NMEPEPEECTPOBAHUX NIIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJIOINYHUX MPEMNAPATIB), AKI

NEPENIK

DopaTtok 2
po Haka3y MiHicTepcTBa OXOpOHU
3popoB’s YkpaiHu «[po gepxaBHy

peecTpauilo (nepepeecTpalito)
nikapcbKnx 3acobiB (Megu4HNX

iMyHoGionoriyHux npenapariB) Ta
BHeCEeHHS 3MiH [0 peecTpauinHuX
MaTepianis»
Big 01 xxoBTHs 2021 poky Ne 1228

BHOCATbLCA OO OEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii Ykpainm 29 ciuns 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 300POB's YKpaiHu Big
26 BepecHsa 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTpOKaMM, 3a3HavYeHNMU y
nepiognYHOCTI NogaHHA perynsipHvX 3BiTiB 3

Ne Haszea Popma sunycky 3aseHuk Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymosu Peknam Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUPOb6HUKa eidnycKky | yeaHHs | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
1. rECNEPUAUH MOPOLLIOK (CyBCTaHLis) MPAT YkpaiHa CunuyaHb Ceni Kurtawn nepepeecTpais Ha HeobMeXeHU TEPMiH - He UA/15915/01/01
y NoaBiNHMX "®ITOPAPM" dapmacktoTrkan nidnsieae
nonieTMneHoBmnx Ko., Jlta.
naketax ans
dapmaLeBTUHHOrO
3acTocyBaHHS
2. FNHKrobA kancynu no 40 mr, no ToBapwucTtBo 3 YkpaiHa ToBapwucTtBo 3 YkpaiHa nepepeecrtpauis Ha HeobMexeHn TepMiH be3 nidnsieae UA/15691/01/01
10 kancyn y 6nicTepi; [0AaTKOBOKO [04aTKOBOK [MepioAnyHiCTb NoOAaHHA perynspHo peuenma
no 2 abo 6 Gnictepi y BiAgNoBiganbHi BignoBiganbHiCcTIO OHOBOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO A0
nayui CTHO "IHTEPXIM" Mopsiaky 3aincHeHHst papmakoHarnsgy,
"IHTEPXIM" 3aTBepAxeHoro Hakasom MiHictepcTea
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, sapeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciung 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa oxopoHu 340poB'a YkpaiHu Bif
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKaMM, 3a3HavYeHNMU y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
Ge3neku.
3. FHKroBA kancynu no 80 mr no ToBapwucTtBo 3 YkpaiHa ToBapucTtBo 3 YkpaiHa nepepeecTtpadis Ha HeOBMeEXEHUIA TEPMIH bes nionsizae UA/15691/01/02
10 kancyn y nicTepi; [0[aTKOBOO [0[aTKOBOO MepioanyHicTb NogaHHs perynspHo peuenma
no 2 abo 6 GnictepiB y BiAnoBiganbHi BignoBiganbHiCcTIO OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO 0
nauui CTIo "IHTEPXIM" Mopsaky 3aincHeHHs papmakoHarnsagy,
"IHTEPXIM" 3aTBepAKeHoro Hakasom MiHicTepcTBa
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[IponoBkeHHs nogaTka 2

