrokcembypr dapmayeyTuka yNOBHOBa)eHOi 0cobu, BignosigansHoI 3a 34iNCHEHHS
KapTOHHiI kopobui C.A. C.nA. hapmMakoHarnsagy; KOHTakTHoOI ocobu 3 chapmakoHarnsay
3asiBHMKa Ans 34ilcHeHHs bapmakoHarnagy B YKpaiHi, aKwo
BOHa BigMiHHa Bif ynoBHOBa)keHOi ocobu, BianoBiganbHOI 3a
3[iNCHEeHHs dapmakoHarnagy (BKIOYavn KOHTaKTHI AaHi)
Ta/abo 3MiHKM y po3MilLieHHi MacTep-channa cuctemm
dapmakoHarnagy) 3MiHa KOHTakTHOT 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag B Ykpaini. Lirova
pegakuis: MNonisyak OneHa BikTopiBHa. MNponoHoBaHa
penakuisi: Kyyep MapuHa BacuniBHa. 3MiHa KOHTaKTHUX gaHUX
KOHTaKTHOI 0cobu 3asiBHUKA, BiANOBIAANbHOI 3a 3AiVICHEHHS
chapmakoHarnagy B YkpaiHi.
110.| NEPJIIOTAB TabneTkun BKpUTI Mepak HimevuunHa Mepak HimeuyunHa 3MiHu | TUny - 3MiHm 3 sikocTi. FoToBMIA Nikapcbkumin 3aci6. 3a UA/12013/01/01
obornoHkoto, no 10 [esenbwadt [esenbwadt KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y metogax peuyenmom
mr; no 30 TabneTtok brop KniHiwe brop KniHiwe BUNpoOyBaHHSA roTOBOro NikapcbKkoro 3acoby (He3HayHa 3amMiHa
Yy KOHTewnHepi; no 1 Lneuianenpe Lneuianenpena y 3aTBepAKEHUX MeTodax BUNpoOyBaHHS) 3aMiHa y MeTogax
KOHTEWHepy B navui napate M6X paTte M6X, BunNpobyBaHHs 13 3a nokasHukom «CynyTHi AOMILLIKM»
HimeuyunHa (meTog pianHHOI xpomaTtorpadii) €, 2.2.29, a came
(BUPOBHWK, WO [OMOBHEHHS iHGhOpMaLLiEd CTOCOBHO XpoMaTtorpadivyHux nikis
BignoBigae 3a Ha MaTpuLi AOMOMIKHUX PEYOBMH, SKi HE BPaxoBYIOTbCS,
MapKyBaHHS, Bi4NOBIigHO 40 MaTepianiB BUpobHUKa. KpuTepiit NpunRHSATHOCTI
BTOPUHHE He 3MiHMBCS.
nakyBaHHs1,
KOHTPOSb/BUPOG
yBaHHSA cepii Ta
BUNYCK cepii);
Xaynt ®apma
MioHcTep Mm6X,
HimeuunHa
(BUPOBHUK, LIO
BignoBigae 3a
BMPOBHMLTBO
roToBOI
nikapcbKoi
opmu,
nepBuHHe
nakyBaHHs1,
MapKyBaHHS,
BTOPUHHE
nakyBaHHs1,
KOHTpOnb/BMPO6
yBaHHSA cepii Ta
3a BUNycK cepii)
111.| NE®NIOTAB TabneTkun BKpUTI Mepnax Himeuunna Mepak HimeyumHa 3MiHn | TUny - 3miHK 3 gkocTi. FoToBMI Nikapcbkuii 3aci6. 3a UA/12013/01/02
o6onoHkoto, no 20 [esenbwadt [esenbwadpt KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y meTogax peuenmom
mr; no 15 a6o no 30 drop KniHiwe rop KniHiwe BUNpPoByBaHHS rOTOBOrO NikapCbKoro 3acoby (He3HayHa 3MiHa
Tabnetok y Lneujansnpe LLineuianenpena y 3aTBepAXeHUX MeToAax BunpobyBaHHs) 3aMiHa y MmeToaax
KOHTeWHepi; no 1 napate M6X paTte M6X, BuUnNpobyBaHHs 13 3a nokasHukom «CynyTHi JOMILLIKU»
KOHTeNHepy B navui HimeuunHa (meTop piamHHOT xpomaTorpadii) €, 2.2.29, a came

(BUPOBHWK, LIO
BignoBigae 3a

[OOMOBHEHHS! iHbOpMaLielo CTOCOBHO XxpomMaTtorpadpiyHux nikis
Ha MaTpuLi JONOMIDKHMX PEYOBUH, SIKi HE BPaxOBYIOTbCS,




53 [TponoBkeHHs qoaaTka 2
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MapKyBaHHS, Bi4NOBIgHO A0 MaTepianiB BUpobHuKa. KpuTepii NpunHSATHOCTI
BTOPUHHE He 3MiHMBCS.
nakyBaHHs,
KOHTPOb/BUPO6
yBaHHs cepii Ta
BUMYyCK cepii);
Xaynt ®apma
MtoHcTep MvmbX,
HimeuyunHa
(BUPOBHWK, WO
BignoBigae 3a
BUPOBHMLTBO
roToBOI
nikapcbKoi
thopmu,
nepBuHHe
nakyBaHHs,
MapKyBaHHs1,
BTOPUHHE
nakyBaHHs,
KOHTPOSb/BUPOG
yBaHHS cepii Ta
3a BUNyCK cepii)
112 NIOTOH® rens, 1000 MO/r; no A. MeHapiHi ITanis A. MeHapiHi ITanis 3miHu | Trny - 3miHn wWoao 6eanekn/edekTMBHOCTI Ta 6e3 UA/10905/01/01
1000 M'ENnb 30r,50ra6o 100 r IHaycTpie ManydakTypiHr dapmakoHarnsay. BeegeHHst abo 3MiHM fo y3aranbHeHuX peuenma
y Ty6i; no 1 Ty6i B PapmaueyTmy TNoricTikc eHp AaHnx npo cuctemy chapmakoHarnsagy (BBeAeHHs
KapTOHHiI kopobui e PiyHite Cepsicec C.p.J1. y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy, 3amiHa
C.p.JL ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 3giNCHEHHS
apmakoHarnsay; KOHTaKTHOi ocobu 3 hapmakoHarnsgy
3asBHMKa ANs 34iNCHeHHs bapmakoHarnsgy B YkpaiHi, aKwo
BOHa BiIMiHHa Bif YNOBHOBaXeHOi 0cobu, BianoBigansHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKIoYavm KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilleHHi MacTep-daiina cuctemm
hapmakoHarnsigy) 3miHa KOHTaKTHOT 0cobu 3asiBHUKA,
BignoBiganbHoi 3a papMakoHarnag B Ykpaini. [irova
pepakuis: Monisyak OneHa BikTopiBHa. MNponoHoBaHa
pepakuis: Kyyep MapuHa BacuniBHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0COOM 3asiBHUKa, BianoBiaanbHoOT 3a 34iMCHEHHS
dapmakoHarnagy B YKpaiHi.
113, NNOUEPUN® nak ans Hirtis Fangepma CA LLseniuapis JNIABOPATORPIT ®paHuia BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3miHu Il Tuny - be3 UA/14681/01/01
nikyBanbHun, 50 FANNOEPMA 3MiHn Wwopo 6e3neku/edeKTUBHOCTI Ta hapMakoHarnagy. peuenma

Mr/mn;

no 1,25 mn, abo 2,5
mn, abo 5mny
cnakoHi; no 1
dnakoHy (B
komnnekTi 3 30
oumLLyBanbHUMU
TamnoHamu, 10
wnatenamu Ta 30
nunoykamun ans

3MiHU y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUIii Ans MeAUYHOro 3aCTOCYBaHHS Y

3B’A3KY i3 HOBMMMW JA@HUMMU 3 SKOCTi, AOKNIHIYHUMM, KMiHIYHUMN
AaHuMK Ta faHnmMm 3 chapmakoHarnsagy - 3mMiHu BHeceHo o
iHCTPYyKLUIii 4Nst MEeAUYHOro 3acTocyBaHHS nikapcbkoro 3acoby

[0 po3ginis "®apmMakonorivyHi BnacTuBoCTi" (YTOYHEHHS!
iHpopMmalii Ta pegaryBaHHs TekcTy), "lMokasaHHsA" (YTOUHEHHSI
iHcpopMalLii Ta pefaryBaHHs TEKCTY).
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
HIrTiB) B KAPTOHHIN
Kopoo6Li;
no 1,25 mn, abo 2,5
mn, abo 5mny
dNaKkoHi 3 KPULLIKOIO
3 annikatopom; no 1
cnakoHy (B
komnnekTi 3 30
ouuLLYyBanbHUMK
TamnoHamu Ta 30
nunoyvkamm ans
HIrTiB) B KAPTOHHIN
Kopobui
114.| MAKCITPA TabneTkn, BKpUTI dapmaueBTny Monbwa dapmMaueBTUYHN MonbLa 3MiHn | TUny - 3miHK 3 AkocTi. FoToBMI Nikapcbkuii 3aci6. 3a UA/14262/01/01
NniBKOBOKO HUIN 3aBOA 1 3aBOA KoHTporb roToBoro fikapcbkoro 3acofy (iHLwi 3miHM) peuenmom
obonoHkoto, no 50 "MONBbOAPM "MONb®APMA" OHOBJIEHHS BXXE 3aTBEPKEHNX METOLIB KOHTPOSIO SKOCTI
mr no 1 abo no 4 A" C.A. C.A. nikapcbKoro 3acoby, a came: BUKIageHHs TEKCTY AepKaBHO
Tabnetkn y Gnictepi; MOBOIO 3riAHO Cy4aCHWX BUMOT
no 1 Gnicrepy y
KapTOHHIN kopobui
115, MAKCIFPA TabneTkn, BKPUTI dapmaneBTmy Monbwa dapmaueBTUYHU Monblwa 3MiHu | TUny - 3MiHm 3 sikocTi. FoToBMIA Nikapcbkumin 3aci6. 3a UA/14262/01/02
NNiBKOBOKO HWUIA 3aBOS, 1 3aBog KoHTponb roToBoro nikapcbkoro 3aco0y (iHLwi 3miHm) peuenmom
obornoHkoto, no 100 "MOJIb®APM "TIONb®APMA" OHOBMEHHS BXE 3aTBEPAXEHNX METOAIB KOHTPOMIO AKOCTI
Mr no 1 abo no 4 A" C.A. C.A. nikapcbkoro 3acoby, a caMme: BUKNaAEHHS TEKCTY AepXXaBHO
TabneTtku y 6nictepi; MOBOHO 3riJHO Cy4aCHWX BUMOT
no 1 6nictepy y
KapTOHHI kopobui
116.| ME3UM® Kancynwv Teepgi 3 MeHapiHi ITrokcembypr BrpobHuuTBO ITanis/ 3miHu | Trny - 3miHn wWopo 6esnekn/edekTMBHOCTI Ta bes UA/6763/01/01
KAMCYINn“ KULLKOBOPO3YNHHUM IHTEepHeLLoHan "in bulk", HimeyumHa dapmakoHarnsay. BeegeHHs abo 3MiHuM [o y3aranbHeHWX peuenma
10000 1 MiHi-TabneTkamy; OnepenLoHc KOHTPOrb Cepin: [AaHux nNpo cuctemMy chapmMakoHarnsgy (BBeAeHHs
no 20 abo no 50 JTrokcembypr Anep y3aranbHEHUX AaHnX Npo cuctemy chapmakoHarnsgy, 3amiHa
kancyn y 6aHui 3 A. dapmachboTiknc YMOBHOBAXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
noninponineny; no 1 CPI, ITanis dapmakoHarnsay; KOHTaKTHoi ocobu 3 dhapmakoHarnsay
6aHUi B KapTOHHIN KiHueBe 3asiBHUKA ANA 34iNCHEHHs dbapmakoHarnsay B YKpaiHi, SKwo
KopobLi nakyBaHHS: BOHa BiIMiHHa Bif yNOBHOBakeHOi 0cobu, BianoBiaanbHoOI 3a
ApBaHc ®apma 3[iCHeHHs hapMakoHarnagy (BKMoYakvm KOHTaKTHi AaHi)
mbX, Ta/abo 3miHM y po3MileHHi macTep-daiina cuctemm
Himeuyuunna dapmakoHarnagy) 3miHa KOHTakTHOT 0cobu 3asiBHMKA,
ApTesaH ®apma BignosiganbHoi 3a hapMakoHarnsag B Ykpaini. Lirova
'm6X & Ko. KT, pegakuis: MNonisyak OneHa BikTopieHa. MNponoHoBaHa
HimeuunHa pepakuisa: Kysep MapvHa BacuniBHa. 3miHa KOHTaKTHUX AaHUX
KoHTponb Ta KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaanbHol 3a 3AiNCHEHHSA
BUNYCK Cepin: hapmakoHarnsgy B YkpaiHi.
BEPJIH-XEMI
Al, HimeyunHa
117.| ME3OAEPM kpem 0,1 %, no 30 r My6nivyHe YkpaiHa My6nivyHe YkpaiHa 3MiHn | TUny - 3miHm 3 gkocTi. CepTudikat BignosigHocTi/lE- 3a UA/5022/01/01
y Ty6i; no 1 Ty6i B aKuioHepHe aKuioHepHe cepTudikaT BignoBigHOCTI €EBpoNenchKi peuernmom
nauui TOBapuUCTBO TOBapuUCTBO apmakonei/moHorpadii. NoaaHHsA HoBoro abo OHOBNEHOIO
"HaykoBo- "HaykoBo- cepTtudcpikaTa BignoBigHOCTi abo BUNyYeHHs cepTudikaTta
BMPOGHWYUIA BMPOGHWYMIA BignoBigHOCTI €Bponenceki papmakonei: ans AdPI; ans
LEeHTp LEeHTp BMUXiAHOrO MaTepiany/peareHTy/NnpoMiXXHOro NPOAYKTY, Lo
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
"BopLuariBCcbk "BopLuarisCcbkui BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI ADI; anst 4ONOMIDKHOT
Wi XiMiKo- XiMiKO- peyoBMHM (CepTuUdikaTt BiANOBIAHOCTI €BpPONENChKin
dapmaneBTny apMaLeBTUYHM dapmakonei) - OHOBNEHUI cepTudikart Big yxe
HWI 3aBoa" 1 3aBog" 3aTBEpPAKEHOr0 BUPOOHMKA -
noAaHHs OHOBMEHoro cepTudikara BiANOBIAHOCTI
€ponevickkin hapmakonei Ne R1-CEP 2003-022-Rev 02 ans
nitoyoi pevoBnHU beTameTasoH (y Burnsgi 6etameTtasoHy
Banepary) Bif BXe 3aTBepaeHoro BupobHuka “Crystal
Pharma S.A.U.”, IcnaHis y 3B’s13Ky 3i 3MiHOO Ha3Bu Ha “Curia
Spain S.A.U.”, Icnanis. 3atBepmxeHo: Ne R1-CEP 2003-022-
Rev 01 “Crystal Pharma S.A.U.”, IcnaHis
3anponoHoBaHo: Ne R1-CEP 2003-022-Rev 02 “Curia Spain
S.A.U.”, IcnaHis
118/ MET®OPMIH- | tabneTku, BKpuTI TOB «TeBa YkpaiHa BMPOGHMLTBO 32 I3pains/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/12382/01/01
TEBA NniBKOBOKO YkpaiHa» NOBHUM LIMKIOM: YropwuHa/ 3MiHM 3 sikocTi. [oToBMIA Nikapcbkuii 3acit. Cuctema peuenmom
ob6onoHkoto, no 1000 TeBa Yecbka KOHTeNHep/3akynoptoBanbHuii 3aci6. 3MiHa po3mipy ynakoBku
mr, no 10 Tabnetok dapmaveBTikan Pecnybnika roTOBOro MiKapCbKOro 3acoby (3MiHa KinlbKOCTi OANHULL
y 6nicTepi, no 3 IHpacTpis JlTg., (Hanpuknag TabneTok, amnyn ToWo) B ynakoBL,i:) - 3MiHa y
Gnictepn y kopobui, I13painb; [AianasoHi 3aTBEpAXEHMX PO3MIPIB YNAKOBKM - [0AaBaHHSA
no 15 Tabnetok y nepBuHHA Ta popatkoBoro poamipy ynakoku Ne 30 (15x2) y 6nictepi, 6e3
Gnictepi, no 2 BTOPMHHA 3MiHW NEPBMHHOIO NakyBaribHOro Martepiany, 3 BignoBigHNMMK
Gnictepn y kopobui yrnakoBkKa, 3MiHamMu B po3aini «Ynakoeka» MKA N13. 3MiHn BHeceHi B
KOHTPOMb SKOCTI IHCTPYKLUIO ANs MeANYHOro 3acCTOCYBaHHSA fikapCbKoro 3acoby
Ta [4O3BiNn Ha y po3gin "Ynakoska" 3 BignoBigHUMWN 3MiHaMWN B TEKCTi
BUMYCK Cepint: MapKyBaHHS1 ynakoBoK. BBegeHHs 3MiH NpoTsirom 6-Tu Micsuis
T nicns 3aTBepaKEHHs!
dapmaueBTUYHN
1 3aBoa TEBA,
YropLmHa;
BUPOGHMLTBO
Hepo3sdacoBaHo
T npoaykuii,
KOHTPOIb SIKOCTi:
Tesa Yex
IHpacTpi3 c.p.o.,
Yecbka
Pecnybnika
119.] MI®ETOH Tabnetku no 200 wmr, M.BIOTEK Benuka AKME IHaia 3minn | Tvny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI Ta 3a UA/18689/01/01
no 1 Tabnetui abo NIMITEL BpuTaHis GOPMYNEWLLH hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuui peuenmom
no 3 tabnetku y MBT. NTA. nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta iIHCTPYKUiT Ans

6nictepi, no 10
6nictepis (1x10) abo
no 1 6nictepy (3x1)
Y KapTOHHIln kopobui

Me[MYHOro 3aCTOCYBaHHS Ha NiAcTaBi perynspHo
OHOBINIOBaHOIO 3BiTYy 3 6e3neku nikapcebkoro 3acoby, abo
focnimxeHb 3 6e3nekn 3acTocyBaHHS nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiod, abo sk pe3ynbTaT OLiHKA 3BITY 3
pocnigkeHb, NpoBeAeHNX BigNoBigHO A0 NnaHy negiatpudHnx
pocnimkeHb (PIP) (3MiHY y3rofxeHo 3 KOMNETEHTHUM
YMOBHOBa>KEHNM OpraHoMm) - 3MiHM BHECEHI [0 IHCTPYKLUii Ans
MeANYHOrO 3acTOCYBaHHS Nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii" BignosigHo Ao
OHOBJIEHOI iHhopMmalLii Woao 6e3nekn aitoy4oi pevyoBUHN.
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
120.| MOHTEN TabneTtkn, BKpUTI My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - 3a UA/16297/01/01
NniBKOBOO aKuioHepHe aKuioHepHe AaMiHiCTpaTUBHI 3MiHW. BunyveHHs BUpOBHWUYOI AinbHULI peuenmom
obonoHkoto, no 10 TOBapUCTBO TOBapUCTBO (BKkntoyaroum ginbHuui gns A®l, npomixkHoro npogykty abo
Mr, N0 7 TabneTok y "HaykoBo- "HaykoBo- roTOBOrO JlikapCbKoro 3acoby, AiNbHULI Ans NpoBeAeHHS
6nictepi, no 4 BUPOBHWYUI BUPOBHWYUIA nakyBaHHs1, BUpobOHuKa, BiANOBiAanbLHOro 3a BUMYCK Cepil,
6nictepn B nayui 3 LeHTp LeHTp MicLie NpoBeEeHHS KOHTPOTIO cepii) abo nocTavanbHUKa
KapTOHY "BopLuariBcbk "BopLuarisCcbkui BUXiZHOrO MaTepiany, peareHTy abo [ONOMiIXKHOT pe4yoBMHM
Wi XiMiKo- XiMiKO- (AKLLO 3a3HaYeHO y AOChE) - BUIYYeHHs BUpobHuKa (BCi cTagii
dapmaueBTny dapmaLleBTUYHN BMPOGHMLTBA 3@ BUHSATKOM BUMYCKY Cepiii) nikapcbKkoro 3acoby
HWI 3aBoa" 1 3aBoa" in bulk Caniko H.B., benbris. 3miHu | Tuny - AgMmiHicTpaTuBHiI
(dbacyBaHHs i3 3MiHW. BunyyeHHs BUPOOHMYOI OinbHULI (BKITHOYA0YM OinNbHULI
¢opmu "in bulk" ans A®l, npomipkHOro NpoaykTy abo roToBOro fikapcbKoro
BUPOGHMKa 3acoby, AinbHULI Ans NpoBeAeHHS NaKyBaHHs1, BUPOOHWKa,
CiHToH XicnaHis BiAMOBIAANLHOrO 3a BUMYCK CEpil, MiCLie MPOBEAEHHS
C.1., IcnaHisi) KOHTpOnto cepii) abo noctayanbHMKa BUXIQHOrO MaTepiany,
peareHTy abo JOMOMIXKHOT PEYOBUHY (SIKLLLO 3a3HaYEHO Y
[0CbE) - BUNyYeHHsi BUpobHuka APl MoHTenykacT HaTpito
Formosa Laboratories, Inc. Taiwan
121, MOHTEN TabneTku XyBarnbHi My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiHMx maTtepianis: 3miHu | Tuny - 3a UA/16297/02/01
no5wmr,no7 aKuioHepHe aKuioHepHe AaMiHicTpaTVBHI 3MiHU. BunyyeHHsA BUPOBHWYOIT AinbHULI peuenmom
Tabnetok y Gnictepi; TOBapUCTBO TOBapUCTBO (BKkntovaroum ginbHuui gns A®l, npomixkHoro npogykty abo
no 4 Gnictepn y "HaykoBo- "HaykoBo- roTOBOrO JlikapcbKkoro 3acoby, AiNbHULI Ans NpoBeAeHHS
nayui 3 KapToHy BMPOGHNYMIA BMPOGHNYUIA nakyBaHHsi, BUpOOHWMKa, BiANOBIAANbHOIo 3a BUNYCK cepiin,
LeHTp LEeHTp MicLie NpoBeEeHHS KOHTPOTH cepii) abo nocTavanbHUKa
"BopLuariscbk "BopLuariBcbkui BMXigHOro Matepiany, peareHTy abo JONOMiXXHOI pe4oBUHM
Wi XiMiKo- XiMiKO- (SKLLO 3a3HaYeHo y [OChE) - BUNyYEeHHSA BUPOGHWKa (BCi cTagii
apmaueBTmy hapmaLeBTUYHN BMPOGHMLTBA 3@ BUHSITKOM BUMYCKY Cepiit) nikapcbkoro 3acoby
HuI 3aBoa” 1 3asoa” in bulk Caniko H.B., Benbrisi. 3MiHu | TUnNy - AgMiHiCTpaTuBHI
(dbacyBaHHs i3 3MiHW. BunyyeHHs BUPOOHMYOT OinbHULI (BKITHOYAKYM OinNbHULI
dopmu "in bulk" anst A®I, npomixxHoro npoaykTy abo rotoBoro nikapcbkoro
BUPOGHMKa 3acoby, AinbHULI Ans NpoBeAEeHHS NaKyBaHHs1, BUPOOHWKa,
CiHToH XicnaHis BiAMOBIAANLHOrO 3a BUMYCK CEpil, MiCLie MPOBEeAEHHS
C.1., IcnaHisi) KOHTpOro cepii) abo noctayanbHuKa BUXIQHOTO MaTepiany,
peareHTy abo AONOMIXXHOT PEYOBUHM (SIKLLLO 3a3HAYEHO Y
[0CbE) - BUNy4YeHHsi BUpobHuka APl MoHTenykacT HaTpito
Formosa Laboratories, Inc. Taiwan.
122/ MOHTEN TabneTku xxyBanbHi My6nivyHe YkpaiHa My6nivyHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16297/02/02
no4wmr,no7 akuioHepHe akuioHepHe AOMiHIiCTpaTUBHI 3MiHW. BunyyeHHs1 BUPOOGHMYOI AinbHUL peuenmom
Tabnetok y 6nictepi; TOBapuUCTBO TOBapuUCTBO (Bkntovaroum ainbHuui ana A®l, npomixkHoro npoaykTy abo
no 4 6nictepu y "HaykoBo- "HaykoBo- rOTOBOrO fikapcbKkoro 3acoby, AinbHWLi ANs NPOBEAEHHS!
naywi 3 KapToHy BMPOGHNYMIA BMPOGHWYMIA nakyBaHHsi, BUpOOHWMKa, BiANOBi4anbsHOro 3a BUNYyCK cepiin,
LEeHTp LEeHTp MicLie NpoBeEHHS KOHTPOTH cepii) abo nocTavanbHUKa
"BopLuariscbk "BopLuariBcbkui BMXiQHOro Matepiany, peareHTy abo JONOMiIXHOI pe4oBUHM
WA XiMiKo- XiMiko- (SKLLIO 3a3HaYvYeHo y [OCkE) - BUNyYeHHS BUPOGHWKa (BCi cTagii
apmaueBTmy hapmaLeBTUYHU BUPOGHMLTBA 3@ BUHSITKOM BUMYCKY Cepiit) nikapcbkoro 3acoby
HuIA 3aBoa” 1 3aBoa” in bulk Caniko H.B., Benbrisi. 3MiHu | TUnNy - AgMiHICTpaTUBHI
(dbacyBaHHs i3 3MiHW. BunyyeHHs BUpOOHMYOT OinbHULI (BKITHOYAKYM OiNbHULL
dopmu "in bulk" anst A®I, npomixxHoro npoaykTy abo rotToBoro nikapcbkoro
BUPOGHMKa 3acoby, AinbHULI Ans NpoBeAEeHHs NakyBaHHs, BUPOBHUKa,

CiHTOH XicnaHis
C.J1., Icnanis)

BignoBigansHOro 3a BUMNycK cepil, Micle NpoBeAeHHs
KOHTpOrO cepii) abo noctayanbHWKa BUXiAHOrO matepiany,
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

peareHTy abo [ONOMIKHOI Pe4OBMHM (SKLLO 3a3HAYEHO Y

[0CbE) - BUNYYeHHs BUpobHuka APl MoHTenykacT HaTpito

Formosa Laboratories, Inc. Taiwan.
123.| MYKO®AIIbK | rpanynu, 3,25r/5T, Op. ®anbk Himevuunna BignoBiganbHWn Himevumna BHECEHHS 3MiH 4O peecTpauiiHux maTtepianiB: yTOYHEHHA 6e3 UA/6104/01/01
ANENbCUH no 5rrpanyny $apma MNm6X 3a BUMYCK cepin yMmoB Bianycky B Haka3i MO3 YkpaiHu Ne 486 Big peuenma

nakeri; no 20
nakeTiB Y KApTOHHIW
KopobLi

KiHLLEBOIro
npoaykTy Ta
anbTepHaTUBHe
BTOPUHHE
nakyBaHHsi:
Op. ®anbk
dapma 'M6X,
Hime4vuuHa;
BUPOGHMKM
[030BaHoi
opmu,
nepBrHHE Ta
BTOPUHHE
nakyBaHHs Ta
KOHTPOIb SKOCTI:
JlosaH dapma
M6X,
HimeuuunHa;
BUPOGHMKN,
BignoBiganbHi 3a
nepBuHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOIb SKOCTI:
TliHpodapm
M6X,
HimeuuuHa;
JlosaH ®apma
M6X,
HimeuuuHa;
BUPOGHMKM,
BignoBiganbHi 3a
KOHTPOIb SIKOCTi:
'BA dapma
m6X,
HimeuuuHa;
XeHkenb Al i
Ko. KlraA,
HimeuuuHa;
'BA ®apma
'M6X,
HimeuuuHa;
JNa6op NC CE i
Ko. KT,
HimeuuuHa;
IMK - IHcTuTyT

