HEPEJIIK

Honarox 1
a0 Haka3zy MiHicTepcTBa 0XOpOHH 3/10POB’sl

Ykpainu  «IIpo ngepxkaBHy  peecTpaniio
JiKapchbKHX 3ac00iB Ta BHeCeHHsl 3MiH 10
peecTpaniifHux MarepiaiiB JiKapcbKHX

3ac00iB, sIKi 3apeecTpoBaHi KOMIETEHTHUMH
opranamu Cnoaydenux IlrariB Amepuxn,
HIBeiinap cbkoi Kondgenepanii, SnoHii,
Agcrpadii, Kanaau, €sponeiicbkoro Corwo3y»
Bin 20 TpaBHs 2025 poxy Ne 849

JIKAPCbKHUX 3ACOBIB (MEJUYHUX IMYHOBIOJOTTYHUX MPEMAPATIB), IKI 3APECCTPOBAHI
KOMOETEHTHUMHU OPTAHAMM CIIOJIYUEHUX LIITATIB AMEPUKH, IIBENLAPCHKOI KOH®EJEPALLI,
SAMOHII, ABCTPAJIIi, KAHA U, JIKAPCBLKHX 3ACOBIB, 11O 3A IEHTPAJI3OBAHOIO MTPOLIEJYPOIO
3APEECTPOBAHI KOMOETEHTHUM OPTAHOM €BPONENCHLKOIO COIO3Y, IKUM BZIMOBJIEHO ¥
JNEPKABHIN PECCTPALi TA BHECEHHI JIO JEP)KABHOTI'O PECCTPY JIKAPCHLKUX 3ACOBIB

Ne Haszea dopma eunycky (nikapcoka ghopma, 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpaui Ymoeu Peknamye Homep
n/ JliKapcbKO20 ynakoeka) UHa eionycky aHHSA peecmpauyitiHo20
n 3acoby npouedypa nocei04YeHHs
1. | MECAKON DR TabneTkn, BKpUTi 060MNOHKOI0, CaH IHAis BMPOBHMLTBO, KOHTPOJIb IHais peecTpalis 3a He UA/20808/01/01
KMLLKOBOPO34MHHI, NponoHroeaHoi gii | ®apmacb SIKOCTi, NaKyBaHHS, Ha 5 pokiB |peuenmom nionsizae
no 1,2r; 120 Tabnetoky foTuKan 3bepiraHHs, BUNYycK cepi:
NnacTMKOBOMY PrnakoHi IhpacTpis CaH PapmacbioTukan
TNimiten IHpacTpis JlimiTeq
2. | CYHITIHIBY kancynu no 12,5 mr: 28 kancyn B CaH IHois BMPOGHULTBO, ynaKkoBka, IHAais peecTpaLis 3a He UA/20809/01/01
MAJAT nnacTnkoBoMy doriakoHi; Kancynm no dapmacbk KOHTPOJIb AKOCTI, Ha 5 pokiB |peuenmom nidnsizae
12,5 mr: no 7 kancyn y 6nictepi, 4 foTuKan 3bepiraHHs, BUNYCK cepi:
6nictepu B kapTOHHIN kopoOLUi lHpacTpis CaH dapmachbioTmkan
JlimiTeq IHgacTpis JlimiTeq
3. | CYHITIHIBY kancynu no 25 mr: 28 kancyn B CaH IHaia BMPOGHULTBO, ynakoBka, IHaia peecTpaujisa 3a He UA/20809/01/02
MANAT NnacTMKOBOMY hrnakoHi; Kancynu no dapmacb KOHTPOIb SKOCTi, Ha 5 pokiB |peuenmom | nidnseae
25 mr: no 7 kancyn y 6nictepi, 4 IoTuKan 3bepiraHHs, BUNYycK cepif:
Gnictepn B kKapTOHHIN kopoOLUi IHpacTpia CaH ®apmacboTukan
JlimiTen IHoacTpis JlimiTeq
4. | CYHITIHIBY kancynu no 37,5 mr: 28 kancyn B CaH IHaisa BMPOGHULTBO, ynakoBka, IHaisa peecTpauid 3a He UA/20809/01/03
MANAT NnacTUKOBOMY (PNaKoHi; Kancynu no dapmach KOHTPOIb SIKOCTI, Ha 5 pokiB |peuenmom nidnseae
37,5 mr: no 7 kancyn y 6nicrepi, 4 oTUKan 3bepiraHHs, BUNYycK cepi:
Onictepu B kapTOHHIN kOpPOOLi IHoacTpi3 CaH ®apmacboTmkan
JlimiTen IHpacTpis Jlimiteq
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®Popma eunycky (nikapcoka gpopma, 3aseHuk Kpaina Bupo6Huk KpaiHna Peecmpauyi Ymoeu Peknamye Howmep
n/ JniKkapcbKo20 ynakoeka) UHa eionycky aHHs peecmpauiliHo2o
n 3acoby npouedypa noceidYyeHHs1
5. | CYHITIHIBY kancynu no 50 mr: 28 kancyn B CaH [[3¥alf3] BMPOGHULTBO, ynaKkoBka, IHaif peecTpauis 3a He UA/20809/01/04
MANAT nnacTtnkoBoMy doriakoHi; Kancynm no dapmacb KOHTPOJIb SKOCTI, Ha 5 pokiB |peuenmom nidnsizae
50 mr: no 7 kancyn y 6nictepi, 4 foTuKan 3bepiraHHs, BUNYycK cepi:
Gnictepu B kapTOHHIN kopoOLUi lHpacTpis CaH dapmacbioTukan
JNlimiTen IHgacTpis JlimiTeq

B.o. HayaJdbHUKA
dapManeBTUHYHOTO YIIPABJIiHHS
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