bnakoHy B KapTOHHIV
Kopobui

Mopsaky 3aincHeHHs papmakoHarnsagy,
3aTBepKeHoro Hakasom MiHicTepcTBa
OXOPOHU 300POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii Yrpainm 29 ciuHs 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 300pOB's YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa @UPOb6HUKa eidnycky | yeaHHs | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
6esneku.
4. FNHKroA kancynu no 120 mr no ToBapucTso 3 YkpaiHa ToBapuctso 3 Ykpaina nepepeecTpaLlisi Ha HEOBMEXEHWI TEPMiH bes nidnszae UA/15691/01/03
10 kancyn y 6nicTepi; [00aTKOBO [04aTKoBO MepiognyHicTb NogaHHs perynsipHo peuenma
no 2 abo 6 Gnictepis y BignoBiganbHi BiANOBIgANbHICTIO OHOBIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO 0
navui CTIo "IHTEPXIM" Mopsaaky 3aiicHeHHs dapmakoHarnsay,
"IHTEPXIM" 3aTBepAXeHoro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii Ykpainm 29 ciunsa 2007
poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa oxopoHu 340poB'a YkpaiHu Bif
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKamu, 3a3Ha4YeHUMM y
nepioANYHOCTI MOAAHHSA PerynsapHuX 3BiTiB 3
6e3nekw.
5. rMIONAH NMOPOLLOK AN Mepak HimeyunHa 10T Bionorika MM6X, HimeyunHa MepepeecTpauist Ha 5 pokiB 3a He UA/13671/01/01
oparnbHOro po3ynHy, [esenbwadt HimeyunHa 3 0Or'pyHTOBaHNX MPUYMH, MOB'A3aHNX 3 peuyennmom | nidnseae
30mr/Mnno1,5ry brop KniHiwe (BMPOGHUK, LLIO bapmakoHarnagom 3a pesynstatamu
dnakoHax Ne 1 Lneuianbnpe Bignosigae 3a eKcnepTM3n marepianis 3 6e3neku nikapcbkoro
napate M6X BMPOBHMLTBO 3acoby y nmicrnspeecTpauinHuin nepioa.
Hepo3dgacoBaHoI MepiognyHiCTb NogaHHA perynspHo
npoaykuii, OHOBMIOBAHOTO 3BiTY 3 6e3nekn BiANOBIAHO A0
anbTepHaTUBHO 3a Mopsaaky 3aiicHeHHs dapmakoHarnsay,
KOHTpOnb/BUNpoOyB 3aTBEpKEHOro Haka3om MiHicTepcTea
aHHSA cepii, OXOPOHU 3[40POB’A YKpaiHu Bif 27 rpyaHs
nepBUHHE Ta 2006 poky  Ne 898, sapeecTpoBaHuii B
BTOPUHHE MinicTepcTsi tocTuuii Ykpainu 19 rpygHs 2016
nakyBaHHs1); Megak poky 3a Ne 1649/29779 (y pepakuii Hakasy
lesenbwadt drop MiHicTepcTBa 0XxopoHu 300poB’a YkpaiHu Bif
KniHiwe 26 BepecHs1 2016 poky  Ne 996), cTaHOBUTL:
Lneuiansnpenapar 3rigHO 3i CTPOKaMu, 3a3Ha4YeHnMmn y
e M6X, HimeuyunHa nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
(BUpOBHUK, WO 6e3neku.
BignoBigae 3a
BTOPWHHY YNaKoBKY,
KOHTpOnb/BMpobyBa
HH$1 cepii, A03BiN Ha
BUMNYCK Cepii)
6. ECNEPANb® Tabnetku no 500 mr, TOB "CaHodpi- | YkpaiHa Codbapumexc - MopTyranis nepepeecTpaLlisi Ha HeOBMeEXeHW TepPMiH 3a He UA/5332/01/01
Ne 20: no 20 TabneTtok ABeHTiC IHgycTpia Kimika e [MepiognyHiCTb NOAAHHA perynsipHo peuenmom | nidnsizae
y cbrakoHi, no 1 YkpaiHa" dapmaceyrTika, C.A. OHOBJIOBAHOIO 3BTy 3 6e3neku, BiANoBiAHO OO
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KpanenbHuueto, no 1
bnakoHy B KapTOHHIl
kopooui

BMPOGHMLTBO in
bulk, nepBuHHy Ta
BTOPWHHY YNaKoBKY,
KOHTPOMNb SKOCTI:

OHOBOBAHOTO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepAxeHoro Hakasom MiHictepcTBa

OXOPOHU 300POB’A YKpaiHu Bif 27 rpyaHs

Hekct®apma AT, 2006 poky Ne 898, 3apeecTpoBaHoro B
diHnaHAais; MiHicTepcTsi tocTuuii Ykpainu 29 ciunga 2007
AnbTepHaTUBHUI poky 3a Ne 73/13340 (y pegakuii Haka3y