15.03.2022 B npoueci BHeceHHs1 3MiH. Pefakuis B Hakasi - 3a
peuenTtom. BipHa penakuis - 6e3 peuenrTa.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Mikpob6ionoriyHo
ro
3abesneyeHHs
sKkocTi TMBX,
HimeyuunHa
124 MyuuTycC kancynu no 150 mr Makneoac IHAis Makneoac IHpis BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - be3 UA/5589/01/02
abo no 300 wmr; no 6 dapmacboTuk dapmacbioTukan AamiHicTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecun peuenma
Kancyny cTpuni; no anc Jliviteg c Nimiteq MicLs NPOBafKeHHs AisinbHOCTI BUpoBHWKa/imnopTepa
2 abo no 5 cTpunis y roTOBOrO NiKapCbKoro 3acoby, BKMYa4mM GinbHULI BUMYCKY
KapTOHHIN ynakoBLj cepii abo micLie NpoBefeHHS KOHTPOIIO AKOCTI. (QisANbHICTb, 3a
SKy BiAMNoOBiAae BUPOOHWK/IMMOPTEP, BKIOYaK4M BUMYCK
cepin). 3miHa agpecu Bupob6Huka 13 Makneoac
dapmacktotukanc Jlimiteq, IHais, 6e3 3miHn micusn
BMPOOHMUTBA. 3MiHVM BHECEHO B iHCTPYKLO ANs MEANYHOro
3acTocyBaHHs y po3ain «Micue3HaxomkeHHst BUpobHUKa Ta
agpeca Micua NpoBagKeHHS MOro AisnbHOCTI» 3 BiANOBIAHUMM
3MiHaMK y TEKCTi MapKyBaHHS YNaKoBKM NikapCbKoro 3acoby.
TepmiH BBeAEHHA 3MiH NpoTAroM 6 micauis nicns
3aTBEPOKEHHS.
125.| MyYHULUI nucts; no 50 r abo MpAT YkpaiHa MpAT YkpaiHa 3MiHn | TUny - 3MiHK 3 gKocTi. [oToBMI Nikapcbkui 3acib. bes UA/6242/01/01
JINCTA no 100 r y naykax 3 "NikTpasun" "NikTpasun" Cuctema koHTelHep/3akynoptoBanbHui 3aci6 (iHWi 3miHK) - peuenma
BHYTPILLUHIM BHECeHHs 3miH Jo p. 3.2.P.7. Cuctema
naketom; no 2,0ry KOHTelHep/3aKynopioBanbHUi 3acib, a came BHECEHHS
dinbTp-nakeTi; No YTOYHEHHS, WoA0 Naykm ans dinbTp-nakeTis: «404aTKOBO
20 ginbTp-nakeTiB y naykn MoXyTb 0bropTaTncs 330BHi NMIBKOO
nayui abo y nayui 3 noninponineHoBoo» (3aTBepAKeHO «30BHI Nayku obropTatoTb
BHYTPILLUHIM NMiBKOK NOMiNPOMiNeHoBOY ), 3 BiANOBIAHUMY 3MiHaMW B p.
naketom; no 2,0ry "YnakoBka" MKA J13.
dinbTp-NakeTi B
iHamBigyansHoOMy
nakeTuky; no 20
inbTp-NakeTiB y
navui
126.| HA3BOHEKC® | cnpei HasanbHui, OpraHoH LLisenuapis Lepinr-Mnay Benbrisa BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3miHu | Tuny - 3a UA/7491/01/01
nosoBaHui, 50 CeHtpan lct Jla6o H.B. AaMiHicTpaTVBHI 3MiHU. BunyyeHHA BUPOBHWYOIT AinbHULI peuyenmom
MKr/gosy, no 18 r M6X (Bkntovaroum ainbHuui ans A®l, npomixkHoro npogykTty abo

(140 pos) cycneHsii
y NonieTuneHoBoMy
rakoHi 3
[03YH04MM HacoCoM-
po3nunioBavem,
3aKpPUTUM
KOBMaykom; no 1
dnakoHy y
KapTOHHiIl kopobui

roTOBOrO fikapCbKoro 3acoby, AiNbHUL Ans NpoBEeAEHHS
nakyBaHHs, BUPOOHUKa, BiAMOBiAaNbLHOMO 3a BUMYCK Cepilt,
MicLie NpoBeEHHS KOHTPOTH cepii) abo nocTavanbHUKa
BVXiAHOro Marepiarny, peareHTy abo JONOMiXXHOI pe4OBUHM
(AKLLIO 3a3HaYeHOo Y A0ChE) BUNyYeHHs BupobHuka NM13 MC[]
IHTepHewHn Mv6X (cinis CiHranyp), CiHranyp. 3aTBepaxeHa
BMPOBHMYA OinNbHMLSA, L0 3anvmnack - BUKOHYE Taki cami
OyHKLIi, WO i BUNy4YeHa. 3MiHN BHECEHO B iHCTPYKLilO A4S
MEAMYHOro 3aCTOCYBaHHs y po3ainu «BupoGHuk» Ta
«MicuesHaxomkeHHs BUpOOHMKa Ta agpeca Micus
NPOBaKEHHS MOro AiNbHOCTI» 3 BiANOBIAHMMM 3MiHAMM Y
TEKCTi MapKyBaHHS1 yNakoBKW fikapcbkoro 3acoby (BUNyYeHHs
BMPOBHMYOT AiNbHUL).
BBegeHHs 3MiH NpoTarom 6-Tu MicAUiB Nicns 3aTBEpPAXEHHS
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
127.| HA3BOHEKC® | cnpeit HazanbHui, OpraHoH LLIseniapis LUepinr-Mnay Benbrisi/ 3minn | TMny - 3miHn wWopo 6e3nekn/edpekTMBHOCTI Ta 3a UA/7491/01/01
fAososaHun, 50 CeHTpan lct Jlabo H.B., Cinranyp apmakoHarnagy. BeegeHHst abo 3MiHv [0 y3aranbHeHUx peuenmom
MKr/go3sy; no 18 r M6X Benbris [aHuX Npo cuctemy dhapmakoHarnsgy (BBeAeHHs
(140 po3) cycneHsii Mc[ y3aranbHeHUX AaHnX Npo cuctemy chapmakoHarnsgy, amiHa
y nonieTuneHoBoMy IHTEepHeLHN yNnoBHOBaXkeHOi 0cobu, BiANoBIAanbHOI 3a 3AiNCHEHHS
crakoHi 3 'M6X (cbinis chapmakoHarnsgy; KOHTakTHoOi ocobu 3 hapmakoHarnsay
[,03YH4YMM HacoCOoM- CiHranyp), 3asiBHMKa Ans 34ilcHeHHs bapmakoHarnagy B YKpaiHi, aKwo
po3nunoBaYvem, Cinranyp BOHa BiAMiHHa Bif YNOBHOBa)XeHOi 0coOM, BianoBiganbHoi 3a
3aKpUTUM 3piicHeHHs hapmakoHarnagy (BKMoYaym KOHTaKTHI AaHi)
KOBMaykom; no 1 Ta/abo 3MiHKN y po3MilLieHHi MacTep-channa cuctemm
drakoHy y dapmakoHarnagy) 3miHa ynoBHOBaXeHOi 0cobu 3asiBHUKA,
KapTOHHIl kopobui BiANOBIganbHOI 3a hapMakoHarnag.
Litova pepakuis: Jokrop Man Jemon. NponoHoBaHa peaakuis:
MapiaHHa Bank- KopteHpaag. 3miHa KOHTaKTHUX JaHUX
YNOBHOBa)eHOT 0cobU 3asiBHMKA, BignoBigansHoi 3a
3iicHeHHs dhapmakoHarnsgy. 3MiHa KOHTaKTHOT ocobu
3asiBHUKA, BiAnNoBiganbHoi 3a hbapmakoHarnsag B YkpaiHi.
[itoua pegakuis: AHapiyua OneHa OmutpiHa MponoHoBaHa
peaakuisi: MotuniHcbka OneHa BitaniiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0coOK 3asiBHUKA,
BiANOBiganNbHOI 3a 34iNCHEHHS hapMakoHarnagy B YKpaiHi.
3miHa Micus 3AiNCHEHHS! OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsagy. 3miHa MicLe3Haxo4XeHHs macTep- danna
cucTeMu dpapmakoHarnsigy Ta horo Homepa.
128.| HA3BOHEKC® | cnpeit HasanbHuiA, OpraHoH LLisenuapis Lepinr-Mnay Benbris BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/11264/01/01
CUHYC nosoBanui, 50 CeHtpan lct Jla6o H.B. AamMiHicTpaTVBHI 3MiHU. BunyyeHHA BUPOBHWYOIT AinbHULI peuyenmom
Mkr/gosy, no 10 r (60 M6X (Bkntovaroum ainbHuui ana A®l, npomixkHoro npogykTy abo
[03) cycneHsii y roTOBOrO fikapcbKoro 3acoby, AinbHWLi ANst NPOBEAEHHSI
nonieTuneHoBoMy nakyBaHHs, BAPOOHUKA, BiAMNOBiAaNbLHOIO 3a BUMYCK Cepii,
rakoHi 3 MicLie NpPOBeEHHS KOHTPOTH cepii) abo nocTavanbHUKa
[03Y04MM HacoCoM- BMXiQHOro Matepiany, peareHTy abo JONOMiXXHOI pe4oBUHM
posnunoBayem, (AKLLIO0 3a3HaYeHOo Y AOCbE) BUNyYeHHst BupobHuka 113 MC[
3aKpUTUM IHTepHewHn MmbX (cinis CiHranyp), CiHranyp. 3aTBepaxeHa
KoBMa4kom; no 1 BMPOGHMYa AiNbHULS, WO 3anuiinnach - BUKOHYE Taki cami
dnakoHy y YHKUIT, WO i BUNYyYeHa. 3MiHM BHECEHO B iHCTPYKLilo ANs
KapTOHHiI kopobui MEeAMYHOrO 3aCTOCYBaHHs y po3ainu «BrupobHuk» Ta
«MicuesHaxomxeHHs1 BUpoOHMKa Ta agpeca Micus
NPOBaKEHHS MOro AinNbHOCTI» 3 BiANOBIAHMMM 3MiHAMM Y
TEKCTi MapKyBaHHS1 yNakoBKU MikapcbKoro 3acoby (BUMyYeHHs
BUPOGHMYOT AiNbHUL).
BBegeHHs 3MiH NpoTsirom 6-Tu MicsiLiB nicnsi 3aTBepAKeHHS.
129.| HA®TUOEPU | po3umH HaLlKipHWiA MpAT YkpaiHa MpAT YkpaiHa 3miHu | TNy - 3miHn Wwoao 6eanekn/edekTMBHOCTI Ta bes UA/16382/01/01
n 1% no 10 mny "TexHonor" "TexHonor" hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuui peuenma

cdnakoHi, no 1
dnakoHy y nayui 3
KapTOHY

nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
Me[IMYHOro 3aCTOCYBaHHS Ha NiacTasi perynsipHo
OHOBIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekun 3acTocyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pe3ynbTaT OUiHKK 3BITY 3
pocnigkeHb, NpoBeAeHNX BignoBigHO A0 NnaHy negiatpudHnx
pocnigpxeHb (PIP) (3MiHy y3rogKeHo 3 KOMMETEHTHUM

YNOBHOBaXEHWUM opraHom) - 3MiHn BHeceHo A0 IHCTpyKLUii Ans
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Me[MNYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby Ao po3ainy
"Mob6iuHi peakuii" wWoao 6e3neku 3acTocyBaHHs Aio4oi
peyvyoBUHN HadbTUTMAIHY riapoXnopua BigNoBiAHO A0
pekomeHaauin PRAC. BeegeHHs1 3MiH npoTsrom 6-Tu micsauis
nicns 3aTBEPAXEHHS.
130.| HA®TU3UH® | kpanni HasanbHi AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa 3MiHun | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHS be3 UA/0704/01/01
0,05 %, no 10 mny Ta/abo agpecu MicLsi NPOBaMKEHHS QisNbHOCTI BUPOBHMKa peuenma
dnakoHi (Bkntoyatoun, 3a HeobXiQHOCTI, MicLle NPOBEAEHHSI KOHTPOIO
nonieTuneHoBoMy, sIKOCTi), abo BnacHuka mactep-canna Ha AdI, abo
no 1 donakoHy B nocravanbHuka A®l/BuxigHoro
nayui 3 KapToOHy; Mo marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
10 mn y donakoHi 3acToCOBYOTbCS Y BUPOBHMUTBI ADI (SIKLLO 3a3HAYEHO Y 4OChE
nonieTuneHosomy 3 Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikaTa
fAosaropom abo y BiAMOBIAHOCTI €Bponenceki hapmakonei y 3aTBepaKeHoOMy
bnakoHi nocbke, abo BUpobHMKa HOBOI AOMOMIXKHOT pe4OBUHM (SIKLLO
nonieTuneHoBomy 3 3a3HaYeHo y 0CbE) — 3MiHa TUMYy akUioHEpHOro ToBapucTBa
npo6koto- Ta agpecy BNPOBaKEHHS AiAnNbHOCTI BUpOBHUKa Aito4oi
KpanenbHuueto; no 1 peyoBMHM Hadba3oniHy HiTpaTy (3aTBepmpkeHo: MAT
cbnakoHy B nayui 3 «®apmak», M. Kuig, Byn. ®pyH3ae; 3anponoHoBaHo: AT
KapTOHY «®Papmak», M. Knis, Byn. Kupuniscbka). 3milu | Tuny - 3miHm 3
skocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneundikaui Ta/abo 4oNyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiAHNI/MPOMIXKHMI
npoayKT/peareHT, LU0 BUKOPUCTOBYIOTLCS Y NPOLIEC
BUPOGHMLUTBa ADI (BUNYYEHHS HE3HAYHOTO NMOKa3HMKa SIKOCTI
(Hanpuvknag BUMyYeHHS 3acTapinoro NokasHuKa)) — BUIy4eHO
nokasHuka «EtaHonamiH, Tpuxnop6eH3on» 3 cneyudikadii Ha
A®I Big BupobHuka AT "dapmak”, YkpaiHa (M. LLocTka). 3miHu
| Tuny - 3miHn 3 skocTi. A®L. KoHtponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AonycTUMMmUX Mex,
BM3Ha4YeHuX y cneuudikauisx Ha AdI, abo
BVXiAHUN/NPOMIKHWI NPOAYKT/peareHT, LU0 BUKOPUCTOBYHOTLCS
y npoueci BupobHuuTea AD| (BUNyYEHHSI HE3HAYHOTO
nokasHuKa siKoCTi (Hanpuknaz BUIyYeHHs 3acTapinoro
NMOKa3HWKa)) — BUMYYEHO MOKa3HWK «3aruLLKOBi KinlbKOCTi
OopraHiYHMX PO3YMHHUKIBY (3 BU3HAYEHHSAM 2-NpOonaHony, He
6inbwe 0,5%) 3 cneundikauii Ha AD| Big BUpoGHUka AT
"®apmak”, YkpaiHa (M. LocTka).
3MiHu | TUny - 3miHu 3 skocTi. APl. KoHTponb A®I (iHwwi 3miHK)
— BUMY4Y€HO BUKNAAEHHS NMOBHOI METOAUKU 3@ MNOKa3HWUKOM
«MikpobionoriyHa YicToTa» B METOAAX KOHTPOTHO Aitoyoi
pPeYoBUHM Hada3oniHy HiTpaT, 3anULEHO NOCUINaHHS Ha
3aranbHi ctaTTi EP. Kputepii npuiHATHOCTI Ta MeToaun aHanisy
He 3MiHMnucs.
131 HA®TU3BUH® | kpanni Ha3anbHi 0,1 AT "®apmak” YkpaiHa AT "®apmak” Ykpaina 3Minu | TUNY - AgmiHicTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS bes UA/0704/01/02
%, no 10 mn y Ta/abo agpecu MicLsl NPOBaXEHHsI OisiNbHOCTI BUPOOHMKa peuenma

dnakoHi
nonieTuneHoBoMmy,
no 1 dnakoHy B
nayui 3 KapToOHy; Mo
10 mn y dpnakoHi

(BKnOYaoumM, 3a HeOOXigHOCTI, MicLe NPOBEAEHHSI KOHTPOIO
sikocTi), abo BnacHWka macTtep-ganna Ha Adl, abo
noctadanbHuka A®l/BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3acToCcOBYOThCS Y BUPoOHMLTBI API (sSIKLLO 3a3HaYeHO Y JoCke




61
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nonieTuneHosomy 3 Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikaTa
posatopom abo y BiANOBIAHOCTI €Bponencoki papmakonei y 3aTBepaKeHoOMy
dnakoHi nocbke, abo BUpobHMKa HOBOI [OMOMIXKHOT pe4OBUHM (SIKLLO
nonieTuneHoBoMmy 3 3a3HayYeHo y AOCbE) — 3MiHa TUMY akUiOHEPHOro TOBap1CTBa
npo6koto- Ta agpecu BNpOBafXeHHs! AiAnbHOCTi BUPOOHUKa Aitoqoi
KpanenbHuueto; no 1 peyoBMHM Hadba3oniHy HiTpaTy (3aTBepmpkeHo: MAT
bnakoHy B nayui 3 «®apmak», M. Kuis, Byn. ®pyHse; 3anponoHoBaHo: AT
KapTOHY «®Papmak», M. Kuis, Byn. Kupuniscbka). 3minu | Tuny - 3miHm 3
skocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikaui Ta/abo 4oNyCTUMMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiAHNI/MPOMIXKHMI
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIEC
BMPobHMLUTBa AD| (BUNYYEHHSI HE3HAYHOrO NOKa3HWKa AKOCTI
(ranpvknag BUMyYeHHS 3acTapinoro NokasHuka)) — BUIy4eHO
nokasHuka «EtaHonamiH, TpuxnopGeHson» 3 cneumdikauii Ha
A®I Big BMpoGHMKa AT "dapmak”, YkpaiHa (M. LocTka). 3miHu
| Tuny - 3miHn 3 akocTi. A®L. KoHTponb A®L. 3miHa y
napameTpax crneundikaui Ta/abo JonyCTUMUX MEX,
BU3Ha4YeHMX y cneumdikauisx Ha Adl, abo
BVXiAHMIN/NPOMDKHWI NPOAYKT/peareHT, LU0 BUKOPUCTOBYIOTLCS
y npoueci BupobHmutea AP| (BUny4yeHHs1 He3Ha4yHoro
noKasHWKa SKOCTi (Hanpuknag BUMyYEHHS 3acTapinoro
NMOKa3HWKa)) — BUMYYEHO MOKa3HWK «3aruLLKOBi KinbKOCTi
OPraHi4YHMX PO3YNHHUKIBY (3 BUBHAYEHHAM 2-NponaHony, He
6inbwe 0,5%) 3 cneundikauii Ha AD| Big BUpoGHUka AT
"®apmak”, YkpaiHa (M. LocTka).
3MiHu | TUny - 3miHu 3 akocTi. APl. KoHTponb A®I (iHwwi 3miHK)
— BUIYYEHO BUKNAAEHHS NMOBHOI METOAMKM 3@ NOKA3HVKOM
«MikpobionoriyHa YncToTa» B MeToAax KOHTPOIO AitoYoi
peyvoBUHM Hada3oniHy HITpaT, 3anULEeHO NOCUNaHHA Ha
3aranbHi ctaTTi EP. Kputepii npuiHATHOCTI Ta MeToaun aHanisy
He 3MiHMnncs.
132.| HEBIBONON/ | tabnetku, BKpUTI TOB YkpaiHa BMPOGHMLTBO, ITanis BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | Tuny - - UA/17339/01/01
FIOQPOXNOPT | nniskosoto "APTEPIYM nepBrHHe Ta AAMiHiCTpaTMBHI 3MiHU. BunyyeHHs BUpPOGHWYOT AinbHULI
1A31A obornoHkKoto, no 5 ntao" BTOPUHHE (Bkmrovaroum ainbHuui ana A®l, npomixkHoro npogykTy abo
mr/12,5 wr; in bulk: nakyBaHHS, roTOBOrO fikapcbKoro 3acoby, AinbHWLi ANst NPOBEAEHHSI
21000 Tabnetok y KOHTPOrb SIKOCTI, nakyBaHHs1, BUpoOHWKa, BiAnoBigansHoro 3a BUNycK cepii,
nonieTuneHoBoMy BUNYCK cepii: MicLie NpoBeEeHHS KOHTPOIO cepii) abo nocTavanbHUKa
nakeri; no 1 nakety danH dyac eHa BMXigHOro MaTtepiany, peareHTy abo 4ONOMiIXHOI pe4oBUHM
B MOnieTuneHoBun dapmachbioTikan (AIKLLLO 3a3HAYEHO Y OOCHE)
naket c H.T.M. C.IN.A.
133.| HEBINET® TabneTkun no 5 mr: MeHapiHi Tiokcembypr BEPNIH-XEMI HimeyunHa 3MinHu | Trny - 3mikn wopo 6eanekn/edekTUBHOCTI Ta 3a UA/9136/01/01
no 7 tabnetok y IHTepHelLoHan Al', HimewyuunHa dapmakoHarnsay. BeeaeHHst abo 3MiHM 4o y3aranbHeHUX peuenmom
6nicTepi; no 1 OnepenwoHc (BUPOBHUK, AaHux npo cuctemMy chapmakoHarnsagy (BBeAeHHs
Gnictepy B TTrokcembypr BignosiganbHUn y3aranbHeHUX AaHnx Npo cuctemy papmakoHarnsagy, 3amiHa
KapTOHHiIl kopobuyj; C.A. 3a BUPOBHULTBO

no 14 tabnetoky

"in bulk" (Tinbkn

yNnoBHOBaeHoI ocobu, BignoBiaansHoOi 3a 3aiNCHEHHS
dapmakoHarnsaay; KOHTakTHOi ocobu 3 dhapmakoHarnsay

GnicTepi; no 1 abo rpaHynsauisi), 3asBHMKa ANs 34iNcCHeHHs bapmakoHarnagy B YKpaiHi, aKwo
no 2 6nictepu B nepBrHHe Ta BOHa BiIMiHHa Bif YNOBHOBaXeHOi 0cobu, BianoBiganbHoi 3a
KapTOHHiI kopoOLyj; BTOPUHHE 3[iNCHeHHs dhapmakoHarnagy (BKIoYakdm KOHTaKTHi AaHi)
no 10 Tabnetok y nakyBaHHS, Ta/abo 3MiHM y po3MilleHHI MacTep-daiina cuctemu
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Gnictepi; no 9 KOHTPOMb cepii dapmakoHarnagy) 3MiHa KOHTakTHOT 0cobu 3asiBHMKA,
6nictepis y Ta BUMYyCK cepii); BiANoBiAanbHOI 3a hapmakoHarnag B Ykpaini. [itoua
KapTOHHIl kopobui BEPIIH-XEMI pegakuis: MNonisyak OneHa BikTopiBHa. MNponoHoBaHa
Al, HimeuunHa penakuisi: Kyyep MapuHa BacuniBHa. 3MiHa KOHTaKTHUX gaHUX
(BUPOBHUK, KOHTaKTHOT 0co0M 3asiBHUKA, BignoBiganbHoi 3a 34iNCHEHHS
BigNoBiganbHUN dapmakoHarnsgy B YkpaiHi.
3a BMPOBOHULTBO
"in bulk",
KOHTPOJb cepilt)
134.| HEBINET®MJ1 | TabneTku, BKpUTI MeHapiHi ITrokcembypr BupobHuLTBO HimeuyunHa 3minn | TMny - 3miHn wWopo 6e3nekn/edpekTMBHOCTI Ta 3a UA/15245/01/01
HOC 5/12,5 NniBKOBOIO IHTEepHeLwoHan "in bulk", dapmakoHarnsay. BeegerHs abo 3MiHmM 4o y3aranbHeHWX peuenmom
o6onoHkKoto; no 14 OnepeWoHc KOHTPOIb cepii: [aHuX Npo cuctemy dapmakoHarnsay (BBeAeHHs
TabneTtok y 6Gnictepi; TTrokcembypr BEPIIH-XEMI y3aranbHeHMX 4aHux Npo cucTemy hapmakoHarnsgy, amiHa
no 1 abo 2 6nictepu C.A. Al, HimevunHa yNOoBHOBaXeHoI ocobu, BiAnoBiganbHOI 3a 34iNCHEHHSA
Y KapTOHHIln kopobui BupobHuLTBO capmakoHarnsgy; KOHTakTHoi ocobu 3 hapmakoHarnsay
"in bulk", 3asiBHMKa Ans 34ilicHeHHs bapmakoHarnsgy B YkpaiHi, akwo
nakyBaHHs, BOHa BiAMiHHa Bif YNOBHOBa)xeHOi 0cobu, BianoBigansHoi 3a
KOHTPOSb Ta 3piicHeHHs hapmakoHarnagy (BKMoYa4m KOHTaKTHI gaHi)
BUMYCK Cepil: Ta/abo 3MiHM y po3MilLieHHi MacTep-chaina cuctemm
MeHapiHi-®oH dapmakoHarnsaay) 3miHa KOHTaKTHOT 0cobu 3asiBHUKA,
XenpeH M'mM6X , BignosiganbHOI 3a hapmakoHarnag B Ykpaiti. Jitova
HimevuunHa pegnakuisi: MNonisyak OneHa BikTopiBHa. MNponoHoBaHa
KiHueBe penakuis: Kyyep MapuHa BacuniBHa. 3MiHa KOHTaKTHUX AaHUX
nakyBaHHS, KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansHoT 3a 34iCHEHHS
KOHTpOrb Ta dapmakoHarnagy B YkpaiHi.
BUNYCK cepii:
BEPNIH-XEMI
Al, HimeyuunHa
135 HEMPOMIOU Tabnetku no 20 wr, AT JlaTBist AT JatBia 3MmiHun | Tuny - 3MiHK 3 sikoCTi. [OTOBMIA NikapCbkMi 3aciO. 3a UA/2083/02/01
H® no 10 Tabnetok y "OnainHdapm" "OnanHdapm" KoHTponb roToBoro nikapcbkoro 3acoby (iHLui 3mMiHu) peuenmom
6nictepi, no 5 OHOBIEHHS BXe 3aTBEPKEHNX METOAIB KOHTPOIO AKOCTi
bnicTepis B naywi 3 nikapcbKoro 3acoby, a came: BUKIAAEeHHS TEKCTY AepKaBHO
KapTOHY MOBOHO 3riJHO Cy4acHMX BUMOT
136.| HICA3M TabneTkn, BKpUTI CYH-®APM Monbwa Mibe MmM6X HimeyumHa 3MiHn | TUny - 3miHK 3 akocTi. FoToBMI Nikapcbkuii 3aci6. bes UA/15658/01/01
POPTE® NniBKOBOO Cn. 30.0. ApuHanmiTTens 3MiHn y BUpO6HMLTBI. 3MiHu BUNpobyBaHb abo AonycTUMmx peuenma

o6onoHkoto, no 80
mr, no 10 TabneTok
y 6nicTepi; no 2
Gnictepu B
KapTOHHiI kopobLyi

MeX, BCTAHOBINEHWX Y cneumdikauisx, nig yac BMpobHMUTBa
roTOBOrO fiKapCbKOoro 3acoby (BUITyYEHHs1 HECYTTEBOTO
BMUNpobyBaHHs B MpoLeci BUPOOHWLTBA) BHECEHHS 3MiH 0
BMpPOBHMYoro npouecy M3, 3okpema: BUNyYeHHS KOHTPOTIO 3a
nokasHukom "Po3snaganHs”. Tig yac npouecy BUpobHMuTBa
KOHTPOMIETLCH Yac po3nafaHHs sapa TabneTok. B posainax
3.2.P.3.3. Onuc B1upoGHMYOro npoLiecy Ta KOHTPOIo npoLecy
Ta 3.2.P.3.4. KOHTpOnb KPUTUYHUX CTafin i MPOMiIXKHOI
npoayKLii KOPEeKTHe 3a3HaYEHHS KPUTEPIiB MPUIAHATHOCTI 3a
nokasHukom "Po3nagaHHs" 3 "< 15 xBunuH" Ha "< 15 xBunuH"
Ta 3a nokasHukom "CtupanicTb" 3 "<1,0%" o "< 1,0%".
3MiHn | TUny - 3miHK 3 gkocTi. FoToBMI Nikapcbkuii 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneundikaui Ta/abo JONyCTUMMX MEX FOTOBOIO NiKapCbKOro
3acoby (BMNyYeHHS HE3HAYHOTO MOKa3HMKa (Hanpuknag
3acTapifnioro nokasHuka, Takoro sik 3anax Ta cMak, abo




63 [TponoBkeHHs qoaaTka 2
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
iaeHTndiKaLin 6GapBHMKIB YM cMakoBMX [0OABOK)) BHECEHHS
3MiH o Cneumdikauii M3, 3okpema: BUNy4eHHsi KOHTPOIIO 3a
nokasHukom "Po3naganHs". B cneuundikauii 113 3asHayveHuin
KOHTPOrb 3@ NOoKa3HMKOM "Po34nMHeHHSs", Wo [o3Bonse GinbLu
TOYHO OLiHWUTM Bi0AOCTYNHICTb aKTMBHOI PEYOBUHY Micns
BBeAeHHs. i yac npouecy BUPOBHULITBA KOHTPOIOETLCS Yac
po3nafgaHHs sgpa TabneTok.
137. HICMMA3M TabneTku, BKPUTI CYH-®APM MNonbwa Mibe M'mbX Himevumna TexHiyHa nomunka (3rigHo Haka3y MO3 Big 23.07.2015 Ne bes UA/15658/01/01
POPTE® NniBKOBOIO Cn. 3 0.0. ApuHamiTTenb 460), BunpaBneHo TeXHIYHY NOMWIIKY Y TEKCTi MapKyBaHHS peuenma
obonoHkoto, no 80 BTOPUHHOI YNaKOBKK flikapcbkoro 3acoby: 3atBepmkeHo: 1.
mr, no 10 TabneTok HA3BA NIKAPCbKOIO 3ACOBY Hicnasm ®opte®
y 6nicTepi; no 2 [poTaBepuHy rigpoxnopug 80 Mr, TabneTku, BKPpUTI NiBKOBOO
Gnictepu B obonoHkoto 3anponoHoeaHo: 1. HA3BA NIIKAPCBKOIO
KapTOHHiIN kopoOLi 3ACOBY Hicnaam ®opte® [dpoTtaBepuHy rigpoxnopug 80 mr
(mg), TabneTku, BKPUTI NiiBKOBOK 060M0OHKO 3a3HayeHe
BUNpaBfIEHHs BigNOBiAae MaTepianam peecTpauinHoro 4OCbe.
138.| HOBIF'AH® TabneTkn, BKpUTI [O-p Peppi'c IHAis O-p. Pegpi'c IHAisa 3MiHn | TUny - 3miHK 3 AkocTi. FoToBMI Nikapcbkuii 3aci6. bes UA/5127/01/01
NniBKOBOIO JTabopaTtopic JTabopaTtopic 3MiHM y BUpOoBHMUTBI. 3MiHM BMNpobyBaHb abo AonyCTUMUX peuenma
060mnoHKot, Iita Nimiten MeX, BCTAHOBMEHMX Y crneumdikauisx, nig yac BMpobHMUTBa

no 10 tabnetoky
Gnictepi; no 1
6nictepy B
KapTOHHIN kopobLi

rOTOBOrO fiKapCbKOro 3acoby (BUMyYeHHS HECYTTEBOIO
BUNPOBYBaHHS B NpoLeCi BUPOOHULITBA) BHECEHHS 3MiH 40 p.
3.2.P.3 lNpouec BMpoGHMLITBa NikapCbKoro 3acoby, 3okpema:
BUITYYEHHS BU3HAYEHHS BMICTY Boau Ha cTagii Blending.
BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUiB NicNs 3aTBEPAXEHHS.
3MiHn | TUny - 3miHK 3 AkocTi. FoToBMIA NikapcbKkuii 3acio.
KoHTponb roToBoro nikapcbkoro 3acoby (iHLui 3mMiHu)
OHOBJIIEHHSI BXX€e 3aTBEPAKEHUX MEeTOZIB KOHTPOIIO SKOCTI
nikapcbKkoro 3acoby, a came: BUKNaAEHHS TEKCTY AepXaBHO
MOBOHO 3riIHO Cy4acHUX BUMOT. BBeAeHHS 3MiH NpoTsrom 6-tu
MicsauiB nicns 3aTBepxeHHs. 3MiHu | Tuny - 3MiHM 3 sKocCTi.
[oToBMI Nikapcbkui 3aci6. KoHTporb roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauin Ta/abo gonycTummnx
MeX rOTOBOrO NikapCbKoro 3acoby (BUnyYeHHs He3Ha4YHOro
nokasHvka (Hanpuknag 3acTapinioro nokasHuka, Takoro sik
3anax Ta cMak, abo igeHTudikauisa 6apBHUKIB YA CMAKOBMX
no6aBok)) BunyveHHs 3i Cneuundikauii / MeToais koHTponto
SIKOCTi FOTOBOrO Nikapcbkoro 3acoby nokasHuka "diameTp".
3a3HayeHunii napameTp KOHTPOMETLCA Mif Yac BUpobHULTBa
roToBOro nikapcbkoro 3acoby. BBeaeHHs 3MiH NpoTsiroM 6-11
MicsaUiB nicns 3aTBepxXeHHs. 3MiHu | Tuny - 3MiHM 3 sKoCTi.
["oToBMI Nikapcbknin 3aci6. KOHTPorb roTOBOro fikapCbKoro
3acoby. 3miHa napameTpiB cneumdikauin Ta/abo gonycTUMmx
MeX rOTOBOrO NikapCcbkoro 3acoby (BUnyYeHHs He3Ha4YHOro
nokasHuKa (Hanpuknag, 3acTapinoro nokasHvka, Takoro siK
3anax Ta cMak, abo ineHTudikauis GapBHUKIB UM CMaKOBUMX
no6aBok)) BunyveHHs 3i Cneuundikauii / MeToais koHTponto
SIKOCTi FOTOBOTO fikapcbkoro 3acoby nokasHuka "ToBLimHa".
BBeaeHHs 3MiH NpoTArom 6-Tu MicAUIB NiCNs 3aTBEPAXKEHHS.
3MiHu | TUnYy - 3miHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4ONYCTUMUX MEX FOTOBOIO fikapcbkoro
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3acoby (BMNyYeHHs1 HE3HAYHOrO NMokasHWKa (Hanpuknag
3acTapinoro nokasHuka, Takoro sik 3anax Ta cmak, abo
iaeHTudiKaLia 6GapBHMKIB Y cMakoBMX [ODABOK)) BUITyYEHHs!
3i Cneuudpikauii / MeTogiB KOHTPOIO SKOCTi FOTOBOro
nikapcbkoro 3acoby nokasHuika "TeepgicTb". BBeaeHHs 3miH

nNpoTArom 6-Tu MicsLiB nicns 3aTBepoKeHHs. 3MiHun | Tuny -
3MiHuM 3 aKkocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis cneuudikaLin Ta/abo
OONyCTUMMUX MEX rOTOBOTO fikapcbkoro 3acoby (BUnyyYeHHs
He3Ha4yHOro nokasHuka (Hanpuknag 3acTapiforo nokasHuka,
TaKoro sk 3anax Ta cmak, abo igeHTudikauis 6apBHUKIB Yn
cMakoBux 0o6aBok)) BUyyYeHHs 3i Cneuundikauii / MeToais
KOHTPOIMIO SIKOCTi FOTOBOrO MikapcbKoro 3acoby nokasHuka
"OpgHopigHicTb MmacKn”. BBegeHHs 3MiH NpOTArom 6-Tu MicsiuiB
nicnsa 3aTepakeHHsi. 3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTponb rotoBoro fikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauin Ta/abo gonycTumMmnx mex
roTOBOrO JlikapcbKkoro 3acoby (iHLi 3MiHM) BHECEHHS1 3MiH [0 3i
Cneuumdbikauii roToBoro nikapcbkoro 3acofy, 3okpema:
BBEAEHHS NepioanYHoCTi 3a nokasHukom "MikpobionoriyHa
yncToTa" - TeCTyBaHHS MIKpOBionoriYHOT YNCTOTU NPOBOASATL
0119 KOXKHOI 4ecaToi cepii, ane He pigwe pa3 B pik. BBeaeHHs
3MiH MPOTAroM 6-Tu MicsAUiB nicnsA 3aTBepKeHHs. 3MiHu | Tuny
- 3MiHM 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo JoNyCTUMMX MEX FOTOBOIO NiKapCbKOro
3acoby (iHWi 3MiHW) BHeceHHs1 3aMiH Ao Cneuwndikauii 113,
30KpeMa: 3a3Ha4eHHs nokasHukis "3oBHiWHIN BUrnsg",
"Po3nagaHHs", "Po3unHeHHs", "CnopigHeHHi omilkn",
"KinbkicHe Bu3Hau4eHHs", "MikpobionoriyHa uncrora” - wo
npoBOAsTLCSA Nif Yac AocnimpkeHb cTabinbHOCTi. BBeaeHHs
3MiH MPOTAroM 6-Tu micsAUiB nicnsA 3aTBepKeHHs. 3MiHu | Tuny
- 3MiHu 3 gKkocTi. FoToBUIA Nikapcbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBIEHMX Yy cneumdikauisx, nig yac BMpobHmMuTBa
roTOBOro MiKapCbKOro 3acoby (iHLi 3MiHWN) BHECEHHS 3MiH [0 p.
3.2.P.3 MNpouec BMpoGHUMLTBa NikapCcbkoro 3acoby, 3okpema:
Ha cTagii Blending (3miyBaHHS cymilli Ans noganbLLoro
TabneTyBaHHS) BUNyYEHHS] KOHTPOJITO 3@ NMOKa3HUKOM
"KinbkicHe BU3Ha4YeHHs N-ninepuamHoOeToKCK-0-
kapbokcnbeH3odeHoHy rigpoxnopuay (KeToHy)". BBegeHHs
3MiH MPOTAroM 6-Tu MicsAUiB nicns 3aTBeppKeHHs. 3MiHu | Tuny
- 3MiHu 3 skocTi. FoTOBMIA Nikapcbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo AONyCTUMNX MEX,
BCTaHOBIEHMX Y cneuudikauisx, nig 4ac BupobHmuTBa
roTOBOroO MikapcbKoro 3acoby (iHLi 3MiHWM) BHECEHHS 3MiH 0 p.
3.2.P.3 Mpouec BnpobHULTBa NikapcbKkoro 3acoby, 3okpema:
Ha cTagii Blending (3miyBaHHS cymilli Ans noganbLLoro

TabneTyBaHHs) BUNYyYEHHSI KOHTPOIO 3a NMOKa3HUKOM
"KinbkicHe BM3Ha4eHHs anbda-
ninepuanHoetTunandeHinaueTamiHy metobpomigy (amigy)".
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep

n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o

n 3acoby ynakoeka) noceio4yeHHs1

BBefeHHs 3MiH NpoTArom 6-Tv MicAUB Nicns 3aTBEPAXKEHHS.
3MiHu | TMNY - 3miHK 3 sikocTi. FoToBMIN NikapcbkKin 3aci6.
3MiHM y BUpOBHMUTBI. 3MiHM BMNpobyBaHb abo fonyCTUMUX
MeXX, BCTaHOBMEHWX Yy cneumdikauisx, nig 4yac BMpobHuuTBa
roTOBOrO MikapCbKoro 3acoby (iHLUi 3MiHW) BHECEHHS 3MiH [0 p.
3.2.P.3 Mpouec BMpobHULTBaA fikapcbkoro 3acoby, 3okpema:
Ha cTagii Blending (3mMiwyBaHHA cymilli Anst noganbLuoro
TabneTyBaHHSA) BUNYYEHHS! KOHTPOItO nokasHukoM "KinbkicHe
BMU3Ha4YeHHs |6ynpodheny”.
BBefeHHs 3MiH NpoTArom 6-Tv MicAUiB Nicnst 3aTBEPAXKEHHS.
3MiHn | TUny - 3miHK 3 AkocTi. FoToBMI Nikapcbkuii 3aci6.
3MiHM y BUpOoBHMUTBI. 3MiHM BMNpobyBaHb abo AonyCTUMUX
MeX, BCTaHOBMEHMX Y crneumdikaLisx, nig yac BUpobHuLTBa
roTOBOro MiKAPCbKOro 3acoby (iHLWi 3MiHWN) BHECEHHS 3MiH 0 p.
3.2.P.3 Mpouec BnpobHULTBaA fikapcbkoro 3acoby, 3okpema:
Ha cTagii "Compression" 3a nokasHukom "ToBLuHa saep Ta
TOBLLMHA TabNeToK NOKPUTUX NIIBKOBOIO 06OMOHKOK" 3MiHa
ponyctummnx mex. 3ateepmxeHo: Core tablet - 5.30 £ 0.2 mm
(5.1 to 5.5 mm) Coated tablet — 5.40 £ 0.2 mm (5.20 to 5.6
mm) 3anponoHosaHo: Core tablet - 5.10 £ 0.2 mm (4.9t0 5.3
mm) Coated tablet — 5.20 + 0.2 mm (5.0 to 5.4 mm). BBeaeHHsi
3MiH NPOTArom 6-T1 MicsUiB NicNs 3aTBEPMAXKEHHSA
139./ OMENPA30I1 | kancynu, no 20 wmr, AT "®apmak” YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/4310/01/01
(0] no 10 kancyny AamMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BM NikapcbKoro 3acoby. peuenmom
6nicTepi, no 1 abo 3 3miHa Ha3eu J13. 3aTtBepaxeHo: OMEIMPAS3OIJI.
Gnictepu B nayui 3anponoHosaHo: OMEINPA3OI ®. BeBegeHHs 3miH NpoTarom
6-TW MicsaUiB Nicns 3aTBEPAXEHHS.

140, OHOPIO Tabnetku no 5 mr, CaHnpos CnoBeHiga nepBuHHA Ta Himeuuunna/ BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/12448/01/01
no 10 Tabnetok y dapmacbloTika BTOpPUHHA PymyHisa/ AamMiHicTpaTVBHI 3MiHU. BunyyeHHA BUPOBHWYOIT AinbHULI peuenmom
6nicTepi; no 2, abo n3 a.Aa. ynakoBka, Monbwa/ (Bkntovaroum ainbHuui ana A®Il, npomixkHoro npogykTy abo
no 3, abo no 6, abo KOHTpPOrb, TypeuunHa rOTOBOrO fikapCbKOro 3acoby, AinbHWL AN NPOBEAEHHS
no 9 GnictepiB y [03BiN Ha nakyBaHHsi, BUpOOHWMKa, BiANOBIAANbLHOrO 3a BUNYCK Cepiin,

KapTOHHiI kopobui BUNYCK cepii: MicLie NpPOBeEHHS KOHTPOTH cepii) abo nocTavanbHUKa
CantoTac BMXiQHOro Matepiany, peareHTy abo JONOMiXXHOI pe4oBUHM
®apma 'mbX, (Ko 3a3HaveHo y Aocbe) BunyveHHs BupobHuka M3
HimeuuunHa; CaHpos Inak CaHaii Be TikapeT A.C., TypeuyunHa
KOHTPO~b: (BUPOBHULTBO HEPO3(hacOBaAHOrO NPOAYKTY, NEPBMHHA Ta
C. K. Canpos C. BTOPWHHA yNakoBKa, KOHTPOrb). 3aTBepaXXeHi BUpOOHWUI
P. 1., PymyHis; AinNbHUL, WO 3anuULLNMANC — BUKOHYIOTb Ti cami doyHKLT, Wo
nepBuHHA Ta BUNyYeHa.
BTOPWHHA
ynakoBka,
KOHTpPO~b,
[03BiN Ha
BUMYCK cepii:
Jlek C. A.,
MonbLa;
BUPOGHULTBO
Hepo3dacoBaHo

ro NpoaykTy:
CaHngos pyn




66 [TponoBkeHHs qoaaTka 2
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Carnuk
YpyHnepi
Inaknapi CaH.
Be Tik. A.C.,
TypeuunHa
141.| OPUEPUH kancynu no 50 Mr no Makneoac IHAis Makneoac IHpis BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/6644/01/01
10 kancyn y dapmacboTuk dapmacbioTukan AamiHicTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu peuenmom
GnicTepi; no 1 abo 3 anc Jlimiteg c Jlimiteq MiCLiSl NPOBaKEHHSI AisnbHOCTI BUpOBHUKa/imnopTepa
6nictepu B roTOBOro MiKapCbKOro 3acoby, BKINOYaUM AinbHUL BUMYCKY
KapTOHHIN ynakoBLj cepii abo micLie NpoBefeHHS KOHTPOIIO AKOCTI. (QisANbHICTb, 3a
SKy BiANOBiAae BUPOOHMK/IMMOPTEP, BKIOYa4M BUMYCK CEpiit)
3miHa agpecu BupobHuka M3 Makneogc PapmacbkioTukanc
TlimiTeq, IHaisn, 6e3 3amMiHn Micus BUpobHMUTBA: 3MiHN BHECEHO
B iHCTPYKLIiIO A1 MEAWYHOrO 3aCTOCYBaHHS y po3gin
«MicuesHaxomkeHHs1 BUpOGHMKa Ta agpeca Micus
NPOBAKEHHA MOro OiANbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y
TEKCTi MapKyBaHHS YNakoBKW fikapcbkoro 3acoby. TepMiH
BBEAEHHSA 3MiH NPOTArom 6 MicauiB Nicnsa 3aTBEPAKEHHS.
142.| OPNIOKCALMU | nopowiok Yewmo I6epika, Icnanis Kimika CiHTeTika, IcnaHis 3Minn | TUny - 3miHm 3 akocTi. CepTudikat BignosigHocTI/TE- - UA/13817/01/01
H (cybeTaHuis) y C.A. C.A. cepTudikaT BiANOBIAHOCTI EBPONENCHKIN
noaginHNX tapmakonei/MoHorpadgii. NMogaHHs HoBOro abo OHOBNEHOMO
nonieTuneHoBmx cepTudikaTta BignoBigHOCTi abo BUny4eHHsa ceptudikara
nakeTax gns BigNoBigHOCTI €Bponewckkin hapmakonei: ans A®l; ans
BUPOGHMLTBA BMXiQHOro matepiany/peareHTy/npoMiXKHOrO NPOAYKTY, L0
CTEPUINbHNUX Ta BMKOPVCTOBYIOTBCS Y BUpObHUUTBI A®I; ans 4onoMikHOT
HEeCTepUnbHNX peyoBUHM (CepTuUdikaT BiANOBIAHOCTI €BpONEnCchKin
nikapcbknx hopm dapmakonei) - HoBuii ceptudikaT Bif BXe 3aTBEPAXKEHOIO
BMPOGHMKA -
NnoJaHHsi HOBOro cepTudikaTa BiANoBIAHOCTI €EBpONENChbKi
dapmakonei Ne R1-CEP 2000-134-Rev 06 (3amiHa DMF OF-
QS2-ED.00-EP (October 2018) ans gito4oi pe4oBuHM
Ofloxacin Big Bxe 3aTBepaxeHoro BupobHuka Quimica
Sintetica S.A., IcnaHis. Ak Hacnigok 3mMiHM y cneundikadii
cy6cTaHuii 3a nokasHukamu «lgeHTudikauis» «OnTnyHe
obepTaHHa» «CynpoBigHi AOMILLKU», 3MiHW Y MeToAax
KOHTPOMO 3a nokasHukamu laeHTudikauisy, «OnTuyHe
obepTaHHsa», «CynpoBigHi AOMILIKNY», «3annLLKOBI
PO3YNHHUKMY.
143.| NAKNITAKCE | koHueHTpaT aons Akkopg Benwuka Akkopg Xenckea Benwuka 3MiHu | TUny - 3miHu 3 sikocTi. CepTudpikat BignosiaHocTi/lTE- 3a UA/13924/01/01
1 AKKOPO pPO34MHy Ang Xernckea BpuTaHis Timiteq , BpviTaHis/ cepTudikaT BiaNoBiAHOCTI €BpONENChKin peuenmom
iHdy3in, 6 mr/mn no TlimiTen Benwuka IHgis/ dapmakonei/MoHorpadgii. NMogaHHA HOBOro abo OHOBNEHOTO
5 mn (30 mr), no BpuTaHis ITanis/ cepTudcikaTa BignosigHocTi abo BUNy4YeHHst cepTudikaTa
16,7 mn (100 mr), no (BignoBiganbHWi YropwuHa BignoBigHOCTI €Bponeicoki papmakonei: ans AdPI; ans

50 mn (300 mr) y
cnakoHi; no 1

dnakoHy y
KapTOHHiI kopobLyi

3a BUNycK cepii);
Akkopg Xenckea
Nimiten ,
Benuka
BpuTaHis
(BTOPUHHE
nakyBaHHs);
AcTpoH Pe3bopy

BVXiAHOro Marepiany/peareHTy/npOMiKHOIO MPOAYKTY, LLO
BUKOPUCTOBYOTbCS Y BUpoOHUUTBI ADI; Anst fonoMixxHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €EBpONENCHKIN
dapmakonei) - BunyyeHHs cepTudikatis (3a HassBHOCTI
MynbTUNNETHOro cepTudikaTa Ha MaTtepian) BUNyYeHHs
3aTBepAkeHoro BupobHuka Al (Maknitakcen) Polymed
Therapeutics, Inc., China (CEP No.: R1-CEP 2010-143-Rev
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

Nimiten, Benuka
Bputanis
(kOHTpPOSb

SIKOCTi cepint);
IHTac
dapmachkioTikan

3 JlimiTeq, IHaia

(BMPOBHMLTBO
roToBOro
nikapcbKkoro
3acoby,
BUPOBHMLTBO
bulk, nepsuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs1,

KOHTPOMb SKOCTI

cepii); IHTac
dapmachkioTikan

c Jlimiten, IHaisa

(BUPOBHMLTBO
roToBOro
nikapcbkoro
3aco0y,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs1,

KOHTPOMb SKOCTI

cepii

(anbTepHaTUBHU

1 BUPOOHWK));
NabAnanisic
C.p.n, ITanis
(koHTpOnb
AKOCTI cepin);
®apmasanig
Iro.
MikpobionoriuHa
naboparopisi,
YropwuHa
(koHTpOnb
SIKOCTi cepiit)

00). 3aTBepmKeHi BUPOBHMKHN, LLO 3aNULLININCL — BUKOHYHOTb Ti
cami cpyHKLji, Lo BUNyYeHUI

144.

NMEHTACA

Tabnetku
NPOOHroBaHoi Aii
no 500 mr; no 10
TabneTtok y 6nictepi;
no 5 a6o 10
GnicTepi y
KapTOHHiI kopobLyi

PeppiHr
IHTepHeLwHN
CeHTtep CA

LLiBenuapis

PeppiHr M'M6X,
HimeuunHa
(BignoBigansHWi
3a BUNycK cepii);
®eppiHr
IHTepHeLwwHN
CeHTtep CA,

HimevunHa/
LLisenuapis

3MiHn | TUny - 3miHm 3 akocTi. CepTudikat BignosigHocTi/lTE-
cepTudikat BiaNoBIAHOCTI EBPONENChKIN

apmakonei/moHorpadii. NMoaaHHsA HoBoro abo OHOBNEHOIO
cepTudcpikaTa BignoBigHOCTi abo BUNyYeHHs cepTudikaTa
BignoBigHocTi €Bponeicbki hapmakonei: ans AdDI; ana
BUXiHOrO MaTepiany/peareHTy/npoMiKHOIO NPOAYKTY, LLO
BMKOPWCTOBYIOTbCS Y BUpOobHUUTBI API; ons onoMikHOT

pevoBUHU (cepTudikaT BiANOBIAHOCTI €EBpONENChbKin

3a
peuernmom

UA/4990/02/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
LLIseniapis dapmakonei) - OHOBNEHUI cepTudikart Big yxe
(BUPOBHULTBO) 3aTBEPKEHOrO BUPOGHMKA -
[NogaHHA OHOBREHOro cepTudikarta BignNOBIAHOCTI
€Bponevickkin papmakonei gns APl MecanasuHy Ne R1-CEP
2004-056-Rev 05 (nonepeaHs Bepcis CEP No. R1-CEP 2004-
056-Rev 04) Big BxXe 3aTBepakeHoro BupobHuka Syntese A/S,
[aHisi, y 38’A3Ky 3 BUNy4Y€HHAM O4HOro 3 BUPOOHUKIB
npomixHoro npoaykty (HY-GRO CHEMICALS PHARMTEK
PRIVATE LIMITED)
145, NMEHTACA rpaHynu DdeppiHr LLIseniapis BignosiganbHuin | Lsenuapis/ 3MmiHun | TMny - 3miHn 3 sikocTi. CepTudikaT BignosigHocTI/lE- 3a UA/4990/03/01
NPOJIOHrOBaHOI Aji IHTEepHeLHN 3a HimeyunHa cepTudikaT BigNoBiAHOCTI €EBpONEnCchKin peuenmom
no 1r; no 50, 100, CeHtep CA BUPOBHMUTBO, tapmakonei/MoHorpadii. NMogaHHs HoBOro abo OHOBNEHOMO
abo 150 nakeTukis 3 nepBUHHE Ta cepTudikaTta BignoBigHoCTi abo BUNy4YeHHs cepTudikara
rpaHynamm y BTOPUHHE BignoBigHOCTi €Bponenceki papmakonei: ans AdPI; ans
KapTOHHIl kopobui nakyBaHH4, BUXiOHOrO MaTepiany/peareHTy/npoMiXKHOro NPOAYKTY, LU0
KOHTPOIb SKOCTi: BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; onst 4oNoMidKHOT
®eppiHr peyoBUHM (CepTuUdikaTt BiANOBIAHOCTI EBpPONENChKin
IHTEepHeLwwHnN dapmakonei) - OHoBNEHMIN cepTudikart Big yxe
CeHTtep CA, 3aTBEpPAKEHOro BUPOBHUKA -
LLisenuapis MoaaHHa oHoBRNEHoOro cepTudikarta BigNoBIAHOCTI
BignosiganbHuii €sponevicbkinn apmakonei anst APl MecanasuHy Ne R1-CEP
3a BUMYCK cepii: 2004-056-Rev 05 (nonepeaHsi Bepcis CEP No. R1-CEP 2004-
PeppiHr M'M6X, 056-Rev 04) Big Bxe 3aTBepaXeHoro BupobHuka Syntese A/S,
HimeyunHa [aHisi, y 38’A3Ky 3 BUIy4YEeHHSIM OAHOrO 3 BUPOOHUKIB
npomixHoro npoaykty (HY-GRO CHEMICALS PHARMTEK
PRIVATE LIMITED)
146.| NEHTACA rpaHynu DeppiHr LLisenuapis BignosipaneHun | Llseriuapis/ 3MiHu | TUny - 3miHu 3 akocTi. CepTudikat BignosigHocTi/lTE- 3a UA/4990/03/02
NPOJIOHrOBaHOI Aji IHTEepHeLLHN 3a HimeyumHa cepTudikaT BignoBiAHOCTI €BpoNenchKi peuenmom
no 2 r; no 60 CeHntep CA BUPOBHMLTBO, dapmakonei/MoHorpadgii. NogaHHA HOBOro abo OHOBNEHOTO
nakeTukis 3 nepBrHHe Ta cepTudcpikaTa BignosigHocTi abo BUNyYeHHsi cepTudikata
rpaHynamu y BTOPUHHE BignoBigHOCTI €Bponewickkin hapmakonei: ans A®l; ans
KapTOHHIN kopobLyi nakyBaHHs, BVXiAHOro Martepiany/peareHTy/npoMiKHOIO MPOAYKTY, LLO
KOHTPOrb SIKOCTi: BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; anst fonoMixxHOT
®eppiHr peyvoBUHM (CepTUdikaT BiaNoBigHOCTI EBponenchki
IHTEepHeLwHN dapmakonei) - OHoBReHU cepTudikat Bif yxe
CeHtep CA, 3aTBEpOKEHOro BUPOGHMKA -
LLisenuapis [MopgaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI
BignosiganbHui €sponevicbkin apmakonei ans A®l MecanasuHy Ne R1-CEP
3a BMNYyCK cepii: 2004-056-Rev 05 (nonepeaHs Bepcis CEP No. R1-CEP 2004-
PeppiHr MM6X, 056-Rev 04) Big Bxe 3aTBEpaXeHOro BUpobHuka Syntese A/S,
HimeuunHa [aHis, y 38’43Ky 3 BUITy4eHHAM OJHOro 3 BUPOOHUKIB
npomixxHoro npoaykty (HY-GRO CHEMICALS PHARMTEK
PRIVATE LIMITED)
147.| NEHTACA cycrneHsis PeppiHr LLiBenuapis PeppiHr- Yecbka 3MiHn | TUny - 3miHm 3 akocTi. CepTudikat BignosigHocTi/lTE- 3a UA/4990/04/01
pekTanbHa no 1 IHTepHeLwHN Jleuumsa, a.c. Pecny6nika cepTudikaT BignoBiAHOCTI €EBponeinchkiii peuenmom
/100 mn; no 100 mn CeHtep CA dapmakonei/MoHorpadgii. NogaHHA HOBOro abo OHOBNEHOTO

cycrneHsii y donakoHi
3 HaKOHEYHVIKOM i
BHYTPILLUHIM
KnanaHom; o 1
¢riakoHy y nakeTi 3

cepTtudcpikaTa BignoBigHOCTi abo BUNyYeHHs cepTudikaTta
BignoBigHocTi €Bponeichki papmakonei: ans AdDI; ana
BVXiAHOro Marepiany/peareHTy/npoOMiKHOTO MPOAYKTY, LLO
BMKOPWCTOBYIOTbCS Y BUPOOHMUTBI API; Ang JONOMiIXKHOI
peyoBUHU (cepTudikaT BiANOBIAHOCTI €EBpONEnChKin
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
arntomiHieBoil dapmakonei) - OHOBNEHUI cepTudikart Big yxe
donbru; no 5 abo 7 3aTBEPKEHOrO BUPOGHMKA -
cnakoHiB Ta 5 abo 7 [NogaHHA OHOBREHOro cepTudikarta BignNOBIAHOCTI
nonieTuneHoBmnx €Bponevickkin papmakonei gns APl MecanasuHy Ne R1-CEP
nakeTiB Y KAPTOHHIW 2004-056-Rev 05 (nonepeaHs sepcis CEP No. R1-CEP 2004-
ynakoBLi 056-Rev 04) Big BxXe 3aTBepakeHoro BupobHuka Syntese A/S,
[aHisi, y 38’A3Ky 3 BUNy4Y€HHAM O4HOro 3 BUPOOHMKIB
npomixHoro npoaykty (HY-GRO CHEMICALS PHARMTEK
PRIVATE LIMITED)
148.| MEPUHOONP | TabneTku, BKpUTI TOB «TeBa YkpaiHa AT YropwuHa 3MiHuM | TMNY - 3MiHK Woao 6e3nekun/edhekTUBHOCTI Ta 3a UA/14925/01/01
WN/IHOAMAM | nniBkoBOtO YkpaiHa» dapmaueBTUYHN dapmakoHarnagy. 3miHa y KOpOTKili xapakTepucTumui peuenmom
10 POPTE- 060soHKoto, Mo 5 1 3asog TEBA nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
TEBA mr/1,25 wmr, no 30 MeLMYHOro 3acToCyBaHHA Ha NiacTaBi perynsapHo
Tabnetok y OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
KOHTEnHepi, no 1 nocnigpkeHb 3 6e3nekn 3acTocyBaHHs Nnikapcbkoro 3acoby B
KOHTENHEpPY B nicnapeecTpauinHmin nepiod, abo sk pe3ynbTaT OUiHKK 3BiTY 3
Kopoo6uLi AOCrifpKeHb, MPOBEAEHUX BiAMOBIAHO A0 NNaHy neaiaTpuyHux
pocnimpkerb (PIP) - 3miHM BHeceHi o iHCTpyKUii ans
ME[MYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby y po3gin
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBNEHOI iHopMaLlii Woao
Ge3neku OitoYoi pevoBUHMN.
BBegeHHsi 3MiH NPOTArom 6-TK MicaUIB NicNsA 3aTBEPAXKEHHS.
149.| NEPUHAOONP | tabnetkwn, BKpUTI TOB «TeBa Ykpaina, AT YropwuHa BHECEHHS 3MiH O peecTpauiiHixX maTtepianis: 3MiHa 3asiBHUKa 3a UA/14925/01/02
WN/IHOAMAM | nniBkoBotO YkpaiHa» YkpaiHa, dapmaueBTUYHN (BnacHuka peecTpauiiHoro noceig4eHHs) (3rigHo Hakazy MO3 peuenmom
1O0-TEBA obonoHkoto, no 2,5 YkpaiHa 1 3aBog TEBA Big 23.07.2015 Ne460). 3minm | Tuny - 3miHn wopno
mr/0,625 wr, no 30 ©e3nekn/edeKkTuBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
Tabnetok y 3MiHM [0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
KOHTelHepi, no 1 (BBEAEHHSI y3aranbHEHMX JaHMX NPO CUCTEMY
KOHTEeWHepy B dapmakoHarnsay, 3MiHa yNnoBHOBaXeHOi ocobw,
KopoobLi BiANoOBiganbHOI 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asiBHUKA ANs 34iINCHEHHS
dapmakoHarnagy B YKpaiHi, SKL0 BOHa BiAMiHHA Bif
ynoBHOBaXeHoI ocobu, BignosiaansHoi 3a 3giNCHEHHS
dapmakoHarnsgy (BKIoYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
po3milLleHHI MmacTep-danna cuctemu papmakoHarnsagy).
3miHa ynoBHOBaxeHOT 0cobu 3asiBHUKa, BiAMNOBiAansHOI 3a
dapmakoHarnsg. ditoua pegakuisi: Orit Stern-Maman.
MponoHoBaHa pepakuis: buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHMX AaHNUX YNOBHOBaXEHOI 0cobU 3asiBHUKA,
BignosiganbHoI 3a dhapmMakoHarmsg
150. NIKOBIT® TabneTtkn, BKpUTI KPKA, a.a., CrnioBeHis BianoBiganbHUn CnoBeHis TexHiyHa nomunka (3rigHo Hakady MO3 Big 23.07.2015 Ne bes UA/8268/02/01
obonoHkot, no 15 HoBo mecTO 3a BUPOBHULTBO 460) - BUNpaBrieHHs TexHi4YHOI noMunkn y cneumdikadii MKA peuenma