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa @UPOb6HUKa eidnycky | yeaHHs | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
3rigHO 3i CTpOKamu, 3a3HaYeHUMm y
nepioANYHOCTI MOAAaHHSA PerynsapHuX 3BiTiB 3
6esneku.
7. JNNA®EPOH- nioginizat Ans TOB YkpaiHa TOB "Haykoso- Ykpaina nepepeecTpaLlisi Ha HeOBMEXEHW TEPMiH bes nidnszae UA/15811/01/01
DAPMBIOTEK® | npurotyBaHHs "HaykoBo- BMPOGHMYa OHoBMEeHo iHopMmaLito B iHCTPYKUii Anst peuenma
HA3ANbHUA Kpanenb HasanbHUX BUpoBHMYa KOMNaHisa MeOMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby
no 1 mnH MO; no 1 KOMMaHis "IHTepdapmbioTek” B posginax "®apmakoTepanesTuyHa rpyna.
nakoHy 3 "IHTepcdapmbi Kop ATX" (peparyBaHHs TekcTy 6e3 3MiHu
nioginizatom B oTek" koay ATX), "MpoTunokasaHHs", "Baaemogis 3
KOMMSIEKTIi 3 KPULLKOHO- iHLWMMM nikapcbknumm 3acobamm Ta iHWi Buam
KpanensHuUero y B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
KapTOHHiI kopooLi "Mo6ivHi peakuii" BignoBigHO 4O MaTepianis
peecTpauiiHoro 4oCbE.
MepioanyHicTb NoAaHHsS perynspHo
OHOBIOBaHOro 3BiTy 3 6e3neku, BianoBigHO OO
[Nopsaky 3aicHeHHs bapmakoHarnagy,
3aTBepKEHOro Haka3om MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii Ykpainm 29 ciuns 2007
poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHU 300pOB'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKamu, 3a3Ha4YeHUMM y
nepioanYHOCTI MoAaHHA perynspHUX 3BiTiB 3
6esneku.
8. HEWPOBIOH TabneTku, BKpUTI Mi enp Oxi HimeuunHa Mi enpg Oxi Xenc ABcTpis nepepeecTtpadisi Ha HeOOMeXeHUIA TEPMIH 3a He UA/5409/01/01
obornoHkoto; no 10 Xenc Ocrtpisa 'm6X eHp MepioanyHiCTb NoaaHHS perynspHo peuyernnmom | nidnseae
TabneTtok y bnicrepi; [hxepmaHi Ko. Ol OHOBIIIOBAHOIO 3BiTy 3 6e3neku, BiANoBiaHO OO
no 2 6nictepu y M6X Mopsaky 3aincHeHHs dpapmakoHarnsagy,
KapTOHHiIN kopobui 3aTBepKeHOro Hakasom MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciunsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 300pOB's YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamu, 3a3HaYeHnMmn y
nepioguYHOCTI NogaHHA perynsipHUX 3BiTiB 3
Ge3neku.
OPTAH®TUMO | kpanni o4Hi 0,5 % no 5 CaHteH AT DiHnaHaia Bupo6Humk diHnaHgis/ nepepeecrtpauis Ha HeobMexeHu TepMiH 3a He UA/5052/01/01
non My donakoHi 3 BignosiganbHMn 3a Higepnanaun [MepiognyHiCTb NoAaHHA perynsipHo peuenmom | nidnseae
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa @UPOb6HUKa eidnycky | yeaHHs | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