Tabnetok y 6nictepi,
no 2 6nictepn y
KapTOHHiIl kopobui

"in bulk",
NepBUHHY
yNakoBKy,
BTOPUHHY
YMNaKoBKY:
KPKA, o.4.,
HoBo mecTo,
CnoBeHisa
BiAnNoBiganbHUN

N3 3a nokasHUkoM «lgeHTudikauis: BapBHUK XiHOMIHOBWIA
XKOBTUIAY»
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3a KOHTpOnb
cepii:
KPKA, a.4.,
Hoso mecrTo,
CnoseHis
BigNoBiganbHUN
3a KOHTPOIb Ta
BMNYCK cepii:
KPKA, a.4.,
Hoso mecrTo,
CnoseHis
BigNoOBiganbHUN
3a KOHTpOnb
cepii:
KPKA, a.4.,
Hoso mecTo,
CnoBeHis
BigNoOBiganbHUN
3a KOHTpOnb
cepii:
HN30X
(HauioHanbHi
naboparopis 3a
3apaB'e, oKone
iH XpaHo),
CnoBeHis
151.| NPAMICTAP TabneTkn, BKpUTI d.1.P.M.A. ITanis KOCMO C.M.A. ITanis 3miHu | TMny - 3miHn wWoao 6e3nekn/edekTMBHOCTI Ta 3a UA/10837/01/01
NniBKOBOIO C.n.A. dapmakoHarnsay. BeegeHHs abo 3MiHM fo y3aranbHeHUX peuenmom
obornoHkoto, no 600 AaHnx npo cuctemy chapmakoHarnsagy (BBeAeHHs
mr; no 10 TabneTtok y3aranbHeHUX AaHux Npo cuctemy cpapmakoHarnsgy, 3amMiHa
y 6nicTepi; no 2 ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 3giNnCHEHHS
Gnictepu B apmakoHarnsay; KOHTaKTHOI 0cobu 3 bapmakoHarnsgy
KapTOHHiI kopobui 3asBHMKa ANs 34ilNcHeHHs bapmakoHarnsgy B YkpaiHi, aKwo
BOHa BiIMiHHa Bif YNOBHOBaXeHOi ocobu, BianosigansHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKIoYavm KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MileHHi MacTep-daiina cuctemm
hapmakoHarnsigy) 3miHa KOHTaKTHOT 0cobu 3asiBHUKA,
BignoBigansHoi 3a papMakoHarnag B Ykpaini. [irova
pepnakuisi: Monisyak OneHa BikTopiBHa. MNponoHoBaHa
pepakuis: Kyyep MapuHa BacuniBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0COOM 3asiBHUKa, BianoBiaanbHoOT 3a 34iMCHEHHS
¢apmakoHarnagy B YkpaiHi
152 NPE3UCTA® | TtabneTku, BKpUTI TOB YkpaiHa BnpobHuuTBO CLUA/ BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3MiHu | Tuny - 3a UA/6980/01/02
NniBKOBOO "[>KOHCOH i Hepo3dacoBaHo ITanis 3MiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3acid. 3miHn y peuernmom
obonoHkoto, no 400 IPKOHCOH ro NPOAyKTY: BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40AATKOBOI AinbHULL
Mr; no 60 TabneTok YkpaiHa" AxcceH OpTo BMPOGHMLTBA ANsi YacTMHM abo BCbOro BUPOBHUYOro npoLecy
y dnakoHi; no 1 JTINC, CWA; roTOBOro MikapCbKoro 3acoby (AiNbHULS, Ha SKii NPOBOAATLCS
dnakoHy B AHccen-Cinar Byab-siKi BUpOBGHMYI cTagii, 338 BUHATKOM BUMYCKY Cepil,
KapTOHHIN navui C.n.A,, Itanis; KOHTPOIIO SIKOCTi, NEPBUHHOIO Ta BTOPMHHOIO NaKyBaHHS, A5s
[MepBuHHa Ta HecTepunbHUX Nikapcbkunx 3acobiB) BBEAEHHS BUPOBHUYOI
BTOpPUHHA AinbHuui AHccen-Cinar C.n.A., lTanis sk BUpo6HuMKa,
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ynakoBkKa,

BMNYCK cepii:
AHcceH-Cinar
C.n.A., ltanis

BiANoBiganbLHOro 3a BUpoOHULTBO HEpPO3dhacoBaHOro
npoaykTy. BBeaeHHs 3miH npoTarom 3-x Micauis nicns
3aTBepAKeHHs. 3MiHK | Tuny - 3miHK 3 AkocTi. FoToBMI
nikapcbkuii 3aci6. 3miHn y BMpobHMUTBI. 3MiHa po3mipy cepii
(Bknrovatoum giana3oH po3Mipy cepii) FoTOBOro NikapCbKoro
3acoby (3meHLeHHst Ao 10 pasiB) BBeAeHHS anbTepHaTUBHOIO
po3mipy cepii 325 kr gnsa M3 no 400 mr ta no 800 mr Big,
3anponoHoBaHoro BUpobHuka AHccen-Cinar C.n.A., Itanis oo
BXe 3aTBepmkeHux poamipie cepii 320 kr Ta 480 kr ansa M3 no
400 mr ta 115 kr ta 345 kr gnsa M3 no 800 Mr Ha BUPOGHMYIN
ainbHuui AxHccen OpTo JINC. BeeageHHs 3MiH npoTsirom 3-x
MicsLiB nicnsi 3aTBepaKeHHS. 3MiHu | Tuny - 3MiHK 3 sIKOCTi.
[oToBMI nikapcbkuii 3aci6. 3miHWM Yy BUPOBHULTBI. 3MiHK Y
npoLieci BUPOGHMLTBa rOTOBOrO fikapCbKoro 3acoby,
BKJTOYAK04M NMPOMIXKHWUIA MPOAYKT, LLO 3aCTOCOBYETHCS NPU
BUPOBHMUTBI rOTOBOrO fikapCbKkoro 3acoby (iHLui 3MiHK)
He3HauHi 3MiHn y BupobHuyomy npoueci 113, wo obymosneHi
BBeOEeHHsAM JogaTkoBoro BupobHuka AHcceH-Cinar C.n.A.,
ITanis. BeeaeHHsa 3miH npoTtarom 3-x Micsauis nicns
3aTBEPOKEHHS.

153,

NPE3NCTA®

TabneTtkn, BKPUTI
NniBKOBOKO
obonoxkoto, no 800
mr; no 30 TabneTtok
y cnakoHi; no 1
dnakoHy B
KapTOHHIN navui

TOB
"[1>KOHCOH i
IKOHCOH
YkpaiHa"

YkpaiHa

BupobHuLTBO
Hepo3dacoBaHO
ro NPoAyKTY:
AHcceH OpTo
JINC, CWA;
Anccen-Cinar
C.n.A,, Itanis;
MepBuHHa Ta
BTOPWHHA
ynakoBka,
BUMYCK cepii:
Anccen-Cinar
C.n.A,, Itanis

CLIA/
ITania

BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHu | Tuny -
3MiHM 3 sikocTi. F0TOBMIA NikapcbkuiA 3aci6. 3MiHN Y
BMpPOBHMUTBI. 3amiHa abo BBe4EeHHS AO4ATKOBOI AiNbHULL
BMPOOHMLTBA 4N YaCTUHM abo BCbOro BUPOBHMYOro npoLecy
roTOBOro NMikapcbKoro 3acoby (AinbHULS, Ha siKili NPOBOAATLCS
OyAb-gKi BUPOOHWYI CTagil, 3a BUHATKOM BUIMYCKY Cepil,
KOHTPOIIO SAKOCTi, NEPBUHHOIO Ta BTOPUHHOIO NakyBaHHS, ANs
HecTepuIbHUX Nikapcbkux 3acobiB) BBEAEHHS BUPOOHUYOI
AinbHUUi AHccen-Cinar C.n.A., ITanis sk BUpobHuKa,
BiANoBigansHOro 3a BUPOBHNLTBO HepO3dacoBaHOro
npoaykty. BBeaeHHs 3MiH npoTarom 3-X micauis nicns
3aTBepAKEHHs. 3miHu | Tuny - 3miHK 3 AkocTi. FoToBUIN
nikapcbkuii 3aci6. 3MiHu y BUpo6HMUTBI. 3MiHa po3Mipy cepii
(Bkntovatoum AianasoH po3mipy cepii) FoToBOro nikapcbkoro
3acoby (3meHweHHsa Ao 10 pasis) BBeAEHHS anbTepHaTUBHOIO
po3mipy cepii 325 kr ans 113 no 400 mr ta no 800 wmr Big
3anponoHoBaHoro BupobHuka AHccen-Cinar C.n.A., Itanis go
BXe 3aTBepaxeHux po3mipis cepii 320 kr Ta 480 kr ansa 13 no
400 mr ta 115 kr ta 345 kr gnst N3 no 800 Mr Ha BUPOGHMYI
ainbHULi AHccen Opto J1C. BBeagHHst 3MiH NpoTsrom 3-x
MicauiB nmicnsa 3aTBepxeHHs. 3miHu | Tuny - 3MiHM 3 aKocTi.
[oToBWI Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHU Y
npoueci BUpobHMLTBa rOTOBOrO MikapCbkoro 3acoby,
BKJTHOYAKUM NMPOMIKHWUIA MPOAYKT, LLO 3aCTOCOBYETHLCS NpU
BMPOGHMLTBI FOTOBOrO NiKapCbKoro 3acoby (iHLwi 3MiHK)
He3HauHi 3MiH1 y BUpoGHMYoMy npoueci 113, wo obymoBneHi
BBEOEHHAM J04aTkoBOro BupobHuka AHcceH-Cinar C.n.A.,
ITanis. BBegeHHs 3MiH npoTarom 3-x micsauiB nicns
3aTBEPAKEHHS.

3a
peuernmom

UA/6980/01/06

154,

MPOCIMAH®
POPTE

TabneTku Wwmnydi no
65 Mr no 1 Tabnerui

EHrenbrapa
ApuHanmitTen

Himeyuunna

BMPOBHMK in
bulk, nepBuHHE

Himeyunna

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny -
AaMiHicTpaTmBHi 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu

be3
peyenma

UA/12942/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
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n 3acoby ynakoeka) noceio4yeHHs1
TABJETKU y calle; no 2 cawle b MM6X & Ko. Ta BTOPVHHE MicLst NpoBaKEHHS AisinbHOCTI BUpOGHUMKa/imnopTepa
wiunyyi Big crnony4eHi B Kr nakyBaHHS: roTOBOIO MiKApCbKOro 3acoby, BKIOYaKUM AinbHUL BUMYCKY
KALUJTO nepdopoBaHui FEPMEC cepii abo MicLie NpoBefeHHS KOHTPOIIO AKOCTI. (QisAnNbHICTb, 3a
ctpun; no 5 a6o 10 SAPMA T'mEX, SIKY BiAnoBigae BUPOOHMK/iMNOpTEp, He BKIOYaum BUMYCK
CTPVNIB Y KAPTOHHIW HimeuuunHa; cepin) - 3amiHa Ha3BM BMpoOHuKka in bulk, nepBuHHe Ta
KopobLi BUPOBHMK BTOPUHHE MaKyBaHHS, 6€3 3MiHM MicLA BUPOOHMLUTBA:
BigNoBiganbHUN 3aTtBepaxeHo: Mepmec ApuHanmittens MmM6X, HimeudnHa /
3a BUNYCK cepii: Hermes Arzneimittel GmbH, Germany 3anponoHosaHo:
EHrenbrapg FEPMEC ®APMA 'm6X, HimeyunHa / HERMES PHARMA
ApuHanmiTTenb GmbH, Germany
M6X & Ko. KT,
HimeyuunHa
155, MPOCTAMOIJ1 | kancynu m’siki no BEPJIIH-XEMI HimevuunHa BUPOBHMLTBO HimeuyunHa 3MminHn | TMny - 3MiHK wWopo 6e3nekn/edpekTMBHOCTI Ta 6e3 UA/10417/01/01
® YHO 320 wr, no 15 Al Kancyn m'sakux dapmakoHarnsay. BeegerHs abo 3MiHM 4o y3aranbHeHWX peuenma
kancyn y énicrepi; "in bulk", [aHuX Npo cuctemy dapmakoHarnsay (BBeAeHHs
no 2 a6o 4, a6o 6 KOHTPOSb Cepint: y3aranbHeHMX faHux Npo cuctemy hapmakoHarnsgy, amiHa
bnictepiB y KaTtaneHt YMOBHOBaXEHOi 0cOOM, BignoBiganbHOI 3a 30iNCHEHHS
KapTOHHil kopobui Himeyunna capmakoHarnsgy; KOHTakTHoI ocobu 3 hapmakoHarnsay
E6Gepbax Mm6X, 3aaBHMKa 4NN 34iNCHEHHS hapMakoHarnagy B YKpaiHi, AKwo
Himeyuunna BOHa BiAMiHHa Bif yNoBHOBakeHOi ocobu, BiANoBiaanbLHOI 3a
KiHLEeBe 3piicHeHHs hapmakoHarnagy (BKMoYar4m KOHTaKTHI gaHi)
nakyBaHH4, Ta/abo 3MiHKN y po3MilLleHHi MacTep-chaina cuctemm
KOHTpOrb Ta dapmakoHarnsaay) 3miHa KOHTaKTHOT 0cobu 3asiBHUKA,
BUMYCK Cepint: BignoBsiganebHOI 3a hapmakoHarnag B Ykpaiti. Jitova
BEPJIIH-XEMI pepakuis: Monisyak OneHa BikTopiBHa. MNponoHoBaHa
Al', HimeuyunHa penakuis: Kyyep MapuHa BacuniBHa. 3MiHa KOHTaKTHUX AaHUX
KiHLEBe KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaanbHol 3a 34iCHEHHS
nNakyBaHHS: dapmakoHarnagy B YkpaiHi.
MeHapiHi-®oH
XeligeH M'moX,
HimeyunHa
156. PEQUCTATHU TabneTkn, BKPUTI O-p Peppi'c IHAis O-p Pegpi'c IHgis 3MmiHun | Tuny - 3MiHKM 3 siKoCTi. [OTOBMIA NikapCbkMi 3aciO. 3a UA/14948/01/03
H nniBKOBOO JlabopaTopic TlabopaTopic 3MiHu y BUpo6HMUTBI. 3MiHU BUNpobyBaHb abo AonycTUMmX peuenmom
obonoHkoto, no 20 nTto Iltg, BupobHuya MeX, BCTAHOBMNEHUX Y cneumdikauisx, nig yac BUpobHMUTBa

mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepu B
KapTOHHiI kopobLyi

ainbHUUS - 11

rOTOBOrO fiKapCbKOro 3acoby (BUMyYeHHS HECYTTEBOrO
BUNpobyBaHHs B NpoLeci BUpOOHULTBA) BUMYYEHHS
HecyTTeBOro nokasHuka «Onucy 3i cneyudikadii in-process
Ans gosysaHHs 20 Mr, BBe4EHHS MPOBEAEHHS KOHTPOIIO 3a
OaHUMK NokasHuUKaMu Ans Banigauiiinx cepivi. BBegeHHs
3MiH NpOTArom 6-Tu MicsuiB nicnst 3aTBepaXXeHHs. 3MiHu | Tuny
- 3MiHu 3 gKocTi. FoToBUIA Nikapcbkuii 3acid. 3miHn y
BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo AONyCTUMUX MEX,
BCTaHOBIEHUX Y crieundikauisx, nig Yac BMpobHuULTBa
rOTOBOrO MikapcbKoro 3acoby (iHwWi 3mMiHM) Ansa fo3yBaHHSA 20
MT - BUITyYEHHS1 HECYTTEBOIO NokasHuka «Bogay 3i
cneundikauii in-process, BBe4eHHS1 NPOBEAEHHSI KOHTPOIIO 3a
[aHUMK MoKa3HMKaMu Ans Banigauiiinx cepii. BBegeHHs
3MiH NPOTAroM 6-Tu MicsLiB Nicns 3aTBepRKEHHs. 3MiHu | Tuny
- 3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo AONyCTUMNX MEX,
BCTaHOBIEHUX Y crieundikauisix, nig Yac BMpobHULTBA
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roTOBOrO JlikapcbKoro 3acoby (iHwi 3MiHM) ansa gosysaHHs 20
M - BUITYYEHHS HECYTTEBOIO nokasHuka «KinbkicHe
BU3HAYEHHN» 3i cneyumdikadii in-process, BBeAEHHS

NPOBEAEHHS KOHTPOSO 32 AaHUMM NOKa3HUKaMK ansi
BanigauifiHnx cepin
BBegeHHs 3MiH NpoTsArom 6-Tv MicAUiB Nicnsi 3aTBEPAXKEHHS.

157.

PENI®® NMPO

KpeMm pekTanbHum;
no15rabono30ry
Ty6i, no 1 Ty6i 3
annikaTopom y
KapTOHHIN navui

Banep
KoHcbiomep
Kep Al

LLsevinapisa

IcTiTyTO OE

Awxeni C.p.n.

ITania

3MiHn | TUny - 3miHm 3 akocTi. CepTudikat BignosigHocTI/TE-
cepTudikat BiANOBIAHOCTI EBpONENChKIN
dapmakonei/MoHorpagii. 3MiHK, NoB'A3aHi 3 HeObXigHICTIO
NpVBEAEHHN Y BiANoBiaHICTb 40 MoHorpadii AdPY abo
€Bponencbkoi hapmakonei, abo iHWOoi HauioHanbHOI
capmakonei gepxaeu €C (3MiHa y cneundikalisix, nos'ssaHa
3i amiHamu B [1®Y, abo €Bponelicbkint hapmakonei, abo iHLWin
HauioHanbHin apmakonei aepxasu €C) - lMpneeaeHHs
cneumikauii Ta aHaniTMYHUX METOAMK NN 4itoY0i pevyoBUHU
dryokopTonoH nieanat 3a nokasHukamu «KinbkicHe
BU3Ha4YeHHs», «CynpoBigHi Aomilkmy, «[uTome onTuyHe
obepTaHHsA» Yy BigNoBigHICTL 4O BUMOT gitovoi MoHorpadii EP,
a TakoX A0AaTKOBI NMOKa3HUKKN «KonbopoBiCTb PO3UUHY»,
«Po3mip 4yacTok», 3anuLuKoBa KinbKiCTb OpraHivyHMX
PO34nMHHUKIBY, MikpobionoriyHa YicToTay y BignoBigHICTb 40
BUMOT Jitoyoi pegakuii EP.

be3
peuenma

UA/10318/02/01

158.

PEOCOPBIN
AKT®

PO3YUH ANS iHDY3iN,
no 200 mn a6o 400
MIT Y NnsiwKax
cKknsHux; no 200 mn
abo 400 mny
NAALWLUI CKNSHIA; no
1 nnawui B nayui

TOB "tOpis-
dapm”

YkpaiHa

TOB "tOpis-
®apm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu |l Tuny -
3miHu wopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHU y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUIii ANS MEAMYHOrO 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMMW JaHUMWU 3 SKOCTi, AOKNIHIYHUMU, KNiIHIYHUMUK
AaHVMU Ta AaHuMn 3 dhapmakoHarnsaay. 3MiHM BHeCeHi Ao
TeKCTy [HCTpyKLii Ans MeaMYHOro 3aCTOCYBaHHSI NiKapCbKOro
3acoby Ao posginis "®apmakonoriyHi BnactusocTi" Ta "Cnoci6
3acTOCyBaHHs Ta 403n" BiANoBigHO A0 MaTepianis
peecTpaLiiHOro A0Che Ta BHECEHI A0 BiAMNoBigHMX po3ainis
KOPOTKO| XapaKTepPUCTMKM NikapcbKoro 3acoby.
BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUB NiCNs 3aTBEPAXKEHHS.
3minn Il TMny - 3miHn Wwopno 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsagy. 3MiHv y TepaneBTUHHMX NOKa3aHHAX
(nopaBaHHA HOBOrO TEpaneBTUYHOrO NokasaHHa abo 3miHa y
3aTBepKEHOMY MOKa3aHHi).
3MiHU BHeceHi Ao IHCTpyKUii Ans MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainy "lMNMokasaHHs" Wwoao nikyBaHHsS
nauieHTiB 3 rHiHMM NEPUTOHITOM Ta BHECEHI 4O BiANOBIAHOMO
po3ainy KOPOTKOI XapakTepUCTUKM NikapCbKoro 3acoby.
BBeaeHHs 3MiH NpoTArom 6-Tu MicAUIB NiCNs 3aTBEPAXKEHHS.
3minn Il Tuny - 3miHK Wwopo 6eanekn/edpeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHu y TepaneBTUHHMX NOKa3aHHSX
(mnopaBaHHA HOBOrO TEPaneBTUYHOrO NokasaHHs abo 3miHa y
3aTBEPPKEHOMY MokasaHHi). 3MiHM BHeceHi Ao IHCTpyKUii Ans
MeaMYHOro 3acToCyBaHHSI Nikapcbkoro 3acoby Ao po3ainy
"MokasaHHA" WoA0 NiKyBaHHSA NauieHTIB 3 HerocnitanbHOK
NMHEBMOHIEI0 Ta BHECEHI A0 BiAMOBIAHOIO po3finy KopoTKoi

3a
peuernmom

UA/2399/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
XapaKTepuCTMKK Nikapcbkoro 3acoby. BBegeHHs 3MiH
NpoTArom 6-T1 MicsAUIB NicNs 3aTBEPAXKEHHS.
159, PE®AKTO niocpinisat gns MNeAN3EP CWA BUPOBHMLTBO Icnanis/ 3MmiHun | Tuny - 3MiHm 3 sikocTi. A®I. CtabinbHicTb. 3MiHa 3a UA/15929/01/01
AP po3unHy Ans EWY.CLII. nioginizaty 3a Himeuumna/ nepiody NoBTOPHMX BUNpobyBaHb/nepioay 36epiraHHst abo peuenmom
iH ekuin no 250 MO; KOPMOPENLL NOBHUM LIMKIOM; ymoB 36epiraHHsi A®| (3a BiACYTHOCTI y 3aTBEPAXKEHOMY AOCHE
1 conakoH 3 H KOHTPOIb AKOCTI cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei, Lo

niodinizatom y
KoMnnekTi 3 1
nonepeaHL0
HanoBHEHUM
LINpULIOM 3
PO34MHHMKOM Mo 4
Mn (HaTpito xnopua
(9 mr/mn), BOga ansa
iH ekuin), 1
apganTepom ansi
dnakory, 1
cucTemoto ans
iHya3ii, 2
TamnoHamu 3i
cnupTom, 1
nnactupem Ta 1
MapreBoto
NoAYLLEYKOI B
KapTOHHiI kopobui

PO3YMHHUKA
(okpim
LOCTiopKEeHHsA
cunu TepTa
NOPLUHS),
BTOPUHHE
nakyBaHHsi
PO3YMHHUKA Y
Habip 3
npenapaTtom;
BiAnoBiganbHWm
3a BUMYCK cepii:
Baet dapma
C.A, IcnaHisi;
anbTepHaTMBHa
nabopatopisi
Onsi TECTYBaHHS
npenapary 3a
NOKa3HUKOM
"CTepunbHICcTb":
JlabopaTopist
Biona6, C.1.,
Icnais;
BUPOGHULTBO
PO34YMHHIMKA B
Lwnpuuax,
KOHTPOMb SIKOCTI
PO34YMHHUKA:
Bettep ®apma-
®epTuryHr NM6X
& Ko. KT,
HimeuuuHa;
BUPOGHULTBO
PO34YMHHIMKA B
Lwnpuuax,
KOHTPOMb SIKOCTI
PO34YMHHUKA
(okpim
LOCTiopKEeHHs
repMeTUYHOCTI):
Bettep ®apma-
®epTuryHr NM6X
& Ko. KT,
HimeuuuHa;
Bi3yanbHUn

BKIIOYaE nepios NOBTOPHOro BUNPoGYBaHHS) (3MiHa y
3aTBEpPKEHOMY MPOTOKONi CTabiNbHOCTI) BHECEHHS 3MiH 10
3aTBEepAKEHOro nNpoTokony ctabinsHocti APl MopokTokor
anbda, Wwob gogaty TouKy TecTyBaHHS 48 micsauis npum -70°C.
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KOHTPO~b
PO3YMHHUKA,
KOHTPOMb SIKOCTI
PO34YMHHUKA
(okpim
LOCTiopKEeHHsA
repmMeTUYHOCTI,
cunu TepTs
NopLUHSA):
BeTttep ®apma-
®epTuryHr FrmeX
& Ko. KT,
HimeyumnHa;
BidyanbHun
KOHTPO~b
PO34YMHHUMKA,
KOHTPOMb SKOCTI
PO34YMHHUKA
(mocnigpxeHHs
repMeTUYHOCTI,
cunu TepTs
NOpLUHSA)):
Bettep ®apma-
®epTuryHr N6 X
& Ko. KT,
HimeyunHa

160.

PE®AKTO
Ao

niodpinizat gns
PO34MHyY Ans

iH ekui no 500 MO;
1 donakoH 3
niodpinizatom y
KoMnnekTi 3 1
nonepeaHL0
HanoBHEHNM
LUNpULOM 3
PO34MHHMKOM no 4
M (HaTpito xrnopwua,
(9 mr/mn), BOga ons
iH ekuii), 1
afanTtepom Ans
cnakoHy, 1
cucTemoto Ans
iHOy3ii, 2
TamnoHamu 3i
cnmpTom, 1
nnactupem Ta 1
MaprieBot
noayLLeyKor B
KapTOHHiI kopobuyi

NOAVSEP
ENY.CLIL.
KOPMOPEWLL
H

CLA

BUPOGHULTBO
niodpinizaty 3a
MOBHUM LMKIIOM;
KOHTPOMb AKOCTI
PO3YMHHUKA
(okpim
LOCTiopKEeHHs
cunu TepTs
NOPLUHS),
BTOPWHHE
nakyBaHHs
PO3YMHHUKA Y
Habip 3
npenapaTom;
BianosiganbHUn
3a BMNYyCK cepii:
Baet ®apma
C.A, Icnanis;
anbTepHaTMBHa
nabopartopis
ANsl TECTYBaHHS
npenaparty 3a
MOKa3HWMKOM
"CTepunbHICcTb":
JlabopaTopist

Icnanis/
Himeuuunna/

3MiHu | TUny - 3miHu 3 akocTi. APl. CtabinbHicTb. 3MiHa
nepiofly NOBTOPHWX BUNpobyBaHb/nepiody 36epiraHHs abo
yMoB 36epiraHHa A®| (3a BiACYTHOCTI y 3aTBEPAXXEHOMY [OCHE
cepTudcpikaTa BignosigHocTi €Bponeiickkint hapmakonei, LWo
BKIOMAE Nepiof NOBTOPHOro BUNPOo6yBaHHS) (3MiHa Y
3aTBEpAKEHOMY MPOTOKONi CTabiNbHOCTI) BHECEHHS 3MiH 40
3aTBEPKEHOr0 NpoTokony cTabinbHocTi APl MopokTokor
anbda, wob gogaty Touky TecTyBaHHs 48 micsuis npum -70°C.

3a
peuernmom

UA/15929/01/02
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

Biona6, C.11.,
Icnanis;
BUPOBHMLTBO
PO34YMHHIKKA B
Lwnpuuax,
KOHTPOMb SIKOCTI
PO3YMHHUKA:
Bettep ®apma-
®epTuryHr FmoX
& Ko. KT,
HimeuuunHa;
BUPOBHMLTBO
PO3YMHHIMKA B
Lwnpuuax,
KOHTPOMb SIKOCTI
PO34YMHHUKA
(okpim
LOCTiopKeHHs
repMeTUYHOCTI):
Bettep ®apma-
depTuryHr FmoX
& Ko. KT,
HimeuuunHa;
Bi3yanbHun
KOHTpPO~b
PO3YMHHUKA,
KOHTPOMb SIKOCTI
PO34MHHUKA
(okpim
LOCTiopKEeHHs
repMeTUYHOCTI,
cunu TepTa
NOPLUHS):
Bettep ®apma-
depTuryHr rm6X
& Ko. KT,
HimeyumnHa;
BidyanbHun
KOHTPOJb
PO34YMHHUKA,
KOHTPOJSb SIKOCTI
PO3YMHHUKA
(mocnigxeHHs
repMeTUYHOCTI,
cunu TepTs
MOPLUHS)):
BeTttep ®apma-
®epturyHr FmeX
& Ko. KT,
HimeyunHa




77 [TponoBkeHHs 1oaaTKa 2
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
161.| PE®AKTO niocpinizat gns MNeAN3EP CWA BUPOBHMLTBO Icnanis/ 3MiHun | Tuny - 3MiHm 3 sikocTi. APl CtabinbHicTb. 3MiHa 3a UA/15929/01/03
AP po34nHy Ans EWY.CLII. nioginisaty 3a Himeuumna/ nepiody NoBTOPHMX BUNpobyBaHb/nepioay 36epiraHHst abo peuenmom
iH ekuin no 1000 KOPMOPENLL NMOBHUM LIMKIOM; ymoB 36epiraHHss A®I (3a BigCyTHOCTI y 3aTBEpPPKEHOMY [OCHE
MO; 1 cpnakoH 3 H KOHTPOSb SIKOCTi cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei, Lo

niodinizatom y
KOMMMeKTi 3 1
nonepeaHL0
HanoBHEHWM
LUNPULIOM 3
PO34YMHHMKOM Mo 4
M1 (HaTpito xrnopwva
(9 mr/mn), BOga ons
iH ekuin), 1
agjantepom Aans
conakoHy, 1
cucTemMoto ans
iHdyaii, 2
TamnoHamu 3i
cnupTom, 1
nnactupem Ta 1
MapreBoto
NoAYyLLEYKO B
KapTOHHIN kopobLi

PO3YMHHUKA
(okpim
LOCTiopKEeHHsA
cunu TepTs
NopLUHS),
BTOPUHHE
nakyBaHHsi
PO34YMHHMKA Y
Habip 3
npenapaTom;
BigNOBiganbHUN
3a BUMYCK cepii:
Baet ®apma
C.A, IcnaHis;
anbTepHaTMBHa
nabopartopis
Ansi TECTyBaHHS
npenapary 3a
NMoKa3HUKOM
"CTepunbHICcTb":
JabopaTopist
bionab, C.J1.,
Icnanis;
BUPOGHMLTBO
PO3YMHHIKE B
Lwnpuuax,
KOHTPOMb SIKOCTI
PO3YMHHUKA:
Bettep ®apma-
®epTuryHr NM6X
& Ko. KT,
HimeuuuHa;
BUPOGHMLTBO
PO3YMHHIKE B
Lwnpuuax,
KOHTPOMb SIKOCTI
PO3YMHHUKA
(okpim
LOCTiopKEeHHs
repMeTUYHOCTI):
Bettep ®apma-
®epTuryHr NM6X
& Ko. KT,
HimeuuuHa;
Bi3yanbHuUn
KOHTPOJb
PO34YMHHMKA,

BKIIOYaE nepios NoBTOPHOro BUNpobyBaHHs) (3MiHa y
3aTBEpPAKEHOMY MPOTOKOSi CTabiNbHOCTI) BHECEHHS 3MiH A0
3aTBEpAKEHOro NpoTokony ctabinsHocti APl MopokTokor
anba, Wwob gogaTv Touky TecTyBaHHs 48 micsuis npum -70°C.
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

KOHTPOMb SIKOCTI
PO34YMHHUKA
(okpim
LOCTiopKEeHHsA
repMeTUYHOCTI,
cunu TepTa
NopLUHSA):
Bettep ®apma-
®epTuryHr FmoX
& Ko. KT,
HimeuuunHa;
Bi3yanbHWUi
KOHTPO~b
PO3YMHHMKA,
KOHTPOMb SIKOCTI
PO34YMHHUKA
(mocnigxeHHs
repMeTUYHOCTI,
cunu TepTs
MOPLUHSA)):
BeTttep dapma-
depTuryHr FmoX
& Ko. KT,
HimeyuunHa

162.

PE®AKTO
Ao

niodpinizat gns
PO34MHy s

iH ekuin no 2000
MO; 1 cpnakoH 3
niodinizatom y
KoMnnekTi 3 1
nonepeaHL0
HarMoBHEHUM
LINPULIOM 3
PO34MHHMKOM Mo 4
M1 (HaTpito xrnopwva,
(9 mr/mn), BOAA onst
iH ekuin), 1
agantepom Ans
dnakoHy, 1
cucTemoto Ans
iHdpysii, 2
TamnoHamu 3i
cnmpTom, 1
nnactipem Ta 1
MapreBot
NOAYLLEYKOIO B
KapTOHHiI kopobLyi

MPANIEP
EWY.CLMI.
KOPIMOPENLU
H, CLLA

CLA

BUPOGHMLTBO
nioginisaty 3a
MOBHUM LMKIIOM;
KOHTPOMb AKOCTI
PO3YMHHUKA
(okpim
LOCTiopKEeHHs
cunu TepTs
NOPLUHS),
BTOPWHHE
nakyBaHHs
PO3YMHHUKA Y
Habip 3
npenapaTom;
BignoBiganbHUN
3a BMNYyCK cepii:
Baet ®apma
C.A, IcnaHis;
anbTepHaTMBHa
naboparopis
ANSA TECTYBaHHSA
npenaparty 3a
NMOKa3HWKOM
"CTepunbHicTb":
JlabopaTopist
Biona6, C.11.,
IcnaHis;

Icnanis/
HimeuuunHa/

3MiHu | TUny - 3miHu 3 akocTi. APl. CtabinbHicTb. 3MiHa
nepiofy NoBTOPHWX BUNpobyBaHb/nepiody 36epiraHHs abo
ymoB 36epiraHHss AD| (3a BiACYyTHOCTI y 3aTBEPAXXEHOMY [AOCHE
cepTudcikaTa BignosigHocTi €Bponeiickkin hapmakonei, LWo
BKITHOYA€E Nepioz NOBTOPHOro BUNPOOYyBaHHSA) (3MiHa y
3aTBEpOKEHOMY MPOTOKONi CTabinbHOCTI) BHECEHHS 3MiH 10
3aTBEPKEHOr0 NpoTokony cTabinbHocTi APl MopokTokor
anbda, Wwob gogaTn ToUKy TecTyBaHHsA 48 micsauis npu -70°C.

3a
peuenmom

UA/15929/01/04
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

BUPOBHMLTBO
PO3YUHHIMKA B
Lnpuuax,
KOHTPOMb SIKOCTI
PO3YMHHUKA:
BeTttep ®apma-
®epTuryHr FmoX
& Ko. KT,
HimeuumnHa;
BUPOBHMLTBO
PO3YMHHWMKA B
Lwnpuuax,
KOHTPOMb SIKOCTI
PO3YMHHUKA
(okpim
LOCTiopKeHHs
repMeTUYHOCTI):
BeTttep dapma-
®depTuryHr FmeX
& Ko. KT,
HimeuumnHa;
Bi3yanbHWUi
KOHTPOIb
PO34YMHHUKA,
KOHTPOMb SIKOCTI
PO3YMHHUKA
(okpim
LOCTiopKEeHHs
repMeTUYHOCTI,
cunu TepTs
NOPLUHS):
Bettep ®apma-
®epTuryHr NM6X
& Ko. KT,
HimeuuuHa;
BidyanbHun
KOHTPO~b
PO3YMHHUKA,
KOHTPOJSb SIKOCTI
PO34YMHHUKA
(BocnioxeHHs
repMeTUYHOCTI,
cunu TepTs
MOPLUHSA)):
Bettep ®apma-
®epTuryHr NM6X
& Ko. KT,
HimeyunHa

163.

PE®AKTO
Ao

niodpinizat gns
PO34MHy Anis
iH ekuir no 3000

MPANIEP
EWY.CLMI.

CLA

BUPOGHULTBO
niocpinizaty 3a
NOBHUM LIMKIOM;

3MiHu | TUny - 3miHu 3 skocTi. APl. CtabinbHicTb. 3MiHa
nepiofy NOBTOPHMX BUNpoOyBaHb/nepiody 36epiraHHs abo
yMoB 36epiraHHst A®I (3a BiACYTHOCTI y 3aTBEPAXXEHOMY JOCHE

3a
peuernmom

UA/15929/01/05




80 [TponoBkeHHs qoaaTka 2
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MO, 1 nonepeaHbO KOPMOPEWLL KOHTPOSb SIKOCTi cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei, Lo
HaMOBHEHMWI LINpUL, H PO3YMHHUKA BKIOMAE Nepiof NOBTOPHOIO BUNPOOYBaHHS) (3MiHa Y
3 niodinizatom y (okpim 3aTBEpPAKEHOMY MPOTOKOSi CTabiNbHOCTI) BHECEHHS 3MiH A0
BEPXHiN kKamepi Ta DOCHIOKEHHS 3aTBEepAKEHOro NpoTokony ctabinsHocti APl MopokTokor
PO34YMHHUKOM MO 4 cunu TepTa anbga, Wwob gogaTv Touky TecTyBaHHs 48 micsiuis npum -70°C.
MI Y HWXHIN kKamepi, NopLUHS),
1 WTOoK nopHs, 1 BTOPUHHE
cuctema ans nakyBaHHsi
iHdy3ii, 2 TaMnoHn PO34YMNHHUKA Y
3i cnvpTtom, 1 Habip 3
nnactup, 1 mapnesa npenapaTom;
nogyLleyka ta 1 BigNoOBiganbHUN
KOBMa4oK y 3a BUMYCK cepii:
KapTOHHIN kopobui Baet ®apma
C.A, IcnaHis;
anbTepHaTMBHa

nabopartopis
Ansi TECTyBaHHS
npenapary 3a
NMoKa3HUKOM
"CTepunbHICcTb":
JlabopaTopis
bionab, C.J1.,
Icnanis;
BUPOGHULTBO
PO3YMHHIKE B
Lwnpuuax,
KOHTPOMb SIKOCTI
PO3YMHHUKA:
Bettep ®apma-
®epTuryHr NM6X
& Ko. KT,
HimeyumnHa;
BUPOGHULTBO
PO3YMHHIKE B
Lwnpuuax,
KOHTPOMb SIKOCTI
PO3YMHHUKA
(okpim
LOCHiopKEeHHs
repMeTUYHOCTI):
BeTttep ®apma-
®epTuryHr NmM6X
& Ko. KT,
HimeuuuHa;
Bi3yanbHuUn
KOHTPOJb
PO3YMHHUKA,
KOHTPOMb SIKOCTI
PO3YMHHUKA
(okpim
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
LOCTiopKEeHHsA
repMeTUYHOCTI,
cunu TepTs
NopLUHSA):
Bettep ®apma-
®epTuryHr FmoX
& Ko. KT,
HimeuuunHa;
Bi3yanbHWUi
KOHTPOMb
PO3UMHHUKA,
KOHTPOMb AKOCTI
PO3YMHHUKA
(mocnigxeHHs
repMeTUYHOCTI,
cunu TepTs
MOPLUHSA)):
BeTttep dapma-
®depTuryHr FmeX
& Ko. KT,
HimeyuunHa
164, PUHOMICTH Kpanni HasanbHi, KHBMI YkpaiHa AT "dapmak” YkpaiHa 3MiHn | TMNy - AgMiHicTpaTMBHI 3MiHW. Buny4yeHHsi BUpOGHUYOT 6e3 UA/14094/01/01
H® po3uunH, 0,05 %/0,01 "ICHA" OinbHUUi (BkMoYaroum ginbHuui ans A®I, npomixHoro peuenma
%; no 10 mn y npoaykTy abo rotoBoro nikapcekoro 3acoby, ginbHULi Anst
rakoHi 3 npoBefeHHs NakyBaHHs, BUpoOHWKa, BiAnoBiganbHoro 3a
KpanernbHuLeto; no BUMYCK Cepili, MiCLie NPOBeAEHHS KOHTPONO cepii) abo
ofHoMy cbnakoHy B nocravanbHuKa BUXiAHOroO maTepiany, peareHTy abo
KapTOHHIN navui [OOMOMDKXHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y AOChE) - BUNYYEHHS
BUpo6HMYOT ainbHui ana A®I (6enHanngumeTnn[3-
(mipicToinamiHo)nponin]amoHito xnopug MoHorigpar)
3AT «lHdameny», Pocilicbka ®epepauis. 3aTBepmkeHa
BUPOOHMYA AinbHULSA , Wo 3anuwunack — TOB «BupobHuye
06°egHaHHA «TeTepiBy, YkpaiHa - BUKOHYE Ti caMi hyHKLT, Lo
BUIyYeHa.
165, PUHOMICTU Kpanni HasarnbHi, KHBMI YkpaiHa AT "®apmak” Ykpaina 3miHu | TUNy - AgMiHICTpaTuBHI 3MiHW. BunyyeHHs BUpoBHUYoi bes UA/14095/01/01
H® po3uuH, 0,1 %/0,01 "ICHA" OinbHULI (BKNtoYaroum ainbHuui anst A®I, npomixxHoro peuenma
% no 10 mny npoaykTy abo rotoBoro nikapcbkoro 3acoby, AinbHUL Ans
nakoHi 3 NPOBEAEHHS NaKyBaHHS, BUPOOHYMKa, BignoBigansHoro 3a
KpanenbHuueto, no 1 BUMNYCK Cepil, MicLie NpPoBeAEHHS KOHTPOTtO cepii) abo
nakoHy B nocravanbHWKa BUXiAHOrO MaTepiany, peareHTy abo
KapTOHHIN nayui OOMOMDKHOT PEYOBMHU (SIKLLIO 3a3HAYEHO Y IOChE) - BUITYyHEHHS
BUPOGHMYOI AinbHuUi aAns A®I (6eH3nngumeTun[3-
(mipicToinamiHo)nponin]amoHito xnopug mMoHorigpaT) 3AT
«IHdameny», Pociicbka Penepauis. 3aTBepakeHa BUpoGHMYa
ainbHMUS |, wo 3anuwmnacek — TOB «BupobHuye 06 eaHaHHsA
«TeTepiBy, YKpaiHa - BUKOHYE Ti cami yHKLUii, O BUNy4eHa.
166. PUCNOJNENT | TabneTku, BKpUTI TOB YkpaiHa AHcceH-Cinar ITanis BHECEHHS 3MiH [0 peecTpaLinHux matepianis: 3miHm Il Tuny - 3a UA/0692/01/02
® 060110HKOI0, MO0 2 MT; "[XOHCOH i C.n.A. 3miHu Wwopao 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. peuenmom
no 10 Tabnetok B [IXOHCOH 3MiHU y KOPOTKili XapakTepucTuLi NnikapcbKkoro 3acoby, TeKCTi
6nicTepi; no 2 abo YkpaiHa" MapKyBaHHS! Ta IHCTPYKUIii ANS MEANYHOrO 3aCTOCYBaHHS y

3B’A3KY i3 HOBMMMW Aa@HUMWU 3 SIKOCTi, AOKNIHIYHUMW, KNiHIYHUMNK
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

no 6 Gnictepis y
KapTOHHIN navui

AaHVMU Ta AaHMMK 3 dhapmakoHarnsay - 3MiHM BHECEHO B
iHCTPYKUIilO ANsi MeanYHOro 3acToCyBaHHS NikapCbKoro 3acoby
0o posginie "MokasaHHsA", "OcobnmBOCTI 3acTocyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs rpyaa”
(yTouHeHHs iHdbopmalLii), "Cnocib 3acTocyBaHHs Ta
[o3un"(yTOYHeHHs iHdpopmalii), "ditn" (3aTBEpaKeHO:
"PucnepunaoH 3acTOCOBYHOTb ANS NiKyBaHHS po3nagis
couianbHoi noBediHkn abo arpecuBHOT NOBEAIHKM, a TaKoX
ayTUYHUX po3nagiB AiTsM BikOM Big 5 pokiB; Ansa nikyBaHHA
MaHiakanbHMX eni3oAis nNpu GinonspHUX po3nagax — 4itam
Bikom Big 15 pokis" , 3anponoHoBaHo: "PucnepuaoH
3aCTOCOBYHOTb ANS NiKyBaHHS BUPaXeHOI arpecii npu
po3nagax noBefiHkM y Aiten Bikom Big 5 pokis"), "Mo6iyHi
peakuii". BBeaeHHs 3MiH NpOTArom 6-Tu MicaLiB nicns
3aTBEPOKEHHS.

167.

PUCNONENT
®

PO34MH opanbHun, 1
mr/mn; no 30 mn abo
100 mn y cbnakoHi;
no 1 conakoHy
pa3oM 3 MineTkot-
[,03aTopoM y
KapTOHHIN ynakoBLj

TOB
"[P>KOHCOH i
[>KOHCOH
YkpaiHa"

YkpaiHa

AHcceH
dapmareBTUka
HB

Benbria

BHECEHHS 3MiH 4O peecTpauinHuX maTepianis: 3miHu Il Tuny -
3miHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay.
3MiHM Y KOPOTKi XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHSA Ta iHCTPYKLii ANS MeAMYHOro 3acTOCyBaHHA Y
3B’A3KY i3 HOBMMMW J@HUMWU 3 SIKOCTi, AOKMNIHIYHUMW, KNiIHIYHUMN
AaHVMU Ta AaHvMK 3 dhapmakoHarnsay - 3aTBepaKeHHs
TEKCTY IHCTPYKUIT 4NA MEeANYHOro 3aCTOCYBaHHS Ta
MapKyBaHHS ynakoBKM nikapcbkoro 3acoby Ao PeectpauiiHoro
noceigyeHHss UA/0692/02/01, 3aTBepgkeHoro Hakazom MO3
Ykpainu Big 12.08.2019 Ne 1772. IHpopmauis BuknageHa B
IHCTPYKLUIT ANS MEAMYHOro 3aCTOCYBaHHSA MikapCbKoro 3acoby,
Bignosigae martepianam peecTpauiiHOro 4OCbe Ta OHOBMEHIN
iHdpopmalii 3 6e3nekun 3acTocyBaHHS Ail0YMX pe4OBUH

3a
peuenmom

UA/0692/02/01

168.

PO3YBACTA
TUH

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, no 10
mr, no 10 TabneTok
y 6nicTepi, no 3
Gnictepu B nayui

Biodapm I4

MNonbwa

BMPOBHMLTBO
roToBoOI
nikapcbKoi
opmu,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpOrb cepil,
BUMYCK cepii:
Biodapm J1a,
MonbLua;
MikpobionoriyHm
1 KOHTPOTb:
ditodhapm
Knenka C.A.,
MonbLa

Monbuwa

BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHa 3asBHUKa
(BnacHuka peecTpauiniHoro noceig4eHHs) (3rigHo Hakazy MO3
Big 23.07.2015 Ne 460): 3atBepaxeHo: TOB «APTEPIYM
JITO», Ykpaina. 3anponoHoBaHo: biocdapm Jita, MonbLua /
Biofarm Sp.z 0.0., Poland. 3mixu | Tuny - 3miHn wopo
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay. BeegeHHs abo
3MiHM [0 y3aranbHEeHUX aHNX Npo cucTemy bapmakoHarnsay
(BBEOEHHS y3aranbHEeHVX AaHWUX Npo CUCTEMY
dapmakoHarnsay, 3aMiHa ynoBHoBaxeHoi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnaay 3asBHWUKa ANst 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXXEHOI 0COOU, BiANOBIAaNbHOI 3@ 34iCHEHHS
apmakoHarnsay (BKoYarun KOHTaKTHI faHi) Ta/abo 3miHu y
po3MilLieHHI MacTep-haina cuctemm papmakoHarnsay) -
3miHa ynoBHOBaXeHOI 0cobu 3asiBHMKa, BiAMOBIAaNbLHOI 3a
dapmakoHarnag. ditova pegakuis: battanosa Pumma
IropiBHa. MNponoHoBaHa peaakuis: EBa Kaamepuak / Ewa
Kazmierczak. 3miHa KOHTaKTHMUX JaHWX YNIOBHOBaXKeHOI ocobu,
BignosiganbHoI 3a hapMakoHarnsg. BBeaeHHsi KOHTaKTHOI
ocobu 3asiBHUKA, BiANOBIAanbHOI 3a hapMakoHarnsg B
YkpaiHi. NponoHoBaHa pepakuis: Mpem OkcaHa KOpiiBHa /
Oksana Hrem. BBeJeHHS KOHTaAKTHUX JAaHUX KOHTAKTHOT 0cobun

3a
peuernmom

UA/17769/01/01
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3asiBHMKa, BignoBigansHoi 3a hapmakoHarnsg B YkpaiHi.
3MmiHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
chapmakoHarnsgy. 3miHa micLe3HaxomkeHHs macTep-ganna
cvcTeMu dpapmakoHarnsgy Ta horo Homepa.
169./ PO3YBACTA TabneTku, BKPUTI Biocapm JItg MNonbwa BUPOGHULITBO Monbuwa BHECEHHS 3MiH O peecTpauinHmMx maTtepianis: 3MiHa 3asBHUKa 3a UA/17769/01/02
TWUH NniBKOBOIO roToBoi (BnacHuka peecTpaLiiHoro noceigveHHs) (3rigHo Hakasy MO3 peuenmom
o6onoHkoto, no 20 nikapcbKoi BiA 23.07.2015 Ne 460): 3atBepaxeHo: TOB «APTEPIYM
mr, no 10 TabneTtok dopmu, JITO», YkpaiHa. 3anponoHoBaHo: biocdapm Jitg, Monbwa /
y 6nicTepi, no 3 nepBuHHE Ta Biofarm Sp.z 0.0., Poland. 3miHu | Tuny - 3miHun wopo
Gnictepu B nayui BTOPUHHE 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
nakyBaHHS, 3MiHM 00 y3aranbHEeHUX 4aHnX Npo cucTemy hapmakoHarnsgy
KOHTpOrb cepii, (BBEOEHHS y3aranbHeHVX AaHWUX Npo cUCTEMY
BUMYCK Cepil: capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
Biodpapm Jitg, BiZNOBIganbHOI 3a 34iIMCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
MonbLua; ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 34iNCHEHHs!
Mikpo6ionoriyHu thapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA Big
N KOHTPOb: YMOBHOBaXEHOi 0cOOM, BignoBiganbHOI 3a 30iNCHEHHS
ditodhapm chapmakoHarnsgy (BKM4arym KOHTaKTHi gaHi) Ta/abo amiHn y
Knenka C.A., po3MilLeHHi MacTep-chaina cuctemn chapmakoHarnsgy) -
MNonbwa 3miHa ynoBHOBa)keHOi 0cobu 3asiBHMKa, BiANOBIAanbLHOI 3a
capmakoHarnag. Litova pegakuia: battanosa Pumma
IropiBHa. MNMponoHoBaHa pepakuin: EBa Kaamepyak / Ewa
Kazmierczak. 3miHa KOHTAKTHUX AAHUX YNIOBHOBaXeHOI ocobw,
BignoBiganbHOI 3a hapmakoHarnag. BBeaeHHA KOHTaKTHOI
ocobu 3asBHUKa, BiANOBIganbHOI 3a hapMakoHarnsg B
YkpaiHi. NponoHoBaHa pepakuis: Mpem OkcaHa KOpiiBHa /
Oksana Hrem. BBeieHHS1 KOHTAKTHUX JaHNX KOHTaKTHOT ocobun
3asBHVKa, BignoBiganbHoi 3a hapmakoHarnsag B YkpaiHi.
3MmiHa Micus 3AiINCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy. 3miHa micuesHaxomKeHHs macTep-canna
cucTeMU papmakoHarnsigy Ta horo Homepa.
170.| PO3YBACTA | tabnetku, BKpUTI TOB «TeBa YkpaiHa TeBa I13painb BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3miHu | Tuny - 3a UA/14036/01/01
TUH-TEBA NniBKOBOIO YkpaiHa» dapmavesTikan 3miHu wopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. peuenmom
o6onoHkoto, no 5 wmr, IHpacTpis IlTa. 3MmiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi

no 10 tabnetok y
GnicTepi; no 3
Gnictepn y
KapTOHHiI kopobLyi

MapKyBaHHS! Ta IHCTPYKUIii ANS MEAMYHOrO 3aCTOCYBaHHS Ha
nigcTasi perynspHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby B nicnapeecTpalinHuin nepioa, abo sik
pe3ynbTaT OUiHKM 3BIiTY 3 OCNIgKEeHb, NPOBEAEeHNX BignoBigHO
00 nnaHy negiatpuyHux gocnigpkers (PIP) (3mMiHy y3rogkeHo 3
KOMMETEHTHUM YMOBHOBaXXEHUM OpraHom) 3MiHV BHECEHi [0
iHCTpYyKUIii ANs MEAMYHOro 3aCTOCyBaHHS nikapcbkoro 3acoby y
po3ginu "B3aemopis 3 iHWMMK nikapcbkMMn 3acobamm Ta iHLwi
Buam B3aemogin”, "OcobnmeocTi 3actocyBaHHs", "MobiyHi
peakuii" BiANoBigHO [0 OHOBMEHOI iHbopMaLlii LWoao 6e3neku
aito4oi pevoBrHU BBeaeHHst 3MiH NpoTAroM 6-Tu micsauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHM Wwoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. 3MiHM y KOPOTKil
XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
iHCTPYKLUIii ANS MEAMYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpnaHnx/GionodibHUx nikapcbkmx 3acobis nicns
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

BHECEeHHS Tiei camoi 3MiHM Ha pecbepeHTHUI NpenapaT (3MiHa
He noTpebye HaflaHHs! XXOAHUX HOBMX 40OATKOBMX AaHMX)
3MiHM BHECeHi A0 IHCTPYKLIi 4Ns MeQMYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ginu "dapmakonoriyHi BnacTmBocTi",
"MokasaHHs", "MpoTunokasaHHs", "B3aemogis 3 iHWnMu
nikapcbkumuy 3acobamu Ta iHWi BUAK B3aemogin”,
"OcobnuBocTi 3acTocyBaHHs" (y T.4. "3acTocyBaHHs y nepiog
BariTHocTi abo rogyBaHHs rpyaat”), "Cnocib 3actocyBaHHs Ta
nosun", "Oitn", "MepenosyBanHs", "MobivHi peakuii" BignosigHo
0o iHopMauii pedepeHTHOro nikapcbkoro 3acoby KPECTOP
BBegeHHs 3MiH NpoTarom 6-Tu MicauiB Nicns 3aTBEpPAXEHHSA

171.

PO3YBACTA
TUH-TEBA

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, no 10
mr, no 10 TabneTtok
y 6nicTepi; no 3
Gnictepn y
KapTOHHil kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

TeBa
dapmavnesTikan
IHpacTpis JlTa.

13paine

BHECEeHHs1 3MiH o0 peecTpauiiHux maTtepianis: 3MiHu | Tuny -
3MiHM Wwopo 6e3nekun/edeKkTUBHOCTI Ta hapMakoHarnaay.
3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeAMYHOro 3acToCyBaHHA Ha
nigcTaBi perynsipHO OHOBIIOBAHOIO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauinHuin nepiod, abo sik
pesynbTaT OUiHKM 3BiTY 3 OCHIOKEHb, NPOBEAEHUX BiANOBIAHO
00 nnaHy neaiatpuyHux gocnipkernb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM opraHoM) 3MiHU BHECEHI 0
iHCTPYKLUii 4Ns MeAMYHOro 3aCTOCYBaHHS Nikapcbkoro 3acoby y
po3ginu "B3aemopis 3 iHWMMK fikapCbkumm 3acobamm Ta iHLwi
Buau B3aemogin", "OcobnueocTi 3actocyBaHHS", "MobiyHi
peakuii" BiANoBigHO 4O OHOBMEHOI iHbopMaLlii Lwoao 6e3neku
Aitoyoi pevoBuHM BBeaeHHst 3MiH MpoTArom 6-Tu MicauiB micns
3aTBepOKEHHS. 3MiHu | Tuny - 3miHK wopao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy. 3MiHM y KOPOTKil
XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUii ANs MeAMYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpnaHnx/GionodibHnx nikapcebkux 3acobis nicns
BHECEHHS Ti€Ei camoi 3MiHW Ha pedepeHTHUI npenaparT (3MiHa
He noTpebye HalaHHS XXOAHUX HOBMX A0AATKOBMX AaHMX)
3MiHU BHECEeHI [0 iHCTPYKLIT ANst MeguyHoro 3acTocyBaHHs
nikapcbkoro 3acoby y posainu "®apmakonorivHi BnacTueocTi",
"MokasaHHs", "MpoTunokasaHHsA", "B3aemogis 3 iHWMMK
nikapcbknuMun 3acobamu Ta iHWi BUan B3aemogin",
"OcobnumeocTi 3acTocyBaHHA" (y T.4. "3acTocyBaHHS y nepiof
BariTHocTi abo rogyBaHHs rpyaa"), "Cnocib 3actocyBaHHs Ta
nosu", "Oitn", "Mepeno3yBanHs", "MobiyHI peakuii” BianosigHO
A0 iHdopmalii pedepeHTHOro nikapcekoro 3acody KPECTOP
BBegeHHs 3MiH NpoTsrom 6-Tu MicAUiB Nicnsi 3aTBEPAXKEHHS

3a
peuernmom

UA/14036/01/02

172,

PO3YBACTA
TUH-TEBA

TabneTku, BKPUTI
NniBKOBOO
o6onoHkoto, no 20
mr, no 10 TabneTok
y 6nicTepi; no 3
Gnictepn y
KapTOHHiI kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

TeBa
dapmaveBTikan
IHpacTpis IlTa.