BUPOBHMK, MiHicTepcTBa OXOPOHM 300p0B'st YKpaiHu Big,
BiANOBiAanNbHWIA 3a 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
BTOPUHHE 3rigHO 3i CTPOKamu, 3a3Ha4YeHUMm y
nakyBaHHS: nepioguYHOCTI NOSAHHS PerynsapHuX 3BiTiB 3
MaHyakTypiHr 6e3nekw.
MakariHr ®apmaka
(MNo®) B.B.,
Higepnanaw;
Bupo6Humk
BigNOBiganbHUNM 3a
BWMNYCK Cepil:
CaHteH AT,
diHnaHaina
10. NMEHTOKCHU®IN | kpucTanivyHui CaHeka CnoBaubka CaHeka CnoBaubka nepepeecTpadis Ha HeobMexeHWn TepMiH - He UA/16195/01/01
IH nopoLwok (cybecTaHuist) | PapmacbioTika |Pecnybnika dapmackioTikans Pecnybnika nidnsieae
y NOABINHMX n3 a.c. a.c.
nonieTMneHoBmx
Millkax ans
hapmaLeBTU4HOro
3acTOCyBaHHs!
11. NMONTEXHET reHeparop HauioHanbHun | TMomnbwa HauioHanbHumn Monbwa MepepeecTpalisi HA HEOOMEXEHUA TEPMIH. minbKu 8 He UA/3526/01/01
papioHyknigis, 8,0-175 LleHTp LleHTp AnepHux OHoBReHo iHdopMmaLito B iHCTPYKLIT Ans crieyjianizos | nidnszae
'Bk; nopuisiMm no 6 AnepHux LocnigpxeHb MELMYHOrOo 3aCTOCYBaHHS nikapcbKoro 3acoby aHux
Bk, abo 8 bk, abo HocnimpxeHb B po3gini "Ocobnuei 3axoan 6e3nekn” MeOUYHUX
12 bk, abo 15 Tbky BiNOBIgHO [0 MaTepianiB peecTpauinHoro 3aknadax,
nakoHi 06'emom 10 [OCbE. wo maromb
mn Ne 1 B ynakoBui MepiognyHiCTb NO4aHHSA perynsipHo 0038irn Ha
pa3oM i3 KOMMIEKTOM OHOBOBAHOrO 3BiTYy 3 6e3neku, BiANoBigHO Ao | pobomy 3
AN enioBaHHA Mopsaky 3aincHeHHs dpapmakoHarnsagy, padiogpapm
(cknapaeTtbes i3 ABOX 3aTBepKeHOro Haka3om MiHicTepcTea ayesmuy4Hu
KapTOHHWUX YNaKoBOK: OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs mu
B OAHIN - 16 donakoHis 2006 poky Ne 898, 3apeecTpoBaHoOro B npenapama
3 10 mn entoeHTy MiHicTepcTsi tocTuuii Ykpainu 29 ciunsa 2007 mu
(po34mH 9 mr/mn poky 3a Ne 73/13340 (y pegakuii Hakasy
(0,9%) NaCl), B iHwwin - MiHicTepcTBa oxopoHu 300poB'a YkpaiHu Big,
16 BaKyyMHUX 26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
hnakoHiB 3rigHO 3i CTPOKamu, 3a3HaYeHnMmn y
npu3HaveHnx ans nepioguYHOCTI NogaHHA perynsipHUX 3BiTiB 3
entaty) Ta 3 6e3neku.
KOHTeViHepoMm Ans
TpaHCMNopTyBaHHS
12. NMPOMELON PO34MH AN iH'ekuin, AT "Kanuekc" JlaTBist BCi cTagii CnoBayumHa MepepeecTpallis Ha HEOOMEXEHWI TEPMIH. 3a He UA/15324/01/01
KAINUEKC 20 mr/mn; no 1 mn B BUPOBHMYOTO / OHOBMEHo iHhopMaLito B iHCTPYKLUiT aAnst peuenmom | nidnsizae
amnyni i3 npouecy, Kpim IlaTBis ME[IMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby

6e3KonbOpPOBOro cKra
| rigponiTuyHoro knacy
3 niHieto abo kpankoto
po3namy Ta

BUnycky cepii: XbM
®apwma c.p.o.,
CnoBay4uHa;

BUPOBHWK, KU

y po3ginax "lMpoTtunokasaHHs", "OcobnueocTi
3actocyBaHHS", "3acTocyBaHHs y nepios
BariTHocTi abo rogyBaHHs rpyaato”, "MobivHi
peakuii” BignoBigHO 0 OHOBMEHOI iHhopmalLlii
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa @UPOb6HUKa eidnycky | yeaHHs | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
MapKyBanbHUMK BignoBigae 3a 3 6e3neku Aitoyoi pevoBUHM.
KinbuaMuK; no 5 amnyn KOHTpOIb MepiognyHiCTb NOAaHHSA perynsipHo
B KOHTYPHIlA cepii/BunpobyBaHHs: OHOBIOBAHOIO 3BiTYy 3 6e3neku, BiaNnoBigHO OO
YapyHKOBIN ynakoBLj AT "T'pingekc", [Nopsaky 3aiicHeHHsA bapmakoHarnagy,
(nipaoHi) i3 TNatBis; BUPOGHMK, 3aTBEpKEHOro Haka3om MiHicTepcTea
noniBiHiNXnopuaHoi KU Bignosiaae 3a OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
nnisku; no 1, 2 abo 20 Bunyck cepii: AT 2006 poky Ne 898, 3apeecTpoBaHoro B
KOHTYPHMX "Kanuekc", IlaTBis MinicTepcTsi tocTuuii Ykpainm 29 ciuHa 2007
YapyHKOBUX YNakoBOK poky 3a Ne 73/13340 (y pepakuii Hakasy
(nigaoHiB) B nayui i3 MiHicTepcTBa OXOPOHM 300P0B'st YKpaiHu Big,
KapTOHY 3 KOHTponem 26 BepecHsa 2016 poky Ne 996), cTaHOBUTL:
nepLuoro BiAKpUTTS Y 3rigHO 3i CTpOKamu, 3a3Ha4YeHUMM y
BUrNsai nepioanYHOCTI NOAAHHS PerynsapHuX 3BiTiB 3
CaMOKI1e40ro 6esneku.
CTUKEpa Ha KOXHIN
YaCTWHI Nayku, Wo
BiAKpPMBAa€ETbLCA
13. CIHErPA TabneTkn, BKPUTI HOBEN INAY | TypeyunHa HOBEN IJTAY TypeuunHa nepepeecTpauis Ha HeobMexeHuin TepMiH 3a He UA/15696/01/01
NNiBKOBOIO CAHAI BE CAHAI BE OHOBIEHO iHdopMaLLilo B IHCTPYKLii Ans peuenmom | nidnszae
oboroHkot, no 25 mr TIDKAPET TIOIXAPET A.LL. MELNYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby
no 1 Tabnetuiy A.L. BiANOBIOHO 40 pedepEeHTHOro NikapcbKoro
6nictepi; no 1 3acoby (Biarpa®, TabneTtku, BKpUTI NNiBKOBOO
6nictepy B KapTOHHIW obornoHkot, no 25 mr, 50 mr, 100 mr) y poaaini
ynakosui; rno 4 "3paTHiCTb BNAMBATU Ha LWBMAKICTb peakuii
TabneTku y 6nictepi; npu KepyBaHHi aBTOTpaHCNOPTOM abo iHLWUMK
no 1 6nictepy B MexaHismamu".
KapTOHHIN ynakoBLi [MepiognyHiCTb NOAaHHA perynspHo
OHOBIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepAxeHoro Hakasom MiHictepcTea
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciung 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa oxopoHu 340poB'a YkpaiHu Bif
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKamu, 3a3Ha4YeHUMM y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
Ge3neku.
14. CIHEIPA TabneTku, BKPUTI HOBEN INAY | TypeyunHa HOBEN IJTAY TypeuunHa nepepeecTtpadis Ha HeOBMeXeHUIA TEPMIH 3a He UA/15696/01/02
MniBKOBOO CAHAI BE CAHAI BE OHOBEHo iHhopMaLlito B IHCTPYKLT aAns peuenmom | nidnszae
obornoHkoto, no 50 mr, TIOXKAPET TIOXKAPET A.LL. ME[IMYHOro 3aCTOCYBaHHS Nikapcbkoro 3acoby
no 1 Tabnetuyiy A.LL. Bi4NOBIgHO 40 pedepeHTHOro Nikapcbkoro

6nictepi; no 1
GnicTepy B KapTOHHil
ynakosui; no 4
Tabnetku y bnicrepi;
no 1 6nictepy B
KapTOHHIN ynakoBLi