I13painb

BHECEHHS 3MiH 10 peecTpaLiiHux MaTepianis: 3miHu | Tuny -
3MiHM Wwoao 6e3nekn/edPeKTUBHOCTI Ta hapMakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUIT ANs MeAWYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHoO OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiHuin nepioa, abo sik
pe3ynbTaT OLiHKM 3BIiTY 3 AOCNIgKEHb, NPOBEAEHNX BigMNoBIigHO
00 nnaHy negiatpuyHux gocnigkeHns (PIP) (3MiHy y3rogxeHo 3

3a
peuernmom

UA/14036/01/03
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoM) 3MiHU BHECeHi 0
iHCTPYKUIii ANs MeAUYHOro 3acTOCyBaHHsI NikapCbkoro 3acoby y
po3ginu "B3aemogis 3 iHWMMK nikapcbkumm 3acobamm Ta iHLwi

Buam B3aemogin”, "OcobnmeocTi 3acTocyBaHHs", "MobiYHi
peakuii" BiANoBigHO 4O OHOBMEHOI iHbopMaLlii LWoao Ge3neku
nito4oi pevoBrHU BBeaeHHst 3MiH npoTaroM 6-Tu micsauiB nicns
3aTBepAKEHHS. 3MiHu | TMny - 3MiHW Woao
6e3nekn/edeKkTVBHOCTI Ta hbapmakoHarnsgy. 3mMiHu y KOPOTKil
XapakTepucTuLi Nnikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
iHCTPYKUIii NS MEAMYHOro 3aCTOCYBaHHS

reHepuYHNX/ribpnaHnx/6ionogibHMx nikapcbknx 3acobis nicrns
BHECeHHs Tiei camoi 3MiHM Ha pedbepeHTHUI NpenapaT (3MiHa

He noTpebye HaaHHS XXOAHUX HOBMX A0OATKOBUX AaHMX)

3MiHN BHECEHI [0 IHCTPYKLIi ANs MeANYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby y po3ginu "dapmakonoriyHi BnactmBocTi",

"MokasaHHs", "MpoTnnokasaHHa", "B3aemogia 3 iHWwmMun
nikapcbknumn 3acobamu Ta iHWi BUAM B3aemogin”,

"OcobnuBocTi 3acTocyBaHHs" (y T.4. "3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs rpyaar"), "Cnocib 3actocyBaHHs Ta
posun", "Oitn", "MepenosyBanHHs", "MobivHi peakuii” BignosigHo
0o iHopMauii pedepeHTHoro nikapcbkoro 3acoby KPECTOP

BBegeHHs 3MiH NPOTArom 6-TU MicALIB Nicns 3aTBEPOKEHHS

173,

PO3YBACTA
TUH-TEBA

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkot, no 40
mr, no 10 TabneTok
y 6nicTepi; no 3
Gnictepn y
KapTOHHIN kopobLyi

TOB «TeBa
YkpaiHa»

YkpaiHa

TeBa
dapmavesTikan
IHpacTpis IlTa.

I13painb

BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3miHu | Tuny -
3miHu wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MmiHa y KOpOTKili XxapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKUIii ANS MEAMYHOrO 3aCTOCYBaHHS Ha
nigcTasi perynspHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnapeecTpadinHun nepioa, abo sik
pes3ynbTaT OUiHKM 3BIiTY 3 OCNIgKEHb, NPOBEAEHUX BignoBigHO
00 nnaHy negiatpuyHux gocnigpkeHs (PIP) (3miHy y3rogeHo 3
KOMMETEHTHNM YNOBHOBaXXEHNM OpraHoM) 3MiHU BHECeHi 0
iHCTpYyKLUIii 4Ns MEAMYHOro 3aCTOCYBaHHS nikapcbkoro 3acoby y
po3ginu "B3aemopis 3 iHWMMK nikapcbkMMn 3acobamu Ta iHLwi
Buan B3aemogin”, "OcobnmeocTi 3actocyBaHHs", "NoBIYHI
peakuii" BiANoBigHO 4O OHOBMEHOI iHbopMaLlii LWwoao 6e3neku
Aito4oi pevoBrHU BBeaeHHst 3MiH NpoTAroM 6-Tu micsauis nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. 3MiHU y KOPOTKil
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
iHCTPYKLUIii ANS MEAMYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpnaHnx/GionodibHMx nikapcbkmx 3acobis nicns
BHECEHHS TiEi camoi 3MiHW Ha pedhepeHTHUI npenaparT (3MiHa
He noTpebye HafaHHA )XOAHNX HOBMX AOAATKOBMX AaHWX)
3MiHU BHECEeHI [0 iHCTPYKLIT ANst MeauyHoro 3acTocyBaHHs!
nikapcbkoro 3acoby y po3ainu "®apmakonorivHi BnacTueocTi",
"MokasaHHs", "MpoTunokasaHHsA", "B3aemogis 3 iHWmMu
nikapcbknMun 3acobamu Ta iHWi BUan Bzaemogin",
"OcobnueocTi 3acTocyBaHHs" (y T.4. "3acTocyBaHHs y nepio
BariTHOCTi abo rogyBaHHs rpyaar"), "Cnocib 3actocyBaHHs Ta
nosu", "Oitn", "MepenosysanHs", "MobiyHi peakuii” BignoBigHO

3a
peuernmom

UA/14036/01/04




86 [TponoBkeHHs qoaaTka 2
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
0o iHopMauii pedepeHTHoro nikapcbkoro 3acoby KPECTOP
BBegeHHs 3MiH NpoTarom 6-Tu MicauiB Nicns 3aTBEPAXEHHS
174, CANODAJIbK | TabneTku, BKpUTI Op. danbk HimeyunHa BignosiganbHuii HimeuyunHa BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/3745/04/01
060n0oHKo10, $apma Mm6X 3a BUMYCK cepin 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar peuenmom
KWLLIKOBOPO34MHHI, KiHLEeBOro BiANOBiAHOCTI €Bponencokin dapmakonei/MoHorpadii. 3MiHn,
no 250 mr; no 10 NPOAYKTY Ta NnoB'A3aHi 3 HEOOXiAHICTIO NPMBEOEHHS Y BigNOBIAHICTL 0O
Tabnetok y Gnictepi; anbTepHaTUBHe MoHorpadii PY abo Esponeickkoi hapmakonei, abo iHwoi
no 5 a6o no 10 BTOPUHHE HaujioHanbHoi hapmakonei Aepxasu €C (3miHa y
GnicTepis y kopobui nakyBaHHsi: crneundgikauisx, nos'ssaHa 3i amiHamu B [1®Y, abo
3 KapTOHY Op. ®anbk €Bponeickkin hapmakonei, abo iHLWiA HaLioHanbHin
®apma 'mbX, dapmakonei gepxasu €C) - MNpuBeaeHHs cneuundikauii API
HimeuuuHa; MecanasuHy (5-amiHocaniumnoBoi KMCNOTK) Y BignoBigHiCTe 4O
BupoGHuK, BuMor moHorpadii EP. [logatkoBo BHeCEHI peaakLiiHi npaBKku:

BiAnoBiganbHWn
3a BMPOGHULTBO
[030BaHoi
opmu,
nepBuHHE,
BTOPUHHE
nakyBaHHs Ta

KOHTPOSb SIKOCTi:

JlosaH dapma
m6X,
Hime4vuuHa;
Bupob6Huk,
BianoBiganbHWn
3a nepBuHHE,
BTOPUHHE
nakyBaHHs Ta

KOHTPOIb SKOCTI:

JlosaH ®apma
m6X,
HimeuvuuHa;
BMPOGHMUK,
BianoBiganbHWn
3a KOHTPOJIlb
SIKOCTi:
HaykoBo-
nocnigHun
iHCTUTYT
Xennenep
m6X,
HimevuunHa

Y po3gini 3.2.S.4.1 cneuudikauis po3gineHa Ha 3aranbHy
YaCTWHY Ta YacCTUHY, L0 CTOCYETLCA NOCTavanbHYKIB.
BignosigHo oo EP 3aranbHa yactuHa MicTutb y yci
BUNPOOYBaHHA Ta PO3Mip YacTok. YacTuHa, Lo CTOCYETLCS
nocravanbHuKa, MiCTUTb BUNPOBYBaHHS, SiKi CTOCYIOTLCH
BUWKINIO4YHO OKpeMoro nocrayanbHuka. 3miim | Tuny - 3miHun 3
akocTi. CepTudpikat BignosigHocTi/l' E-cepTudikat
BigNoOBIigHOCTI €BponeWchkin thapmakonei/MoHorpadii.
MopaHHsA HoBOro abo oHoBEHOro cepTudikarta BiAnoBiAHOCTI
abo Buny4eHHsi cepTudikata BiagNoOBIAHOCTI EBpONENChKin
cdapmakonei: gna Adl; gnsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BMKOPWCTOBYIOTBCS Y BUPpObHUUTBI API; ans 4onOMiKHOT
peyvoBUHM (CepTuUdikaT BiaNoBigHOCTI €Bponenchkii
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBEpAKEHOro BUpPOoOHUKa - MNogaHHa oHoBneHoro CEP Ne
R1-CEP 2004-049-Rev 04 ans A®Il mecanasuHy Bia Bxe
3aTBepakeHoro BupobHuka Erregierre S.p.A. 3aTBepmKeHo:
R1-CEP 2004-049-Rev 02. 3MiHu | Tvny - 3miHu 3 akocTi. API.
Bupo6HuuTBO. 3MiHa BUPOGHUKaA BUXiAHOrO/MPOMIXKHOTO
NpOAYKTY/peareHTy, Lo BUKOPUCTOBYIOTLCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUpobHUKa (BKkMtovatoun, ae
HeobXxiaHO, MicLle NPoBeAEHHS KOHTponto skocTi) AdI (3a
BiiCyTHOCTI cepTudikaTa BignoBigHOCTI €EBponencobkil
cbapmakonei y 3aTBepAXeHOMY LOCbE)(BBEAEHHS HOBOT
OinbHULI, Ae 3AIMCHI0ETECS MiKpOHIi3aLlis) - BBeaeHHs HoBoi
AinbHWLI, Wwo Biagnosigae 3a MikpoHisauito AD| (BUpobHMUTBa
Erregierre SPA, Italy) — Microchem S.r.l, Italy. 3mitu | Tuny -
3MiHu 3 skocTi. A®l. BupobHuuTBo. 3MiHa BUPOGHMKa
BWXiAHOrO/MPOMIKHOIO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCH Y BUpobHUYomMy npoteci API, abo 3amiHa
BMPOOHYKa (BKntoYatoum, Ae HeobxigHo, mMicLe NnpoBeAeHHs
KOHTponito sikocTi) AdI (3a BiacyTHOCTI cepTudikaTta
BiZNOBIgHOCTI €Bponenchkin hapMakonei y 3aTBepakeHoOMy
[0Cbe)(BBEAEHHS HOBOT AiNbHULI, Ae 3AINCHIETLCS
MiKpOHi3aLis) - BBeeHHs1 HOBOI AinbHuLi, Lo Bianosiaae 3a
mikpoHisauito Ad| (BupobHuuTtea Erregierre SPA, ltaly) — IMS
S.r.l, Italy. 3minu | TNy - 3miHK 3 AkocTi. [0TOBMI NiKapcbkui




87 [TponoBkeHHs qoaaTka 2
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

3aci6. Cnctema KoHTeHep/3akynoproBanbHuii 3acit. 3miHa
noctavanbH1Ka nakyBarnbHUX MaTepiania abo KOMNNEKTYUMX
(SKLLO 3a3Ha4YeHO B A0ChE) (BUIyYeHHS nocTavarbHuKa) -
BunyueHHs iHdbopmaLii LWoao noctayanbHUKIB NakyBanbHOMo
nepsuHHoOro matepiany 3 mogynio 3.2.P.7. 3miHn | Tuny -
3MiHM 3 skocTi. [oToBMI Nikapcbkuii 3acib. Cuctema
KOHTeVHep/3aKynoptoBanbHuiA 3acio. 3MiHa napameTpis
cneumdikauin Ta/abo 4ONYCTUMUX MEX NEPBUHHOI YNaKOBKM
roTOBOro MiKapCbKoro 3acoby (BUIyYeHHs1 HE3HAYHOro
nokasHuka (Hanpuknag 3acTapinoro nokasHuka)) - BunyueHHs
HecyTTeBoro napametpy “Dimensional Conformance”
(BKIOYAOYM LWMPUHY PYIOHY) 3i cneumdikaLin ynakoBku
(antomiHieBa chonbra) rotoBoro Npoaykty. 3MiHu | Tuny - 3MiHn
3 AkocTi. FoToBUIA nikapcbkuin 3acib. Cuctema
KOHTelHep/3aKkynoptoBanbHuWiA 3acio. 3MiHa napameTpis
crneunikauin Ta/abo 4oNyCTUMUX MEX NEePBUHHOT YNaKOBKM
roTOBOro NiKapCbKOro 3acoby (BUMyYeHHs HE3HAYHOro
nokasHuKa (Hanpuknag, 3acTapinoro nokasHuka)) - BunyueHHs
HecyTTeBoro napameTpy “ldentification of Aluminium by Wet
Chemical Test” 3i cneundikaui HeranHoi ynakoBku
(antomiHieBa chonbra) rotoBoro Npoaykty. 3MiHu | Tuny - 3MiHn
3 AKkocTi. [oToBMIA Nikapcbkmit 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3aci6. 3miHa napameTpis
cneumdikauin Ta/abo JONyCTUMUX MEX NEPBUHHOT YNaKOBKM
roTOBOrO fikapcbKoro 3acoby (40NoBHEHHs cneumdikaLii
HOBWM MOKa3HUKOM 3 BiAMNOBiAHNM METOAOM BUMPOBYBaHHS) -
BBepeHHsa napameTpy “Identity inner side” 3a gonomoroto 14-
CMEeKTPOCKOMii A0 XapaKTePUCTUK NEPBUHHOI YNakoBKM
(antomiHieBa dponbra) roroBoro npoAykTy. BctaHoBneHi
KpuTepii NPUNHATHOCTI - “BiaNoBiAae eTanoHHOMY cnekTpy”.
3MiHu | TUny - 3miHK 3 AkocTi. FoToBMIA NikapcbkuiA 3aci6.
Cuctema KOHTenHep/3akynoptoBanbHui 3aci6. 3miHa
napameTpiB cneuudgikaui Ta/abo 4oNyCTUMUX MEX NEPBUHHOT
yNaKoBKM rOTOBOrO NiKapCbKoro 3acoby (4OMNOBHEHHSI
cneundikaLii HOBMM NOKa3HWKOM 3 BiAMOBIAHMM METOAOM
BuUNpobyBaHHs) - BBeaeHHs napameTpy “Grammage” npu
disnyHOMy ornsai Ao cneumdikain NepBUHHOT YNaKoBKK
(antomiHieBa chonbra) rotoBoro NpoaykTy. BctaHoBMEHi
KpUTEpIi NPUMHATHOCTI - 55,8-68,2 r/mM? 3MiHu | Tuny - 3MiHu 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. Cuctema
KOHTEMHep/3akynoproBanbHuii 3acio. 3miHa y NepBUHHIN
yMaKkoBLji FOTOBOrO NiKapCbKOro 3acoy (SKICHWI Ta KinbKiCHWI
cknag) - Teepgi nikapcbki popmMu - 3MiHa KOMMOHEHTa
OnicTepHOI MNiBKM NOTOYHOI NEPBUHHOI YNaKoBKM Ha BinbLu
WiNbHY TpUMMeKcHy nnisky (250 um PVC/25 um PE/180 g/m?
PVdC). 3ateepmkeHo: 250 ym PVC/ 60 g/m? PvdC
PepakuinHa 3miHa: TepmiH «donbra» ans nnacTukoBoro
KOMMOHEHTa GriCTepHOT yNnakoBKM 3aMiHEHO Ha «niliBKay,
OCKiNbKM «chonbra» 3a3su4an BigHocuTbCs Ao MeTany. 3MiHu |
Tuny - 3MiHK 3 sKOCTi. [O0TOBMIN Nikapcbkui 3aci6. 3MiHN y
BUPOGHMUTBI. 3MiHa iMnopTepa/3miHu, L0 CTOCYITbCS
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK
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3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

BWMNYCKY Cepii Ta KOHTPOIO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo gofaBaHHs QinbHWLI, Ha sKil
3[iACHIOETBECA KOHTPOSL/BUNPOBYBaHHSA cepii) - BBegeHHs
BUPOGHMKA, LLIO BignoBiganbHWI 3a KOHTponb skocTi M3,
HaykoBo-gocnigHui iHcTuTyT Xennenep MmbX, Mapi-Kropi-
Ltpacce 7, 79539 Jleppax, HimeuunHa/ Investigation Institute
Heppeler GmbH, Marie-Curie-Strasse 7, 79539 Loerrach,
Germany. 3minu | Tuny - AgMiHicTpaTvBHI 3MiHW. 3MiHa
HaiMeHyBaHHs1 Ta/abo agpecy MicLa NPoBaKEHHS OiANbHOCTI
BMpOGHVKa/iMnopTepa roToBoro Nnikapcbkoro 3acoby,
BKIT0YaK0UM AiNbHUL BUNYCKY cepii abo micLe npoBedeHHs
KOHTPOJIO SIKOCTI. (QisNbHICTL, 3a SKy Bignosigae
BUPOGHMK/iMNopTep, He BKItoYatoum Bunyck cepin) (A.5. (6) 1A)
3miHa agpecu Micus NpoBafKeHHS QiAnbHOCTI BUPOOHMKa
BignoBigansHoOro 3a BUPOGHULTBO [030BaHOI hopmMMu,
nepBUHHE Ta BTOPUHHE MaKyBaHHS Ta KOHTPOSb SIKOCTi —
JlosaH ®apma 'mbX, HoeHbypr, HimeuunHa 3 OTTO-XaH
LLitpacce 13, 15 79395 HoeHbypr, HimeuunHa Ha OTTO-XaH
LLitpacce 13, 79395 HoeHOypr, HimeyunHa. 3miHum | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BignoBigHoCTI €Bponeichkin dapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikaTta BignNoBIA4HOCTI
abo Buny4eHHsi cepTudikaTa BiagNoOBIAHOCTI EBpONENChKin
capmakonei: gna Adl; gnsa BuxigHoro
matepiany/peareHTy/npoMiXXKHOrO MPOAYKTY, Lo
BMKOPWCTOBYIOTBCS Y BUPpObHUUTBI API; AN 4ONOMIXHOI
peyvoBUHM (CepTuUdikaT BiaNoBigHOCTI €Bponenchki
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOOHUKA - nofgaHHs oHoBreHoro CEP Ne
R1-CEP 2003-203-Rev 02 ans A®l mecanasuHy Bia Bxe
3aTBepakeHoro BupobHuka Pharmazell GmbH. 3aTBepmkeHo:
R1-CEP 2003-203-Rev 01.

175.

CENTAHECT
3
AOPEHAIIH
OM 1/200 000

PO34MH ANS iH'EKLiN;
no1mny
KapTpumxi; no 10
KapTpuoXis y
6nicTepi; no 5
GnictepiB y
KapTOHHiIl kopobuyj;
no1,7vmny
KapTpumxi; no 10
KapTpuoXiB y
GnicTepi; no 1 abo 5
GnictepiB y
KapTOHHiIl kopobui

CEMTOOOHT

DpaHuis

CEMTOOOHT

®paHuia

3MiHu | TUny - 3miHu 3 akocTi. CepTudikat BignosigHocTi/lTE-
cepTudikaT BignoBigHOCTI €EBponenchkii

dapmakonei/MoHorpadgii. NogaHHA HOBOro abo OHOBNEHOTO
cepTudcikaTa BignosigHocTi abo BUNyYeHHst cepTudikata
BignoBigHocTi €Bponeinchki papmakonei: anst AdDI; ana
BVXiAHOro Matepiany/peareHTy/npOMiKHOIO MPOAYKTY, LLO
BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Anst fonoMixxHOT

peyvoBUHM (cepTuUdikaTt BianoBigHOCTI EBponenchki
dapmakonei) - OHoBReHu cepTudikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKaA -

NnoJaHHs OHOBMEHOro cepTudpikata BigNoBIAHOCTI
€sponevicbkin apmakonei Ne R1-CEP 2013-221 Rev 00
(3aTBepmxeHo: RO-CEP 2013-221 Rev 02) ans gitoyoi
peyoBuHM AfpeHaniHy TapTpaTy Bif BXe 3aTBepAXeHOro
BMpobHmka Cambrex Profarmaco Milano S.r.l., ltaly, Ta, sk
Hacnifgok, 36inbLueHHs nepiofly nepekoHTpornto Ao 60 Micsuis;
BBEOEHHS 3BiTY 3 OLIHKN PU3NMKIB LLOAO BMICTY €MeMEeHTHUX
[OMiLIOK BignosiaHo Ao Bumor HactaHoBu ICH Q3D. 3miHm |
Tmny - 3MiHm 3 sikocTi. CepTudikaT BignosigHOCTI/TE-

3a
peuernmom

UA/10381/01/01
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Ne
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Hasea
JliKapcbKo20
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®Popma sunycky
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3asi8HUKa
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Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

cepTudikaT BiaNoBiAHOCTI €BpONEnChbKin
hapmakonei/moHorpadii. NMogaHHsS HoBoro abo OHOBNEHOIO
cepTudikaTta BignoBigHOCTI abo BUNy4YeHHs cepTudikara
BignoBigHoCTI €Bponevickkin thapmakonei: ans A®l; ons
BWXiAHOro martepiany/peareHTy/npoOMiKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCSA Y BUPOOHMLTBI ADI; Anst 4ONOMiKHOT
peyoBUHYM (cepTudikaT BigNOBIAHOCTI €BpONENCHKIN
dapmakonei) - OHoBneHun cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOBOHUKA - MoAaHHSA OHOBIEHOrO
cepTudgikaTa BignoBigHocTi €Bponevickkin dapmakonei Ne R1-
CEP 2002-060-Rev 06 (3atBepaxeHo: R1-CEP 2002-060-Rev
05) gns gito4oi pevoBMHM ApTUKaiHy rigpoxnopuay Big Bxe
3aTBepakeHoro BupobHuka SANOFI INDIA LIMITED, India,
sk 3MiHMB Ha3By Ha ZENTIVA PRIVATE LIMITED, Ixgis, Ta,
SIK Hacnigok, 3amiHa agpecu Ta HaiMeHyBaHHs BracHuka CEP
Ha ZENTIVA K.S., Yecbka Pecny6nika; yTOYHEHHS iHpopmauii
wono ynakosku AdI.

176.

CEPPATA®

TabneTkn, BKPUTI
060noHkoto,
KWLLIKOBOPO34MHHI MO
10 mr, no 10
TabneTok y cTpuni,
no 1 ctpuny B
KapTOHHIN ynakosLi;
no 10 Tabnetok y
cTpwvni, no 1 ctpuny
B KapTOHHI
ynakosui, no 10
ynakoBOK y KOpobLyj;
no 10 Tabnetok y
cTpuni, no 3 cTpunu
Y KapTOHHIN
ynakosui; no 30
Tabnetok y 6nictepi
abo ctpuni; no 1
6nictepy abo
CTpUMY Y KapTOHHIN
ynakosui; no 30
TabneTok y cTpuni,
no 5 ctpunis y
KapTOHHIN yrnakoBLii

KYCYM
XENTXKEP
NBT NTAO

IHAis

KYCYM
XENTXKEP NBT
NTAO, IHais
abo
KYCYM
XENTXKEP NBT
NTA, IHgia

IHgia

BHECEHHS 3MiH O peecTpauliiHuX maTepianis: 3miHu | Tuny -
3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHn y
BUpPOBHMUTBI. 3amiHa abo BBe4EeHHS AO4ATKOBOI AiNbHULL
BMPOGHMLUTBA ANs YacTMHU abo BCbOro BUPOBHMYOro npouecy
roTOBOro NikapcbKkoro 3acoby (AinbHMLSA, Ha SKil NPOBOASTHCS
OyAb-gKi BUPOOHWYI CTagil, 38 BUHATKOM BUIMYCKY CEpin,
KOHTPOIMIO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO NakyBaHHs!, Ans
HecTepunbHUX nikapcbkux 3acobis). CynyTHsi 3amMiHa - 3MiHu 3
[KocTi. [oToBMI Nikapcbkuin 3aci6. 3MiHM y BUPOGHMLITBI.
3amiHa abo BBeOEeHHS 40OAaTKOBOI AiNbHULI BUPOOGHMLUTBA ANst
YacTuHU abo BCbOro BUPOGHMYOro NpoLiecy roToBoro
nikapcbkoro 3acoby (QinbHMLA AN BTOPUHHOIO NaKkyBaHHS) -
3MiHu 3 skocTi. [oToBMIA Nikapcbkuii 3aci6. 3miHn y
BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40OATKOBOI AinbHULL
BMPOBHMUTBA ANst YacTuHM abo BCbOro BUPOOHNYOro npouecy
roTOBOrO fikapcbKkoro 3acoby (AinbHUUSA Ans NEPBUHHOMO
nakyBaHHs1). BBeieHHs1 [OAaTKOBOI AiNbHULI st BCbOro
BMPOBHMYOro NpoLecy roToBOrO NikapCbKoro 3acoby AinbHULS,
Ha sKin npoBoAsATbCS ByAb-ski BUPOOHUYI CTagii, 32 BUHATKOM
BUMNYCKY CepIl, KOHTPOMO sIKOCTi. 3MiHM | TURY - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbkui 3aci6. 3MiHM y BUPOOHMUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUMYCKY Cepii Ta KOHTPOIto
SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo AoaaBaHHs
BMPOGHMKa, WO BiAMOBIAa€e 3a BBE3eHHS Ta/abo Bunyck cepi) -
Bkntoyatoun KoHTponb/BunpobyBaHHs cepii. [JoaaBaHHs
BMPOGHKKa, WO BiAMNoBIgae 3a BBE3EHHsI Ta/abo Bunyck cepil
3aTtBepmkeHo: KYCYM XENTTXKEP MBT JITA Cr1-289 (A),
PIIKO InpacTpian apea, YonaHki, bxisagi, Oict. Ansap
(PapxactaH), IHais;
3anponoHoBaHo: KYCYM XEJITXKEP MBT NT[A Cr1-289 (A),
PIIKO InpacTpian apea, YonaHki, bxisagi, Oict. Ansap
(PagxacTtan), IHgis abo KYCYM XENNTXKEP MBT NTA Mnot
NeM-3, Ingop Crewwen IkoHomik 3oyH, ®ens-Il, Mitamnyp,
Oict.Oxap, Magxbs Mpagew, MiH 454774, IHgis. 3miHu | Tuny -

3a
peuernmom

UA/7966/01/01
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3MiHu 3 skocTi. [0TOBMIA Nikapcbkuii 3acib. 3MiHn y
BMPOOHMUTBI. 3MiHa po3mipy cepii (BkntoYaloumn fgianasoH
pPo3Mipy cepii) FOTOBOro Nikapcbkoro 3acoby (3MeHLUEHHS 4O
10 pasiB). 3aTBepaxeHo: BupobHuk: KYCYM XEJNTXKEP MNBT
JITA, IHAis. Po3smip cepii: 1 600 000 TabneTtok; 3 200 000
TabneTtok; 3anponoHoBaHo: BupobHuk: KYCYM XEJNTTXKEP
NBT NTA, IHaia
Po3wmip cepii: 1 600 000 TabneTok; 3 200 000 TabneTok;
Bupo6bHuk: KYCYM XENTXKEP MBT NITA Mnot Ne M-3, IHgop
Cnewwen IkoHomik 3oyH, ®ens-Il, Mitamnyp, dict.[Ixap,
Magxbs Mpagew, MiH 454774, IHgis. Posmip cepii: 100 000
TabneTok.

177.

CUNOEHA®I
1100
AHAHTA

TabneTkn, BKPUTI
NniBKOBOKO
o6onoHkoto, no 100
Mr Mo 4 TabneTkn y
6nictepi, no 1
Gnictepy B nayui; no
1 TabneTuiy
Gnictepi, no 1
6nictepy B nauui

AHaHTa
Megikeap J1TA4.

Benuka
Bputanis

ApTypa
dapmachbioTikan
3 eT. NlITA.

IHgia

BHECEHHS 3MiH O peecTpauliiHuX maTepianis: 3miHu | Tuny -
3MmiHu 3 AkocTi. FoToBuUIA Nnikapcbkuii 3acio. Cuctema
KOHTeNHep/3aKynoptoBanbHuUii 3acio. 3miHa y NEPBUHHIN
ynakoBLji FOTOBOro Nikapcbkoro 3acoby (Tun koHTenHepa abo
[oJaBaHHA HOBOTO KOHTeNHepa) - TBepai, M'siki Ta
HecTepunbHi pigki nikapceki dopmun. [logaBaHHs HOBOI
ynakoBku Ne1 (1x1’s Alu/PVC Blister pack): no 1 Tabnetuiy
6nictepi, no 1 6nictepy B nayui. NepBMHHUIA NakyBanbHUIA
MaTepian He 3MiHuBCS. (3aTBepmKeHo: No 4 TabneTkn y
6nictepi, no 1 6nictepy B nayui). BeegeHHs 3MiH npoTsirom 3-x
MicsaUiB Micnsa 3aTBepmKeHHs. 3MiHu | Tuny - 3MiHM 3 AKoCTi.
["oToBMI Nikapcbkmin 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6. 3MiHa po3Mipy ynakoBKu
roTOBOro MiKapCcbKoro 3acoby (3MiHa KinbKOCTi OANHULb
(Hanpuknag TabneTok, amnyn TOLWO) B ynakoBLi:) - 3miHa no3a
Jiana3oHOM 3aTBepXeHUX po3MmipiB ynakoBku. [logaBaHHsA
HoBOI ynakoBku Ne1 (1x1), Lo BKMHOYAE NOSIBY HOBOMO
nepsuHHoro (bnictep Ne1) Ta BTopuHHoro (1 6nictep y
KopoO6Li) BUAIB NakyBaHHs1), 3 BiAMOBIHMMU 3MiHAMK Y p.
«YnakoBkay». 3aTBepaxeHo: P. «YnakoBkay. 1o 4 TabneTtku
nomiwatotb B 6nictep. Mo 1 Gnictepy pazom 3 iHCTPYKLi€
Ansi MEOUYHOTO 3aCTOCYBaHHS NMOMILLAIOTL B NaYkKy.
3anponoHoBaHo: P. «YnakoBkay. 1o 1 TabneTui nomiwatots B
6nictep, no 1 6rictepy pa3om 3 iHCTPYKLiED ANs Meau4YHoro
3aCTOCyBaHHs MOMiILLaloTh B Nayky. Mo 4 TabneTku nomiwarTb
B 6nictep, no 1 6rictepy pa3om 3 iHCTPYKLiE AN MeauyHoro
3acToCyBaHHS NMOMILWATb B Nayky. 3MiHW BHECEHI B
iHCTpYKLUil0 ANs MeQUYHOro 3acToCcyBaHHS Mikapcbkoro 3acoby
y po3gin "YnakoBka" Ta sik HacnigoK NosiBa 4O4ATKOBOrO
nakyBaHHsi. BBegeHHs 3MiH npoTsirom 3-x micsauiB nicns
3aTBEPOKEHHS.

3a
peuenmom

UA/15398/01/01

178,

CUNAEHA®I
J150 AHAHTA

TabneTkn, BKpUTI
NNiBKOBOIO
o6onoHkoto, no 50
Mr no 4 Tabnetkn y
GnicTepi, no 1
GnicTepy B nauui; no
1 TabneTuiy

AHaHTa
Megikeap J17A4.

Benuka
BpuTaHis

ApTypa
dapmachbioTikan
3 MeT. NlITA.

IHaia

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny -
3MmiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema
KOHTEeWHep/3aKkynoptoBarnbHuUiA 3acit. 3MiHa y NepBUHHIN
yMNakoBLi FOTOBOrO NikapCbKoro 3acoby (Tun koHTenHepa abo
[ofaBaHHsi HOBOTO KOHTEHepa) - TBepai, M'siki Ta
HecTepunbHi pigki nikapceki popmu. JJoaaBaHHSA HOBOT
ynakoBku Ne1 (1x1’s Alu/PVC Blister pack): no 1 Tabnetui y
6nicTtepi, no 1 6nictepy B nayui. MepBUHHUIA NakyBanbHUA

3a
peuernmom

UA/15398/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Gnictepi, no 1 MaTepian He 3MiHuBCS. (3aTBepmkeHO: No 4 TabneTkn y
6nictepy B nayui 6nictepi, no 1 6nictepy B nayui). BBeaeHHs 3miH npoTsrom 3-x
MicsiLiB nicnsi 3aTBepaKeHHS. 3MiHu | Tuny - 3MiHK 3 sKOCTi.
["oToBMI nikapcbkmin 3acib. Cuctema
KOHTenHep/3akynoptoBanbHuUi 3aci6. 3MiHa po3mipy ynakoBku
roTOBOro NiKapCcbKoro 3acoby (3MiHa KinbKOCTi OAMHULIb
(Hanpuknag TabneTok, amnyn TOLWO) B ynakoBL,:) - 3MiHa no3a
AianasoHOM 3aTBEPAXEHMX PO3MipiB ynakoBku. [logaBaHHS
HoBoi ynakoBku Ne1 (1x1), Lo BKMOYa€e nosiy HOBOroO
nepBuHHoro (6nictep Ne1) Ta BTopuHHOro (1 Grictep y
Kopobui) BUAIB NaKyBaHHS), 3 BIAMOBIAHMMU 3MiHAMU Y P.
«YnakoBka». 3aTBepaxeHo: P. «YnakoBkay. 1o 4 TabneTtku
nowmiwatoTe B 6nictep. Mo 1 6nictepy pa3om 3 iHCTPYKLUiED
ANt MEAUYHOTO 3aCTOCYBaHHS MOMILLAI0Tb B NaYKy.
3anponoHoBaHo: P. «YnakoBkay. Mo 1 TabneTui nomiwatots B
Gnictep, no 1 Gnictepy pa3oMm 3 iIHCTPYKLEO AN MegnuyHoro
3aCTOCyBaHHS MoMiLaTb B nayky. 1o 4 TabneTky nomilaTb
B Bnictep, no 1 GricTepy pa3om 3 iIHCTPYKLiE AN MeguyHoro
3acToCyBaHHS NOMiLaTb B Nayky. 3MiHW BHECEHI B
iHCTPYKLUilO AN MeQMYHOro 3aCTOCYBaHHS NikapCbKoro 3acody
y po3ain "YnakoBka" Ta ik Hacnigok nosia 40AaTKOBOrO
nakyBaHHS. BBegeHHs1 3MiH NpoTsrom 3-x Micauis nicns
3aTBEPAKEHHS.
179.| CUH®IIOPUK | cycneHsis gns makcoCmiTKn Benuka "makcoCwmiTKns Benbris 3MiHu | TUny - 3miHK 3 AkocTi. FoToBMIA Nikapcbkuii 3aci6. 3a UA/15363/01/01
cm™ iH’ekuin; no 1 posi AnH Ekcnopt BpuTaHis nH Bionopgxikana KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y metogax peuenmom
BAKLIMHA (0,5 mn1) cycnensii Nimiteq C.A. BUNPOOYBaHHSA rOTOBOTO NiKapCbKOro 3acoby (iHLWi 3MiHN y
ansa ans iH’ekuin y MeToAax BunpobyBaHb (BKMOYa4umn 3amiHy abo JONOBHEHHS))
NMPOBINAKT nonepegHL0 3awmiHa gitoyoro pigkoro KoH'toroBaHoro ctaHaapty PS1-PD
UKH HarnoBHEHOMY cepii SWN1347A03 Ha HoBWI Niogini3oBaHUA KOH'IoroBaHUM
MHEBMOKOK | cknsHomy wnpuui y ctaHpapT PS1-PD cepii SSG1347A01.
OBOI KOMMIIEKTi 3 OAHIED
IHOEKLYT ronkoto abo 3 AsoMa
(MONICAXAP | ronkamu Ta 6e3
NaHUN ronok; 1
AHTUIEH) nornepegHL0
TA HaMoOBHEHWI LINpUL,
HETUNOBAH | 3 ronkoto abo gsoma
ol ronkamu, abo 6es
FEMO®INbH ronok y
Of IHPEKLLIT, iHaMBinyansHoMy
KOH’IOFOBA | repmeTunyHO
HA, 3anakoBaHoOMy
ACOPBOBA | nnactukoBoMmy
HA KOHTeWHepi; no 1
nnacT1kKoBOMy

KOHTeWHepy y
KapTOHHiI kopoOLyj;
no 1 gosi (0,5 mn)
cycneHsii ans
iH'ekuin y
nonepeaHL0
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

HanoBHEHOMY
CKNSAHOMY LUNPUL;
no 10 wnpwuuis 3 10
ronkamu abo 6e3
ronok y
iHaMBIAyanbHMX
repMeTuyHo
3anakoBaHuX
NnacT1KoBMX
KOHTENHepax y
KapTOHHIN KOpoOLyi;
no 1 gosi (0,5 mn)
cycneHsii gna
iH'eKkuin y
MOHOZ030BOMY
CKNAHOMY (PraKoHi;
no 1, 10 a6o 100
cbnakoHiB y
KapTOHHiI KOpoOLyi;
no 2 gosu (1 mn)
cycneHsii gna
iH'ekuin y
MYMbTUA030BOMY
cnakoHi; no 100
rakoHiB y
KapTOHHiI kopobui

180.

CMO®KABIB
EH
NEPUDEPUY
HUA

eMynbCia ans
iHOy3in;

no 1206 mn, no
1448 mn, no 1904
MI B TPUKAMEpPHOMY
NnacTMKoBOMyY
KOHTeWHepi
«BiodiHy», akui
pasom 3
aHTUOKUCHUKOM
BMILLYIOTb Y
30BHILLHIN
NIACTUKOBUIN MILLOK;
no 1206 mn, no
1448 mn, no 1904
MI B TPUKAMEpPHOMY
nnacT1koBoMy
KOHTeWHepi
"BiodiH", aKkmn
pasom 3
AHTUOKUCHUKOM
BMIiLLYIOTb Y
30BHILLHIN
NSacTUKOBUIN MILLOK;

dpeseHiyc
Kabi

LonunaHg
M6X

HimevuunHa

Ppe3seHiyc Kabi
AB

LLBeujs

3minu Il TUny - 3miHn 3 akocTi. A®I. (iHwi 3miHWM) nogaHo
oHoBneHy Bepcito ASMF ans giouoi pe4oBUHM TaypuHy Bif,
3aTBepakeHoro BupobHuka Kyowa Hakko Bio Co. Ltd., AnoHis
(3aTBepokeHo: version 02/20130501; 3anponoHoBaHo
03/20200311)

3a
peuernmom

UA/14345/01/01
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Ne
n/

JliKapcbKo20

Haszea

3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

no 4 Miwkn B
KOpoOGLi

181.

TAMICTEP

Kancynv TBepgi; no
30 abo no 90 kancyn
y dnakoHi; no 1
¢bnakoHy B
KapTOHHiI kopobui

Mictpan
Kenitan
MeHemKMeHT
TimiTeq

AHrnia

Bupo6bHuLTBO
NPOMiXHOro
NpoAYKTY,
roToBOro
nikapcbkoro
3aco0y,
nakyBaHHs,
KOHTPOIb SIKOCTI,
BMNYCK cepii:
JlabopaTopioc
JleoH dapma,
C.A,, IcnaHis;
BupobHuLTBO
NPOMIXXHOIO
NpOAYKTY:
C.C. 3eHrTiBa
C.A., PymyHisi;
AnbTepHaTuBHe
BTOPUHHE
nakyBaHHs:
Atgic ®apwma,
C.N., IcnaHis;
AnbTepHaTuMBHE
BTOPWHHE
nakyBaHHs:
MaHaHTian
IHTerpa, C.J1IO.,
Icnanis;
AnbTepHaTuMBHeE
nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
JlabopaTopioc
NikoHca, C.A.,
Icnanig

Icnanis/
PyMHyis

BHECEHHS 3MiH O peecTpauiHuX maTepianis: 3miHu | Tuny -
AamiHicTpaTMBHI 3MiHW. 3MiHa Ha3BM MikapcbKoro 3acoby.
3ateBepaxeHo: flytactepna/TamcynosunH — Bicta 0,5 mr/0,4 wr.
3anponoHoBaHo: TAMICTEP. BeegeHHsi 3MiH NpoTsirom 6-Tu
MiCSILIiB MiCNsi 3aTBEPOXKEHHS.

3a
peuenmom

UA/18497/01/01

182,

TEAKOMMNAHI

H

MOpOLLIOK
(cybcTaHuis) B
arntoMiHieBux
b6apabaHax gns
apmaLeBTUYHOIO
3acToCyBaHHSA

TOB
"®APMEKC
rPymn"

YkpaiHa

MoHkyk
dapmachbtoTikan
Ko., lTa.

Kopes

BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny -
3miHu 3 sikocTi. CepTudikat BignosiaHocTi/lE-cepTudikart
BiANoOBigHOCTI €Bponenchkii hapmakonei/MmoHorpadii.
MopaHHsa HoBoro abo oHoBnEHoOro cepTudikaTta BiANOBIAHOCTI
abo BuUny4eHHsi cepTudgikata BignoBigHOCTI EBpONERChKil
capmaxkonei: gna A®l; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOTO MPOAYKTY, Lo
BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Anst fonoMixxHOT
peyvoBUHM (CepTuUdikaTt BianoBigHOCTI €EBponenchki
dapmakonei) - OHoBReHu cepTudikat Bif yxe
3aTBEPAKEHOro BUPOOHWKa - NOAAHHSA OHOBMEHOrO
cepTudikaTa BignosigHocTi €Bponeiicbkin Papmakonei Ne R1-
CEP 2009-335-Rev 03 (3atBepaxeHo: RO-CEP 2009-335-Rev
00) ansa APl Ta, Sk HacNigoK NpuBeAeHHs cneumaikauii Ta

UA/13111/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MeToaiB KoHTponto AdI, iHdbopmaLii Npo nakyBaHHA Ta
TepMiHy npugaTHocTi y BignosigHiCTb Ao Bumor € ta CEP.
Takox, BHacnigok peopraHisauii Ta nepeiMeHyBaHHsi BynuvLb
Ta TepuTopin (parioHiB) y Kopei, Bigbynacs amiHa agpecu
BMPOBHYKa 6e3 3MiHM haKTUYHOTO MicLIe3HaX0MKeHHs (CTano:
1103, Jingwang-ro, Jincheon-gun Korea (Republic of)-27809
Gwanghyewon-myeon, Chungcheongbuk-do)
183.| TEPBIHA®IH Tabnetkn no 250 wmr, O-p Peppi'c IHais O-p Pegpi'c IHgis BHECEHHS1 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | Tuny - 3a UA/4720/02/01
OP. PEAAI'C no 4 TabneTkn y JTabopaTtopic JTabopaTtopic AZMiHiCTpaTVBHI 3MiHW. 3MiHa Ha3BW nikapcbkoro 3acoby - peuenmom
Gnictepi, no 4 Ntg Jimiteq 3MiHM BHeCeHi LLoa0 Ha3Bwu flikapcbkoro 3acoby:
Gnictepu B 3atBepaxeHo: EKBNPIH® (EXIFINE) 3anponoHoBaHo:
KapTOHHiI kopobui TEPBIHA®IH OP. PEOAOI'C (TERBINAFINE DR. REDDY'S)
BBegeHHs 3MiH NPOTArom 6-TU MicALIB Nicns 3aTBEPOKEHHS
184.| TUrALMN NOPOLLIOK ANA NOANIEP CLUA Baer Ilegepne ITanisa 3minu Il TUny - 3miln Wwopo 6esnekv/edekTMBHOCTI Ta 3a UA/12347/01/01
pPO34MHy Ang ENY.CLML. C.p.J1., Itanis tapmakoHarnagy. 3MiHM y KOPOTKili xapakTepucTumui peuenmom
iHdbyairi no 50 mr; 10 | KOPMOPEMLU (BpPOBHMLTBO nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
dnakoHiB 3 H npoaykuii in MEeAMNYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM AaHVMU 3
NOPOLLKOM y navui 3 bulk, nepBuHHe AKOCTi, AOKMIHIYHUMM, KNiHIYHUMM JaHUMK Ta JaHUMK 3
KapTOHY Ta BTOPVHHE dapmakoHarnsaay - 3MiHM BHECEHO B iHCTPYKLO Ans
nakyBaHHs, MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby Ao po3Ainis
KOHTPOSb AKOCTI "OcobnueocTi 3acTocyBaHHA" Ta "3acTocyBaHHs y nepiog
Ta BUMYyCK cepii); BariTHOCTi abo rogyBaHHA rpyaar” (YTOYHEHHS iHdopmalii).
MaTteoH ITanisa BBeaeHHs 3MiH NpoTarom 6-Tu mMicauiB nicns 3aTBepAXeHHS
C.n.A,, Itanis
(BMpPOBHMLTBO
npoaykuii in
bulk, nepsuHHe
nakyBaHHs,
KOHTPOIb
SIKOCTI);
KOpodiHc-
Baviona6b C.p.n.,
ITania
(mocnigxeHHs
CTEpUIbHOCTI)
185./ TOPAOIB Tabnetkv no 10 wr; TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/11604/01/01
no 10 Tabnetok y "®APMEKC "®APMEKC 3MmiHu 3 AkocTi. FoToBuUIA nikapcbkuii 3acio. CtabinbHICTb. peuernmom
6nictepi; no 3 abo reyn" reyn" 3MmiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHsi
no 9 Gnictepis B rOTOBOrO fMikapcbKoro 3acoby (36inbLUeHHs TEpMiHY
nauui NpWAATHOCTI rOTOBOrO fikapcbkoro 3acoby) - [1ns ToproBoi
yNakoBKM (NiATBEPKYETLCS AaHUMU pearibHoro Yacy) -
36inbLUEeHHs TepMiHY NPUAATHOCTI FOTOBOrO MiKapCbKOro
3acoby. 3aTtBepaKeHO: 2 poku. 3anponoHOBAHO: 3 POKM.
YnakoBku in bulk: 2 pokn BBegeHHst 3MiH MpoTarom 6-tu
MicsiLiB Micnsi 3aTBEPOXKEHHS
186., TOPACEMIA Tabnetku no 10 wr, AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3miHu | Tuny - 3a UA/18191/01/01
no 10 Tabnetok y "Ny6Hndapm" "Ny6HUapm" 3MiHu 3 AkocTi. FoToBMI Nikapcbkuii 3acib. CTabinbHiCTb. peuenmom
GnicTepi, no 3 3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
Gnictepu y navui rOTOBOrO MiKapCbKoro 3acoby (36inbLUeHHSA TEpMiHY
NpWAATHOCTI rOTOBOrO fikapcbkoro 3acoby) - [1ns ToproBoi
YNaKoBKU (NiATBEPAXYETbLCA AaHUMM peanbHoro vacy) -
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
306inbLUIEeHHA TepMiHY NPUAATHOCTI TOTOBOrO NiKapCbKoro
3acoby. 3atBepmkeHo: 2,5 poku. 3anponoHoBaHo: 3 poku.
BBefeHHs 3MiH NpoTArom 6-T MicsiLiB Micnsi 3aTBEPAXKEHHS.
187.| TPECIBA® PO34MH ANs iH'EKLIN, A/T Hoeo [anis Bupo6HuuTBO, Danis/ 3miHu | TMny - 3miHn Wwopo 6esnekn/eddekTMBHOCTI Ta 3a UA/14264/01/01
®JIEKCTAY® | 100 Of/mn no 3 mn Hopaick HarnoBHEHHSA B ®paHuis dapmakoHarnsgy (iHwi 3miHn) 3miHM BHeceHo Ao IHCTpyKuii peuenmom
y KapTpuaxi, Skun nepBUHHY Ansi MEQUYHOTO 3acTOCYBaHHS fikapcbkoro 3acoby Ao po3ainis
MiCTUTBCS Y yNakoBKy Ta "Ocob6nueocTi 3acTocyBaHHs", "MobiuHi peakuii” BignosiaHo Ao
H6araTono3oBil KOHTpOnb Ganky. pekomeHaauii PRAC.
OAHOPa30BIN BignosiganbHui BBefeHHs 3MiH NpoTArom 6-Tv MicAUB Nicns 3aTBEPAXKEHHS.
wnpuu-py4ui; no 1 3a BUNYCK: 3minn Il TMny - 3miHKn Wwopo 6eanekn/edeKTUBHOCTI Ta
abo 5 wnpuy-pyyok A/T HoBo dapmakoHarnsgy. 3MiHW y KOpPOTKili XapakTepucTuui
Y KapTOHHIln kopobui Hopaick, OaHig nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
KomnnekryBaHH MEAMNYHOrO 3aCTOCYBaHHS! Y 3B’sI3KY i3 HOBUMM AaHUMU 3
S, MapKyBaHHS SIKOCTi, AOKNIHIYHUMW, KMiHIYHUMUW JaHUMW Ta JaHUMK 3
Ta BTOPUHHE dapmakoHarnagy - 3MiHM BHeceHo Ao IHCTpykuii ans
nakyBaHHsi MeAMYHOro 3aCTOCYBaHHs! NikapcbKoro 3acoby Ao po3ainis
roToBOro "®apmakornorivyHi BnactusocTi”, "OcobnmBocTi 3acTocyBaHHA",
nNpoayKTy. "Cnoci6 3acTtocyBaHHsi Ta fo3u". BBeaeHHs1 3mMiH npoTarom 6-
KoHTponb sKocTi TN MICALIB NiCNsi 3aTBEPIPKEHHS.
6anky rotoBoro
npoaykTy Ta
KiHLLEBOIo
roToBOro
nNpoaykTy:
A/T HoBo
Hopgaick, OaHis
Bupo6Huk
Hepo3adacosBaHo
ro NPOAyKTY,
HamnoBHEHHS B
nepBUHHY
yMaKkoBKy Ta
KOHTPOMb SIKOCTI
6arnky rotoBoro
NpoAyKTy;
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHsi:
HoBo Hopgaick
[MpoatokCboH
CAC, ®paHuis
188, TPUDPAC® 10 | Tabnetkn no 10 mr; MeHapiHi Tiokcembypr BEPNIH-XEMI HimeyunHa 3MinHu | Tvny - 3min wopo 6esnekn/edekTUBHOCTI Ta 3a UA/2540/01/01
no 10 Tabnetok y IHTepHelLoHan Al', HimewyuunHa dapmakoHarnsgy. BeeaeHHs abo 3MiHM fo y3aranbHeHWX peuenmom
6nicTepi; no 3, abo OnepenwoHc (BMPOBHMLTBO AaHux npo cuctemMy chapmakoHarnsagy (BBeAeHHs
5, abo 10 6nictepis TTrokcembypr Tabnetok "in y3aranbHeHUX AaHnx Npo cuctemy papmakoHarnsagy, 3amiHa
Y KapTOHHIl kopobui C.A. bulk", kOHTpOb yNnoBHOBaeHoI ocobu, BignoBiaansHoOi 3a 3aiNCHEHHS
cepii); BEPJIH- dapmakoHarnsaay; KOHTaKTHOi ocobu 3 hapmakoHarnsgy
XEMI Al', 3asiBHMKa ANs 34iNCHeHHs bapmakoHarnsgy B YkpaiHi, aKwo
HimeuuunHa BOHa BiIMiHHa Bif YNOBHOBaXeHOi 0cobu, BianoBiganbHoi 3a
(kiHUeBe 3[iNCHeHHs dhapmakoHarnagy (BKIoYakdm KOHTaKTHi AaHi)

nakyBaHHA,

Ta/abo 3MiHM y po3MilleHHI MacTep-daiina cuctemu
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTpOrb Ta dapmakoHarnagy) 3miHa KOHTakTHOT 0cobu 3asiBHMKA,
BUNYCK cepil) BiANoBiAanbHOI 3a hapmakoHarnag B Ykpaini. [itoua
pegakuis: MNonisyak OneHa BikTopiBHa. MNponoHoBaHa
penakuisi: Kyyep MapuHa BacuniBHa. 3MiHa KOHTaKTHUX gaHUX
KOHTaKTHOI 0cobM 3asiBHUKA, BiAMNOBIAanbHOI 3a 34iNCHEHHS
dapmakoHarnagy B YkpaiHi.
189.| TPUXOMNOJN® | Tabnetku BariHanbHi | ®apmaueBTny MNonbwa dapmaueBTUYHN Monbuwa BHECEHHS 3MiH 0 peecTpauinHMx maTtepianis: 3miHu | Tuny - 3a UA/1306/02/01
500 wr, no 10 HWI 3aBOf, n 3asof 3MiHu 3 siKocTi. MoToBMIA nikapcbkuii 3acib. KoHTponb rotoBoro peuenmom
Tabnetok y 6nictepi; | "MOJIb®APM «Monbtapmay nikapcbkoro 3acoby (iHwi 3MiHM). OHOBNEHHS BXe
no 1 Gnicrepy y A" C.A. C.A. 3aTBEPIAKEHNX METOAIB KOHTPOIIO SIKOCTi flikapCcbKoro 3acofy,
KapTOHHIN kopobLi a came: BUKIaAEeHHs TEKCTY AepXaBHO MOBOIO 3rigHO
CYYacCHWX BUMOT.
190.| TPIO®OPTE Kancynu; rno 6 MPAT YkpaiHa MPAT Ykpaina 3MiHn | TUny - 3miHK 3 AkocTi. FoToBMI Nikapcbkuii 3aci6. bes UA/2317/02/01
® kancyn y énicrepi; "®ITOPAPM" "®ITOPAPM" KoHTponb rotoBoro nikapcbkoro 3acody. 3mMiHa napameTpis peuenma
no 1 abo 2 Gnictepu cneumndikaui Ta/abo 4oNyCTUMMX MEX FOTOBOFO JiKapCbKoro
B nayui 3 KAPTOHY 3acoby (BHECEHHS 3MiH A0 AOCLE MiCMs OHOBMEHHSA 3aranbHol
CTaTTi Ha roToBY NikapcbKy hopmy y [1PY/Esponenicokin
tapmakonei) BuganeHHs nokasHuka «KanbLito cteapaTy 3i
Creundpikauii Ta MeTogiB KOHTPOIO, Y 3B’A3KYy 3 NPMBEAEHHAM
Ao Bumor moHorpadii APY, 2.3 «Kancynu»; koperyBaHHs
nocunaHb Ha po3ainu BunpobyeaHb B MKA Ta Cneuudikadii.
3MiH y siKOCTi nikapcbkoro 3acoby He BigbyBaeTbCS.
191, YBIXIHOH Pos3unH ang iH'ekuin, Bionoriwe HimeyunHa Bionoriwe HimeuunHa 3minu |l Tuny - 3MiHm 3 akocTi. ADL. KoHtponb A®I. 3miHa y 3a UA/0018/01/01
KOMMOO3UTY | no 2,2 mn B amnyni; Xannemitrens Xannbemitrens napameTpax cneuudikadi Ta/abo AonycTUMmUX MeX, peuenmom
M no 5 amnyny Xeenb MTM6X Xeenb MMOX BU3Ha4YeHWX y cneumdikauisx Ha AdI, abo
KOHTYPHIl BVXiAHUN/NPOMIDKHWI NPOAYKT/peareHT, LU0 BUKOPUCTOBYHOTLCS
YapyHKOBIN y npoueci BupobHuuTea AD| (3miHa nosa mexamu
ynakosLi; no 1 3aTBepAKeHOro fgianasoHy y cneumndikauii Ha APl) 3miHa mexi
KOHTYPHIl cneumdikauii Ana Thiaminum hydrochloricum D1 dil. 3a n.