3acoby (Biarpa®, TabneTku, BKpUTI NMiBKOBOKO
o6ornoHkot, no 25 mr, 50 mr, 100 mr) y po3agini
"3paTHicTb BINUBATU Ha LWUBMAKICTL peakuil
npu KepyBaHHi aBTOTPaHCNOPTOM abo iHLNMK
mMexaHismamu".
[MepioAnYHICTb NOAAHHSA perynsipHo
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa @UPOb6HUKa eidnycky | yeaHHs | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
OHOBIOBAHOrO 3BiTy 3 6e3neku, BiaNoBiaHO OO
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepAXeHoro Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MinicTepcTsi tocTuuii Ykpainm 29 ciuns 2007
poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa oxopoHu 340poB'a YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamu, 3a3Ha4YeHUMm y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
6e3neku.
15. CIHErPA TabneTkn, BKpUTI HOBEN INAY | TypeyunHa HOBEN IJTAY TypeuunHa nepepeecTpadis Ha HeobMexeHWn TepMiH 3a He UA/15696/01/03
NNiBKOBOIO CAHAI BE CAHAI BE OHOBIEHO iHopMaLilo B IHCTPYKLi Ans peuenmom | nidnsizae
obornoHkoto, no 100 mr TIOXXAPET TIOIXXKAPET A.LL. MeOMYHOro 3acToCyBaHHSA Nikapcbkoro 3acoby
no 1 Tabnetuiy A.L. BiANOBIOHO A0 pedepPEHTHOro NikapcbKoro
6nicTepi; mo 1 3acoby (Biarpa®, TabneTtku, BKpUTi NMiBKOBOO
6nictepy B KapTOHHiN ob6onoHkoto, no 25 mr, 50 mr, 100 mr) y po3aaini
ynakosui; no 4 "3paTHiCTb BNAMBATU Ha LWBMAKICTb peakuii
TabneTkn y 6nictepi; npu KepyBaHHi aBTOTPaAHCNOPTOM abo iHWNMK
no 1 Gnictepy B MexaHiamamu".
KapTOHHIN ynakoBLi MepiognyHiCTb NoAaHHA perynsipHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aincHeHHs dpapmakoHarnsagy,
3aTBepAxeHoro Hakasom MiHictepcTea
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciung 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 300pOB's YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKaMu, 3a3Ha4YeHnMm y
nepioanYHOCTI NOAAHHA perynspHUX 3BiTiB 3
6e3neku.
16. DPOCOOMILMH | nopoluok (cybecTaHuis) TOB "TK YkpaiHa I'yiniHe XsacyH Kurtawn nepepeecTpauis Ha HeobMeXeHU TEPMIH - He UA/16156/01/01
Yy y NoABiNHMX "ABpopa" dapmacsbtoTikan Ko., nionsizae
TPOMETAMOIJ1 | nonieTuneHoBux Nt
MilLKax ons
hapmaLeBTUYHOIO
3acTocyBaHHsl
17. XONENECAH® | kancynu no 10 kancyn MAT YkpaiHa NAT YkpaiHa nepepeecrtpauis Ha HeobMexeHu TepMiH be3 nidnsieae UA/15899/01/01
y 6nicTepi; no 3 "Kuismegnpen "KuiBmegnpenapat” OHoBneHo iHopMaLito y po3ainax peuenma
onictepu y nayui apat” "B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamm

Ta iHWi B1nam B3aemogin”, "OcobnmeocTi
3acTocyBaHHs", "3aaTHicTb BNNMBaTH Ha
LUBMAKICTb peakLii Npy KepyBaHHi
aBTOTPAHCNOPTOM abo iHWKMMK MexaHiamamn”
IHCTPYKLUii ANs MeANYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby BiAMoBiAHO 40 OHOBMEHOT
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[IponoBkeHHs nogaTka 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa @UPOb6HUKa eidnycky | yeaHHs | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs

iHdbopMmalii woao 6e3nekn 3acTocyBaHHs
[it0Y0i Ta JOMOMDKHUX PEYOBUH.
MepiognyHiCTb NoAaHHA perynspHo
OHOBIOBaHOrO 3BiTy 3 6e3neku, BianoBiaHO OO
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepAXeHoro Hakasom MiHicTepcTBa
OXOPOHW 3[40POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MinicTepcTsi tocTuuii Ykpainm 29 ciunsa 2007
poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa oxopoHu 340poB'a YKkpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamu, 3a3Ha4YeHUMM y
nepioANYHOCTI MOAaHHSA PErynsapHuX 3BiTiB 3
6e3nekw.

B.o. leHepanbHOro aupekropa [ijupekroparty

chapmaueBTUYHOrO 3abe3neyYeHHs

IBaH 3SAIBOPHUX