YapyHKOBIN ynakoBLi
B KOpOOLji 3 KapTOHY;
no 2,2 mn B amnyrni;
no 5 amnyny
KOHTYPHIl
YapyHKOBIN
ynakosui; no 20
KOHTYPHMX
YapyHKOBMX
yNakoBOK y KOpooLi
3 KapTOHY; No 2,2 Mn
B amnyni; no 5
aMmnyn y KOHTYpPHin
YapyHKOBIN
ynakosLi; no 2
KOHTYPHUX
YapyHKOBMX
yNakoBOK y KOpobui
3 KapTOHY;

no 2,2 mn B amnyrni;
no 5 amnyny
KOHTYPHI

BigHocHa ryctuHa 3 1,026 - 1,030 go 1,026 - 1,032
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
YapyHKoBIn
ynakosui; no 1
KOHTYPHIN
YapyHKOBIl ynakoBLi
B KOpOOLji 3 KapTOHY;
no 2,2 mn B amnyrni;
no 5 amnyny
KOHTYPHIl
YapyHKoBIn
ynakosLi; no 2
KOHTYPHi YapyHKOBI
ynakoBKM1 B KOPObLi
3 KapTOHY;
no 2,2 mn B amnyrni;
no 5 amnyny
KOHTYPHIN
YapyHKOBIN
ynakosui; no 20
KOHTYPHUX
YapyHKOBMX
yNakoBOK Y KOpobLi
3 KapTOHY.
192 YCNOKOU Tabnetku no 20 TOB "Marepia YkpaiHa 3AT CaHtoHika JlutBa 3MiHn | TUny - 3miHK 3 AkocTi. FoToBMI Nikapcbkuii 3aci6. bes UA/7857/01/01
Tabnetok y 6nictepi; Mepguka- KoHTponb AonomixxHux peyoBuH. 3MiHa y meToaax peuyenma
no 1 6nictepy y YkpaiHa" BUNPoBYyBaHHSA AOMOMIXXHOI peYOBMHY (iHLWi 3MiHM y MeTogax
KapTOHHiI kopobLyi BMNpoOyBaHHS (BKMOYako4m 3amiHy abo AoaaBaHHs))
BBEAEHHSA JOAATKOBOrO MeToAy BUNpobyBaHHSA Ha
ideHT1dikaLilo 4ONOMIKHOT pe4YOBUHM NaKTo3u MOHoriAparT -
Roman spectrophotometry PH Eur.2.2.48 (3atBepmpxenun: IR
spectrophotometry 2.2.24).
193.| PEMIHATI® TabneTkn, BKpUTI TOB YkpaiHa INa6opaTopioc Icnanis BHECEHHS 3MiH O peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/16341/01/01
NniBKOBOKO "BOPBAPTC JleoH dapwma, ApmiHicTpaTuBHi 3MiHW. 3MiHa HanmeHyBaHHA Ta/abo agpecu peuenmom
o6ornoHkoto, 0,03 SAPMA" C.A. MicLil NPOBaXEHHSI AisnbHOCTI BUpobHUKka/imnopTepa
Mr/3 mr no 28 (21+7) roTOBOrO MiKapCbKOro 3acoby, BKIMOYa4M AiNbHULL BUMYCKY
Tabnetok y 6nictepi; cepii abo micue NpoBeAeHHSA KOHTPOIIO AKOCTI. (AiANbHICTb, 3a
no 1 6nictepy pasom SIKy BignoBigae BUpOOHMK/IMNOPTeP, BKIOYaKYM BUMYCK CEpiit)
3 KaneHgapHo - 3MiHa agpecu BupobHuka 113 NabopaTtopioc lleoH ®apma,
LKanow Ta C.A., IcnaHis, 6e3 3MiHK MicLa BUpOOHMLUTBA. 3MiHN BHECEHI B
Tpumayem ans po3gin "Micue3aHaxogXeHHs1 BUpoGHMKa Ta Moro agpeca micusi
Gnictepy y NPOBaMXeHHS OiSNbHOCTI" B IHCTPYKLtO ANst MeQUYHOro
KapTOHHIl kopoOLi 3aCTOCyBaHHS NiKapcbKoro 3acoby, sk Hacnigok - BiANOBigHi
3MiHW Y TeKCTi MapKyBaHHS YNakoBKW fikapCbKoro 3acoby.
194.| ®EHICTUN Kpanni opanbHi, 1 CK LLiBenuapis "CK KoHcblomep LLisenuapis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny: bes UA/9377/01/01
mr/mn, no 20 mny KoHcbromep Xenckep C.A. AamiHicTpaTuBHI 3MiHW. 3MiHa HalMeHyBaHHA Ta/abo agpecu peuenma
rakoHi 3 Xerickep 3asiBHUKA (BnacHWKa peecTpaLiiHoro noceigveHHst). 3miHa
KpanenbHuueto; no 1 CAPN Ha3BW Ta agpecu 3asBHMKa. BBegeHHs 3MiH NpoTsirom 6-Tu
dnakoHy B MicauiB nicnsa 3aTBepapkeHHs.3MiHun | Tuny: AgmiHicTpaTuBHI

KapTOHHiI kopobui

3MiHW. 3miHa HaliMeHyBaHHs Ta/abo agpecu micus
NpoBagXXeHHS AiAnbHOCTI BUPOBHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKIoYaun AinbHWLI BUNYCKy cepii abo
MicLie NpoBeAeHHSA KOHTPOMO AKOCTI. (4isNbHICTb, 3a AKY
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BignoBigae BUpOGHMK/IMNOPTep, BKIOYAKUM BUMYCK CEPIlt).
3MiHa Ha3Bu Ta agpecu BUpobHuka 13, 6e3 3miHu micus
BUPOGHMLUTBA. 3MiHV BHECEHO B iHCTPYKLiO ANs Mean4yHOro
3aCTOCyBaHHSA y po3ainu «BupobHmky Ta «MicLie3HaxooKeHHs
BMpOOHYMKa Ta agpeca MicLsi NPOBaXKEHHSI Oro AisinbHOCTI» 3
BiANOBIOHNMW 3MiHAMWN Y TEKCTI MapKyBaHHS YNakoBKM
nikapcbkoro 3acoby. BeegeHHs 3MiH npoTarom 6-Tu micsauis
nicns 3aTBEPAXEHHS.
195.| ®JTYKOHA3O | po3unH ans iHdysin, HouipHe YkpaiHa HovipHe YkpaiHa BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/17333/01/01
n 2 mr/mn; no 100 mn nignNpPUEMCTBO nignpYeMCTBO 3MiHu 3 AkocTi. FoToBMIA Nikapcbkuii 3acib. CTabinbHICTb. peuenmom
B KOHTENHepi; "®apmatpeng” "®apmatpeng” 3MiHa y TepmiHax npuaaTHOCTi abo ymoBax 36epiraHHs
(KOXXEH KOHTeNHep roTOBOrO JlikapCbKoro 3acoby (36inbLUeHHst TEpMiHY
[00aTKOBO nNpuAaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [1ns ToproBoi
YMaKoBYIOTb Y MIBKY yNakoBKku (NigTBEPAXKYETLCSA AaHNMMU pearnbHOro 4acy)
nonimepHy); no 1 36inbLUeHHs TepMiHy NPpUAATHOCTI FOTOBOrO MiKapCbKOro
KOHTEeWHepy B 3acoby.
KapTOHHIN kopobLi 3aTBepaxeHo: 18 micauis. 3anponoHOBaHO: 2 pokn. 3MiHK
BHECEHI B iHCTPYKLit0 AN MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "TepmiH npugaTHoCTi".
196.| PNNYKOHA3O | posuuH ans iHdysin, TOB "tOpis- YkpaiHa TOB "tOpis- YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/3041/01/01
n 2 mr/mn no 50 mn dapm” dapm" 3MiHM Wwoao 6e3nekun/edekTBHOCTI Ta dhapMakoHarnagy. peuenmom

abo no 100 mny
nnsawui, no 1
nnsawui y navui 3
KapToHy, no 50 mn,
100 mn y nnsiwkax

3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKUIii ANS MEAMYHOrO 3aCTOCYBaHHS Ha
nigcTasi perynspHoO OHOBIOBAHOrO 3BIiTy 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnapeecTpadinHun nepioa, abo sik
pes3ynbTaT OUiHKM 3BIiTY 3 OCNIgKEeHb, NPOBEAEeHNX BigMnoBigHO
00 nNnaHy neaiaTpuyHux gocnipkers (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBAXXEHUM OpraHoMm). 3MiHu BHECeHi 0
iHCTpYyKLUIii 4Ns MEAMYHOro 3aCTOCyBaHHS nikapcbkoro 3acoby y
po3ginu "®apmakonoriyni BnactusocTi", "OcobnueocTi
3actocyBaHHs", "3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHs rpyaar”, "MobivHi peakuii” BinnosigHo fo
OHOBMEHMX AaHuX LWoao 6e3nekun aitoyoi pevoBUHU. 3MiHN
BHECEHi O KOPOTKOI XapakTepuUCTUKN MikapcbKoro 3acoby y
po3ginu "4.5. OcobnuBi 3acTepexeHHs1 Ta 3anobixxHi 3axoau
npu 3actocyBaHHi", "4.7. 3acTocyBaHHsI Nig Yac BariTHOCTi Ta
rogyBaHHs rpyaar”, "4.9. MobivHi peakuii”, "5.1.
dapmakognHamiyHi BNacTMBOCTI" BiANOBIAHO 4O OHOBMEHUX
OaHux wopo 6e3neku aitoyoi pevoBnHU. BBeaeHHS 3MiH
npoTarom 6-Tn MicsuiB nicns 3atBepakeHHs. 3MiHu | Tuny -
3miHu Wwopao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHU y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKUIii ANS MEANYHOro 3aCTOCYBaHHS
reHepu4HMX/ribpuaHnx/GionodibHMx nikapcbkmx 3acobis nicns
BHECEHHS TiEi camoi 3MiHW Ha pedhepeHTHUI npenaparT (3MiHa
He noTpebye HajaHHSA )XOAHNX HOBMX 40AATKOBUX AaHMX).
3MiHU BHECeHI [0 iHCTPYKLIT ANst MeauyHoro 3acTocyBaHHs
nikapcbkoro 3acoby y po3ainu "®apmakoTepaneBTuyHa rpyna”,
"®apmakornorivyHi BnactueocTi”, "lNMoka3aHHs",
"lMpoTunokasaHHs", "B3aemogis 3 iHLWMMKM NiKapCbKUMun
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3acobamu Ta iHwWi Buam B3aemopin", "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHs1 y nepiod BariTHOCTi abo
rogyBaHHs rpyaat”, "3gaTHiCTb BNAMBATK Ha LWBUAKICTD
peakuii Npy KepyBaHHi aBTOTPaHCMOpToM abo iHWMMK
mexaHiamamu", "Cnoci6 3actocyBaHHs Ta 4o3un", "MobivHi
peakuii” BignoBigHo 4o iHpopmalii pedepeHTHOro
nikapcbkoro 3acoby OUPTHOKAH® (po3unH ons iHdysin, 2
Mmr/mn).
3MiHN BHeCeHi JO KOPOTKOi XxapaKTepUCTUKU MikapCbKoro
3acoby y po3ginu "4.1. TepaneBTUYHI nokasaHHs", "4.2. [loan
Ta cnocib 3actocyBaHHs", "4.4. MNpoTunokasaHHsa", "4.5.
OcobnuBi 3acTepexxeHHs1 Ta 3anobidkHi 3axoan npu
3actocyBaHHi", "4.6. Baaemopgis 3 iHWmMK nikapCbKnmm
3acobamu Ta iHWi Buan B3aemogin", "4.7. 3actocyBaHHs nig
yac BariTHOCTi Ta rogyBaHHs rpyaar”, "4.8. Bnnme Ha
3[aTHICTb KepyBaTW TpaHCMOPTHUMU 3acobamu abo
npauoBaTy 3 iHWNUMKN aBTOMATM30BaHMMKU cuctemamu”, "4.9.
MoGiyHi peakuii”, "5. dPapmakonoriyHi
BnactumeocTi./®apmakoTepaneBTuyHa rpyna”, "5.1.
dapmakoamHamivHi BacTUBOCTI" BiANOBIAHO A0 iHdopmauii
pedepeHTHOro nikapcbkoro 3acoby AVNPJTIOKAH®" (po3ynH
ons iHdysin, 2 mr/mn). BBeaeHHst 3aMiH npoTarom 6-tn micsiuis
nicrsa 3aTBEpAXEHHS.
197.| ®NKOKONA®- | Tabnetkn no 4 Habpoc IHais Habpoc dapma IHpia TexHiuHa nomwrnka (3rigHo Hakazy MO3 Big 23.07.2015 Ne Ne 4; Ne 12 UA/6266/01/01
N Tabnetku y cTpuni, dapma lBT. MeT. JITo. 460) BunpaBneHHs1 TEXHIYHOT MOMWIKK, WOAO0 3a3HAYEHHS — bes
no 1 ctpuny B IiTo. noxmbku «+ 5%» ansa nokasHuka «CepegHsa maca TabneTok» B peuernma,
nanepoBoMy Cneuudikauii Ta MeTogax koHTpornio sikocTi [13. Ne 200 — 3a
KOHBepTi; Mo 4 [Hitoua pepakuisi: CMELU®IKALIA CepeaHsi maca Tabnetok peuenmom
Tabnetkn y ctpwmni, 650 mr METOOW KOHTPOINKO AKOCTI CepenHsa maca
no 3 ctpunn'y TabneTok mae cknagaty 6nm3bko 650 Mr. MponoHoBaHa
KapTOHHiI kopobuyj; pepakuis: CNELUN®IKALUIA CepenHs maca TabneTtok 650 mr
no 4 Tabnetkn y 5% METOOW KOHTPOJTKO AKOCTI CepeaHs maca TabneTok
cTpuni, no 1 ctpuny mae cknagatu 650 mr + 5%. 3a3HaveHe BUNpaBneHHs
B ManepoBomy BiAgnoBigae matepianam peecTpauinHoro AoCbe.
KOHBepTi, no 50
KOHBEPTIB Y
KapTOHHI kopobui
198.[ ®OPEKOKC TabneTtkn, BKpUTI Makneoac IHAis Makneoac IHAis BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3miHu | Tuny - 3a UA/7796/01/01
TPEK o6onoHkoto; no 6 dapmacboTrK dapmacbioTmkan 3MmiHu 3 sikocTi. MoToBUMIA Nikapcbkuii 3acib. CTabinbHICTb. peuenmom
TabneTok y cTpuni, anc Jiviteg c Jlimiteq 3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs

no 10 cTpunis y
KapTOHHiI kopobuyj;
no 28 TabneTtok y
Gnictepi, no 24
Gnictepn y
KapTOHHiI kopobui

rOTOBOrO MiKapCbKoro 3acoby (36inbLUeHHSA TEPMiHY
npuaaTHOCTI FOTOBOro Nikapcbkoro 3acoby) - [ns Toprosoi
ynakoBku (NiATBEpAXKYETLCSH AaHUMMN pearibHOro Yacy).
306inbLUeHHA TepMiHY NPMAATHOCTI FOTOBOTO NiKapCbKOro
3acoby Ha OCHOBI MO3UTUBHUX Pe3ynbTaTiB JOBIOCTPOKOBMX
JocnimxeHb cTabinbHOCTI y peanbHOMY Yaci: 3aTBepaKeHo:
TepMmiH npuaaTHOCTI:

2 poku. 3anponoHoBaHo: TepmiH npuagaTHocTi Ans TabneTok y
6nictepax i ctpunax: 3 poku. 3MiHM BHECEHO B iHCTPYKLIlO Ansi
MELMYHOrOo 3aCTOCYBaHHS y PO3Ain «YMoBu 30epiraHHs» 3
BigNOBIgHVMM 3MiHAMM Y TEKCTi MapKyBaHHS yNakoBKMW
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

nikapcbkoro 3acoby.

BBeaeHHs 3MiH NpoTarom 6-Tu MicAuiB NiCNs 3aTBEPAXEHHS.
3MiHun | Tuny - 3MiHuM 3 sikocTi. FoToBMIA Nikapchkumin 3aci6.
CT1abinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHs roTOBOro nikapcbkoro 3acoby (3miHa B ymoBax

36epiraHHsi roTOBOro fikapcbkoro 3acoby abo nicns

PO34YNHEHHSA/BiAHOBMEHHS). 3MiHM B yMoBax 36epiraHHs MN13.

3aTtBepaxeHo: YMoBY 36epiraHHs.
36epirati npu TemnepaTtypi He BuLLe 25°C B opuriHanbHin
ynakoBLi. 36epiratv y He4OCTYNHOMY Ansi AiTen Micui.
3anponoHoBaHo:

YMoBu 36epiraHHs. [ns Tabnetok y ctpunax: 36epiratv npu
TemnepaTypi He Buwe 30 °C B opuriHanbHi ynakoBui.
36epirati y HegocTynHOMY Ans AiTen mMicui. 3MiHM BHECEHO B
iHCTPYKLUIil0 ANs MeQuYHOro 3acToCyBaHHS fikapcbKoro 3acoby
y po3ain «TepMiH npugaTHOCTI». BBeAeHHS 3MiH NpOTSrom 6-
TV MiCsILiB Micns 3aTBEPAKEHHSI

199.

DOPEKOKC
TPEK

TabneTkn, BKPUTI
06ornoHkoto; in bulk:
500 TabneTok y
GaHkax

Makneoac
dapmackoTrk
anc Jliviteg

IHAis

Makneoac
dapmackioTrkan
c Nimiten

IHgia

BHECEHHS 3MiH O peecTpauliiHuX maTepianis: 3miHu | Tuny -
3MiHu 3 skocTi. FoToBMIA Nikapcbkuii 3acib. CTabinbHICTb.
3miHa y TepmiHax npugaTtHocTi abo ymoBax 36epiraHHsi
roTOBOrO JlikapCbKoro 3acoby (36inbLUeHHst TEpMiHY
nNpWAaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [1ns ToproBoi
ynakoBku (MiATBEPAKYETLCA 4AHNMUN PEarbHOro Yacy).
36inbLUeHHsa TeEpMiHY NpPMAATHOCTi FOTOBOrO NiKapCbKoro
3acoby Ha OCHOBI MO3UTMBHUX Pe3yrbTaTiB JOBFOCTPOKOBUX
AocnimkeHb cTabinbHOCTI y peanbHOMY Yaci: 3aTBepaXKeHo:
TepmiH npuaaTtHocTi: 2 poku. 3anpornoHoBaHo: TepMiH
npugaTHocTi. Ansa Tabnetok in bulk: 2 pokun. BBeaeHHs 3miH
npoTarom 6-Tn micsuiB nicns 3aTtBepaXeHHs. 3MiHu | Tuny -
3miHu 3 skocTi. FoToBUIA Nnikapcbkuii 3acid. CTabinbHICTb.
3MiHa y TepmiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO fikapcbKoro 3acoby (3miHa B ymoBax 36epiraHHsi
roToBOro nikapcbkoro 3acoby abo nicnsi
PO34MHEHHS/BIAHOBNEHHS). 3MiHM B ymoBax 36epiranHs 13.
3aTtBepaxeHo: YMoBM 30epiraHHs. 36epirat npy Temneparypi
He BuLLe 25 °C B opuriHanbHii ynakosui. 36epiratn y
HeAoCTYNHOMY Ans AiTel micui. 3anponoHoBaHo: YMoBM
36epiraHHs. [ina Tabnetok in bulk Ta y 6nictepax: 36epiratu
npu Temnepatypi He Buwe 25 °C B opuriHanbHil ynakoBLi.
36epirati y HegocTynHOMY Ans Aitei Micui. 3MiHWM BHeceHo B
iHCTPYKLUiO AN MEQMYHOro 3aCTOCYBaHHSI NikapCbKoro 3acody
y po3gin «TepMiH npuaaTHOCTI». BBeAeHHs 3MiH npoTsarom 6-
TV MicsILiB Micnsi 3aTBEPOXKEHHS.

UA/7797/01/01

200.

dPUHON

Kpanni opanbHi, no
50 mn y donakoHi; no
1 donakoHy B nauyui

MAPI®APM
[.0.0.

CrnioBeHis

NAT
"Tannudapm”

YkpaiHa

BunpaBneHo TexHiYHY NMOMUIKY Y TEKCTi MapKyBaHHS
NepBUHHOI YNaKoBKM NikapCcbKoro 3acoby:
3aTBepaKeHo:

6. IHLWE Kpanni opaneHi 50 mn (mg) 36epiratu B opuriHanbHin
ynakoBLi npv TemnepaTypi He Buule 25 °C. TepmiH
NpuaaTHOCTI NiCNSA PO3KPUTTS ynakoBku — 6 micauis. HasBHa
iHdpopmauis wopo norotuny
3anponoHoBaHo:

be3
peuenma

UA/19074/01/01
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

6. IHLWE Kpanni opanbHi 50 mn (ml) 36epiratn B opuriHanbHil
ynakoBui npu TemnepaTypi He Bue 25 °C. TepmiH
NpuaaTHOCTI NiCNsA PO3KPUTTS ynakoBkM — 6 micauiB. HasBHa
iHbopMaLis Wwoao norotuny

201.

dYPACON

obnonickyBay,
nopotuok 0,1
r/makeTuk, no 1r
npenapary y
nakeTuky, no 5 abo
15 nakeTukiB y nayui
3 KapTOHY

AT
"OnawHdapm"

JatBisa

AT
"OnaviHcpapm”

JartBis

BHECEHHS 3MiH [0 peecTpauiiHiX MmaTepianis: YTOYHEeHHA
yMoB Bignycky B Haka3i MO3 YkpaiHu Ne 486 Big
15.03.2022 B npoueci BHeCEeHHS 3MiH (3MiHu || TUny - 3miHa
NpaBOBOro CTaTyCy fikapcbkoro 3acoby, a came BHECEHHS
3MiH [0 IHCTPYKUIT 4N MeQU4YHOro 3acToCcyBaHHS NiKapCbKoro
3acoby no posainy "Kateropis Bignycky": 3aTBepaxeHo: «3a
peLenToM» 3anponoHoBaHo: «be3 peuenTa»). Pegakuis B
Hakasi - 3a peuenTom. 3anponoHoBaHo - 6e3 peuenTa.

6e3
peuenma

UA/1627/01/01

202.

LENECTOAOE
PM-B® 3
FAPAMIUMH
oM

ma3b; no 30 r B Ty6i;
no 1 1y6iy
KapTOHHIl kopobui

OpraHoH
CeHTtpan lct
M6X

LLiseninapisa

LWepinr-Nnay
Jla6o H.B.

Benbris

3minu | Trny - 3miHn wopo 6esnekvn/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3MiHM 0O y3aranbHEHUX
[AaHux nNpo cucteMy chapmakoHarnsgy (BBedeHHs
y3aranbHEHUX AaHNX Npo cucTemy hapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
capmakoHarnsgy; KOHTakTHOI ocobu 3 hapmakoHarnsay
3asiBHUKA ANA 34INCHEHHS dhapmakoHarnsay B YKpaiHi, SKwo
BOHa BiAMiHHa Bif yNOBHOBakeHOi 0cobu, BianoBiaanbHOI 3a
3piicHeHHs hapmakoHarnagy (BKMoYa4m KOHTaKTHI gaHi)
Ta/abo 3miHM y po3MilleHHi macTep-caiina cuctemm
dapmakoHarnagy) 3miHa ynoBHOBaXeHOi 0cobu 3asiBHUKA,
BiAgnoBigansHoil 3a dhapmakoHarnag.

Litova pepakuisi: Joktop Man Oemon. MNponoHoBaHa pepakuis:
MapianHa Bank-KopTeHpaag. 3miHa KOHTAKTHUX OAaHKX
yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
3AiNCHEHHA hapmakoHarnsgy. 3MiHa KOHTakTHOI ocobun
3asiBHUKA, BiAnNoBiAanbHoi 3a hapmakoHarnsag B YkpaiHi.
Litoya pepakuisi: AHgpiyua OneHa OmutpisHa MNponoHoBaHa
pepakuis: MotuniHcbka OneHa BitaniiBHa.
3MiHa KOHTaKTHUX aHUX KOHTaKTHOI 0coOM 3asiBHUKA,
BignoBiganbHoI 3a 34iNCHEHHS chapmakoHarnsaay B YKpaiHi.
3MiHa Micus 3AiMCHEHHS! OCHOBHOI AisANbHOCTI 3
dapmakoHarnsagy. 3miHa micue3HaxomKeHHs macTep-anna
cuUcTeEMU hapmakoHarnsigy Ta horo Homepa.

3a
peuenmom

UA/3403/02/01

203.

LUUTEPAN®

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 500
mr; no 10 TabneTok
y 6nictepi; no 1
Gnictepy y nauui
KapTOHHIN

AJKANOIOQ AQ
Ckon'e

Pecny6bnika
MiBHi4YHa
MakenoHis

AJIKANOIO AL
Ckon'e

Pecnybnika
MiBHiYyHa
MakenoHis

3MiHn | TUnYy - 3miHK 3 gkocTi. FoToBMI Nikapcbkuii 3aci6.
3MiHn y BUpo6HMLTBI. 3MiHM BUNpobyBaHb abo AonycTUMmx
MeX, BCTAHOBNEHUX Y crneumdikauisx, nig yac BMpobHMUTBa
rOTOBOIO MiKapCbKOro 3acoby (iHLi 3MiHW) BHECEHHS 3MiH B
KOHTPOMb Nif Yac BUPOGHMLITBA rOTOBOrO NiKapCbKOro 3acoby,
30Kpema: 3MiHa KpUTepiiB NPUHATHOCTI 3@ NOKa3HUKOM
«ToBLWWHaY Anst aaep Tabnetok Ta Anst TabneTok, BKPUTUX
nniBkoBot 060MoHKo. 3MiHM | Tuny - 3miHK 3 skocTi. FoToBMI
nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3MiHM BUNpobyBaHb
abo JonycTUMmMX Mex, BCTAHOBIEHUX Y crieumdikaLisx, nig
yac BMPOBHMLTBA roTOBOrO fikapcbkoro 3acoby (iHLLi 3MiHW)
BHECEHHS 3MiH B KOHTPOIb Nif Yac BUPOOHMLTBA rOTOBOrO
nikapcbKkoro 3acoby, 3okpema: 3aMiHa KpUTepiiB MPAHATHOCTI 3a
nokasHukom «TBepaicTby» Ans siaep Tabnetok Ta ansi
TabrneTok, BKPUTUX MI1iBKOBOK OBOMOHKOH.

3a
peuernmom

UA/1079/01/02
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n/

204,

JliKapcbKo20
3acoby
LUTOBIP® -3

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)
kancynu; no 12

3asieHUK

TOBAPUCTB

Kpaina
3asi8HUKa

YkpaiHa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

205,

LIMTOXPOM-

Kancyn y énictepi;
no 1, 2 abo 4
Gnictepa B nayui 3
KapTOHY

PO34MH ANS iH'eKLIN,

(O]
OBMEXEHO
o
BIOMOBIOAI
bHICTIO
"KOHCAITTWH
FTOBATPYNA
"BISBHECOH"

AT "BIONIK"

Lintomen Oto

diHnaHAaina

3minn Il TMny - 3miHKn Wwopo 6eanekn/edeKTUBHOCTI Ta
dapmakoHarnsagy. 3MiHW y KOPOTKil XapakTepucTuui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MeAMYHOrO 3aCTOCYBaHHS Y 3B’513KY i3 HOBUMM AaHUMU 3
SIKOCTi, AOKNIHIMHUMW, KMiHIYHUMUW JaHUMW Ta JaHUMK 3
dapmakoHarnagy - 3MiHM BHeceHo A0 IHCTpykKuii ans
MeAMYHOro 3aCTOCyBaHHs! NikapcbKoro 3acoby Ao po3Ainis
"®apmakonoriyHi BnactueocTi", "Cnocib 3acTtocyBaHHs Ta
[03n" CTOCOBHO pe3ynbTaTiB KNiHIYHOro AOCHIOKEHHS Woao
BMSMBY NpenapaTy Ha piBeHb iMyHOrnobyniHy A Ta Ha
BUPaXEHICTb KMiHiYHMX cumnTomie rpuny Ta MPBI. 3miHum I
TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta
tapmakoHarnagy. 3MiHM y KOpOTKil xapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MEAMNYHOrO 3aCTOCYBaHHS! Y 3B’5I3KY i3 HOBUMM AaHUMU 3
AKOCTi, AOKMIHIYHUMM, KNiHIYHUMM JaHUMK Ta JaHUMK 3
dapmakoHarnsgy
3MiHM BHeceHo Ao IHCTPYKLUii 4ns MegMYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby Ao posginis "®apmMakonoriyHi
BnactmsocTi", "B3aemogis 3 iHWmMKM nikapcbkmmm 3acobamm ta
iHLWi BUaM B3aEMOAIN" CTOCOBHO pe3ynbTarTiB KIiHIYHOro
[OCHIIKEHHS LWOAO0 NiABULLEHHS NOTEHLiNHOT MeTabonivyHoi
aKTUBHOCTI KIITUH BPOAXKEHOrO iMYHITETY NpY 3aCTOCYBaHHi
npenapary 3 npodinaktnyHoto meTor. 3minu Il Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. 3mMiHu y
KOPOTKili XapakTepucTuLi NnikapCbKoro 3acody, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii ANS MeAUYHOro 3aCTOCYBaHHS Y
3B’A3KY i3 HOBUMMW JaHUMWU 3 SKOCTi, AOKNIHIYHUMU, KNiIHIYHUMUK
AaHnMun Ta AaHnMu 3 dhapmakoHarnsagy - 3MiHM BHECEHO A0
IHCTPYKUIT ANS MeAMYHOro 3acTocyBaHHs nikapcbKoro 3acoby
00 po3giny "®apmakonoriyHi BNacTMBOCTI" CTOCOBHO
pe3ynbTaTiB AOCMIMKEHHS npenapary in vitro woao
cneumndivHoro npurHideHHs pennikadii Bipycy SARS-CoV-2.

be3
peuenma

UA/12580/01/01

c

2,5Mr/Mnno 4 mne
amnyni; no 5 abo no
10 amnyn y nauui;
abo no 5 amnyny
GnicTepi, no 1 abo 2
Gnictepu y navui

YkpaiHa

AT "BIONIK"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMx matepianis: 3miHu | Tuny -
3MmiHu 3 AkocTi. FoToBuUIA nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6 (iHWi 3MiHW) - BHECEHHS
3MiH 8o p. 3.2.P.7. CucTeMa KoHTeHep/3aKkynoptoBanbHUi
3acib, a came BBe[leHHSA AOAATKOBOI YakoBKW Mpenaparty B
6nictepu (no 5 amnyn y 6nictepi, no 1 abo 2 Gnictepu y naywi)
3 BigNOBIAHMMM 3MiHaMK Y p. «YnakoBka». 3MiHW BHECEHI B
po3ain "YnakoBka" B iIHCTPYKLilO AN MEAMYHOMO 3aCTOCYBaHHS

nikapcbkoro 3acoby

3a
peuenmom

UA/5271/01/01

B.o. leHepanbHOro aupekropa [iupekroparty
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